I'OCYIAPCTBEHHAS IYMA
®EJIEPAJIBHOIO COBPAHUSA POCCUNCKON ®EJEPALIMU
BOCBMOI'O CO3bIBA

BBIIINCKA U3 IIPOTOKOJIA ot 27.02.2023 Ne 87
3ACEJIAHUSI COBETA I'OCYJJAPCTBEHHON JYMBI

"27" despans 2023 r.

28. O npoexte PeaepanbHoro 3akona Ne 261901-8 ""O BHeceHUM HM3MeHEHHS
B cTathio 40 ®PesepanbHoro 3axoHa "OQ06 oOpalleHUH JeKaAPCTBEHHbIX cpeAcTB'
(B 4actu paimewieHus B ceTH ''UnrepHer" uHpopmMauuu o pelyabrarax
KJIAMHUYECKOro HCC/Ie0BaHHA JIEKAPCTBEHHOr0 MNpenapatra) - BHOCHT AeNyTaT
I'ocynapcTBennoit {ymoi A.B.Kypunubiii

IIpunaTo pemienue:

1. HanpaBute yka3aHHbI# npoekT ¢enepanbHOoro 3akoHa IlpesupeHTy
Poccuiickoit Penepauyu, B KOMUTETHI, koMuccHio ['ocynapcTBenHoit Aymel, dpakiuu B
[ocynapctBenHoit yme, CoBer ®Denepauuu DepepansHoro Cobpanus Poccuiickoi
®enepaunu, [IpaButensctBo Poccuiickoit @enepanuu, CuetHyo nanary Poccuiickoit
®epepanuu, OO6wecTBeHHyro mnanaty Poccuilickoil ®epepaium, 3akoHOLaTeNbHbIE
opransl cy0pekToB Poccuiickoil ®efepalid Y BBICIIUM [JODKHOCTHBIM JIHLAM
cyopekToB Poccuiickoit ®enepauuu [ MOATOTOBKH OT3BIBOB, NPENIOXKEHUH U
3aMeyaHui, a Takke Ha 3akmoveHde B [IpaBoBoe ympaBneHue Amnnapata
["'ocynapctBeHHO# {yMBI.

Ha3HauuTe OTBETCTBEHHBIM B paboTe HajJ MPOEeKTOM QedepaNbHOro 3aKOHa
Komurer ['ocyaapcrBeHHoOM [lyMbl 10 0XpaHe 340pOBbS.

OT36IBBI, MpeAIOXKEHUsI U 3aMevyaHus HanpaBuTh B KomureT ['ocynapcTBeHHOM
JyMbl o oxpate 310poBbs 10 28 MapTa 2023 roja.

2. Komurery T'ocymapctBenHoii JlyMbl MO oOXpaHe 3I0pOBbSI C YYETOM
MOCTYIMHUBLIKUX OT3BIBOB, MPeANOXKEHMH U 3aMe4aHUll MOArOTOBUTh YKa3aHHBIN MPOEKT
¢denepanbHOro 3akoHa K paccMoTpeHuto ['ocynapctBeHHoH Jlymoi.

3. BkarouuTh YyKa3aHHbBI MpoekT ¢eaepanbHOrO 3akOHa B [PUMEPHYIO
nporpaMMmy 3akoHONMpOeKTHOW paboThl I'ocynapcteenHoit [{yMel B Mepuol BeceHHei
ceccuu 2023 rona (anpens).

[Ipencenarens ['ocymapcTBEHHOM
®enepansHoro CobpaHjig

Poccuiickoit ®enepanyid B.B.Bonoaun
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- QEJEPANILHOTO COBPAHUA POCCUACKON OEXEPALIUK
BOCEMOT'QO CO3BIBA

AENMYTAT
T'OCYJIAPCTBEHHOM JYMBEI
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INpencenaremo Nocyaapcreennoi Aymet -
®epepansroro Cobpanus
. Poccriickoit Penepanuu

B.B. BOJIOAUHY
¥YBaxaemblii Baueciap Baxroposu!

Ha ocnopaumu crateE 104 Komcmarymum Poccuiickoit ®enepanuu Ha
paccMoTpenne ['ocymapcrBenrod Jymmr Pepmepamsroro Cobpanms Poccrifckoit
Qenepalu B KaYECTBE 3aKOHOJATENPHOM HHHIHATHBEI BHOCHTCH IIPOCKT
¢enepanbBOro 3akoHa «O BHECEHHMH H3MeHEHHS B cTaThio 40 PemepalbHoro 3akoHa
«06 obpamenun eKapCTBEHHBIX CPEJICTEY.

IIpunoxenns:
- 1. TexcT 3aKOHOMpOeKTa Ha 2 IHCTAX;
& 2. MOACHUTENbHAA 3alMcKa ¢ 060CHOBaHHEM HEOOXOAAMOCTH IPHHATHA

JaHHOI'O 3aKOHOIPOEKTa Ha 1 JHCTT;

3. nepedeHH akTOB (eXepaNbHOrO 3aKOHOAATENBCTBA, IIOAIEKAIIMX
NPU3HAHKIO YTPATHRIIHMHE CHITY, IPHOCTAHOBICHHIO, H3MCHCHHIO HIIH
NPHHATHIO B CBA3H C NIPUHATAEM JaHHOTO 3aKOHONpOeKTa Ha 1 ymcrTe;

4. (hHEHAHCOBO-IKOHOMHYECKOe 000CHOBaHUE Ha 1 JHCTe;

5. KomHA MaTepHAIoB Ha AUCKe 1 INT. |
/ A.B.Kypuunbrit
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BHOCKTCA fienyTaToM

T'ocymapcreerHO# {yMEI
®epepanpHOro Cobpanna
Poccuiickoii Deneparuu

A.B. KypuuebiM
IIpoekr

. ol EIT -
OEJEPAJILHBIN 3AKOH

O BHeCceHHH H3MeHeHHS B cTaThio 40 deepabLHOre 3aK0Ha

«00 o6pamenun NeKapCTBEHHbIX CPEACTB»

by,
@

BHectr B crathio 40 ®enepansHoro 3akona ot 12 anpens 2010 roga Ne
61-®d3 "O6 ofpamerun  JjexapcTBemmbix  cpeactB”  (CobGpanue
3aKoHoAaTeNbCTRa Poccmiickoit denepammn, 2010, Ne 16, cr. 1815; Ne 42, CT.
5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, ct. 3446; 2013, Ne 27,
cr. 3477; Ne 48, ct. 6165; 2014, Ne 11, ct. 1098; Ne 43, cr. 5797; Ne 52, cr.

7540; 2015, Ne 29, cT. 4367; 2017, Ne 31, ct. 4791; 2018, Ne 1, cr. 9; Ne 24, cr.

@

3407; Ne 49, c1. 7521; Ne 53, cr. 8437; 2019, Ne 23, ct. 2917; Ne 31, cT. 4456;
Ne 52, cr. 7780, 7793; 2020, Ne 13, ct. 1856; Ne 14, cr. 2028; 2035):
cnenyionmee H3MeHeHHE: ‘
gacTe 11 JONMONHUTL HOBEIM MpeoKEHHEM CIEAYIOIEero
COZlepXaHUA:
«YOJHOMOYESHHBIH (enepanbHblii opraﬁ HCHONHUTENBHON BIIACTH

OyoIMKyeT W pa3MemiaeT Ha CBoeM oQHIMaNLHOM calite B cetd "HHTeprer"



@

AHbopManmio 00 OCHOBHRIX pe3yNBTaTaX KAMHAYECKOIO HMCCIefOBaHUS
JIEKapCTBEHHOrO mpemapaTta A MEIHIHHCKOrO NPHMEHCHHA B MHOPAAKE,

YCT2aHOBIICHHOM YHONHOMOYEHHBIM ¢elepansHbIM OPraHOM HCIOJHHTENHLHOM

BIIaCTH.».
IIpesaugenT
Poccuiickoit Denepanuu

ot



HOSICHUTEJIbHAS 3ATIUCKA

K npoexTy ¢eaepanbHOro 3axona «0 BHeCEHHH H3MEHEHH B CTATHIO 40
Depepaibroro 3axona «00 obpamentH JeKaPCTBEHHBIX CPEACTBY

JleficTByioliee B HACTOAMUE MOMEHT HOpPMAaTHBHOE peryiaupoBaHue
KIIMHPYECKAX HCCIENOBaHUY JIEKapCTBEHHBIX MpenapaTos Ajls MeOHIHECKOro
MpEMeBCHHUN HE NOMyCKaeT OMyONMKOBAHWSA PEryNHpYIOMHM OPraHOM OT4eTa
00 OCHOBHBIX pe3yNbTaTax KIHHHYECKOT'O HCCIEHOBaHMA JIEKApPCTBEHHOrO
npenapara Co CCBUIKOM Ha KOMMEPYECKYIO TalHy.

Mexuy TeM mpaKkTHKa NyOIHKan#H OCHOBHEIX Pe3YIbTaTOB KIIHHUIECKHX
UCCHEZIOBAaHMHE JIekapCTBEHHBIX NPENapaToOB CymecTBYeT BO MHOTHX Pa3sBHTBIX
CTpaHax MHApA.

Ily6mmxands OCHOBHEIX pe3yNhTaTOB KIMHWYECKOTO HCCIeAOBaHAA
MOBBIUAET MPO3PAYHOCTs CaMO¥ NPOLEAYPEl HCCHENOBAHMA  HOBONO
NeKapCTBEHHOI0 NpemapaTa, a Taloke (OpPMHpYeT [OBepHEe K HeéH H ee

- pesynsTaTaM y CHENHaNHCTOB B rpakAaH.

B 3To#t cCBM3E npeAnmaraeTci YCTAHOBHTH, 4YTO YHONHOMOYCHHEIH
denepanbHEI OpraH WCHONHATENLHOX BIACTE HyONMKyeT W pa3sMemaeT Ha
cBOeM OQHIHAILHOM caiite B cetr "WHTepHer" uHGOpManuio 06 OCHOBHEIX
pesyNbTaTaX KIMHAYECKOTO HCCeIOBAHMs JICKAPCTBEHHOIO MNpefmapara i
MEUOMAACKOro NpHMEHEHHS B MOpPAAKE, YCTAHOBIIEHHOM YIMONHOMOYESHHEIM
denepalbELIM OPraHOM MCIIONHUTENLHOM BIACTH.




OHUHAHCOBO-9KOHOMHUYECKOE OBOCHOBAHHE

K OpoekTy ¢refepaiibHOro 3akona «0 BHeCCHHH H3MeHEHHS B cTaThIo 40
DepepanbaOro 3aKoHa «06 o6pameBHH JieKaAPCTBeHHBIX CPEACTBY

IIpunsartue u peanmsanus mpoekra (enepanbHOro 3akoHa «O BHECEHHH
u3MeneRus B crathio 40 @DepmepamsHOro 3axoHa «06 oOpameHHEH
JIEKapCTBEHHBIX CpeNCIB» He MOBNEYET pacXofioB 3a CY9eT CpeACTB

(beepanBHOro GIoKeTa. | i
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INEPEYEHDb

aKToB ¢eJepanbHOIo 3aKOHOZATENLCTBA, NOAJTEKAMHX PHIHAHKIO
YTPATHBIIAMH CHJTY, BPHOCTAHOBJICHHIO, H3IMEHEHHIO HiIM NPHHATHIO B
CBAZH ¢ IPHHATHEM NpoeKkTa demepanbuoro 3axona «O BHeCEHAR
nsmenenim B cTaThio 40 ®eaepanbHoro 3akona «06 o6pamennu
JIEKAPCTBEHHBIX CPEACTB»

IpuasTHe npoexra ¢emepanbHOrO 3akoHa «O BHECEHAW H3MCHEHHs B
ctateio 40 depepansaoro 3akoHa «06 obpamennu NeKapCTBEHHBIX CPENCTBY
He notpe6yeT OpU3HAHMA YTPATHBINAMHA CHIY, IPHOCTAHOBICHHS, U3MEHEHUS,
JOMOHEHNS VI IPAHATHSA HHEIX aKTOB ¢eiepanbHOro 3aK0HOAATeNbCTBA.

e



