FOCYZAPCTBEHHAS LOYMA
®EJEPAJILBHOT'O COBPAHUS POCCUMCKOI GEJEPALIMU
BOCBMOI'O CO3BIBA

BBIIIUCKA W3 IPOTOKOJIA ot _ 25052026 No 285
3ACEJJAHHA COBETA I'OCYIAPCTBEHHOM JAYMBbI

25 Masi 2026 .

109. O mnpoekre d¢eaepanabHoro 3akoHa Ne 1215377-8 "O BHeceHHH
H3MeHEeHHH B cTaThio 13 PenepanbHoro 3akoHa "6 odpalieHVH IeKAPCTBEHHbIX
cpeAcTB" (B 4YacTH OCYLIECTBJIEHHS HAYYHOr0 H MpeAperucTpamHoOHHOr0
KOHCY/JIbTHPOBAHHS CYOBEeKTOB 00pallleHHs JIeKAPCTBEHHBIX CPEeICTB) - BHECEH
aenyratamd TDocygaperBennoii Aymnr H.A.®PuaaroBoii, HW.H.HrommHbiM,
A.ILIlerpoBbim, C.A.HaymoBbIM

IIpunATO pelenue:

1. Hasnauute Komuter TocynmapctBeHnoit [ymbl Mo oxpaHe 3I0pOBbs
OTBETCTBEHHBIM I10 YKa3aHHOMY MPOEKTY (eneparbHOro 3aKOHa.

2. Bxmounts yKa3aHHBIH MPOEKT (eAepaibHOTO 3aKOHA B IPHMEPHYIO
IporpaMMy 3aKOHOIPOEKTHOH paboThl I'ocynapctBeHHOl [IyMbl B mepHoa BeceHHeH
ceccud (uroinp) 2026 roga B 4aCTH MPOrpaMMBbI 3aKOHOMPOEKTHOH paboThl KOMHUTETA.

3. HanpaBute yka3zaHHBIH MpoekT (elepalibHOro 3aKkOHa W MaTepHallbl K HEMY
B KOMHTETH U KoMuccuu I'ocynapctBeHHol Jlymbl, BOo ¢pakiuu B ['ocymapcTBeHHOM
Hyme, Ilpesugenty Poccuiickoii ®enepauun, B Coer ®enepauuun PenepalbHOro
Cobpanus Poccwuiickoit ®epepamun, [IpaButenbcTBo Poccuiickoit denmepanum,
Cuetnyro nanary Poccuiickoii ®enepauuu, OOHIeCTBeHHYIO Manaty Poccuiickoi
Depnepanuu, 3aKOHOAATENbHBIE Opranbl CyobekToB Poccuiickoit denepaiii U BHICIIMM
JOJDKHOCTHBIM ~ juuaM  cyobektoB  Poccuiickoit  ®epepaiuu,  KOMHCCHIO
I'ocymapcteenHoro  Coetra  Poccuiickoii  depepauud 1o . HampaBIeHHIO
"I'ocymapcTBEHHOE M MYHHULMIAIBHOE YIpaBiieHHe" i1 MOATOTOBKH OT3bIBOB,
NpelJIOKEHUH U 3aMevyaHui, a Taikke B [IpaBoBoe ympasneHne Ammapara
['ocynapcTBeHHO# J{yMbI A1 TOATOTOBKH 3aK/ITIOUECHHS.

4. VYcraHoButh cpok npexactaBieHuss B Komurer TocymapctBeHHOI
JyMBI [0 oOXpaHe 3J0pOBbS OT3BIBOB, IPEUIOKEHHI W 3aMevyaHWil, a TaKxke
sakmovyeHuss  [IpaBoBoro  ympasneHus  Ammapata locymapctBeHHoM — lymsl
K YKa3aHHOMY ITpOeKTy ¢eepalibHOro 3akoHa 1o 24 uroHs 2026 roxa.

5. YcTaHOBUTE CpPOK MOATOTOBKH YKa3aHHOTO MpoekTa (elepalbHOrO 3aKoHa

®enepanproro Cobpafifse

Poccuiickoii ®enepa 'B.B.Bonoaun



TF'OCYJAPCTBEHHAA IYMA
®EJEPAJILBHOTO COBPAHMSA POCCUHCKON GEAERPALIMHU

BOCbBMOT'O CO3bIBA "l m"

I[ E ]I y T A T l‘ocy/gapcrnenmn Ma ©C PP
I'OCYJIAPCTBEHHOM TYMBI R e 12158778, 1.1.
2N QTA\?QM? 2026, Ne
Ipencenarento
Tocynapersennoin Jymel

DenepansHoro Cobpanus
Poccutickoit Menepanuu

B.B.BOJOIHHY
YBaxaemerit Bageciap BuxkTopoBuy!

Ha ocxoBanuu crarsu 104 Koucrurywuu Poccuiickoit ®enepanun BHOLIY
Ha paccMmoTperue I'ocynapcreennoit Qymer ®epepansaoro Cobpanus Poccuiickoit
Denepanii B KAYECTBC 3aKOHOMATCIBHOM MHMIHATHBEL HPOCKT (eAcpaibHOro
3akoHa «() BHECEHHH H3MEHEHMH B CTaThlo 13 <I>e11epanLHom sakoHa «O06
oOpanmerun nexapc'rsem-mnc CpeACTBY.

IMpunoxenus:

1. Texct 3akoHONpOoekTa - 3 11.;

2. IloscHuTENLHAL 3aMKUCKa - 4 JL.;

3. OuHaHCOBO-3KOHOMHUYECKOe 000CHOBaHKE - 1 1.;

4. Tepedenr ¢enepalbHEIX 3aKOHOB, MOANEXANMX MPUHAHUIO YTPATHBIIAMU
CHITY, TIPHOCTAHOBJICHHIO, H3MEHCHUIO MNM IPUHATHIO B CBA3U C NPHHATHEM
®egepansHOro 3axkosa - 1 J1;;

5. llepeyenr HOpMaTUBHHIX TpPaBOBEIX akrToB Ilpesupmenta Poccuiickoit
®epepanuu, IIpaButenscrea Poccuiickoit enepauuy u GemepanbHEIX OPraHoB
HCTIOMHUTENIBHON BIACTH, MNOANEKAINHX NPU3HAHUIO YTPATUBIIUMU CHILY,
NPHOCTAHOBJICHHIO, W3MEHEHUIO MIH IPUHITHIO B CBA3W C IPHHATHEM
®enepansroro 3axona — 1 1n.;

6. Koruu TexcTa 3aK0HONMPOEKTa K MaTepHaloB K HEMY Ha MarHMTHOM HOCHTeIE -
1 wr,

H.A. ®unaiosa A.TL Tlerpos

U H: Hmmnﬂ - y C. A. HaymoB
d\-. t e 6 59 .
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BrocuTcs gemyraraMu
T'ocymapcTBerHoit J{ymsi
H.A. Ounaronoit

. H. AromuHemM

A. IL ITetpoBeiM

C. A. HaymoBaM

lipoexkT Nt 5{’& { JIIY-R

GEJEPAJILHBIA 3AKOH
O BHecenun usmeHeHnit B cTaThio 13 PegepaanHoro 3akoHa

«0O06 obpanyeHMH JIeKAPCTBEHHLIX CPEACTB»

Cratba 1

Brectn B @epepansublii 3akon or 12 ampens 2010 roga Ne 61-®3 «0O6
ofpamenuu nexkapcTBeHHBIX cpeacTB» (Cobpanue 3akoHOAaTeNbCTBa Pocchitckoit
®enepannu, 2010, Ne 16, cT. 1815; 2011, Ne 50, ct. 7351; 2012, Ne 26, cr. 3446;
2013, Ne 48, ct. 6165; Ne 52, ct. 7540; 2014, Ne 52, ct. 7540; 2015, Ne 29,
cT. 4367, 2017, Ne 31, ct. 4791; 2018, Ne 1, cr. 9; Ne 24, ct. 3407; 2019, Ne 31, cT.
4456; Ne 52, ct. 7793; 2020, Ne 14, ct. 2028; Ne 29, ct. 4516; 2022, Ne 1, cT. 32; Ne
11, cr. 1596; Ne 29, cr. 5278; 2023, Ne 32, cT. 6198; 2024, Ne 6, cT. 764; 2025, Ne
31, ct. 4658) cnexyromue U3MEHEHHS:

YacThk 7 CTaThH 13 M3OXKUTE B cleAyomeil pefrakiuu:

«7. Ha mo6oM asrame oOpaiteHns JeKapCTBEHHOIO CPEACTBA HO IOXaYH
329B/ICHUS. HA pErMCTpAalMIO JIGKAPCTBEHHOIO CpEICTBa YIHONHOMOYEHHOE
denepanbHOe TOCYAapCTBEHHOE OHOIDKETHOE YUpEXACHHE MO IPOBEACHHIO
9KCIIEPTH3bl JIEKapCTBEHHBIX CpPEACTB IO 3asBIECHHIO CcyOpexta obpameHus
NEeKapCTBEHHBIX CPEACTB HJIM YNOAHOMOYCHHOTO HM JIHNA (nance B HacToAuIcH
CTarTbe — 3afBHTENb) MPOBOAUT HAYUHBIE M LIPEYPErHCTPALMOHHbIE KOHCYIETALMH
IO BOMpOCaM, CBA3AHHEIM C IIpOBeJCHHEM aHANUTHYCCKHX HCIBITaHHH,
ROKIMHMYECKMX M KIMHHYECKMX MCCMeNOBaHMH (MCUBITaHHH), aclueKraM

npoueaypsl perucrpaiidy, B TOM YHCIE IO BOIpOCaM, KacalonmuMcH



KBaNMU(UKALMK, pPAa3sHOBHAHOCTH 3afBNEHMT HAa PErMCTPallMiO JIEKApCTBEHHOTO
mpemapara ¢ HeNbIO  onpeAeneHus ob6beMa HOKYMEHTOB M JaHHERIX
PETHCTPAUHOHHOTO [OChE, B OTHOIIEHHWHM KOMILIEKTHOCTH perMCTpalfHOHHOTO
Jocke, hopmaTa Iofa4H 3asBIEHHA M PErHCTPALMOHHOIO JOChe, HEOOXOMUMOCTH
upeyocraniseHus oOpasioB JEKAPCTBEHHOTO lipeliapaTa, CraHiaprHeix o6pasuos,
MaTEpHAJIOB, CHCLU(PUYCCKHX PECAKTHBOB, PACXOAHEIX MATEPUANOB, HEOOXOMUMEIX
JUIA IpOBefleHUs J1abopaTOPHOM IKCIIepTH3bl Ka4eCTBa B SKCIIEPTHOH OpraHU3aLuy
HIIH 110 €€ Ha3sHaYCHHIO, H 110 JPYTUM BOTPOCAM.

HaygHoe ¥ mpeaperucTpalMOHHOe KOHCYINETHPOBAHHE OCYLIECTBIACTCA B
(bopMe 09HOr0 KOHCYNBTHPOBAHHUS, KOHCYNETHPOBAHHS C HCIIONb30BaHUEM CPEJCTB
JUCTaHIIMOHHOTO B3aHMOMIEHCTBHA U B popMe NMUCEMEHHOTO OTBETA.

ViiomHoMO4eHHBI  (eflepanbHbIii  OpraHOM  HCIIONHHTENBHOH  BIACTH
YCTaHaBIHUBaET:

I) nmopimok H CpOKH HaydHOTO M  IpeAperHCTPalMOHHOIO
KOHCYETHPOBAHKS;

2) pasMep M NOpPSROK B3MMAHWS I[UIaTHl 32 INPOBEAEHHE HAY4HONO M
NpeAperuCTPaHOHHOr0 KOHCYAETUPOBAHHS;

3) KaTeropHM JIeKAPCTBEHHHIX TMpeNapaToB, B OTHOIIEHHH KOTOPHIX
NpefOCTaBNAeTCS  NPHOPUTETHBIH NOPAAOK  INPOBEZEHHA  HAYYHOTO H
NpeApEruCTPalldOHHOTO KOHCYNBTUPOBAHUS,

K nposenenuio HayqHOro M NpeAperHCTPalMOHHOIO KOHCYNETHPOBAHHUA
NpHBIEKAIOTCSA 3KCHEPTH, Tpe6OBaHM K KOTOPHIM ONPEAeNAIoTCs B COOTBETCTBHH
Cc 4acTeio 2 craThM 16 Hacrosmiero PexepalbHOro 3akoHa, a TakkKe MOryT
IpUBNIEKAaThCE HHBIE JIHNA, TpeOOBaHMA K  KOTOPEIM  ONpPERENIOTCs
YTIOJIHOMOYEHHEIM efiepaBHEIM OPraHOM HCIIONHHUTENBHOM BIACTH. DKCNEPTEl H
HHBIE JIHIIa, KOTOphle IIPOBOAAT HayyHOe U  NpeAperucTpallHoOHHOe
KOHCYIETHDOBaHHE, Ilepef MpHBIEHYEHHEM K IPOBEACHHUIO  YKa3aHHOIO
KOHCYJIETUPOBAHKS 3asBIISIOT B NMHUCEMEHHOM dopme 06 OTCYTCTBUM KOHQIMKTA

HHTEpecoB.




PesyneraTel ~ OYHOTO  KOHCYNETHMPOBAHHSA,  KOHCYNBTHpOBaHHA €
HCIIONB30BaHHEM CpPENCTB AHMCTAHIMOHHOIO B3aUMOIENCTBHSA OGOPMIAIOTCA
nporokonoMm. Ilo uTOramM mpoBedeHHS HAY9YHONO M IIPEXPErMCTPALUOHHOIO
KOHCYNBETUPOBaHHA obopMisercs peKOMeHAaIHs ¢denepansHoro
FOCYIapCTBCHHOIO  GIOIKETHOIO YUpeXACHHs 110 NpPOBEACHHIO 3KCIIEPTH3EI
TOKAPCTRCIIILIX CPCIICTR, KOTOPAH RKITIOYACTCA B COCTAB PECHCTPAIHOIMHONO JIOCHEe
H NOZIEXHUT YHETY MPH IKCIIepLU3e JIeKapCTBOHHOIO CPeACTRa.

Huadopmauus 06 OCyLIecTBNEHHH HAYYHOro M IPENPeruCTPAHOHHOrO
KOHCYNBTHPOBaHHA, a Taloke 0006meHHbIe pe3ynbTaThl H MHad HHpoOpMauui 06
OCYIIECTBJICHHH HAy4YHOr0O H HNpeAperucTPallOHHOrO0 KOHCYIBTHPOBaHHA,
pasMemarTca GenepanbHEIM TOCYAApCTBEHHLIM GIO/DKETIBIM YUpexJIeHHEM MO
NPOBENEHMIO SKCIEPTU3Bl JICKAPCTBEHHBIX CPEACTB B  HH(GOPMAIIHOHHO-
TeJIEKOMMYHHKanHoHHO# cetH «HMuTepHeT» C coOmomeHHEM OrpaHHYeHHIH,
YCTaHOBIIEHHEIX 3aKOHOAATENILCTBOM O NIEPCOHANBHBIX AaHHBIX, TOCYIapCTBEHHOM,

KOMMeprieckoil I 1ot oxpamsoMoit 3aKoIoM Taiiile.

Crarpa 2

Hacrosaumit denepansHeiii 3akoH BCTynaeT B cliy ¢ 1 ceHTa6ps 2026 r.

IMpesunent B. ITyrun
Poccniicxoit Genepanuu

H.A. Gunatosa
{ H. H. Uromun
A.IL ITerpon

C. A. HaymoB



HOACHMTEJBHAS 3ATINCKA
K npoekTy denepaabnoro 3akona «O BHeCeHNH M3MeHEHHi B cTaThio 13

®enepanbroro 3axona «00 ofpamennu JeKaPCTBEeHHBIX CPEACTRY

ITpoext ¢denepanpHoro zaxona «() BHeCOHHH HIMeHeHHHd B CTATLIO 13
denepansHoro 3akoHa «O0 o0palueHuH JieKapCTBEHHBIX CPEACTBY HANpaBleH Ha
COBEPIICHCTBOBAHUE LPUBOBOIV pPErYNMPOBAHUN OOpallieHUs JIeKapCTBEHHBIX
cpenacts B Poccuitckoit Pdegepanuu myreM obecredeHust cyObexraM obpalneHus
JIEKApCTBEHHBIX CPEACTB M YIONHOMOYEHHBIM HM JIHIIAaM BO3MOXHOCTH IONTyqeHHs
Hay4IHBIX KOHCYJBTAIHil OT YIIOMHOMOUYEHHOIO OpraHa Ha BCeX 3Talax paspaboTk
B PETHCTpalli¥ JICKapCTBEHHBIX CPeACTB, STO CIOCOOCTBYET CTHMYIHPOBAHMIO
HHHOBAIlHOHHOH REATC/NBHOCTH B (papMalleBTHYeCKOH OTpacid U IOBBILIEHHIO
Ka4eCTBa JICKapCTBEHHEIX CPEACTB, BHIBONUMBIX Ha PHIHOK.

OtcyTcTBHE YeTKMX MpoleAyp U 0043aTeNsCTB IO IMPOBEICHHIO HAayUHBIX
KOHCYNBTallMi CO3JacT HEONpeReNeHHOCTh A pa3paboTYMKOB, 3aTpyAHAET
ILIaHHPOBAHHE ¥ IIDOBEJCHHE NOKIHHMYECKMX WCCIEOBaHHUM, KIMHHYECKHX
HCCNEAOBaHUH, HHBIX 3TANMOB pa3paboTkH JeKapCTBEHHEBIX MpPENapaToB, a TaloKe
MOATOTOBKY PErHCTPALMOHHEIX AOChE, YTO HETaTHBHO CKA3bIBAETCH HA KaueCTBE K
CpOKax BHIBOJla HOBBIX JIEKaPCTBEHHAIX PENIapaToOB Ha PHIHOK.

ensio mpemjaraeMoro 3aKkOHONpOEKTa sABIAeTcs (Qopmanmsamus ¥
paclliHpe e npaB CyOBEKTOB 0OpallieHHs eKaPCTBEHHBIX CPEACTB Ha IIONydeHHE
KBalMQHLUMPOBAHHON HAy4YHOH MOAACPXKKH CO CTOPOHHl YIONHOMOYEHHOTO
(enepanbHOrO rocCyapcTBEHHOrO GHOMKETHOrO YYpeXIeHus IO IPOBEIEHHMIO
SKCIIEPTU3HI JIEKAPCTBEHHBIX CPE/ICTB Ha BCEX JTanax paspaboTKH ¥ HCCIEAOBaHHMH
NIeKapCTBEHHBIX [IpenapaToB X0 MOAa4H 3asABACHHS Ha X PErHCTPaLHIO.

IlpaBumaMM perMcIpauMd M SKCIIEpTH3Bl JIEKAPCTBEHHEIX CPEACTB I
MeIVMIMHCKOro  mpumenenus (yrB. Pemrenmmem  Cometa  Epasmiicxoii
5KOHOMHYECKOl koMucCHH OT 3 HosGps 2016 . Ne 78) mpexycMOTpeHO, 9TO A0
NoXa4H 3asBICHUA Ha pErHCTPalHIoO IEKapCTBEHHOIO ITpexapara yrolHOMOYEeHHEIe
OpraHbl HJIH 3KCIIEPTHbIE OpPraHW3allMH OCYAapCTB-WICHOB BIIpaBe IO 3amnpocy

3agBUTENs TpPOBOAUTH HayyHBlE M IPEAPErMCTPAIlHOHHEIC KOHCY/IBTALUM B



COOTBETCTBHM C  3aKOHOHAATENECTBOM  IOCYARPCTB-WIEHOB.  3akKOHOMPOEKT
paciupser chepy IpUMEHEHHS yKa3aHHOro HHCTUTYTa B Poccuiickoit ®enepanuu
B LeNAX MPHUBEACHMS AeHCTBYIONIEro peryinupoBaHMA B COOTBETCTBHE C HPaBOM
EsBpasuiickoro 3K0HOMHYECKOr0 COI03a.

ITpoextHpyeMas HOBas pefaxuus JacTH 7 cTaThby 13 deaepansHOro 3akoHa
«O0 oGpameHun SEeKAPCIBEHHBIX CPENCTB» YCTaHABIHBAacT IIPaBO 3asiBHTENeH
(cy6pexToB OOpaIICHHA NEKAPCTBCHHEIX CPEACTB) Ha NONYYEHHE HAYYHBIX H
NpeNPerucTPALHOIMLIX KOICYNLTaIH Ha BCCX Tanax oOpalleHHA H PErHCTPAIMH
JEKapCTBEHHBIX CPEACTB, BKIKYas pa3paboTKy JeKapcTBEHHBIX CpEACTB,
NpOBeieHHE MNOKIMHHMYECKHMX MCCIEeNOBaHWH, KIMHMYECKUX HCCIEROBaHWH M
MOATOTOBKY PErHCTPaHOHHOrO AOCKE.

AHanu3 MHMPOBOTO OIIBIT2, B TOM WYHCJE OIBIT2 TOCYIApCTB C Pa3BHTOR
dbapmarierTHIECKOI MPOMBIMINIECHHOCTHIO u MEXIOCYRApCTBEHHBIX
HHTETPAlMOHHEIX OOBCXMHCHHE MOKA3EIBaeT, 9TO IPEApEerMCTPALHOHHOE M
HayYHOe KOHCYNETHPOBaHME OpPraHH3yeTcf OpraHaMH, YMOMHOMOYEHHBIMH Ha
PETHOTPALHIO JICKAPCTBCHHEBIX IpenapaTol (YIIpawliCHUE 1[0 KOHTPOILO KAYECTBd
NUIIEBEIX NPOAYKTOB M JseKapcTBeHHBIX cpefcte CIIIA (FDA), Esponeiickoro
MenuuuHCKoe areHtctBo (EMA), uto Hanuio orpaxkeHue W B mpase EADC, a
Talke B MPOEKTHpyeMod HOpMe, COIMIaCHO KOTOpo#i KOHCYNLTHpOBaHME
OCYLIECTBIACTCA (pemepabHEIM TOCYXAPCTBEHHBIM GIOZKETHEIM YUpeXIEHHUEM MO
NIPOBEHCHHIO S3KCHEPTH3EI JIEKADCTBEHHBIX CPEACTB ¢ IPUBIEYCHHEM €ro
9KCIEPTOB M HHBIX Jul. Pa3paboTyuku NekapcTBeHHBIX cpelcTB B Poccuitckoit
Qenepanun 3aMHTEPECOBaHE! B NONYYEHHM HAy4YHBIX M IpeApeTHCTPAUHMOHHBIX
KOHCYNETalMH HEIOCPEACTBEHHO OT YUYpeXOeHHd, YINOMHOMOYEHHOIO Ha
HpOBeIeHHE 3KCIIEPTH3EI JIEKAPCTBEHHBIX CPEACTB, YTO FapMOHH3UPYET MX CTaTyC
OPHMEHHUTENBHO K OTILITY MHOCTPAHHBIX IOPHCAMKIIHIL.

Hayunoe u mpefperncrpalliOHHOE KOHCYJIBTHPOBaNHE IIPOBOAMTCA O
MIOAa4H 3adBACHUSA HA PETUCTPAIHIO JIEKapCTBEHHOIO CPEACTBa, CHENOBATENBHO, He
NpeanonaraeT MpPOBEPKy KadecTBa H 0€30IMacCHOCTH JIeKapCTBEHHBIX CPEACTB,
KOTOpEIE€ OCYIIECTBASIOTCS B paMKax 3KCIEepTH3bI JIEKAPCTBEHHBIX CPEACTB B MENAX
HX rocynapcTBeHHO# perucrpamud. Takodt moxxoxn COOTBCTCTByeT‘ IpaBy
Espasuiickoro s3koHOMHYECKOTO COMO3a.




Ilopsnox, CpoOKM IIPOBEAEHHA HAyIHOIO M IpeAPerHCTPALHOHHOIO
KOHCYJLTHPOBAHHA, pa3Mep M HOPANOK B3MMaHMs ILIATHL 33 €r0 IpOBeAcHHE, a
TaKKe KAaTerOpHMH JIEKAPCTBEHHBIX [penapaToB, B OTHOLIGHHH KOTOPBIX
NpeNOCTaBIAeTCA  [PUOPUTETHBIH  MOPANOK  TAKOTO  KOHCYJIFTHPOBAHUA
YCTAHABIMBAIOTCA YIIOMHOMOYEHHEIM (peflepaibHBIM OpPraHOM HCIONHHTENBHOM
BIIACTH.

[poexrupyemMele HOPMBEI O TOM, YTO SKCHIEPTHl M MHBIC JMLA, KOTOPBIC
NpOBOAAT laydHOEe M NpeAperuCTpalliOHHOe KOHCYIFTHpPOBaHWe, Mepel
[PUBIEYEHHEM K IPOBERCHHIO YKa3aHHOrO KOHCYJIFTHPOBaHHA 3asBISIOT B
OUCEMEHHOH ¢opMe 00 OTCYTCTBMH KOHQNMKTA HHTEpecOB, IIOBHILIAET
NpO3pa4HOCTh, YKa3HBIX IPOLEAYD.

PexomeHnarensHBlf  Xapakrep — KOHCYNBTalMi ¢ 0Os3aTeNBHBIM
odopMieHHeM NPOTOKONA U HOArOTOBKOM peKOMEHAAUMH obecreduBaer HanaHC
MEXAY IONNEPKKOH pa3paGOTIHKOB H COXpaHEHHEM HE3aBUCHMOCTH U
00BEKTHBHOCTH (elepansHOr0 rocyNapcTBEHHOTO GIOMKETHOTO YUpexXAeHUs IO
MPOBOJCHHIO SKCIIEPTUISI JICKAPCTBEHHBIX CDECACTB. YKA3aHHBIM MOXXOH ABIIACTCA
HOPMAaTHBHEIM MEXaHH3MOM ITOBEIMEHHS IIPO3PaYHOCTH H OTBETCTBEHHOCTH BCEX
YYACTHHKOB OTHODIEHHH B cdepe HAydHOTO M MpeaperucTpanioHHOIO
KOHCYJIETHPOBAHHS.

Ionoxenus 3akoHOMpOeKTa 0 TOM, 4TO 0GOGIIEHHbIE pe3yNETATE HAyYHOTrO
H MNpeIperucTpaldoOHHOTO KOHCYNFTHPOBaHHA 6e3 yKa3aHHA NepCOHANBHBIX
IaHHBIX KM ¢ cobmoneHHeM MHRIX TpeGoBaHHMI MO 3amMUTE TOCYNAPCTBEHHOM,
KOMMEpUYEeCKOi M HHON OXpaHseMOlf 3aKOHOM TaMHEI pa3sMemaloTcs deaepanbHEIM
FOCYAapCTBEHHBIM OIOIDKETHEIM YUpeXACHHEM 10 IIPOBEACHHMIO 3KCIIEPTH3BI
NEKAPCTBEHHEIX CPEACTB B  MHGOPMALHOHHO-TEIEKOMMYHHKAUOHHOK CeTH
«HTEepHeT», HallpaBiIeHEl Ha GOPMHpPOBaHHe eIHHOOOpa3NEIX ITOXXONOB B chepe
9KCIEPTH3HI IEKAPCTBEHHBIX CPEJCTB.

Hajnnune pa3sBHTOR CHCTEME! HAyYHOTO KOHCYNETHPOBAHHSA BO MHOTHMX
3apy6GexXXHFIX HpaBOHOPAAKAX CO3JaeT JUIS KHOCTPaHHBIX NPOH3BOAMTENCH
CYIECTBEHHbIe KOHKYPEHTHbIEe IPEHMYIIeCTBa, B TOM YHCIIE YCKOPSET NPOLeaAypy
rOCyfapcTBEeHHOM perMcTpalldi H BbIBOA JIEKAPCTBEHHRIX IIPENaparoB B

rpaxcnaHckuit  oGopor. IlpHHATHEe 3aKoHompoekTa GymeT crocoGcTBOBATh



HOBBIMIEHHIO Ka9€CTBa JIEKapCTBEHHEIX CPEACTB, CHHKEHHIO BEPOSTHOCTH OMMOO0K
H IIOBTOPHEIX OKCIICPTH3, ONTHMHU3AUMH MpPOUEAYPEl pErucTpaldd [IIpH
COXpaHEHHH OPHEHTHpa Ha Ka4eCTBO JIEKAPCTBEHHBIX CPEACTB, a B KOMIUIEKCE 3TH
daxroper obecreyar MOBHINIEHHE KOHKYPEHTOCIOCOOHOCTH  POCCHIACKHMX
dapmarieBTHUECKHX TIPOH3BOAUTENEE.

TMperotaracmnte  usMenedus B Deyepansusit sakon «O6  obpanienuu
JEKapCTREHHEIX CPENCTB» IO3BONAT CO3AAaTh MOHATHBIH K MPOIPAUHEIH MEXaHHIM
HAYYHBIX KOHCYNBTALIHEK, CTHMYIHPYIOIIMit IPOU3BORUTENIEH M MCCIEAOBATEIhCKHE
OpraHH3alWMH K pa3paboTke HHHOBALMOHHBIX NPENapaToB.

[IpencTaBneHHsI# 3aKOHOMPOEKT OTPAXKAET PpErylIsTOPHBIE IIOJXOABI,
AelicTByIOIINE, IIPEXUle BCero, B paMkax EBpasuiickoro S5KOHOMHYECKOro COI03a,
ConpyxecrBa Heszapucumeix I'ocynapers, Corosnoro rocymapctsa, Illamxaitckoit
OpraHM3allMi COTPYXHHUYECTBA, MeXTrocyaapcTBenHoro obsequnenns BPUKC, yro
CIOCOOCTBYET HMOCTHIXKEHMIO HAYYHO-TEXHONOTHYECKOro nupaepcTBa Poccuiickoit
Denepanum.

3aKOHONMPOGKT HEe IPOTHBOpEMMT monoxermaM Jlorosopa o Lepasuitckom
3KOHOMHYECKOM coro3¢ o 29 max 2014 roma, a Takke MHONOXKEHHAM MHBIX
MEXAYHapOAHBIX JoroBOpoB Poccuiickoii Penepartumy.

Peaymzanus  mosioxeHHi, NPeXyCMOTPEHHBIX 3aKOHONPOEKTOM, He
norpebyer AOMOMHMUTENHHBIX PACXOROB M3 ¢enepansHOro Groxera, 6romKeToB
FOCYIapCTBEHHBIX BHeOIOKeTHBIX (GoHmOB M Glomxeros cybbexroB Poccuiickoit
Depepanuu.

Peanuzanus ronoxxeHuit, IpefycMOTPEHHBIX 3aKOHOMPOEKTOM, HE ITOBJIEYET
HETaTHBHBIX COIMANBHO-3KOHOMHYECKHX, GHHAHCOBBIX H HHBIX IOCNCACTBHI, B
TOM 4Yucle JUIs CyOBEKTOB MpPEMIPHHUMATENHECKOR U HHOM 3IKOHOMHYECKOH
IEATENBHOCTH, a TAKXKE He MOBIHAET HA JOCTIKEHHE leNell roCyNapeTBeililbiX

nporpamm Poccuiickoit ®Oeneparum.




PHHAHCOBO-DKOHOMHWYECKOE OBOCHOBAHME
K NIPoeKTy (eepanbroro 3axona «O BHeCeHMH H3MeHeHHH B craThio 13

PDepepannroro 3akona «06 ofpaieHus JeKapCTBEHABIX CPEACTB

Pewiusanus denepanpHoro sakoHa «O BHECEHMH M3MEHEHHIt B cTathio 13
Denepanshoto sakota «O6 0OPAIGHUK JOKAPOTHOHHLIX opeteLs» He LHotpebyer
QUHAHCHPOBaHMS 3a C4YeT CpelcTB ¢eaepannioro 6lomKeTa, OGIOMKCTOB
roCyIapCTBEHHBIX BHEGIOIOKETHBIX (OHHOB U GlomkeToB cyGhekroB Poccuiickoit

Denepaliuu.
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IEPEYEHD
¢deaepainHBIX 3aKOHOB, NOAJIEKAHX NPHIHAHHUIO YTPATHBIIHMH CHJILY)
NPHOCTAHOBREHNIO, H3MEHEHHIO HIM NPHHATHIO B CBS3H C IPHHATHEM
DenepanbHoro 3akoHa «O BHeceHHH u3MeHeHu it B ¢TaThio 13 MeaepasibHOroO
3aKoHa «O6 ofpanreHuM JieKAPCTBEHHBIX CPeACTB»

[Mpunsgtie denepansHoro 3akoHa «O RHECEHHH H3MEHEHMH B craTeio 13
PenepansHoro 3akoHa «O6 ofpameHHH JeKapCTBEHHBIX CPEACTB» He MoTpebyer

OpHU3HAHUA YTPATUBIIMMHU CHITY, IPHOCTaHOBJICHMS, M3MEHEHWs HIH NPHHATHA
Ipyrux ¢enepansHEIX 3aKOHOB.

#



HEPEYEHD
HOPMATHBHLIX NpaBoBbiX akToB lpesngenra Poccuiickoit ®exepanuu,
IpaButenscrBa Poccuiickoit Peaepaunu n deaepanbHbIX OPraHoB
HCHONHHTEAbLHOH BJIACTH, IOANEKALIHX NPH3HAHHIO YTPATHBIIHMHE CHJLY,
NPHOCTAHOB/IEHHIO, H3MEHEHHIO HJIH NPMHATHIO B CBA3H ¢ IPUHATHEM
DenepannHoro 3axona «O BHeceHHH M3MeHeRMi B cTaThio 13 ®exepananuoro
3aKoHa «O0 oGpameHHH IeKapCTBEHHBIX CPEACTE»

[punatue QeneparbHOIL sakoHe «O BHECEHUM M3MEHEHMHA B Crarbio 13
DenepanpHoro 3akoHa «O6 06pameHHH NeKApCTBEHHEIX CpEACTB» IOTpe6yer
OpHHATHA nfoctanosienus Ilpasurenscrea Poccutickoit ®enepanuu « BHECEHHH
H3MeHeHH# B mocTaHomneHMe IIpaButenncrsa Poccmitcko#t Pepepauuu or 19
mons 2012 . Ne 608 «O6 yteepxnenun Ilomoxenns o MmuHHCTEpCTBE
sapaBooxpanenus Poccuiickoit Menepanun» B 4YacTH MPOBENSHHS HAYYHBIX M
IIPeAPErucTPAHOHHBIX KOHCYIBTAIWI 110 BONpocaM pa3paboTKH JIEKapCTBEHHEIX
IIpenapaToB, a TaK e pa3pabOTKM M OpPHHATHA MNpPHKa30B MUHHCTEpCTBA
3apaBooxpaHeHHs Poccuiickoit ®emepauun «O MOpsiake M CpoKax MPOBENCHHA
Hay4HOIO U MpPeRPErucTpalOHHOIO KOHCYNbTHPOBaHUA»; «O pasMepe u mopsaaKe
B3MMAaHUA IUIATEl 33 TIpOBEfEeHHE HAYYHOTO H  MpPEeXpPEerdCTPalMOHHOIO
KOHCYNBTHPOBaHHs»; «O KATEropHAX JIEKapCTBEHHBIX IMpENaparoB, B OTHOWICHHH
KOTOPEIX  INpEeHOCTABNACTCA  NPHOPHTETHBIE  MOPANOK  HAYYHOrO  H

NpEAPErHCTPallAOHHOIO KOHCYIETHPOBAHHY.



