F'OCYOAPCTBEHHAA OVMA
®ENEPAJIBHOTO COBPAHUS POCCUNCKON OENEPALIUU
BOCBMOI'O CO3bIBA

BBIIIUCKA U3 TPOTOKOJIA or __11.03.2024 No 157
3ACEJJAHWSI COBETA 'OCY JAPCTBEHHOU TYMBbI

11 MapTa 2024 r.

, 50. O mpoekrte ¢deaepanbHoro 3akoHa Ne 555529-8 'O npHocTaHOB/eHHH
JAelcTBHA 4YacTH 3 cTaThH 522 ®@enepajbHoro 3akoHa '"O06 oOpamenuu
JIEKAPCTBEHHBIX CpeAcTB'' (B YaCTH peryJIHpoBaHHs 00pallieHHs JIEKaPCTBEHHbIX
cpeacts) - BHocar JgemyTathl [ocymaperBennoii  Jymer  JLI3.Cayuxuii,
C.1.JIeonoB, A.K.Jlyropoii, Bb.A.Yepnbimon, B.A.Komenes, B.B.Kyauesa,
E.B.Mapkos, C.A.HaymosB, SI.E.Hunos, K.M.IIanem, A.H.CBuHIIOB,
A.H.Ceucrynos, B.B.Cunarun, H.K.Cyxapes

IIpunsaTo pemenne:

1. Hasnauute Komurer IocymapcTBeHHol JIyMBl IO oOXpaHe 3J0pOBbBA
OTBETCTBEHHBIM 10 3akoHompoekry, Komurer I'ocymapcrsenHoi JlyMel o arpapHeiM
BOIPOCAM — COUCITONHUTENEM.

2. BkmoudMTh YyKa3aHHBIH MpOEKT QelepallbHOr0 3aKOHa B MPHUMEPHYIO
MporpaMMy 3aKOHOTIpOeKTHO#U pabothl I'ocynapcTBeHHo# [lyMbl B Iepron BeceHHEH
ceccuH (Maif) 2024 roga B YacTU MpOrpaMMBbI 3aKOHOMPOEKTHOMN paboThl KOMUTETA.

3. HampaBuTh 3aKOHOMPOEKT U MaTepHUansl K HEMY B KOMHUTETBI U KOMMCCHH
TocymapctBennoit Jlymel, Bo @pakuuu B I'ocymapctBennoit [Hyme, Ilpesugenty
Poccuiickoit ®enepauun, B CoBer @enepauuu PenepansHoro Cobpanus Poccuiickoit
®epepanun, [IpaButensctBo Poccuiickoit ®enepanuu, CuetHyro manaty Poccuiickoit
®enepauun, OOuecTBeHHYIO Manary Poccuiickoil ®enepauuH, 3aKOHOJATENBHEBIE
opradsl cyobekToB Poccuiickoii ®Pemepaliuy M BBICIIMM JOJDKHOCTHBIM JIMLIAM
cyopekToB Poccuiickoit ®epnepanuu s MOATOTOBKH OT3BIBOB, IPEJIOXKEHUH
U 3aMeuaHuii, a Takke B [IpaBoBoe ympasieHue Amnmapara I'ocyzapcrBenHON JIyMbl
IUIst TOATOTOBKU 3aK/TIOUYEHUS.

4. VYcrawoButrh cpok mnpeacraBneHus B Komuter [ocymapctBeHHON
JyMbl 1O OXpaHe 3J0pOBbA OT3BIBOB, MPEAJOKECHUH M 3aMe4yaHHi, a TakKxke
3aKMIOYeHHd  KoMHTeTa-coucnonuutens, [IpaBoBoro ympasnenus  Ammnapara
Iocynapcreentoi ymel 1o 9 anpens 2024 roxa.

5. VYCTaHOBUTH CpOK IMOATOTOBKH 3aKOHOIIPOEKTA K PacCMOTPEHHUIO

TocynapctBerHoit JIyMoii B ieppafaaeniy — Maii 2024 roza.

[Tpencenarens ['ocynapcTBef
®epnepansHoro Cobpat

Poccuiickoii Depepaul@ B.B.Bonoguu
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BOCHMOT'O CO3BIBA

AJENOYTAT
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IIpeacenarenio I'ocyaapcTBeHHOM
Hymsbl @egepanbuoro Coopanus
Poccuiickoii ®egepannu

B.B.BOJIOJUHY

VBaxaembiii Bauecnas Bukroposuy!

Ha ocHoBanun crtated 104 Koncturyiuu Poccuiickoit ®epepauuud BHOCHTCA
Ha paccmotperue [ocymapcrBennoit Jlympr ®emepanpHoro Co6panms Poccuiickoi
®denepauuy B KadecTBe 3aKOHOAATEIIHLHON HHULIMATUBBI IPOEKT @PelepaIbHOro 3aKoHa
«O TNpHOCTAaHOBIIEHHU JEeACTBUA YacTd 3 CTaTbH 522 ®epepansHOro 3aKoHa
«O6 ofpallleHUM JNEKApPCTBEHHBIX CPEACTBY», ITOATOTOBIEHHBIA  JIeyTaTaMH
I'ocynapcrBerHoit [Iymer @epepansHoro Cobpanus Poccuiickoii @enepanu.

1. Tekcr 3aKoHONpoeKTa Ha 2 JI. B 1 3K3.

2. TlosscHuTenpHad 3amucka Ha 5 J1. B 1 3K3.

3. ®uHaHCOBO-3KOHOMHYECKOE 000CHOBaHHE Ha 2 J1. B 1 3K3.

4. TlepeueHp aKTOB ()efepalibHOTO 3aKOHOAATENIECTBA HA | I
B 1 3K3.

5. Komus TekcTa 3aKOHOIPOEKTa H MATEPHATIOB K HEMY Ha
MAarHUTHOM HocHTele B 1 3Kk3.
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BHocuTCA gemyTaTaMu
I'ocymapctBenHoi J{yMEl
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IIpoext 4/ 355 5549+

®EJEPAJILHBIN 3AKOH

. O NIPHOCTAHOBJIEHUHA
JEHCTBHUSA YACTH 3 CTATHH 52° ®EJEPAJIBHOI'O 3AKOHA
«Ob OFPAIIEHUMH JIEKAPCTBEHHbBIX CPEACTB»

Cratea 1

ITpuocTtatosute mo 1 suBaps 2026 roga nedcTBUEe YacTH 3 CTAThH 52?
®enepansHoro 3akoHa or 12 ampems 2010 rogma Ne 61-®3 «OO6 obpamieHuH
JIexapcTBeHHbIX cpeactB» (CobOpaHue 3akoHomarenscTBa Poccuiickoit denepaimm,

2010, Ne 16, cT. 1815; 2018, Ne 24, ct. 3407; 2021, Ne 27, ct. 5145).



Cratbs 2

Hacrosmuit ®@efepalbHblii 3aK0H BCTYIAET B CHIIY CO AHA €ro OQHLIHAILHOIO

OITyONIMKOBaHUA.

[Tpesunment

Poccuiickoit @enepariuu




NOSACHUTEJNDBHAA 3ATIMCKA

K MPOEKTY ¢eaepabHOro 3akona «O NpHOCTAHOB/ICHHH JefcTBHA YacTH 3
crathu 527 ®enepanbHoro 3axona «06 o0palleHNH JeKapCTBEeHHbIX CPeACTB»

Ilpoext depepansHoro 3akona «O HPHOCTAHOBIEHMH JAEHUCTBHS YacTd 3
cTaThy 52° MenepanbHoro 3akoHa «06 obpalieHuH JIeKapCTBEHHBIX CPEACTBY (Hasiee
— 3aKOHOIPOEKT) HampaBieH Ha obecreyeHue Ouonoruyeckoit 6e30MacHOCTH
Poccuiickoit Denepanuu B TpakToBke ®enepanpHoro sakoHa ot 30 mekabps 2020
roga Ne 492-@3.

3aKOHOIIPOEKTOM INPEAYCMATPUBAETCS  NPHOCTAHOBIEHHE TpeGOBaHUA O
HeOOXONMMOCTH  HAlWYMs 3aKMIOYEHHS O COOTBETCTBHM  IIPOH3BOAMTEN
JIEKapCTBEHHBIX CPEACTB TpeGOBAaHMAM IIpaBHNI HaJJIeXKalleil ITPOH3BOACTBEHHOM
IIPAKTUKY, BBIAAHHOIO YNOJHOMOYEHHBIM (elepaibHBIM OPraHOM HCIONHHTENbHOM
BIaCTH JUIs IPOMU3BOACTBEHHON IUIOIAfKM JIEKApCTBEHHOrO mpemapara s
BETEPUHAPHOTO MpPUMEHEHUs, BBOAUMOIO B rpakHaHCKUil 06OpOT, mpU BBOAE B
rpakaHckuii o6opoT BBo3uMOro (mepememaeMoro) B Poccwmiickyro ®enepairiio
JIEKapCTBEHHOI0 Mpenaparta LISl BETepHHAapHOTO NpHMeHeHud no 1 sHBaps 2026
roja.

3akoHOMpPOeKT pa3paboTaH Ha OCHOBE IIpoekTa (emepajbHOTO 3aKOHA
Ne 396374-8; yuuThiBaeT 3aMedaHUA M NpEeNJIOKEHHS OPraHOB I'OCYJapCTBEHHOMH
BracTH Poccuiickoit ®enepanuu Kk 3akoHompoekty Ne 396374-8; mpuHHMaeT BO
BHUMaHHe TEKYIIYIO BHEHIHEIONUTHIECKYIO 00CTAaHOBKY U CIOKUBIIYIOCS ITPAKTUKY
obpallleHus JTeKapCTBEHHEIX IIperapaToB Uil BETEPHHAPHOIO MPUMEHEHHU, a TaKxKe
peKOMeHIaUuU, BKIIIOYEHHBIE B ITOroBBIi DOKIaX MapiaMEeHTCKON KOMHUCCHUH IIO
paccieOBaHUIO OOCTOATENBCTB, CBA3aHHBIX C CO3JaHHEM aMEpUKaHCKUMHU
cnenHatucTaMd OHonorudeckux jabopatopuifi Ha TEppUTOPHH Y KpauHBI,
yrBepxa€HHbIN IlocranoBnenueM CoBera ®emepaumu DepepansHoro Cobpanus
Poccuiickoit @epeparuu ot 12 anpens 2023 roga Ne 130-CO.

Crpaterus skoHoMu4eckoit 6e3onacHocTi Poccuiickoit @emepatuy Ha IepUoOL
‘mo 2030 roma, yrBepkaeHHas YkasoM IIpesumenra Poccuiickoit ®egnepanuu ot
13.05.2017 Ne 208, B KadecTBe CTpPaTerMYeCKOM 3aHady pa3BUTHA SKOHOMUKH
onpenenser obecrnedyeHHe NOCTATOYHOrO (6€30MacHOro) ypoOBHSA TEXHONOTMYECKOMH
HE3aBHCUMOCTU HALMOHAJIBHOM OSKOHOMUKH. B Tekylled CHTyallMH OCTpO CTOMT
BOIPOC AaKTHBH3AMM Ha IMpPaKkTHUKe pabOTEl MO0 CHIDKEHHIO TEXHOJOTHYECKOH
3aBHCUMOCTH POCCHM OT HHOCTpaHHBIX TNPOU3BOAUTENEH (apMaKOIOrHYeCKOR
MPONYKIMK, B TEpByIO0 odepenp, MpousBogutenell u3 HempyxkecTBEeHHBIX Poccum
ctpaH. bonee mnoONOBHHH BakUMH M ApPYyrdX [penapaToB, KOTOPHIE IIHUPOKO
OPUMEHAIOT arpapud M BIAJIENbIBl JOMAIIHUX OKMBOTHBIX, [IOCTYIAIOT M3
HeOpYXeCTBEHHBIX cTpaH. CerofHs He TOJMBKO 340POBBE KUBOTHBIX, JKUBYLIHUX IO
OJHOH! KpbILIEH ¢ BIaJeNbLaMH, HO M 3KOHOMHYECKas NOCTYMHOCTH I'PaKJaHaM
MOJIOKa, MfAca M Jpyroii MNpOAYKUMM >KHUBOTHOBOJACTBA M  IITHLEBOLCTBA
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HeMOCPeACTBEHHO OMpejeNnsieTcs CTabuIbHOCTBIO ITOCTABOK BETIPENapaToB C
TEPPUTOPHH HEAPYKECTBEHHBIX cTpaH. C y4€ToMm OmucaHHON reorpaduu MocTaBoK
CIOXMBIIAACA CHTyallus [pEeACTaBifeT oOcobble pHCKHK HW B  ILUIOCKOCTH
6uonoruueckoit 6e301acHOCTH.

C centa6psa 2023 roga mocTtaBKM KPUTHYECKH 3HAUYUMBIX IIpeNapaTOB H3-3a
pybexxa mnpakTU4eCKH MpPEeKpaTHIMCh, OJHAKO OTeYeCTBEHHas IporpaMma
HMMIOpTO3aMelleHUs B OTpaciIu OTCYTCTBYeT Jaxe B cTaryce mpoekra. bonee toro,
BeIyllMe  OTeUeCTBEHHbIE  pa3pabOTUMKH W  TPOM3BOJUTENH  IIPU3HAIOT
HeCIToCOOHOCTE 6e3 rocyAapCTBEeHHOH MOaAepX KU obecreuuTh B Oiikaiiiiue roapl
NOTpeGHOCTH PHIHKA B HEOOXONHMBIX 06BEMax M HoMeHKIatype. Takas MO3HLms
o3ByueHa B xope Ilapmamentckux ciymanuii 18 ampems 2023 roma. C yuérom
BUJIOBOTO pa3HOOOpa3Ms IelieBbIX >KUBOTHBIX, pasHooOpasus Oone3Hell, a Takxke
OTHOCHTENIBHO HeOONbIINX IOTpeOHOCTell B HEKOTOPBIX W3 HUX, MPOU3BOJIICTBO
[IOJIHOTO IIepe4Hs BETIpENnapaToB HE pacCMAaTpUBAeTCA OTEYECTBEHHBIMU
MIPOU3BOJUTENIMHU KaKk SKOHOMUYECKH LienecoobpasHoe.

Y106l o06ecneuuTs COXpaHeHHe AOCTUTHYTOI'0 YPOBHA l'IpOJIOBOJILCTBeHHOf;I
CaMOJOCTAaTOYHOCTH U Guosorudeckoil 6e30MmacHOCTH, HeOOXOAUMO B KpaT4aiiine
CPOKH ¢ YYETOM IOJIOKHUTENBHOrO OIBITa rOCyJapCTBEHHOH nporpamMmel «PasButue
dbapManeBTUYECKO W MEJUIIMHCKOH  IPOMBIIIIEHHOCTH»,  YTBEPXKAEHHOM
Pacnopsixenuem [IpaBurtensctBa Poccuiickoit ®epepaiuu ot 3 Hosi6psa 2012 ropa
No 2057-p, paspaboTraTh, yTBEpAUTE U peanu3oBaTh MaclITabHYIO0 IPOrpaMMy
UMIIOpTO3aMelLeHNs JIEKAPCTBEHHBIX IIpernapaToB A BeTepUHAPHOIO PUMEHEHHS.
Bo Bpems MOOroTOBKH COOTBETCTBYIOIIEH mporpamMmsl u30exats cGoeB B
obecreueHHH arpapHeB M BIafeNnbleB JAOMAIIHHUX >XUBOTHBIX HEOOXOAUMBIMU
JIeKapCTBEHHBEIMU IIperapaTaMi MOTYT IPOU3BOAMUTENH IPYXKECTBEHHBIX CTpaH, B
nepByto odepenp Kuras, Unauu u crpan Jlatunckoit Amepuxu. IlepeunciieHHble
roCyZapcTBa CMOIJIM MOCTPOUTH Pa3BUTHIM arpapHbIfi CeKTOp U yXKe IIMTEIBHOE
BpeMs YCIIELIHO pealu3yl0T CaMOCTOSATENbHbIE MPOrpaMMbl UMIIOPTO3aMELIEHUs, B
paMKax KOTOPBIX CO3JalH COOCTBEHHBIE KOHKYPEHTOCIOCOOHBIE IPOH3BOACTBA C
Y4ETOM JIy4IIero MeXAYHapOJHOTO ONbITa, YTO AENaeT UX MPOXYKIIUIO AOCTOMHOMH
BpeMEHHOI albTepHATHBOX YyXOIAIUMM C pHIHKA MpemnaparaM. bonee Toro,
IpYy>KeCTBEHHAS MO3UIUA TAKUX CTPaH MTO3BOJHUT H30€XaTh AOMOJHUTEIBHBIX PUCKOB
s 6uonmorumyeckoii GesomacHoctd Poccuu. PsAn  yHHKaNBHBIX IMpenapartos,
MIPOU3BOJACTBO KOTOPBIX MPHU3HAETCA SKOHOMUYECKM HEOIpaBJaHHO pa3BUBATh B
Poccuu B KpaTKOCpOUHOH MEpCIIEKTHBE, MOXHO TaKKe MMIIOPTHUPOBATh M3 HHBIX
JIpYy>XeCTBEHHBIX cTpaH A¢puku u bibkHero Bocroka.

HecMOTpss Ha aKTHBHYIO II€PEOpHUEHTAIlMI0 BHEIIHETOPIOBHIX ITOTOKOB B
JPYTHX OTpAacifx, aHaJOTHYHOIO OLIyTUMOI'0 POCTa IIOCTaBOK BETIIPENapaToB C
TEPPUTOPUM APYKECTBEHHBIX CTPaH He NMpou3ouulo. B mocnemHue rofsl UX OOJA B
oOireM HUMITOpPTe ocTaércs HU3KOUM M He ImpeBblmaer 14%. Ilupokomy moctymmy
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OTCYECTBEHHBIX NOTpebuTenel K BeTmpenapataM u3 gPYXKECTBEHHBIX CTpaH
NPEnATCTBYIOT 3aKOHOJATENbHEIE Oaphephl, pPeryispHOE Y)KECTOUEHHE YCIOBHM
JAOCTyna Ha DBIHOK, a TaKXe BBICOKAas CTOMMOCTH COIYTCTBYIOIMIMX paboT — Mo
cepTHUKAIMH MpPEANPUATHNE U PEerucTpalMH HOBBIX JekapcTB. H3MeHHTH
IONOXKEHHE Belled IIOMOXET OCTpo HeobxomuMas B TeKyLIMX YCIOBHSAX
MPHOCTAHOBKA YCIOXKHEHHS AOCTYIa Ha PHIHOK BETIIPEapaToB, IIOKa OJIA MIOCTABOK
U3 APYXKECTBEHHBIX CTpaH He MOOCTHTHET B obmeM o6BéMe 70%. OTo craHer
OCHOBAHUEM He TOJBKO JJI YKpeIUIeHUs] HOTeHIHala SKOHOMHYIECKOr0 U HAydHOIr0o
COTpYQHHYECTBA C IpPY>KECTBEHHBIMH CTpPaHaMM, HO M CO3JacT (YHAAMEHT i
JaIbHEWIIEro HapalUBaHUs 3KCIOPTA TOTOBOM NPOAYKIUH OTEYECTBEHHOTO
arponpoMEIIILIEHHOT0 KOMITIeKCa B 3TH crpaHbl. boee Toro, mocTasku mpenapaToB
U3 IPYKECTBEHHBIX CTPaH ITO3BOJAT 00eCNeduTh NOTPeGHOCTH KUTeNeH U arpapueB
HOBBIX peruoHoB Poccuiickoit Pegepalui, B TOM UKClIe B aHTHUMHKPOOHEIX
Iperaparax 4 Jpyrux ODpoAyKTaxX B CTPYKTYpe IOTpeGHOCTEH, Ha KOTOphIE TEKYIIHe
YaCTHBIE MJIaHBI OTEYECTBEHHBIX ITPOU3BOAUTENEH €Il€ He OPHEHTUPYIOTCS.

3aKkOHOIIPOEKT pa3paboTaH, 4TOObl H30eXaTh HACTYIUIEHHS HEraTHBHEIX
IOCJIEACTBUI 1A MPOJOBOJIBCTBEHHOM U OHooruyeckoit 6esomacHocT Poccutickoit
®epepariiy, KOTOPhIE COMPSKEHBI C COXPAHEHHEM TEXHOJIOTHYECKOH 3aBHCHMOCTH
OT HUHOCTpPaHHBIX I[IPOU3BOAUTENE! U3 HEApPYXKECTBEHHBIX CTpaH. Peiuenuem,
IpeanaraeMeiM B HMHTEpecax BCeX TpaXKAaH Hamed CTpaHbl, BKJIIOYas B TEPBYIO
ouepelb BIAfENbLEB NOMAIIHUX JKUBOTHHIX, CEIbXO3TOBapONMPOU3BOIUTENECH U
CIIELHATUCTOB B 06J1aCTH BETEPUHAPHUH, ABIASTCA IPUOCTAHOBIEHHE NEHCTBUA YaCTH
3 crateu 52.2 PepepanpHOro 3akoHa ot 12 ampens 2010 roma Ne 61-03 «O6
oOpallleHUH JIEKapCTBEHHBIX CPELCTB», Olpelelfomeil TpeboBaHHEe O HaNHYHH
CepTH(]UKaTa COOTBETCTBHS IpaBHJIaM HaJJIexalleidl MPOH3BOACTBEHHOM MMPAKTHUKH
Uil BBOJA JIEKapCTBEHHBIX IIpenapaToB Mg BETEpHHAPHOIO IIPUMEHEHHI B
rpaxxaaHCKuif 060poT, Ha 2 roga no 1 suBaps 2026 rozxa.

Cpok, Ha KOTOpEIH NpeaiaraeTca NpUOCTaHOBUTh JefCTBUE YKa3aHHOM CTaThH,
00yCNOBJIEeH HEIOCTaTOYHOCTBIO paHee YCTAHOBIEHHOIO IEPEeXONHOro MepHOJa.
C MoMeHTa IIpUHATUS HOpMBI 00 oOs3aTenpHOM cepTHGUMKALMM 3apyOeKHBIX
IPOU3BONUTENEH [ANd BBOJA JIEKAPCTBEHHBIX MpenmapaToB /IS BeTEPHUHAPHOTrO
NpHMEeHEHUS B IrpaxIaHCKuii o6opor B mrone 2021 roma poccuiickue HHCIEKIMU
CMOTJIH yCHEIIHO MpoHTH Bcero 11 nNpoM3BOACTBEHHBIX IUIOIIQJOK B
JPYXKECTBEHHBIX CTpaHaX. DOJBIIHMHCTBO MPOBEAEHHBIX IPOBEPOK 3aBEPIINIUCH
OTKa30M B BbIade HEOOXONHMMOTO IJIL BBOJA B IpaKIaHCKUH 060poT cepTudukara
COOTBETCTBUA IpaBWIaM HaJiexallei MpoM3BOJACTBEHHO# mnpakTuku. OnHa
HUHCIEKLHS C MOMEHTa IojJa4yu 3asdBileHHs 3aHuMaeT ot 180 paboumx gHeil, a
NpeAIIecTBYIOMIAas IOrOTOBKA K Hell MOXET UTUThCA 0 MOJIyTopa JIeT.

[Ipemnaraemelie U3MEHEHHS 00ECIEUUBAIOT YCIOBUSA U paCIIMpPEHUs JOCTyIIa
HOBBIX TpenapaToB U3 APYNKECTBEHHBIX CTpPaH, 3aUHTEPECOBAaHHBIX B HapalUBaHUU
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HAyYHO-TEXHUUYECKOT0 M OSKOHOMHUYECKOro CcOTpyAHMuecTBa ¢ Poccuiickoil
®@efiepanueit B U3MEHUBUIMXCS BHENIHEMONMTHICCKUX YCIOBHAX, HO MPH 3TOM He
3aTparuBaioT peanu3aLuo KJIFOYEBBIX KOHTPOJIBHBIX MEPONPUATHH,
NpenyCMOTPEHHBIX, MOPSIJKOM BBOJa BETEpUHAPHBIX JIEKAPCTBEHHBIX MpernapaToB B
rpaxaaHCKUi 00GOpOT, a UMEHHO Ipe/CTaBlieHHe AOKYMEHTOB, IOATBEP XIAOIMX
KayecTBO CepHHM  (apMaleBTHYeCKOro JIEKAapCTBEHHOrO  Mpemapara  Iuisd
BETEPHHAPHOI'O MPUMEHEHUS; IPECTaBIeHYe [IPOTOKOJIOB UCIIBITAHHUMA HEPBIX ABYX
CepUil BIepBhI€ BBOAMMOIO B MPpaXKAaHCKUN 000pOT JIeKapCTBEHHOrO Ipenapara s
BETEPUHAPHOrO MPHUMEHEHUS; U €XEToAHOe IpeACTaBJIeHHEe MPOTOKOJA HUCIBITAHUEA
OJHON CepuH KaxIOro TOproBOro HaMMEHOBaHUA JIEKapCTBEHHOIO IIpemapara JAJis
BETEPHUHAPHOIO IpPHUMEHEHMs, IMIOCTYNHUBIIEr0o B TIpaxXOaHCKuii obopor; a
TaKke opopMIIeHHE  paspelleHMi Ha BBOX B  IpaxJaHCKuili  0o6opoT
UMMYHOOMONOTMYECKMX  JEKapCTBEHHBIX NpemapaTtoB Ui  BETEPHHAPHOIO
[IPUMEHEHUS.

OnucaHHOe MPHOCTAHOBICHHE 3a CYET pACIIUPEHHUA MPEAJIOKEHHA U3
JpYXXECTBEHHBIX CTpPaH IO3BONUT OTE€YECTBEHHOMY pBHIHKY IIOCTEIIEHHO CHH3UTH
3aBUCHMOCTh OT MpOAYKUUH HEHAPYKECTBEHHBIX CTpaH, TeM CaMbIM H36exXarh
cUTyauud Jeduiura BOCTpeOOBaHHBIX IIPemaparoB, COXPaHUTh  YCIOBHSA
KOHKYpEHIHHU I pa3sBUTHA COOCTBEHHOrO MPOM3BOZICTBA, a TaKXKe JACT BpeMsA Ha
3aIyCcK ¥ anpobamuio MacmTabHOH IIPOrpaMMBl HMIIOPTO3aMELIEHUS B OTPACIIH.

3aKOHOMPOEKTOM IIPEAYCMOTPEH OCOOBI peXUM BCTYIUIGHHS B CHIY,
OTJIMYHBIK OT O0OIlero IOpAAKa, MNpeAyCMOTpPEHHOro cratheir 6 denepanbHOrO
3aKkoHa oT 14 uroHa 1994 roga Ne 5-®3 «O nopsizke omyOIMKOBAaHUA U BCTYIUIEHHS B
cuiy (enepanbHBIX KOHCTUTYLIMOHHBIX 3aKOHOB, (enepajbHBIX 3aKOHOB, aKTOB
nanat PegepansHoro Cobpanusy». McnonsiloBanue Takoro mnojgxona o0yCIOBIEHO
HOTPeOHOCTBIO B COKpAllleHHM MepHofa ACHCTBUSA IpaBMJ, CIEACTBUEM KOTOPBIX
ABIAETCA CHIDKEHHE BO3MOXHOCTel obecmedeHHs JEKApCTBEHHBIMU IIpernapaTaMu
IJI1 BETepHHAPHOTO IIPUMEHEHHS OTAENbHBIX OTpaciel CeIbCKOro X031HCTBa H UHBIX
noTpeOuTENnei.

3aKOHONIPOEKT HE COAEpPXUT TpeboBaHHi, KOTOpBIE CBS3aHEI C
OCYIIECTBICHUEM MIpeINpPUHUMATEBCKOM U HHOW 3KOHOMHUYECKON AeATEIbHOCTH U
OlleHKa COONIOJEHUA KOTOPHIX OCYHIECTBISETCS B paMKaX TIOCYJapCTBEHHOIO
KoHTponst  (Ham3opa), MYHHULHIIAIBHOIO KOHTpOJI, MpUBJIEYEHUI K
aAMUHUCTPAaTUBHON OTBETCTBEHHOCTH, IPENOCTaBICHUA JIMLEH3UH M HHBIX
paspelIeHui, akKpeJUTalU{, OLEHKH COOTBETCTBHS MPOXYKIIUU, UHBIX HOPM OLEHKH
M 3KCIIEPTHU3BI, O COOTBETCTBYIOIIEM BHAE FOCYJapCTBEHHOT'O KOHTpONA (Haasopa),
BUAE pa3pelIUTeNbHOM [OEATENIbHOCTH M MpeArnojiaraeMoil OTBETCTBEHHOCTH 3a
HapyuieHHe 00s3aTeNIbHBIX TpeGoBaHU WITH OCIEACTBUAX UX HECOOIIIOASHUS.

3aKOHOIIPOEKT He IMpoTUBOpeyut monoxeHusMm Jlorosopa o EspasuiickoM
3KOHOMHYECKOM coro3e oT 29 wMas 2014 r., a Takke IIOJOXKEHHUSIM UHBIX
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MEXAyHApOIHEIX AOroBopoB Poccmiickoit ®epepanuu. Hanmporus, mpennaraemoe
3aKOHOIIPOCKTOM peEIICHHE I103BONAET MPUBECTH JEeHCTBYIOINEee HAIHOHAIBHOE
3aKOHOJATENbCTBO B COOTBETCTBHE ¢ TpeboBaHmsaMu IpaBa EBpasuiickoro
9KOHOMHUHYECKOT0 CO03a, a UMeHHO [lonoxeHus o EquHoM mopsiake oCyIIeCTBISHUS
BeTEpUHAPHOIO KOHTpoia (HaA30pa) Ha TaMoxeHHo# rpaHuue Espasutickoro
3KOHOMHMYECKOI'0O COI03a M Ha TaMOXeHHOW Teppuropud EBpasuiickoro
3KOHOMHYECKOI0 CO0I03a, yTBepXKAeHHoro peteHueM Komuccuu TamoxeHHOrO
coro3a oT 18 mrons 2010 roga Ne 317 «O npuMmeHeHHH BeT€pHUHApPHO-CAHUTAPHBIX
Mep B EBpa3suiickoM 3KOHOMHYECKOM COl03e», KOTOphIA HE MpeayCcMaTphBaeT
BO3MOXHOCTH CaMOCTOSITEIBHOTO YCTaHOBIEeHHs ydacTHMKaMu Espa3uiickoro
IKOHOMHUYECKOT0 COI03a WHBIX MOIOIHUTENBHBIX TpeGOBaHUiT KpoMme oNpefeneHUs
yCIOBHIT XpaHeHHd, IepepaboTkul, BO3BpaTa, YTHWIHM3ALUH, YHUYTOXEHHS H HHBIX
HOANOOHBIX  YCIOBMM  MCHONB30BaHHSA BBO3UMBIX ToBapoB. IIpemmaraemoe
3aKOHOIMPOEKTOM pellIeHHE MONIOXKHTENBHO CKaKETCS Ha MepCIEeKTHBAX JOCTHXECHUA
1iesielt rocyJapcTBEHHBIX porpamMM Poccutickoit Penepauun.

Peanusanus penepanbHOro 3akoHa He OKaKET BIMAHUA Ha JOCTHXKEHHUE Leneit
rocyaapcTBeHHBIX iporpamm Poccuiickoit @enepanuu.




OUHAHCOBO-3KOHOMHNYECKOE OBOCHOBAHUE

K NpoeKTy ¢eiepaibHOro 3aK0Ha
«O NpPHOCTAHOB/ICHHH JeiicTBHS YacTH 3 cTaThu 52 PesepaibHOro 3aKoHa
«0O0 oOpammeHuN JIeKaPCTBEHHBIX CPEACTB»

Peanuszauya MeponpusTHii, HPedyCMOTPEHHBIX 3aKOHOIMPOEKTOM, OymeT
OCYINECTBIIATBECA 3a CYeT M B IIpefenax OMOKETHBIX AaCCUTHOBAHMIA,
NPEeAYyCMOTPEHHBIX COOTBETCTBYIOIMUMHU OlOKeTaMH OMOIKETHOM  CHCTEMBI
Poccmiickoit @emepanuu Ha ocyinecTBIeHHe (QYHKUHIH H TONMHOMOYME B chepe
obpalieHus NeKapCTBEHHBIX CPEACTB, U HE MOTpeOyeT MOMONHUTENBHBIX PACXOXOB
u3 ¢eepalbHOro, perHOHATBHOIO H MECTHOTO GIOIKETOB.

Ilpunatue u peanusanus DexepansHoro 3akoHa «O MPHOCTAHOBJIEHHM
ZeficTBHs uYactM 3 craThu 527 ®epepanbHOoro 3akoHa «0O6 ob6pamennu
JIEKapCTBEHHBIX CPEACTB)» IOJIOXKMUTENBHBEIM 06pa3oM CKaXeTcs Ha JOXOJHON 4acTH
denepanbHOro GiomkeTa, MOCKOIBKY MOBNMAET B CTOPOHY YBEJNHYEHHA Ha OOBEMBI
BB03a HMIIOPTUPYEMOM IIPOXYKIIUH.

C yuéroMm cpegHeMeCSIHBIX 00BEMOB 3apyOeXHBIX MOCTABOK JIeKapCTBEHHbBIX
IpernapaToB [Ijid BeTepHHApHOro mpumeHeHus B 2019 u 2021 romy exemecsa4HO
UMIOPT npnﬁocm 6romxeraM GromxerHoit cucteMbl Poccuiickoit @eneparuu 633,5
MIH py6neit B popme noxomoB mo HIC, oT TaMO)XeHHBIX COOpPOB H TaMOXEHHbIX
[IONUTMH. 3JTa cyMMa Biiaoyaer 274 wmiH pybneit m0X0oHOB, IIONTy4YaeMbIX B
pesynpTaTe HMMIOPTa HMMYHOOHMONOIMYECKHX JIEKApCTBEHHBIX IpernapaToB OJIA
BETEpUHAPHOTrO TpPUMEHEHUs, a Takke 359,5 MmH pybnelt moxomoB 6romxeTHOU
CHUCTeMbI, IOJy4YaeMbIX B pe3y/lbTaTeé MMIOPTa XUMHUKO-(hapMaleBTHUYECKUX
JeKapCTBEHHBIX MpenapaToB U BETEPHHAPHOTO IPHMEHEHHS.

IIpennaraemoe 3aKOHOIIPOEKTOM pelIeHue, 3aKITI0Yaroleecs B,
IIPHOCTAHOBJIIEHUN Ha 2 roja JeHCTBUS OrpaHUYMTENBHBIX Mep Ha HMIIOPT
JIEeKapCTBEHHBIX MpenapaToB Ui BETEPUHAPHOTO IIPHUMEHEHMS, MPOUCXOMSIIUX C
3apy6eXHBIX MpeNIpUATUl, HE YCIIEBUIMX B TeYeHHE IIEPEXONHOr0 Mepuoja IMpouTH

POCCHIICKYI0 CepTUQHKALHMIO, ITO3BOJIUT B TeYyeHHe O0O3HAUYEHHOIO CpOKa
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MPUOCTAHOBNECHUS H30eXKaTh YMEHBIIEHHUs 00beMa TOXOA0B OOIKETOB GIOMKETHOM

cucreMsl Poccuiickoit ®@efepaliny Ha CyMMy He MeHee 12 miipn py6ieii.
Metononorus pacuéra exeMecIYHBIX HOOXOMOB OIOMKETHON CHCTEMBI
npuBenena B Tabmune 1.

Tabnuya 1. Cpednue excemecaynvie 00xo0bi 61004cemo8 6100icemHol cucmemol
Poccuiickou Pedepayuu om umnopma rexapcmeentsix npenapamos Ons
8eMePUHAPHO20 NPUMEHEHUSA

NmmyHo6uoNOrHMYeckue | XUMHKO-hapMalleBTHYECKHE

DaxTypHas 1183 1537
CTOUMOCTB
HMIIOPTUPYEMBIX
TOBapoB, MJIH pyOneit
B CpelHEM B MecHI]

Yucno onmepanmii - 93 128
BBO3a (TaMOXEHHOI'0
BBIITYCKA)

CraBka TaMOXXeHHOI (xox TH B3I 3002 42) | (xom TH B 3004 90)
MTOULINHEL, % 3 3

TamosxeHHbIE COOPEI 20 000 20 000
B CpeIHEM 32

oneparuzo, pybneit

CraBka HIC, % 20 20

CymMa TaMOXEeHHBIX 35 46
IIOLLTHH, MIIH pyOneit
B CpEIHEM B Mecsl]

CymMma TaMOXXeHHBIX 2 6
c6opoB, MJTH pyOieii B
CpeIHeM B MeCHILl

Cymma HIC, mitH 237 307,5
pyOneii B cpeqHeM B
Mecs1l

Hctounuk: [laHHbIE TaMmoeHHOM craTUCTHKH |Poccuiickoii ®emeparuun B 2019

u2021r.



IIEPEYEHbD

¢deaepanbHBIX 3aKOHOB, NOAJIEKAIHX NPU3HAHMIO YTPATHBINAMH CHITY,
NPHOCTAHOB/ICHHIO, H3MEHEHHIO MJIH NPHHATHIO B CBA3H ¢ NPHHATHEM MPOEKTA
denepaabHoro 3axoHa «O NPHOCTAHOB/IEHHH AeliCTBHSA 4aCTH 3 cTaThu 527

deaepanbHoro 3akoHa «O0 oGpanieHUH JIeKAPCTBEHHBIX CPEACTB»

IpuasaTHe npoekra ¢enepanbHoro 3akoHa «O MPUOCTAHOBNEHHH JEHCTBUA
yactu 3 crateu 52° ®egepampHoro 3axona «O6 obpaleHun JIeKapCTBEHHBIX
CpeacTBy He MnoTpedyeT MNpHU3HAHMS YTPATHBIIUMKH CHIy, IPUOCTAHOBJIEHHS,

M3MEHEHUS WM NPUHATHS APYTHUX (elepalbHEIX 3aKOHOB.




