| TOCYIAPCTBEHHAS IYMA _
®EJEPAJIBHOI'O COBPAHUS POCCUHCKOMN ®EJEPALIUH

CEIBMOI'O CO3BIBA

IIOCTAHOBJIEHHUE
TOCYIOAPCTBEHHOHN JTYMBbI

O npoekre peaepanbHoro 3akona Ne 1057597-7 «O Buecenun
H3MeHeHHi B @egepanbHbiil 3akon «O06 obpaieHnu
JIEKapCTBEHHBIX CPEACTB» B YaCTH BBOJAA B rpakaaHcKMii oGopor
JIEKapCTBEHHLIX NPenapaToB AJis BeTepHHAPHOTO MPpUMeHEHH»

I'ocynapctBennas [yma  ®epepanbHoro CobOpanus  Poccuiickoii

Qenepallddi NOCTAHOBJAET:

1. IIpuHATE B mepBoM YTeHHH NPOEKT deaepaibHOro 3akoHa Ne 1057597-7
«O BHeceHuu u3MeHeHuii B epmepanbHplii 3akoH «O6  o6palleHUH
JIeKapCTBEHHBIX CPECTB» B YaCTH BBOAA B MPa)XJaHCKUH 000pOT JieKapCTBEHHBIX
[IpenapaToB il BETEPUHAPHOIO NpUMEHEHUSA», BHeCeHHbIH I[IpaBHTEIBCTBOM
Poccuiickoii ®eneparimm.

2. HanpaBute  yka3aHHBI  3akOHOMpoekT I[Ipesunmenty  Poccuitckoit
Qepepauuy, B Coser ®epmepanun DepgepanbHoro Cobpaums Poccuiickoit

Depfepaluy, KOMUTETHI M KoMHccHM [ocymapcrtBeHHOM [lymbl, BO ¢pakimu
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B locymapcrBennoit [yme, B IlpaBurensctBo Poccuiickoii ®enepauun,
3aKOHOAATeNbHbIe (MpeACTaBUTENbHBIE) OpraHsl IOCYAApCTBEHHON BIIACTH
cyonpektoB Poccuiickoii @enepanuu.

Y CcTaHOBUTH, YTO MOMPABKU K YKa3aHHOMY 3aKOHOIIPOEKTY HalpaBIsIOTCS
B Komurer  T'ocynmapctBennoit  Jlymsl 1o OXpaHe  37I0pOBbS
1o 25 ¢espans 2021 rona.

3. Komuretry TI'ocynapctBenHoit JlyMEl 110 oxpaHe 3A0pOBbs A0paboTaTth
yKa3aHHBIN 3aKOHOMPOEKT c y4eTOM HOCTYNHBIIHUX [IONPaBOK
M BHECTH €ro Ha paccMoTpeHue ['ocymapcTeenHOM JlyMbl BO BTOPOM YTEHHH.

4. Hacrosiee ITocranoBnenue BCTYyIaeT B CUIIY CO OHSA €ro IIpuHATHI.
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Buocurcs IIpasutenscrBom
Poccuitckoit Gepepanuu

IIpoexr

s IE Y L
OEJIEPAJTHLHBIN 3AKOH

O BrHecenun usmenenmii B @epepanbuplii 3akon "'06 ofpamennu
JeKapCTBEHHBIX CPeCTB' B 9aCTH BBOJA B rpakaaHcKkuil oGopor
- JIeKapCTBEHHBIX NPENapaTos AJIs BeTePUHAPHOT0 NPUMEHeHMs

Crates 1
Brectu B PDepmepanpHbii 3aKOH OT 12 aﬁpenx 2010 fona Ne 61-@3
"O6 obpaieHuu nexapcrsennsﬁc cpencts" (Cobpanme 3aKOHOHATENLCTBA
Poccuiickoit Pepepanuu, 2010, Ne 16, cr. 1815; Ne3l, cr. 4161; Ne 42,
cT. 5293; Ne 49, cr. 6409; 2011, Ne 56, cT. 7351; 2012, Ne 26, ct. 3446; Ne 53,
ct. 7587; 2013, Ne 27, cr. 3477; Ne 48, cr1. 6165; 2014, Ne 11, ct. 1098; Ne 43,
| ct. 5797; Ne 52, cr. 7540; 2015, Ne 10, crt. 1404; 'N9_‘27, cT. 3951; Ne 29,
cT. 4359, 4367, 4388; NeSl1, cr.7245; 2016, Ne 1, er.9; Ne23, cr. 3287
Ne 27, cr. 4194, .4238‘, 4283, 2017, Ne 31, cr. 4791, 4827, 2018, Ne 1, ct. 9;
Ne 24, cr.3407; Ned9, cr.7521; Ne 53, ct.8437; 2019, Ne23, crt.2917;
" Ne 30, cT.4142; Ne3l, cr.4456; Ne 52, cr.7793; 2020, Ne 14, ct.2035)
cne;xsnoume M3MEHEHUA:

1) cratbio 47 ponomauTk vacteio 10 cnemyromero comepikatus:
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"10. Beox .ﬁ rpaxgaHcKkuit 06OpOT JNEKapCTBEHHBIX IIpENapaToB LA
BETEPUHAPHOIC IIPUMEHEHHUS, BBE3EHHBIX (riepememeHHHx) B Poccuitckyro
Defepaliuio, OCYIECTBIIETCS ¢ cobmolenneM TpeboBaHuii, YCTaHOBIIEHHbIX |
cratseit 52° macrosmero deepansHoro 3akoHa.";
2) IOTOJNHUTE cTaThel 522 CNELYIOINEro COASPIKAHUS: -

"Crates 52°. BBOA B rpamaHCKHil 060POT JeKAPCTBEHHBIX
' NpPenapaToB AJs BETePHHAPHOr0 NPHMEHEHHs

1. I'Iepe,& BBOJOM B TrpaxgaHckuii 0o60poT Kaxgok  cepuu
npousBefieHHOT0 B Poccuiickoit Defepanmy JekapCTBEHHOTO IIpenapara Ui
BETEPUHAPDHOr0 IPUMEHEHHI (3a‘ ncmmqénneM MMMYHOOHOIOTHYECKHX
NEKapCTBEHHBIX IpemaparoB  mid BeTepnﬁapﬁoro NpUMEHEHH)
IPOU3BONUTENDh TaKOro JICKApPCTBERHOrO IIperapara npegémamg:r B
YBEAOMHTENFHOM TNOpsAKe B (efepajibHBIH OpraH MCIHOJHHUTENLHOW BIAcTH,
. OCYILECTBIAOMMI (GYHKIEM O KOHTpOTIO (Hamsopy) B cdepe ofpaleHus
neKapCTBeHHLix CPEACTB SIS Be'répnﬂapﬂoro NpUMEHEHUS.

1) JOKYMEHT IIPOM3BOAUTEIIS JIEKapCTBEHHBIX CPENCTB,
IIOATBEPXKAAIOIIHEY COOTBETCTBHE Kgﬁecha NIEKapCTBEHHOTO ﬁpenapara .)ms['
BETEPHHAPHOrO MNpHMEHEHHs TpeGOBAaHUAM, YCTAHOBJIGHHBIM IIPH- €ro
rocygépcmennoﬁ pEerucTpalyy;

2) TOATBepXAEHHE JIHLA, YMOJHOMOYEHHOIO IPOH3BOTUTENEM

JNCKapCTBEHHBIX CPEACTB, COOQTBETCTBHA JICKapCTBCHHOI‘O npenapara g

20081830.doc
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BETEPHHAPHOIO vnpnmenenm Tpe60BaHIrI}IM,A YCTaHOBJIEHHHIM IIpH  €ro
ro:c:y;[ajocheHHoﬁ pErUCTpalyH.

2. Ilepen 1?;BOI[0M B rpaxJaHCKuil 060poT kaxknoi CepHH BBO3HMOTO
(mepememaemoro) B Poccuiickyro @enepaliio TekapCTBEHHOIO Ipenapara st
BETEPHHAPHOTO ~NpPHMEHEHHS, 33 MCKIIOUCHHEM nmaynoGnonomqecmx
JICKapPCTBEHHHIX MPENapaToB JUIs BETEPMHAPHOIO IPUMEHEHHS, opraHnsaum,
OCYILECTBIIIOMAs . BBO3 (nepqmeméﬁne) JIEKapCTBEHHOrO IIpenapara mﬁ
BETEpUHApHOTO MNpumeHeHus B Poccuifckyro @efepanuio, NIpeAcTaBIeT
B YBENOMHTENEHOM IOPAAKE B QefiepallbHb OpraH ACIONHUTENEHOM BJIACTH,
OCYILIECTBIISFOLIMH (i)}'HKIJ;PIH II0 KOHTPOIIO (Hai,u;sopy) B chepe obpaieHus
nexapcheHH;Ix CPELCTB IS BETEPHHAPHOTO npnMeﬁeHHx:

1) moxymenT IPOM3BOAMTENS °  JIGKAPCTBEHHBIX  CPEACTB,
TOATBEPH/IAONIUI COOTBETCTBHE Ka9ecTBa JIEKapCTBEHHOrO Mperapara AN
BeTeanapﬁoro NpuMeHeHHs TpeOoBaBMAM, YCTaHOBICHHBIM IIpH ero..
roCYHapCTBEHHOM pefHCTpauun;

2) MOATBepXAeHHE . JIUIA, YIOJNHOMOYEHHOrO AepXkaTeneM  HIH
BI2JeNbleM DEruCTPALOHHOTO YAOCTOBEPEHN)S JIEKApCTBEHHOro IIpenapaTa
IUIs BETSpHHAPHOI'O IIPHMEHEHHS, COOTBETCTBHA JIEKApCTBEHHOIO Iperapata
Il BETEpPUHAPHOTO NpUMEHeHHs TPeGOBAHMAM, YCTAHOBICHHEIM TPH €r0

rOCyHAapCTBEHHOHN pErvCTpaLvy.

20081830.doc
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3.Beog B rpaimchmﬁ 060poT  BBO3HUMOIO (nepeMenj;aemoro)
B Poccumtickyro @egepavio JIEKAPCTBEHHOTO Npenapara Ml BeTeanapﬁoro
IpPUMEHEHUS ocyrﬁecmnze'rcx Np¥ HAJIMYUM 3aKIOYCHHS O COOTBETCTBUM
IIPOU3BOAUTENS JIEKApCTBEHHEIX CPEeICTB TpeOOBaHUSAM IMpaBUN Hajiexammeit
IPOU3BOACTBEHHON NpaKTHKH, BEIAAHHOTO YIONHOMOYCHHHIM (eaepanbHEIM
OprasoM px_cﬁonnmengnoﬁ BIACTH hi1)5:1 npopISBo,ucrseﬁHoﬁ IUTOMAKH
JIeKapc:'rBeHﬁoro IpenapaTta JUIi BETEPUHApPHOIO ripnmeneﬂﬁﬂ, BBOZMIMOT'Q
B rpakjanckuit 06opor.

4.Jluno,  YHONHOMOYEHHOE  JepKaTeNleM  WHNM  BIafebLeM
perﬁcrpauHOHHoro YROCTOBEPEHUA - JIGKAPCTBEHHOTO . Npenapara Ul
BETEPUHAPHOIO IIPUMEHEHHs, JODKHO COOTBETCTBOBaTh TpPEOOBAHUAM,
IIPEXYCMOTPEHHEIM 4acThio 7 cTaThk 45 Hactosmero PenepanbHOro 3akoHa.

5. Ilopsnok mpencTaBieHus B cobrnercmnn c qacTamu 1 u 2 HaCTomneﬁ
'CTaThbM JOKYMEHTOB .n CBEIEHUH O JIeKapCTBEHHBIX [penapaTax Jid
BETEPHHAPHOTO npnMéHerm, BBOZMMEIX B  rpaxiaHckuit  obopor,
ycranasnusaercs [IpasurensctBoM Poccutickoit Oefepanu.

6.B oTHoIeHNU IEPBHIX ABYX CEpHUil JIEKApCTBEHHOTO IMpenapara A
BETEpUHAPHOTO NPHMEHCHHS, - BIEpBHE MpoussefeHnoro B Poccuiickoi
Qepmepauuy WIM BHepBEIe BBO3MMOrO (mepeMemiaemoro) B Poccuiickyro

Odenepauuio, - B (elepalibHBIf  OpraH  MCIONHHUTENBHON  BIACTH,

20081830.doc
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OCYIIECTBIAIONMH QYHKIMU [0 KOHTpONIO (Ham3opy) B ctepe obpameHus
neKaquBeHHLIx CPENCTB IJI1 BETEpPUHAPHOIO npnﬁeﬁeﬂnx, Hapsny
JOKYMEHTaMH, IpeAyCMOTPEHHBHIMM 4YacTsMM 1 M 2 HacTodgIe# CTaThH,
NpPENCTABJIAIOTCA  IPOTOKONBI  MCHBITAHMH O  COOTBETCTBHH  CEpHH
JIeKapCTBEHHOIO Ipenapara jisd BeTeanabHom IpUMCHEHUs I10Ka3aTelsIM
Katrecrsé, HOPEXYCMOTPEHHBIM HOPMaTUBHEIM JOKYMEHTOM (Hajyee - IMPOTOKON . |
MCHBITAHUE), NPOBOXMMELX aKKPeOWTOBaHHEIMH B . COOTBEICTBHM €
3aKoHOAaTeNbcTBOM  Poccmiickoit  Penmepanmu 06  axkpemuTalmEu B
HAllMOHAJILHOM CHCTEME aKKpEJHUTAlWd UCHBITATCIEHBIMHI J’IaGé)paTOpI/ISIMH
(ueHTpamu). -

- 7. Exerofso He mosznHee 1 ¢eBpais HpOM3BOJHUTENH JICKapCTBEHHBIX
CPEACTB MJHM OpraHu3alliy, OCYINECTBIAIOLME BBO3 (IepeMelleHwue)
JIEKaPCTBECHHEIX TPENapaTos Ul BETCPUBAPHOTO NpUMEHEHMsS B Poccwuiickyio
denepauuio, IPEACTABIAIOT B pelepanbHuii OpraH MCIOIHUTEIBHON BIIACTH,
ocymecmmroﬁmﬁ (YHKIHH O KOHTPOM® (Hamsopy) B chepe obparenys
NeKapCTBEHHEIX cpe,ﬁcrn VIS BefrepHHapHord npnmeﬁemm, IPOTOKOIT
WCHEITAHUH IOCTYNHMBIIErO B TEYeHHE Troja B TIPaXTAHCKHA 00OpOT
JIeKapCTBEHHOI'0 MpenapaTa I BETCPUHAPHOIO IpPHMEHEHHS KOHKPETHOIO
IPOU3BOAUTENS (HA ONHY CEPHIO KAXAOTO TOProBOro HaMMEHOBAHUS C YISTOM

nexapCTBeHHOM  (oOpMBI, a JUI1 JIeKapCTBEHHBIX IpemapaToB IS

20081830.doc
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BETEpUHAPHOTO [IPUMEHEHHd, He ABIAIOIKXCI HMMYHOOHONOIHYECKUMY,
Taloke € Y4YETOM JO3MPOBKHM), TPOBOAMMEIX AKKPEHUTOBAHHEIMU B
COOTBETCTBHM  C sakoHopatrenscTBOM  Poccmiickoii  Qemepaumm 06
aKKpEeAUTAlMM B HaOHANBbHOM CcHCTEME aKKpeAUTAUWM HCUEITaTENIbHHIMU
na6opatopusamMu (LEHTPaMH).

8. Beom B  rpaxpgaHCKuit 060p0T HMMYHOOHOJIOTHIECKOro
JIEKapCTBEHHOTO npénapa'ra. I BeTEPUHAPHOTro NpUMEHEeHN,
npousBeReHHoro B Poccuiickoit Penepanun Wi BBO3UMOro (repeMeIiaeMoro)
B Poccuiickyro CDeziepaumo, OCYIIECCTBIIAETCS Ha OCHOBAHWHM paspelieHus,
BBLJAHHOTO .  (pefepasibHEIM OpraHoM  HCHOJHUTENIBHON BIIACTH,
- OCYIIECTBISIOIEM GYHKIMHE IO KOHTpOMIO (Hajpsopy) B coepe o6pamenn§
JISKAPCTBEHHEIX CPENCTB AN BETEPUHAPHOTO IPHUMEHEHWs. YKa3aHHOE
paspelleHHe BEIIACTCS Ha ocndBaHIm IPOTOKOJI2 MCIILITAHUM, [IPOBOAMMBIX
(enepatbHBIM | rocy)iapCTBeHHanx 010 KETHEIM YUIpexxIcHUeM, |
IIOJBEAOMCTBEHHEIM  (DENEpABHOMY OpraHy WCIIONHMTENBHOM  BIACTH,
OCYIIECTBNSIOIEMY GYHKUHH 110 Konrpomo. (Hamsopy) B chepe o6pémenm
JIeKapC’I:‘BCHHI:IX CPEACTB [ BETEPHHAPHOTO IIPUMEHEHWUH, a TaKKe
IOKYMEHTOB M CBEJCHMIl, NpeXyCMOTPEHHBIX YacThi0 1 (Ha mpernaparos,
nponsBefeHHHX B Poccuiickoit Denepanum) .nmzll éacrrmo' 2 (i TIpeTapaToBs,

BBO3UMBEIX (TIepeMelnaeMbix) B Poccuiickyro De/IepallfIo) HACTOSINEH CTATEH.

20081830.doc
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9. Cpoxk Brimayuu paspemennx,' YKa3aHHOTO B YacTH § HacTOSIIeH CTaTbH,
COCTaBJIieT NATh paboumx AHeH co JaHA npencraBﬁeHnﬂ IIPOU3BOAMTENEM
NIEKapCTBEHHBIX CpEICTB JmbO omanné.anueﬁ, OCYIIECTBIAOMmME# BBO3
(ngpememenne) JIEKapCTREHHOTO Npenapara MIA BETEPHHAPHONO MPUMEHEHMI
' B Poccuiickyro Denepanuio, B (b;encpanmmﬁ opra ncnonnnrenr;noﬁ BJIaCTH,
OCYIIECTBISIOME QyHKIUH 1o (kOHTpOJIO) Ham3opy B cepe o6pamgnnx
JIeKapCTBEHHEIX CPEJICTB Ul BETEPUHADPHOTO NPHMEHEHHs, AOKYMEHTOB,
npenyCMOTpeHme YaCTHI0 8 HACTOAIIE! CTATHH.

10. Paspemenue, yxasaﬁnoe B 4acCTH 8. HacTOsIIeH CTaThY, BBIAACTCH
B OTHOIICHMM KaXKIOH u3 MEepBEIX ABYX cepuif HMMYyHOOHOIOIMYECKOro
JIEKAPCTBEHHOrO MperapaTa ANsS BETCPHHAPHOrO IPHMEHEHHS, BIIEPBEHIC
ﬁponaae)erHoro B Poccuiickoit Penepanuu UNM BOEpPBEIE BBO3UMOIO
(nepemernaemoro) B PoccHiickyio CDenépaumo. B oTHOmEHUH MOCHeXYIOITUX
CepHii  OAHOTO Tomeoro HaUMeHOBaHUS | HAMMYHOOMOIOTHYECKOro
nexaﬁcheHHoro upenapara A BETEpHHAPHOIO IIpMMEHEHUS,
npouspefeHHoro B Poccuiickoit @eneparuy uim BBOSEMOTO (nepeMemaemoro)
B Poccuiickyro denepanuio, Takoe paspelicHne anaﬁcx CpOKOM Ha TpH roja.
Hopﬂﬁox BEIJaYH paspemeﬁm ‘H.a BBOA B TIpaXAaHCKu#i 060poT
MMMYHOOHONIOTHYECKOTO JIEKAPCTBEHHOrO Ipemapara fis BeTEPUHAPHOrO

) HpHMCHeHIfIﬂ, a TaKXXe NOpAAOK BEIAAYH IIPOTOKOJIA KCI'IBITaHHﬁ, MIPOBOAMMBEIX

20081830.doc



dbenepansHEIM TOCyHapCTBEHHHIM  GIOMKETHEIM YUpeKAECHUEM,
IIONBCHOMCTBEHHBIM  (QellepalbHOMY OpraHy HCHONHUTENBHOM BIACTH,
OCyIECTBILIIOIEMY QyHKIMHE Ho KOHTponio (Ham3opy) B cdepe obpamenus
NeKapCTBEHHBIX CPEACTB [N BETEPHHADHOrO IPUMEHEHWS, ¥ METONHMKA
ONpeACNICHAA Pa3sMEPOB ILUIATH! 38 BEJAYY yKa3aHHOIO nporoxcoﬁa UCIIBITaHuH
ycradaBnuBaiotcs [IparutensctBoM Poccenitckoit deneparyu.

11. UIMmMyHOOHONOTHYeCkHe ~ NeKAPCTBEHHEIE  TIpemapaThl i
BETEPHHADHOrO  IPHMEHEHHS, BBEIECHHEIE B rpmaﬁcmﬁ | oboport
B COOTBETCTBHM C YacThIO 8 ﬁac-roxmeﬁ CTaThd, HOANEXaT XPaHeHHUIO,
nepeBo3ke, OTIYCKY, peanHsalluy, nepe,uaqé? IPHMCHEHUIO ;16 HCTEdeHUs
'CpOKA MX TONHOCTH.

12.3a HenpexcraBneHHWE WM  HECBOEBPEMEHHOE IIPEACTaBIICHWE
JOKYMEHTOB ¥ CBERCHWUI, npenycmofpennux yacTaMu | - 3, 6 1 7 HacTOSMmEH
CTaTbU, IPOW3BOAMTENN - JEKAPCTBEHHHIX CpeNCTB U  OpraHM3auuy, -
OCYIIECTBIIAIOIME BBO3 (TI€pEMEIEHIE) JIeKapCTﬁeHHHx IIpenapaToB JJis
BeTeanapHé)ro mpuMmeHeHus B Pocomfickyro  ®Denmepanmio, HeCyT -
OTBETCTBCHHOCTH B 'coom.e'rc'rsnn' C 3aKOHOAATEeNsCTBOM Poccuiickoi
Depepanum.

13. l'[pé,uc;rasnex-me JOKYMEHTOR ¥ CRENEHHH, HNpPELYCMOTPEHHBIX

gacTamMu 1 - 3, 6 w 7 Hactoswei#l craThM, M IONY4YEHWE paspelleHus,

2(081830.doc
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yKasaHHOTO B 9acTH 8 Hacrosmiedl craTeM, He TpebyroTcs B omomeﬁlm
JIEKapCTBEHHBIX  TIperapaToB ,ur;x BETEPHHAPHOTO  TIPUMEHEHHS,
OpefHa3sHaYeHHBIX AN [OpOBEACHUSA Knnﬁnqgcxnx HcCleOBaHuM
JIEKAPCTBEHHBIX NPENapaToB ULl BETEPHHAPHOTO IIpHMeHEeHHs], NPOBEAeHHs
SKCIEPTH3HL JIEKAPCTBEHHEIX CPEACTB IS OCYIIECTBIIEHHS TOCYLapCTBEHHOH
. PEerHCTpalluy JEKApCTBEHHEIX IIpEIapaTos AJd BETEpHHAPHOTO _npnﬁenermx, a
Takke B omomenﬁn ACKApCTBEHHBIX TWpEHapaToB M BETEpHHApHOro
MPUMEHEHHS, BBO3UMBIX JUL1 IeNeH, YKa3aHHEX B IIyHKTe 5 yacth 1 crateu 50
Hactosmiero PenepansHoro 3akona.";

3) cTaThio 65 NONONHUTE YaCTHIO 5 CEAYIOLIETO CONEPXAHMS:

"5.B TNopsaxe, YCTaHOBJICHHOM B COOTBETCTBUHU c
YacThiO 4 HACTOAIEH CTaThd, YNONHOMOYEHHEX denepansHbIi OpraH
WUCIONMHUTENEHOM BNACTH pacCMaTpHUBaeT BONPOC O NPHOCTAHOBIECHHU
peayid3aliiy ¥ IPUMEHEHUS JIEKApCTBEHHBIX MpenapaToB A BeTeanabHoro |
MpUMEHEHNS B CHyYac BHISBICHHS ‘B CpaXaHCKoM ofopoTe cepuu
JIEKapCTBEHHOIO Npelapara Uil BeTepHHAPHOIO NPUMEHEHUS, NOKyMEHTH U
CBEleHHS O KOTOpOH, mpemycMOTpeHHBle uHacTsMm 1 - 3 u 6 craThu 522
Hactogmmero ®efiepalbHOro 3a1<o'Ha,. He MpefCTaBlieHkl B YKa3aHHBIM Opras,
6o cepud HMMYHOOMOIIOTMYECKOr0 JICKApCTBEHHOIO Ipenapara Mis

BETEPUHAPHOIO NPUMEHEHHA, He UMEIONICH paspelieHus, NpelyCMOTPEHHOrO

20081830.doc
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qacrbb 8 crateu 52° Hacrosmero PefepansHOro 3aKoHa. B YKa3aHHOM cnyqée
YIOSIHOMOUSHHBIH (penepaJmHsfﬁ OpraH MCHDONHUTENHHOK BNACTH NpPUHUMAET
peIIeHye O NPHOCTAHOBNEHUY PeRM3aUME ¥ NPUMEHEHHs TaKol cepuH JIo

IPEACTABIEHNS YKa3aHHLIX JOKYMEHTOB M CBEHEHHH MO0 A0 NOMYYEHHUS

YKa3aHHOro paspenieHus.”.

| C'raTba 2

1. Hacrosmuuit DeepanibHBIA 3aKOH BCTYNAET B CHIY IO MCTCYCHMHU
| OZIHOrO '0fia MOCHe JHS ero étbnnnanbnoro OITyONMuKOBaHHSL.

2. [lokyMeHTBl O MOATBEPXICHUY COOTBETCTBUS JIEKapCTBEHHEIX
TIpenapaToB UL BETCPHHAPHOTO npﬁmeﬂeum (manee - cepTHQUKATE
COOTBETCTBMA ~ MIM  JEKNapaliy O  COOTBETCTBHH), OQOpMIICHHEIE
B COOTBETCTBMHM  © 3aKOHONATENbCTBOM  Poccuiicko#  Pepeparuu
O TEXHHIECKOM peryﬁnpoaamm JO IHSA BCTymuieHdd B cwiy DenepalibHOro
3akoHa oT 28 Hosbps 2018 roma Ne 449-D3 "O BHeCEHMH W3MeHEHHH
B OTHeNbHbIE  3aKOHOJNATENBHEIE aKTBI Poccuiickoit ~ Pepepanuu
O BOMPOCY BBOAA B rpaxpaHckuii 060pOT JIEKapCTBEHHBIX IpenapaToB it
MeJUIHHCKOro npnmeﬂeﬁm", HEHCTBYIOT 0 OKOHYAHKA CPOKa HX JAeHCTBUS.

3. ITonoxenus qa&m 10 crateu 47 @ cratsu 52° GenepansHoro 3aKoHa
ot 12 anpens 2010 roxa Né 61-®3 "O6 obpalneHny NeKapCTBEHHEIX CPENCTB"

(B pemakmuu Hactosmero @eXepaTbHOTO 3aKOHA) HE PacIpoCTPAHAIOTCS

20081830.doc
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Ha  JIEKapCTBCHHBIC IIpe€mapaTHl g BC‘:TepI/IHapHOFO PUMEHEHYS,
BEIIYLIEHHEE B oOpalleHle Ha OCHOBaHMH CepTH(HKATOB COOTBETCTBUS HIIK
ﬁefmapaunﬁ 0 COOTBETCTRHM.
4. JIexapcTBEeHHEIE Npenapatsl M BETEPUHAPHOrO NPUMEHEHHS, |
yKasaHHblE B 4YacTH 3 HacTosIei CTare¥, DOANIEXAT npousnoncﬁay
A0 VICTEYEHHs Cpoka JeHCTBYA cepm(pmca'roﬁ COOTBETCTBUS ﬁnn ,ucmapauni«‘x.

O COOTBETCTBHM, XPAaHEHMIO, IIEPEBO3KE, OTIIYCKY, peald3aluH, [epeaade,

NIPAMCHEHHIO N0 HCTEYCHU A CPOKa UX F'OAHOCTH.

[IpesupeHt
Poccuiickoit ®enepanuu
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MOSICEATENLHA ST 3ATTHCKA.

K npoexTy (peaepanbHoro 3akona "'O BHeceNMH H3MeHeHH
B Deaepansurtif 3axon "'O6 o0paleHnn JieKapCTBEHABIX CPeACTB B 4acTH
BBO/Ia B rpa’AaHCKHH 060pOT iekapcTBEHHBIX NpenapaTor AJs
. BETEpPHHAPHOIO NpUMeHeHun "

[Ipoekt  denepansHOro 3aKOHa "O BHECEHHWH -~ M3MEHEHHH
B DenepanbHeii 3axkon "O6 o6paleHEY NeKApCTBEHHBIX CPEACTR" B YaCTH BBOXA
B . TpaXJaHCKuH o0OpPOT INIeKapCTBEHHBIX NpENapaToB Mnd BeTEPUHAPHOro
npuMeHeHUs" (Janee « 3aKOHOINPOEKT) pa3paGoTaH B COOTBETCTBUM C ITyHKTOM 185
IUIaH4a 3aKOHONpPOEKTHOH AesarensHocT! [Ipasurenscta Poccutickoit @eneparmu va
2020 rog, YyTBepXAeHHOro  pacmnopsbkeHueM  IIpaBurtenscTBa  Poccuiickoit
Penepaiin ot 26 gexabps 2019 r. Ne 3205-p.

B cootsercTBuu ¢ PexepanbHEM 3aK0HOM oT 28 HosS6pa 2018 r. Ne 449-03
"O BHECCHWH H3MEHEHWH B OTHENBHEIE 3aKOHOAATENBHBIE aKTHI Poccuitckoif
®Defiepailny 0 BONPOCY BBOAA B IPaXAAHCKHUI 060pOT T€KApCTBEHHBIX NPENapaToB
e MEAMIMHCKOrG  OpuMmeHeHHa'  (mamee -  DepepanpHeif  3aKOH
No 449-Q3) chepa obpamienus JIeKapCTBEHHBIX CpPEACTB HCKIIOYEHA H3-TIOJ
peficteus  QemepanbHoro  3akoHa or 27 nekabps  2002T. . Ne 184-03
"O TeXHHYECKOM pEeryIMpOBaHMK", B CBA3M C .4eM ofpasopaincs mpoben
B IIPABOBOM DPEryNUPOBaHWM BBOAA B rpaxcnéncmﬁ 060poT cepuit NexapCTBEHHBIX
NpenapaToB JUI BETCPHHAPHOIO IIPUMEHEHHS.

HeficTBytonee 3aKOHOAATENBCTBO NPEAYCMATPUBACT pasIM4HBIE [IPABOBEIE
MEXaHM3MB!, HallpaBlieHHble Ha cobOmopaenue TpeGoBaHuit B cdepe obpareHus
JIeKApCTBEHHBIX CPEJICTB JUIS BETEPHHADHOIO NpHMEHeHHA. K TakuM MexaHW3MaM
OTHOCATCA TOCYJAPCTBEHHAS pErHCTPAlMs = NEKAPCTBEHHBIX npenapaTtoB  ANA
BeTEpHHAPHOro NpuMeHeHus (oOecrneuyBacT OLIEHKY HOBOIO NpPOLYKT2 C TOYKH
3penus 6e30macHOCTH, kayecTBa U 3QQEKTUBHOCTH), JHIIEH3NPOBAHNE POCCHHMCKHX
TIPOU3BOAUTENEH JIEKAPCTBEHHHIX CPEACTB MM BETEPUHAPHOTO INIPUMEHEHMS W
micnexmponanue 3apyGeXKHEIX ITPOU3BOAMTENEH JIeKapCTBEHHBIX CpPEACTR JUIA
BETEDHHADHOrO  NpHMeHeHHs  (06ecHedMBaéT  MPOBEPKY  COOTBETCTBHA
npoussofutenefl IlpaBumam opraHMsauyy ¥ MpOBEAEHMS WHCIIEKTHPOBAHUS
[IPOU3BOTHTENIEH JIEKapCTBEHHBIX CPEACTB HA COOTBETCTBME TpeGOBaHWSAM IIpaBUII
Hajjiexaled Npou3BOACTBEHHON IPakTHKM, a TaloKe ™ BBIAAYM 3aKITIOUEHUH
O COOTBETCTBHH MPOM3BOAMTENS JIEKAPCTBEHHAIX CPEACTB YKa3aHHBIM TPeGOBAHUAM,
YTBEP)KNCHHBIM TDocTaHOBNeHWeM IIpaBuTenscrBa Poccuiickodt ®eneparmu oT
3 mexabps 2015 r. Ne 1314). Hauwunas ¢ 29 mosa6ps 2019 r. (narsi BCTyIUIEHUS B CHITY
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®epepansHoro 3akoHa Ne 449-@3) sorpock no;('rBepmneHm Kd9eCcTBa OTIENBHBIX
cepuif NEeKapCTBEHHBIX MpEMNapaToB ANl BETEPHHADHOrO INPUMEHEHHs IpH UX
HEIIOCDSACTBEHHOM  BBOJIE B TIpaXHAaHCKHE  060pOT  AEHCTBYIOIMM
3aKOHOAATENECTBOM HE YPEryTUpOBaHEL. o . '

. B coorsercteum ¢  3akoHompoekroM B (efePaNBHEA  3aKOH
or 12ampens 2010r. Ne61-®3 "O6 oOpamesiiu NeKapCTBEHHEIX CpeicTs”
-(manmee -  Depepamshpii  3akoH  Ne 61-03)  BHOCATCS =~ U3MEHEHMA,
NpefyCMaTpHBafoIIEe YCTaHOBNEHHE MEXaHM3Ma BBOJA B rpaxiaHCKuii 060poT Ha
TepputopuM  Poccutickoli  ®efiepalvil  JIeKapCTBEHHBIX. [peNaparToB  JUIs
BETEPUHAPHOIO [PUMEHEHHS MX NPOM3BOJMTEISIMH M  XO3AUCTBYIOMHMU
cy6BEKTaMy, OCYIIECTBIMOMMMY BB03 B Poccuiickyio Penepanuio reKapCTBEHHBIX
ApenapaToB JUIf BETEPHHAPHOTO IpPUMEHEHWS, IIOCPEACTBOM NpeACTaBICHUS
B (efepaybHbI OpraH WCHONHWUTENBHOM BIACTH, OCYIIECTBISIONME (QyHKIwm
0 KOHTPONIO M HaJ3opy B cdepe OGpaIeHHS NeKapCTBEHHBIX CpPEICTE JUIA
BETEPUHAPHOIO [IpPUMEHEHUA, CBEMIEHHE O KadecTBe. JEKapCTBEHHBIX MpENapaTroB
WM TIONYYeHHH COOTBETCTBYIOHIErO0 paspemieHHs I HMMYHOOHONOrMYECKUX
JIEKAPCTBEHHEIX NMPEMapaToB JUIs BETEPHHAPHOTO IIPUMEHEHHs B3aMEH MeXaHH3Ma
0053aTeNEHOr0 MONTBEPIKACHMA COOTBETCTBUS JIEKApCTBEHHEIX [peNapaTtoB JUIs
BETEpUHAPHOIO NIPHMEHEHN, IIpUMeHsBIIerocs f0 29 Hosa6ps 2019 r.

TaxuM ob6pazoM, 3aKOHOIIPOEKT IO CYINECTBY HE NpeLyCMAaTPUBAcT HOBBIX
MeponpHsTHE B clepe KOHTpONd H Hé.naopa 3a ofpameHueM JIEKapCTBCHHBIX
CPEeLCTB IS BETEpHHAPHOIO IPUMEHEHHS. |

CraThei | 3aKOHONpOEKTa NpeJIaTaeTcs AOMOJHUTE CDe)IepaJIBHLIﬁ 3aKOH
Ne 61-®3 momoxKeHMSAMH IO BBOZY B TpakOaHCKMH OOOpOT JeKapCTBEHHBIX
TIPENApaToB [ BETEPHHAPHOrO NPHMEHEHH,

3aKOHONPOEKTOM  TNpe[uiaraeTci  CHeAYIONIMM  MexaHH3M  BBOJAA
B TIpaXJABCKHH OGOPOT JeKApCTBEHHBIX [pENapaToB /Ui BETEPHHAPHOTO
TpUMEHEHHUS: : -

1) npencrapieHde B yBEJOMUTENEHOM IIOpSEKE B Poccenbxosnanaop
HOKYMEHTOB, HOATBEpKAAIOMUX Ka9eCTBO CEpHU JEKapCTBEHHOro IIperapara s
" BETEPUHAPHOT0 NPHMEHEHHS,; ‘

2) npexcrasnenre B Poccenbxo3HaA30p npo'roxonos UCITBITaHMH NIEPBEIX ABYX
cepuii BiepBhle BBOAUMOIO B MpakHaHCKui 060poT IeKapCTBEHHOTO Npenapara Juls
BETCPHHAPHOI0 IPUMEHEHNUS;

3) exerogHOe mpezncTaBieHHe B Poccensxo3Hansop nporoxona HCIIBITaHHI]
ONHOM CepHH KaXIOTo TOProBOrO HaHMEHOBAHMA JIEKAPCTBEHHOTO Npemnapata A
BETEPHHAPHOTO NMPUMEHEHUs, MOCTYIHBIIEro B rpaXXIaHcKuit o6opor;

20081829.doc



4) opopMneHne paspemeHuii Ha BBON B pa¥JaHCKu#  0o6opoT
UMMYHOOMOIOTMYECKMX  JIEKAPCTBEHHBIX  IpelapaToB Ais  BeTEPUHAPHOTO
OpUMeHeHus; '

5) ompenmeneHde Mep BO3LEHCTBHSA 32 HEHCIONHEHHE BBIIEYKA3aHHBIX
TpeboBanuii.

OTHOCHTENBHO pPa3speIIMTENFHOIO IOpSaKa BBOJA B IpaxAaHCKHit ofopoT
BMMYHOOMONOTHYECKMX JEKAPCTBEHHBIX IPENapaToB HEOOXOAMMO OTMETHThH

. CHELYIOIIee. : -

Cornmacio  myexTy 7 craten4  DepepanmpHoro 3akoHa  Ne 61-03
K HMMYHOOHOIOIMYECKUM IJIEKapPCTBECHHBIM MpelaparaM OTHOCHTCA BaKIMHEL,
aHATOKCHHEI, TOKCHHBI, CHIBOPOTKH, HMMMYHOIMIOOYNHMHEI ¥ ajflepreHsl. Takue
IpenapaTs IPUMEHSIOTCS HPH POBSACHUM IPOTHBOSIM300THYECKIX MEPOIIPHUATHH,
KOTOpEIE HanpaBieHB HAa 3allUTy JKHBOTHBIX OT Ooie3He#l, B TOM HHCIE OT
GonesHell, o6muX HJIs 4eNOBEKa H XMBOTHEHIX, & Talkke Ha obecledeHre BEHITYCKA
6e3omacHOM B BETEPHHAPHO-CAHMTAPHOM OTHOIICHWM MPOAYKIHHM XHMBOTHOTO
NpOMCXOXAeHHs. Hapamy ¢ mHOCTEACTBMAMH IpUMEHEHMS HEIQPEKTUBHEIX
UMMYHOOMONOIHIEeCKHX JIEKapCTBEHHBIX IIPElapaToB OCOOBIE OMACEHUS BEI3HIBACT
BO3MOXHOCTB obpaineHus HeZoOpOoKaYeCTBEHHEBIX JKUBBIX BaKIHH,
NPEACTaBIAIOIMKUX YTPO3y SIMH300THHECKOMY ONaronomydmio, paBHO Kak H
6uonorideckoit 6€630MaCHOCTH CTPAHBL.

B CBS3H C 3THM KOHTPONE 3a obpamieHneM AaHHBIX lpenapaToB Tpebyer
ocoBoro moaxoma co CTOPOHEI rocyfapcTBa B Lelax obecmeueHus 6Ge30macHOCTH,
9GOEeKTHBHOCTE W KayecTBa HMMMYHOOHMOJIOTHYECKHX JEKapCTBEHHBIX IPErapaToB
INd  BETEPHHApHOTO  NpPWMEHEHHSI, YTO COOTBETCTBYET NPHOPHTETHBEIM
HalpaBJieHHSM TOCYHapCTBEHHON MOMMTHKY B o6iacTy obecniedeHus XUMUIecKol i
Ouonorudeckoli 6e30macHOCTH, ompefeneHHEM YkasoM Ilpesupenta Poccuiickor
®epeparmn ot 11 Mapra 2019 r. Ne 97 "O6 OcHOBaX rOCYAApPCTBEHHON NOJIATHKY
Poccuiickoit Pemepaiym B obnactu obecnieueHus XUMHYECKod ¥ OGuomorudeckoi
6e3onacHocTH Ha meproz Ko 2025 rofa u KansHeRITyro IIepCHeKTHRY " .

Taxas cUTyanus OCOGEHHO KPUTWMHA B CBA3K C TEM, 9IO B COOTBEICTBUH
¢ myrkToM 3.13 TTonoxeHHs O €MHOM IOpANKE OCYLIECTBIECHHUS BETEPUHAPHOrO
KOHTpoNn% (HAN30pa) Ha TaMOXEHHOH rpapuie EBpasuiickoro 3KOHOMHYECKOTO
COI032a M Ha TaMOXEHHON TeppUTOpHEH EBpasuiickoro 3KOHOMMHECKOIO COH33,
yTBepxaeHHoro Pemennem Komuccuu TamoxkeHHOro corosa ot 18 mons 2010T.
Ne 317, rocymapcrBa - wieHB! EBpasmiickoro 3KOHOMHYECKOTO COIO3a B3aHMHO
NPH3HAIOT pe3yNBTATHl PErHCTPalUH JIEKapCTBEHHBIX CPEACTB JJIA BETEPHHAPHOTO
OpYMEHEHHUS, YTO HaeT BO3MOXHOCTh CBOGOHO IlepeMelnaTh Takue JIeKapCTBEHHEIE
_CPeACTBa MeXJY rocylapcTBaMHu-wieHaMu. B CBA3M ¢ OTCYTCTBHEM B EBpasuiickoM
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3KOHOMUYECKOM COI03€ JMBEIX IPaBuil OGpalleHAT BETEPHHAPHEIX JEKaPCTBEHHBIX
CPENCTB CYNECTBYeT S3HAUMTENbHAS pAasHMIA B IOAXOAAX K PErMCTpAIH
JEKapCTBEHHEIX IIPETIApaTOB B IOCYAapCcTBax-dileHax U obecledeHuIo MX KadecTsa,
sddexTurHOCTH U 6e30macHOCTH. CleACTBHEM CIIOXMBINEHCS CUTYAUUH SABISETCS
6ecxoHTponbHOe obpamenue B Poccun teKxapCTBEHHEIX CPEACTE UTE BETEPHHAPHOTO
_ IpMMeHEeHUs, He OTBedaromux TpeboBaHMAM pOCCHICKOro 3aKOHOAATENHCTEA.
HeobxonumMo OTMETHTH, 9YTO B 3aKOHOIPOEKTE HCHONB3YETCS TEpMUH
'mepeMeleHre JICKApCTBEHHOrO Ipenapara /U BETEPHHAPHOIO NPUMEHEHHS
B Poccuiickyto ®Pegmepanmro, 3auMCTBOBaHHBIM U3 TipaBa Espazuiickoro
S5KOHOMHYECKOrO COK3a C HENBI0 paclOpOoCTpaHEHMs MACHCTBHA IIOJMOXCHUMN
3aKOHONPOEKTa Ha JICKApCTBEHHEBIE NpemapaTH A BETEPUHAPHOIO NPHMEHEHWH,
nepememaeMbie B Poccuiickyro Qexepanuio H3 JAPYTHX TOCYAapCTB - WICHOB
Espazuiickoro 5K0HOMHYECKOTr0 COX03A4.
Cnpasouro: eviseneno, umo 6 Pecnybnuxe Apmenus THKO "Hayunorii yenmp
. OYeHKU U GHANU3A puUcko8 be3onacHocmu nuwesvix NPooyKmos", ynonHomouenHas
nposodumes  3kcnepmusy obpasyo8 - UMMYHOOUOROZUHECKUX  NeKAPCMBEHHbIX
npenapamos, ne umeem memoduyeckol, memodonozudeckoii 6asel u obopydoeanus.
3mo He nossoisiem nposodums sxkcnepmusy obpasyos npenapamos 6 Heob6xo0uMom
obveme,. a maxdice OCywecmenime 6CeCMOPOHHION 3KCNEPMUSY 8 OMHOUEHUU
sghhexmusnocmu u 6esonacrocmu npupeHenus maxux npenapamos.
B pamkax ocywecmenenus jpedepanvHo20 20Cy0apCmEEeHHO20 Had30pa
8 chepe obpawenuis nexapcmeeHHbIX npenapamos. OnA 8emepUHaPHO20 NPUMEHEHUS
monvko 3a 2019 200 euiaeneno Hecoomeemcmeue kauecmea 06pasyoe nopsadxa 30%
ReKapCMeeHHbIX Npenapamos, 3ape2ucmpuposaHHblx Ha meppumopuu Pecnybnuxu
Kazaxcman u obpawarowuxcs Ha meppumopuu Poccutickoii @edepayuu.
Anmubarmepuansuvie npenapamvl OnL B6eMEPUHAPHO20 WNPUMEHEHUA NpU
-20cyoapcmeennoy  pezucmpayuu Ha meppumopuu Pecnybauxu Kazaxcman
He nposepamca 6 Hacmu cOBRIOEHUs CPOKOS ONCUOAHUA BbIBEOCHUS OCIAMOUHYIX
Konuyecme Oelcmeyiouiux eeujecmé 8 NPOOYKYUU IHCUBOMHO20 NPOUCXONCOEHUR
nocne ux MNpuMeHeHus, umO Oendem  UCNONL306AHUE MAKOU NPOOYKYUu
HebesonacHvim Ons uenoeexa u ne coomeemcemeyem Cmpamezuu npedynpedncoeHus
PacnpoCMpaHerus aHmumuxkpobroti pesucmenmuocmu 8 Poccuiickoti ®edepayuu
Ha nepuod 0o 2030z00a, ymseepacdenHoii pacnopsadicenuem Ilpasumenvcmea
Poccuiickoti Pedepayuu om 25 cenmabps 2017 2. Ne 2045-p.
BrimieykasaHHoe TMOATBEPXKAAET BHICOKMIM PHCK TIOCTYINeHWs B oOpamienye
Ha TeppuropuM Poccuiickoit ®epepamuy  JIEKapCTBEHHBIX CPEACTB  JUIA
BETEPUHAPHOTO MPUMEHEHUS, ONACHEIX I MPUMEHEHM.
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HeobxomumMo OTMETUTb, 4TO 3aKOHONPOEKTOM MPEXYCMATPHBAETCA CPOK
BCTYIUIEHXA €r0 B CANTY IO MCTEYCHNN OMHOTO rOfA TOCHe JUHs ero ocbnuHaJmHoro
OIy6IHMKOBAHMA. .

CraTheif 2 3aKOHONPOEKTa  NPENYCMATPUBAETCA, YTO  JOKYMEHTEHI
0 TOATBEPXKEHHHE COOTBETCTBHA NEKAPCTREHHBIX IPENIApaToB AJid BETEPHHAPHOTO
. IpUMeHEeHUsA (CepTU(HKATEI COOTBETCTBHA MIH [EeKIapaliyi O COOTBETCTBUH),
0ohOpMIICHHBIE B COOTBETCTBMH C 3aKOHOKATeNbCTBOM Poccuiickoit Pemeparun
O TEXHUYECKOM PETYTHPOBAHUK KO JHA BCTYIUICHWS B cuiy DenepansHoro 3akoHa -
No 449-03, pelicTBYIoT MO OKOHYWAaHMSI CpoKa UX JeHCTBHI M 49TO neficTBHe
SaKOHONPOEKTd HE paclpoCTpaHAeTCs Ha JIEKApCTBEHHEIE IpemapaThl I
BETEPUHAPHOTO NPUMEHEHHWd, BRUIYIICHHEIE B ofpamieHWe Ha OCHOBaHUM
cepTudukaTOB COOTBETCTBHA UM AeKIapalyii 0 COOTBETCTBHY, BHINAHHBIX AO JHA
BeTymienus B cuny demepansHoro axoma Ne 449-03. Takue NekapCTBEHHEIE
IpeniapaThl N8 BETePHHAPHOIO INPHUMEHEHWA  MOMIEXAT HpPOM3BOACTBY
JI0 uCTedeHMs cpoka AEHCTBHUA CepTH(HKaTOB COOTBETCTBHS WM JeKiapaldil
O COOTBETCTBHMH, XDaHEHMIO, MEpeBO3KE, OTHYCKY, pealusalld, Iepeaade,
IPUMEHEHUIO O UCTeYeHUs CPOKa UX TOXHOCTH. '

" 3aKOHOIPOEKT He upomaopetm'r nonoxeHusM Jlorosopa o Espasuiickom
9KOHOMHYECKOM = coro3e oT 29Mas 2014r., a Take MONOXEHUIM HHEBIX
MEXAYHapOAHBRIX  OoropopoB  Poccuiickot ~ ®Pepepamuum. - IIpepnmaraemeie -
MM pellleHHs He MOBIHMIOT HAa HKOCTWKCHHE Ieiell TOCYNapCTBEHHEIX IPOTPaMM
Poccnitckoit Oenepanuy.

3aKOHOUPOEKT CONEPXXKHT ofs3aTensHble TpeGOBaHWA, OUEHKA COBIOIEHUS
KOTOPEIX OCYIIECTBASETCS B PaMKaX TOCYAaPCTBEHHOTO KOHTPONA B cdepe
obpaIneHuss NeKapCTBEHHBIX CpPEeNCTB IS BETEPHHAPHOTO MpPUMEHEHMs, IIpH
paccMOTpeHuR fen o6 aJMUHUCTPATUBHEIX IPABOHapyMIEHWSAX. 3a HapylieHue
obs3aTensHBIX  TpeGoBaMMit  IPOM3BOAWTENH  JIEKAPCTBEHHBIX  CPEACTB
¥  OpraHu3alyi, OCYHOIeCTBISION[ME BBO3  JIEKApCTBEHHBIX  NpenapaToB
8 Poccumiickyto @epepamo, HeCyT OTBETCTBEHHOCTH B  COOTBETCTBHHM
co crarseit 6.33 Komexca Poccuiickoit ®epepatiuu 06 agMHHUCTPATHBHEIX
[IpaBOHAPYINEHUSX. o

Peanuzanus TIpe/yCMOTPEREBIX 3aKOHOIPOSKTOM TIOJTHOMOYWii
Poccenpxo3nanzopa Oyner OCYImECTBIATRCA B Ipefeflax  YCTAaHOBJIECHHOH
IlpaButensctBoM  Poccuiickoit  Pepmeparuu | YHCHEHHOCTH  paGOTHHKOB
¥  OCIOMXeTHBIX  ACCHIHOBaHHWM, IpPEXYCMOTPEHHBIX  PoccensXo3Hag3opy
B denepampHOM Gr0KETe Ha PyKOBOACTBO H yUpaBieHHe B chepe YCTAaHOBIEHHEIX
byuxumit, HapemeHue Poccenmbxo3Hajg3opa ¥ . IOLBEHOMCTBEHHOTO  eMy
¢denepansHOro rocyXapCTBEHHOre GHOJUKETHOr0 YApeXACHUA COOTBETCTBYIOIIMMU

-
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JOMONHHUTENBHEIMH [TOJTHOMOYUSAMH, npenaraeMbIME  3aKOHOIPOEKTOM,
He TIOBIeYeT HEOOXONMMOCTH BHIOENICHHS JOMONHUTENBHBEIX OFOIDKETHBIX
accWrHoBaHmMit ¢emepanpHOro Oofxera, MOCKOABKY Ijara 3a JeHCTBHY,
IpeNyCMOTPEHHEIE 3aKOHOIIPOEKTOM, 6yZeT B3UMAaTECA C 3asBUTENEH U IOKPOET BCe
pacxompl PoccensxosHagsopa W NORBENOMCTBEHHOrO €My  (eaepanbHOro

roCyJapCTBEHHOrO OIOMXKETHOTO YYpEXHCHHMA Ha OCYLIECTBICHHE YKa3aHHBIX
ITOJITEOMOYHH. :
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OUHAHCOBO-9KOHOMHAYECKOE OBOCHOBAHUE

pelenuii, npegnaraemMbIx K NpUHATHIO IPOEKTOM (hefepatbHOro 3aKOHA
"O BHecennu usmeHenn# B epepanbunpiii 3axon "'O6 obpamennn
JeKapCTBEHHbIX CPeACTB' B YaCTH BBOJA B YpaxAaHCKHii 060poT
JeKapCTBEHHBIX PeNnapaTos AJisl BETePHHAPHOro NpUMeHeHus "

Peanusanus ~ @epepampHoro  3akosa 'O BHECEHHH  H3MEHCHMM
B Depepansubiii 3akoH "O6 obpameHun JNeKapCTREHHEIX CpeACTB" B YacTH BBOJA
B TpaX(IaHCKHMH O06OpOT JEKApCTBEHHBIX DpEeNapaToB IS BETEpHHapHOTO
OpUMeHeHHA" He MoTpeOyeT yBemMYEHWs IUTaTHOM YHCICHHOCTH GemepalbHBIX
OpraHOB MCHONHUTENbHOM BNACTH U JOIONHUTENBHEIX GIO/KETHEIX ACCHIHOBAHMM
u3 demepansHOro GromxeTa. ’
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ODEPEYEHD

denepanbHbIX 3aKOHOB, NOMIEHANAX NPAIAAHAI YTPATHBIIAMH CHITY,
NPHOCTAHOBJIEHHIO, H3MEHEHHIO HJIH NPAHATHIO B CBSI3U ¢ IPOEKTOM
denepannroro 3axona ''O sHeceHnH n3menennii B GenepanbHbii 3aK0H
"06 ofpamesny NeKapCTBEHHBIX CPEACTB' B UACTH BBOAA B IPaskiaHCKH
060poT NeKapeTBeHHBIX OPEeNapaToB AJIS BeTepHHAPHOro NpAMeReHus "

Tlpusnanwe yTpaTUBIIMMM CHIy, [OPHOCTAHOBJICHUE, W3MEHEHHE WK
NpuHATHE (ENEepalbHBIX 3aKOHOB B CBA3U C IPOEKTOM (efepabHOTO 3aKoHA
"O BHecenuy u3MeHeHu#t B Oenepanpupiit 3akoH "O6 obpalieHUM TeKapCTBEHHBIX
cpencTB" B 4acTH BBOZia B TPaXHaHCKMHA 0OOpOT JIeKapCTBEHHBIX IPENapaToB
JUIs BETEpUHAPHOTO IIPUMEHEHUS" He NoTpedyercs.

INORINK dae



ODEPEYEHD

HOPMATHBHEIX NpasoBbIX akToB Ilpesunenta Poccuiickoit Pemeparnum,
IlpaBuTennerBa Poceniickoit Penepanun ¥ pegepanbHbIX OPraHOB
HCIONHYTEIbHOM BIACTH, NOAMEKAIUX NPASHAHNIO YTPATUBIIUMHE CHIY,
DPHOCTAHOBIEHHIO, H3MEHEHHAIO HIM NIPUHSITAI) B CBS3H € IPOEKTOM
¢enepansHnoro saxkona 'O BHecennd H3MeneHHii B ©@efepanbubii 3aK0oH
""O6 oGpamenHH JeKAaPCTBEHHBIX CPeACTB' B YacTA BBOJA B rpaskAaHCKHM
060poT JIeKapCTBEHHBIX HPENAPaTOB AJIS BeTEPHHAPHOr0 NpHMeHeHus"

[Ipunarue Penepansuoro sakoHa "O BHeceHun usMeHeHuH B DefepaibHklii
3akoH "OO6 ofpallieHyH JeKapcTBEHHBIX CPEACTB" B acTU BBOAA B IPAXKHAHCKMIA
060pOT NeKapCTBEHHEIX HpeNapaToB IS BETEpUHAPHOTO NpPHMeHeHHA" (Halee -
3aKOHOIIPOEKT) MOTpebyeT MPHHATUA CIELYIOLIMX HOPMATHBHEIX IIPaBOBBIX aKTOB
ITpasutenscTBa Poccuitckoit deneparmu: o

A 1. [TocranoBnenue IlpasurensctBa -  Poccuifckoit Denepanuu
"O6 yTBepXAEHMH NOPSAKA TNPEACTaBICHUs HOKYMEHTOB M  CBeeHUi
O JIeKapCTBEHHEIX npenaparax i BeTEpHHApHOro NpPUMEHeHYs, BBOIUMEIX
B rpaxXAaHCKu# obopor”. '

O6ocHoBaHUEM HeoOXOAMMOCTH [IpUHATUSL COOTBETCTBYIOMIErO
HOpPMaTVBHOTO NIpaBoBoro akrta IlpaBurenscrBa Poccuiickoi Defepalyu SBIICTCS
IYHKT 2 cTaThY 1 3aKOHOIpOEKTa.

Henpi0 DNpPHESTHS COOTBETCTBYIOIIErO HOPMaTUBHOIO IIPaBOBOIO  akTa
[pasurenscTBa Poccuifickolf Mefepamuy = ABISETCS YTBEPKHEHHE IOPSIKA.
IpeACTaBICHUsT MOKYMEHTOB M CBEACHUN O JIEKapCTBEHHBIX NperapaTax mis
* BETepPHHAPHOTO NPHUMEHEeHN, BBOAUMEIX B IPaXKTaHCKUHi 060poT.

[onosHo# ucriomauTens - Muncensxo3 Poccun. ‘

Coucnionuurens - MunasxoHOMpa3BuTHA Poccun.

Cpok mogrotosxd - 2020 roz.

2. ITocranoBnexue TTpasATeNECTBA Poccutickoit ®enepamuu
"O6 yrBepXIeHHMH TIOPANKA BBRINAYH paspelieHHs Ha BBOJ B rpaxJaHCKui o6opoT
HMMYHOOHOJIOTHYECKOTO  JICKAPCTBEHHOTO  mpemapata Jaisg  BETCPHUHAPHOro
IPUMEHEHNA, a Takoke INOpAAKA BHNAYM IPOTOKONA HCIEBITAHHMA, HOPOBOMMUMEIX
denepanbHEIM TOCYHapCTBEHHBIM OI0IMXETHRIM YIPEXHCHUEM, OABEIOMCTBEHHEIM
dbenepanbHOMY OpraHy MCIOJHHMTEIBHOM BIACTH, OCYMECTBISIONEMY QYHKUMHE 110
Hamsopy B cdepe obOpameHHs IEKapCTBEHHBIX CPEACTB MJA ‘Be'[‘epHHapHOI‘O
IpUMEHEHHA, ¥ METOAUKH ONpENeNeRUs pa3sMepoB IIIaThl 3a BRIAAYY YKa3aHHOrO
3aKIroyeHua" .. '
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O6ocHOBagMEM HeoOXOMMMOCTH OpUHATUHSL COOTBETCTBYIOMIETO
HOpPMAaTHBHOIO npaBoBoro akra IIpasurennctBa Poccuiickoit Defepaly JBITETCK
ILYHKT 2 CTaTh¥ ] 3aKOHOIpPOEKTA.

Ilensi0 NpPUHATHA COOTBETCTBYIOIIETO HOPMATHBHOTO IPaBOBOTO aKTa
IlpasutenscTpa Poccutickoli Mepfepaluy IBAAETC YTBEPKACHHE NOPAAKA BRIAAYH
paspeleHMs Ha BBOX B . TpaxuaHckmii  060pOT  MMMYHOOHONOTHYECKOTO
JIeKapCTBEHHOI0 Mperiapara Ijii BETEPHHAPHOTO IpHMCHEHMs, a TakKe Iopsanxa
BBIJAYM INIPOTOKONA HCIEITAHWH, IPOBOAMMEBIX (PeHepajbHbIM IOCYAApCTBEHHEIM
OIOIDKETHBIM ~ YYpeXXACHHeM, IOABENOMCTBEHHHIM  (efepalbHoMy  OpraHy
MCTIONHUTENEHON BIACTH, OCYINecTRIsiomieMy (yHKuMM Ho Hapsopy B cdepe
OGpaILeHHs IEKAPCTBEHHEIX CPE/ICTB AN BETEPHHAPHOIO [IPUMEHEHHS, 1 METOMUKH
OnpelieNeHHs PasMEpOB ILIATH 38 BEIAAYY YKA3AHHOTO 3aKMIOYEHAS.

I"onoBHo¥ ucnonHuTens - MuHCensx03 Poccun.

Coucnionuutens -~ Mungur Poccun, MuxsxoHoMpasputHs Poccuu.

Cpox nogrorosku - 2020 rogz,.
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