TOCY[IAPCTBEHHAS TYMA _
®EJJEPATIBHOT'O COBPAHMS POCCUIMCKOl ®ENEPALIU
CEJIbMOTO CO3BIBA

BBIIMUCKA A3 ITIPOTOKOJIA or 23.11.2020 Ne 293
3ACEJAHMSI COBETA TOCYJAPCTBEHHON JTYMBEI

O R

"23" Hosbps 2020r.

73. O npoekre ¢egepanbHoro 3axona Ne 1057597-7 "O sHeceHHH H3MEHEHHH
B PenepanbHblii 3akoH "'O06 00paleHHH JIeKAPCTBEHHbLIX CPeACTB' B YaCTH BBOAA
B rpakJaHCKHH 0GOpOT JeKapCcTBEHHBIX MpeNapaToB AJisi BeTepPHHAPHOrO
npuMeHenust'' - BHocHuT IIpaBuTtenncrBo Poccniickoii Penepannn

IIpunsdTo pemenne:

1. HampaBuTh ykazaHHBIi TIpoeKT ¢enepaibHoro 3akoHa IlpesuueHTy
Poccuiickoit ®enepanuu, B KOMUTEThI, Komuccuio ['ocynapcrBennoit Jymel, dppakinu B
[ocynmapcrBennoit [Iyme, Coer ®epepaunu Dexnepancaoro Cobpauus Poccuiickoit
®egepaunu, IIpaBurensctBo Poccuiickoii Pegepauuu, CuetHyio nanaty Poccuiickoit
®epepanuu, Ob6mecTBeHHy0 nanary Poccuiickoit ®enmepanuu, 3aKoHOZATeNbHbIE
(mpencTaBUTENbHBIE) M BBICIIHE HCIIONHUTENBHBIE OpPraHBl IOCYNapCTBEHHOU BIAcTH
cyobekToB Poccuiickoit ®Denepanuu AnA MNOATOTOBKHM OT3BIBOB, MNpEANIONKEHUHN U
3aMevyaHMii, a Takke Ha 3akmoueHne B IIpaBoBoe ympasneHue Ammapara
INocynapctBenHo# JlyMbl.

Ha3nayuTh OTBETCTBEHHBIM B paboTe Hajx mNpoekroM d¢eAepalbHOro 3aKOHa
Komuret I'ocynapctBenHo#t J[yMBl 10 OXpaHe 3J0pOBBA, COHCIONHUTeNeM — KoMuTeT
I'ocynapctBeHHOM [lyMBl 10 arpapHBIM BOIPOCAM.

O13BIBBL, MpeIOXEHNS U 3aMedaHus HanpaButh B Komuter I'ocymapcTeeHHOMN
JyMbI 0 oxpaHe 350poBbi 10 23 pekabps 2020 roxa.

2. Komurery I'ocymapctBeHHo# JlyMBI 1O OXpaHe 3J0pOBbA C Y4YETOM
[OCTYNIUBIIMX OT3HIBOB, NPEAJIOKEHHH U 3aMEYaHUH MOATOTOBUTH YKa3aHHBIH IMPOEKT
denepanbHOro 3akoHa kK paccMotpenuto ['ocynapcrennoit lymoii.

3. BrIIOYHTh yKa3aHHBIH MPOEKT ¢eaepalibHOTO 3aKOHA B MPOEKT HpUMEpPHOM
MporpaMMbl 3aKOHOIpPOeKTHOH paboThl I'ocymapcTBeHHOl J[yMbI B mepuox BeceHHeH
ceccun 2021 roga (aHBaps).

IIpeacenarens ["'ocymapcTBeHHOM | Fak
®enepansHoro Cobpanus

Poccuiickoit ®enepanu B.B.Bomnoaun
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MOCKBA

O BHeCEHHH NpoeKTa (eiepaIbHOro 3aKoHa
"O BHeceHHH u3MeHeHuit B OenepabHEli :
3aKkoH "O6 oOpallleHHHM JIEKapCTBEHHBIX M 3.4 6
CpeAcTB" B 4aCTH BBOJA B 'rpa_xcnchmﬁ 19 Hoa
000pOT NEKAPCTBEHHBIX NIpeNnapaToB Ais :
BETEPHUHAPHOI'0 IPUMEHEHUT"

.._.t
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B cootBerctBHM co craTtheidt 104 Konctutymum Poccuiickoit ®epneparuu
[TpasutensctBo  Poccuiickoit  @epepaud  BHOCUT & Ha  paccMOTpeHHe
I'ocynapcrBennoit [ymer @epepansHoro Cobpanus Poccuiickoit @epepanus mpoexT
' (i)enepa.m:Horo 3akoHa "O BHeCeHHMH U3MEHEHUH B DepepansHbif  3aKOH
"O6 obpailleHHH JTEeKAPCTBEHHBIX CPEACTB" B YacTH BBOJA B rpamancmn 060po1:
JIEKapCTBEHHBIX MIPEIIapaToB ISl BETEPUHAPHOI'0 HpHMeHeHHSI

IIpunoxenue: 1. Texct 3akononpoekra Ha 11 1.

2. TTosicHUTEIBHAS 3aIIMCKa K MPOEKTY (be,uepaanoro 3aKOHa
Ha 6 I

3. OUHAHCOBO-3KOHOMUYECKOe OOOCHOBaHHE K  IPOEKTY
denepanbHOro 3aKoHa Ha 1 1.

4. IlepedeHb QenepalbHBIX 3aKOHOB, NMOJIEKAIMX NPU3HAHUIO
YTPaTUBIUUMH CHIY, NPHOCTAHOBIECHHIO, H3MCHEHHUIO HIIH
IOPUHATHAIO B CBS3M C INpUHATHEM (elepalbHOro 3aKOHa,
Ha l n.

5.TlepeyeHp HOpPMATHBHBIX MpaBoBEIX akTOB IIpesupeHta
Poccmiickoit ®Denepammu, IlIpaBurensctBa Poccuiickoit
®epepaiiud ¥ ¢emepanbHEIX OpPraHOB MCHONHUTENIHHOR
BNAaCTH, IOMISXKAIUX NPU3HAHHIO YTPATUBIIMMH CHILY,
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HNPHOCTAHOBICHHIO, H3MEHCHUIO WM HPUHATHIO B CBS3H
¢ NpuHATHEM (enepansHOro 3aKoHa, Ha 2 JI. '
6. Pacniopshxenue IlpasutensctBa Poccuiickoit ®Denepanum o
HasHayeHuH odHUHATILHOrO mpezcraButens [IpaBuTenbcTBa
Poccuiickoit Penepanyu Ha 1 1. '

Ipencenarens IlpaButenscTaa | //
Poccuiickoit @enepauun _ ,7/;_, M.Mumrycrus

/

201109C6.doc
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Brocurcs Ilpasurenscteom
Poccuiickoii @epepanuu

TIpoexr
W AOEIERY -

®EEPATBHBINA 3AKOH

O BHecenun n3menennit B ®enepanbHeiii 3akoH ''06 obpamenuu
JIeKAPCTBEHHBIX CPEACTB'' B 4aCTH BBOJa B IpakIaHCcKHil o6opoT
JIeKapCTBeHHBIX PENapaToB [AJIsi BETEPHHAPHOI0 IPUMEHEHU s

Crates 1

Brectu B @emepanbHbii 3aKOH OT 12 aﬁpenx 2010 fona Ne 61-D3
"O6 ofpamennn nexapcTBeHHBIX cpencts" (CobGpaHue 3aKOHOHATENHCTBA
Poccuitckoit ®epepanuu, 2010, Né 16, ct.1815; Ne3l, cr. 4161; Ne 42,
cT. 5293; Ne 49, ct. 6409; 2011, Ne SO, cT. 7351; 2012, Ne 26, cr. 3446; Ne 53, |
cT. 7587; 2013, Ne 27, ct. 3477; Ne 48, ct. 6165; 2014, Ne 11, cT. 1098; Ne 43,
| cT. 5797, Ne 52, ct.7540; 2015, Ne 10, ct. 1404, N9_27, cT. 3951; Ne 29,
cT. 4359, 4367, 4388; Nes5l, cr.7245; 2016, Nel, cr.9; Ne23, cr. 3287,
Ne 27, ct1. 4194, 4238, 4283; 2017, Ne 31, ct1. 4791, 4827; 2018, Ne 1, cT1.9;
Ne 24, ct. 3407, Ne 49, cr.7521; Ne 53, cr. 8437, 2019; Ne 23, cr. 2917,
" Ne 30, c1.4142; Ne31, ct.4456; NeS52, cr.7793; 2020, Ne 14, ct.2035)
cnenﬁomne M3MEHEHHS:

1) crareio 47 JOMONHUTE YacTeio 10 cliefyromero coaepKanus:

20081830.doc
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"10. Beox B rpaxmaHcKuit 06OpPOT JIEKapCTBEHHBIX IPENAPATOB IS
BETCPHHAPHOIO IPUMEHEHMs, BBE3CHHEIX (mepeMemeHHBIX) B Poccuiickyro
Denepaiyio, OCYILECTBIAETCA ¢ COOMOAeHHEM TPeGOBaHMM, YCTAHOBIEHHEBIX
ctareelt 52° HacTosmero denepansHOro 3akoHa.";
2) KOIIONHUTH CTAThEH 522 cneuyiomero COACPIKaHMS: -

2 ”
"Craths 52°. BBoa B rpamaaHcKuii 060poT JIeKapeTBEeHHBIX
npenaparos AJisl BETEPUHAPHOI0 NPUMEHEHHs

1.Ilepen  BBOZOM B_. rpaXJaHCKHM  obopoT  kaxuodl  cepum
npouseeeHHoro B Poccuiickoil @enepanny JIEKapcTBEHHOTO Iperiapara s
BETEPUHAPHOIO IIPHMEHEHHS (3al HCKITFOUEHAEM HMMYHOGHONOrMYECKUX
NEKapCTBEHHEIX [permapaToB  AJIA BeTepngaphoro NPHMEHEHU)
NPOM3BOAUTEND  TAKOTO JIEKAapCTBEHHOTO — Mpemapara npe;xéTaaneT B
YBEHOMHTENHOM TOpSNKE B denepanbHEI OpraH MCHOMHUTENBHON BIIACTH,
| OCYILIECTBIAIONMH (QYHKIMK TIO KOHTPOMO (Ham3opy) B cepe oGpameHnus
neKapCTBeHHLix CPexNCTB I BeTépHHapHoro IIPUMEHEHUS:

1) noxymeHT npoussonnfenx JIEKapCTBEHHBIX CpeACTB,
MOATBEPX A0 COOTBETCTBHE Ka‘;IeCTBa NeKapCTBEHHOro Ipenapara .,zmﬂ.
BETEpPUHAPHOTO npnmeHeHﬁx TpeOOBaHMAM, YCTaHOBIEHHBIM IIPH- €ro
rocy;;épcmennoﬁ PETHCTPALIMY;

2) T[OATBEpXKIOCHHE JIMLA, YNOIHOMOYEHHOIO  IIPOM3BOJUTENEM

JIEKapCTBCHHBIX CpPEACTB, COOTBETCTBUs JICKAPCTBEHHOT'O IIp€niapaTa Uik

20081830.doc
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BETEpHHAPHOTO 'npnMeHeHm Tpe6OBaHns{M,' YCTaHOBIIEHHBIM IMpPHU  €ro
ro:cynapCTBeHHoﬁ perucTpanuy. |

2. Ilepen ﬁBOﬂOM B rpaXAaHCKui OOOpOT KaXHO0H CepHH BBO3UMOTO
(nmepememaemoro) B Poccuiickyro deaepalnuio 1€KapcTBEHHOTO NpenapaTta s
BETEPUHAPHOTO MpPUMEHEHHS, 33 MCKIIOUYEHHEM HMMYHOOHONOTHYECKHX
JIEKapCTBEHHBIX NpENapaToB I BETEPUHAPHOIO I'IpI/IM’eHeHI/ISI; OpraHu3alys,
OCYILECTBIISIONIas BBO3 (nepe;memeﬁne) nekapCTBeHHoro Ipenapara miﬂ
BETEPHHAPHOTO MpHMeHeHHs B Poccuiickyio @ejiepanuio, NpeACTaBiseT
B YBEJOMHTENEHOM IOPsAKE B (eJiepabHEIi opraH HCllannTénLHoﬁ BJIACTH,
OCYLIECTBNSIOUUH (GYHKIUM [0 KOHTPOIO (Ha;usopy) B cdepe obpameHus
JIeKapCTBeHHI;IX CpPEeICTB AJIS BETEPUHAPHOTO npuMeﬁeHm:

1) IOKyMEHT IPOU3BOJUTENS - HeKapCTﬁ¢HHLIX ' CpeInCTB,
nomsepmardmnﬁ COOTBETCTBHE KayecTBa JIEKAPCTBEHHOIO Npenapara Al
BeTeanapﬁoro npuMeHeHUs TpeOOBaHMIM, YCTaHOBICHHBIM IIpH ero--
roCYXapCTBEHHON perﬁCTpaunn;

2) TOATBEpXKOEHUE . JIMIA, YIOIMHOMOYEHHOro  JepXKaTeleM  HJIH
BIAJENBIEM PETHCTPAlMOHHOTO yIOCTOBEPEHHUs JIEKapCTBEHHOro Npernapara
IUIs BETEPMHAPHOTO TpPUMEHEHHs, COOTBETCTBHs JIEKADCTBEHHOIO Mpenapara
JUI BETEPHHAPHOTO NPUMEHEHH TpeOOBaHUAM, YCTAHOBJIECHHHIM IpPH €ro

rOCyAapCTBEHHON PErUCTpaLiy.

20081830.doc
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3.BBojg B rpaximaHckuifi 00OpOT BBO3UMOTO (nepemeuiaeMoro)
B Poccuifckyro deznepanuio JIEKAPCTBCHHOTO TIpenapara ANl BETEPUHAPHOIO
IpUMEHEHHUS ocyLﬁecrsnﬂeTCH NpH HAJIHMYUM 3aKITIOYEHHMS O COOTBETCTBMH
IIPOU3BOJMTEIIA JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUAM NpaBUI HajIexarneii
NPOU3BOACTBEHHON MPaKTHKY, BHIJAHHOrO YNOSHOMOYEHHHIM defepanbHBIM
OpraHoMm Hcﬁonﬂmenﬁﬂoﬁ BRACTH s nponssoncmeﬁnoﬁ TUIOINAKH
neKapCTBeHHoro [periapata AL BETEPHHAPHOTO IPUMEHEHHS, BBOJHMOIO
B IpakaHCKU 060pOT.

4.JInno,  ymOMHOMOYEHHOE JepXatencM  WIM  BIaJensleM
PETHCTPALKMOHHOTO  yNOCTOBEPEHHUA  JIKApCTBEHHOrO  Mpenapara  Juls
BETEPUHAPHOTO MPUMEHEHHS, [OMKHO COOTBETCTBOBATE TpeGoBaHuIM,
IIpeNyCMOTPEHHBIM YacThIO 7 ctathd 45 HacTosmiero denepanprHoro 3akoHa.

5. Ilopsnox npeacraBieHus B CO'OTBCTCTBHI/I c yactamu 1 u 2 Hacrosuueﬁ
CTaTbU JOKYMEHTOB -n CBEACHUN O JIEKapCTBEHHBIX [Ipemaparax JIjis
BETEPHHAPHOrO  MNpPUMEHEHHS, BBOAUMBEIX B  TIpaxgaHckuit  obopor,
ycranasiusaetcs [Ipasurenscteom Poccuiickoit Penepariu.

6. B oTHoNIEHMM TEPBEIX JBYX CEpUil JNekapCTBEHHOro mpernapara Iiis
BETEPUHAPHOTO [pPHMEHEHUS, - BIEpBRIe MNpousBeAeHHoro B Poccuiickoi
denepaudy WM BOEpBHE BBO3MMOro (mepemelaemoro) B Poccuiickyro

denepauuro, B (dedepansHBd  OpraH  HCHOJHHWTENBHOH  BIACTH,

20081330.doc
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OCYLIECTBIIOMUE (YHKUMU 1O KOHTpoO (Hanzopy) B chepe obOparmeHus
JIEKApCTBEHHBIX  CPENCTB LI BeTeanapHoro. npnMeHeHm, Hapsay ¢
NOKYMEHTaMM, INPENYCMOTPEHHBIMM dYacTaMu | u 2 HacTosmie#t cTaThi,
NPEACTABNAIOTCS  NPOTOKONBI  MCHBITaHMM O  COOTBETCTBHM  CepHu
NEeKapCTBEHHOIO IIperiapaTa [l BETCPUMHAPHOIO IMPUMEHEHUS IIOKA3aTeNsM
Kaqec'rBé-, MpeayCMOTPEHHEIM HOPMATHBHEIM JOKYMEHTOM (fajiee - IPOTOKON
MCIBITAHHH), [pPOBONMMEIX  aKKPENHTOBAHHBIMH B . COOTBETCTBHU C
3aKkoHOZaTeNnbCcTBOM  Poccuiickoit ®Pexepanuun 06  akkpeourauud B
HAIIMOHANBHOM CHCTEME aKKpeNUTalUH MUCIBITaTEIBHAIMU na66paTopnsIMH
(ueHTpamy).

- 7. ExeronHo He mosjgHee 1 QeBpais NPOM3BOAMTENM JIEKAPCTBEHHBIX
CpeACTB WM OpraHu3alld, OCYIIECTBISIONME BBO3 (IlepeMelleHue)
JIEKApCTBEHHBIX PENapaToB /ISl BETCPUHAPHONO MPUMEHEHYS B Poccuiickyro
Qe fepanuio, MPEeACcTaBIMoT B defepanbHuli Opral UCHONHUTENEHOR BIIACTH,
ocymecmnmoiumﬁ GyHKUMK [0 KOHTpONK (Han3opy) B coepe obpalleHHs
NIEKapCTBEHHBIX cpejICTB JUist Be_TeanapHoro' npnmeﬁennz, IIPOTOKOJI
MCIIBITAHWH TMOCTYNUBUIErO B TeYeHHe Toja B TPaXIAHCKHH oboport
JIEKAPCTBEHHOTO IIperapata s BETEPHHAPHOIO IIPUMEHEHHs] KOHKPETHOI'O
IPOU3BOAUTENS (Ha OFHY CEPUIO KOXAOro TOProBOro HAUMEHOBAHHS C YYETOM

neKapcTBeHHOW  ¢GoOpMBl, a JUIi  JIEKApCTBEHHEIX  IperiapaToB  JUId

20081830.doc
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BETEPUHAPHOIO IIPHMEHEHHUS, HE SBIMIOLMXCI HMMYHOOHOJIOIHYECKUMM,
TaKKE C y4ETOM JO3MPOBKH), TPOBOIMMEIX AaKKPEIUTOBAHHEIMH B
COOTBETCTBHH  © 3aKOHOJATeNnsCTBOM  Poccuiickoif  ®Depepanuu 06
AKKpEeOUTAlHHd B HAIMOHAJILHOM CHCTEME aK: ‘PEIUTAUNM HUCIBITATENbHLIMY
naboparopusamu (LieHTpamu).

8. Brox B  rpaxpmaHCKuil oGop(‘f'r MMMYHOOGHOIOIMYECKOro
JIEKapCTBEHHOTO _npénapa'ra I BETEPUHAPHOIO IOpUMEHEHHS,
npousBeieHHoro B Poccuiickoit ®esepaliuy Mk BBO3(IMOTO (IEpeMeNIaeMoro)
B Poccuiickyro CDeﬁepanmo, OCYILECTBJIICTCSI Ha OCTIOBAHWM paspeIllcHuUs,
BBIJAHHOTO ¢denepansHEIM OPraHoM  HCIIONHK TENILHOM - BITACTH,
OCYILECTBILIOIUM (QYHKIUHN 10 KOHTPONIIO (Hag3opy) B cdepe oGpamenu;i
neKapchéHHBIX CPENCTB [/ BETEPHHADHOrO -[IPHMEHEHUS. YKasaHHOE
paspellleHye BEIJAeTCS Ha OCHOBAaHMM IPOTOKONA MCHBITAHHH, MPOBOIMMEIX
benepanbHEIM rocynapcraengIM 010 KETHEIM yUpexIECHUEM,
TIOJIBEJIOMCTBEHHEIM  (enepansrHOMY OpraHy MCIOJHHUTENBHOM  BIAcTH,
OCYyILECTBAdIOIEMY QYHKUMM N0 KOHTpOIHO- (Hap3opy) B cdepe o6pémean
NEKapCTBEHHBIX ~CPEACTB JUI BETEPHHAPHOTO IIPUMEHEHMs, a TakKe
OKYMEHTOB M CBeJleHMH, MpeqyCMOTPEHHBIX 4acThio | (AN mpemaparos,
npousBefeHHEIX B Poccuiickoit Peneparuu) .HJII/.I YacThi0 2 (s mpenaparos,

BBO3UMEIX (ITepeMelaeMbIx) B Poccuiickyro denepallyio) HaCTOSAIEH CTaThH.

20081830.doc
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9. Cpok BELIAYH paspememm,- YKa3aHHOI'O B YacTH 8 HACTOSAUICH CTAaThH,
cocTaBsieT NATH paboumx naued co JHs npencmsnenux IPOM3BOAMUTEIIEM
JIEKApCTBEHHBIX CpeAacTB 6o oprannéanneﬁ, OCYILIECTBIAIONIEH BBO3
(n_epememenne) JIEKAPCTBEHHOTO MpenapaTa /yis BEeTePUHAPHOTO MPHMEHEHUS
B Poccutiickyro CDe,ugpaumo,.B (péz[epa.ﬂbnmﬁ opras chonHmenr;Hoﬁ 'BIIACTH,
OCYILECTBIISIONMH (YHKUUH o (koHTpOMIO) Han3opy B chepe obpamieHus
JIEKapCTBEHHBIX CPEICTB ‘mm BETEPMHAPHOTC [pPUMEHEHHS, JOKYMEHTOB,
IpeyCMOTPEHHEIX YacTBIO 8 HacTosuIel CTAThH.

10. Pasperienue, yKazaHHoe B 4acCTH 8. HaCTOsIIEH CTaTbU, BBIOAETCS
B OTHOIICHUM KaXZOH U3 IEpBHIX JBYX cepnﬁ UMMYHOOHOIOTHYECKOIO
NIEKApCTBEHHOro Tpemnapara Juisi BETEPMHAPHOTO NPHMEHEHHA, BIISPBEIE
ﬁponsseneHHoro B Poccuiickoit depepanud und BIEpBbIE BBO3UMOIO
(nepemeniaemoro) B Poccuickyio CDenépaumo. B oTHolenuy nociepyromux
cepuit  OAHOrO Toprosoro HalMEHOBaHUs | UMMYHOOHOJIOTHYECKOro
nexaﬁcheHHoro npernapara JU1s BETEPUHAPHOTO IpPUMEHEHU,
npousBeneHHoro B Poccuiickoit denepanuy HiH BBO3HMOTO (mepemeraeMoro)
B Poccuiickyro @efiepanuio, Takoe pa3pelieHue Bbmaefcsx CPOKOM Ha TP roja.
Hopxﬁoxc BBIJa4M  paspelueHus ’H;':l BBON B TIpaxpaHCckuil o60poT
MMMYHOGHONOTHYECKOTO JIEKAPCTBEHHOrO [pemapara AN BETEPHHAPHOTO

' IPUMEHEHUS, a TaKXXe MOPSJOK BBELAYU NPOTOKOJIA UCIBITAHUH, MPOBOAUMBIX

20081830.doc



¢erepanbHEIM roCyapCTBEHHEIM OI0/DKETHBIM YUpeKICHHUEM,
MOABEAOMCTBEHHEIM  (ellepalbHOMY  OpraHy chonHmeJIbHOﬁ BJIACTH,
OCYLIECTBIIMIOMEeMY (QYHKIMM IO KOHTpOMO (Ham3opy) B cdepe obpaleHus
JNEKapCTBEHHBIX CPEJICTB /I BETEPMHAPHOIO IIPUMEHCHUSA, W METOMMKA
ONpefeNeH)s Pa3sMEpOB IIATH! 32 BHiAYY YKa3aHHOrO MPOTOKONA MCTIRITaHUM
ycraHaBnuBatotes [IpasutensctBoM Poccuiickoit @enepanuu.

11. UmmyHOGHONIOTHYECKHE JIeKapCTBEHHEBIE npenapaTsl IS
BETEPHHAPHOTO NPUMEHEHHs, ~ BBENCHHEE B FpmaHCKHﬁ | obopot
B COOTBETCTBMH C YacThio 8 ﬁacro;nueﬁ CTaTBH, INOIEXAT XPAHEHHIO,
TIEPEBO3KE, OTMYCKY, PeaH3aluH, nepeuaqé_, IPUMEHEHH O 116 HCTEYEHMS
CpoKa ¥X I"OILHOCTH..

12.3a HempencTaBlieHWEe WM HECBOEBPEMEHHOE TIpPEICTaBJICHUE
JOKYMEHTOB M CBEJIECHUIA, npeuycmofpeHHsrx gyacTaMu 1 - 3, 6 u 7 nacTosmeit
CTaTbd, MPOU3BOAUTENH : JEKAPCTBEHHBIX CpPeNCTB W  OpraHu3aluH, -
OCYIIECTBISIOMUE BBO3 (IEepeMENeHUe) JIEKApCTBEHHEIX INpeNnapaToB AJs
BeTepHHapﬂdro npumenenuss B Poccmiickyro  demepammio,  HecyT -
OTBETCTBEHHOCT: B COOTB_CTCTBHI/I- C 3aKOHOJATENBCTBOM Poccuiickoi
denepanum.

13. Hpenc;raBneHne JOKYMEHTOB H CBEJEHHH, MPELYCMOTPEHHBIX

yactaMu 1 - 3, 6 w 7 Hacrosumedl CTaThd, W IIOJIyYyeHHE pa3pellcHus,

20081830.doc
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YKa3aHHOTO B 4YacTH 8 HacTosmed cTaThH, He TpPeOYIOTCA B OTHOIUEHHU
NeKapCTBEHHBIX npernapaTroB ;U‘m BETEPUHAPHOTO pUMEHEHHU,
[peJHa3sHAYEHHBIX  JUId  [IPOBEACHUSA Knﬂﬁnqccmx MCCe IOBAHUKR
JIEKapCTBEHHBIX NPENapaToB [Uld BETEPHHAPHOTO [IPHMEHEHUs, TPOBEACHHUS
9KCIEePTH3HL neKapc_TBeHme CPEICTB 'Wisl OCYLIECTBIICHUS TOCYAapCTBEHHOH
PErucTpaliy NEKapCTBEHHBIX MIPENapaToB 1.1 BETEPUHAPHOrO MPUMEHEHMS, a
TAKOKE B OTHOLICHMM JICKApCTBEHHBIX IPENap.TOB [N BETEPUHAPHOIO
TMPUMEHEHHS, BBO3UMBIX JUIS LENeH, yKa3saHHBIX B ITYHKTe 5 4acTH | cTaThbu 50
Hacrosmero ®enepaisHOro 3aKoHa.";
~ 3) crarbio 65 HOMONHUTE YaCThIO 5 CIELYIOMIEro CONEpPKAHUS:

"5.B nopsaxe, YCTaHOBJICHHOM B COOTBETCTBUM c
4acThIO 4 HaCTOsIeH CTaTbd, YNOMHOMOYEHHBIH (e/lepalbHblif oOpran
UCTIONHUTENBHON BJIaCTH paccMaTpUBaeT BONPOC O IIPUOCTaHOBIIECHUH
pead3auyy U NPUMEHEHUS JICKapCTBEHHBIX NpenapaToB s BeTepHHapHoro
MpUMEHEHHs B CIyYae BBIABJEHHS B TIPaXJaHCKOM 0fOpoTe cepuH
NIeKapCTBEHHOrO Mpernapara Al BETEPUHAPHOTO MPUMEHEHHS, JOKYMEHTH! U
CBENEHUS O KOTOpOH, MpeNyCMOTpPEHHBIE 4YacTaMM 1 - 3. u 6 crateu 52°
Hactoswero denepanbHOro 3aKo'Ha,. HE NpEJACTaBJICHB! B yKa3aHHBIHA OpraH,
mmbo  cepuu nmmyno6nonomqecxoro. JIEKapCTBEHHOr'0 fpenapara s

BETEPUHAPHOrO IPUMEHEHHS, He MMEIOIIEH pa3peilieHus, NPeAyCMOTPEHHOrO
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qacrbrb 8 ctarpu 527 Hacfoxmero QenepansHOro 3akoHa. B ykazanHoM .cnyqae
YIOMTHOMOYEHHBIH (benepansﬁbfﬁ OpraH UCIHOMHHUTENLHON BIACTH NMPHUHHMAET
pelleHNe O NPHOCTAHOBNEHUH PealM3alluyl ¥ NPHMEHCHHUS TaKo# cepuu Ho
OpeACTaBIeHHS YKa3aHHBIX JOKYMEHTOB M CBeleHH# Jjmbo 10 IOy YeHuUs
YKa3aHHOI'O pa3peleHus." .

| CTaTbﬂ 2

1. Hacrosmuit PemepanbHbIi 3aKOH BCTYIIA€T B CHIIY IO HCTEUYEHHH
| OJIHOrO I'0/(a MOCIIe AHA E€FO étbnuuanbﬂoro onyOIUKOBaHUSL.

2. JIoKyMEHTEI O [OATBEPXKICHUU COOTBETCTBUS  JIeKapCTBEHHEIX
Nperaparos JULS BETepHHAPHOTO npﬁmenemm (mamee - cepTUUKATEI
COOTBETCTBUS  WJIM  JEK/apalldd O  COOTBETCTBHH), OQOpPMIIEHHEIE
B COOTBETCTBMM  C  3aKOHOJATENBCTEOM Poccuiickoit ~ Pexneparyu
O TEXHHYECKOM peryNUpoBaHUM OO AHA BCTYIUIEHMA B cuiry PenepaibHOro
3axkoHa 0T 28 Hos6ps 2018 roma Ne 449-®3 "O BHeceHUH Hémeﬂe'nuﬁ
B OTHENbHEIE  3aKOHOJATENBHEIE axibx\- Poccutickoit | CDeJJ;epaunn.
10 BONpPOCY BBOJA2 B rpaxaaHckuil 060pOT NEKapCTBEHHBIX MpPeNnapaToB LA
MeIMIIMHCKOTO npnMeHeHm", JEUCTBYIOT IO OKOHYaHUS CPOKa UX JCHCTBHUS.

3. Ilonoxenus qabm 10 cratbu 47 ¥ crateu 52° QeneparbHOro 3aKOHA
ot 12 anpens 2010 roxa Né 61-®3 "O6 ofpaieHuy TeKapCTBEHHEIX CPEACTB"

(B pemakuuu Hactosuyero (eepajbHOrO 3aKOHA) He ‘PaclpoCTPaHSIOTCA
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Ha JIEKapCTBEHHEIE  @pEMapaThl A Be;TepyIHapHoro NpUMEHEHUs,
BHIIYLUEHHEIE B OOpallleHHe Ha OCHOBAHUH CEpTH(MKATOB COOTBETCTBUS HIIM
ﬁemapaunﬁ 0 COOTBETCTBHUH.
4. JlexapcTBEeHHEIE mpemapatel Ui BETEPUHAPHOIO  MPUMEHEHHUS,
yKa3saHHElE B YAaCTH 3 HACTOAUIEH CTaTbd, OOMJIEKAT nponssoncfsy
10 UCTEYECHUS CpPoKa NeicTBUs CepTU(UKATOB COOTBETCTBYSA ﬁnu nelcnapaum‘»i.

O COOTBETCTBHH, XpaHCHHIO, IEPEBO3KE, OTITy "Ky, pCalu3anuy, Ileperadye,

[IPUMEHEHHUIO O HCTCUECHHUA CPOKa UX f‘O}.’[HOCTI/I.

IIpesupest
Poccuiickoit @enepanyuu
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NMOSICHUTEJIBLHAS 3AIINCKA

K npoexTy deaepanbnoro 3akosa 'O BHeceHUH M3MEHEHMI
B @enepannunlii 3akon 006 ofpanieHHH 1eKapCTBEHHBIX CPEACTB'' B YacTH
BBOA2 B rPaKAAHCKHH 060pOT JIeKaPCTBEHHDLIX NpeNapaTos AJIs
' BETEpPMHAPHOI0 NpUMeHeHus "

[IpoekT  defepansHOro 3aKOHA "O BHECEHUH ' W3MEHEHMI
B QeniepanbHeii 3akoH "O6 oOpaiueHuM NeKapCTBEHHBIX CPEACTB” B YacTH BBOMaA
B IPOXNAHCKMA O00OOpOT JEKapCTBEHHBIX MpPENapaToB [id BETEPUHADHOIO
MpUMEHEHHs" (ialee ~ 3aKOHOIPOEKT) pa3paboTaH B COOTBETCTBUM C IyHKTOM 185
IiaHa 3aKOHOIPOEKTHOH AesaTenbHOCTH [lpaButenscTBa Poccutickoit egepanvu va
2020 ron, = yrBepxAeHHOro  pacnopskeHHeM [IpaButensctBa  Poccuiickoif
Deneparmu ot 26 gexabps 2019 r. No 3205-p.

B coorBercTBuu ¢ DenepansHeiM 3aKkoHOM OT 28 HOAOpA 2018 r. Ne 449-03
"O BHECEHHH W3MEHEHH B OTHEeNbHBIC 3aKOHOJATENBHBIE aKThl Poccuiickoit
®enepanuu 10 BOIPOCY BBOAA B IPAXNAHCKUIL 060POT 1€KApCTBEHHEBIX IIPEIIApaTOB
AN MENMUMHCKOro  mpuMmeHeHus"  (namee - — DenmepanpHBIR  3aKOH
Ne 449-@3) cdepa obpaieHHS JEKApCTBEHHBIX CPEACTB MCKIIOYEHA U3-TIOJ
meiicteus  DefeparpHOTO  3akoHa oT 27 mekaGpst  2002r. . Ne 184-®3
"O TEXHWYECKOM pEryiHpOBaHMM", B CBS3U C .4eM obpasopancs mpo6en
B [IpaBOBOM pEryJIMPOBaHHM BBOJA B rpaxcnéncxnﬁ 0o60pOoT cepuil nexapCTBEHHBIX
IpenaparoB AJisi BETEPHHApHOIO IPHUMEHEHU. '

HelicTByrolllee 3aKOHOAATENBCTBO MPEAYCMATPUBAET pa3Ny4HbIe [pPaBOBhHIE
MeXaHu3MEl, HalpagieHHEle Ha cobmopenue TpeboBaHuit B chepe obpamieHus
JIEKAPCTBEHHBIX CPEHCTB IS BeTepUHApHOro npumeHeHus. K Takum MexaHU3MaM
OTHOCATCA TOCYJAPCTBEHHAS pETHCTPAllMs = JeKapCTBEHHBIX IPENapaToR s
BETEpUHAPHOIrO MpUMEHEHHUs (obOecreunBaeT OLIEHKY HOBOTO IPOAYKTA C TOUYKH
3peHus 6e30MMacHOCTH, KayecTBa U 3(P(PEKTHBHOCTH), TULIEH3UPOBaHUE POCCUHCKHUX
TNIPOM3BOMUTENEH JIEKAPCTBEHHBIX CPEACTB [N BETEPUHAPHOTO INPUMEHEHMS U
nﬁcnexmposaﬂne 3apyOeXHEIX IPOM3BOAUTENEH NEKAapCTBEHHBIX CPEACTB JUls
BETEpUHAPHOro  NpuMeHeHus  (obecmeuuBaeT  MPOBEPKY  COOTBETCTBMs
npousBonutenedt IlpaBunam opraHu3amu¥ U TIPOBE/ICHUS WHCIIEKTHPOBAHUSA
IIPOU3BOIUTENEH JIEKApCTBEHHBIX CPEICTB HA COOTBETCTBHE TPEOOBaHMAM IIpaBUII
Hajexaule MpOM3BOJCTBEHHOM NPAKTHKY, a TaKKe BbJAYH 3aKIIIOYCHUI
O COOTBETCTBUH IIPOM3BORUTENS JIEKAPCTBEHHBIX CPEJCTB YKa3aHHbBIM TpeOOBaHUAM,
YyTBEpPXXIOEHHBIM IocTaHoBNeHUeM [IpaButensctBa Poccuiickoit @epepauuu OT
'3 nexabpst 2015 r. Ne 1314). Hauunast ¢ 29 Hoa6ps 2019 r. (naTsl BCTYNIEHUS B CHILY
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DepepanbHoro 3akona Ne 449-03) Bonpockr non'rBepxc,ueHm Ka4yecTBa OTHENBHBIX
Cepuii NIeKapCTBEHHBIX IIPENapaToB /i BETEPHHAPHOTO NPUMEHEHHS NPHU UX
HENIOCPEJCTBEHHOM  BBOAE B  rpaxnaHckuii  ofopor  JAeHCTByromuMm
3aKOHOJATENBCTBOM HE ypEryIUPOBAaHBI. o |

B COOTBETCTBMM C  3aKOHONpOoeKToM B  (DenepanbHeli  3aKOH
or 12ampems 2010T. Ne61-®3 "O6 obpallleHNM JIEKapCTBEHHBIX CpencT"
-(nanee -  ®@enepaneHbii 3akoH  Ne 61-®3)  BHOcSTCS = U3MeHeEHM:,
IpeayCMaTpUBAIOIINE YCTaHOBJIEHUE MEXaHH3Ma BBOJA B I'D:KAAHCKUM 060opoT Ha
Tepputopun  Poccmiickoii  ®emepaumu  JIeKapCTBEHHBIX .  IIPEHapaToB Ui
BETEPUHAPHOTO INPHUMEHEHHS HX TPOU3BOAMTENAMU M  XO3THCTBYIOILMMU
CybBexTaMy, OCYIECTBILAIOIMUMY BBO3 B Poccuiickyro Peepaniuio TeKapCTBEHHBIX
IpenaparoB JUId BETEPUHAPHOIO IIpHMEHEHHS, IIOCPEACTBOM IpeNCTaBIIEHUS
B (elepaNbHBIl OpraH HCIIOMHUTENBHOH BIACTH, OCYILECTBIAIOWME (GYHKI[MM
[I0 KOHTPONIO H Hajg3opy B cdepe obpamieHus JIeKapCTBEHHBIX CPEACTB I
BETEPUHAPHOrO NPUMEHEHUs, CBEICHHM O KadecTBE JIEKapCTBEHHBIX MperaparoB
HWIM [ONYy4YeHUM COOTBETCTBYIOLUEIO paspelleHus I HMMMYHOOHONIOTHMYECKUX
JIEKapCTBEHHEIX NPENapatoB U1 BETEPHHAPHOTO NPHMEHEHHS B3aMEH MeXaHH3Ma
00s3aTeNBHOr0 MOATBEPXKACHUS ~COOTBETCTBHUSA JIEKADCTBEHHBIX IIPENapaToB JUIS
BETEPUHAPHOTO IPUMEHEHU, NpUMEHsBIIerocs 1o 29 Hos6ps 2019 r.

TakuMm o6pa3oM, 3aKOHONPOEKT IO CYIIECTBY He IPENYCMAaTpPHBAaeT HOBBIX
MEpONpPUATHHA B cQepe KOHTPONL H Hé,usopa 3a oOpallleHHeM JIEKapCTBEHHBIX
CPEACTB JUIA BETEpHHAPHOIO IIpUMEHEHHA. |

Crarbeii 1 3aKOHOMNpOEKTa NpeMNIaraeTCA NONMOIHHTE dJeuepansHLm 3aKOH
Ne 61-®3 monoxeHHAMM [0 BBOAY B TIpaXAaHCKUH o000pOT JeKapCTBEHHBIX
IIperapaToB [ BETEPHHAPHOTO MPUMEHEHHS.

3aKOHONIPOEKTOM npefaraercs cnenyromui MeXaHU3M BBOAA
B TpaXITaHCKHH O0OpOT JEeKapCTBEHHBIX [IpenapaToB Ui BETEpHHApHOIO
IIpUMEHEHMUS: .
| 1) mpencTaBneHde B yBENOMMUTENBHOM IOpsake B Poccenpxo3Haa3op
JIOKYMEHTOB, MOATBEPXAAIOIIUX KayecTBO ceppm JIEKapCTBEHHOTO IIperapara AJisl
* BETEpUHAPHOTO NIPUMEHEHH S,

' 2) npexcrasiieHye B Poccenbxo3HaA30p nporoxonos HCHBITaHUH ITEePBHIX ):(Byx
CepHii BlIepBEIE BBOJUMOrO B IpaXKTaHCKHA 060POT JIeKapCTBEHHOTO MpenapaTa JUis
BETEPUHAPHOI0 IPUMEHEHHUS;

3) exxerogHoe IpeACTaBICHUE B POCCCJIBXO3Ha}130p nporoxona MCIIBITaHUN
ONHOM CepUM KAXIOTO TOProBOrO HAaWMEHOBAaHMS JIEKapCTBEHHOIO Ipenapara IUls
BETEPUHAPHOTO IIPUMEHEHH S, [IOCTYIUBIIEro B rpakIaHCKUH 060poT;
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4) obopMnenre  paspemleHHE Ha BBOX B IpakHaHCKuii  o6opoT
UMMYHOOHONIOTMIECKNX  JIGKAPCTBEHHBIX  IperaparoB Uil  BETEPUHAPHOrO
[IpUMEHEHU;

5) onpenenenrie Mep BO3AEHCTBUS 32 HEUCIIONHEHHWE BhILICYKA3aHHbIX
TpeboBaHU.

OTHOCHTENBHO Pa3pelIMTENBHOrO NOpAAKa BBOAA B rpaxcaanckuil obopor
UMMYHOOMONOrMYeCKHX JICKAPCTBEHHBIX MpenapaTroB HEOOXOAMMO OTMETHTH
. cllexyrouiee. '

CornacHo myskry 7 crateu 4  ODepepansHoro  3akonHa  Ne 61-®3
K MMMYHOOHOIOTHYECKUM JIEKAPCTBEHHBIM IIperiapaTtaM OTHOCHTCS BaKLHMHEL,
AQHAaTOKCHHBI, TOKCHHBEI, CBIBOPOTKM, HMMYHOINIOOYNHMHBI U ajutepreHbl. Taxue
npenapars! IPUMEHSIOTCS IIPH [IPOBEAEHHUHU . IPOTUBOIU3O0THIECKUX MEPOTIPHATHIA,
KOTOpbI€ HampaBJIEHBl Ha 3alUTy J>XUBOTHBIX OT OoNelHelf, B TOM 4Yucle OT
GonesHell, obIMX AIA UeNOBEKa M JXMBOTHHIX, @ TAKXKe Ha OOECIeUeHWE BEITycKa
6e3onacHOMf B BETEpUHAPHO-CAHUTAPHOM OTHOLIEHUW NPOAYKLHH KHBOTHOT'O
npoucxoxaenus. Hapsany ¢ nocnencTsusMu [pUMEHEHWsS He3h(EKTUBHBIX
HMMYHOOMONOrMYeCKNX JIEKapCTBEHHBIX IIPErnapaToB OCOOble ONaceHUs BEI3LIBAET
BO3MOXXHOCTH obparteHus He10OpOoKayeCTBEHHBIX KUBBIX BaKIUH,
NPENCTABNSIONIUX Yrpo3y SIHM300THYECKOMYy ONaronony4mio, paBHO Kak M
6uonornieckoil 6e30macHOCTH CTPaHBL.

B cBsa3¥ ¢ 3TUM KOHTpOJNb 3a ofpalleHWeM OaHHBIX IpenaparoB Tpedyer
ocoforo moaxona CO CTOPOHBI rOCYHAapCTBa B Lensx obecredyenus Ge30macHOCTH,
3hPEeKTHBHOCTH ¥ KadyecTBa MMMYHOOHONIOIMYECKUX IJI€EKapCTBEHHEIX IIpenapaToB
LIS ~ BETEPMHapHOro  NpPUMEHEHWs, 4YTO COOTBETCTBYET  IIPHOPUTETHBIM
HanpaBJIeHUsSM [OCyJapCTBEHHON ITONUTUKH B 001acTH ofeclieYeHUs XUMUYECKOH 1
Guonornyeckoil GesomacHocTH, onpenefieHHEIM Yka3zoM IIpesunenra Poccuiickoii
depepanuu ot 11 Mapra 2019 r. Ne 97 "O6 OcHoBax rOCYJapCTBEHHON MOJUTHKU
Poccuiickoit denepanun B obnacTu obecrneyeHus XuUMHUeCKoOR U Ouonormdeckon
0e30MacHOCTH Ha rmepuof 10 2025 rofa U JaNbHEHITY0 epCIeKTUBy" .

Takast CHTyalUs OCOOGEHHO KPMTHYHA B CBA3H C TEM, YTO B COOTBETCTBHH
¢ myHktoM 3.13 TlonoxeHuss 0 eUHOM IMOPSJKE OCYIIECTBICHMS BETEPUHAPHOrO
KoHTpoNnA (Han30pa) Ha TaMOXXEHHOH rpanuie EBpasuiickoro 3KOHOMUYECKOTO
COI03a H Ha TaMOXEHHOH TeppuTopuu EBpa3miickoro 3KOHOMHYECKOro COH03a,
yteepxaenHoro Pemenvem Komuccuu TamoxxenHoro corosa ot 18 mons 2010 r.
Ne 317, rocypmapctBa - uneHbl EBpa3suiiCKOro KOHOMMYECKOI'O COHO3a B3aHMHO
IIPU3HAIOT Pe3yJbTAThl PETUCTPAIUM JIEKapCTBEHHBIX CPEACTB JJIA BETEPHHApPHOrO
TIPUMEHEHMUSI, YTO HaeT BO3MOXXHOCTH CBOOOJHO IEPEMELIATE TAKUe JIEKAPCTBEHHbIE
_CpefICTBa MEXJy rocyiapcTBaMu-uieHamu. B cBs3u ¢ orcyrcTBUeM B EspasuiickoM

20081829.doc



4

3KOHOMHUYECKOM COK03€ &IMHBIX PABHII OOpAIEHIs BeTEpHHAPHBIX 1eKAPCTBEHHEIX
CPECTB CyIIECTBYeT 3HAYMTENbHAs pasHAIA B I[IOOXOAX K perucrpanuu
JIeKapCTBEHHEIX NPENapaToB B rocyAapcTBax-wieHaX ¥ O0EeCHeueHHIO X KayecTBa,
3¢dexTuBHOCTH M GezomacHOCTH. CIENCTBHEM CIOXHBLUEHCS CUTYallMM SIBIILETCS
OeckonTponbHOE obparuenue B Poccuu nekapCTBEHHEBIX CPEACTB 19 BETEPUHAPHOIO
MIpUMEHEHHS, HE OTBEYAoIUX TPeOOBAHUAM POCCHIACKOro 3aKOHOJATENLCTRA.

_ Heo0x0onuMO OTMETHTH, YTO B 3aKOHONPUEKTE HCIONB3YeTCss TEPMUH
"nepemMeliieHie JIEKAPCTBEHHOTO Ipemapara s BETEPUHAPHOIO NPUMEHEHHS
B Poccuiickyro ®@efeparuio”, 3aUMCTBOBaHHBIA M3 npaBa Espasuiickoro
9KOHOMHUYECKOTO COI032 C LENBI0 paclpOCTpaHEHUs MAeHCTBUS I[IOJIOXKECHHI
3aKOHOINPOEKTa Ha JIEKAPCTBEHHBIC Npenaparsl Uil BETEPUHAPHOIO MPHMEHEHHS,
nepeMemaemsie B Poccuiickyro Pefepalldio M3 HPYrMX TIOCYAApcTB - YNEHOB
EBpa3uiickoro 3k0HOMHYECKOT'0 CO03a.

Cnpasouno: eviseneno, ymo 6 Pecnybnuxe Apmenus FHKO "Hayunwiii yenmp

. OYeHKU U aHanu3a puckod be3onacHocmu nuujesvix npoo)<mos", ynonHomouennasn

npogodums  3kcnepmuzy  06pasyos  UMMYHOGUONOZUNECKUX  NeKADCMBEHHBIX

npenapamos, He umeem MemoOu4eckotl, Memodonozuueckoii aszvl u 0bopydoeanus.

Omo He nos3gofsem nposodums sxcnepmu3y 0bpasyos npenapamos 8 HeobxoouUMoM
obveme,. a maxoice OCyujeCmenime 6CECMOPOHHIOND 3IKCNEPMU3Y 6 OMHOUEHUU

 aghhexmusHocmu u 6e30NACHOCMU RPUMEHEHUA MAKUX NPENapamos.

B pamxax ocywecmenenus ¢hedepansHoz0 20CYOapCmMEEHHO20 Hao3opa

8 cghepe obpawjenus nexapcmeeHHbix NPenapamog. ONA 6EMepUHAPHO20 NPUMEHEHU
monvko 3a 2019 200 eviseneno necoomseemcmeue kaiecmea obpasyoe nopsaoxa 30%
JIEKAPCMBEHHbIX NPEnapamos, 3apesucmpupos8antbix Ha meppumopuu Pecnybnuxu
Kasaxcman u obpawarowuxca na meppumopuu Poccuiickou @edepayuu.

AnmubarmepuanvHvle npenapamvi ONA 6eMEPUHAPHO20 NPUMEHEHUS hpu

-2o0cydapcmeennoi  pezucmpayuu Ha meppumopuu Pecnybnuxu Kasaxcman
He nposepAlomcs 8 yacmu cobNIOO0eHUA CPOKO8 OHCUOAHUS 8bI6E0EHUL OCMAMOYHbBIX
KOnUYecms Oelicmeylowux eewjecms 8 NPOOYKYUU IHCUBOMHO20 NPOUCXOHCOEHUA
nocne ux HNpUMEHEeHUs, Ymo Oelaem  UCnONb308aHUE MAKOU NPOOYKYUu
Hebe3onacHvim ONa Yenosexa u He coomeemcmsyem Cmpamezuu npedynpesicoeHus
PacnpocmpaHenus. aHmumukpobHoil pesucmenmuocmu 6 Poccuiickou Pedepayuu
nHa nepuod 0o 2030 200a, ymeepscoennou pacnopadiceruem Ilpasumenscmea
Poccutickoii Pedepayuu om 25 cenmabpa 2017 2. Ne 2045-p.

BrlneykasaHHoe MOATBEPXKAAET BRICOKHH PHCK NOCTYIUIEHHs B ofpaiieHue

Ha Teppuropunm Poccuiickoit Penepaluy JEKApCTBEHHBIX  CPEACTB  JNA
BETEPUHAPHOTO NIPUMEHEHUS, ONaCHBIX AJIA IPUMEHEHHUS.
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Heo6xomuMo OTMETHTB, YTO 3aKOHOIPOEKTOM MpeIdyCMaTPHBAETCS CPOK
BCTYILICHHS €0 B CWIy 110 MCTEUEHHHM OJHOrO roja Iocie RHS €ro ocbuunanLHoro
OIny6IuKOBaHHUA. .

Cratbeii 2  3aKOHONpOEKTa  NPENyCMAaTpHLAETCA,  YTO JOKYMEHTEI
'O IOATBEPXACHHM COOTBETCTBUS JICKAPCTBEHHbBIX IPENApaToB AN BETEPHHAPHOTO
OpUMEHEHUs1 (CepTHQHKATHI COOTBETCTBHUSA M) d HEKIApallud o COOTBETCTBHH),
0GOpMIICHHBIE B COOTBETCTBHMH C 3aKOHOMAT L »CTBOM Poccuiickoit Denepanuu
O TeXHHYECKOM perylMpOBaHUM A0 AHs BCTYIU: :HMS B Ck Iy DemepansHoro 3akona .
Ne 449-@3, peHcTBYIOT 1O OKOHUAHMS CpPOK. MX JHEHCTBHS M 4YTO IeHCTBHe
3aKOHOIPOEKTa HEe pacClpOCTpaHAeTCd Ha Ji 'KapCTBEHHBIE IIpemapaThl  [UIs
BETEPHHAPHOI0 [IPUMEHEHUd, BEIIyLIEHHEle B oOralleHHe Ha OCHOBaHHU
CepTU(HUKATOB COOTBETCTBHS MM HEKNapalldii O ¢OOTBE 'CTBUM, BBUIAHHBIX O IHS
BCTYIUIEHHS B CHIY DenepanbHoro 3akona Ne 4-'9-®3. Takue nekapcTBeHHBIE
npenapatsl  [NA  BETEPUHAPHOrO  MPUMEHEHWs  IOMIEXAaT  IPOM3BOACTBY
HO HCTEYEHUs CpOKA NEHCTBHS CEpPTU(UKATOB COOTISTCTBHS WM NEKIapariui
O COOTBETCTBMH, XPAHEHHIO, IEPEBO3KE, OTIYCKY,  eanu3alliyl, Iepeaade,
IIPUMEHEHUIO IO HCTEYEHHUA CPOKa X MOAHOCTH.

3aKOHOINPOEKT He nporpiBopetIM'r nonoxenusm Jloroeopa o Espasuiickom
DKOHOMMYECKOM coto3e oT 29mas 2014r., a Takke DOJOXKEHUIM MHBIX
MEXJIyHapOIHEIX  foroBopoB  Poccuiickoii ~ @enpepaumu.  I[Ipenmaraemsie -
MM pelLIeHUs He MOBIUSAIOT Ha nocmxcenne Lenedl rocynapCTBEHHBIX ITPOrpaMMm
Poccuiickoi ®enepariuu.

3aKOHOMPOEKT CONEPXKUT ObA3aTeNbHEIE TPeGOBAHHUS, OLEHKA COGMIOEHUs
KOTOpBIX OCYIIECTBIAETCA B paMKax TIOCYAapCTBEHHOINO KOHTpons B cdepe
obpaleHuss JeKapCTBEHHBIX CPENCTB [N BETEPUHAPHOTO npimeHeHux, pu
paccCMOTpeHHM Jen 00 agMUHHCTPAaTUBHBIX IIpaBOHApYHICHUAX. 3a HapyIlIeHUe
o0s3aTenbHBIX  TpeGoBaHHUM IIPOU3BOJUTENN JIeKapCTBEHHBIX CpEeNCTB
M  OpraHu3alyy, OCYHIECTBISIOIIME BBO3  JIEKAPCTBEHHBIX  IIPENapaToB
B Poccuiickyro @epepauuio, HeCyT OTBETCTBEHHOCTh B  COOTBETCTBUH
co cratbeit 6.33 Kopmekca Poccuiickoit ®enepaiuu 06 aAMUHHCTPATUBHBIX
IPaBOHAPYIIEHHUSX. o

Peanuzanus TIpelyCMOTPEHHEIX 3aKOHONIPOEKTOM TIOJTHOMOY U
Poccensxo3namgsopa Oynmer OCyIIECTBIATBCA B [pefenax  YCTaHOBJIICHHOMH
IlpasutenscrBoM  Poccuiickoit ~ (efepaly  YHCIEHHOCTH  paGOTHHKOB
M OHOMKETHBIX  ACCHTHOBAHHWH,  MNPEeAYCMOTPEHHBIX  Poccenpx0o3Han3opy
B (demepansHOM G0/DKETE HA PYKOBOACTBO U YIIPaBIEHHUE B chEPE YCTAHOBIEHHBIX
¢bynxuuii. Hagenenuwe PoccenpxosHamsopa © = NOABEJOMCTBEHHOTO €My
(benepansHOro roCyJapCTBEHHOTO OIOMKETHOro yUpeXAEHUs COOTBETCTBYHOILMMU
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JIOTIONTHUTENbHBIMU MOJTHOMOYUSMH, npeanaraéMeIMU 3aKOHOIIPOEKTOM,
He TOBNeYeT HeOOXOOUMOCTH BEIAENEHHUS OOIIONHUTENBHBIX  OFOIKETHBIX
aCCUTHOBaHMI ¢emepansHOro OlOMKeTa, IIOCKOJABKY IUlaTa 3a JIeHCTBHA,
IPEeayCMOTPEHHBIE 3aKOHOIIPOEKTOM, OYJEeT B3UMATECS C 3asABUTENCH U NOKPOET BCe
pacxongsl PoccenbxosHajzopa M IOXBEJIOMCTBEHHOr0 eMy (elepanpHOro
rOCyJapCTBEHHOrO OO/DKETHOIO  YUpEeXICHHUA Ha OCYILIECTBIEHHE YKa3aHHBIX
HOJTHOMOYHA. '
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O®UHAHCOBO-5KOHOMUYECKOE OBOCHOBAHHE

pelenuii, NpeanaraeMpIx K NPHHATHIO POEKTOM (GeaepatbLHOro 3aKoHa
""O BHecennu n3menenuit B @enepanbHbiii 3akoH "O6 o6pameHun
JIEKAPCTBEHHBIX CPeACTB'' B YacTH BBOAA B rpaxaanckuii oGopor
JieKapcTBeHHbIX NpenapaToB AJs BeTEPHHA YHOIC HpHMeHeHus "

Peanmusanuss ~ @epepanbHOro 3aKOHa "O SHECEHWH  H3MeHeHM
B DeflepansHelit 3ax0oH "O6 06paIeHUH NEKAPCTREHHBIX PENCTB" B YacTH BBOJA
‘B TIpaXIUaHCKHH OGOpOT JEKApCTBEHHBIX IPENapaToB s BETCpPHUHAPHOT'O
TIpUMEHEHUS" - He norpé6ye1‘ YBENMYEHHs IUTATHOL YHCIEHHOCTH (enepaibHbIX
OpraHOB MCTIONHHTENBHOM BIACTH M JONONHHTENBHBIX SHOPKETHBIX aCCUTHOBaHUM
u3 (heepanbHOro GromKeTa. '
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INIEPEYEHD

¢enepanbHbIX 3AKOHOB, MOANEKAMMX NPU3HAHHIO YTPATHBIIMMY CHTY,
I PHOCTAHOBJIEHHIO, H3MEHEHHIO HJIH NPHHATHIO B CBSI3M ¢ IPOEKTOM
¢denepannroro 3akona "' BHeceHHn n3MeHennii B PegepanbHblii 3aKoH
"006 oOpameHuy JeKapCTBEHHBIX CPEACTB' B 4aCTH BBOJA B IPaKIAHCKAN
060poT JIeKapCcTBeHHBIX NPEeNapaToB AJIsl BeTEPHHAPHOrO NPUMEHEHNs "

[TpusnaHue yTpPaTHBLUIMMU CHUTy, IPHOCTAHOBIEHUE, M3MEHEHHE WIK
npuHATHE QelepalbHbIX 3aKOHOB B CBA3M C IPOEKTOM (efepansHoro 3aKOHA
"O sHeceHun u3MeHeHu# B DepepanpHpiit 3akoH "O6 oOpameHuy JIeKapCTBEHHBIX
CpeACTB" B 4YacTH BBOJa B TpaXHaHCKUM OOGOpPOT NEKApPCTBEHHBIX IPENapaToB
JUIsl BETEpUHApHOTO IIpUMeHeHNS" He NoTpedyeTcs.
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IHEPEYEHD

HOPMATHBHBIX NpaBoBbIX akToB IIpe3snnenta Poccniickoii Peaepanun,
IlpasuteanrcTBa Poccuiickoi ®epepanun U (pefepannHbiX OPrasnos
HCHONHUTENbHOH BAACTH, NOAIEKAIIMX NPAIHAHNIO YTPATHBINAMHA CUALY,
NPHOCTAHOBJICHHIO, H3MEHECHHIO HJIM PHHSTHIO B CBH3H € NPOEKTOM
¢enepanbhoro 3axona 'O BHecennu usmenenmii B @exepannubiii 3aKon
"O6 o6pamesnH JeKaPCTBEHHLIX cPeACTB' B YaCTH BBOJA B rpaxknaHCKHi
060poT JieKapCcTBEHHBIX NPENapaToB AJdsi BCTEPHHAPHOIO NPHMeHeHus "

ITpunatue PenepansHoro 3akoHa "O BHeceHMH u3MeHeHuii B Denepansueii
3akoH "O6 ofpallieHuy JIEKapCTBEHHBIX CPEACTB" B YacTH BBOJAA B IPaKIaHCKHIL
o60pOT NEKApCTBEHHEIX IpErapaToB [ BETEPUHAPDHOrO NpHUMeHEeHU:" (maiee -
3aKOHOMPOEKT) NOTpe6yeT MPUHATUS CIEXYIOHMX HOPMATUBHBIX [PABOBBIX aKTOB
IIpaBsurenscTBa Poccuiickoit Denepauuu: '

| 1. IlocTanoBnenune IlpaBurenscrpa Poccr:#ickoit Depepayu.
"O6 yTBepXJEHHM IOpAAKA TNpPEACTaBIEHHs JOKYMEHTOB H  CBEJEHHI
O JIeKapCTBEHHBIX Mpefapatrax JAid BETCPHHAPHOIO NPHMMEHEHUsS, BBOJMMBIX
B IpaxxJaHCKU obopot".

O6ocHoBaHuEM HEoOXOAUMOCTH NpUHATUS COOTBETCTBYIOMIETO
HOpPMAaTUBHOIO NpaBoBoro akta IlpaBurenscrsa Poccuiickoi ®Penepauuu sBnsercs
IIyHKT 2 cTaThy 1 3aKOHOIpPOEKTA. |

Ienpio INpPHHATHA COOTBETCTBYIOLIETO HOPMATHBHOIO IIPaBOBOIO aKTa
IIpaButenscTea Poccuitckoit ~ Denepaluu . sBASETCS yTBEPXK/EHHE LOPSAKA,
NpeNCTaBIeHUsT JOKYMEHTOB M CBEACHHH O JEKapCTBEHHBIX IIperapaTtax i
" BETEPHHAPHOTO MPUMEHEHHS, BBOAUMBIX B IPAXXIAHCKUHA 0GOPOT.

[onosHo# ucnionuurens - MusHcensxo3 Poccun. '

Coucnonnurens - MunskoHOMpa3BuTus Poccun.

Cpox noarotoBky - 2020 roz.

2. [TocraHoBneHue IpaBuTeNECTBa Poccutickoi denpepauun
"O6 yTBepXXOEHHH MOPAAKA BRIJAYM paspelieHUs Ha BBON B IPaxKIaHCKuM o6opoT
UMMYHODHONIOrHYECKOTO  JIEKAPCTBEHHOTO  Iperapara Ajnsd  BETEPHHAPHOrO
NpYMEHEHHM, a Talke MOPANKA BhUIAYM IMPOTOKONA HCHBITAHHH, NPOBOXUMEIX
denepasbHEIM TOCYIapCTBEHHBIM OIOMKETHBIM YYPEXKACHUEM, MOJBEAOMCTBEHHBIM
denepansHOMY OpraHy MCIONHHUTENBHON BIACTH, OCYILIECTBIAIOMEMY QYHKIMK 1O
Hag30py B Ccdepe ofpamieHHMs JIEKapCTBEHHBIX CPEHNCTB it BETCPHHAPHOIO
NpUMEHEHNS, ¥ METORUKH ONpeleNeHHs PasMEpPOB IUIATHl 32 BHIAYY YKa3aHHOI'O
3aKIIIOYEHUA "
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O6ocHoBanHEM HeoOXoaUMOCTH OPHUHATUS COOTBETCTBYIOLETO
HOPMaTHBHOI0 npasoBoro akra [IpaBurenscTBa Poccuiickoi CDeJxepam«m ABJISETCS
IIyHKT 2 CTaThbU | 3aKOHOIIpOeKTa.

[lenero TpHMHATHA COOTBETCTBYIOIIETO HOPMATMBHOIO IPAaBOBOIO axTa
IlpasurenscTa Poccuiickoii Denepaun SBISETCs: YTBEPKICHHE ITOPSAKA BhIAYH
pa3pe1ueHmr HA BBOA B TIPaXAaHCKHH 006¢:0T HMMYHOOHOIOrMYECKOro
JIEKapCTBEHHOr0 Mpenapara A BETEPUHAPHOTO U 'MEHEHHWs, a TaKkKe NOpsnKa
BBIJIaYd NPOTOKONA HCHEITAHMH, MPOBOAMMEIX (EA-*PaThHBIM IOCYAapPCTBEHHBIM
GIOKETHBIM ~ y4pEeXJIEHHeM, [OABEAOMCTBEHHBIM  (eflepalbHOMYy  Opray
MCIIOJIHUTENIBHON BJIACTH, OCYIUECTBILIOIEMY (YHKUM( [0 Hansopy B codepe
ofpalleHus JEKapCTBEHHEIX CPEACTB 1A BETEPHHAP; (070 NPHMEHEHNS, i METOAUKY
OIIpejieNicHUs pa3MEpPOB ILTaTHI 3a BhIJIa4y YKa3aHHC 'O 3aKITIOUEHHUS.

["onoBHo# ucrosHUTENE - MuHCensxo03 Poccun.

Coucnonuutens - Mundun Poccun, MunskoHoMp::3BuTHA Poccuu.

Cpoxk noarotoBku - 2020 rog.
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IIPABUTEJILCTBO POCCHIICKOW ®FEXEPAIINI
PACIIOPAXEHUE

oT 16 Hos0ps 2020 r. Ne 2993-p

MOCiBA

l.Buectu B Tocynapcteennyro [Jymy @enmepansoro Cobpaus
Poccuiickoii ®@epepauuu mnpoext denepanpHore 3akoHa "O BHeceHHUH
u3MeHeHHi B ®enepanbHbiil 3akoH "OO6 obpallleHUK NEKapCTBEHHBIX CPeiCcTB"
B HacTH BBOJA B TPAKIAHCKMI OOOPOT JIEKAPCTBEHHBIX MpEHapaToB AJis
BETEPUHAPHOTO NIPUMEHEHHS" . ,

2. HasHauute cTarc-cekpeTaps - 3aMecTuTeNnss MUuUHHCTpa CelbcKoro
xo3ahctBa Poccuiickoit @enmepauuu JleGenera VBaHa BsuecnaBosuuya
odpuuuansHeiM  npenctasutenem IlpaButensctBa Poccuiickot Depeparuu
npu paccMoTpeHuu namatamu  @egepansHoro  Cobpanus  Poccuiickoi
®epepauun rnpoekta ¢enepansHoro 3akoHa "O BHeCeHUM H3MEHEHUM
B DenepanbHblii 3akoH "OO6 obpallileHUM JI€KapCTBEHHBIX CpEICTB" B YacTH
BBOJIa B MPaXXJaHCKUM 000pOT JIeKapCTBEHHBIX NPENnapaToB A BETEPHHAPHOTO
npuMeHeHus " -

M.MuturycTus
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