F'OCYJAPCTBEHHAA OYMA
®ENEPAJIBHOT'O COBPAHHUA POCCUUCKOU ®ENEPALIUU

BOCBMOI'O CO3bIBA

BBIIINCKA U3 ITPOTOKOJIA ot _ 22.12.2025  Na 268
3ACEJJAHUSI COBETA I'OCYJAPCTBEHHOH TYMBI

22 Jekaops 2025 .

27. O npoektre d¢enepanbHoro 3akona Ne 1100211-8 "O BHeceHum
n3MmeHeHHii B ®eaepanbHblii 3akoH "O0 oOpamieHHH JIeKApCTBEHHBbIX CpeAcTB'
(B 4acTH MpoBeJeHHsl IKCMEPHMEHTA MO OCYLIECTBJACHHIO POIHHYHOH TOProBJH
JIEKAPCTBEHHbIMH MpPeNapaTamMd I MeJIHIHHCKOr0 NMPHMEHEHHS ¢ MOMOWIbLIO
nepeaBHKHBbIX aNTeYHbIX NYHKTOB) - BHeceH emyrtatamu ['ocynapcTrBenHoi
dymbl E.O.HupantbeBbiM, 1. ®.BaTtkuubiM, B.B.CenuBepcroBbim, A.K.HcaeBbiM,
A.I'.CuaskunbiM, b.H.bamankaeBbim, JI.A.Oryaem, U.B.Beasnix, C.C.XKypoBoii,
J.b.KpaBuenko, C.M.bosipckum, E.IL.Ctenakunoii, A.ILIlerpoBbimM, O.H.3auko,
T.A.Kycaiiko, T.A.®poaosoii, B.B.BaacoBoii, cenatopamu Poccuiickoii
®enepaunu B.B.SIkymeBbim, A.B. SIukunbiv, U.JO.CBsiTtenko, [1.C./lanTpaToBoii,
E.A.IlepmunoBoii, C.M.Kupuniaosoii, A.B.YepubimieBbiM, C.B.I'opHsikoBbIM,

C.A.Kapakunbim, /K.10.Yedpanosoii, A.I'.Bapdonomeebim, A.A.llleBuenko

IIpunsaTO pemenne:

1. Hasnaunte Komurer I'ocymapctBeHHoid JlymMBl mO OXpaHe 340pOBbs
OTBETCTBEHHBIM [0 YKa3aHHOMY MPOEKTY (eiepalibHOro 3aKOHa.

2. BKIIOYUTH YKa3aHHBIM MPOEKT (elepaibHOrO 3aKOHA B IPOEKT MPUMEPHOH
IporpaMMbl 3aKOHOMPOEKTHOI paGoTel ['ocynapcTBeHHOU JlyMbl B MepHOJ BECEHHEH
ceccud (sHBapb) 2026 roga B 4acTH MPOrpaMMbl 3aKOHOIIPOEKTHOU pabOThl KOMHTETA.

3. HampaButh yka3aHHBIH IMPOEKT ¢elepaibHOrO 3aKOHA U MaTepHalbl K HEMY
B KomuTeThl U KoMuccuu [NocymapctBeHHON [[ymbl, Bo ¢pakuuu B ['ocymapcTBeHHOI
Hywme, Ilpesunenty Poccuiickoit ®enepauuu, B CoBer ®Penmepauuu DenepaibHOro

Cob6panus Poccuiickoit ®enpepaunn, IIpaBurensctBo Poccuiickoii ®enepaimm,



Cuernyto mnanaty Poccumiickoit ®enepauun, OOumectBeHHyro mnanaty Poccuiickoit
®epnepaiuu, 3aKOHOJATENbHbBIE OpraHbl CyObekTOB Poccuiickoit @enepaunu U BHICIINM
OOJDKHOCTHBIM JinaM cyOpekToB Poccuiickoit ®enepauuu 1)is MOATOTOBKH OT3HIBOB,
npeioKeHuH W 3aMmedaHuii, a Ttakke B [IpaBoBoe ympaBinenwe Amnmnapara
['ocynapctBeHHOM J{yMBI JUIsl HOATOTOBKH 3aKJIFOYEHHUS.

4. VYcraHoBuTh cpok ImpeactaBieHus B Komwurer [ocyaapcTBeHHOMU
JdyMBl MmO oOXpaHe 3I0pOBbS OT3BIBOB, MNpPEJJIOKEHHH M 3aMe4YaHUH, a TaKxke
3axmoueHuss IlpaBoBoro ympaenenuss Anmapata locymapctBeHHoOit [ymel K
yKa3aHHOMY MPOEKTY (dhenepanbHOro 3akoHa 10 6 suaps 2026 roaa.

5. BkmouuTh yKa3aHHBIH IpOoeKT ¢eAepalbHOro 3akoHa B IPOEKT MOpsAIKa
pabotel ['ocynapctBenHoit Jymbl Ha 13 suBaps 2026 roma aisi pacCMOTPEHHS B

[ICPBOM YTCHHH.

IIpencenarens 'ocynapcts
®enepanbHoro Cobpa

Poccuiickoiit @eneparimy B.B.Bonoaun



TOCYIAPCTBEHHASA IYMA
®EJEPAJIBHOTO COBPAHUA POCCHNCKOW ®ENEPALINH

BOCBHBMOI'O CO3bIBA |

AETYTAT LT

T'OCYIAPCTBEHHOU JYMBbI Toeymmeraeiiat T OCFO

‘/{ / OZ 200{ 5(1" | Ne

[Ipencenarento
['ocynapcTBenHoM dymbl
®epepanpHoro CobpaHus
Poccuiickoi ®enepanuu

B.B. BOJIOJUHY

YBaxkaembiii Bayecias Bukroposny!

B cootBerctBuu co crarbeit 104 Konctutynumu Poccuiickoit ®enepauuu
B [OpsIIKE peanH3alyy [IpaBa 3aKOHOAATENIbHOM MHHUILUATUBEI BHOCHM Ha PacCMOTpEHHE
INocymapctBennoit ymsr ®epepansHoro CoGpanus Poccuiickoii ®@emepaiidéi MpoeKT
denepanbHOro 3aKoHa «O BHeceHHH H3MeHeHHMit B DenepanbHblii 3akoH «O0 oOpalneHnu
JIEKapCTBEHHBIX CPEICTBY.

Ilpunoxenus: 1. Tekct 3akoHOMpoekTa Ha 7 1. B 1 3K3.

2. IloscHuTenbHas 3aMHCKa Ha 3 J1. B 1 3K3.

3. Ilepeuens 3akoHOB Poccuiickoit ®enepanun u 3akoHoB PCOCP,
(benepanbHBIX KOHCTUTYLIHOHHBIX 3aKOHOB, (hellepajIbHBIX 3aKOHOB
U HUHBIX HOPMAaTUBHBIX MpaBoBblXx akToB PCOCP u Poccuiickoi
Oenepauyy, MOMIEKAIMUX IPU3HAHUIO YTPATUBILUMMH CHILY,
IPUOCTAHOBJICHUIO, H3MEHEHHIO HIH [PHHATHIO B CBA3MU
¢ npuusatueM PenepansHoro 3akoHa «O BHECEHHH HW3MEHEHUH B
®enepanpHelii 3akoH «OO6 oOpallleHHH JIEeKapCTBEHHBIX CPEICTB)»
Ha |l 1. B | 3K3.

4. POuUHAHCOBO-3KOHOMHYECKoe 000CHOBaHHe Ha 1 JI. B 1 7Kk3.

5. 3axmouenue IIpaBurensctBa Pocculickoii @enepanyiu Ha MPOEKT
®enepanpHOro 3akoHa «O BHeceHHU n3MeHeHul B DenepalbHbIi
3aKoH «O0 oOpalleHIH JIeKapCTBEHHBIX CPEeICTB» Ha 2 J1. B 1 3K3.

6 Konuu npunaraeMeIx JOKyMEHTOB Ha 3JIEKTPOHHOM HOCHTEJIE.

Henyrat 'ocynapctenuoii JyMbl E.O. Hudantses

EEE

}, 18 AEK 2025



Jlenytar I'ocynapcTeennoit JlyMsr
Hemytat I'ocygapcTBeHHOI JlyMbl
Henytat ['ocynapctBeHHOH {ymbl
Henyrat ['ocynapctBeHHOH Jymbl
Henyrat [N'ocynapcTeeHHo# Jymbl
Henytat 'ocynapctBeHHOM J{yMbI
Henyrar ['ocynapcTBeHHo JlyMBl
Henytat 'ocynapcteenHoi Jlymsl
Henytat ['ocynapcTtBenHo# J{yMBl
Hemyrat ['ocynapcTBeHHO J{yMbI
Hemytat ['ocynapctBenHoti [lyMbl
Henyrat I'ocynapcteenHo Jlymsl
Hemytat 'ocynapctBeHHOMH JyMBI
Hemyrar I' ocynapCTBeHHoﬁ JyMmbl
Hemytat ['ocynapcrBenHoM JlyMBI

Hemytat ['ocynapctBennomn JlyMel

Cenarop Poccuiickoii @enepauuu
Cenatop Poccuiickoiit ®enepauuu
Cenarop Poccuiickoii @enepauuu
Cenarop Poccuiickoii @enepauuu
Cenatop Poccuiickoit ®enepauuu
Cenarop Poccuiickoit ®egepanuu
Cenarop Poccuiickoit ®@enepanuu

Cenarop Poccuiickoii ®enepanuu

W J1.®. BaTkuH

B.B. CenusepcToB

A K. Ucaes
A.T. Cunsaxus
.H. bammankaes
JLLA. Oryns
W.B. benbix

C.C. Xyposa

Z I.B. KpaBueHko
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C.M. Bosipckuii
A.IL IlerpoB

O.H. 3auko

E.I1. Crenskuna

T.A. Kycaiiko

, %’ T.H. ®ponosa

B.B. Bnacosa

B.B. SIkyes

A.B. Sluxun

N.IO. CpsareHko
H.C. JlautparoBa
ijé%zgﬂ ’~ E.A. IlepMuHOBa
’ C.M. Kupuiosa

A.B. YepHBbIIIEB

C.B. T'opHusixos



Cenatop Poccuiickoit @enepauun
Cenartop Poccuiickoit ®enepanyu
Cenarop Poccuiickoit ®enepaunu

Cemnarop Poccuiickoit ®enepanuu

o)
2

C.A. Kapsxun

XKIO. Yeppanona

M A.T. Bapdomomeen

e

A.A. lleBueHko



BHocurcs

JemytaraMu I'ocynapcTBeHHOM JyMbI
E.O. HudantbeBrM, [1.D. BATKHHBIM,
B.B. CenuBepcroseiM, A K. HcaeBbiMm,
A.Tl. CumaxkuneiM, b.H. bamankaeBsiMm,
JLLA. Orynem, 1.B. bensix, C.C. XypoBoii,
I.b. KpaBaenko, C.M. bospckum,

E.IL. Crensakunoii, A.I1. IleTpoBeiM,
O.H. 3anko, T.A. Kycaiiko,

T.!. ®pomnosoii, B.B. Bracosoii,
ceHatopamu Poccuiickoit Genepaunu
B.B. SIkymieBriM, A.B. SIUKMHBIM,

H.IO. Csrenko, [.C. JlarTpaTOBOM,
E.A. ITepmunosoii, C.M. Kupninosoi,
A.B. Yepapmmé€seim, C.B. I'OpHAKOBBIM,
C.A. KapsxuneiM, X.JO. Yedpanosoii,
A.T. Bapdomomeesnim, A.A. llleByeHko

IIpoexr

J 1003 118
DOEJEPAJIBHBIA 3AKOH

O BHecennn H3MeneHni B GenepanbHblii 3aK0H
«00 oOpamieHHn JTeKapCTBEHHBIX CPEACTB»

Cratbi 1
Brectu B ®DenmepanbHbni 3akoH or 12 ampems 2010 roma Ne 61-@3

«O6 ofpamenun mnexkapcTBeHHHIX cpencrB» (CoOpaHHe 3aKOHOINATENIBCTBA
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Poccuiickoit ®epeparuu, 2010, Ne 16, ct. 1815; 2021, Ne24, ctr. 4188)
ClIeyIOIIUe U3MEHEHUS:

1) yacTh 2 cTaTbyl 9 XOMOIHHUTH ITyHKTOM S5 CIIEAYIOLIETO CONSPHKAHU:

«5) coOoieHe  MPERYCMOTPEHHBIX  CTarbeit 557  HacroAIero
OenepanbHOro 3akoHa  TpeOGOBaHHMN K  MPOBEIEHUIO  JKCIIEPHMEHTa
10 OCYILECTBJICHUIO PO3HUYHON TOProOBIH JIEKAPCTBEHHBIMM IIpenapaTaMu
I MEIUUUHCKOro MNpHUMEHEHUS C MOMOIIBI0 IMEePEeIBHKHBIX aIlTeYHBIX
ITYHKTOB.»;

2) IOTIOJIHUTH CTaTheH 552 CIIEOYIOLIECTO COACPXaHUS:

2 LY 4
«Cratpa 55°. Tlopsimox OCYUWIECTBJICHHS PO3HHYHOM TOProBJIH
JICKAPCTBEHHbIMH MpenapaTaMH VIS  MeJIHIHHCKOro
NpHMEHEHHSI C MNOMOILI0 MepeJIBHKHBIX aNTeYHBIX
MYHKTOB
1.B mepumox ¢ 1| wurous 2026 roma 1o 1 wrons 2029 roxa
NpegyCMaTpUBAeTCS  MPOBEACHHE  OJKCIEPHUMEHTa [0  OCYILIECTBIICHHIO
PO3HUYHOH TOPrOBIH JIEKAPCTBEHHBIMH IpenaparaM [Jisi MeIHIHHCKOro
NpUMEHEHHsT C IOMOINBIO IMEPEABHKHBIX aNTeYHbIX IIyHKTOB (Jajnee B
HacToslIel cTaThe — IKCIIEPHMEHT).
2. Bxmouenne cyonekta Poccuiickoit Pexnepallud B IKCIEPHMEHT
H HCKIIOYEHHE H3 HEro OCYLIeCTBIISET IO pacnopsokeHuro IIpaBurenscTBa

Poccuiickoit denepanun Ha OCHOBaHUM XOAATalCTBA BBHICLIEr0 MODKHOCTHOTO

nuna cyorsekra Poccuiickoi @enepauuu.



3.Ilon mepenBMOKHBIM alTEYHBIM ITYHKTOM B LIENIX HACTOSIIEH CTAaThu
[IOHNUMAeTCsi  CTPYKTYpHOE  MOJpa3feieHWe  anTedyHOW  OpraHU3allHu,
OCYLIECTBIISIFOIIEE PO3HUYHYIO TOPIOBIIO JIEKApPCTBEHHBIMH MpenapaTraMu
JUTSL METULIMHCKOTO MPUMEHEHHS BHE CTALIHOHAPHOT'O0 TOProBOro o0beKra.

4.B pamMKax OKCHEpHMEHTa €ro Y4YacTHHKH BIIpaBe OCYILECTBIATh
PO3HHYHYIO TOPrOBIIO JICKAPCTBEHHBIMH MpernaparaMd Ui MeOULUHCKOrO
NpUMeHeHUs (3a HCKIIOYEHHEM JIeKapCTBEHHBIX IIPENapaToB, COAepKalluX
HapKOTHYECKHE CpEACTBAa, IICHXOTPONHBIE BEIIECTBA H HUX MPEKypCOpBHI,
JIEKapCTBEHHBIX IpeNapaToB, COAEPXKAIIMX CHJIBHOJCHCTBYIOIIME BEIIECTBA,
JIEKapCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B IEPEYCHb JICKAPCTBEHHBIX CPEACTB
JUIST MEAULMHCKOrO MPHMEHEHHs], MOUIEXKAIIUX TPeAMETHO-KOJIHYECTBEHHOMY
y4ery, IpeAyCMOTPEHHOro 4acThio | cratbu 58! Hacrosmero deaeparbHOro
3aKOHa, paauodapMalieBTHIECKIX JIeKapCTBEHHBIX Ipenaparos,
HMMYHOOHONOTHYECKHX JIEKAPCTBEHHBIX MpeIapaToB, a TAKKE JEKapCTBEHHBIX
IpenapaToB, I KOTOPHIX B COOTBETCTBHH C MHCTpPYKLHUEH IO MPUMEHEHHIO
NIEKapCTBEHHOr'0 IMpernapara YCTaHOBJICH TEMIEPATypHBIH peXHM XpaHEHHS
HIDKe 15 rpamycos Llenbcus, cupTocoaepxallux JIEKAPCTBEHHBIX IPEnapaToB
¢ 00BbeMHOI# JT0JIeit STHIOBOrO CIUPTA CBBILIE 25 MPOLEHTOB U JIEKAPCTBEHHBIX
OpenapaToB, H3rOTOBICHHBIX AaNTEYHBIMH OPTaHU3ALMSMHU) B  CEJIbCKHX
HACEJICHHBIX IIyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbI€ OpraHH3alHH
" UHAUBUIyaJIbHbIE npeANpUHUMATEIH, HMeEFoLIe JIULIEH3UIO
Ha (apMaleBTHYECKYI0 OEATEeNIbHOCTh, a TaKXKe€ MEAULIUHCKHE OpraHH3alldH,

HMCIOIIINC  JIMICH3HIO Ha (bapMaueBTquCKon JCATCIBHOCTD, H HXx
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060co6IieHHbIe MOApa3/iesIeHUs, C TOMOILBIO EPEIBIKHBIX alTEYHBIX [TyHKTOB.
ITonoxeHuss Hacrosiiedl CTaTPU He PACIpPOCTPAHSAIOTCS Ha JIEKapCTBEHHBIE
Ipenaparsl IJii MEOUIUHCKOTO MPUMEHEHHUs, OTIIycKaeMble 0eCIUIaTHO MU CO
CKHIKOW TpaxkIaHaM, HMEIOIIMM IpaBo Ha ofecredyeHHe JIeKapCTBEHHBIMHU
npernapataMi 3a cyeT CpeACTB OIOMKEeTHBIX AaCCHUTHOBaHUI (enepanbHOro
Oromxerta H 610keToB CyObekTOB Poccuiickoit @enepariim.

5. YuacTHUKaMHU 3KCIEpPUMEHTA ABISIOTCS YIOJITHOMOYEHHBIN
denepanbHBIf ~ OpraH  HCHOJNIHUTENBHOM  BIACTH,  YIOJHOMOYEHHBIE
HCIONHUTENbHbIe opraHel cyObekToB Poccuiickoii ®enepannu u antedHble
OpraHHU3aLuH, COOTBETCTBYIOLIHE TpeOOBaHUAM, YCTaHOBJIEHHBIM
B COOTBETCTBHHU C YaCThIO 6 HACTOAIEH CTaTbHU.

6. [lonoxxeHne O mOpsiIKE IPOBEACHUS JSKCIEPUMEHTa, B TOM YHCIIE
NOpsAAOK M KpUTEepHH BKIIOYeHHs (UMCKIOYeHHs) cyOpekta Poccuiickoi
Qenepanu B OKCHEpUMEHT (U3 OKCIepUMEHTa), TpeOOBaHHS K alTe€4YHBIM
OpraHu3alusM, SBIAIOIMIMMCS  yJYaCTHHKaMH  JKCIIEPHMEHTa, MOpPIOK
OCYILECTBICHUST PO3HHYHON TOProBIH JICKApCTBEHHBIMH IIpenaparaMu
VTSI MEOULUHCKOTO IPHUMEHEHUS C TMOMOIUBIO MEPEABH)XHBIX AalTeYHBIX
IYHKTOB, IpaBWJia BBIJAaYH pa3pelleHHUs Ha OCYIUSCTBICHHE pPO3HUYHOH
TOPrOBJIH JIEKAPCTBEHHBIMH IIperapaTaMi il MEIULMHCKOIO MPHUMEHEHHS C
MOMOIIBIO NEPENBIKHBIX allTeYHBIX ITyHKTOB, yTBepXKaaercs IIpaBHTeIbCTBOM
Poccuiickoii ®enepanui.

7. YIoTHOMOYeHHBIH ¢peepajbHbIH OPraH HCNOJHHTEIbHOMH BJIACTH:



1) ocymecTBiasier  METOAWYECKOE  CONPOBOXAEHHE  JKCIIEPHMEHTA,
BKJIfOYasi  METONUYECKOE  COMPOBOXKAEHUE  JEATEIbHOCTH  alTeYHBIX
OpraHM3alUl, y4acTBYIOIIUX B IKCIIEPHMEHTE;

2)npenctaBaser B IlpaButensctBo  Poccuiickoit  Pemepauuu
IpeABapUTENbHBI (B MEPUOJ] MNPOBENCHHS SKCIEPHMEHTa, HO He IMO3MAHee
4YeM 3a JBa Mecsilla OO MCTeYeHHS CpOKa MPOBEACHHS IKCIIEPUMEHTaA)
M UTOTOBHIM (IO OKOHYAaHHHU JKCIIEPUMEHTA, HO HE MO3[Hee YeM uepe3 ABa
Mecslla TMOCNe€ HCTEYEHHS CpOKa MNpPOBENEeHHS OJOKCIEPUMEHTa) AOKJIAIb
O pesylbTaTax MpPOBENCHUSA OKCIEPUMEHTAa M IMPEIIOKEHHI O BHECEHHH
HU3MEHEeHHUH B 3aKOHOAATENIECTBO 00 obpallileHHH TeKapCTBEHHBIX CPEICTB.

8. YnomHOMO4YeHHBIH HCHIONHUTENBHBIH oOpraH cyOwpekra Poccuiickoit
Denepauym:

1) BipaBe ycTaHOBUTH OCOOEHHOCTH IPOBEAEHUS IKCIIEPUMEHTA;

2) yTBepXKaeT MOPAOOK OTOOpa anTeyHBIX OpraHu3alMi i1 y4acTHs
B OKCIEPHMEHTE, a TaKXXe IPOBONUT TaKOH OTOOp M yTBep)KZaeT IepeyeHb
aNTeYHBIX OpPTaHH3aAIMA, COOTBETCTIBYIOLIMX TPeOOBaHHUIM, YCTAaHOBICHHBIM
B COOTBETCTBHH C YaCThIO 5 HACTOAIIEH CTaThbH, U ABISIOLIUXCS YYaCTHHKAMH
IKCIIEPHMEHTA;

3) yTBepKIaeT MapIIpyThI CIEAOBaHMS U rpaduKH paboThl NepeABHKHBIX
alTeYHbIX  IMMYHKTOB  JUISL  OCYIIECTBJIEHHS  pPO3HHYHOM  TOPrOBJIH

JEeKAapCTBECHHBIMH IpenapaTaMu IJIisi MEAUHUHCKOTr O IIPUMEHCHH A,



4) oCyIEeCTBIAET MOHHUTOPHHT HNpOBeAeHHs 3KCIIepUMEHTA
U TNpeIcTaBsIEeT €ro pe3yNbTaThl B YINOJHOMOYEHHBIN QenepalibHBIN opraH
HCIIOJIHUTENBHOM BIaCTH.

9. AnteyHple  OpraHM3alliii  BIpaBe  OTKa3arbCcsi OT  y4YacTUA
B 9KCIIEPUMEHTE, I01aB B YIOJIHOMOYEHHBINH HCIIOTHUTENBHBIM OpraH cyOneKTa
Poccuiickoit depepaliui COOTBETCTBYIOIIEeE O0palieHHue B MUCbMEHHOH (opMe.

10.3a HapymeHus 3akoHomarenscTBa  Poccuiickoit  ®enepairuy,
COBEpIECHHbIE IpH MPOBEACHUH OJKCIIEPUMEHTAa, €ro YYacTHHKHA HeCyT
OTBETCTBEHHOCTh,  YCTAHOBJICHHYIO  3aKOHOAATEIbCTBOM ‘Poccuﬁcxoi/i
Denepanyy.

11. KonTpons 3a ucrnonHeHueM TpeOOBaHMIi, CBA3aHHBIX C IIPOBEIECHHEM
IKCIIEpUMEHTa, OCYIIECTBIACTCA (elepaibHBIM OpPraHOM HCIIOJIHUTEIBHOM
BJIACTH, OCYLIECTBJAIOIIMM (YHKUHH IO KOHTPOJIIO M Haa3opy B cdepe
3[paBOOXpaHEHHUA, B [MOpsAAKe, YCTaHOBIeHHOM dDenepaibHbBIM 3aKOHOM
ot 31 mons 2020 roga Ne 248-®3 «O rocymapcTBEHHOM KOHTpOJie (Haa30pe)
1 MyHHULHIAIBHOM KOHTpoJie B Poccuiickoil @enepanum.

Cratba 2

1. HacTostmpmii DenepanbHbIN 3aKOH BCTymaer B CUITY
c 1 mrona 2026 roaa.

2. llonoskeHus mMyHKTa S5 4acTH 2 CTaTbM 9 W CTaThU 55% MenepaasHOro
3akoHa ot 12 ampens 2010 roga Ne 61-@3 «O6 obparneHun jJeKapCTBEHHBIX

cpeacTs» npuMeHsroTes a0 1 mrons 2029 roxa.



3. HopmatuBHble  mpaBoBble  akThl  Poccuiickoit ~ ®denepauun,
yCTaHaBIHUBAIOLLHE obs3aTesibHBle  TpeGoBaHUsA u HalpaBJIeHHbIE
Ha peanu3aluio nonoxeHut denepanbHoro 3akoHa ot 12 ampems 2010 roxa
Ne 61-03 «O6 obOpareHUH 1eKapCTBEHHBIX CPEJCTBY» (B PEOAKIMU HACTOALLIErO
®depnepalbHOrO 3aKOHA), BCTyHAlOT B CHIly B CpPOKH, YCTaHOBJICHHBIE

YKa3aHHBIMH HOPMAaTHBHBIMH IIPpABOBBIMH aKTaMH.

IIpe3unent
Poccuiickoit ®enepanyu
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HOSACHUTEJIBHAS 3ATIMCKA
K NpoeKTy (eaepaibHoro 3akona ''Q BHeceHHH H3MeHEeHnil B
DenepaiibHblii 3aK0H '"O0 06paeHHH JTeKaPCTBEHHBIX CPeACTB'"

OcHOBHON HaLMOHAIBHON wLenblo pa3BuTHA Poccuiickoit ®Pepepauuu
SIBIIETCS. COXpAaHEHUE HACeNIeHH, 3M0pOBhs U Oaromonyyuus JiroAeit (mi. a, m. 1
Yka3a l'[pezn,ueHTa‘ P® ot 21 wurons 2020 r. Ne 474 «O HanMOHAIBHBIX LENAX
passurus Poccuiickoit ®enepannu Ha nepuox xo 2030 roga»). s peanusanuu
YKa3aHHOM LeNH 3aKOHOMPOEKTOM Mpearaerci 3HAaYUTENbHO IOBBICHTH
GU3MYIECKYI0 OOCTYIHOCTh JIEKAPCTBEHHBIX MpENapaToB Ui HacelleHUA
Poccutickoit @enepanuu.

HactosimmM 1npoekToM (¢enepalbHOrO 3aKOHa MpeXyCMaTpHBAaeTCs
IpOBeeHHe  OJKCIepUMEHTa O BO3MOXHOCTH pPO3HHYHOM  TOPrOBIH
JEKapCTBEHHBIMH [penapaTaMH B HACEJCHHBIX IIyHKTaX IMepeABHKHBIMU
anTeyHbIMU ITyHKTaMH. 3aKOHOMPOEKTOM OIpeAessieTCsl, 4YTO IepeIBHKHOMN
anTeYHBIN MYHKT — 3TO CTPYKTYPHOE IOJpa3feNICHUE allTeYHOH OpraHHU3alHH,
OCYILECTBIIAIOIIEe pPO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMH IIpernapaTaMu
JUIs1 MEAULIMHCKOTO MIPHUMEHEHHS BHE CTALIHOHAPHOTO TOProBOro 0OBEKTA.

3aKOHOMIPOEKTOM OrPaHUINBAETCS nepeYeHb JIEKapCTBEHHBIX
penapaToB, pealu3yeMbIMH IEpeIBIKHBIMH aNTeYyHBIMH IyHKTamH. He
HOOIyCKaeTCs  peajiu3allisi  JICKAPCTBEHHBIX  IpENaparoB,  COAEPKaIIHX
HapKOTHYEeCKHE CpeACTBa, IICUXOTPOMHBIE BEILECTBA H HX IIPEKYPCODEI,
JIEKapCTBEHHBIX IMPENapaToB, COACPXKALUUX CHIBHOAEHCTBYIOIIHME BeILECTBA,
pazuogapmMareBTHIECKUX JIEKapCTBEHHBIX [IpenapaTos,
HMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPEaparoB, a TAKXKe JeKapCTBEHHBIX
penaparoB, sl KOTOPHIX B COOTBETCTBHH C HMHCTPYKLMEH IO IPUMEHEHHIO

JEKApCTBEHHOr'0 mnpernapara yYCTaHOBJICH TeMHepaTypHBIﬁ PEXKUM XpaHEHHS



Hike 15 rpagycos Llenscusi, ciuprocoiepxaliux JeKapCTBEHHBIX IPENapaToB
¢ 00BEMHOM JONel 3THIOBOTO CIHUPTA CBHILIE 25 MPOLECHTOB U JIEKAPCTBEHHBIX
MpEenapaToB, U3TOTOBICHHBIX alTEYHBIMH OPraHU3aLUsIMH.

IlposeneHHe JKClEpUMEHTa HE IIOBJIEYET 3aKPBITHE CYIIECTBYIOIHX
anTe4YHbIX OpraHH3alUMH, MOCKOJIBKY 3aKOHOM IMPSIMO OrPaHUYUBAETCS TOPrOBIIS
BHE HACEJICHHBIX IIYHKTOB M B TEX HACEICHHBIX ITyHKTaX, B KOTOPBIX YXe
HMEIOTCS allTEeKH, a TAK)Ke MEIULIMHCKHE OpraHU3aliy, UMEIOIIHE JIULIEH3UIO Ha
(apMalleBTHYECKYIO AeATENHHOCTD, H HX 000CO0IEHHEIE MOApa3eeHHU.

Cpoku skcnepuMeHta ¢ 1 mroHs 2026 roma no 1 wmioHs 2029 ropa
NO3BOJIAT OLICHUTH BIIMSHHE [TEPEIBIDKHBIX AlTEYHBIX IIYHKTOB Ha JOCTYITHOCTh
JIEKapCTBEHHBIX MpenapaToB M CAENATh BHIBOJ O HEOOXOAUMOCTH (OTCYTCTBHH
HEOOXOAUMOCTH) BHECEHHS M3MEHEHHH B 3aKOHONATENBCTBO C  LIENBIO
BHEJPEHH [IEPEIBIDKHBIX AIITEYHBIX ITyHKTOB HA MOCTOSHHOM OCHOBE.

3aKOHOIIPOEKT YCTaHaBIUBAeT, YTO BKIIOYCHHE pPErHOHA B IIepevYeHb
cyobekToB Poccuiickoit ®Penepanii, B KOTOPHIX HPOBOAMTCA SKCIIEPHUMEHT,
ocymiecTBisierca no pacropspkenuio IIpasurensctBa Poccuiickoii denepaunu
Ha OCHOBaHHH XOJaTaliCTBa BBICIIEro JODKHOCTHOTO JIHIA CyOBeKTa
Poccutickoii ®enepauyu.

Hactosmuii 3aKOHONMpPOEKT, Tak e Kak U DelepalibHBI 3aKOH OT
20.10.2022 Ne 405-®3 "O BHecenuu usMeHeHuii B PenepanpHpii 3akoH "0O6
oOpallleHUH JIeKapCTBEHHBIX CPEACTB", MpPEAIoiaraeT, YT0 CO3JaHHE CUCTEMBI
JUCTAHLIMOHHOM TOProBiH OyIeT OCYILIECTBIATHCA 3a CYET 3aHHTEPECOBaHHBIX
aNTeYHBIX OpraHu3aluid U He MoTpedyeT NOMONHHUTEIBHOro (HHAHCHPOBAaHHA
CO CTOPOHBI Gr0mKeTOB 0I0IKeTHOH cucteMbl Poccuiickon denepauud.

[MpuusATHE  3aKOHOMPOEKTa  IO3BOJUT  MOBBICHTH  (PH3UYECKYIO
IOOCTYIIHOCTE JIEKAPCTBEHHOTo of0ecrieueHus ATl KUTeNell TpyAHONOCTYIHBIX H
MaJIOHACeJICHHBIX MYHHIHIAIBHBIX o6pasoBaHuii Poccuiickoit ®enepanuu, B

KOTOPBIX OTCYTCTBYIOT TpPaAWIMOHHBLIC aIlITCKH H (benbnmepcxo-afcymepcme



INYHKTBI H OLCHHUTH MNCPCIICKTHBHOCTL pPasBHTHIA TaKoH TOProBJIX Ha BCeH

teppuropuu Poccuiickoi ®eneparuu.
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PUHAHCOBO-3KOHOMHWYECKOE OBOCHOBAHHE

K HpoeKTy ¢efepaabHOro 3akona «O BHeceHHH H3MEHEeHHH B
®@enepanbHblii 3akoH «O0 00pameHnH JIeKAPCTBEHHBIX CPEACTB)

[TpuHsATHE M[AHHOTO  3aKOHOMpOEeKTa He mHorpedyeT pacxolos,
HOKpPBIBaeMBIX 3a cueT (emepaibHOro OrmKeTa, a Takke He IMOBJeYeT KaKuX-

nu60 U3MeHeHHI GHHAHCOBBIX 00s3aTeNIbCTB FOCYAapCTBa.
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IIEPEYEHD

3akoHoB Poccuiickoit ®enepauuu n 3akoHoB PCOCP, dpeaepanbHbIx
KOHCTHTYIHOHHBIX 3aKOHOB, d)¢epa/IbHbIX 32AKOHOB H HHBIX
HOpPMaTHBHBIX NPaBoBLIX aKTOB PCPO®CP u Poccuiickoii Penepaunmu,
HOAJIe/KAIHX NPH3IHAHUIO YTPATHBIIHMH CHJIY, IPHOCTAHOBJICHHUIO,
H3MEHEeHHIO H/IH NPHHSATHIO B CBSA3H ¢ NpUHATHeM PeepaibHOr0 3aKOHA
«O BHecenun nsmenennii B egepanbhbiii 3axKoH «00 oOpamennu
JIEKaAPCTBEHHBIX CPeaCTB»

[Mpunsatue ¢enepanrpHoro 3akoHa «O BHECEHHH W3MEHEHHH B
®enepanbhblii 3aK0H «O0 0OpallleHHH JIEKapCTBEHHBIX CPEeICTB» He MoTpebyet

MPpU3HAHHA YTPATHUBUIUMH CHITY, NPHOCTAHOBJICHHS, HU3MCHCHHJ] H NPUHATHSA

APYTHX aKTOB ()eiepajIbHOTO 3aKOHOAATENECTBA.
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Henyraty I'ocynapcrBennoit {yMbl
®denepanpHoro CoOpanus
Poccuiickoit @enepaunu

E.O.HudautreBy

NIPABUTEJBCTBO

POCCUHACKOH ®EJIEPAIIMHA Tocynapcteennas JTyma
®epepaneHoro Cobpanus

Poccuiickoit ®enepanun

« 26 » HOsbOpst 2025 r.
Ne II'-T112-44649

MOCKBA

Ha Ne HEO-4/135 ot 23 cents0ps 2025 r.

SAKJIOYEHHE

Ha NpoeKT ¢eaepanbHOro 3aKoHa 'O BHeceHHH
H3MeHeHuii B @eaepabHblii 3aKkoH ''O06 o6pamieHUH
JIeKapCcTBeHHBbIX cpeaAcTB'’, BHOCHUMBIH B ['ocyaapcreennyio lymy
aenyratom I'ocynapcrsennoii iymel E.O.HuganroeBbiM

B cootBercTBUH ¢ yacThiO 3 cTatbu 104 Koncturyumnn Poccuiickoii ®enepaunu
B IIpaButenectBe Poccuiickoii @enepanun paccMOTpeH NPOoeKT PeaepanbHOro 3aKoHa
C Y4ETOM MPEACTaBICHHOrO (PHHAHCOBO-3KOHOMHYECKOTO 000CHOBaHHU .

3aKOHOMNPOEKTOM IIpedycMaTpuBaeTcsl AomnoyiHeHHe @deaepanbHOro 3akoHa
"O6 oOpallicHHH JIEKapCTBEHHBIX CpeACTB" CTaTheit 552, mpemycMaTpHBaromei
MpPOBEACHUE  3KCIEPHMEHTa 0  OCYUIECTBICHHIO  PO3HHYHOH  TOPrOBIH
JIEKapCTBEHHBIMH IpernaparaM IJii MEQUUMHCKOro NpPHUMEHEHHS MepeaBHKHBIMU
anTeYHBIMU IYHKTAMU B CEJICKUX HACENICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpraHyu3aliy 1 HHIXBUAYAJbHEIE IIPEANPHHHMATEIH, UMEIOLIHE JTULEH3UIO
Ha ¢apMaleBTHYECKYI0 [dEATeNIbHOCTh, a TakKe MEAULHHCKHE OpraHu3alliH,
HUMEIOLINE JIMLEH3UI0 Ha (PapMaueBTUYECKYIO AEATENbHOCTb, H HX 000COGJEHHBIE
MOApa3AeNeHNs, pacHoNOKEHHBIE B CEJIbCKUX HACeNeHHBIX IyHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€4yHble OpraHusaiuu (nanee - CyOBEKTB, OCYINECTBIAIOIIME
PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU MpernapaTaMHu).

2332792-Y4-2025 (4.0)



3aKOoHOMpPOeKT pa3paboTaH B LENAX MNOBHILEHHS (U3NYECKONH TOCTYMHOCTH
JIEKapCTBEHHOI'0 o0ecredeHus A JKUTelell TPYAHONOCTYIMHBIX U MaJOHACENEeHHBIX
MYHUUMIANBHBIX oOpasoBaHuil Poccuiickoit ®enepalt, B KOTOPBIX OTCYTCTBYIOT
CyOBEKTHI, OCYIIECTBIAIOLINE PO3HHYHYIO TOPTOBIIIO JIeKapCTBEHHBIMH TpernapaTaMH,
a TalKe B LENIX OLECHKM IEepPCleKTUBHOCTU pa3BUTUS PO3HHYHOH TOPrOBIIH
JIEKapCTBEHHBIMH  I[IpelapaTaMHi, OCYUIECTB/IAEMON NEpEeNBIKHBIMU alTeYHBIMU
ILyHKTaMH.

BMmecre ¢ TeM B 3aKoHONpoeKkTe HEOOXOAMMO 3aKpernuUTh TpeOOBaHUA
K I[EepeIBIDKHEIM alTe4HbIM ITyHKTaM, a TaKXkKe MOpAIOK MpuOOpeTeHHs craryca
YYacTHHKA SKCIIEPUMEHTA, TaK KaK MPOeKTHpyeMoii craThbeil 552 mpemycMaTpuBaeTcs
YyTBEPXIECHUE MOpsiIKa 0TOOpa anTeYHBIX OpraHU3aLuil AJisl Y4acTUS B SKCIIEPUMEHTE.

Cnenyer Takke OTMETHUTD, YTO 3aKOHOMPOEKTOM MPENYyCMOTPEHO YCTaHOBIIEHHE
o0s3aTenbHEIX TpeOOBaHUH B COOTBETCTBHH ¢ PDefepajbHBEIM 3aKOHOM OT 31 Mrojs
2020 r. Ne247-®3 "O6 obs3arenbHBIX TpeGoBaHWIX B Poccuiickoit demepauuu”.
B c¢Ba3u ¢ 3THM 4YacTh | CTaThu 2 3aKOHOMpOeKTa TpeOyeTcs CKOPPEKTHPOBATh
B COOTBETCTBUM C 4acThiO I cTaTe 3 ykasaHHoro deiepalpHOro 3aKOHA, a 4acThb 3
CTaTBbH 2 3aKOHOMPOEKTA MOMIEKUT UCKITIOUEHHUIO.

3aKOHOIPOEKT COOTBETCTBYET aKTaM OoJiee BBICOKON HOPHUAMYECKOH CHUIBI,
B TOM uHcie Jlorosopy o EBpasuiickoM 3KOHOMHYECKOM COLO3E.

Peanusaims ¢eaepansHOro 3akoHa He MOTpedyeT MOMONHHUTENIBHBIX PacX0O0B
GromKeToB GrokeTHOI crcTeMul Poccuiickoit deaepaiuu.

Ha ocHoBanum wusnoxeHHoro IlpaButensctBo Poccuiickoit Pemeparmu
MOJIEPXHUBAET 3aKOHOMPOEKT IMpHU YCJIOBHH €ro A0opalOTKU ¢ YYETOM YKa3aHHBIX
3aMevYaHui. '

3amecturens [pencenatens .-‘ AOKYMEHT NOATIACAH
. o ]
IIpaButensctBa Poccuiickol Meneparuy - | B SHEHTPoRORTOMco

PykoBomutens Anmnapara [IpaBUTEIBCTBA | A 06062025 no 30.00.2026
Poccuiickoit denepaunu H.I'puropenko
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