I'OCYJIAPCTBEHHAS IYMA
®EJIEPAJIBHOIO COBPAHUA POCCUNMCKOU ®ENEPALIMU
BOCBMOI'O CO3bIBA

BBIIIUCKA U3 ITIPOTOKOJIA ot 25.08.2022 Ne 54
3ACEJAHUSI COBETA T'OCYJIAPCTBEHHOM JTYMBI

"25" aBrycra 2022r.

33. O npoexre denepaibHoro 3akona Ne 173061-8 ""O BHeceHMH H3MEHEHMI
B ®PesepanbHbiii 3axkoH "O0 oOpalieHMM JieKapCTBEHHBIX CpPeICTB' B measx
NpoBeleHHs] JKCMEPHMEHTA MO0  OCYIeCTBJIEHHI0O PO3HHYHOH  TOpProB.iM
JleKapcTBeHHBIMH npenapaTamMu Ans MeIHLHHCKOro0 NpHMeHeHHu,
OTNYCKAaeMbIMH MO0 pelenTy Ha JeKApCTBeHHbIH Npemapar, AHCTAHHHOHHBIM
cnocodom" - BHocuT IIpaBurenbeTBo Poceuiickoii @egepanun

IIpunsTO pemtenne:

1. HampaBute ykaszaHHbBIi IpoekT (eaepansHoro 3akoHa [IpesumeHTy
Poccuiickoit ®egepauuu, B KOMMTETHI, koMUccuu ["'ocyaapctBerHo# Jlymbl, Ghpakiuuu B
I'ocymapcrBennoit lyme, CoBer ®enepauun DenepanbHoro Cobpanus Poccuiickoii
Depepanun, IpaButensctBo Poccuiickoit @eneparun, CuetTHyro nanaty Poccuiickoii
Oenepanyuu, OOwectBeHHylo nanaty Poccuiickoii ®emepaiivu, 3aKOHOAATENBHBIE
opranbl cyowpekToB Poccuiickoit @enepali ¥ BBICIIMM AOKHOCTHBIM JTHLIAM
cyosektoB Poccuiickoit ®epmepauuu JUis MOATOTOBKU OT3BIBOB, TMPENIOXKEHHUH U
3aMeyaHud, a Takke Ha 3akaodyeHde B [IpaBoBoe ympaeieHue Amnmapara
IlNocynapctBenno# Jymsl.

Ha3HauuTe OTBETCTBEHHBIM B paboTe Hax MpoeKToM (deaepalbHOr0 3aKOHa
Komuret I'ocymapctBenHoit JlyMBl o oxpaHe 340pOBBS, coUcmonHuTeneM — Komurer
I'ocynapcrBenHoi [lyMbl o MaioMy U cpeiHEMY MpeANpPUHUMATENHCTBY.

OT3BIBBI, MPEMNIOKEHU U 3aMedaHus HanpaBuTh B Komurter I'ocymapcrBenHoi
JyMsl 110 oxpaHe 310poBbs A0 25 ceHTa6pa 2022 rona.

2. Komurery l'ocymapctBeHHoW JlyMbl 1O oOXpaHe 3[0pOBbS C Y4YETOM
HOCTYMUBIIUX OT3BIBOB, NPEIJIOKEHUN M 3aME4YaHHl MOATOTOBUTH yYKa3aHHBIN MPOEKT
¢benepanpHOro 3akoHa K paccMotpeHHro ['ocynapcreenHoit Jymoii.

3. BKIIOYUTH yka3aHHBIA NPOEKT ¢eJepalbHOr0 3aKOHAa B MPOEKT MPUMEPHOI
IporpamMMsl 3aKOHOIpPOoekTHOH paboThl ['ocymapcTBeHHON JlyMbl B Mepro[ OCEHHeM
ceccuu 2022 roaa (OKTI0ph). ‘

B.B.Bonoguu




['ocynapcrBennas dyma
®epepansHoro Cobpanus

NMPABUTEIBCTBO Poccuiickoit ®epepauuu
POCCHICKOH ®EJEPALIMH
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N 88100-M12 TocyaapcTBersan qyza BC P
Jara 29.07.2022 ¢9:13
MOCKBA Nel73061-8: 1.1

O BHeceHUM MpoexTa dhenepaibHOro

3akoHa "O BHECEHHUU U3MEHEHHH

B DenepanpHslit 3akoH "O06 obpareHUH
JIEKAPCTBEHHBIX CPEACTB" B LENIX MIPOBeeHHUS
IKCIEPHUMEHTA 110 OCYIIECTBICHUIO POSHUYHON
TOPTOBJIM JIeKapCTBEHHBIMHU IIpenapaTamu

114 MEOULIMHCKOTO MPUMEHEHHUS,
OTHMYCKaeMBIMH 1O PELENTY g
Ha JIeKapCTBEeHHBIH npemnapar, T T
AUCTaHLMOHHBIM CII0CO60M" '_ 78 49

B cooteercTBUu co cratbedt 104 Koncrutyuum Poccuiickoit ®epepanuu
IIpaButensctBo  Poccuiickoit ~ demepatiyd  BHOCHUT  Ha  pacCMOTpeHHE
[NocymapctBennoit Hymer DepepansHoro Cobpanus Poccutickoit ®Depepanuu
npoekT QenepanbHoro 3akoHa "O BHeceHUM u3MeHeHUdt B DelepanbHBIR 3aKOH
"O6 oOpallieHuy NEeKapCTBEHHBIX CPEACTB" B LENAX MNPOBEOCHUS IKCNEPUMEHTa
[0 OCYIIECTBICHUK) PO3HUYHON TOPrOBJIM JIEKAPCTBEHHBIMU [IperapaTaMu
JUIsT MEOULHHCKOTO NPUMEHEHUs, OTIyCKaeMbIMU [0 pPELENTy Ha JIeKapCTBEHHBIN
npenapar, IMCTaHIIHOHHBIM criocobom".

Ipunoxenue: 1. Tekct npoekra pegepansHOro 3akoHa Ha 9 1.
2. [TosicHUTeNbHAS 3alHCKa K MPOEKTY (efepalbHOro 3aKOHa
Ha 3 I
3. OuHaHCOBO-3KOHOMUYECKOE OOOCHOBaHME K  MPOEKTY
dbenepanbHOro 3akoHa Ha 1 1.
6 H%L‘ 4. IlepeueHs eaepanbHBIX 3aKOHOB, MOAJICKAILKX MTPU3HAHUIO
YTPaTUBILIKMH CHIIy, MPHOCTAHOBIEHHIO, U3MEHEHUIO MIIH

5795132 (1.3)
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IPUHATUIO B CBA3M C MNpUHATHEM ¢eRepaibHOI0 3aKOHa,
Ha 1 1.

5. IlepeyeHr HOpPMATHBHBIX [paBOBBIX akToB [IpesupeHTa
Poccuiickoit ®epepauud, [IpaButensctBa Poccuiickoit
Qepepauud 4 ¢QefcpalbHBIX OpPraHOB HCHONHUTENBHOH
BJACTH, MNOMJeXAUMX MNPU3HAHUIO YTPATUBIIUMH CHIY,
IMPUOCTAHOBJICHUIO, M3MEHEHUIO WIH IMPUHATHIO B CBS3U
C IpUHATHEM QellepalbHOro 3aK0Ha, Ha 3 JI.

6. Pacniopspxenue IlpaButensctBa Poccuiickoit ®egepanuu
0 Ha3HaYCHUH ouLHaNBHBIX IpefcTaBUTENEH
IIpaButensctBa Poccuiickoit @Denepauum 100 JaHHOMY
BOIpocy Ha 1 .

Ilpencenarens IlpaButenscrea
Poccuiickoii Qepepauyu M.MuurycTus

5795132 (1.3)
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BHocurca IpaBurtenscTBOM
Poccuiickoit denepanuu

IIpoekt

113067 -&
®EJEPAJBHBIN 3AKOH

O BHecenuu n3mMenenuii B Megepanbublii 3axoH "O6 obpamenun
JIEKaPCTBEHHBIX CPEICTB'' B IeIsIX IPOBeJeHHs IKCIIePUMEHTA
[0 OCYIIEeCTBJICHUIO PO3HHUYHONH TOProBJIM 1eKapCTBEeHHbIMH
npenapataMi JJist MEIHIHHCKOI0 IPUMeHEeH s, OTIYCKaeMbIMH
MO penenTy Ha JICKAPCTBEHHBIH NpenapaT, AMCTAHIIHOHHBIM coco6om

Cratba 1

Brectu B PenepanbHbiii 3akoH oT 12 ampens 2010 roma Ne 61-93
"O6 obpawmeHun JexapcTBeHHbIX cpeacTB'' (CobOpaHue 3aKOHOAATENLCTBA
Poccuiickoit ®eneparuu, 2010, Ne 16, ct. 1815) cnexyroiue uaMeHeHHS:

1) yacTp 2 cTaThd 9 NOMOJHUTH MYHKTOM 4 CIIEAYIOLIErO COAepKaHUS:

"4) cobmomenrie TPeOOBAHUM K TPOBENCHUIO 3KCHEPUMEHTA [0
OCYLLIECTBIICHUIO PO3HUYHOH TOProBJIM JIEKAPCTBEHHBIMH IpernapaTaMu AJis
MEIUIMHCKOrO NMPUMEHEHUs, OTIIyCKaeMbIMU 10 pPeLEeNTy Ha JIeKapCTBEHHBIH
mpemnapar, IHCTAaHUHOHHBIM CIIOCOGOM, IMPENYCMOTPEHHBIX cTaTheit S55'
Hacrtosiero PeaepasibHOro 3aKkoHa.";

2) JOMONKHUTE cTaThel 55' cemyomero coep/KaHus:
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"Crates 55°. Ilopsimok ocynrectTBiieHUs] POZHMYHON TOProBJM
JeKapCTBeHHBIMH MpenapaTaMu AJi MeAHIHHCKOro

IIPHMEHEHMS, OTITYCK2EMBIMH 110 pelienTy Ha

JIeKapCTBEHHBI npenapart, IHCTAHIHOHHBIM
cnocoooMm

1. B mepuox ¢ 1 mapra 2023 roma mo ! mapra 2026 roma B ropoje
denepansHoro sHayeHuss Mockse, B benropoackoii u Mécxoacxoﬁ obmnactsx
_(nanee B HacTosfmied cratbe - CyOBekThl Poccuiickoit ®Depepaiun)
IpesyCMaTpUBaeTCs  MpPOBEJEHHE 3KCIepUMEHTa [0  OCYLIECTBIICHHUIO
PO3HUYHOU TOPrOBAM JIEKapPCTBEHHBIMHU [penapaTaMyd il MeIULUHCKOro
IIPUMEHEHHsI, OTIYCKAaeMBIMU [0 pEeLenTy Ha JIeKapCTBEHHBIM I[pemapar,
JUCTaHIMOHHBIM CIIOCOOOM ([asiee - SKCIEPUMEHT).

2. B pamkax aKcCHepUMeHTa ero yéacmnm BIpaBe JUCTAHLMOHHEIM
cnocobOM  OCYUIECTBIASATh  PO3HUYHYKD  TOPrOBIIO  JIEKAPCTBEHHBIMH
npemapataMd  O0s  MEOULMHCKOrO  MpPUMEHEeHHs,  OTILyCKaeMBEIMU
M0 pelelTy Ha JIEKapCTBEHHBIH mpemnapar (B TOM 4ucie cHopMHpOBaHHOMY
B (QopMe DJJIEKTPOHHOrO JOKyMeHTa B JIMYHOM KaOuHeTe TrpaxJaHUHA
B (efepalbHONM roCylapcTBeHHOW HHGOpMauuoHHOU cucreme "EnuHbi
MopTal TOCYJAPCTBEHHBIX M MYHHLMIANBHEIX ycIyr (byHkuuit)' u (Win)
Ha pErdOHANBHBIX [OpTaNaX [OCYJApCTBEHHBIX M MYHULMMANBHBIX
yCayr), BKIIOYEHHBIMM B  IIepe4eHb  JIEKapCTBEHHBIX  MpernapaToB

H cpapMaKOTepanequeCKnx CpyIIIn JEKapCTBECHHBIX Ipenaparos,



paspelieHHBIX K pealu3allMd B paMKaX OKCIepHMEHTa, YTBEepXKAEHHBIMH
YHOOMHOMOYEHHBIM  (QelepaibHBIM ~ OpraHoM  UCMOJHUTENLHONW  BIIACTH
(3a UCKIIIOYEHUEM JIeKapCTBEHHBIX IPenapaToB, COAep KaliX HAPKOTHYECKHe
CpelCTBa, IICUXOTPOIIHBIE BEWIECTBA U HUX MPEKypCOpHl, JIEKapCTBEHHBIX
Iperaparos, coJiepKallux CUIIBHOAEHUCTBYIOLLIUE BELIECTBA,
panuopapMalieBTHYECKUX NIEKapCTBEHHBIX Tpernaparos,
MMMYHOOHOIOTHYECKHX JIEKAPCTBEHHBIX MIPENapaToB, a TAK)Ke JIEKApCTBEHHBIX
NpernapaToB, UMEKMIMUX B COOTBETCTBUU C HHCTPYKIUEH IO IPUMEHEHHUIO
JIEKapCTBEHHOrO IMpernapara TEMIIEpaTypHBI peXUM XpaHEHUS HIKE
15 rpagycos Lienecus, cnuproconepXalllUX JEKapCTBEHHBIX I[IpelaparoB
¢ oObeMHOW  gmonefi  STWJIOBOrO  CHOHMpPTa CBHIIE 25  NPOLEHTOB
U JIGKapCTBEHHBIX MpenapaToB, U3TOTOBJICHHBIX alTCYHBIMM OpraHu3alUsIMHU).
Kpurepuu BKJIFOYEHUSA NIEKaPCTBEHHBIX [penaparoB
u  (QapmakoTepanmeBTUYECKUX  [pPYNI  JIEKAapCTBEHHBIX  MHpernaparoB
B yKasaHHBIH IepedyeHb YycraHasnuBaroTcs IIpaBurensctBoM Poccuiickoi
®enepanuu. IlomoxkeHus HacTosmed CTaTbl HE  PacHpOCTPaHSIOTCS
Ha JIeKapCTBeHHBIE Mpemaparthbl, OTHycKaeMble OeCIUIaTHO WM CO CKMIAKOMH
rpakiaHaM, UMEIMUM [paBo Ha obecrmedyeHHe  J1eKapCTBEHHBIMH
npenapaTtaMid 3a CYET CpPEICTB OIO/KETHBIX acCUrHOBaHUW (eaepanbHOro

6roxeTa 1 6roKeToB cyOBekToB Poccuiickoit Denepariui.



3. Y4yacTHUKaMU 3KCIIepUMeHTa SIBJIJIOTCS YINOJIHOMOYEHHBIH
denepanbHEli OpraH HMCHOJHMUTENBHOM BJACTH, YHOJNHOMOYEHHBIE OpraHbl
MCIIOJIHMTENBHON BnacTu cyObekToB Poccuiickoit denepaunu, MeIULIMHCKUE
OpraHy3allMd M anTe4Hble OpraHu3aliy, COOTBETCTBYIOIIUE TpeOOBaHUIM,
YCTaHOBJICHHBIM B COOTBETCTBHH C YacCThI0 4 HAaCTOALLEH CTAaThU.

4. IlonoxeHue o mopsake npOBeneHHh 3KCIIEPUMEHTA, B TOM YHUCIIE
TpebOBaHUA K MEOULIMHCKHM OpraHu3aldsIM U anTeYyHBIM OpraHu3alusM,
ABIAIOILIMMCS  YYaCTHUKAMM  3KCIEPUMEHTa, TMOPSANOK OCYyWIECTBICHUS
PO3HMYHOM TOProBJIM JIEKAPCTBEHHBIMU IIpenaparaMy s MEIMLUHCKOIO
[IpUMEHEHUs, OTIIYCKaeMBIMU IO peLenTy Ha JEeKapCTBEHHBIM Iperapar,
IOUCTAHLMOHHBIM CIIOCOO0M, TpeOOBaHUsS K JOCTaBKE TaKUX JIEKAPCTBEHHBIX
IpenapaToB rpaXJaHaMm, a TaKKe IpaBWla BBLAAYH paspellieHUus Ha
OCYLUECTBJICHUE PO3HUYHON TOProBIIM JIEKAPCTBEHHBIMU Ipenaparamu
Ind  MEIMUUHCKOrO  NpPUMEHEHUs,  OTIYCKAaeMBIMM IO  peuenty
Ha JIeKapCTBEHHBIM IIpenapar, OUCTAaHLHOHHBIM CIIOCOOOM, YTBEpPXIAETCs
[lpaputensctBoM Poccuiickoit ®epepanuu. TpeOGoBaHus K anTeYHBIM
OpraHu3alysaM, SBIAIOINIMMC] YYaCTHUKaAMM 3KCIEpUMEHTa, HE MOryT
ObITb HIDKE TpeOOBaHMiM, YCTAaHOBIEHHBIX K aNTEeYHBIM OpraHU3aLUsAM

B COOTBETCTBHM C 4YacThio 1 craibd S5 Hacrosuiero DepepalibHoro

3aKoHa.



5. VnonHoOMOu€EHHBIH delepanbHblii Oprai UCHONIHUTENBLHON BIACTH:

1) ocylLIecTB/IIET  METOAMYECKOE  CONpPOBOXAECHUE  IKCIEPHUMEHTA,
BKJIIOYAsi METOJMYECKOE COMpPOBOXACHUE JEATENbHOCTH MENUIMHCKUX
OpraHy3alluil U anTeYHBIX OpraHM3alMil Mo OQOPMIIEHHIO, HUCIOJIH30BAHHIO
¥ XpaHEHMIO pENENTOB Ha JIGKapCTBEHHBIH Ipemapar, B TOM YHCIE
chOpMUPOBaHHBIX B POpMe 3NEKTPOHHOTO TOKYMEHTA,;

2) npencraBnser B llpaBurensctBo  Poccuiickoit  ®enepauuu
npefBapUTENbHBIA (B MepUOJ IPOBEAEHHUS OSKCIEPUMEHTa, HO He IO3JHEe
yeM 3a JOBa Mecsla OO0 HUCTeUEHUS CpOKa IIPOBEHNEHHs IKCIIEPHUMEHTA)
M HUTOrOBBHIM (IO OKOHYaHUU OKCIEPUMEHTa, HO He I[I03JHEee YeM uepes
JBa Mecslla MOCJe HCTe4YeHUs CpPOKa IMPOBENEHHUs IKCIIEPUMEHTa) HOKJIanbl
O pe3yJbTaTaX IPOBEJEHHUS OSKCIEpUMEHTa M MpPeJIOKEHHUS O BHECEHHH
U3MEHEHUU B 3aKOHOZATEIECTBO 00 OOpallieHUH JIeKapCTBEHHBIX CPEACTB.

6. YIIOJTHOMOYEHHBIH OpraH UCIONMHUTENbHOW BJIacTd CyOBeKTa
Poccuiickoit ®efepauuu:

1) BIIpaBe yCTaHOBUTH OCOOEHHOCTU NPOBEAEHHS SKCIIEPUMEHTA;

2) yTBepxJaeT  MOpsNOK  oTbopa  MENULUMHCKUX  OpraHu3anyi
¥ anTeyHbIX OpraHU3aUUil AN y4acTHs B IKCIEPUMEHTE, a TAKKe [IPOBOJUT
Takoi 0TO0p M YTBEpXKIAET MePCUCHb MCANLIMHCKUX OpraHu3aluil U epeyeHb

alTedHbIX opraﬂmaunﬁ, COOTBCTCTBYIOIIUX TpCGOBaHI/IﬂM, YCTaHOBJICHHBIM
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B COOTBETCTBUU C YACThIO 4 HACTOSALLEH CTATBH, U SBJISIOIIUXCS YUaCTHHKAMU
9KCIEPUMEHTA;

3) ocywiecTBIsIeT MOHUTOPHUHT IIpOBEACHUS 3KCIIEPUMEHTA
M 1nepefaeT ero pesyiabTaThl B YIOJHOMOYEHHBIH ¢enepanbHbIl oOprai
HCIIONIHUTENIBHON BJIacTy;

4)  ofecrnieyuBaeT  MHPOPMALMOHHO-TEXHUYECKOEe  ofecreyeHue
MIPOBENEHUST SKCIEPUMEHTA [OCPEACTBOM MCIIOJIB30BaHUS [OCYAapCTBEHHOMN
MHGOPMaMOHHOM CHCTEMEI B cepe 3apaBooxXpaHeHus cyobekra Poccuiickoi
®enepauud U (WIM) MEIULUHCKHUX MHOOPMALMOHHBIX CHCTEM METULMHCKHX
OpraHu3aiui, sBISIOIIMXCA YYAaCTHUKAMHU OIKCIIEPUMEHTa, B3aUMOMAEHCTBHs
C eOUHOH rocyJIapCTBEHHOMH I/IH(bOpMaL[I/IOHI‘{OI‘;I cucreMoit B cdepe
3IpaBOOXpaHEHUS.

7. MeguuMHCKHE U alTeYHble OpraHU3alMM BIIpaBe OTKAa3aThCs
oT y4yacTHsi B OKCIIEpUMEHTe, T[OJaB B YNOJHOMOYEHHBIH oOprau
UCIIOJIHUTENLHON BJIACTH cyObekTa Poccuiickoit Denepauuu
COOTBETCTBYIOLIee ObpalieHe B MUCbMEHHOH GopMe.

8. AINTeyHble OpraHU3aLUY, ABJAIOIMEC] YYACTHUKAMHU OKCIEPUMEHTA,
00s13aHbL:

1) cobnronaTe MOJIOKEHHE O MOpsAAKE IIPOBEJCHUS OKCIEPUMEHTA,

YTBEPKAAEMOE B COOTBETCTBHHU C 4aCThKO 4 nacrosien CTaTbH,



2)npy  mpojake  JUCTaHUMOHHBIM  CIOCOGOM  JIEKAPCTBEHHOIO
mpernapata JJIS MEIMLMHCKOrO NPHUMEHEHMs, OTIyCKaeMoro I0 peLenTy
Ha  JIeKapCTBEHHBI  mpenapar, oOecnedyduTs [MPU  OCYLIECTBIEHUU
INOCTaBKH HACHTUOHKALUIO JMYHOCTH TpaXJaHWHA, I[IOJYYaIOUIEro TaKoM
JIEKapCTBEHHBIN Mpenapar, B LeNAX YCTaHOBJEHHS COOTBETCTBHMS JUYHOCTH
3TOr0 TrpaxAaHWHA M JIMLA, YKa3aHHOrO B pellenTe Ha JieKapCTBEHHBIM
npenapal (€ro 3aKOHHOI'O IMPEJCTaBUTENsA), NHOO NHIQ, YIONTHOMOYEHHOrO
JIMLIOM, YKa3aHHBIM B peleNTe Ha JEKapCTBEHHBIH Mpenapar (ero 3aKOHHBIM
NpEACTaBUTENIEM), Ha [ONlyuyeHHe JIeKapCTBEHHOro IMpenapara (majiee
B HACTOsIIEeH CTaThe - JIULO, YKa3aHHOEe B pelenTe (3aKOHHBIMA NpeJCcTaBUTEb,
YIOJHOMOYEHHOE JIULIO).

9. Jlumo, ocymecTBadioliee OOCTaBKy JIeKApCTBEHHOTO Mpenapara
Ui MEIUUUHCKOrO  TNpHMEHEHUs,  OTIYCKaeMoro [0  pelenty
Ha JIeKapCTBEHHBIM Impemapar, o0sa3aHO mnoTpeboBaTh y TrpaxAaHHUHA,
MOJYYaloWEero TakOM JIeKapCTBEHHBIN Ipenapar, NpeAbsBUTh JOKYMEHT,
YAOCTOBEPSIIOLIMI €ro JIMYHOCTh, HNA HICHTUGHUKALMM JIMYHOCTH 3TOTO
TpaXKaHHa U YCTAHOBJEHHUS COOTBETCTBUA €ro JIMYHOCTM M JIMLA,
YKa3aHHOI'O B pelenTe (3aKOHHOIO MpPeICTaBUTENs, YIIOTHOMOYEHHOrO JIKLA).
B ciydae BBISBIECHUS HECOBMAAEHUS JUUYHOCTH IPAXKAAHUHA, 110J1YYAOWETO

J'[CKapCTBeHHBIf;I [perapar, W JiMla, YKa3aHHOI'C B peuernre (3aKOHHOFO



NpelCTaBUTENS, YNOJIHOMOYEHHOr0 JMLa), a TakXke B ClIydae OTKasa
rpaKJaHvHa, IONy4arollero JIeKapCTBEHHBIH  IIpemapaT, HpeabABUTH
JOKYMEHT, YIOCTOBEPAIOLMI ero JM4YHOCTH, JIMLO, OCYIIECTBIIONIee
JOCTaBKY JIEKapCTBEHHOIO [penapara Ui MEJUUUHCKOrO MpUMEHEHUs,
OTIIYCKAaeMOro IO pelenTy Ha JIeKapCTBEHHEBIN MpemnapaT, 00s3aHO BEPHYTH
JAAHHBIH TeKapCTBEHHBIN penapaT B aTEYHYI0 OpraHU3alUIo.

10. IloateepxaeHueM (akTa nepefayd JIEKApCTBEHHOrO Ipernapara
Jnsg  MEIULMHCKOrO  NpPUMEHEHUs,  OTIHYCKAaeMoro 1o  peLenTy
Ha JICKapCTBEHHBIN IIperapar, Jully, yKa3aHHOMy B peuenrte (3aKkOHHOMY
MpEeICTaBUTENIO, YIOJIHOMOYEHHOMY JIMLY), SBJAIOTCH KacCOBBIM  4Yek
U IOANMCH JIMLA, YKa3aHHOTO B pelenTe (3aKOHHOro IpeACTaBUTENs,
YIIOJTHOMOYEHHOr0  JIMIa), Ha JOKYMEHTe O IOJy4YeHHH TaKOro
JIEKApCTBEHHOTO MperapaTa M0 ¢opMe, YTBEPKAAEMOH YNOTHOMOYEHHBIM
penepasbHEIM  OpPraHOM  HCHONHUTENbHOH BiacTH. Ilocne mnepenauu
JIEKApCTBEHHOr0 Mpernapara JHMIy, yKa3aHHOMy B pelente (3aKkOHHOMY
MpPEeACTABUTEINII0, YIIOJHOMOYEHHOMY JIMIY), 3TOT HOKYMEHT I[epefaercs
JUIOM, OCYILECTBNSIONMM JOCTaBKy JIEKAapCTBEHHOrO Mperiapara JJis
MEIULIMHCKOrO MpUMEHEHMs, OTIIyCKaeMOro Mo pelenTy Ha JeKapCTBEHHBIH
nperapar, B anTEeYHYK OPraHMU3aLHUi0, OCYIUECTBHUBINYIO OTILYCK MAHHOTO

NIEKapCTBEHHOrO TMperapaTa. B chydae BHIABIECHUS [pHU [epejade JHILY,
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YKa3aHHOMY B pelente (3aKOHHOMY IPEACTaBUTENI0, YIIOJHOMOYEHHOMY
JHULY), JIEKapCTBEHHOIO Mpenapara (pakToB €ro MEXaHWYEeCKOrO [TOBPEXIEHHUS
TaKOH  JIEKapCTBEHHBIH Mpemapar JIMLOM, YKa3aHHBIM B  peIEeNTe
(3aKOHHBIM TpPEACTABUTENEM, YNOMHOMOYEHHBIM JHUIOM), He MPHHUMAETCS
¥ BO3BpaLaeTcs 6€3 ero OIuIaThl B aiT€YHYIO OpraHU3alUIoO.

11.3a HapymieHus 3akoHojarenbcTBa Poccuiickoii  ®Penepanuu,
COBEpIUEHHEIE MpHU MPOBENECHUU OIKCIIEPUMEHTa, €ro YYacTHUKH HeCyT
OTBETCTBEHHOCTb,  YCTAHOBJCHHYIO  3aKOHOHATEeNbCTBOM  Poccuiickoi
Depeparuu.

12. KoHTposb 32 UCIIOIHEHHEM TpeOOBaHUil, CBA3AHHBIX C IPOBENEHUEM
3KCIIEPUMEHTa, OCYyLIEeCTBIseTCS (elepalbHEIM OpPraHOM HCIOJHUTENBHOM
BJaCTH, OCYWIECTBIIIOIMM (GYHKUMM 1O KOHTPOJIIO M Hau3opy B cdepe
30paBOOXpPaHEHUS, B MOpsAAKe, YCTaHOBIEeHHOM PDemepalibHEIM 3aKOHOM
oT 31 urong 2020 roga Ne 248-03 "O rocymapcTBEHHOM KOHTpose (Haa3ope)
Y MyHHLIMNIATBHOM KOHTpole B Poccuiickoit @enepanuu’."

Cratbha 2

Hacrosmuuit @enepanbHeiit 3aKoH BeTynaet B cuity ¢ 1 mapra 2023 roza

u aeiictByer o 1 mapra 2026 roga.

[Tpesunent
Poccutiickoit denepanuu



HOJACHUTEJBHAS 3ATIMCKA

K NpoeKTy (eaepasibHoro 3akona 'O BHeceHuu H3MeHeHuii B PexepasbHbIii
3aKoH "006 o0pameHMH JieKapCTBEHHBIX CPEACTB" B LeNAX NPOBeIeHus
IKCMEePHMEHTA N0 OCYLUECTBIEHHIO PO3HHYHON TOProBJIH JIeKapCTBEHHbIMH
npenapaTamMu AJs MeAHLMHCKOTO NPHMeHEeHUs!, OTIyCKaeMbIMH M0 PelenTy
Ha JIeKapCTBEeHHbIH Npenapar, IMCTAHUHOHHBIM cniocobom "'

[Tpoext denepanbHoro 3akoHa "O BHeceHUM u3MeHeHuit B DenepansHbrii
3akoH "OO oOpallleHHH JEeKapCTBEHHbIX CpPeACTB" B LeNAX I[POBEHEHUS
9KCIEPUMEHTA MO OCYILIECTBICHHIO pO3HUYHOM TOPLOBIM JI€KapCTBEHHBIMHU
npernapaTamMi AN MEAULMHCKOIO IIPUMEHEHHs, OTIIyCKaeMBIMH II0 pelenTy
Ha JIeKapCTBeHHBIH Mpenapar, JUCTaHIMOHHBIM criocoboM" (majiee - 3aKOHOIPOEKT)
paspaboTaH B cooTBeTcTBMM ¢ nopy4eHueM Ilpesupenta Poccuiickoit @enepauuu
ot 26 ampens 2022 r. Ne IIp-740 (myHKT 2) B LensX MpOBENCHHA IKCIICPUMEHTa
0 OCYLIECTBIICHUIO OpraHU3aLUSIMM pPO3HUYHOH TOPrOBIM JIEKAPCTBEHHBIMH
npenaparamMu ANs MEAULMHCKOrO IPUMEHEHHs, OTIYCKaeMbiMM I10 peLenty
Ha JIeKapPCTBEHHBIH penapaT, JUCTAHUHOHHEIM CIIOCOOOM (Iasiee - SKCIIEPUMEHT).

3aKOHONpPOEeKTOM  mpepiaraercs  pononHute  PepepanbHBIl  3aKOH
"O6 ob6pallleHNH JIeKapCTBEHHBIX CpeACTB" CTaTbel 55, perynupyrollue BOIIPOCHI
npoae,tleﬂna IKCIIEPUMEHTA, BKIIFOYAs (IEPUOJL [IPOBENEHUA IKCIIEPUMEHTA, [IEPEYEHb
cy6bbekToB Poccuiickoit (Penepanuu, Ha TEPPUTOPUM KOTOPBIX OydeT NpoBegeH
3KCIIEPUMEHT, 2 TAKXKE MHBIE YCIOBUS MPOBEIEHUS SKCIEPUMEHTA.

YcTaHaBNMBaeTCs,, YTO B paMKax OKCIEpHMEHTa ero YYacTHHKU BIIpaBe
OCYIIECTBNATH POHUYHYIO TOPIOBMIO JIEKAPCTBEHHBIMH INpemnapataMyd LA
MEIOMLMHCKOrO0 MPHUMEHEHUs, OTIyCKaeMbIMU IO pelenTy Ha JeKapCTBEHHBIN
npernapar (B ToM uucne odopmieHHOMY B GOpMe 3MEKTPOHHOrO HOKYMEHTa),
OMCTRHLIMOHHBIM  CITOCOOOM, BKIIOYEHHBIMH B TE€peueHb JIEKapCTBEHHBIX
npenapaToB U (apMakOTEpameBTUYECKUX TPYNN JEKAPCTBEHHHBIX Ipernaparos,
paspelleHHBIX K pealu3auud B paMKaxX OKCIepHMEHTa, YTBEpXKAEHHBIH
YIOJHOMOYEHHBIM demepanbHBIM ~ OpraHOM  HCIONHUTENHHOM BJIACTH
(32 MCKIFOYEHHEM JIEKapCTBEHHBIX IIpernapaToB, OTIYyCKaeMbIXx OecIIaTHO MM
CO CKUAKOW, IpaxkJaHaM, HMEWOLUM [paBO Ha ofecrieyeHue JeKapCTBEHHBIMU
MpenapaTtaMi 3a CYeT CPeICTB GIO/KETHBIX aCCUIHOBaHUM (elnepaibHOro Gro[KeTa
n OomkeToB cyOnekToB Poccuiickoit ®enepanuy, neKapCTBEHHLIX IIpernapaTos,
collep)KalliX HapKOTHYeCKHe CpeACTBa, [ICUXOTPOIIHBIE BelecTBa M HX
NPEKypCoOphl, JEKapCTBEHHBIX IIpenapaToB, COAEPXalUX CUIBHOJAEHCTBYIOILIME
BEILIECTBA, paauodapManeBTHUECKUX NIeKapCTBEHHBIX npernaparos,
HMMYHOOHOIOrMYECKNX JIEKapCTBEHHBIX IIPENapaToB, a TakKXe JEKapCTBEHHBIX



MpenapaToB, MMEIOUMX B COOTBETCTBUHM C HHCTPYKUHEH 110 NpPHMEHEHHIO
JIEKapCTBEHHOrO Ipefnapara TeMIepaTypHBIX peXxuM XpaHeHUs Huxe 15 rpamycos
Ienbcus, cnupTOCOAEp)KAIlUX JIEKApPCTBEHHBIX IpenapaToB ¢ OO0BbeMHOH monei
STHJIOBOTO CIMpPTa CBBIIE 25 TMpPOLEHTOB M JIEKApCTBEHHBIX [peapaTos,
H3rOTOBJIEHHBIX alITEYHBIMU OpraHU3aLUIMH).

Tarxe  3aKOHOMPOEKTOM  ONPENENSIOTCS  YYAaCTHMKM  JKCIEpHMEHTa
(YrIOnTHOMOYEHHBIH dbenepabHEBIHR opra” UCITOTHUTENBHON BIIACTH,
YIIOTHOMOYEHHbBIE OpraHbl HCIOJNHUTENBHOK BIAcTH cyObekToB Poccuiickoit
Denepaliuy, MEIULUHCKUE OpraHW3al¥M U anTe4yHsle opraHu3auuu). I[Ipu stom
IPENyCMOTPEHO IIPaBO OTKa3a MEAMLIMHCKUX M allTeYHBIX OpraHM3aluil 0T y4acTus
B 3KCIIEPUMEHTE.

Kpome Toro, ycranapnuBaeTcs OOS3aHHOCTH aNTeYHBIX OpraHU3aUUi Ipu
OpOAaXe pELENTypHOro JIEKapCTBEHHOrO Ilipernapara AUCTAHLMOHHBIM CIIOCOOOM
obecneuynTh HACHTUOUKALUIO IMYHOCTU TpaXJaHUHA, KOTOPOMY OQopMIIeH peLenT
Ha JNEKapCTBEHHBIN Ipernapar, ¢ MMYHOCTHIO MpaXIaHUHa, KOTOpOMY OCYIUeCTBIeHA
JNOCTaBKa JIEKapCTBEHHOIO IIperapara.

Co3maHne  BO3MOXHOCTH  OUCTAHUMOHHOM  MpOJaXXH  JIEKapCTBEHHBIX
MpenaparoB Ajis MEIULMHCKOrO MNpUMEHEHHs, OTIYCKaeMbIX [0 peLenty,
obecrne4ur JOTIONHUTENBHYIO NOAACPKKY CyOBEKTOB MaJIoro
peANpUHUMATENBCTRA, PabOTAIOLMX Ha aNTeYHOM PBIHKE, MUMEIOLIUX JIULIEH3HIO
Ha ¢apMaleBTUYECKYI0 AesTENbHOCTh U pa3pellieHHe Ha OCYLUECTBIICHHE POSHUYHOM
TOPTOBJIH JIEKapCTBEHHBIMH IperapataMi AUCTaHLMOHHBIM CHOCOOOM, U MO3BOJIUT
MOBBICUTH JOCTYNHOCTh JIEKAPCTBEHHBIX IIPENApaToB, OTIIYCKAaEMBIX MO PELENTY
HAa JIeKapCTBEHHBIM [MperapaT, AN BCeX KaTeropuil rpaxiaH, BKIIOYas
MaOMOOUNBHBIX TI'paxJdaH, OONBHBIX XPOHHUYECKUMH 3a0ONIEeBaHUAMH, a TaKkKe
ApYTHX JIUL B yCIOBUSX ITaHIEMUHU.

B 3aKOHOIpOEKT  BKIIOYEHBl  TpeboBaHMA, KOTOpBle  CBS3aHEI
C OCyHIeCTBIIEHUEM [NpeNIpUHUMATENBCKON U UHOM 3KOHOMUYECKOU IeATeNbHOCTH
M OIeHKa COONIIOJEHHS KOTOPBIX OCYLIECTBISETCS B paMKaxX IoCyJapCTBEHHOIO
KOHTPOJIS (nap3opa), MYHHLHIIATEHOTO KOHTpOJI, IpUBJIEYEHUA
K aJMUHHMCTPAaTHBHOH OTBETCTBEHHOCTH, NpPENOCTABIECHUSA JHIEH3UA M WHBIX
paspeilieHuii, aKKpeguTanuM, OHEHKH COOTBETCTBMS MPONYKLIHH, HHBIX (OopM
OLIEHKM ¥ OKCHepTH3bl (Hmamee - oOsg3aTenbHble TpeOOBaHUA), CBEACHHs
O COOTBETICTBYIOIIEM BHIE TIOCYAapCTBEHHOTO KOHTpons (Hajg3opa), BHIE
paspellMTeNIbHOH  OesTeNBHOCTH W [penronaraeMoi OTBETCTBEHHOCTH
3a HapylueHue 00s3aTeNbHBIX TPpeOOBaHMM UK OCIEACTBUAX UX HeCOBMOACHUS.



Peanu3anus 3aKOHONpPOEKTAZ HE [OBNEYET HETaTHMBHBIX  COLMANBLHO-
3KOHOMHYECKUX, (UHAHCOBBIX W HUHBIX IHOCIHEICTBHA M HE OKaXET BIMSIHHS
Ha JIOCTI)KEHUE LieJiel rocyapCTBEHHBIX TporpaMM Poccuiickoit @eneparuu.

AnanmoruyHele IO  COOEPXAHUIO  TMPOEKThl  (elepalibHBIX  3aKOHOB
B Hacrosdiiee Bpems B nanatax PenepansHoro Cobpanus Poccuiickoit @enepanuu
Ha pacCMOTPEHHUH HE HAXOIATCS.

3aKOHONPOEKT HEe MpOTHBOpeyHT MonoxeHusMm JloroBopa o EBpasumiickom
SKOHOMHYECKOM co1o3e oT 29 mas 2014 roma, a Takke MOJOXEHHAM WHBIX
MEXIyHApOIHBIX JOroBopoB Poccuiickoit denepanyy.



OPUHAHCOBO-3KOHOMHNYECKOE OBOCHOBAHHUE

K npoexty deaepansHoro 3akona 'O BHeceHuH U3MeHeHuii B PegepanabHblii
3aKkoH '"0O0 o6paleHuH JieKapcTBeHHBIX cpeAcTB'' B Le/sIX NPoBeIeHHSA
IKCHEPHUMEHTA MO OCYUIECTBICHUIO POZHUYHOI TOProB/IM JIEKAPCTBEHHBIMH
npenapaTamMu AJif MEAHIHHCKOrO NpUMeHeHM s, OTIYCKaeMbIMH
10 penenTy Ha JIeKapCTBEHHbIH Npenapar, JMCTAHIHOHHBIM cnocobom"

INpunsarue PenepansHoro 3akoHa "O BHeceHHU U3MeHeHUH B DenepanbHerit
3akOH "O6 oOpallleHHd JIeKapCTBEHHBIX CpeACTB" B LENAX [pPOBEHEHHS
3KCIIEpHMEHTa [0 OCYIIECTBICHUIO PO3HUYHON TOPrOBIAH JIEKAPCTBEHHBIMU
npenapataMu ISl MeJULUHCKOrO MpPUMEHEHUs, OTIYCKaeMBIMH [0 pELEenTy
Ha JIeKapCTBEHHBIN mnpemapaT, JOUCTaHUMOHHBIM criocoboM" He norpebyer

IOTONHUTENBHEIX PacXONOB U3 COOTBETCTBYIOLIMX OHOMKETOB OIOIKETHOM
cucteMmsl Poccuiickoit @enepanuu.
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IIEPEYEHD

deepabHBIX 3aKOHOB, NOAIEKAMUX MPHIHAHUIO YTPATHBIIUMH CHAY,
NPHOCTAHOBJIEHUIO, H3MEHEHHUIO HIH NPUHATHIO B CBA3H ¢ IPHHATHEM
¢deaepanbHoro 3akona 'O BHeceHUH U3MeHeHU i B MenepanbHbIii 3aK0oH
"0 o6paiueHHH JIeKaPCTBEHHBIX CpeACTB' B LeJIsIX NPOBeJeHHUS
IKCMEePUMEHTa MO OCYLeCTBIEHHIO PO3HHYHOH TOProB/H JIeKapCTBEHHbIMHU
npenapaTtamMu Ajis MEIHUHHCKOr0 NPUMEHEHMs, OTNYCKaeMbIMH M0 pelenTy
Ha JleKapCcTBeHHbIH NpenapaT, AMCTaHIHOHHBIM cniocobom"

IIpunstue ®epepanpHoro 3akoHa "O BHeceHUM H3MeHeHUH B PDeaecpanbHbId
3akoH "O6 ofpamieHuM JeKapCTBEHHBIX CpeAdcTB" B UeNsAX HpOBeAeHUs
JKCIEPUMEHTa IO OCYIUECTBIEHHUIO pPO3HUYHON TOPrOBIM JIEKapCTBEHHBIMHU
mpenapaTaMi  JUIi MEAMLMHCKOrOo IpPUMEHEHMs, OTNYCKaeMBIMH [0 peLernTy
Ha JEeKapCTBEHHBIH Ipernapar, AUCTAaHLUMOHHBIM crocoboM" He norpebyer

NpU3HAHUS YTPAaTUBLIUMM CUNY, NPHOCTAHOBNEHMs, HM3MEHEHUS WIH MPHHATHUS
Opyrux (GenepabHbIX 3aKOHOB.



[IPABUTEJILCTBO POCCHVICKOW ®FEEPALIM
PACIIOPAXEHHUE

ot 28 urons 2022 r. Ne 2089-p

MOCKBA

1.Braectu B Tocynapcteennyro [Hymy PenepanvHoro CobOpanus
Poccuiickoit ®Penepauuu  nmpoekT (¢emepanbHOro 3akoHa 'O BHECEHUH
uimeHenuit B Depepanphbiit  3akoH "OO oOpalueHWM AEKAPCTBEHHBIX
CpeacTB" B LENAX MPOBEIACHHA IKCIIEPHMEHTA MO OCYLIECTBIACHHUIO PO3HUYHOM
TOPrOB/IM JIEKAPCTBEHHBIMH MpeMnapaTaMd M MEIHUHHCKOTO MPHMEHEHHS,
OTIYCKAEMBIMH 10 PELIENTY HAa JEKapCTBEHHbBIM MNpenapar, AUCTAHLUOHHBIM
cocobom".

2. Hasnauure 3amectutens MunucTpa 3apasooxpaHeHus Poccuiickoit
Qenepauun ['maronesa Cepres BaagumupoBH4a u MEpPBOro 3aMeCTHTENA
Munuctpa 3apaBooxpaHenus Poccuiickoit ®egepaumu Pucenko Buxropa
Cepreernya o¢uumansHeiMd npexactaButensiMu [IpasurenbctBa Poccuiickoit
®enepauun mpu  paccMoTpeHud nanatamH  PepepanbHoro  CobOpanus
Poccutickoit Pepepauuu npoekra ¢engepanbHoro 3akoHa 'O BHECEHHMH
u3meHeHuit B DenepanbHbit  3axoH "OO6 oOpaiieHMM JIEKapCTBEHHBIX
CpeACTB" B LEAAX NPOBEACHHUSA 3KCMEPUMEHTA MO OCYLIECTBICHHIO PO3HUUYHOH
TOPTrOBAM JIEKAPCTBEHHBIMH [MpenapataMu JId MEIMUMHCKOrO MPUMEHEHHS,

OTMYCKAEMBIMH MO PELENTy Ha JIeKapCTBEHHBIM Mpernapar, AUCTaHLHOHHBIM
criocoboM".

[Ipencenarens [lpaBuTenscTaa
Poccuiickoii ®enepatiuu

AOKYMEHT NTOANVCAH
3EKTPORHON TOANUCHIO
CBCACHUA O CENTUOUKATE 0N

08A6139B047CFF2B0ASIASBESDITEICFEA .

o

M.Muwyctud

Npasitensctes Pocceiickon Pesepauni:
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