FOCYJAPCTBEHHAS JIYMA
®EJEPAJIBHOTO COBPAHUSI POCCUICKON ®EAEPALIAU
BOCBMOIO CO3BIBA

BBIIIUCKA U3 ITPOTOKOJIA or 13.02.2023 Ne 83
3ACEJIAHHS COBETA T'OCYJAPCTBEHHOM JIYMBI

"13" depans 2023 r.

69. O npoexTe Ppegepanbuoro 3akona Ne 289043-8 ""O BHeceHUH H3MEHEHHIH
B cTaThi0 4 ®enepajbHoro 3akoHa ''06 o6pauleHUH JeKapCTBEHHBIX cpeAcTB'' H
PepepaibHblii 3akoH "'OQ OHOMeAHIUHCKHUX KJIETOYHBLIX NpoAykTax'' (B uacTH
COBEpPLUCHCTBOBAHMA o0OpalleHHs OHOMeIHMUHHCKHX KJIETOYHbIX NPOAYKTOB) -
BHocHuT [IpaButenncTBo Poccuiickoil ®egepaunu

IlpunsaTo peuienue:

1. Hampasuth yka3aHHBI mHpoekT ¢enepanbHoro 3akona [IpesupeHty
Poccuiickoii denepauuu, B KOMUTETHI, koMuccHto ['ocyaapctBeHHON ymbi, ppakuuu B
['ocynapctBenHoit [lyme, Coser ®enepauun PepepansHoro Cobpanust Poccuiickoii
®epnepauun, [IpaButensctBo Poccuiickoit ®eaepauun, CuerHyro nmanaty Poccuiickoii
Qenepauuu, OOwecTBeHHy0 mnanary Poccuiickoit Pegepauuu, 3aKOHOHATENbHBIE
opraHel cyoBpekTOoB Poccuiickoil @enepauud W BBICIUMUM JODKHOCTHBIM JIMLIAM
cyobektoB Poccuiickoit ®depepauuu i MOATOTOBKH OT3BIBOB, TMpPEMJIOKEHUM H
3aMeyaHuil, a Takxke Ha 3akmodyeHue B [IlpaBoBoe ymnpaeneHue Annapara
['ocynapctBeHHOM [{yMbl.

HasHauuTh OTBeTCTBEHHBIM B paboTe Haj MNpoekToM ¢enepaqbHOro 3aKoHa
Komuret ['ocynapctBerHoi lyMsl o oxpaHe 340pOBBS.

OT3bIBbI, MIpEMJIOKEHUsT U 3amevaHus HampaBuTh B Komurter ['ocynapcTBeHHO#M
HdyMbl o oxpaHe 310poBbd 10 15 mapta 2023 roza.

2. Komutery [ocymapctBeHHO#t [IyMbl MO oOxpaHe 300pOBbi C YYETOM
MOCTYIMBIIUX OT3BIBOB, MIPEATOXKEHUN U 3aMEYaHUI MOATOTOBUTH YKa3aHHBIN MPOEKT
benepanbHOro 3aKkoHa K paccMoTpeHuto ['ocyaapcrseHHol Jlymoii.

3. Bkmro4yuts ykasaHHBIH MpoeKkT ¢enepanbHOr0 3aKkOHa B MPUMEPHYIO
nporpamMmy 3aKOHONpoekTHOH paboTel_[ocymapcrBeHHoi [[ymMbl B mepHOd BeCEHHEH
ceccuu 2023 roga (MapT).

e“apaanm
[+ [
R

IIpencenatens 'ocynapcTBeHH .
DenepanbpHoro CoOpaHMk| ropmanemx ios {5
Poccuiickoit @enepaiu Y B.B.Bonoauun
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T'ocynapcrBennas Jyma
®epepansroro Cobpanus

MPABUTE J‘[ b CTBO : Poccuiickoit Denepanuu

POCCHUCKOH ®EIEPADMHA

« 01 »__deBpang 2023_r.

N 10630-M12

MOCKBA

O BHECEHHH IPOeKTa (heepalbHOro
3akoHa "O BHECEHUHU M3MeHEHHI
B cTaThio 4 PefepallbHOrO 3aKOHA
"O6 ob6palieHUH IeKapCTBEHHBIX

~ cpencts" ¥ denepalbHELN 3aKOH
"O 6HOMEIUIIMHCKHX KIETOYHBIX
npoxykrax"

B coorserctBuu co cratbedi 104 Komcturymum Poccuiickoit ®emepanuu
ITpapuTenscTBo  Poccmiickoli ~ ®efepali  BHOCHT Ha  pacCMOTpEHHE
I'ocynapcreennoi dymer @enepansroro Cobparmsa Poccuiickoii epepaiinu mpoeKT
denepansroro sakoHa "O BHeCeHHM M3MeHeHHIl B cTaThio 4 DefepanbHOro 3aKoHa
"O6 ofpameHuu  JIeKapcTBeHHBIX cpeacTB" ©  DemepansHEII  3aKOH
"O GHOMEIUIUHCKAX KIETOUHBIX MPOAYKTax". '

Mpunoxenue: 1. Ilpoekt dhenepanpHOro 3axoHa Ha 5 1.
2. lloscHuTenpHas 3amMUCKa K MPOEKTY (benepanmoro 3aKOHa
Ha 3 IL. ,
3. ®uHAHCOBO-3KOHOMUYECKOe O00OCHOBaHHME K  IIPOEKTY
denmepanbHOro 3akoHa Ha 1 . '
4. IlepedeHs deneparbHBIX 3aKOHOB, HOJIEKAIUX PU3HAHUIO
YTPaTHBIIMMH CHIIY, NPHOCTAHOBIECHUIO, U3MECHEHHUIO WM

OPUHATHIO B CBSA3H C IPHHATHEM (QeaepaisHOro 3éK0Ha,
"Halm

’ Enfait 6335
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5.IlepeueHr HOpMaTHBHBIX IIpaBoBEIX akToB I[Ipe3umenta
Poccuiickoit = Pepepanvm, IIpabutenscTBa Poccutickoit
Qefepani U QeNepaNbHBIX OpPraHOB MCHONHUTENBHOMH
BJACTH, MOANEKAIMX IPU3IHAHUIO YTPATUBIUHUMH CHUIY,
IIPHOCTAaHOBJICHHIO, U3MEHEHUIO WIM IPUHATHIO B CBA3H
C MpUEATHEM (deneparbHOro 3aKoHa, Ha 1 JL.

6. Pacniopsmxerne IlpasmrenscTtBa Poccuiickoit @emepamuu o
Ha3HAYeHHHU OQUIMATBHOIO IpeAcTaBUTeNs IIpaBHTeNsCTBA
Poccuiickoit @epepaliuy 10 JaHHOMY BOIIPOCY Ha 1 JI.

[Tpencenarens IIpaBurenscTBa ,
Poccuiickoit Peaepanuu - M.Mumyctun

6047551 (1.3)
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Buocurcs paButenscteom
Poccuiickoit ®epepanuu

AN APG ey 3 p IIpoexT

®EJEPAJIBHBIN 3AKOH

O BHecenuu n3MeHeHHil B cTaThio 4 eepanbHOro 3aK0Ha
"6 oGpaleHny JeKxapcTBeHHBIX cpeacTs' u deepaibHblif 32K0H
"O OnoMeHIHHCKHX KJIeTOYHBIX HpPoAyKTax"

Cratea 1

[yaxr 6* cratem 4 d)ep;epam:H(;ro 3akoHa OT 12 ampems 2010 roga
Ne 61-®3- "O6  obpameHusn nexap.)CTBeHﬁLbc cpencts"  (Cobpanme
3akoHojarenbcTBa Poccmiickoit Pepepaumm, 2010, No 16, cr. 1815; 2014,
Ne 52, cr. 7540) JOTONHUTE ClIoBaMH ", JIeKApCTBEHHBIE MPENapaTHl Ha OCHOBE
COMaTHYECKUX KIETOK".

.C"l‘aTbﬂ 2

BHecm B DenepalbHplii 3aKOH OT 23 UIOHA 2016 roga Ne 180-®3
"O GHOMEIULMHCKHX KJTETOUHBIX npoaykrax" .(Co6'pamz1e 3aKOHOZATENbCTBA
Poccuiickoit ®emepanuu, 2016, Ne 26, ct. 3849; 2018, Ne 32, cT. -511'6; 2021,
Ne 24, ct. 4188) cnemyrompye U3MEHEHHA: N

1)B wactu 1 crateu 1 ciosa "#BosoM B Poccumiickyto Denepauuto,"

HCKITFOIHUTE,



2) B craTbe 2:

a)B myHKTe | CimoBO "u3memuAMH" 3aMEHHTEH CIIOBaMH "'M3ACIHIMY.
K OHOMEIUMIMHCKMM KIETOYHBIM OpPOOYKTaM HE OTHOCATCS oGLeKTﬁ
TPaHCIUIAHTAIlMM, a TakkKe JICKapCTBCHHbIEe cpeacTBa (B TOM 4HCHe
Bmcoxdrexnonomqecme TIeKapCTBEHHEIE npenapars'l, npez[ycmorpemfe
- Memynapom ,uoroBopaMH 7§ arcraﬁm, COCTAaBIAIONMMHK  IIPaBO
EBpasuiickoro 3KOHOMHYECKOIO €003, MOJIeKANME ~PETHCTPAlMH B
COOTBETCTBHH ¢ mpasoM Espasuiickoro 3KOHOMH'IECKOTO COM32 H (nm)
rOCyIapCTBEHHOMN pefncmamm B COOTBeTCTBUH ¢ DenepanbHBIM 3aKOHOM OT
12 ampens 2010 roxa Ne 61-®3 "O6 oOpamieH#H IEKAPCTBEHHEIX CPENCTB" C
Y4€TOM | oco6ermoc‘r¢ﬁ, YCTaHOBJICHHBIX YaCTHIO 2! crateu 8 Hacrosmiero
DenepanbHOTO 32K0HA";

0) nymcr 7 IONOIHUTE CJIOBaMH "miH 6e3 Kymmmponarmx";

3) qacﬁ» 1 cratem 4 nocne cnoB "BHE OpraHu3Ma 4elIoBeKa” ZOTIONHHTE
CIIOBaMH "TIPH HEOOXOMMOCTH ",

4) B cratee 8:

a) B 9acTH 1 cioBa "BB03 B Poccuiickyro ®emepaniio," HCKIIOIHTE,

6)myukr 1 wactm 2 nonomm*ri. CIoBaMH ", 3a HCKIIOYECHHEM
GHOME/MIIMHCKAX KICTOYHEIX MPOAYKTOB, YKa3aHHBIX B JaCTH 2! HacTosmeit

CTaThu";
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B) JOIOJHNTE YaCTHH0 2! CIEAYIONIEr0 COMEPIKAHIA:

2! TocynapcreeHHoi perucipaiuy He MNOAJEKAT OMOMEXMIIMHCKUE
KJIETOYHEIC IPOAYKTHI, MPEAHASHAYCHHEIEC VI HCIIONHEHUS VHIUBHUIYAIEHOrO
MEIMIMHCKOT0 HA3HAYCHHS OMOMEIUIWMHCKOTO KIETOTHOIO OPOJYKTa,
CIIEIIMAIBHO IIPOM3BEACHHOr0 I OTAEIHHOTO ManHeHTa Hendcpencmem{o
B MEIMIMHCKOH OpraHM3alliM, B KOTOPOH NpPUMEHAETCA GHOMEIMIIMHCKHIL
KIIETOYHBIH ITPOAYKT."; |

I) HOMOJHHUTE 9aCTBIO 8 CIIEMYIOIIETO CONEPHKAHMS:

"8. IlpaBurenmncrBo  Poccmiickoit ®@enepauuy BrnpaBe  yYCTaHOBHUTEH
nopsAnok  obpamieHus =~ OMOMEIMUMHCKMX — KICTOYHBIX  MPOXAYKTOR,
NpeIHAa3HAYCHHBIX  JUIA ncno.wmérma MHIUBHUIYAJBHOTO MEAMIMHCKOTO
Ha3HAYCHUS 6n0M¢anQK0ro KIICTOYHOTO ~ MPOMYKTa, cneunajmﬁq
IPOH3BEAEHHOr0 I OTACIHHOTO MAIMEHTA HEMOCPEACTBEHHO B MEIUIIMHCKON
OpraHW3alu¥, B KOTOPOi NpPHMEHSAETCA OHMOMENMIMHCKMIT KICTOYHBIH
IPOAYKT, B TOM 4HCIIE€ NOPSAAOK BEIJAYM paspelIcHud Ha €ro MpoMu3BOACTBO H
IpHMEHEHHeE.";

5) B nyukte S gactu 1 cratem 17 cmopa ", cBefieHHs 00 aKKpeaMTallUM
Ha ﬁpaBo IpOBEACHUI KIMHHYECKUX HCCIeNOBaHMiA 6H0MCI[P[[IHHCKID{A

KIICTOYHBIX POXYKTOB KaXJ0i MEIULIMHCKON OpraHu3alli" HCKIIOIUTh,
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6) B gactu 7 cratbu 28 cloBa ", aKKPEAMTOBAHHBIX YIOJHOMOYCHHBIM
(enepaabHBIM OPraHOM ncnomHTeJmHoﬁ BJIACTH B TOPSIKE, YCTAHOBIIEHHOM
IpasurenscTBoM Poccuiickoit Denepariim," HCKITIOIHTD,

7) B mynkTe 8 gacté 2 crathd 30 cmoBa ", cBeleHHA 00 AKKpEIUTALMH
.Ha NpaB0 I@pPOBEJCHHUA KIMHUYECKHMX HCCIECXOBAHHM OHOMEIMIMHCKIX
KIIETOYHBIX IIPOIYKTOB KaXXKAOH MEAHIIMHCKOM OpraHu3amn” ncxmomtb; _

8)B CTaThe 43:

a) HAMEHOBaHME M3JIOXKHTH B ClIEAyIomei pemaxiym:

"CTaTLx 43. Ilopaaox BeIBO32 H3 Poccm‘icxoii ®denepanun

OHOMETHIHHCKHX me_ro'mmx nponyKToB";

6) wactH 1 - 6 MPU3HATH YTPATUBIIHMH CHILY;

9) cratem 44 u 45 npu3HATH YTPaTHBIIMME CHITY;

10)B }nomrymcre "a" myskra 1 gact 2 cratem 46 cinoBa "BBO3Y
B Poccuiickyio @enmepanuio," HCKIIFOYUTE,

11)B crathe 46"

'a)B YacTH 2 cjioBa "M OpraHd3auuHy, ocymecnamonine BBO3
OMOMEIUIMHCKIX KJIETOYHEIX MPOIYKTOB B Poccnﬁcrcyro depepanuo,”
MCKITIOYNTE;

6) B moamyHKTe "a" MyHKTa 2 9acTH 4 CHoBa "H BBO3 OHOMEIMIIMHCKHX

KIETOYHEIX POAYKTOB B Poccuiickyio Penepanuro" HCKIIOIHUT.



Crarba 3

1’. Hacrosmmit denepanbHbii 3aKkOH BCTymaer B cuay ¢ 1 CeHTSOps
2023 ropa, 32 HCKIIOYCHUEM MNONOKEHWH, /Ul KOTOPHIX HACTOAIIEH CTarbeit
YCTaHOBJICH HHOM CPOK BCTYIUICHHS HX B CHILY.

2. Ilomoxenns myHKTOB 2 W 3 crarem 2 Hacrosmero PemepalbHOro
3aKOH2 B OTHOIICHHU OMOMEMMIMHCKUX KIETOYHBIX NPOAYKTOB, 3asBICHUA
0 TOCYAapCTBEHHO peruCTpariii KOTOPhIX ObUIM [I0JaHEI B ynmmonaoqérmmﬁ
benepabHBi  OpraH ‘ncnommremnoﬁ BIIACTH JIO 1 smBaps 2021 roga,
Bcrynaim B cuny ¢ 1 smBaps 2026 roaa.

3. PerucTpaniMOHHEIE  YXOCTOBEPEHUSA OMOMEIMIMHCKUX KIETOYHBIX
HPOAYKTOB, BEIIAHHEIE B COOTBETCTBHH C @enepmHHM 3aKOHOM OT 23 HIOHA
- 2016 rgnd Ne 180-03 "O 6nomemmmcm KIETOYHBIX NpOXyKTax",
NeHCTBUTENBHEI 10 OKOHYAHUA CPOKa X JICHCTBHUSA, HO HE MO3THEE 31 nexabps

2025 rona.

IIpesuneHt
Poccuiickoit ®exepanun



HOACHHTEJIBHAS 3ATTMCKA

K npoexry ¢egepanpaoro 3axona " BEeceHAH H3MEHEHHAH B cTaTbhI0 4.
®epepanbaoro 3akona "'00 ofpameHHA JeKAPCTBEHABIX CPEACTB" |
(I)enepa.nbumii_ 3aKon O OHOMeTHNHAHCKAX KIETOYHBIX HPoAyKTaX"

- 3akOHOIPOEKT HATIpAaBNEH  Ha NPUBEICHUE PEryIMpOBaEus
 OMOMEIMIMHCKMX KJIETOYHBIX NpOAYKTOB - B Poccumiickoit ®enepamuu B
COOTBETCTBHE C MEXIyHAapOJHEIMH JOTOBOPAMM H aKTaMH, COCTABIAFONHMH
npaso EBpasuiickoro 5Kx0BOMMYECKOTO COI03a ¥ SBIIAIONIMMUICH 00A3aTeNbHBIMH K
COOMONEHIIO Ha TEPPUTOPHH TOCYAAPCTB-1I€HOB EBpasniicKOro S5KOHOMHIECKOTO
COI033, & TAKKE C MEXKYHAPOXHBIM OIBITOM M IIPAKTHKOH.

B rmemix mMCKIOYEHHA @PABOBOH HEONpPEAENeHHOCTH, COCTOAMICH
B /BOHCTBEHHOCTH perynMpoBaHus MEAMIHHCKOM TPOAYKIMM, OJHOBPEMEHHO
COOTBETCTBYIOMEH OIpeNeNeHHIM OHOMEOUIMHCKOTO KIETOYHOTO IIPOIYKTA,
M OPOAYKIMH, TomIexameidl perucrpauMd B cooTBeTcrBuM c  [Ipasumamm
PETHCTparMM ¥ OSKCHEPTH3Bl JIEKAPCTBEHHBIX - CPEACTB JUIT  MEJMIMHCKOTO
nmpAMeHeHus, yreepxiaeHHsIME Pemennem Cosera Eppasuiickoii 5KOHOMHYECKOH
KOMMCCHH OT 3 Hos0pa 2016 r. Ne 78 (nanee cooteercTerHO - IIpaBuna, Pemenue
Ne 78), BHOCHMBIMH 3aKOHONPOEKTOM H3MeHeHMsAMH B DenepanbHbli 3aKOH
Ne 180-®3 ycranaBmuBaeTca mpsMas HOpMa 00 HCKIMOYEHHH OMOMETHIIMHCKHX
KJIETOYHEBIX IPOXYKTOB, OXHOBPEMEHHO SABIIAIOIIHXCSA BBICOKOTEXHONOTHICCKHMH
JEKapCTBEHHBIMH TIPENapaTaMH, HOJIEKATHMMH PETHCTPAIM B COOTBETCTBHH C
IIpaBunamu, u3 npeaMera perynmupoBanus Oeaepamsaoro 3akona Ne 180-03.

Ilpu sToM mna OMOMEOMIMHCKMX KIETOYHBIX NPOAYKTOB, OAHOBPEMEHHO
ABMAIOMMXCS  BBICOKOTEXHOJOTHICCKHMH  JIEKAPCTBEHHBIMM  IIpelIapaTaMH,
KOTOpEIE HE IMOIEKAT PErMCTPAllHM B COOTBETCTBHM C ab3anmeM TpeThHM
myskta 5' Tlpaswi, uMes BBMIY HCIONHEHHE HHIMBUIYAISHOTO METUIAHCKOTO
HasHAYCHHA H CICNMANbHOEC MPOM3BOACTBO JUIA - OTHAENABHOTO MamMeHTa
HETIOCPEACTBEHHO B MENMIIMHCKON OpraHM3al[MH, B KOTOPOH HPHMEHAETCH
HasHAYCHHBIH M INPOM3BEJCHHBI MPOXYKT, COXPAHACTCA PEryTHPOBAaHME
@enepansabM  3akoHOM  Ne 180-03. Takue OuHOMEIMUIHHCKHME KIIETOYHBIC
IPOAYKTHL B COOTBETCTBHH C IMPOEKTHPYeMoit 9acTeio 2.1 crateu 8 PenepanbHOro
sakoHa Ne 180-03 He mommexaT roCcyAapCTBEHHOM pErMcTpaumud, H B
COOTBETCTBHM C NPOEKTHpPyeMOH 43acTeio 8 crathd 8 @emepanbHOro 3aKoHA
Ne 180-03 IIpasurensctBo Poccuiickoit Denepanny HaAEIAeTCAd MOPaBOM
yCTAHABIIMBATh HOPANOK OOpamIeHHMsA TakMX OPOXYKTOB, B TOM 9HCIE HOPANOK
IpPENOCTABIICHHA PaspenieHus Ha HX POM3BOACTBO H mpuMmeHenHe. [Ipemmaraemas



NpaBoBasd KOHCTPYKIMA (akTHIeCKH MO3BONACT, HPENOCTaBNAs paspelleHHs Ha
OPHMEHCHHE TAaKHX OHOMEIMIMHCKHX KIETOYHBIX MHPOAYKTOB IO OTAENBHOM
Oponexype B mHopsAake, ycraHasimsaemom [IpasurenscrsoM  Poccmiickoit
Denepamyu, BpEMEHHO, 10 BHECEHHA COOTBETCTBYIOIIMX H3MEHEHHH B (leAepalbHOe
3aKOHOJATENBCTBO B cdepe  OOpameHHS  JEKaPCTBEHHBIX  CPEXCTB,
NPEAYCMOTPEHHBIX a03aleM DNepBHIM  HyHKTA 5! IpaBun, yperymposars
obpamernne BBFICOKOTEXHONOTHIECKHX JIEKapCTBEHHEBIX DpenapaTos,
COOTBETCTBYIOIMX ONpENENeHHI0 GHOMEJMIMHCKOTO KIETOYHOIO MpPOJAYKTa,
KOTOpHIE B COOTBETCTBHH C ab3ameM TpersmM myEkta S5' Ilpasmn Moryr
IOPUMEHATECA 0€3 MX perMcTpaumy B COOTBETCTBHM C lIpaBHIaMH, MCHONB3YS
3JIEMEHTH! HOPMATHBHOI'O MIPABOBOTO PEryIHPOBAHMS oOpanmternus GHOMe IUITHECKIX
KJIETOYHBIX NPOAYKTOB, ITO MO3BOJHT OOECIIEUHTh YCIIOBMSA I MHHOBAHOHHOTO
pPasBHTHA POCCHHCKMX MEIOWIMHBI M 3HPABOOXPaHEHHMSI B  YCJIOBHAX
OTPaHHYHTENFHBIX NEHCTBHH OTOENBHBIX CTPaH B OTHOMIEHMH PoCCHICKOM
Denepanpn. _

- IloMumo 3TOro, BHOCHMBIMH 3aKOHONIPOSKTOM H3MECHEHHMSMH B IYHKT 7
cratei 2 H 4acth 1 crathu 4 DepepamsrHoro 3akona Ne 180-D3 pacmmpsercs
NOHATHE GHOMETUIHMHCKOTO KIETOYHOrO MpPONYKTA, PAacHpOCTPAaHsAA €ro TakkKe
Ha TaKHe MPOJYKTHI, COJEpIKalHe KIESTKH, He IIOJBEPIUIHECS KyIbTHBHPOBAHHUIO
¥ (wm) momupukamuu. OZHOBPEMEHHO 3aKOHONPOEKTOM B OyHKTe 1 craTed 2
H3 NOHATHA OGHOMENMIMHCKOrO KJIETOYHOrO NPOAYKTa HCKIIOYAlOTCSA 0OBEKTEL
TPAHCIUIAaHTAOHM, K KOTODHIM B COOTBETCTBHM C myHkTamH 10 u 25 nepeuns
O6BEKTOB  TPAaHCIUIAHTAIHMH,  YTBEPHKICHHOTO 'COBMECTHEIM  IIDHKA30M
MurucrepcTBa 31paBooxpanenus Poccuiickoit ®emepamum u  Poccuiickoi
akagemun Hayk oT 4 wmiona 2015 r. Ne306w/3, ortHOCATCH COOTBETCTBEHHO
FeMOIOITHIECKHE CTBONOBBIC KIETKH H KIETKH, NpeJHa3HAaYeHHBIC A
3aMemIeHHs (BBIIONHEHHMSA) DPHCYMHX MM (YHKIOMHA B OpramM3Me, KOTOphIE
nonydeHsl (3arOTOBNEHEI) M3 OHOJOTMYECCKOTO MaTepHana B peE3ynbTaTe €ero
H3MeNbYEHMs, TPOMOTCHM3AIMHM, OH3uMarWdeckod  oOpaboTkm,  ynanemus
HEXXeJATebHBIX KOMIIOHEHTOB, CENEKTHBHOIO o0TOOpa KIETOK, u (wm) ux
06paboTky C LENbI0 YOaIeHHs KOHCEPBUPYIOMHX (MPEcepBHPYIONIHX) arcHTOB B
cloydae MX XpaHEHHA H KOTOpEIe HE COAEpXar MHBIX cyGcranipii (00BEKTOB) 32
MCKIIOYEHHEM BOIBL, KPHCTAIIOMJIOB, CTEPHIM3YIOMHMX, KOHCEPBHDYIOLIHX H
(W) mpecepBHPYIOMMX AareHTOB, a TakoKe 6uonorHIeCKUi Ma'repnan oI MX
noy4enus (3arOTOBKH). e

3aKOHONPOEKTOM IMPEAYCMOTPEHO HCKIIOYECHHE H3 CDenepam.Hom 3aKOHa
Ne 180-®3 OTACHBHBIX IONOXKEHWH, KacalOmUXCsA BBO3A OHOMETHIIMHCKHX
KJIETOYHBIX MPOAYKTOB Ha Teppuropmio Poccuitckoit Menepanun.



3aKOHOHOPOEKTOM TAKKe HCKIIOYAeTCs TpebOBaHHE IO aKKPEXHTAMK
MEUIMHCKMX OPraHM3alMii Ha NpaBO OPOBEJACHMA KIMHMIECKMX HCCICXOBaHMI
GHOMEAVIMHCKUX KICTOYHBIX MPOAYKTOB KakK HEBOCTpeOOBaHHOE M H3GEITOYHOE
B CBA3H C HEOOXOAMMOCTHIO PETHCTPALMU YKAa3aHHBIX NPOAYKTOB ¢ 1 sHBaps
2021 r. MCKIIOYHTEIBHO B COOTBETCTBHHM C [IpaBrmaMu, KOTOPHIMH YKa3aHHAas
nponenypa He mpeaycMorpeHa. CooTBeTCTBYIOmas NPOSKTHpyeMas HOpMa
ofecreqrBaeT OTMEHY HEBOCTPEOOBAHHOTO Pa3spPEINIMTENHHOTO PEKHMA.

IIpepnaraempie K peamM3amyy PEIICHHAA IPOEKTA cbenepamnom 3aKOHA
HE IIOBJICKYT OTPHIATENBHBIX COLMAITEHO-OKOHOMHYECKHX MOCHEACTBHH, B TOM
qucie Ui CyOBEKTOB NPEANPHHMMATENBCKOH M  HHOH SKOHOMHYECKOH
TSI TCIBHOCTH. ' ' '

[lposenenne  crarrcrHIeckKoro aHamM3a  Tekymel — CHTyamuH
3aTPYNHHUTENHHO, BBHAY OTCYICTBHA B HacTosmiee BpeMd B obpameHum
‘GUOMEIHIMHCKAX KIETOYHBIX NPOAYKTOB, SBIMIOMUXCA JEKAPCTBEHHBIMH
npenapataMyd Ha OCHOBE COMATHIECKHMX KIIETOK, a TakXKe B CBA3SH C OTCYTCTBHEM
IpPaBONPHMEHHUTENBHOM MPAKTHKH [O PEryIHPOBaHHIO KIETOYHBIX IPOJYKTOB B
Poccuiickoit ®enepanum.

[Ipennaraempie x peamu3auEd pemIeHMs Npoekra ¢efepansHOro 3akoHa
HE MOBIEKYT OTPHIATENBHBIX CONMABHO-3KOHOMHYECKHX IOCHCACTBHA, B TOM
qucie A CyOBEKTOB IpPEANPUHMMATENBCKOM H HHOH 3KOHOMHYECKOH
IEATENIFHOCTH. ‘

IMonoxenns POEKTa ¢enepanbHOro 3akOHa HE OKaXYT HEraTHBHOTO
BIMAHMS HA JOCTHOKGHHE IeNeH TrocyaapCTBEHHBIX nporpamm Poccuiickoi
Qenxepaimu. :

Peanmsamus Ha mNpakTHKE NOJOXKEHHH OpoekTa ¢emepanbHOro 3aKoHa
He MOTpeOyeT yBENWYEHHA YHCICHHOCTH OpPraHOB TOCYJAapCTBCHHOH BIIACTH
cybrexroB Poccuiickoit Denepanus U (HIH) OPraHOB MECTHOIO CaMOYIIPaBIICHHA,
H3MEHEHHA 00beMa MX MOTHOMOYMH ¥ (WiH) KOMIECTEHIHMM, a TAkKe BBIACICHHUA
JOTOTHUTENBHBIX ACCHTHOBAHMIA M3 COOTBETCTBYIOMIHX GODKETOB.

[IpuHATHE 3aKOHONPOEKTa HE MOBNEYET JONOJHHTENBHBX PacXOnOB
u3 610mKeToB OroKeTHOR cucTeMBl Poccuiickoi Depeparnuy.

3aKOHOIPOEKT COOTBETCTBYeT monoxeHHaMm Jlorosopa o Espasmiickom
3KOHOMMYECKOM COI03¢ M HHBIM MEXKIyHAapOJHBIM AorosopaM Poccuickoi
Qenpepanuu.

IpoexTs! (enepatbHEIX 3aKOHOB, aHAJIOTHYHBIC IO CBOEMY co,uepxcanmo

. 3aKOHONPOEKTY; OTCYTCTBYIOT HA PacCMOTPEHHH B [ajarax d)e.uepam.nom
Co6parus Poccuiickoit Peneparmm.



PHHAHCOBO-3KOHOMHYECKOE OBOCHOBAHHE

K npoekxTy ¢genepanbaoro 3akona 'O BHeCeHHE H3MeHEHHH
B cTaThI0 4 @eaepannHoro 3akona "0 oGpalenan 1eKAPCTBEHABIX
cpencrB" m Penepanbaniii 3akoH 'O CHOMETHNUHECKAX KISTOTHBIX

npoxykrax"

Peamusauma npoekra ¢emepamsHOro 3akoHa "O BHECEHHH H3MCHEHMi
B crateio 4 PepepansHoro 3akoHa "OO6 o0pamieHMH NEKapCTBEHHBIX CpPEACTB"
u Denepampueii 3axkoH "O OHOMEIMIMHCKMX KIETOYHBIX MpPOAYKTax" He
noTpedyeT  BEIACNCHHA  JOMONHHTEIBHBIX ‘ OIO/UKETHRIX  ACCHTHOBAHMH
¢enepansHOrO GI10IKETA. ‘



IIEPEYEHD

¢denepanbEbIX 3aK0OHOB, HOAJIEKANIAX NPH3HAHAIY YTPATHBIIHMHE CHUTY,
NPHOCTAHOBJICHHIO, A3MEHEHHIO0 HIH HPHHATHIO B CBA3H C NPHHATHEM
®enepanbHoro 3axona 'O BHeceHHH H3MEHEHHH B CTATHIO 4
DenepansHoro 3axona "6 o0pamenny NeKAPCTBEHABIX CPeICTB"
a1 Pepepanbnblii 3akoH O GHOMETHIAACKAX KJIETOYHLIX NPOXYKTax "

[Mpuaarue Pepepansroro 3akoHa "O BHECEHMH H3MEHEHHH B CTaTpio 4
QenepamsHoro  3akoHa "O6 ofpameHMM  JIeKApCTBEHHBIX CpPeACTB" M
Qenepansubii  3ak0oH  "O  OHOMEIHIMHCKMX  KJIETOYHBIX = TPOJYKTax"

. He moTpe0yeT MpU3HAHMA YTPATHBIMMH CHIIY, IPHOCTAHOBJICHHS, H3MCHECHHS HIH
OpHHATHA (efepANLHBIX 3aKOHOB.



OEPEYEHB

HOpMaTHBHBIX HpaBoBbIX aKkToB IIpesnanenta Poccriickoit @exepanmn,
Hpasuareascrsa Poccaiickoii ®enepanuu u dexepajbabIX 0pranos
HCIHOJHHTEIbHOH BJACTH, HOMJIEKANHX NPH3AAHAIO YTPATHBIIHMHA CHJIY,
HPHOCTAHOBJICHHIO, HIMEHEHHIO HJIH NPHHATHIO B CBSA3H ¢ NPHAATHEM
Pepepannaoro 3axona " BEeceHHH H3MeHEHMI B cTaThio 4 Penepanbaoro
3akona "O0 oOpamennn JexapcTBeHHBIX cpeacTB" u @enepaibHblii 3aK0H
"O OHOMeIHIBHCKHX KJICTOYHBIX MPOAYKTAX"

lpunarue Pemepansroro 3axona "O BHECEHHH H3MEHEHHIt B CTaThiO 4
QegepampHOoro 3akoHa "OO6 oOpameHHM JIEKapCTBEHHBIX CpeAcTB" H
®enepansaeni 3akoH "O OHOMEIMIMHCKMX KIETOYHBIX HpOAyKTax" moTpebyer
OPU3HAHKA YTPAaTHBIIMMH CHIY CISIYIONMX HOPMATHBHBIX HPABOBBIX aKTOB
[Ipapurenscrea  Poccuiickoit. @emepamum  u denepanbHEIX — Oprasos
HCHONHHUTENbHOH BIAaCTH:

1. ITocranosnenne IlpasurenscrBa Poccuitckoit @egepanus oT 25 aBrycra
2017 r. Ne 1015 "O6 yrBepxkmenmu IIpaBHMI aKKpeAHMTALHH MEIHUIMHCKHX
OpraHM3amMii = Ha ., OpPaBO  NPOBEACHHS  KIMHHYCCKHX  MCCIECKOBaHMI
OHOMEIUIIMHCKHX KJICTOYHBIX mpoaykroB" (mpuasaTHe akra IIpasurenncrsa
Poccuiickoit @epeparuu B cpok 1o - 31 mromst 2023 r.); '

2.Tocranosnenne IIpasuremsctBa  Poccuiickoit ®enepauyu
ot 12 oxt6ps 2018 r. Ne 1222 "O6 undopmuporanuu DenepanbHON TAMOXEHHOM
cmyx60ifi MumucrepcTBa 3apaBooxpaHeHUs Poccuiickoirt Pepepanus o BBO3e
OHOMEIHMIMHCKHX KIETOYHBIX MPOLYKTOB B Poccuiickyio @eaepaunmio H BEIBO3E
GHOMEIMIMHCKHMX KIETOYHBIX NPOAYKTOB U3 Poccmiickoil @enepamuy” (MpUHATHE
akra IIpasurensctBa Poccuiickoit ®epepanmi B cpox 10 - 31 momsa 2023 1.);

3. Ilpuxka3 MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit Pezpeparuu
or 27 wmapra 2018 r. Ne12lm "O6 yrBepxacHHH GOpPMBI 3adBICHHA O
IOPEAOCTABJICHUH CBHAETENBCTBA 00 aKKpeaWTamMH HAa MPAaBO IPOBEACHUA
KIMHAYECKHX  HCCIEOBaHMM OMOMEIHIMHCKHX  KIETOYHBIX HPOXYKTOB"
(3apermcTpupoBa B MumucTepcTBe IocTHmMH Poccmiickodt  ®exepauum
13 ampena 2018 r., per. Ne 50760) ¢ u3MeHEeHMAMM, BHECEHHBLIMH IIPHKA30M
Munmucrepersa 3apaBooxpasenus Poccuiickoii ®enepanun ot 30 suBaps 2019 r.
Ne 30m (mpunsTHe npuka3a Munsapasa Poccuu B cpok 10 31 asrycra 2023 r.).



IMPABUTEJBCTBO POCCHIICKOM ®EIEPAIINN
PACIIOPSXEHHUE

ot 1 derpana 2023 r. Ne197-p

MOCKBA

1.Byectu B T'ocymapcrBerHyio Hymy @epepamsHoro CobpaHus
Poccuiickoft ®enepamun  mpoekt ¢QemepansHOro 3akoHa "O BHECEHHMH
Hu3MeHeHuil B cTaTeio 4 DenepansHoro 3akona "O6 ofpalneHHH JTeKapCTBEHHEIX
cpeactB" u OenepanbHEil 3aKoH "O GHOMEAUIMHCKUX KJIETOYHEIX IIPOYKTax".

2. Hasnauute 3aMectuTens Mumnuctpa 3apaBooxpaHeHHs Poccuiickoi
Oepepanuu CeMmEHOBY Tateany BnagumupoBHY OoQHULMATIBHEIM
npexncrasuteneM IlpasurensctBa Poccuiickoit defepanun npu paccCMOTpeHHU
nanatamu  DenepamsHoro Cobpanus Poccuiickoit Pemepamuu mpoekTa
¢enepansHoro 3akoHa "O BHEceHUW WM3MeHeHHi B craThio 4 demepansHOro
3akoHa "OG oOpameHHH JEKapcTBEHHBIX cpelcTB" u DemepanbHEIL 3aKOH
“O OGMOMERUIIMHCKIX KIETOYHRIX HPOAyKTaX".

Ilpencenarens IlpaBurenscrea “ a,g“m .
POCCHﬁCKOﬁ @enepaum CHBEJIFHUA O CEP TUOVVATE 3N M.MHmycmH
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