POCCUVCKAS ®EIEPALINSI
®EJEPAJBHBINA 3AKOH

O BHecennu usmenennii B @egepajbHbId 32aKOH
«00 obpameHHH JIeKAPCTBEHHBIX CPEACTB»

IIpunst I'ocynapctsenHoi [lymoit 21 ampens 2026 rona
Ono6pen CoBeToM dPenepauuu 29 anpesa 2026 roma
Cratban 1

Buectu B DenepanpHplii 3akoH oT 12 ampens 2010 roma Ne 61-03
«O6 obOpaleHnd JIeKapCTBeHHBIX cpelncTB» (CobOpaHue 3aKOHOAATENNbCTBA
Poccuiickoit @enepanun, 2010, Ne 16, ct. 1815; 2021, Ne 24, ct. 4188; 2022,
Ne 43, cr. 7268; 2024, Ne 6, ct. 764) cnenyroie U3MEHEHUS:

1) gacth 2 cTaThu 9 IOMIOTHUTH ITYHKTOM 5 CIEIYIOLIEro COAEPXKaHus:

«5) cobmoieHre  MPefyCMOTPEHHBIX  CTaThel 55*  HacTosIIero
®denepanbHOro  3akoHa  TpeOoBaHUIT K  IPOBEACHUIO  DKCIIEPHMEHTa

II0 OCYIIECTBIEHHUIO PO3HUYHOW TOPTOBIU JIEKAPCTBEHHBIMHM IIpeNapaTaMu

T



IU1SE METUIMHCKOrO MPUMEHEHHs] ¢ UCIIOIb30BAHUEM IEPEIBWKHBIX allTEYHBIX
ITyHKTOB.»;
2) HOTIONHHUTB CTaTheil 55° ClIeyIOIIEro CoIepKaHHs:
«Cratbs 55, Ilopsagok ocyuiecTB/IeHHS] PO3HHYHOH TOProBJIH
JIeKAPCTBEHHBIMH MpenapaTtaMu AJs MeAHUUHHCKOro
NpHMEHEeHHs] ¢ HCHO0Jb30BAaHHEM IepeIBHIKHBIX
anTe4YHbIX NYHKTOB
1.B mepuong ¢ 1 cenrssbps 2026 roma o 1 centsbps 2029 roma
MpeNyCMaTpuBaeTCss IPOBENEHUE HOKCIEPUMEHTA IO  OCYLIECTBICHUIO
PO3HUYHOM TOProBiM JIEKAPCTBEHHBIMH IIpenaparamy Uil MEIULIMHCKOTO
MPUMEHEHUS C  MCHOJIB30BAaHUEM IIEPEABIDKHBIX  aAlTEYHBIX  IIYHKTOB
(nanee B HacTOSALIEH CTaThe - SKCIIEPUMEHT).
2. Bkimouenue cybpektoB Pocculickoii ®enepaniu B 3KCIIEPUMEHT
U UCKJIIOUYEHHE MX M3 DKCIEPUMEHTAa OCYLIECTBILIIOTCA II0 PaclOpsSKEHUIO
IlpaBurenbctBa Poccuiickoit @eepaliluy Ha OCHOBAaHUM XOJaTalCTBa BBICIIErO
JIOJDKHOCTHOTO Jnia cyobekta Poccuiickoit @enepanyu. BrirroueHre anTeuHsix
OpraHm3alliii B OKCIIEPUMEHT M MCKIIOYEHWe WX M3 IKCIIEpUMEHTa
OCYIIECTBIISIFOTCSI 110 PEIIeHUIO YHNOJHOMOYEHHOIO HCIIOJIHHUTENLHOIO OpraHa
cyowekta Poccuiickoit ®epepauuym Ha OCHOBAaHHMU 3asBJIEHHS alTEYHOU
OpraHM3aldd O BKIIOYEHHH B DOKCIIEPUMEHT M 3asBJIEHUS  aANTEYHOM

OpraHydsaluvu 00 HCKITIOYCHHUH H3 OKCIIEpUMEHTA, IIOJaHHbIX

B YIIOJJHOMOYEHHBI ~ HMCIOJNHUTENBbHBIH  opraH  cyOwekra  Poccuiickoin



@enepanuy, U MO pe3yjbTaTaM OTOOpa anTeYHOW OpraHU3alldd Ui YHacTHs
B OKCIIEPUMEHTE, TMpOBeJeHHOro cyOrektoM Poccuiickoit ~ ®enepaunu
B YCTaHOBJICHHOM UM IIOpPSJIKE.

3.B paMKax OJKCHEpHMEHTa €ro YYacTHHKU BIpaBe OCYIIECTBIIATh
PO3HMYHYIO TOPIOBIIO JICKAPCTBEHHBIMH TIpernapaTaMu JUisl MeIUIHHCKOTO
OPUMEHEHUST C  HCIOJNB30BAHMEM  IEPEIBHIKHBIX  aNTeYHBIX IMyHKTOB
(32 MCKIIIOYEHMEM JIEKapCTBEHHBIX IIPErnapaToB, COAEpXallluX HApKOTHYECKHE
CpelcTBa, IICUXOTPOIHBIE BelleCTBA W HX MPEKypCOpbl, JIEKapCTBEHHBIX
IIpEnapaToB, COJAEPXKAIIKUX CUJIBHOAEUCTBYIOIIME BEIIECTBA, JEKAPCTBEHHBIX
IpernapaToB,  BKJIIOYEHHBIX B  IepedYeHb  JICKAPCTBEHHBIX  CPEICTB
JUISI METUITUHCKOTO TIPHUMEHEHHUs, MOJIeXKAIIUX [PeAMETHO-KOJINUEeCTBEHHOMY
ydery, HpedycMOTpeHHBIH dacTeio 1 cratbu 58' macTosmero PejepansHOro
3aKOHa, paarodapMaleBTUYECKAX JieKapCTBEHHBIX Mpenaparos,
AMMYHOOHMOJIOTHYECKAX  JIGKAPCTBEHHBIX  IpenapaToB,  JEKapCTBEHHBIX
IpenapaToB, M KOTOPBIX B COOTBETCTBUM C HWHCTPYKLIMEH MO NPUMEHEHHIO
JIEKapCTBEHHOI'O IIperapara YCTaHOBIEH TEeMIIEPAaTypHBIM PpeXUM XpaHEeHUsd
Hwke 15 rpagycoB Llenbscus, cnuprocoaepxalliyx JIEKApCTBEHHBIX TPENapaToB
¢ 00beMHOH JOJIeH ATHIIOBOTO CIIUPTA CBBIIIE 25 NPOLEHTOB H JIEKAPCTBEHHBIX
[pernaparoB, H3TOTOBJIEHHBIX aNTeYHbIMHM OpraHM3allMsIMH) B  CEJIbCKHX
HacCeJIeHHbIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT anTe4Hble

opranm3allid, MHIUBUAYAIbHbIE NPEAUNPpUHUMATEIN, HWMCIOLIMC JIMICH3UIO
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Ha (apMaleBTUYECKYIO AeSATeTbHOCTh, MEAULIMHCKHE OpraHu3allii, UMEIonIue
JTUIEH3UI0 Ha (apMaleBTHYECKYI0 HAeATelbHOCTh, W HUX 000coOIeHHbIE
oJpa3iesieHusl. HeiictBre TIOJIOXKEHUH HaCTOALIEH CTaThu
HE PaclpoCTpaHsIeTcsl Ha JeKapCTBeHHBIE IIpermapaThl Uil  MeIULHHCKOTO
IpUMEHEHHUs, OTIyCKaeMble OECIUIaTHO WM CO CKUAKOW rpaKaaHaM, UMEIOIM
npaBo Ha o0ecrevyeHHne JIeKapCTBEHHBIMH MperiapaTaMd 3a CUYeT CpPeICTB
Or0[KeTHBIX acCUTHOBaHUU (enepanpHOro OOmKeTa W OIOIKETOB CYyOBEKTOB
Poccuiickoii ®enepaumm.

4. Po3HnyHas TOPTOBJIS JIeKapCTBEHHBIMHA npernaparamu
IUTSE MEAWIIMHCKOTO MPUMEHEHHSI C HMCITOJIb30BAaHUEM TEePEIBHKHBIX alTeUHBIX
MYHKTOB OCYIIECTBIISETCS aNTeYHBIMA OpTraHU3aldsIMH (32 UCKIIOUYEHHEM
UH/IMBHIyaJIbHBIX npenrpuHAMareneit), UMEIOIIMHU paspeleHue
Ha OCYIIECTBIICHHE PO3HUYHONH TOPrOBIM JIEKApCTBEHHBIMUA TpenaparaMu
JUTSI METUIIAHCKOTO TPUMEHEHHUS C MCIOIb30BAaHHEM MEePEABMKHBIX anTe4HbIX
IMYHKTOB, BBbIJIaHHOe (elepaibHbIM OpPraHOM HCIOJHHTEIHLHOW BIACTH,
OCYIIECTBIAIOMUAM (DYHKIMHM 110 KOHTPOJIO ¥ Ham3opy B cdepe
3[paBOOXpPAHEHHUs, a TaKXXe JHUIEH3UI0 Ha (apMaleBTUYECKYHO AeSITeIbHOCTh
C YKa3aHHEM BBIIONHIAEMBIX paboT (OKa3bIBa€MBIX YCIYr) MO PO3HUYHOMN
TOPTrOBIIe JICKAPCTBEHHBIMH TIperapaTaMy IS MEAUIMHCKOrOo INPUMEHEHHS,

XpaHEHHUIO H IICPEBO3KE JICKAPCTBCHHBLIX IIpeHapatoB il MEJIHUIHHCKOI'O



IIpUMEHEHHUs U BIAACIOMMMH TaKOW JIMLECH3WEH He MeHee Tpex JIeT,
pU HAJTUIUU:

1) paGoTHHKa, KOTOPBIM 3aKIIOYWI C aNTEYHOM OpraHu3auue TpyIoBOU
JIOTOBOP, NEeATENBHOCTD KOTOpOTro HEMOCPEACTBEHHO CBsSI3aHa
C PO3HHUYHOHN TOProBied JIEKapCTBEHHBIMM IIpenapaTaMy Il MEIULMHCKOIO
NPUMEHEHUST C  HCIOJB30BAHWEM  [EPEABHIKHBIX  alTEYHBIX  IIYHKTOB
U XpaHEHUEM JIEKApCTBEHHBIX MpENnapaTroB sl MEAUUUHCKOTO IPUMEHEHUS
1 KOTODBIf WMMeeT BhICIIee WM cpefHee (apmaneBTuueckoe oOpa3oBaHHE,
aTakKke ceprddUKaT  CHENUaTUCTa  WIM NPOMACHHYIO  aKKpeIUTalLHIo
CIIeLIMAIINCTA;

2) BEKTPOHHON CUCTEMBI TUaTeXXeld U (MiIM) MOOMIBHBIX ILIATEXKHBIX
TEPMHUHAJIOB, TpeJHA3HAYEHHBIX IS MPOBEACHHUS DSJIEKTPOHHBIX IUIATEXeH,
BTOM 4YHCJIEe C TOMOIIBI0 OaHKOBCKUX KapT, HENOCPEIACTBEHHO B MECTE
OKa3aHUs YCIyTH;

3) BO3MOXXHOCTH BHECeHHsI HMH(OpMalMKu O MPOAAHHBIX JIEKaPCTBEHHBIX
mperapatax Uil MEAMLIHUHCKOIO IPUMEHEHMs B CHUCTEMY MOHHTOPHHIA
JBHOKEHHS JIEKQPCTBEHHBIX IIpenapaTtoB I MEOUUHUHCKOIO IIPUMEHEHHS
B IIOPSZIKE, MPEAYCMOTPEHHOM 4YacThio 7 ctathu 67 HacTosauiero denepansHoro
3aKOHa.

5. Tlox mepeABHIKHBIM aNTEYHBIM IIYHKTOM B LIEJIAX HACTOAINEH CTaThH

IIOHUMAETCS  CTPYKTypHOE  IOJApa3Je/iCcHHe  alTeYHOM  OpraHu3allvH,



OCYILIECTBISIONIEE PO3HHUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMM IIpenaparaMu
IUIsT MEOUUUHCKOro NpPUMEHEHHUsT BHE CTAallMOHAPHOTO TOProOBOTO OOBEKTa
C UCTIONIb30BaHUEM M30JIMPOBAHHOTO MOy IS Ha wiatdopme
aBTOTPAHCIIOPTHOT'O CPENCTBA C OTAENbHON KaOuHOU BomuTens. Takue MOIyJb
Y aBTOTPAHCIIOPTHOE CPEACTBO JODKHBI PUHAIIS)KATh allTEeYUHON OpraHu3aliu
Ha IpaBe COOCTBEHHOCTHM MJIMA Ha WHOM 3aKOHHOM  OCHOBaHHH,
[IpeAyCMaTpUBAIOIIEM MPaBO BiIaJeHWs U IpaBoO Moib3oBaHud. [lepeaBrxHoM
anTe4YHbld IMYHKT KOMIUIEKTyeTCSl OOOpyAOBaHHEM, KOTOpPOE  JOJKHO
IIpUHAJIEKATh aNTeYHOM OpraHu3alMy Ha MpaBe COOCTBEHHOCTH WM Ha WHOM
3aKOHHOM OCHOBAaHMHM, IIpeyCMaTpHUBAIOIIEM IpaBO BIAJEHHSI W IPaBo
IIOJIb30BaHUA, U KOTOpoe HeoOXOAUMO Uil MOAJEepXKaHUs aBTOHOMHON paboThI
HEpPEeBKHOTO  alNTe4HOro IyHKTa U obecriedeHUs  BO3MOXKHOCTH
TEXHOJIOTUYECKOTO TIPUCOEAUHEHHUsS] K DIIEKTPUUYECKHM CETAM, a TaKxke
o0opyAoBaHHEM, KOTOpOe TMpeJHa3HauyeHO IS PO3HUYHOH  TOPrOBIH
JIGKapCTBEHHBIMH IIperapaTaM Ul MEAULUHCKOTO TMPHMEHEHHS M HUX
XpaHEHHUs] B COOTBETCTBUHU C MPABWIAMH XPaHEHUSA JIEKapCTBEHHBIX CPENCTB,
YTBEPKJICHHBIMH B COOTBETCTBUY C HacTOSIUM PeniepaibHBIM 3aKOHOM.

6. YuacTHUKamMu 3KCIIEpUMEHTa SBJISIIOTCS YIIOJITHOMOUYEHHBI!
benepansHBId ~ OpraH  WCIOJHHTENBHOR  BJIACTH,  YMOJHOMOYEHHBIE
UCTIOJIHUTENIbHEIE OpraHbl CyObekTOB Poccuiickoit Menepaliu M anTedyHbIe

OpraHM3ali (32 HCKIIOYCHHEeM WHAMBHAYaJIbHBIX IpeAllpuHUMATeNei),
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COOTBETCTBYIOIIME TpPeOOBAaHMAM, YCTAHOBJICHHBIM 4YacThlo 4 HACTOSMICH
CTaThH.

7.IlonoxxeHne o MOpsAKE NPOBEAEHUS SKCIEpPUMEHTa, B TOM YHUCIE
IOPSIIOK W KpUTepuH BKIoueHuss cyObekta Poccuiickoit ®enepanvu
B OKCIIEPUMEHT M UCKIIFOYEHUS €r0 U3 IKCIIEPUMEHTA, MOPANOK OCYIIECTBIEHUS
PO3HMYHOUW TOPrOBIM JIEKAPCTBEHHBIMHU TIpernaparamu IJis MeAUIMTHCKOTO
MPUMEHEHUS C UCIIONb30BaHMUEM MEPEABUKHBIX alTEYHBIX IIYHKTOB W IpaBuia
BBIJJAYM  paspellleHHuss  Ha  OCYIUECTBIEHWE  PO3HHUYHOM  TOPTOBIH
JIeKapCTBEHHBIMU npernaparamu JUIsL MEIUIIMHCKOTO IIPUMEHEHHUS
C MCIIOJIb30BAaHUEM  IIEPEIBM)KHBIX  aNTe4YHBIX IYHKTOB, YTBEp)XIaeTcs
IIpasurensctBoM Poccuiickoit denepanyu.

8. YnosHOMOUeHHBIH (eiepalbHbII OpraH NCIIOTHUTEIBEHOM BIIACTH:

1) ocymiecTBIseT  METOJUYECKOE  COMPOBOXIEHHE  DKCIIEpUMEHTa,
BKJIOYass  METOJMYECKOE  CONPOBOXKJEHHE  NIEATEeIbHOCTH  amnTEeYHBIX
OpraHu3alyi, y4acTBYIOIIUX B IKCIEPHUMEHTE;

2) mpeacraBnsier B IlpaButensctBo  Poccmiickoit ~ ®denpeparun
[peABapyUTEIbHbIA (B IEpPUOJ NPOBEJEHUS JKCIIEPUMEHTa, HO HE Io31Hee
YyeM 3a [JBa MecsAla [0 HCTeYEeHHUsI CpoKa MPOBEAEHUS JKCIEPHUMEHTA)
M UTOTOBBIM (110 OKOHYAHHM 3KCIIEpUMEHTa, HO He MO3JHee 4eM 4epe3 ABa

Mecsla II0CiIe HMCTEYeHHS CpOKa TIIPOBEIECHHS] DKCIEPUMEHTa) JIOKJIAJbl



O pe3ylbTaTax IpPOBEIECHUS DSKCIEPUMEHTa M TMPEIJIOKEHUS O BHECEHHH
U3MEHEHUH B 3aKOHOAATEIBCTBO 00 00palleHrH JIeKapCTBEHHBIX CPEICTB.

9. YOMHOMOUYGHHBIN HUCIIOJIHATENFHBIN opraH cyObekta Poccuiickoii
Qenepanyu:

1) BpaBe ycTaHOBUTH OCOOEHHOCTH TIPOBEICHUS SKCIIEpUMEHTA;

2) IpOBOJUT B YCTaHOBIEHHOM WM TIOpsAOKe OTOOp anTeyHbBIX
OpraHM3alMil A y4acTHsl B DKCIEPHUMEHTE, a TakXe yTBepXAaeT IlepeyeHb
anTe4YHBIX OpraHU3alHiil, BKJIFOUEHHBIX B SKCIIEPUMEHT;

3) yTBepxaaeT MapIIpyThl CIICJOBAHHUS U rpaduKy paboTHl NepeABUIKHBIX
anNTEeYHBIX ITyHKTOB;

4) ocyliecTBIIsIeT MOHHUTOPHHT MIPOBEACHUS 3KCTIEpUMEHTA
U NIPEACTABNISIET €ro pe3yibTaTbl B YIOIHOMOYEHHBIH (enepalibHbIA Opras
HCIIOJIHUTEIbHOU BIIACTH.

10. AnTeynsle  opraHu3allid  BIOpaBe  OTKa3aTbcs OT  y4acTHs
B OKCIIEpUMEHTE, HalpaBUB B YIOJHOMOYEHHBIN WCIIOJHUTENBHBI Opras
cyowrekta Poccuiickoit @enepaiuu 3agBieHne 0 NpeKpalieHd OCYIIECTBICHUS
PO3HHWYHON TOProOBIM JEKAPCTBEHHBIMU MpenaparamMu i MEIULIUHCKOIO
NpUMEHEHHUS C UCITOJIb30BaHUEM MepeBUKHBIX allTEYHBIX ITYHKTOB.

11. XpaHeHue  NeKapCTBEHHBIX IMpenaparoB Ul  MEIUILUHCKOTO

INPUMCHCHUA B NNEpEABUNKHOM alITCYHOM ITYHKTC OCYILIECTBIIACTCH



B COOTBETCTBUM €  TpaBWJIaMH  XPaHEHHs  JIEKApPCTBEHHBIX  CPEICTB,
YTBEPXKACHHBIMU B COOTBETCTBUU C HAaCTOSIIUM (DenepallbHbIM 3aKOHOM.

12. IlpoBeneHue NOrpy30YHO-PA3rpy30YHBIX pPabOT B IEpPeIBUKHOM
anTe4YHOM IIYHKTE OCYIIECTBISETCS C oOeclieueHHeM 3allUThl JeKapCTBEHHBIX
[pernapaToB AJii MEIUIMHCKOTO MPUMEHEHUs OT BO3IeHCTBUS aTMOC(hEepHBIX
0CaJIKOB, HU3KUX U BHICOKUX TeMIIepaTyp.

13.3a wHapymeHus 3akoHogaTenbcTBa Poccuiickoit ~ ®Denepanuw,
COBEpIICHHBIE B XOAE€ IPOBEICHHUS DKCIEPHUMEHTAa, €ro YYaCTHHKH HecyT
OTBETCTBEHHOCTh,  YCTaHOBJIICHHYIO  3aKOHOJATeJIbCTBOM Poccuiickoi
Qeneparuu.

14. KoHTpoap 3a HCIONHEHHEM TPeOOBaHM, CBSA3aHHBIX C POBEACHUEM
SKCIIEPUMEHTA, OCYLIeCTBIAETCS (e/lepalbHbIM OPraHOM HCIIONHUTENbHON
BJIACTH, OCYIIECTBISIIOMMM (YHKIMKM 1O KOHTPOMIO U Hag3opy B cdepe
3IpaBOOXPAaHEHUs, B TMOpsAKe, YyCTaHOBIEHHOM @elepalbHbIM 3aKOHOM
ot 31 mrons 2020 roma Ne 248-D3 «O rocymapcTBEHHOM KOHTpolie (Haazope)
1 MyHUIUIIATBEHOM KOHTpousie B Poccuiickoit denepanium».».

CraTbs 2

1. Hacrosimmii DenepabHbBIN 3aKOH BCTYIIA€T B CUITY

c 1 centsabps 2026 roxa.
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2. TlonoskeHHs MyHKTa 5 yactd 2 ctathi 9 M crathh 55° MeepansHOrO
3akoHa oT 12 anpens 2010 roma Ne 61-®3 «O6 obpaimeHN# JieKapCTBEHHBIX
cpencTs» npuMeHsroTcs 0 1 centsabdps 2029 rona.

3. HopmatuBHble  mpaBoBble  akThl  Poccuiickoit ~ ®enepanu,
yCTaHaBIUBAIOIINE o0si3aTenbHBIE TpeOoBaHuUs U HarpaBJIeHHbIE
Ha pealu3alMio MOJOXKEHUH IyHKTa 5 4YacTh 2 cTaThu 9 W CTaThH 552
®enepanpHoro 3akoHa ot 12 ampens 2010 roma Ne 61-®@3 «O6 obpamienun
JIEKapCTBEHHBIX CpEICTB», BCTYNAIOT B CHJIY B CpOKHM, YCTaHOBIICHHBIE

YKa3aHHbIMH HOPMATUBHBIMH IIPABOBEIMH aKTaMH.

B.Ilytun

Mocksa, Kpemb
2 mas 2026 rona
Ne 125-®3



