T'OCYIAPCTBEHHAS YMA
®EEPAJIBHOTO COBPAHUSI POCCUHMCKOW ®EAEPAIIAU
CEIBMOI'O CO3bIBA

BBIIITMCKA U3 IMTPOTOKOJIA or 12.05.2020 Ne 262
3ACEJIAHUSI COBETA I'OCYJAPCTBEHHOHN VMBI

"12" wMmas 2020r.

36. O npoexre ¢peaepaabnoro zaxorHa Ne 923315-7 "O BHeceHnH M3MeHEHHH
B @epepanbHbiii 3akoH ''O6 o6paulennH JIeKAPCTBEHHBIX CPEACTB' B YaCTH Opra-
HH3AUHH PO3HHYHONH TOProB/IH JieKAPCTBEeHHbIMH NpenapaTamMu'' - BHOCAT Jemy-
TaThI TocynapcrBenHoi Aymbl C.M.Muponos, M.B.EMeabaHOB,
O.H.EnudanoBa, B.K.Iapryur, ®.C.Tymyco, O.A.Huaop, O.B.Illeun,
J.A.Honun

IlpunsaTo peueHHe:

1. HanmpaBute ykasaHHBIH NpoekT (qeaepanbHoro 3akoHa Ilpesupenty Poccuit-
ckoit dexepanuu, B KOMUTETH], KoMUccHIO ["ocynapcTBenHoit [lymsl, ¢ppaxuuu B ['ocy-
JapcteeHHO# [yme, CoBeT Denepaunu Peaepansroro Cobpanus Pocculickoit Pene-
paru, [IpaButensctBo Poccuiickoit ®enepauuu, CaeTHyro nanaty Poccutickoit @ene-
panuu, O6imecTBenHyio nanary Poccuitckoit ®enepanun, 3akoHomaTenbHble (IpeacTa-
BUTENbHBIC) U BBICHINE UCTIOMHHUTENbHBIE OPraHbl rOCYJapCTBEHHOMN BIACTH CYyOHEKTOB
Poccuiickoit ®@enepanuu s MOATOTOBKHA OT3BHIBOB, NMPEMIOKEHUH M 3aMe4yaHHid, a
TakoKe Ha 3akioyeHue B [IpaBoBoe ynpaBnenue Annapata ['ocyxapcrBeHHo# J{yMEl.

Ha3Ha4yuTh OTBETCTBEHHBIM B paboTe Haj MpOEKTOM ¢elepalbHOro 3aKoHa
Komurer I'ocynapcteennoi JIympl no oxpaHe 370pOBb4.

OT3BIBEL, IpeIOXKEHUS U 3amedaHus HarnpaBuTh B Komurer ['ocymapcrBeHHO#
Jymel o oxpase 310poBbs A0 11 utons 2020 roga.

2. Komurety NocynapcTBenHoit [[yMbl mo oxpaHe 3HOpOBbS C YYETOM IIOCTY-
IUBLINX OT3HIBOB, MPEIOXEHHH H 3aMeYaHHH NMOArOTOBUTh YKa3aHHBIN MpoekT dexe-
paNbHOro 3aKoHa K paccMoTpeHuIo ['ocynapctBennoi J{ymoii.

3. BrimounTs yka3saHHBIH NpOeKT (erepanbHOro 3aKoHa B IPUMEPHYIO IIporpam-

My 3aKOHONpOeKTHOH paboTel 'ocymapcrBeHHo#t JlyMBI B nmepuHox BeceHHel cecCHH
2020 ropma (uronb).

Ipencenarems 'ocynapctBe /z o
DenepanbHoro CoOpffihs

Poccuiickoit dJe,uep B.B.Bonoaun



TOCYIIAPCTBEHHAS JYMA
®EJIEPAJIBHOTO COBPAHUSA POCCUUCKOMN GENEPAIIUN

CEJIBEMOT O CO3BIBA

| AEINYTAT
T'OCYJIAPCTBEHHOU TYMBI

17 iﬂalbm ¢ 2000 Ne

ITpencenatemnto
I'ocynapctenHoi JlyMel
®epepanbaoro Cobpanus
Poccuiickoit @enepanuu

B.B. BOJIOAVHY

VBaskaemelit Baueciaa BukropoBuu!

Ha ocnosanuu crateu 104 Komctutyimu Poccuiickoit @enepaii BHOCHM
Ha paccmotpenue [ocynapctenHoit ymsr @enepansroro Codpanus Poccuiickor
deslepaliuyl B KayecTBe 3aKOHONATENbHON HMHUIUATUBEI MPOEKT (elepanbHOro
sakoHa «O BHecenuu wuiMeHenmii B DenepanmbHbIl 3akoH «O6 obpaleHUH
NMEKApCTBEHHBIX CpeACTB» B YaCTU OpraHM3aldM pO3HUYHOH TOProBIM
JIeKapCTBEHHBIMH IIperapaTamMmy.

[Tpunoxenus:

TEKCT 3aKOHOIIPOEKTA Ha 3 JIUCTAX,

[IOSICHUTEIbHAS 3aliCKa Ha 2 JIUCTAaxX,

(t)I/IHaHCOBO-BKOHOMI/I‘-ICCKOC obocHoBaHue Ha 1 JIUCTEC,
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' NEPECHUECHb aKTOB (bCI[Cp&JIBHOFO 3aKOHOOATENbCTBA, NOMJICKAIINX ITPU3HAHUIO
YTpaTUBIIUMHU CUITY, IPUOCTAaHOBJIIEHUIO, H3MEHCHUTIO, NOITOJIHEHHUIO UJIH
IMIPHHATHIO B CBA3U C IIPUHATUEM (bel[epaJIBHOFO 3aKoHa Ha 1 JHUCTE,

KOIIMH TEKCTAa 3aKOHOIIPOCKTAa K MaT€PUAJIOB K HEMY Ha MarHUTHOM HOCHUTEIIC.

C.M. MupoHosB

M.B. EmMensauoB

O.H. Enudanora

B.K. I'aptysr
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O.A. Hunos

O.B. llleun

J.A. NouuH

Hcnonuurens: C.C. ['yces 8(951)6740477



HpoeKT,A/Qéz 3545 -4
BrHocurcq menyraramMu
I'ocynapcrBenHol dyMer
C.M. MupoHOBEIM
M.B. EMenpIHOBEIM
O.H. Enudanoroit
B.K. I'aptyarom

@.C. TymycoBbIM

O.A. HunoeM

O.B. llleunsim

H.A. NoHuabIM

®EJEPAJBHBIN 3AKOH

O BHecennu usmenenmii B @enepanbHbiii 3akoH «O06 obpalieHHH
JeKapCTBEHHBIX CPeJCTB» B YaCTH OPraHU3auHH PO3IHUYHOH TOProBJIH
JleKapCTBeHHBIMH MpenapaTaMu

Cratesl
Burectu B @enepansusiif 3akoH oT 12 ampens 2010 N 61-O3 "O6 obpatuenun
JIEKapCTBEHHBIX  CPEICTB "(Cobpanne  3akoHomaTenscTBa  Poccuiickoit

®enepaunu,2010,Nel6, ct.1815) cnenyrouue U3MEeHEHHS:

1) cTateio 4 DOTIONHUTE MYHKTOM 57 CIeayIOIIEro CoaepKaHus:

«57) ycnyrd N0 NpPONBUKEHHIO JIEKApCTBEHHBIX I[IpENapaTroB - YCIyrH,
OKa3bIBAaEMBble  XO3SHCTBYIOUIUM  CyOBeKTaM, OCYIIECTBIISIOIIUM  IMOCTaBKHU
JeKapCTBEHHBIX [IpEMapaToB XO3AUCTBYIOUIMM CyOBbeKTaM, OCYIIeCTBIISIOIINM
PO3HUYHYIO TOPrOBIIO JEKapCTBEHHBIMHU IperapaTaMi, B LENSX MPOIBIKEHHUS
JleKapCTBEHHBIX IpeNapaToB, B TOM YHCIIE IyTEM PEKIaMUpPOBaHUS TeKapCTBEHHBIX
NpenaparoB, OCYIIECTBIEHUS UX CIEUUalIbHOH BEIKNIAOKH, HCCIEHOBAaHUS
NOTPEOUTENBCKOIO CIpOca, MOAMOTOBKH OTHETHOCTH, cofeprkalieil HHYOpPMALHIO O
TaKMX JleKapCcTBax Mpenaparax, JHO0 OCYIIECTBIEHUS HHOW JesITeIbHOCTH,
HaIpaBJIEHHOW HA IPOJBUXECHHUE JIEKAPCTBEHHBIX IIPENapaToB.»;

2) CTaThio 55 HOMONHUTE YacTAMH 9-13 CIemyIOIIero conepKaHus:

«9. CornalreHneM CTOPOH J0roBopa IOCTaBKH JeKapCTBEHHBIX MpenaparoB
MOXET IpelyCMaTpuBaTbCsi BKIIOYEHHE B  €ro I[eHYy BO3HarpaXIeHHUS,
BBIIIJIAYUBAEMOIO XO3AHCTBYIOLIEMY CYOBEKTY, OCYIIECTBIISAIOIIEMY PO3HHUYHYIO



TOPrOBIIIO JIEKApCTBEHHBIMU IIpellapaTaMy, B CBS3U C [PUOOpPETEHUEM HM Y
XO3SHCTBYIOLIEr0 CYOBEKTa, OCYLIECTBILAIOMIEr0 IOCTaBKH JIEKAPCTBEHHBIX
IpenaparoB, OLpedeNIeHHOr0 KOJUYECTBa JIeKapCTBEHHBIX I[IpenapatoB. Pasmep
YKa3aHHOTO BO3HATPAXKIEHUS [HOJJIEKUT COIVIACOBAHUIO CTOPOHAMH 3TOTO
JIOr0oBOpa, BKIFOUEHHIO B €r0 ILIeHY W HE YYMTHIBAETCS IPU OINpeleNeHUH LEeHEI
JeKapcTBeHHBIX  mpenapatoB.  COBOKYNHBIH  pasMep  BO3HarpaXmeHHs,
BBIIIIAYMBAEMOr0 XO3SHCTBYIOIIEMY CYOBEKTY, OCYLIECTBIAIOLIEMY pPO3HHYHYIO
TOPrOBIIO JIEKapCTBEHHBIMM IIpeliapaTaMHd, B CBA3U C OpuUoOpeTeHHeM UM Yy
XO34HCTBYIOIETO CYOBEKTa, OCYHIECTBISIOIEr0 MOCTaBKH  JIEKapCTBEHHBIX
IpernaparoB, OIpeNeNeHHOr0 KOJIMIECTBA JIEKAapCTBEHHBIX IIperaparoB, U ATkl 3a
OKa3aHHue ycnyf 10 NPOIBMXEHUIO JIEKapCTBEHHBIX IpENaparoB, JIOTHCTUYECKUX
yCIyr, YCIOyr IO TOArOTOBKE, 00pa0OTKe, YMaKoBKe JTUX JIEKapCTBEHHBIX
IpenapaToB , UHKEIX [IOAOOHBIX yCHYr He MOXXET MpeBhIlaTh NATh IPOIIEHTOB OT
IIeHBI TIPUOOpETEHHBIX IEKapCTBEHHBIX PENapaToB.

10. He nomyckaercs BBIIUIaTa yKa3aHHOTO B 4YacTH 9 HacTodlle#l cTaThbu
BO3HArpaXkJeHuss B CBi3M C MpuoOpeTeHHeM XO3SHCTBYIOIIUM CyOBEKTOM,
OCYIIECTBIAIOMIMM  PO3HMYHYIO TOPrOBIIO JIGKApCTBEHHBIMH IIpeliapaTaMy,
JEeKapCTBEHHBIX MPenaparoB U3 MepeyHs KU3HeHHO HEOOXOMMMBIX M BaKHEHIINX

NeKapCTBEHHBIX IIpenapaTos, eXerofHo yTBepxgaeMoro [IpasmrenscTBOM
Poccutickoil denepanum.

11. Brinnara X03SHCTBYIOIIUMU CYOBEKTaMH, OCYLIECTBISIOMIUMH ITOCTaBKU
JIEKapCTBEHHBIX IperapaToB, XO3SAMCTBYIOUUM CyOBEKTaM, OCYIUECTBIISIOLIUM
PO3HUYHYIO  TOPrOBIIO  JIEKAPCTBEHHBIMM  MpenapaTaMd  MHBIX  BHUJIOB
BO3HATPKIEHUA, He MIPeayCMOTPEHHBIX HacTOSIUM DeneparbHbIM 3aKOHOM, JTHOO

UCIIONHEHHEe (peanu3alusi) TaKoro OOroBopa B COOTBETCTBYIOIUEM 4YAacTH He
TOIYyCKAaeTCH.

12. Venayra 1o OpOABMKEHUIO JIEKApCTBEHHBIX IpenapaTtoB, YCIyrH [0
IIOATOTOBKE, 00paboTKe, YMaKOBKE 3TUX JEKAapCTBEHHBIX MpenapaToB, UHBIE
MOJOOHBIE  YCIYyrd  MOTYT  OKa3bIBAThCS  XO3AUCTBYIOMIUM  CyOBEKTOM,
OCYUIECTBASIOIUM PO3HUYHYIO TOPTOBIIO JEKApCTBEHHBIMU MpeliapaTaMu, Ha
OCHOBAHHUU JOTOBOPOB BO3ME3NHOTO OKAa3aHWsI COOTBETCTRYIOIINX YCIYT.

13. BrirodueHre xX03sHCTBYIOMUM CyOBEKTOM, OCYIIECTBISIOUIUM PO3HUYHYIO
TOProOBIJIIO JIEKapCTBEHHBIMH IpenapaTaMy, U (UIIH) XO3SAHCTBYOLIUM CyOBEKTOM,
OCYLIECTBISIOWMM [IOCTABKH JIEKAPCTBEHHBIX Mperaparax, B JOTOBOpP MOCTaBKH
JIeKapCTBEHHBIX MPENapaToB YCIOBUHA O COBEPIICHUH XO3SHCTBYIOIIUM CYOBEKTOM,
OCYIIECTBIISIOIIUM PO3HHUYHYIO IMpPOJaXy JIGKAPCTBEHHBIX IpPElNapatoB, B
OTHOIIEHUH IOCTaBIEHHBIX JEeKapCTBEHHBIX IpernapaToB AeiCTBHI, CBA3AHHBIX C



OKa3aHHEM YCIyr [0 MPOABIXEHUIO JIEKapCTBEHHBIX IIPENaparoB, YCAYr IO
MOATOTOBKe, 00paboTKe, YIIaKkOBKE 3THUX TOBAapOB, MHBIX MOAOOHBIX YCIYT, GO
HCIOJIHeHWE (peanu3allds) TaKoro IOTOBOpa B COOTBETCTBYIOINEH HacTU He
nomyckaetcs. Ilpu 3awimodenuy # (WNH) HCHONHEHWH (peanu3aluu) TOroBopa
IIOCTaBKHU JIEKapCTBEHHBIX IIperapaToB 3ampelnaetcs NOHYXXIeHHe KOHTpareHTa K
3aKJIFOYEHUIO TOTrOBOPAa BO3ME3JHOIO OKa3aHUA yCHyr (B TOM 4YHCIE C TpPeTbUMHU
JHULaMH), HallpaBleHHOIO Ha OKa3aHHE YCIyr [0 HMPOABMIKEHHIO JEeKapCTBEHHBIX
IIpenaparoB, YCIyr MO HMOATOTOBKe, 00paboTKe, YMakoBKe 3THUX JIEKapCTBEHHEIX
IPenapaToB, UHAIX OZOOHBIX YCIYT, @ TaKXKe UHBIX JOTOBOPOB.

Cratbsa 2

Hacrosmmuit @epmepanpHbIE 3aKOH BCTyaeT B CHIYy C MOMEHTa €ro
ONmyOJIUKOBAHHUS.

Hacroswmuit ®@enepanbHelil 3aKkOH HE paclpocTpaHsieT CBOE€ [OeHCTBUE Ha
COrfjallleHus, 3aKIIOYEeHHBbIE OO BCTYIUIEHHS B CHIly Hacrtoduero denepajibHOro
3aKOHa.




IMOACHUTEJBHAS 3AITUCKA
K 0poeKkTy (hegepaabHoro 3akoHa «O BHeceHHH H3MeHeHUiT B PexepaibHblil
3aK0H «OG 06paleHNH JeKaPCTBEHHBIX CPEACTE» B YACTH OPraHH3ALHH
PO3HUYHOH TOProB/IH JeKapPCTBEHHBIMH IpenapaTamMmu»

Hactosmuit ®@enepanpHblit 3aKOH HaIpaBleH Ha IOBBILIEHHWE JOCTYIIHOCTH
JIeKapCTBEHHBIX TpEenapaToB JMJisi HAceNeHWs, perylhpyeT B3aUMOOTHOIIEHUS
MEXOY XO3SAHCTBYIOIIUMH CyObeKTaMH — OCYIIECTBISIOIIUMHE PO3HUUHYIO
TOPrOBIIIO JICKAPCTBEHHBIMU I[IperapaTaMyd U I[OCTaBUIMKAMMU JeKapCTBEHHBIX
TIpenaparos.

B mocienHee BpeMs MpoM30LLIO IepedopMaTHpOBaHUE pBIHKA JEKapCTB B
MOJIb3y KPYIHBIX anTedHBIX ceTelf, KOTOphle HaBS3bIBAIOT CBOKO IIEHOBYIO
TONIUTUKY MIPOU3BOIUTENSIM U NOTPEOUTETAM. '

IIpaKTHYecKH BCe MPOM3BOMATENM M  TIOCTABIIMKH  JI€KAPCTBEHHBIX
IIpenapaToB CBA3aHBI C AIITEYHBIMH CETIMH MapKEeTHHIOBBIMH KOHTPAKTaMH.

B Hacrosiee BpeMs MPOU3BOIUTENH, [I0 OLEHKE SKCIEPTOB, BHIMLIAUYHUBAIOT
ot 10 5o 30% OT CTOMMOCTH NOCTABNEHHBIX B aNTeKH JieKapCTBEHHbIX MPENapaToB
B KaueCTBe JIOMOJHUTENLHOIO BO3HAIPXXIEHHS alTEYHBIM CETAM 3a IPOJBHKEHHE
CBOMX JIEKAPCTBEHHBIX MPENapaToB, YTO 3aTpyAHAeT GUHAHCHPOBaHUE pa3paboToK
HOBBIX U MHHOBAUMOHHBIX JEKAPCTBEHHBIX CPEICTB, MPOBENEHHS KIHHHYECKUX
HCCNeN0BaHUH U MOIEPHU3ALMM IPOU3BOACTBEHHEIX TUIONIAeH.

Takass cucTeMa KacaeTcsi U JIEKapCTBEHHBIX IIpeliapaToB, OTHECEHHBIX K
KH3HEHHO HEOOXOMUMBIM M BRXXHEHIITNM JIEKapCTBEHHBIM IIpernapaTtam.

HeyperynupoBanHbie OTHOIIESHUS B JaHHOU chepe NPUBOAAT K yAOPOKAHHIO
JNIeKapCTBEHHBIX MPEapaToB Iig IOoTpeOuTeel.

OmHOBpeMEHHO C 3THM B OTHOLIEHHH IIPOHOBONBCTBEHHBIX TOBApPOB
IefCTBYIOIIMM 3aKOHOJATENECTBOM TPENyCMOTPEHBI OTPAHHUEHHUS [0 YKA3aHHBIM
BO3BHATPXIEHUSM, 4TO sBIsAeTcd 3Q(EKTUBHBIM MEXaHM3MOM B CHEPXUBAHUH
LieH Ha yKa3aHHEIe IPYIIIB TOBApOB.

HacTosmuM 3aKOHONPOEKTOM IIpeIJlaraeTcs YCTAHOBUTH COBOKYITHBIH
pasMep BO3HAIPAXICHWSA, BBIUUIAYMBAEMbIH AaNTEYHBIM CETSM B CBS3U C
IpuoOpeTeHueM UMM JIEKApPCTBEHHBIX IPEraparoB U IUIATHl 32 OKaszaHUe YCIyT 10
IPOIBIIKEHUIO JIEKAPCTBEHHBIX MpENaparoB, MHBIX MMONOOHBIX YCIyr He Oolee
AT IPOLEHTOR OT UEHBI MPUOOPETEHHEIX JIEKapCTBEHHBIX IPEMapaToB.

OnHoBpeMEHHO ¢ 3THM HACTOAIIUM INPOEKTOM (efepalbHOrO 3aKOHA |
yCTaHaBIMBAETCS IOJIOXKEHHE, COMJIaCHO KOTOPOMY BHIIJIaTa BO3HATPaKICHHS
alTeYHBIM CEeTSM B CBS3M C NPHOOpETEeHHEM MMM JIEKApCTBEHHBIX MIpEnapaToB U3
NepeyHs KH3HEHHO HEOOXOAMMBIX M Ba)XHeHIUWX JIeKapCTBEHHBIX IIpenapartos,
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€XErogHo  YTBEPKIaeMOro IIpaButenscTtBoM  Poccuiickoit ®Denpepauui,
3amperyaercs.

Peanuzamus Hacrosdmiero mnpoekTa ¢enepaNbHOr0 3aKOHA HE MOBJeYeT
OONIOMHUTENBHBIX pacxoloB ¢enepanbHoro Oromkera, OIOHKETOB CYOBEKTOB
Poccuiickoit ®enmeparnu  n1ub0 OOMKETOB MYHULHUNATBHBEIX 00pa3soBaHMiA.
Peanuzanus npoexta HacTOSINEro ¢elepalbHOr0 3aKoHa ITO3BOJHUT YBEIHYHTH
IOCTYIHOCTB JIEKAPCTBEHHBIX CPEICTB [N IPaXJaH, B TOM YUCHE BKIFOYEHHEIX B
nepeueHb KU3HEHHO HeOOXOUMEIX U BaKHEHIINX JIeKapCTBEHHBIX MPENapaToB.




PUHAHCOBO-3KOHOMHUYECKOE OBOCHOBAHMUE
npoekra ¢egepaabHoro sakona «O BHeceHud u3MeHeHuii B eepasibHblil
3axoH «O06 00pailleHHH JTeKAPCTBEHHBIX CPeACTB» B YaCTH OPraHH3alUU

PO3HUUYHOI TOProBJIM JeKAPCTBEHHBIMH NpenapaTamMu

HpPIHHTI/Ie HacTOAHICrO IIPOCKTa (pejlepaanoro 3aKOHa HC IOBJIEYECT

IONOJTHUTEJIBHBIX PAcX0J0B M3 CpelcTB (enepanbHOro O0KeTa.




INEPEYEHD

aKToB drelepaibHOT0 3aKOHOAATENLCTBA, MOANEKALIUX MPU3HAHHIO
YTPATHBILUMH CHJIY, IPHOCTAHOBJIEHHIO, H3MEHEHH 0, JOTIOTHEHHIO
HJTH IPHHATHIO B CBA3H ¢ NPHHATHEM NpoeKTa dedepaibHOro 3akona «0O
BHeceHNH u3mMeHeHHH B PenepanpHblii 3akoH «006 o6paleHun
JIEKAPCTBEHHBIX CPEACTBY» B YACTH OPTaHH3ALKH POSHHYHOM TOProBIH
JeKapCTBeHHBIMHU MpenapaTaMmu

Ilpunatne HacToOsIIEr0 MNpoeKTa QefepajbHOTO 3akoHa He moTpedyer
IIpU3HAHUS YTPATUBIIUMHU CUITY, IPUOCTAHOBJICHUS, U3MEHEHUS, NOOJHEHUS HITH

NPHHATHUA aKTOB qoej;[epaanor 0 3aKOHOOAaTEC/IBCTBA.




