SUKOHOAATeIbHOE coGpaHHe
AeHiHIpasckoit obnacTu
Kannenspus

04 ANP 2019
TOCYIAPCTBEHHAS TYMA w 7 X4 179-04-0
®EJIEPAITBHOTO COBPAHUSI POCCHICKON ®ENEPALIHA
CEJTbMOT'O CO3hIBA

BBIIIUCKA A3 MPOTOKOJIA or 01.04.2019 N 183
3ACEJJAHMSA COBETA I'OCYIAPCTBEHHOI TVMBI

"01" ampems 2019r.

52. O npoexre ¢enepanbHoro 3axoHa Ne 661684-7 'O pHeceHuH H3IMeHeHuiE
B @enepanbublii 3axod "6 ofpamennn JekapcTBeHHBIX CPeACTB' B YaCTH pery-
N¥poBaHNA o6pamieHHs JeKAPCTBEHHBIX CPEJCTB AJiS BETEPHHAPHOIO NMpHMeHe-
Hus" - BHocut IlpasuTenncrBo Poccuiickoii ®egepaunn

IIpunsTo pemenne:

1. HampaBuTh yKkasaHHEIM IpoekT ¢enepansHoro 3axoHa Ilpesupgnty Poccuid-
ckoit Menepanuu, B KOMUTETH, KoMuccuio I'ocynapcreensoi [{ymni, dpakiuu B [Nocy-
napcreennolt iyme, Coper ®@enepanuu Penepanvioro Cobpauus PoccTcmﬁ Depe-
paumu, IIpaButenscTBo Poccuiickoit @enepanuu, Cuetnyro nanary Poccuiickoii @ene-
pauun, ObmecTBeHHyI0 nanaty Poccuiickoit denepanun, 3akoHoAaTeNbHpIE (IpeacTa-
BHTENbHEIE) H BRICIIHE MCIIONHUTENbHEIC Opralbl FOCYAapCTBEHHON BIACTH CYOBEKTOB
Poccuiicko#t Demepallyd g NMOATOTOBKM OT3LIBOB, MpENNOXEHUW M 3ameuaHuii, a
Taloke Ha 3akmoderue B [Ipasosoe ynpasnenue Annapara [NocynapcrsenHoi J{ymei.

HasnauuTh OTBETCTBEHHBIM B paboTe Haj NpoekTOM (enepalbHOro 3aKOHa
KomuTer l'ocyaapctennoit JlyMsl no arpapHsIM BOpocaM, COUCTIONHUTENEM — KoMu-
ter ['ocynapcreenHoil JlyMs! 1o oxpaHe 310pOBbA.

Ot3bIBBl, IpEJIOKEHUS M 3aMedaHus HanpaBuTh B Komurer I'ocypmapcreennoit
JlymeI o arpapHbM BompocaM 1o 1 mas 2019 ropa.

2. Komurery l'ocynapcreenso# JlyMul 0o arpapHEIM BOIPOCaM C yHETOM IIOCTY-
TMHMBIDHX OT3BIBOB, NMPEIIOKEeHUN M 3aMe4aHuil TIOATOTOBUTEL YKa3aHHEIN eKT dene-
paNBHOro 32KOHa K paccMoTtpenuio ['ocynapcreennol Jiymoi.

3. BxmounTh yKa3aHHBI DpoeKT dhelepars-HOro 3akoHa B IPUMEPHYIO POrpaM-
My 3aKOHONpoOeKTHO# paboral I'ocynapcrBenHo#t Jlymel B mepuolx BeceHHEM ceccHu
2019 ropa (mait).

®egepansroro Cobpe &
Poccuiickoit Dezepa

ey

3.B.Bonmogun




locynapcreennas Jyma
DepepansHoro Cobpanus

IMPABUTEJBCTRO Poccutickolt Geneparun
POCCHUCKOH ®EJEPALIAH

« 07 »_mMapra 2019 ¢
Ne 197611-“ 11

MOCKBA

O BHeceHHU NpoekTa (PeaepanbHOro 3aKoHa
"O BHeceHnu uMeHenui B GepepanbHeIit
3akoH "O6 obpalleHNH JIeKapCTBEHHBIX
Cpe/CTB" B YaCTH peryNupOBaHUs
oOpalleHUs TeKapCTBEHHBIX CPECTB

JUTSl BETEPUHAPHOIO ITPUMEHEHUS "

B cooreerctBuM co cratheit 104 Konctutyuuu Poccuiickoit ®enepaiiuu
[lpaBurensctBo  Poccuiickoit  Depepanu  BHOCMT HA  pacCMOTpEHUE
Iocynapcteennoit lymer Penepanstoro Cobpauust Poccuiickoii @efepanu npoext
denepanproro 3akoHa "O BHeceHuu u3MeHeHuidd B DepepansHpli  3aKOH
"06 obpallieHUH JEKapCTBEHHBIX CpeACTR" B YAaCTH peEryNMpOBaHus oOpalieHus
TIeKapCTBEHHBIX CPEJCTB /Ui BETEPUHAPHOTO NPUMEHEHNUS" .

[Mpunoxenue: 1. Texct 3akoHONpoexTa Ha 14 .

2. TosicHuTenpHas 3anMcKa Ha 9 J1.

3. ®uHaHCOBO-3KOHOMMYECKOe 000CHOBaHUE Ha | 1.

4. Ilepeuens GenepanbHbBIX 3aKOHOB, MOIEKAIUX IPHU3IHAHMIO
YTPAaTUBLIUMU CHITY, MPUOCTAHOBICHUIO, HU3MEHEHUIO WK
NpUHATHIO, Ha 1 1.

5.1lepeyens HoOpMaTUBHBIX ImpaBoBbix akToB IIpe3uneHra
Poccuiickoit ®enepaumu, Ilpasurensctea Poccuiickoi
Qenepauud ¥ (QeAcpalbHBIX OPraHOB HCNONHHTENBHOK
BMNACTH, MOANEXAIUMX NPU3IHAHUIO YTPATUBIIMMH CHIY,
npnocraﬁosneﬂﬂm, V3MEHEHWIO WM IPUHATHIO, Ha 3 11.
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6. Pacriopsxernue Ilpasurenscta Poccuiickoit Depepauuu o
Ha3HayeHnU opunuansHoro npeacrasurens [Ipasurenscrsa

Poccuiickoit Depepanuu Ha 1 n.

IIpencenarens IlpaBurenscrea
Poccuiickoit @epnepanuu

AMengenen
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Buocutces [Ipasutenscteom
Poccuiickoii ®enepanviu

IIpoekTt

rb816LY 4
®EJEPAJIBHBIN 3AKOH

O Buecenuu usmenenuit B ®egepanbusniii 3axox "6 obpamenun
JeKAPCTBEHHBIX CPeACTB"' B 4ACTH peryIupoBaHus ofpaieHus
JIeKapCTBEHHBIX CPeJCTB /IS BeTePHHAPHOr0 MPpUMeHeHH!s

Crares 1

Brectu B @enepaneHeii 3akoH ot 12 anpens 2010 roga Ne 61-®3
"O6 obpawenun nekapcrBeHHbix cpenctB” (Cobpanue 3aKOHOHATENBCTBA
Poccuiickoit ®epneparuu, 2010, No 16, cr. 1815; Ne3l, cr.4161; Ne42,
cT. 5293; Ne 49, cr. 6409; 2011, Ne 50, cr. 7351; 2012, Ne 26, ct. 3446; 2013,
Na 27, cr. 3477; Ne 48, cr. 6165; 2014, Ne 43, c1. 5797, Ne 52, c1. 7540; 2015,
Ne 27, 1. 3951; Ne 29, ct. 4367, 4388; Ne 51, ct. 7245; 2016, Ne 1, c1. 9; Ne 23,
ct. 3287; Ne 27, ct. 4194, 4238; 2017, Ne 31, c1.4791, 4827; 2018, Ne 1, c1. 9;
Ne 24, c1. 3407; Ne 49, ct. 7521) cnenyiolyue U3MEHEHUS:

1) B ctatbe 4:

a) B yHKTe 53 cloBa "BETEpUHAPHBIM PabOTHUKOM' 3aMEHUTH CIIOBAMU
"cnieuuanucrom B o6nactu BerepuHapun’;

0) B myHKTE 54:

28110307.doc
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croBa "MENMIMHCKUM H/IH BETEpPUHAPHBIM PaOOTHHUKOM, HUMEIOLIUM"
3aMEHUTh CHOBaMHU "MEIUIIMHCKUM PabOTHUKOM WU CIIENUanKCTOM B 00acTH
BeTepUHApUU, UMEIOIIUMH ";

mocie CNoB  “anmTedHo#W  opraHu3anuu"”  JONONHUTH  CJIOBaAMU
"Wnu BeTepUHAPHOU anTeyHOU opraHusauuu'’;

2) B cTaThe S:

a) myHKT 10 npu3HaTh yTPaTUBIIUM CUITY;

6) nyskr 10'  mocne  cnop  "nekapcTBeHHBIH  mpenmapart! B
COOTBETCTBYIOIIEM Majexe JAOMNOJHUTh CIOBaMHM "Ang MEJULUHCKOro
npUMEHEHUs"; |

B) JAOIMOJHUTE MYHKTOM 10° CIIEAYIOLLErO COAEPIKAHUS:

"103) Bhllaya, YCTAaHOBJEHME TNOpsJika BbIAa4YM U (GOpMBI JOKYMEHTa,
KOTOpBIA MOATBEPXKAACT, YTO JIEKAPCTBEHHEBIN IMpenapaT JAfis BETepHHapHOTO
NIpUMEHEHUS JonylieH K obpatenuio B Poccuiickoit Demepanyi 1 NOANEKUT
MPEACTABICHUIO 110 TpeOOBAHMIO YMOJHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPYI0 BBO3UTCA  JIEKapCTBEHHBIM  mpenapaT /s  BETEpUHAPHOIO

IIpUMEHEHUS;"

r) JOMOMHUTE MYHKTOM 26 CNEAYOMErc coaeprKanus:

28110307 doc
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"26) yTBepxacHHE (QOpMBEI pelienTa Ha NEKAPCTBEHHBIN MNperapar ajis
BETEPMHAPHOrO IIPUMEHEHHUS, TNopsAnka oQopMIIEHUS, y4yeTa M XpaHEHHs
PELENTOB Ha JIEKapCTBEHHEIE MIperaparkl A BETEPUHAPHOTO PUMEHEHUS. ",

3)B vactu 3 craThu 8 cnoBa "MOMyYMTH HOBYKO" 3aMEHHTH CJIOBOM
"nepeodopMuTh";

4) B cTatee 17:

a) B yactu 3:

B IIYHKTE 4:

nm_n n

noanyHkTe! "a", "r" u "n" pononHuTe cnoramMu "(He MpeENCTARISIETCS [IPU
rOCyapCTBEHHON perucTpalud HMMYHOOHONOTHYECKUX JIEKapCTBEHHBIX
TIpenapaToB A/ BETEpUHAPHOIO NpUMEHeHHs)";

NOANYHKTHI "X" ¥ "x" AomonHuTh cinoBaMu “(He NpPEACTaBISATICS MpPU
rOCYAapCTBEHHOH perucTpalvd HMMYHOOMOMOTHYECKUX JIEKAPCTBEHHBIX
fipenaparoB Jjisi BETEpUHAPHOIO IpUMEHEHH)";

JOTOMHUTE MOAMYHKTOM "M" ClIeIyIOLIETr0 COAEPKAHUS:

"M) CBeleHUsT O ITaMMe:  HaMMEHOBaHWe, HHPopMauus O
TIPOUCXOXKAECHHY, KYIbTypanbHO-MOp(hONoruyeckye CBOMCTBA, MOIEKYISAPHO-
reHeTH4eckre, TAKCOHOMHYECKHE XapaKTepUCTHKM U Ouomoruyeckue

XapakKTCpUCTUKHU LITaMMa U MECTO HAENOHUPOBAHUA (HpelICTaBJISIIOTCSi npv

28110307.doc
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I'OCY,[IapCTBeHHOﬁ pErUCTpaliiH HMMyHOGHOIIOFH‘ICCKHX JEKApCTBCHHBIX

TNpenapaToB sl BETEPUHAPHOr0 NIPUMEHEHUS); " ;

"

ITYHKT 5 JOIIOJIHUTE CJIOBaMHM , @4 TaK¥e OIlIHCaHHE METOIORB
OnpeacieHuss OCTAaTOYHBIX KOJIMYECCTB )ICI:.ICTBYIOH.ICI‘O BEeHIECTBA UM

JEHCTBYIOLIUX BELIECTB MPOTUBOMUKPOOHOrO NEKApCTBEHHOIO CPeACTBa Is

BETEPUHAPHOIrO MPUMEHEHHSA B MPOAYKLIUHM KUBOTHOTO IPOUCXOXKIEHHUS ITOCIIE
NpUMEHEHUS COOTBETCTBYIOIIETO | JIEKapCTBEHHOTO cpencTBa u
JIOKyMEHTAJTbHOE MOATBEPKAEHHE (BAIUAALNIO) YKA3aHHBIX METOAOB";

B momanyHkTte "p"  myHkta7  crnoBa  "BeTepUHApHOro - Bpauya
(BerepuHapHoro Qenpauepa), HHOro'" UCKIIFOYHUTS;

B IIYHKTE 9:

"n..n

IIOANMYHKTHI "B" M I

"

JOMOJMHUTE CcnOBaMM ", MOJMHCaHHOE
DYKOBOAMTENEM  NPOMU3BOJUTENS  JIEKAPCTBEHHOrO  mpenapara s
BETCPUHAPHOTO MPUMEHEHUs JIMOO0 pPYKOBOAUTENEM IOPUAUYECKOro UL,
YIONIHOMOYEHHOTO  MPOM3BOAMTENIEM  JIEKAPCTBEHHOTO Mpemapara Ajs
BETEPUHAPHOTrO NIPUMEHEHUS " ;

MOMIIYHKT "1" HOTONHUTE CIOBaMHU "C yKa3aHUEM CTaJiMid MPOU3BOJCTRA,
OCYHIECTBISIEMBIX Ha MPOU3BOACTBEHHBIX IUIOMIAAKAX TPOM3BOIUTENS

JICKApCTBEHHOIO Mpe€napara AJisi BETCpHHApPHOT0 HpHMCHeHPIﬂ";

MOMITYHKT "NI" NpU3HATh YTPATUBLIUM CHUITY;

28110307.doc



JIONIOJTHUTE rIyHKTbM 13 cnepyroiero coaepxaHus:

"13) cBeieHMs O TOCYHapCTBEHHOH pPETUCTPAllMd TE€HHO-HMHXEHEpPHO-
MOOU(QUUUPOBAHHBIX  OPraHW3MOB, MpPEAHA3HAYEHHBIX M  BEITYCKa
B OKPYXarolIyro cpeny (Ip¥ rocyAapCTBEHHON perucTpauu JIeKapCTBEHHBIX
NpEenapaTor A/ BETEPUHAPHOIO MPUMEHEHHS, MONYYEHHBIX C MPUMEHESHUEM
FEHHO-NHXEHEPHO-MOAUPHULMPOBAHHBIX OPraHU3MOB WM COAEPNAUIMX TaKue
OpraHusmsi).";

©) yacTh 4 U3N0XKUTE B CIEAYIONIEN pEeNaKIIUN:

"4, TIpu rocyAapcTBeHHOMH peructpauuu BOCIIPOH3RBEAEHHBIX
JIEKapCTBEHHBIX MPENapaToB JJisi BETEPUHAPHOIO NPUMEHEHUS JOMNYCKaeTcs
IIpEeCTaBIEHUE BMECTO OTYETA pa3paboTymka o pe3ynbTarax JOKIHHUYECKOTO
UCCNIEIOBaHUS JIEKAPCTBEHHOIO CpEeACTBA Ui BETEPUHAPHOIO INPUMEHEHUS
of630pa HayuHbIX paGoOT O pe3ynbTarax AOKIMHUYECKOrO UCCIeJOBaHUs
pe(epeHTHOro EKapCTBEHHOrO fipenapaTa JUist BETepUHApPHOTO NPUMEHEHUS U
MPEACTARICHUE BMECTO OTYETa O pe3yNbTAaTaX KIMHUYECKOro UCCICAOBAHUS
JIEKAPCTBEHHOr0 [Mpenapara A/ BeTepHHApHOrO0 NpPHUMEHEHUS B IIOJHOM
ofreMe oOTYeTa O pe3ynbTaTaXx HMCClegoBaHUN  OGHOIKBUBAIEHTHOCTH
BOCHPOU3BEACHHOIO  JIEKAPCTBEHHOIO Mpenapara A  BETEpUHAPHOro

npUMeHeHUs.";
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B)B HYacTH 5 cnoBa "ymakoBOK Ha KaXIYIO [O3UPOBKY, KaXKAYIO
KOHIEHTpALMIO, KaXAblH 00BEM M KaXHoe KOMMYECTBO [03 B yNakoBKe."
3aMEHUTh CNOBaMHM "HEpBUYHOH YMaKOBKM M BTOPUYHOM YIAKOBKH.
Ha makeTax nmepBHYHON yNMakOBKM W BTOPUYHOMN YIAKOBKM YKa3BIBAIOTCS BCE
MPOU3BOAUMEIE [O3UPOBKH, KOHIEHTpaluu, OOBEMBI UM KOMUYECTBO JO3
B yIaKoOBKe JIeKapCTBEHHOTO NperapaTa il BeTepUHApHOro NpUMeEHEHHUs.";

r) XOIMOJHUTE YACThIO 8 ClieyIoNIero cofAepKaHus:

"8. lepxatens unu BhOaJenen pErucTPallUOHHOIO YAOCTOBEPEHUS
NIEKApCTBEHHOr0 MpenapaTta ANs BETEPUHAPHOrO NPUMEHEHHS NpEACTaBisieT
B YTIOJTHOMOYEHHBIH (eiepaibHBIi OpraH UCIOMHUTENBHOW BIACTU OTYET I[10
pe3yakTaraMm (apmMakoHan3opa OfMH pa3 B IIECTh MECSLIER B TEUECHUE JBYX JIET
rocjie TroCyJapCTBEHHON perdcrpalud JIEKapCTBEHHOro Iipenapara B
Poccuiickoit Depepaunu, eXErolHO B TeUEHHE MOCHEAYIOUIUX TpeX JIET U B
JanbHENIIeM OJiuH pa3 B Tpu roga.";

5) craTeio 19 IOMOMHUTE YACTHIO 6 CAEAYIOMWIEro CONEPIKAHMUSL:

"6.Ilpu oTKaze B OpraHu3alMU 3KCIEPTHU3BI, MpPEXyCMOTPEHHOH
nyHKTOM 4 4Yactu | Hacrosumiedd craThbu, MOKYMEHTHI, BXONSIIHE B COCTaB
PErUCTPAMOHHOrO JOChe Ha JIEKApPCTBEHHBIN MNpenapar Juis BETEpUHAPHOTO
IIPUMEHEHHs, MOryT OBITh BO3BpallleHBl 3asdBUTENI0 Ha OCHOBAaHUHU

NMACBMCHHOTO 3aripoca 3adBHUTEINIA, HaIpPaBJI€HHOIO B YIIOJIHOMO'-IGHHHﬁ
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deaepanbHbIl OpraH MCMNONHUTENBHOW BIACTH B TeUeHUe TPUAUATH paGouux
JHEe# CO JHA INpPUHATUS  YIIOMHOMOYEHHBIM  (elepalbHEIM  OpraHoMm
UCNIOJIHUTENBHOM BiacTd pemeHuss o6 OTkase B OpraHM3alud  TakKoi
SKCMEPTU3EL. YIONTHOMOYEHHEIN (eepansHelil OpraH UCIIONTHUTENEHO! BIacTu
BO3RpALIAET 3AABUTENIO YKA3aHHBIE NOKYMEHTHl B TEUEHUE NecaTH paGoumx
JHelt co IHS NOJTY4YeHHs COOTBETCTRYIOLIETO 3anpoca 3asBUTens.";

6) yacTh 2 cTaTbu 24 U3MOXHUTE B CEAYIOIIEH pefakiuu:

"2. B TeueHue TpuAuaTH pabouux JAHed cO JHS MONYYEHHS pPElICHUS
YIOMHOMOUYEHHOTO (eepanbHOr0 OpraHa UCIMONHUTENBHOM BracT o
[IPOBEJIEHHM YKa3aHHBIX B 4acTH | HACTOAIEH CTAaTBhU 3KCIEPTHU3 3asBUTEINH
IPEICTABNASET B IKCIEPTHOE YUPEKACHUE M IPOBEACHHS SKCIEPTU3BI
KauecTBa JICKAPCTBEHHOIO CPEICTBA OOpa3L{bl IEKAPCTBEHHOrO Mpenapara A
BETCPUHAPHOTO  TIPUMCEHEHUS, T[IPOU3BEAEHHOTO B  COOTBETCTBHM C
TpeOOBaHUAMU TEXHONOTUYECKUX pernaMeHToB, YTBEpXIEHHBIX
PYKOBOJMTENEM IPOM3BOAMTENS JIEKAPCTBEHHBIX CpPENCTB, a TaKXke B
COOTBETCTBYIOUIMX Chydasx o6pasubl dapMalieBTU4eCKo# Cy6cTaHIuK, TecT-
[ITAMMa MHMKPOOPTaHM3MOB, KYIbTYpEl KIETOK, 00pa3i(sl BELIECTB,
NPUMEHSIEMBIX JIA KOHTPOJS KadyecTBa JIEKAPCTBEHHOTO CpEACTBA IYTEM
CpaBHEHUS C HUMU HMCCIIENyeMOro JIEeKapCTBEHHOro CpeAcTBa, B KONHUECTBAX,

HEOOXOIUMBIX IS BOCIIPOM3BEAEHUS METOJIOB KOHTPOIIS KauecTBa.";

28110307 dac




7) B crathe 29:

a)4acTh 2 fMocie CHOB 'NeKapCTBEHHOro mpenapara’ AOIOIHUTH
crnoBaMu "Il METULIMHCKOTO PUMEHEHUS "

0) AONOJHUTE YaCThIO 3! CIEYIOLIEr0 COAEPIKAHUS:

"2'. 3asBleHME O IOATBEPKIECHUM TOCYNAPCTBEHHON pPErUCTpAIUY
JIEKaPCTBEHHOr'O Mpernapara JUisi BETepUHAPHOTO IMPUMEHEHUS NIPECTaBIISETCS
B COOTBETCTBYIOIUMI YIIOMHOMOYEHHbIH (efiepallbHblil OpraH UCIIONHUTENRHOM
BIACTHU HE paHee YEM 3a CTO BOCEMBAECAT JHEH O UCTEYEHUs CpOKa AeHCTBUS
PETrMCTPallMOHHOIO  yIOCTOBEPEHMsS  JIEKAPCTBEHHOrO  IIpenapara  And
BETEPUHAPHOrO NPUMEHEHUS U He NO3HEE CPOKA OKOHYAHUS ero AeicTBUsL.";

B) uacTh 4° JOMONHUTE NpPENIONKEHHAME CIEAYIOMEro CONECPIKAHUS:
"B  OTHOIIEHMHM MMMYHOOUONOTHYECKUX JIEKAPCTBEHHBIX [pEnaparoB
JUIs. BETEPUMHApHOro TIpPHUMEHEHUS BMECTO CBEJEHHil, YKa3aHHBIX B
noanyskrax "a" u "k" nyHkra 4 yactu 3 crateu 17 Hacrosmero ®enepansHOro
3aKOHa IIPE/ICTABIAIOTCA CBEJECHUS, yKa3aHHBIE B MOAMYHKTe "M" myHKTa 4
yact 3 crathu |7 Hacrosiero DenepansHoro 3akoHa. B oTHomeHHM
JIEKapCTBEHHBIX MpENapaToB A/ BETEPUHAPHOTO MPUMEHEHUs], TONyYEHHBIX C

[MPUMECHECHUEM FBHHO-ﬂH)KeHepHO*MOJIH(bHHHPOBRHHBIX OpraHnsmMoB WIIHA

COoACpKalMX TaKHE OpraHHU3Mbl, NOIMOJIHUTEIBHO NMPEACTABIAOTCA CBEACHH,
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ykazaHHele B NyHKTe 13 wactu 3 crateu 17 Hacrosuwero ®enepanbHoro

",

3aKoHa.";

r) B 4acTd 15 crnoBa "1 MEAULIMHCKOrO MPUMEHEHUS" UCKITIOUHTE;

8) B crarthe 31:

a) IOTTONMHUTE HacThio 12 cieyrommero cofepxaHus:
"12.B cnyuae peopraHu3aliii IOpUAWYECKOro JMLa (AepXaTeisl WM
BAJIENbl{a PErvMCTPAaLMOHHOIO YJAOCTOBEpEHUS JIEKApCTBEHHOTO IIperapara
JUI.  BETEPUHAPHOrO IMpPUMEHEHUS, paspaboTuuka WM  [POU3BOAMUTENS
NEeKapCTBEHHBIX NMpPENapaToB AJis BETEPUHAPHOrO IMPUMEHEHHUS) B 3a4BICHUU O
BHECEHUM U3MEHEHWN B JOKYMEHTHI, COJAEpXalljyiecs B pPErucTpaluOHHOM
JOChE Ha 3aperdCTPUPOBaHHEIN NEeKapCTBEHHBIH NMpenapar A/ BETepUHAPHOTO
NpUMEHEHHs], YKa3bIBalOTCS JAaHHBIE MOKYMEHTa, MOATBepkaalouiero (akt
BHECEHUs COOTBETCTBYIOIUX U3MEHeHMH B Enunblit rocyiapcTBeHHBIH peecTp
FOPUAMYECKUX JTUL (AN OpraHu3aiuif, 3aperucTpUpOBaHHBIX Ha TEPPUTOPUH
Poccuiickoit Denepaumu), WIM HHOrO JOKYMEHTa, MOATBEPKAAIOLIETO
peopraHusaiuio  lopuguddeckoro  jguna  (Andg  opraHdsaiui, HE
3aperdcTpUPOBaHHBIX Ha Tepputopuu Poccuiickoit ®Pepepauuu). B stom
cilydyae 3asiBJiEHUE O BHECEHHMU HU3MEHEHUH B JOKYMEHTHI, COJEpKalluecs B
perucTpalliOHHOM JOChE Ha 3aperHCTPUpOBAHHEBIN JIEKAPCTBEHHBIR Mperapar

JNs BETEPUHAPHOro IIpHUMEHEHUS, U IIpHUJIaraéMble K HEMY JOKYMCHTEI

NPEACTARIAIOTCA B YNONHOMOYEHHEIH (eaepalbHblil OpraH HCHOJHUTENBHOH
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BIACTH HEe II03[Hee YEM dYepe3 TPUALATh pabouux JHEH cO JHA BHECEHHUS
COOTBETCTBYIOUIMX M3MEHeHMH B EOuHBIA rocylJapCTBEHHBIH peecTp
IOpUOMYECKUX JTHL ([J1s1 OpraHu3aliil, 3aperucTpUpPOBAHHBIX HA TEPPUTOPUU
Poccuiickoit ®Depmepanu) wiauM co [AHS IPUHATHS COOTBETCTBYIOLIErO
JIOKYMEHTa, MNOATBEPXHAIOLIET0 PpPEOpPraHU3alyii0 IOpPHAUYECKOro  Juiia
(ans opraHu3aiuit, HE 3aperMCTpUpOBaHHBIX Ha Tepputopuu Poccuiickon
Denepanyu)."”;

6) yacTh 3 U3JIOXKUTE B CIEAYIOLIEH peJaKuHU:

"3, C 3asBneHueM O BHECEHHU UIMEHEHUMN B JJOKYMEHTHI, COAepxaluecs
B PECUCTPAL{MOHHOM J0CHE Ha 3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIN Npenapar
JUId BETepUHApHOro I[PUMEHEHUs, HapsAAy C MAOKyMEHTaMH, YKa3saHHBIMU
B yacTu | Hacrosmueid CTaTbH, 3asgBUTENb MPEACTABISET KOMMUM JOKYMEHTOB,
NOATBEPXAAIOLUIMX YIUIaTy TOCYAapCTBEHHOH TIOUUIMHEI 32 BHECEHUE B
JIOKYMEHTBI, coziepxaluecs B pErUcTpalMOHHOM J0CBE Ha
3apErMCTPUPOBAHHBIM  JIEKApCTBEHHBIM  IMpermapar [N  BETEpUHAPHOIO
NpUMEHEHUs,  U3MEHEeHUM,  TpeOyMIUX  NpPOBEACHHUS  OKCIEPTH3BI
JIEKApCTBEHHOI'0 CpPEACTBA, WIJIM U3MEHEHMM, He TpeOyrolux MpoBENeHUS
SKCIEPTU3bI JIEKAPCTBEHHOIO CPEACTBA. B ciyyae HEoOXOAUMOCTH U3MEHEHUS
CBEJCHUH,  coAepxaluxcs B PErMCTpPallMOHHOM YAOCTOBEpPEHUH

JICKAPCTBCHHOTO Mpfriapara AJisi BETEPUHAPHOr0 IMPUMEHECHHSA, C 3adBJICHHEM,

28110307 doc




11

yKa3aHHBIM ﬁ yactd | Hacrodilelt cTaTbM, 3asBUTENb MOMOMHUTENBEHO
NPeCTaBRNseT KOTIUIO JOKYMEHTa, NIOAITBEPXKAQIOLIETO ymnary
rocyJ1apcTBEHHOM MOUUTMHBI 32 BBIAAYY PETHCTPALHOHHOTO YAOCTOBEPEHMS
JIEKapCTBEHHOT0 Mpenapara. 3asBUTENb BIPaBe MO COOCTBEHHON MHULIMATHBE
NpeJCTaBUTh YKa3aHHBIE NOKYMEHTHI 00 yIare rocyaapCTBEHHBIX IMOLUTUH, B
clly4ae  HeNpeACTaBleHUs  3asBUTENeM  JOKYMEHTOB 00  ymmare
rOCY[JapCTBEHHBIX  [MOUUIAH  YMONHOMOYEHHBIH  (QemepanbHelf  oprad
UCNOJIHUTENBHOM  BMacTM  MpoBepseT  (akT  yIUIaThl  3asBUTENEM
roCyJapCTBEHHBIX MOILIMH [TOCPEACTBOM HCIONB30OBaHUS HMHPOpMAlH 00
yiiare rocyZapcTBEHHbIX TOLUIMH, cogepkamieiics B [ocymapcTeeHHOM
UHGOPMALIMOHHON CHCTEME O FOCYAaPCTBEHHBIX U MYHHULIMITAIBHBIX I1ATEXaX,
HAa  OCHOBAaHMM  [PEJCTABICHHBIX  3afBUTENEM KOMUH JTOKYMEHTOB,
MOATBEPMAAIOUIUX YIIATY FOCYAapCTBEHHBIX MOMIIUH.";

B) B uacTH 6':

B aB3alie IEPBOM CIIOBO "MATU" 3aMEHUTE CIIOBOM "JECATH";

JOTIONIHUTH IYHKTOM 3 CIIEAYIOLIETro COAECPHKaHHU:

“3) BBLOAEeT 3aABUTEIO HOBOE PETUCTPALlHOHHOE YIOCTOBEpEHHE
MEeKapCTBEHHOTO Tpemapara s BETEPUHAPHOrO MPUMEHEHUs B Cly4ae

Heo6X0AUMOCTH U3MEHEHUS CBEJICHUM, COOEPIKAIIUXCS B HEM, C COXPaHEHUEM
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HOMepa paHee BBIJAHHOTO PErucTPaiOHHOTO YAOCTOREpEHUS
JIEKApPCTBEHHOTO Npenaparta s BeTEPUHAPHOro IIpUMEHEHHUs. "

9)B uactu | crateu 37 cioBa "COOTBETCTBYIOIUM YIIOJIHOMOYEHHEIM
(henepanbHBIM OpraHoM UCTIOJIHUTENBHOMR BIIACTH 3asiBJICHUSA
0 TrOCYHapCTBEHHOH pErucTpaldy JIEKapCTBEHHOro IMperapara’ 3aMeHWUTh
crnoRamMu "COOTBETCTBYIOMIEH HHDOpPMALMH YIIONTHOMOYEHHEIM (enepanbHEIM
OpraHoM UCIIOJIHUTENBHOH BIacTH";

10) B craThe 45:

a) IOTIONHUTE 4YacThio 4° cleyIOImEero coepKanus:

"4*, [Tpu MpOM3BOJICTRE JIEKAPCTBEHHEIX IIPENAPATOR LIS BETEPUHAPHOTO
MPUMEHEHHUsT JOMyCKaeTcs MCIONb30BaHue (apMareBTHueckux cybcraHiuil,
MIPOM3BEACHHBIX MJIS peanu3aliy, BKIIOYCHHBIX B FOCYAAPCTBEHHBIH peecTp
JIEKApCTBEHHEIX  CPEACTR  YMOIHOMOYEHHHIM  (QefepalbHbIM  OpPraHoM
UCTIONTHUTENIBHOM BNACcTH, OCYIIECTBIAIONIMUM BEACHUWE TOCYAApPCTBEHHOIO
peecTpa JIEKapCTBEHHEBIX CPEJCTB AN MEIUIMHCKOTO NPUMEHEHH.";

6) NyHKT 6 YyacTH 8 U3NOXKUTE B CleAyOILeH peJaKIuu:

"6) opraHu3zanusM U UHIWBUAYATBHBIM IpeAnpUHUMATEINAM,
OCYILIECTBJIAIONIUM pa3BelieHHe, BHIpAllMBaHUE U COMEPXKAHME XUBOTHHIX (32

UCKITIOUYEHUEM NTPOAAXKU UNY Tiepeaud UM papMalieBTHIeCKUX cyOcTaHui).";
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11) mynxr 5 wactu 1 craten 50 nocne cnoma "3oomapkax," NONONHUTE
cloBaMd  “300cajiax, LMpKaX, OKeaHapuymax, MAeNbOUHAPUAX, JUKUX
KUBOTHBIX, IIOCTOSHHO MJIX BPEMEHHO Hacensolux Tepputopuio Poccuiickoit
Denepanuy, HaxXOAAIMIUXCS B  COCTOSHUM  €CTECTBEHHOH  CBOGOMEI
W OpUHaJIeXaUMX K BUAaM, 3aHeceHHbIM B KpacHyro KHHTY Poccutickoii
®enepauuu u (Unu) KkpacHble KHUTH cyOBekTOB Poccuiickoit Menepanun,";

12) nynkt 7 yactu 1 crarbu 53 M3JIOXKUTB B CIIEAYIOLIEH pelaKLMu:

"7) opranuszauusm U UHAUBUAYANbHEIM NpeaNpUHAMATENSAM,
OCYLUECTBIAIOIIMM pa3Be/IeHHe, BBIPALIMBAHUE U COAEPXaHHUE KHUBOTHBIX
(32 HCKIIOHEHWEM MpOJaXH UM [epeJaiyd UM cbapmauea'mqecimx
cybcranmmit).";

13) BTOpOE npeanoxeHue yacTd 4 cTaTh 55 U3NOKUTH B CleayrouleH
perakiuu: "OTnyck NEKapcTBEHHBIX NpenapaTtoB Ajs BETEPUHAPHOrO
MIPUMEHEHUs OCYILECTBASETCS B COOTBETCTBUM C MpPaBUIAMH Hajiexarien
anTeyHON TpPaKTUKH, YTBEPXKACHHBIMU YIONHOMOYEHHBIM (eaepanbHbIM
OpraHoM MCIOJHUTENBHOM BIaCTH.";

14) B yactu 1 cTateu 64 ciioBa "BeTepUHAPHEIX CIICLUATUCTOB" 3aMEHUTh
cnoBamu "crienuanucToB B 00J1aCTH BeTepUHApUM'";

15) B wactu 1 crateu 67 cioBa "BeTepUHApHBIX PaOOTHUKOB" 3aMEHHUTh

clioBamu "pabOTHUKOB, CIIELIHANUCTOB B 00JIaCTH BETEpUHAPHK".
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CraTbs 2
[Ipu3HaTh yTPaTUBIIMM CUITy NOAMYHKT "X" TNyHKTa2 CTaThM 1
DenepanpHoro 3akoHa or 22 gekaGps 2014 roma Ne 429-03 "O BHeceHum
usMeHenuit B @enepanpheiii 3akoH "06 obpallieHUU TeKapCTBEHHBIX CpeACTB”
(Cobpanue 3akononarensctea Poceuiickoit @enepanuu, 2014, Ne 52, ct. 7540,

2015, Ne 10, cr. 1404; Ne 29, ct1. 4367).

[IpesuneHT
Poccuiickoit Penepauun
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IMNOACHUTEJBHAS 3AIMNCKA

K NpoeKTy ¢eaepasbHOro 3akona 'O BHeceHUM H3MeHeHHii
B ®enepanbubiii 3akon "6 o0paieHnu NeKaAPCTBEHHbIX CPEACTR"
B YacCTH pery1HpOBaHUA 00paleHus JeKaPCTBEHHbIX CPeICTB
AJISl BeTepUHAPHOro NpUMeHeHus "'

IIpoexr denepansHOro 3akoHa "O BHeceHMU U3MeHeHWid B DefepanbHbIi
3akoH "O6G oOpaumieHud NEKapcTBEHHBIX CpefCTR" B HACTU pPETyAUPOBAHUS
oOpaleHus JIeKapCTBEHHBIX CPEACTB Ui BeTepUHApHOro npuMmeHeHus" (nanee -
32KOHOMPOEKT) pa3paboTaH B HENSX COBEPLICHCTBOBAHUSA HOPMATUBHOIrO NPaBOBOIO
perynuposanus B chepe obpailieHHs NE€KapCTBEHHBIX CPEJCTB U BETEPHHAPHOIO
NPUMEHEHUs U B paMKaX WUCMonHeHus mnopydenus Ilpasurenwcrsa Poccuiickoii
®epepauun ot 26 urons 2016 r. Ne AJI-1111-4429.

3aKOHOMPOEKTOM  Ope[laraeTcs BHECTH CHCAYIOINHME M3MEHEHUS B
@epepaneHbiii  3akoH  or 12 ampens 2010r. Ne61-@3 "O6 obpamenun
neKapcTBeHHBIX cpeAcTB” (nanee - 3akoH Ne 61-D3).

1. [Tynkrom 1, aG3anmeM wecTeIM NOAMYHKTa "a" myHkTa4, IYHKTOM 14,
NyHKTOM 15 crateM |  3aKOHOMpOEKTa MpeflaraeTcss BBECTH YTOYHEHWUE,
Kacarolleecs ONpeJeNeHu s CenuaiucTa B obnactu Berepunapuu. Vicnonslyemsie B
Hacrosmee Bpems B 3akoHe Ne 61-03 mnonatds "“BerepuHapHeli paGoOTHMK",
"BeTepuHapHbI Bpay", "BeTepuHapHBId Genpuiep”, "BeTepUHApHEIA creluanucT" u
"crieranuct B oOnacT¥ BeTEpUMHApUM" Ha [MpPAaKTUKE NPUBOAAT K Cly4dasMm
Pa3HOPEYHBOrO TOJIKOBAHUS UMEIOIIUXCS HOPM.

2. IlynxroM 2 crateu 1 3akoHoOMNpoekTa npejanaraercs B nyHkre 10.1 crateu 5
3akoHa Ne 61-®3  yrounstorcs  monHoMouuss  QepepanbHBIX  OpPraHOB
UCIIOTHUTENBHOM BIacTH Npu 00palleHUy IeKapCTBEHHBIX CPE/ICTB.

[lo uTOoraM COCTOSBIIMXCS OOCYXJAEHWH C TMpeacTaBUTENsAMH Ou3HEC-
coobIecTBa BBIABIEHA OpoblieMa MPH AKCIOPTE OTEHECTBEHHAIX JIEKAPCTBEHHBIX
TIPENapaToR IS BETEPUHAPHOTO NMPUMEHEHHs W3-3a pa3Nuuuii TpeGoBaHu# cTpaH-
HUMIIOPTEPOB.

Kpome Toro, B 3akone Ne 61-@3 copepxarcs NPOTUBOPEUUBBIE TONOKEHUS
OTHOCHMTENBHO YpPOBHS HOPMAaTHBHOIO IPABOBOrO aKTa, KOTOPHIM YCTaHaBIMBAETCS
IIOPAA0K BBO3a JiEeKapCTBEHHBIX CpeACTB B Poccuiickyro ®enepariimio.

Tak, B cooTBeTcTBHH ¢ 4YacThio | crarteu 47 3akona Ne 61-O3 BBO3
JeKapcTBEHHBIX cpelcTB B Poccuiickyro denepalivio OCYyILIECTRISETCS B MOpAJKe,
ycranoBneHHoM [IpaBurensctBoM Poccuiickoi ®enepanuu.

[lpu stom nyuxtoM 10 crateu 5 3akona Ne 61-D3 npexycMOTpEHO, 4TO
YCTaHORBNEHUE TOPAZKA BBO3a JIEKAPCTBEHHBIX CpelcTB B Poccuiickyto denepauuio
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W BBIBO32 JIEKapPCTBEHHBIX cpeAcTB u3 Poccuiickoit Peaepaii OTHOCUTCA K
MONHOMOYMSM (heaepanbHBIX OpPraHOB HCIONHUTENBHOM BIacTH NpH obpameHun
JIEKApCTBEHHBIX CPEJICTB.

B uensx ycTpaHeHHs YKa3aHHOrO MPOTUBOpedHs MOAIMYyHKTOM "a" IyHKTa 2
cTaTh 1 3aKOHONPOEKTA IMpeANaraeTca UCKIIOYUTh COOTBETCTBYIOILEE MONHOMOYUE
(henepanbHOro OpraHa MCIONHUTENBHOM BIACTH, COXpaHUB ero 3a [IpasurenscTBOM
Poccuiickoii Denepauuu.

Takum  o6pasoM,  3aKOHOIPOEKTOM  MNPESyCMOTPEHO  IOJHOMOYHE
teiepanbHBIX OPraHOB MCIIONHUTENLHON BIACTH MpPU OOpAallEHHU JEKAPCTBEHHBIX
CpeICTB MO BhIJaye, YCTAHOBIEHUE MOPSAKA BBIIAYM U (QOPMBI JOKYMEHTOB,
KOTOpBI€ IMOATBEPKJAAIOT, YTO IPOM3BOJACTBO JIEKAPCTBEHHOrO IIperapara s
MEQULMHCKOrO IPUMEHEHUs OCYILIECTBIEHO B COOTBETCTBUM C TpeOOBaHUAMHU
TIIpaBuIl Hagnexanen [IPOU3BOICTBEHHOM [IPAKTUKHY, MPOU3BEICHHBIN
JIEKapCTREHHBIN NMpenapat A BETEPUHAPHOTO NMPHUMEHEHMS JONYIUEH K 00paleH o
B Poccuiickoit ®enepanuy, a Taloke MOANENKAT NPEACTABICHUIO IO TPeOOBaHUIO
YIOTHOMOYEHHOI'0 OpraHa CTpaHbl, B KOTOPYIO BBO3ATCA JIEKAPCTBEHHEIE NpenapaThl
JUTSl BETEPUHAPHOrO NMPUMEHEHHA U MEAUIIMHCKOro MPUMEHEHHUS;

Taxke noamyHkToM "r" myHKTa 2 CTaThul | 3aKOHONPOEKTA K MONHOMOYHMSAM
tdenepanbHbIX OpPraHOB WUCIIONHUTENBHON BIACTH MpU OOpAINEHUM JIEKapCTBEHHBIX
CPeACTB NpejnaraeTcs OTHECTH YTBepxKaeHUe (OpPMEI pelenTa Ha J1eKapCTBEHHBIN
nperapat Ous BETEPUHAPHOTO MNpPUMEHEHUd, Mopsafka oQopMiIeHUS, y4eTa MU
XpaHEHUsl PpELENTOB Ha JEeKApCTBEHHbIE [MpenapaTsl IS  BETEPUHAPHOTO
NpUMEHEHUS.

B OTHOLIEHUM JT€KAPCTBEHHBIX MpENapaToB AIS MeIULIMHCKOrO IMpUMEHEHUS
yKa3zaHHEIH Bolpoc yperyiupoBan PepnepansHbeiM 3akoHOM oT 21 HosiOps 2011 r.
Ne 323-®3 "O6 ocHoBax OXpaHhl 300pOBhs rpaxkaaH B Poccuiickoit ®eneparuu”.

3. [IynxtoM 3 cTaThu | 3aKOHONMpOEKTa NpeANaraeTcs BHECTH HUIMEHEHMS
FOPUAUKO-TEXHUYECKOTO XapakTepa IS [MPUBEAEHUS MOJIOKEHUM yacTu 3 cTaThu 8
3akoHa Ne 61-03 B coorBercTBHEe ¢ DenepanbHbiM 3akoHOM OT 4 Mas 2011 r.
Ne 99-®3 "O HHHCHBHPOB&HHH OTAENBHBIX BUJOB JAEATENHHOCTH', KOTOPLIM
NpeayCMOTpeHa He Bblaya HOBOW NUUEH3UU, a HepeodopMieHUE NULEHIUM B
cnydae H3MEHEHUS [IepeyHs BBIMNONHAEMBIX paboT, OKa3bIBaeMBIX YCHYT,
COCTABISAIOMMX JTULIEHIUPYEMBIA BUJ AEATENEHOCTH.

4. IlyukTtoM 4 cTaThd | 3aKOHOMPOEKTA NpeiaraeTcs BHECTH YTOYHEHUS B
JIOKYMEHTBI, W3 KOTOPhIX (OpMHMpYyeTcs perucTpallMOHHOe JIocke  Ha
3aperUCTPUPOBAHHBIN JIEKAPCTBEHHEIN Npenapar ANl BETEpUHAPHOIO NPUMEHEHHS
(nanee - perucTpalMOHHOE NOCKE) B LIENIX HKCIEPTU3LI IEKAPCTBEHHOIO Npenapara
JUTS BETEpUHAPHOTO MPUMEHEHMUS.
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Tak, nns npoeeneHus 3KCHIEPTH3BE UMMYHOOHOIIOHYIECKOTO NEKAPCTBEHHOIO
npernapata AJd BETEPHHAPHOIO I[PUMEHEHHUS TpEOYIOTCS CBEHEHHUS O IITaMMe.
[Tou sTOoM HcyesaeT HeOOXOMMMOCTh TpeOOBATh y 3asBUTENA BKIKOHYATh B COCTAB
JIOKYMEHTOB, NpeACTaBISIEMBIX npu roCyAapCTBEHHOM perucTpanuu
MMMYHOOHOIOrMYECKOT0  JIEKAPCTBEHHOIO Nperapara, TakKde CBEJEHUs o
dapManeBTHYECKOR cyOcTaHIuu, kak HHGOpMalUs O NpuMecsx, cneludukanms Ha
¢dapMalleBTHYECKYIO CYOCTaHIMIO, pe3yNbTaTEl aHANU3A Cepuil (hapMaleBTHYECKON
cybcTaHlMK, JaHHBIE O CTAOMIIBHOCTH.

B cBmu ¢ Berynnenuem B cuny [ wmrons 2017 r. HOBEIX TipaBun
rocyJapCTBEHHOM perucTpanuu reHHO-UH)XEHEPHO-MOAU(PUIIPOBAHHEIX
OpraHM3MOB, TNpefHa3HAa4YeHHBIX AN BBIIYCKa B OKPYKAIOUIYIO CPEeny, a Takxke
NPOAYKIMH, MONy4YeHHO! C NpPUMEHEHUEM TaKUX OPraHM3MOB WY COjAepiKae
TaKM€ OpPraHu3MbI, YTBEPXACHHBIX nocTaHoBneHueM [IpaButensctBa Poccuiickoit
®enepatuu o1 23 centsbpst 2013 r. Ne 839, B cocTaB NOKYMEHTOB, U3 KOTOPBIX
(QOpPMUPYETCA PErUCTPAMOHHOE MOChE NPU TOCYNAPCTREHHOW pPErucTpanuu, a
TaKXe IpU TOATBEPXKACHUU TOCYJAPCTBEHHON perucrpaluu JIeKapCTBEHHBIX
NpenapaTos JUis BETEPUHAPHOI'O MPUMEHEHUS, TONYHEeHHEIX ¢ TPUMEHEHUEM I'€HHO-
HHXEHEPHO-MOAMMUIIMPOBAHHEIX OPraHW3MOB WIIH COJEPKAUIUX TaAKHE OPraHH3MBI,
Tpebyercs BKIIOYUTHE CBEJEHMS O TOCYJapCTBEHHOH perucTpaudd [eHHO-
UH)XEHEepHO-MOAHGUIMPOBAaHHBIX OPraHM3MOB, MMpeIHa3HaUYEeHHBIX JJIA BBITyCKa B
OKpYXalOI{yI0 Cpeny.

Ycranapnusaetcs Heo6XOAUMOCTE NoANMUCaHuA PYKOBOAHUTENEM
TIPOU3BOAMTENS JIEKAPCTBEHHOTO MpernapaTa IS BeTEPUHAPHOrO [pUMeHEHHUs JTIH60
PYKOBOAMTENEM IOPMAMYECKOrO0 JIMLA, YMNOJHOMOYEHHOr0 [POHU3BOLUTEIEM
JIEKapCTBEHHOI0 [pernapara /s BETEPUHAPHOIO IMPUMEHEHHUs, CBEJECHMUH O
NIEKapCTBEHHOM [ipenapare Ui BETEpPUHAPHOTO MpPUMEHEHMs, KacCarolMXCcs
ofnucaHus IIpollecca IMPOM3BOACTBA ¥ €ro KOHTPONS ¥ ONUCAHUA KOHTPOJA
KPUTHYECKUX  CTAJIMd  NpPOM3BOJACTBA U  TNPOMEXYTOYHOW  NPOAYKUUH,
MIPeNCTaBNAEMBIX B COCTaBE  JOKYMEHTOB, W3 KOTOPHIX (opMuUpyeTcs
PETUCTPALIMOHHOE JOCKE.

Yacte 4 crateu 17 3akona Ne 61-O3 mnpennaraercs H3NOXKHUTE B HOBOM
pENAaKLHK, YTO MO3BONAET M36eXaTh HEONHOZHAYHOrO TONKOBAHUS CYIIeCTBYIOLIEH
pelaKiuy YKa3aHHOMR YacTH ¥ JAET BO3MOXKHOCTE 3asBUTEINIO MPH roCyJapCTBEHHON
pErucTpallid BOCIPOU3BERAECHHBIX JIEKapCTBEHHBIX MPENaparoB /s BETEpUHAPHOTO
MPUMEHEHUsT TNPEACTaBNATh BMECTO oT4era paspaboryuka o pesyasTarax
JIOKIIMHUYECKOr0 HKCCIIeOBaHUS JIEKApCTBEHHOIO CpeACTBa AN BeTEpUHApHOIO
MpUMEHeHUs 0030p Hay4HEIX paboT 0 pe3ynbTaTax AOKIMHHYECKOro MccleA0BaHUA
pedepeHTHOr0 NeKapCTBEHHOro Mpenapara Ml BETePUHAPHOrO MPUMEHEHUS H
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NMpeACTaBUTh BMECTO OT4eTa O pe3ynbTaTax KIMHUYECKOro MCCIeqOBaHuUA
JNIeKapCTBEHHOTO Tpernapara Als BeTEpHMHAPHOIO NMpPUMEHEHUS B MOIHOM oOmeme -
OTYET O pe3yJNsTaTax MCCIENOBaHHM OUOSKBUBAIEHTHOCTH BOCIIPOU3BEACHHOTO
NIEKapCTBEHHOTO Mpernaparta /Ui BETEPMHAPHOro NpUMEHEHMUSL.

Taxke 3aKOHOMPOEKT yCTpaHSET BO3MOXHOCTh HEOAHO3HAYHOI'O TOJNKOBAHUS
yacTh 5 ctaTed 17 3akona Ne 61-®3 B OTHOILIEHHMH KONHYECTBA MPENCTABIAEMBIX
IS TIPOXOXAEHUS TOCYyNapCTBEHHOM DErMCTpallid B COCTaBe PErucTpPalMOHHOIO
JIOChE MAKETOB NEPBUYHON U BTOPUYHOH (ITOTPEOUTENBECKOMR) YIIaKOBOK.

5.IlynktoM 5 ctathu 1 3aKOHONpOEKTa NpeAyCMaTPUBAETCS BO3MOXHOCTH
BO3BpaTa 3asiBUTENIO JOKYMEHTOB, COJAEPXKALUMXCSA B PErHMCTPAlMOHHOM NIOChE, B
clly4ae MPUHATUS pelieHus o6 0TKa3e B OpraHU3alMy 3KCIEPTHU3BI IEKapCTBEHHOTO
CpPE/iCTBA JIsl BETEPUHAPHOTO NPUMEHEHHS.

6. ITynxtom 6 crareu | 3akoHompoekTta B cTathe 24 3akoHa Ne 61-D3
MpefycMaTpUBaeTcs YTO4YHEHHMe 00pa3loB, MpefCTaBIsSeMbIX i M[POBEAEHUS
3KCIEPTU3bl Ka4eCTBa JIEKapCTBEHHOIO CPEJICTBA, C YUETOM M3MEHEHMMH, BHOCUMEBIX
IIyHKTOM 2 CTaTbU | 3aKOHOMpPOEKTA.

7.Tlynkrom 7 crateu | 3aKOHONMPOEKTA2 MOMUMO IOPUAMKO-TEXHHUYECKUX
W3MEHEHH# TIpejiaraeTcs YCTAHOBHUTH HEOOXOAMMOCTh TOJAYM 3aABUTENEM
3asBNECHUS O TOATBEPXKACHUN TOCYJapCTBEHHON PpETUCTpALUM JIeKapCTBEHHOIO
npenapata He [MO37HEE CpPOKAa OKOHYAaHHA [JeHCTBUS  pErucTpalUMOHHOIO
YJIOCTOBEpPEHMS JIEKAPCTBEHHOrO Ipenapara Al BeTEpUHAPHOIO MPHUMEHEHHS.

KpomMe Toro, ycranapniBaeTcs BO3MOXKHOCTE 0OpalieHus 10 UCTEYEHUs CPOKa
TOAHOCTH JIEKapCTBEHHBIX INpENapaToB A BETEPHHAPHOIO  [PUMEHEHMH,
NPOU3BEECHHBIX B TEUEHUM CTa BOCBMMJECATH KaJCHAAPHBIX AHEH mocne AaThl
NPUHATUS YIONHOMOYEHHBIM (DefepanbHBIM OpraHOM MCIIONHUTENBHON BIACTH
pelleHuss O MOATBEPXAECHUM TOCYAAPCTBEHHOH pErHCTpal{UM, B COOTBETCTBUU C
uHpopmanuelt, conepxaieiics B JOKYMEHTaX pErMCTPaUMOHHOTO JOChe Ha
NeXapCTBEHHBIH IIpenapar, [0 JaThl NPUHATHS Takoro pemeHus. B Hacrosiiee
BpeMs yKa3zaHHas HOpMa pacIpOCTpaHsIeTCs TONBKO Ha obpalieHue JIeKapCTBEHHBIX
IpenapaToB JUis MEJULMHCKOrO IPUMEHEHHUS.

8. ITynkrom 8 craThu | 3aKoHOMpOEKTa mpefycMaTpUBaeTcs psl MU3MEHEHUH,
Kacaroluxcs NpoleAyphl BHECEHMS HU3MEHEHUN B JOKYMEHTHI, COAep)Kau[uecHd
B PErMCTPallHOHHOM JIOChE, B YaCTHOCTH:

YCTaHOBNEHHE HEOOXOMUMMOCTH MOJaYU 3asBIECHUS O BHECEHHM H3MEHEHHH B
JIOKYMEHTBI, COJIepXKallluecs B PErdCTPalMOHHOM JOChe, B Cllydae peopraHu3aliuu
IOpUAMYECKOT0  nuua  (Oepkatens  WIM  BHafeNblla  perucTpalioOHHOIO
YIAOCTOBEpEHHUS IJIEKapCTBEHHOIO Mpenapara [ANs BeTEpUHApPHOro NPUMEHEHMS,
pa3paboTuuka WY MPOU3BOAUTENS NEKAPCTBEHHKIX NPeNapaToB Uil BETepUHAPHOIO
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MpUMEHEHU) HE IMO3/HEE 4eM 4epe’ TPUAUATH pabouux AHeH CO JHS NPUHATHS
JIOKYMEHTa, NMOJATBEepXAatomero (pakT BHECEHUS COOTBETCTBYIOMIMX HU3MEHEHMHH B
eAUHBIH TOCYNapCTBEHHEIM peecTp MOpUAMYECKMX Juy (s OpraHu3aluii,
3aperUCTPUPOBAaHHEIX Ha TeppuTopud Poccuiickoit ®@epepanuu), UIH HHOrO
JIOKyMEHTa, IMOATBEPKAAIOIIETO pEOpraHU3alyIo OpUAMYEecKoro nuua (aus
OpraHu3alMi, He 3aperuCTPUPOBaHHBIX Ha Tepputopun Poccuiickoit @enepanum);

npuseseHue 3axona Ne 61-@3 B coorBercTBUe ¢ DefepalbHBEIM 3aKOHOM OT
27 urons 2010 r. Ne 210-®3 "O6 opraHu3aiiuy MpegOCTABIEHUS TOCYJAPCTBEHHBIX U
MYHULMIATBHEIX YyCIyr" B 4acTH YCTaHOBIIEHHMS 3ampeTa TpeGoBaTh OT 3asABUTENS
NpeACTaBNeHUs] JOKYMEHTOB, B TOM YHCIE MMOATBEPKAAIOIIMX BHECEHHUE 3a4BUTENEM
MIaTel 3a MpeAoCTAaBlIeHHE TOCYJapCTBEHHOH YCOyrd, KOTOphle HAaxOAsATCS B
pPacnopsHXeHUHM WHBIX OpraHOB, YYaCTBYIOIIMX B NPEAOCTaBIEHUU NOCYy AapCTBEHHOM
ycnyri (B 4acTu JOKYMEHTOB 00 ynnate rocyAapcTBEHHOM MOLUIUHEI);

YBEMMYEHUE CPOKA, B TEYEHHE KOTOPOro YIMONHOMOHEHHBIH (eAepanbHbIH
OpraH HCIOJHHUTENBHON BNACTU NPUHUMAET pEIIEHWE O BHECEHHM H3MEHEHMH B
JIOKYMEHTBI, COJAEPKalMECS B PETUCTPALIMOHHOM JOChE, UM 00 0TKa3e BO BHECEHHHU
TaKUX W3MEHEHMH, BHOCUT B IOCYJapCTBEHHBIH peecTp JIeKapCTBEHHEIX CPEJICTB
HeoOXOAMMBbIE U3MEHEHUS U BO3BpALIAeT JOKYMEHTEI 3asBUTENO, C MATH A0 AECATU
JHEH Mo aHanorud C [poLefypaMu TOCYAApCTBEHHOH perucTpaliud U
MOATBEPXKACHUSA FOCYAapPCTBEHHOM perucTpaluu;

YCTaHOBNEHUE BO3MOXHOCTH  COXpaHEHUs HOMEpa  BBIJIAHHOTO
PErHCTPALMOHHOrO YAOCTOBEPEHUS IEKAPCTBEHHOrO Mpenapara B cliy4ae BHECEHUs
U3MEHEHUi B YACTU CBEAECHUH, COOEPKAILMUXCSA B PETUCTPAllHOHHOM Y/IOCTOBEPEHUH.

9. ognynkrom "6" nynkra 10 u mynxkrom 12 crareu | 3akoHOIpOEKTa
BHOCATCA M3MEHEHHMS C LENbl0 AOMYyCKa IMPOAaXKM, Mepefadd JeKapCTBEHHBIX
CPEACTB NPOU3BOMUTENAMU JIEKAPCTBEHHBIX CPEJICTB ¥ OpraHU3alMsIMH OIITOBOM
TOPrOBNM JEKAPCTBEHHBIMU CPENCTBAMU MHAMBUAYANBHLIM MPEeANPUHUMATENAM,
OCYIIECTBISIOMIUM pa3Be/ieHNe, BRIPAIUBAHUE W cCofiepkaHue WHUBOTHBIX. [Ipu aToM
YCTAHABIMBAETCS 3alMpeT Ha IMpOJaXy U INepeiady OpraHusalusaM H
UHAMBUAYaTbHBIM NpeArpUHUMATENSIM, OCYIIECTBISIOUIMM pasBeicHUE,
BRIPAILMBAHUE U COMACPIKAHUE KMBOTHBIX, (PapMaLERTHYECKHUX CyOCTaHIMM, TaK KaK
yKa3zaHHble JIMI[a He BIMpaBe OCYLIECTBIATH IPOM3BOACTBO HIM H3rOTOBJICHHE
NeKapCTREHHEIX NpenapaToB.

10. ITynktom 13 crathu 1 3aKOHOOPOEKTA IpeaycMaTpUBaETCA
OCYIIECTBIEHWE OTNYCKa JIEKAPCTBEHHBIX MpEnapaToB [N BETEPUHAPHOIO
NpUMEHEHUS B COOTBETCTBUM C [MpaBUNaMH HaJneXalled anTeyHoOW NpPaKTHKH
NIeKapCTBEHHEIX [PEapaToB s BETEPHHAPHOrO MPUMEHEHHUS.
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B nacrosmiee Bpems B 3akoHe Ne 61-®3 mnpeRyCMOTpEHO YTBEPXKAECHHE
YIIONTHOMOYEHHBIM (pefiepallbHBIM OpraHOM MCIONHHUTENBHOM BIACTH HECKOJIBKHX
HOPMAaTMBHBIX IIPABOBBIX aKTOB, KACAIOIIMXCS OTIIYCKa JIEKAPCTBEHHEIX NMPENapaToB
AT BETEpPUHAPHOro mpuMeHeHus (dacth 4 cTaThu 55 ¥ 4acTh | craThu 55 3akoHa
Ne 61-@3). DaxTudeckyd MpaBUIa OTIYCKAa JIEKAPCTBEHHBIX IIPENapaToB s
BETEpUHAPHOrO0 MPUMEHEHUS BETEpUHAPHBEIMM  aNTEYHBIMHM  OpraHU3ALHIMM,
BETEPHHADHBRIMU  OpraHM3alMIMM, HWHAUMBHUAYANbHBIMH  NpEeANPUHMMATEIAMU,
UMEIOLUMH JIMLEH3UIO Ha (hapMalleBTHYECKYIO AESTeNBHOCTh, SBISAIOTCA YaCTHIO
MIPaBUN HaIeXaleH anTe HON NPAKTUKY.

11. [TognyskTom "r" nyHkTa 14 crarthu | 3aKOHONPOEKTAa YCTAHABIIMBAETCH
TpebOBaHUHE K [AepXKaTen0 WM BIAfENbly PErucTPalHOHHOIO YXOCTOBEPEHMUS
NEXapCTBEHHOr0 Ipenapara AJis BETEPUHADHOrO TMPUMEHEHUS NPEACTABNATE B
YIIONHOMOYEHHBIH (enepanbHblii OpraH UCHOMHUTENBHOM BMAcTH OTYET IO
pesynbratam ¢apMakoHAA30pa, a TaKXKe MEPUOAMYHOCTh MPEeACTABIECHUS TaKOro
oryeta. B HacTosmiee BpeMs YyKalaHHad HOpMa MpefyCMOTpeHa YacThio 22
crareM 18 3akoHa Ne 61-D3 u pacnpocTpaHsercs NHIOE Ha JepXarelned Wiy
BIAfCNbLEB PErHCTPALHOHHOTO YIOCTOBEPEHHs JeKapCTBEHHOro Iipenaparta s
MEIMIUMHCKOrO PUMEHEHHU .

12. [IpenycMoTpenHble 3aKOHONPOESKTOM HM3MEHEHHS, Kacarolecs BOIIPOCOB
obpailleHust JIeKapCTBEHHBIX CPEACTB KaK JJis BETEpHHapHOro, TaK U JAns
MERUIMHCKOTO IPUMEHEHU S, HOCAT TEXHUIECKUI XapaKTep.

Tak, nyHkr9 cratem 1l  3aKOHOMpoOeKTa  YCTpaHSE€T  HMEIOoIIeecs
HecooTBeTcTBHE B cTathe 37 3akoHa Ne 61-®@3. B Hacrosmiee Bpems HeE
IIPEACTABIAETCS BO3MOXHBIM pa3MeLEHUE YIOJHOMOUYEHHBIM defepanbHBIM
OpraHOM HCIHOJHUTENBHOM BNACTU Ha CBOEeM oOdQuIManbHOM caliTe B CEeTH
“"Hureprer” unboOpMaruy, CBI3aHHON ¢ MPOBEACHUEM 3KCIEPTHU3b! JIEKAPCTBEHHBIX
cpeacte  (BKIIOYAas ~ pe3ylNhTaThl €€  MpOBeleHusA), HHPOpMALMH O
3aperucTpUpOBAHHBIX MeKApPCTBEHHBIX Npenaparax M NeKapcTBEHHBIX Nperaparax,
UCKJTIOYEHHBIX W3 TOCYRAPCTBEHHOIO peecTpa JIeKapCTBEHHBIX CPEACTB, B TEYEHME
AT pabo4ux QHEH CO THA MONyHeHUS 3a9BIIEHHS O MOCYAapCTBEHHOM perucTpanuu
JIEKapCTBEHHOrO IIpenapara.

13. Tlognysxt "a" nyskta 10 cratsu | 3aKOHONpPOEKT2 HANPABJICH Ha
CcO3[aHue 3aKOHOJATeNhHOW OCHOBHI, [IO3BONSAIOLIEH TOpU  [IPOM3BOJCTBE
NE€KapCTBEHHBIX [IpenapaToB M BETEPUHAPHOrO [PUMEHEHUS HCIONB30BaTh
(dapMaLeBTHYECKUE CYOCTaHIMKM, BKIIOYEHHBIE B TOCYNApCTBEHHEBI peecTp
JIEKapCTBEHHBIX CPE/ICTB AN MEAMLIMHCKOrO MIPUMEHEHHUs U MpeAHa3sHaYeHHBbIE UL
IIPOU3BOACTBA JEKAPCTBEHHEIX [IPENapaToB AN MEJUIIMHCKOrO IIPUMEHEHHMS.

CooTtBeTcTBYIOIIEE TIPEAI0KeHHE CHOPMUPOBAHO UCXOMS U3 CIAEAYIOIIETO.
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Crarpeit 34 3akona Ne61-O3 nmnpegycMOoTpeH MOPSNOK BKIIIOYEHUS
GQapManeBTHUYECKOM ~ CyOCTaHIMM, TNPOM3BE[EHHOW [NIA  peanusalluu, B
rOCYapCTREHHEINA PEECTp JIEKapCTBEHHBIX CPEACTB. B oTnuuue OT 3HAYUTENBHBIX
pa3Iuuuil MeXIy rOCyAapCTBEHHOM perucTpaumeil TeKapcTBEHHBIX MPENapaTos s
MEJMLIMHCKOr0 NPUMEHEHHUsS U JIEKapCTBEHHBIX IPENapaToB [ BETEPUHAPHOTO
NpUMEHEHUs  MpOHEefypa  BKIIOYEHUS  (apMaleBTUYECKOW  cyb6cTaHnmu,
NIPOM3BENICHHON [/ peanu3allid, B TOCYIapCTBEHHBIH peecTp JeKapCTBEHHBIX
CpElICTB OAWHAKOBA, YTO CBUAETENLCTBYET, IO MHEHHUIO Ou3Hec-coobuiecTBa, 06
U30GBITOYHOCTH TpPeOOBaHHA O TNPOBENEHUM JIUTENBHBIX M JOPOTOCTOSIIMX
Npollelyp TMOBTOPHOIO BKJIIOYEHHS (PapMALIEBTUYECKUX CcyOCTaHIui, yxe
BKJIFOYEHHBIX B TOCYJAapCTBEHHEI## peecTp INIeKapCTBEHHBIX CPEACTB  JUIs
MEJULIMHCKOTO [MPUMEHEHHS, B FOCY/apCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPEICTB
JJI% BETEPUHAPHOIO NPUMEHEHUS.

Kpowme toro, ITonoxxenue o MULIEH3UPOBAaHUM NPOU3BOACTBA JIEKAPCTBEHHBIX
Cpe/ICTB, YTBEpXAECHHOE noctaHoBneHueM [IparurenscrBa Poccuiickoit Mepepatiuu
or 6utong 2012 r. Ne 686, ycraHaBmMBaeT eAMHBIH NOPSAOK JHULECH3UPOBAHUS
JEATENBHOCTH 110 IIPOU3BOJCTBY JIEKAPCTBEHHBIX CpEICTB, OCYIIECTBIAEMOi
OpPUARHECKUMHE NTHULAMHU B COOTBETCTBUU ¢ 3akoHOM Ne 61-@3.

ITpaBuna wHajmexame# MPOUIBOACTBEHHONW TMPAKTUKH, YTBEPKICHHEIE
npukazoM Munnpomropra Poccuu ot 14 mions 2013 r. Ne 916, ycraHaBnuBaKOT
obue TpeGOBaHMS X OpraHM3alM¥ TPOM3BOACTBA M KOHTPONS KavyecTsa
JIEKapCTBEHHBIX CPEACTB AN MEAUIMHCKOrO NpPUMEHEHHMS W BETEPHHAPHOrO
NpUMEHEHUS.

B cootBercTBUU ¢ TTyHKTOM 2 ctaThi 4 3akoHa Ne 61-D3 dapmaueBTHYECKO#
cybcraBuMent ABNSETCH JEKAapCTBEHHOE CPEACTBO B BHAE OJHONO MM HECKONBKHUX
obnaparonmx (apMaKonOru4eckod AaKTUBHOCTBIO IEeHCTBYIOIIUX BEILECTB BHE
3aBUCUMOCTH OT TMPHPONBI TMPOUCXOXKACHMS, KOTOpPOE I[pefHa3HAYeHO MJIs
MpPOU3BOACTBA, H3rOTOBICHHMS JIEKAPCTBEHHBIX MpEnapaTtoB U ONpeAenseT Uux
30 QEeKTUBHOCTE. _

K dapmaleBTUdeckuM CyOCTaHIMSAM OTHOCATCS, B YaCTHOCTH, CIEHYyIOLIHE
BELIECTBA: CyXHe OSKCTPaKThl TpaB, aMMHOKHCIOTBI, MNECTHULABI, BUTAMMHEI,
aHTHOMOTUKY W JApYrHe KaTeropuu BelllecTB, obnajarommx (apMaieBTHHECKON
AKTHBHOCTBIO. BhIlleyKa3zaHHBIE BELIECTBA MCMONB3YIOTCS KakK A MPOU3BOJACTBA
NEKAPCTBEHHBIX TMpENapaToB [ MEOULMHCKOro IpUMEHEHHs, TaKk W Ui
MPOU3BOMICTBA NEKAPCTBEHHEIX NPENapaTos Al BETEPUHAPHOTO IPUMEHEHHS.

Hanpumep, T1mpud  NpOU3BOACTBE  JIEKAPCTBEHHOro  Mpemapara  Juid
BETEPUHAPHOTO mnpuMeHeHHss KeTo/pkekT ucHonb3yeTcs (GapManeBTHYecKas
cy6CTaHIMsA KeTonpodeH, KOTopas ONHOBPEMEHHO HCITONB3YETCS IS [IPOM3BOJACTBA

28110308.doc




JIEKApCTREHHOro Mpernapata [ains MeauiuHckoro npumMedeHus Ketormpoden
(50 w™r/mMn, pacTBOp JNs BHYTPUBEHHOTO BBEACHHUA); NpPH IPOU3BOACTBE
NIEKapCTBEHHOIO  TipenapaTta s  BeTepuHapHoro npumeHeHus [Hunpown
UCMONB3yeTCst  (apMalleBTUYecKass cyOcTaHuus UUNpodIoKCalUH, KoTopas
OHOBpPEMEHHO HCHONB3YyeTCs A MPOM3BOJACTBA JEKAPCTBEHHOrO Ipenapara s
MefuLIUMHCKOoro npumeHenus Lunpomen.

O6BeM ¢apManeBTHYECKUX CYyOCTaHLMA, UCIONb3YyEMBIX OJHOBPEMEHHO KakK
JUIs IPOM3BOJCTRA JIEKAPCTBEHHBIX [IPENapaToB AJisi MEAULIMHCKOr0 Ha3HaYeHMs, TaK
¥ JUIs POM3BOJCTBA JIEKAPCTBEHHBIX NPENapaToB AJsi BETEPUHAPHOrO Ha3HAYEHMH,
M0 pasNUYHBEIM OIIEHKaM, cocTaBnfeT a0 67% Bcero obrseMa (papMalleBTUYECKUX
cyOcTaHIUA, HCIONB3YEMRBIX IPU MPOU3IBOACTBE JIEKAPCTBEHHBIX MMPENapaToOB Iis
BeTepUHApHOro npuMeHeHus. [Ipu stoM Takue dapmaneBTHUeckHe CyOCTaHLUH
npuobpetaroTcs y S50 pasnuyHBIX NPOU3IBOAMTENEN JIEKAPCTBEHHBIX CpPENCTB,
pacroNoXeHHbIX B 19 cTpanax mupa.

B Hacrosimmee BpeMsi IPOU3BOACTBO JIEKAPCTBEHHBIX MpeNapatoB s
BETEPUHAPHOIO TNPUMEHEHHUS JOIMYCKaeTCs WCKIIOYUTENRHO C HKCIONBE30BaHUEM
(hapMalleBTUYECKUX CyOCTaHLUMM, BKIIOYEHHBIX B TIOCYJApCTBEHHBIH peecTp
JIEKApPCTBEHHBIX CPEACTB MJisi BETEPUHApPHOrO MpuMeHeHusd. [l oCylIeCTBIEHUs
JIeSTEeNLHOCTH MO NMPOU3BOACTBY TakuX (hapMaleBTUUECKUX cyOcTaHuuit Tpebyercs
MONy4YEHHUE COOTBETCTBYIOLIEH MULIEH3MH, BhiaBaeMoit Poccenbx03Ha[30poM.

INpousBogutento QapmaueBTHyeckod CyOCTAHLUM, UMEKOIIEMY BBIIAHHYIO
Mpunnpomtoprom Poccuu NMIEH3UI0O Ha OCYILIECTBIIEHWE JEATENBHOCTH IO
TIPOM3BOJICTBY JIEKAPCTBEHHBIX CPEACTB, JUIS peanu3aliu 3Toil (apMaleBTUYECKON
Cy6CTaHIIMKM MNPOU3BOAMTENIO JIEKAPCTBEHHBIX IPENaparoB IS BeTEpUHAPHOIO
IIpUMEHEHUsT TpedyeTcs TakkKe MONyYEHHE COOTBETCTBYIOLIEH JMIIEH3UH,
BeilaBaeMoil Poccenbxo3Han3opoM, 4TO BiedeT 3a coboif JABOUHON KOHTPOJIB CO
CTOpOHEI (heiepanbHbIX OPraHOB UCTIONHUTENEHOM BIACTH. '

Nsmenenus B ctathio 45 3akona Ne 61-@3, npennaraemblie MOAIyHKTOM "a"
nmyHkTa 10 cratem | 3aKOHOMpOeKTa, IMO3BOJSIOLIME TPU  NPOU3BOJCTBE
NEKApCTBEHHBIX TNpenapatoB [ BETEPUHAPHOTO MPUMEHEHHS MCIONB30BaTh
dapManeBTHyeckue CyOCTaHIMY, BKIIOYEHHBIE B TOCYJApPCTBEHHbIH peecTp
TIEKapCTBEHHBIX CPEACTB AN MEOUIMHCKOrO NMPUMEHEHUS U NpeAHa3HAYEHHBIe s
IIPOM3BOJICTBA JIEKAPCTBEHHBIX IIPENapaToB IS MEAUIIMHCKOrO NpPUMEHEHUs, He
ITOBJIEKYT 3a COOOM JONONHUTENBHBIX aIMUHUCTPATUBHBIX U UHBIX [TOCIEACTBUMA JIIs
Mun3npara Poccuu.

14. B Muscensxo3e Poccuu umerotcs ofpailleHUss pOCCUHCKHMX 300MapKOB,
pETrHOHANBHBEIX OPTaHOB BRACTH, OOILUECTBEHHEIX OpraHM3alUMi O HEeoOXOAUMOCTHU
BBO32 HE3aperiuCTPUPOBAHHEBIX JIEKAPCTBEHHBIX IPEIapaToB IS JIEYEHUS JIUKHX
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’KUBOTHBIX, NIpHHAJIEXKAILMX K BHJIaM, 3aHeceHHBIM B KpacHyro xuury Poccuiickoit
Denepanuu ¥ HYXAAOLIMMCA B 0c000# oxpaHe.

Ycranopnennas myHkToM 5 uactu 1 crateu 50 3akona Ne 61-®3 Hopma
0 BO3MOXHOCTM BBO33a HE3apEeTHMCTPUPOBAHHAIX JIEKAPCTREHHEIX MPENapaToB
pacmipoCTpaHsIeTCs JIKILG Ha CIIydyay JIeHeHUs] KOHKPETHAIX XHUBOTHBIX B 300MapKax,
4 TaKke MXUBOTHBIX, BBO3MMEIX B Poccumiickyro ®Degepaunmo ans ydacTus B
CIIOPTUBHBIX M 3PENHUIIHBIX MEPONPUSITUSX.

Taxum obpazoM, neueHue JUKUX KUBOTHBIX, MPUHALNEKAUMX K PEAKUM U
HAXOMAMMCA [OJ YrpO30d HUCHE3HOBEHMS BHJAM, JXUBOTHEIX B 300Cajax,
nensGUHApUAX, OKeaHapHUyMax HE MNOMajaeT Moj AelicTBMEe MyHKTa 5 cTaThu 50
3akoHa Ne 61-D3.

ITynkrom 11 craThu | 3akoHONIpoeKkTa MpeamaraeTcs pacnpoOCTPAHHTH
YKa3aHHYI0 HOPMY TaKXe B OTHOINGHWM JICKapCTBEHHBIX TMpENapaToB,
NpeAHa3Ha4YeHHbIX JUIS JIe4eHUS KOHKPETHBhIX IKMBOTHEIX B  300Cajax,
OKeaHapHyMax, Aelb(QUHApUAX U OUKHX JKHBOTHBIX, NMOCTOSHHO UM BpPEMEHHO
Hacenqolux Tepputoputo Pocculickoii ®enepaliuu, HaXOAAIIMXCA B COCTOSHUMU
eCTECTBEHHON CBOGOABI U NMPHHAANEKALUIMX K BUIAM, 3aHECEHHBIM B KpacHyrO KHUTY
Poccuiickoit ®enepauun w (unu) Kpacuele xHurn cyonekroB Poccuiickoit
Depnepauuu.

B Poccuiickoit ®efepauuy B Ka4decTRe JIEKapCTBCHHBIX MPENapaToB s
BETEPUHAPHOIO NIPUMEHEHUS 3aperucTpUpoBaHEl B GONBIIMHCTBE CBOEM NPENaparhl,
MpeJHa3HauYeHHbIE IS JIEYEHUS CeNbCKOXO3AWCTBEHHBIX >XUBOTHBIX H MEJKHX
AOMAIOHMX XUBOTHBIX. BUIOBEIE OCOOCHHOCTH OpPraHM3Ma AMKUX U 3K30THHECKHUX
XUBOTHBIX HE MO3BOJISIOT NPUMEHATh yKa3aHHbIE JIeKapCTBEHHBIE MpenapaThl TaKUM
KUBOTHBIM. O(GhEKTUBHOCTH JEKapCTBEHHBIX I[pernaparoB [yl BeTepPUHAPHOrO
NPUMEHEHUS, NPEIHAIHAUEHHBIX IS NEYSHUS XUBOTHBIX OJHOrO BUAA, 3a4aCTYIO
HEJOCTATOYHA Ui OKa3aHUs IMOMOIUY >XXMBOTHBIM JPYroro BHAA NpU pasIUYHBIX
3a00neBaHUSX.

3aKOHONPOEKT He TPOTHUBOpEYHT MonoxeHusMm Jlorosopa o EspasuiickoMm
9KOHOMHYECKOM COI03€, a TaKXe MONOKEHUAM HMHBIX MEXIYHAapOAHBIX JOIOBOPOB
Poccuiickoil @enepanuu. Ilpennaracmeie UM pelIeHHs He BIUSIOT HAa JOCTIDKEHHE
1eneil rocyiapcTBEHHBIX porpamMM Poccuiickoit @eneparmu.

Peanuzauus npeaycMOTpPEHHBIX 3aKOHONPOEKTOM ITOTHOMOYHI deaepanbHOro
opraHa HCITONIHUTENBHOMN BIACTH, OCYLIECTBISIOMErO rocyAapCTBEHHBIA KOHTPONb
(Hamsop) B cdepe oOpaineHust JEKapCTBEHHBIX CPEACTB [NA BETEPUHAPHOTO
NpuMeHeHus, 6yIeT OCYILEeCTBIATRCS B lIpejieNlax yCTaHOBIeHHOK [TpaBuTeibcTBOM
Poccuiickolt ®efepaliid YHCIECHHOCTH PaGOTHUKOR M GIOJKETHBIX aCCHMIHOBAHMIA,
NPeayCMOTPEHHBIX UM B (enepanbHoOM OOKETE HA PYKOBOICTBO M YIIpaBieHHE
B chepe YCTAaHOBIECHHBIX QYHKIIUH.

£
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OUHAHCOBO-3dKOHOMMYECKOE OBOCHOBAHUE

K npoexTy ¢egepabHOro 3aKoHa
"O BHeceHun niMeHenuii B @efepanbHubiii 3akoH '"O0 o6pamenun
JiekapCcTBeHHbBIX CPeACTB' B HAaCTH peryJupoBaHus oOpaiieHus
JIEeKapCTBEHHbIX CPEJCTR /ISl BeTePHHAPHOIO NpHMeHeHus "

Peanuzanus ®enepansroro 3akona "O BHeceHUM U3MeHeHui B DenepanbHbIil
3akoH "OO6 oOpalleHHW NeKapCTBEHHBIX CpPeACTB" B YacTU peryIupOBaHUA
ofpameHus  JEeKapCTBEHHBIX CPEANCTB JANA  BETEPHUHApHOIO  IpUMEHEeHHs"
He mnorpedyer yBENMYEHMA INTATHOM HYMCIEHHOCTH (efepanbHBIX OpPraHoB
WCHONHUTENBHOR BIACTU U JONONHUTENBHBIX pacxojoB (enepansHoro GoaKxeTa.
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IIEPEYEHD

(pexepaibHBIX 3aKOHOB, NOAJIEKANUX NPHIHAHUIO YTPATHBILIUMH CHJLY,
NPHOCTaHOBJIEHHIO, U3MEHEHHIO HJIN OPUHATHIO B CBSI3H C MPOEKTOM
¢denepanshoro 3axkoHa 'O BHecenun uameHenuii B @efepaabHelil 3aK0H
"6 oOpameHuH JeKapcTBEHHBIX CpeACcTB' B HaCTH pery.,IHpOBaHUS
o0pameHus JeKapCTBEHHbIX CPEACTB A/ BeTepHHAPHOro NpuMeHeHust'

[Tpunsarue ®enepaneHoro 3akoHa "O BHeceHUU W3MeHeHU# B DeflepaibHbli
3akoH "OO obpallieHuM JEKApCTBEHHBIX CPEACTB" B HacTH peryjJMpoBaHUs
oOpallieH|s NI€KapCTBEHHBIX CPEACTB MM BETEPHHApHOIO IIPUMEHEHMA" He
noTpebyer MNpU3HAHHUA YTPATHUBILIMMHU CHUIy, [PHUOCTAHORIECHUS, HW3IMEHEHU,
JOMONHEHUA UK NPUHATUA QeaepanbHbIX 3aKOHOB.

28110310.doc




NNEPEYEHD

HOpMATHBHBIX npaBoBbix akToB [Ipe3naenta Poccuiickoii @exepaiiuu,
IIparutenncrBa Poccuiickoit ®enepanuu v deaepalibHLIX OPraHoB
HCNOJHUTENbHOM BJACTH, MOJJIEKAIUX MPUIHAHUIO YTPATHBIUKMH CHIY,
NPHOCTAHOBJIEHHIO, HU3MEHEHMIO UJIH NPHHATHIO B CBA3H ¢ IPHHATHEM NIPOEKTA
theaepannnoro 3axona 'O BHecenuu uzmenHenuii B @eaepalibHbii 3aKOH
"O6 o0pameHuH TeKapCTBEHHBIX CPEACTB'' B YaCTH peryJIMpOBaHUS
ofOpaueHus JIeKapCTBEeHHBIX CPeCTB /I/Ifl BETEPHHAPHOIO NpUMeHEeHus "'

[Mpunsatue ®enepansuoro 3akoHa "O BHeceHMM U3MeHeHHH B DenepanbHElit
3akoH "OO6 oOpaleHUM JIEKAPCTBEHHBIX CpeACTB" B YacTH peryiMpoOBaHUS
oOpallieHus JieKapCTBEHHBIX CPEACTB JJIS BeTEPUHADHOro NpuUMeHeHHs" (manee -
3aKOHOMNPOEKT) NoTpedyeT:

l. BHeceHuss wu3MeHEHuH B Cleaywrolide HOPMATHBHBIE TMIPABOBBEIE AKTHI
INpaBurensctBa Poccuiickoi ®enepanuu:

a) [Tonoxenue o MunHucrepcTBe cenbckoro xossiécrea Poccubickoii
Denepaluu, YyTrBepXAeHHoe mnocraHoBileHueM IlpaButensctBa Poccuiickoit
®enepauun ot 12 urons 2008 r. Ne 450 (nanee - [Nonoxxenne Ne 450).

O6GocHoBaHHEM HeoOXOAUMOCTH BHeceHus udMeHenuil B [Momoxenue Ne 450
SIBJISIOTCS MYHKTHI 2 U 13 cTaThu 1 3aKOHOMPOEKTA.

I{ensamu BHeceHust usMmenenuil B [Tonoxxenue Ne 450 sBnsroTcs:

MCKTIOYEHUE TONMHOMO4YMS MuHcenbxo3a Poccuu no MpUHATHIO MpaBUI
OTIyCKa  JIGKAPDCTBEHHBIX MpEmaparoB Ui  BETEPUHAPHOrO  MPUMEHEHUs
BETEPUHAPHBIMU aNTEYHBIMU OpraHU3alUsMH, BETEPHHAPHBIMU OpraHU3aLUSIMH,
UHIMBUAYAIRHEIMU  [pEANPUHUMATENSIMHU,  HUMEIOIIUMHU TULEH3HIO Ha
(hapMalEBTHYECKYI0  AEATENBHOCTh, IPEAYCMOTPEHHOIO MOAMyHKTOM 5.2.25%
IMonoxenus Ne450. Tlopsmox oOTmycka JIeKApCTBEHHBIX [penapaToB I
BETEPUHAPHOI0 NIPUMEHEHHUs OyAEeT YCTaHOBIIEH B IpaBUIaX HaJJNeXalleld anTeyHOu
MPaKTUKA  JIeKAPCTBEHHBIX [pPENapaTroB AAf BETEPUHAPHOrO [PUMEHEHMs
(noanyskt 5.2.25'® IMonoxenus Ne 450);

yTouHeHue nonHomouus Muncensxoza Poccuu No OPUHATHIO MIOpSAKa
BRIJa4M U (GOPMBI JOKYMEHTa, KOTOpBIH MOATBEPKIAET, YTO HPOU3BOACTBO
JIEKapCTREHHOIr0 Mpemaparta AJAsf BETEPHHAPHOTO IIPUMEHEHUSA OCYIIECTBIICHO B
COOTBETCTBHH ¢ TPeOOBAHUAMMU MMPABUI HAANEXalieHd NPOU3BOACTBEHHON NMPAKTUKH,
npegycMotpensoro  mopnyskrom 5.2.25'%"  TMonoxenus Ne450. [lpu  stom
3aKOHOMPOEKTOM MpPEeRyCMaTPUBAETCS YCTAHOBIEHHE MOpPAAKA BeIAAYM U (POPMBI
JIOKYMEHTAa, KOTOpBI  TIOMUIEXUT  MpEACTaBICHUI0O MO  TpeOOBaHHUIO
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YIOJIHOMOYEHHOIO OpraHa CTpPaHEl, B KOTOPYIO BBOSUTCS JIEKapCTBEHHEIH Npenapar
JUTS BETEPUHAPHOrO NIPUMEHEHUS;

MCKITIOYEHUE NOojHOMOYMs MuHcenexo3a Poccuu 1Mo yTBEPXKACHUIO MOPSIKA
BBO3a JIEKAPCTBEHHBIX CPEACTB M BETEPHHAPHOrOo INpuMeHeHus B Poccuiickyio
@epepalivio ¥ BeIBO3a JIEKAPCTBEHHBIX CPEJCTR JJIsSi BETEPMHAPHOTO MPUMEHEHUS U3
Poccutickoii Pepepamuu, mpegycMoTperHoro moamyrxToM 5.2.25'7 TMonoxenus
Ne450. B cooreerctBuuM wacThio 1 cratem 47 @emepanbHOrO 3aKOHa
"O6 oOpaleHun JEKapCTBEHHBIX CPEACTB" BBO3 JIEKAapCTBEHHBIX CPEACTB B
Poccuiickyro  ®enepaiio  OCYIIECTBISIETCS B  HOPSOKE, YCTAHOBICHHOM
IpaBurensctBoM Poccuiickoit ®enepanmu; '

Haflenenue Muncensxo3a Poccuu MOMHOMOYHEM MO YTBEPKACHUIO GHOpMEI
pelenTa Ha JeKapCTBEHHBIH IIpelapar Al BETEPUHAPHOTO NMPUMEHEHHUSA, NOpAAKa
ohopMIEHUs, ydeTa W XpaHEHUs pELEeNTOB Ha JleKapCTBEHHBIE Mpenaparhl s
BETEPUHAPHOI'O NPUMEHEHHUSI.

I'onosHo# ucnonyurens - Muncensxo3 Poccuu.

Coucnonuurens - Munduu Poccuu, Munakosompazeutus Poccuu.

Cpoxk noarotroBku - uroiib 2019 r.

0) Ilonoxxenne o @DepepanvHoél cnyxbe 10  BeTepUHAPHOMY U
GUTOCaHUTapHOMY HAJ30py, YTBepXAEHHOe TMocTaHoBleHWeM I[IpaBuUTeNnsCTBA
Poccuiickoit @enepatiuu ot 30 urons 2004 r. Ne 327 (nanee - [onoxenue Ne 327).

ObocHOBaHUEM HeOOXONUMOCTH BHeceHUs usMeHenuil B [Tonoxernue Ne 327
ABNAIOTCA MOANYHKTHI "6" 1 "B" myHkTa 2 cTaThu | 3aKOHOMpOEKTA.

Ilensro BHeceHus usMeneHuit B Ilomoxenue Ne 327 smusercs yTOUHEHUE
nonHoMouus Poccenbxo3Han3opa Mo BeIJaye NOKYMEHTA, KOTOPBIA MOATBEPKIAET,
YTO MpPOMU3BOJCTBO INIEKAPCTBEHHOIO Mpenapara AfAf BeTEPUHAPHOro NpUMEHEHUS
OCYLIECTBIIGHO B COOTBETCTBUM C TpeGOBaHMSMU TMpaBUl  Hajgnexaiiei
MPOM3BO/ICTBEHHOM MMPaKTHKM, MpeaycMOTpeHHoro rnoamnyHkTom 5.2.8 [lonoxeHus
Ne 327. Ilpu 3TOM 3aKOHOIIPOEKTOM IIpefycMaTpUBacTCsd YCTAHOBJIECHUE MOPsAKa
Bbilaui U (OpPMBI JOKYMEHTa, KOTOpBIM NOATBEPXKAACT, YTO JIEKAPCTBEHHBIM
npenapar AN BeTEPUHAPHOrO MPUMEHEHUs AomylieH k obpautenuro B Poccuiickoi
QDenepauuy ¥ MOANEXHUT IMIPEACTABICHUI0O MO TpeOGOBAHHIO YIIONTHOMOYEHHOTO
opraHa CTpaHsl, B KOTOPYIO BBO3UTCH JEKAapPCTBEHHBIM NpENapat AJi BeTEPHHAPHOTO
NPUMEHEHUS. _

TonosHo# ucrmonHuTens - Muncensxos Poccum.

Coucnonuntens - Mundun Poccuu, Munsxonompassutus Poccuu.

Cpok noarotoBku - utons 2019 r.

2. [lpuHsATHS HOpPMATHBHBIX NpaBOBRIX akToB MuHcensxosa Poccuy,
NpeaycMaTpUBaIOLIHX:
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YTBEpXAEHUE MOpsiaKka BbIAaYM U (GOPMBI  JOKYMEHT2, KOTOpKIi
MIOATBEPXKAAET, YTO JEKAPCTBEHHBIN Mpenapar Al BETEPUHAPHOIO MPUMEHEHUS
JomnyieH Kk obpamenuro B Poccuiickoit @enepaiiui ¥ NOUIENKUT MMPEICTABICHHUIO 1O
TpeGOBaHMIO YNONHOMOYEHHOr0 OpraHa CTpaHhl, B KOTOpDYIO BBO3HUTCS
JIeKapCTBEHHBIN Nperapar 1 BETEpUHAPHOr0 NPUMEHEHUS;

yTBEpXKACHUEe (OpMBI peuenTa Ha INEKApCTBEHHBIM Impenapar ans
BETEPUHAPHOTO MPUMEHEHUA, Nopsaka ohOpMNeHUs, ydYeTa U XpaHEHUs PELICNITOB
Ha JIeKapCTBEHHBIE MTpEeNapaTthl A8 BETEPUHAPHOrO IPUMEHEHUS.

Ob6ocHOBaHUEM HEOOXOAUMOCTH MPUHATHA COOTBETCTBYIOIIMX HOPMATUBHEIX
MpaBoBbIX akTOB MuHcensxo3a Poccuu, SBAOTCA MOAMYHKTHL "B" U "r" myHkTa 2
cTaThi | 3aKoHOMpPOEKTa.

[lensi0 TNPUHATHS COOTBETCTBYIOIIMX HOPMATUBHBIX IIPABOBBIX aKTOB
Muncensxo3za Poccuu sBRAfAETCA YCTAaHOBIEGHHE NOpPAAKA BbiAa4¥ U (QOPMEL
JOKyMEHTa, KOTOpBIi [MOATBEPXKHAET, YTO IEeKapCTBEHHBIM mpenapar s
BETEPUHAPHOr0 MPUMEHEHHUS JOomylleH Kk obpamenuio B Poccuiickoi Penepatu u
MOJUIEKUT IIPEACTABICHUIO MO TpeOOBAaHUIO YMONHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPYO BBO3HTCH JIEKApCTBEHHBIN Npernapatr ANd BEeTEpUHAPHOrO MPUMEHEHUS, a
TaKXX€ YCTaHOBIeHHE (OpPMBI peuentTa Ha JeKapCTBEHHBIM mpenapar s
BETEPUHAPHOTO MPUMEHEHUS, MOpsaka oQOopMIEHUS, ydeTa U XpaHEHHs peLienToB
Ha JIEKapCTBEHHBIE IIPeNapatsl s BETEPUHAPHOr0 MPUMEHEHUS.

['onoenoit ucnonHuTens - Muncensxos Poccuu.

Cpox moarotoBku - okT6ps 2019 .
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MPABATEJIGCTBO POCCHICKOM ®EIEPAIIAN
PACIIOPSXEHUE

ot 7 mapta 2019 r. Ne 364-p

MOCKBA

1.Byectu B IocymapctBennyro J[dymy ®PepepansHoro Cobpanus
Poccuiickoii ®enepanuu npoekt GepepansHoro 3akoHa "O BHeceHUH
usMeHeHu#t B DefepanbHbiit 3akoH "O06 obpameHun JeKapCTBEHHBIX
cpencTB" B 4YacTH perynupoBaHHA oOOpalieHHsI JeKapCTBEHHBIX CpEACTB
JIIS BETEPUHAPHOTO MPUMEHEHUT .

2. Ha3gauuTh cTarc-cexperapsd - 3aMecTurenss MMHHCTpa CelbCKOro
xo3siictBa Poccuiickoit ®@epnepamuu JleGemea Vsana BsuecnaBosuda
o¢puuHaneHEIM npeacrasureieM [IpaButenscTBa Poccuiickoit Meneparuu npu
paccmoTtpenuu nanaramu ®PepepansHoro Cobpanus Poccuiickoit ®eneparuu
npoexTa denepansHoro 3axoxa "O BHeceHUM U3MeHeHu# B OelepanbHEIi 3aKOH
"O6 obpallieHuM NeKapCTBEHHBIX CPEACTB" B YACTH PEryIMPOBaHUs oOpaleHust
TIeKapCTBEHHBIX CPEACTB I BETEPUHAPHOrO NpHUMeHeHus" .

Ilpencenarens [IpaBuTeps

Poccutiickol Qenepid Jd.Menpeaen
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