depepanbHbivi 3akoH oT 12 anpenga 2010 r. N 61-$3
"Ob6 obpalleHnn NekapcTBEeHHbIX cpeacTB”

MpuHaT NocypnapcTtBeHHoun [lymon 24 mapTta 2010 roaa
Opo6peH CoBetom Pepgepaumm 31 mapta 2010 roga
FAPAHT:

CM. KOMMeHTapum Kk HacTosilemy ®enepanbHOMY 3aKOHY
MnaBa 1. O6wWme nonoxeHus

Cratbsa 1. NpegmeT perynupoBaHna HacToswero deagepanbHOro 3akoHa

WNHdopmauusi 06 nsmeHeHusx:

@eldepasibHbiM _3akoHOM om 6 Oekabps 2011 2. N 409-©®3 e wyacmb 1 cmambu 1
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUSs, ecmynaruue 8 cumy 1o
ucmeyeHuu mpuduamu OHel nocre OHA odbuuuanbHo20 onybnukogaHus Ha38aHHO20
®edeparibHo20 3aKOHa

CmM. mekcm Yacmu 8 npeodbidywel pedakuuu
1. HacTtoawmn ®efeparnbHbi 3aKOH perynimpyeTt OTHOLLIEHUS, BO3HUKalOLLNE B CBA3K C
obpaileHnem - pas3paboTkon, OOKIMMHUYECKMMWU  WUCCNEeAOBaHUSIMKU,  KITUMHUYECKUMMU
nccrnegoBaHNAMM, IKCNEepPTU30ON, rocydapCTBEHHOM perncrtpaumen, co ctaHgapTusaumen u c
KOHTpPOMNEeM KayecTBa, NPOU3BOACTBOM, U3roTOBMEHMEM, XPaHEHMEM, NEPEBO3KON, BBO3OM B
Poccuinckyto depepaumio, BbiBO3oM U3 Poccuinckon depepaumn, pekrnamon, OTMYCKOM,
peanusaunen, nepegadyen, NpUMeHEeHNeM, YHUYTOXEHMEM JTeKapCTBEHHbIX CPeACTB.

MHdopmaLums 06 M3MeHeHUsIX:

QedepasibHbiM 3akoHOM om 25 utoHs 2012 2. N 93-®3 6 yvacmb 2 cmambu 1 Hacmosiuje2o
®edeparnbHO20 3aKOHa BHECEHbI UBMEHEHUS

CMm. mekcm Yacmu 8 npedbldyuwiel pedakyuu
2. Hactoawun ®depepanbHbii 3aKOH YCTaHaBnvMBaeT MNPUOPUTET FOCyaapCTBEHHOIO
perynuposaHua 6e3onacHocTu, kayecTsa N adEKTUBHOCTU NEKAPCTBEHHbIX CPEACTB NPU UX
obpalueHun.
FAPAHT:

CM. koMmmeHTapumn K cTaTbe 1 HacTosiwero deaepanbHOro 3akoHa

Cratbs 2. Cdepa npuMeHeHust HacTosdwwero degeparnbHOro 3akoHa
HacTtoawwun ®enepanbHbii 3aKOH MNPUMEHSETCA K OTHOLLEHUSIM, BO3HUKAKOLLMM MNpn
obpalleHnn nekapcTBEHHbIX CPEACTB Ha TeppuTopun Poccuinckon denepaumn.
FAPAHT:

CM. KOMMeHTapum Kk cTaTbe 2 HacTosilero ®eaepanbHOro 3akoHa

Cratbsa 3. 3akoHogaTenbcTBO 06 06paLLeHn NekapCTBEHHbIX CPEACTB

1. 3akoHopatenbcTBO 00 oOpalleHuM neKkapCTBEHHbIX CpPeacTB COCTOUT U3
HacTosiwero ®enepanbHOro 3akoHa, Apyrux dpefeparnbHbIX 3aKOHOB U MHbIX HOPMAaTUBHbIX
npaBoBbIX akToB Poccuinckon degepauumn.

WHdopmaumsa 06 nameHeHusix:

@eldeparibHbiM _3akoHoM om 29 uwHsA 2015 a. N 160-®3 cmambsi 3 Hacmosue20o
®edeparbHo20 3aKkoHa dornosiHeHa Yacmbto 1.1
1.1. 3akoHogaTenbCcTBO 006 oOOpalleHnn nekapcTBEHHbIX CPeacTB B OTHOLLEHUU
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OpUONYECKNX  NUL, U MHAMBMAOYalNbHbIX  NpeanpuHUMartenen,  OCYLLEeCTBIISIOWMX
AEATENbHOCTL Ha TEPPUTOPUM MEXOYHAPOAHOr0 MEOMLMHCKOro KracTtepa, NpuMeHsieTcst ¢
y4eTOM OCOBGEHHOCTEN, YCTaHOBNEHHbIX PegepanbHbiM 3akoHoMm "O  MexayHapogHOM
MEAMLMNHCKOM KrlacTepe U BHECEHUN W3MEHEHWN B OTAENbHblEe 3aKOHOAATeSlbHble aKTbl
Poccunckon depepaunn.

2. [dencteue Hactosiwero degepanbHOro 3akoHa pacnpocTpaHseTca Ha obpalieHue
HaPKOTUYECKNX NIeKapCTBEHHbIX CPEACTB U MCUXOTPONMHbIX TEKAPCTBEHHbIX CPEACTB C Y4EeTOM
OCOBEHHOCTEN,  YCTaAHOBMIEHHbIX  3akoHogatensctBoMm  Poccunckon  depepauum 0
HapKOTUYECKNX CPEeACTBaXx, MCUXOTPOMHbIX BeLecTBax U 06 UX Npekypcopax.

3. Hencteue Hacrtosdwero ®enepanbHOro 3akoHa pacnpocTpaHsieTcss Ha obpalleHue
paguodapmaLeBTUYEeCKMX  NleKapCTBEHHbIX  CpeacTB C  ydeToM 0coOeHHoCTeN,
YCTaAHOBIEHHbIX 3akoHoaartensctBom Poccuinckon degepaumm B obnactm obecnevyeHust
paguaumoHHoOn 6e30MacHOCTM.

4. Ecnn mexayHapogHbiM goroBopoM Poccuinckon ®depepauumn yCTaHOBMEHbI UHbIE
npaBuna, 4Yem Te, KOTOpble npefyCMOTPeHbl HacTtodAwmm defepanbHbiM  3aKOHOM,
NPUMEHSIIOTCA NpaBuiia MeXxXayHapo4HOro Jorosopa.

5. B Poccuickon degepaumm B COOTBETCTBUM C MeXOAYyHAPOOHLIMW [OroBopamu
Poccunckon degepaumm m (Mnun) Ha OCHOBE NPUHLMNA B3aUMHOCTU NPU3HAKOTCA pe3ynbTaTbl
KIMHUYECKMX UCCReaoBaHNN NEKApPCTBEHHbIX MpenapaTtoB A MeAULMHCKOro NMpUMEHEHUS,
NpoBeAEHHbIX 3a Npeaenamun Tepputopun Poccunckon depepaumn.

FTAPAHT:

CM. koMMeHTapum K ctaTbe 3 HacToswero deaepanbHOro 3akoHa

CtaTtbsa 4. OCHOBHbIE MOHATUSA, UCNOSb3yeMble B HacTosweM PeiepanbHOM 3aKoHe

[na uenen Hactosdwero ®enepanbHOro 3akoHa MCNoMb3YyTCA CreayoLlmne OCHOBHbIE
NOHATUSA:

1) nekapcTBeHHble cpencTBa - BellecTBa WUAM UX KOMOMHauuw, BCTynawwne B
KOHTaKT C OpraHM3MoM YerioBeka Ui XXMBOTHOMO, NPOHMKAOLWNE B OpraHbl, TKaHW opraHnuamMa
yeroBeka WMAW >KMBOTHOrO, TMPUMEHsSIEMble ANS  NPOUMAAKTUKKA, AWAarHOCTUKM  (3a
NCKNIOYEHNEM BELLECTB UNN UX KOMOMHAUMIN, HE KOHTaKTUPYIOLWNX C OPraHn3mMoM 4YernoBeka
NI XXUBOTHOIO), NieyeHuns 3abonesanus, peabunutaumm, ong coxpaHeHus, NpeaoTBpaLLeHns
UNn npepbiBaHUs 6EpPEMEHHOCTU M MONYyYEHHbIE U3 KPOBW, MNnasmbl KPOBWU, U3 OPraHos,
TKaHen opraHmM3mMa 4yerioBeka Unun XXMBOTHOMO, pacTeHUI, MMHEPANoB MeTOLaMN CUHTE3a Unu
C MNpUMeHeHueM Ownornormyeckux TtexHomnormn. K nekapcTBeHHbIM CpeacTBaM OTHOCATCS
drapmaueBTUYECKME CyGCTaHUUKM U NIEKAPCTBEHHbIE NpenapaThl;

WHdopmauusi 06 nsmeHeHusx:

@edepasibHbIM _3akoHOM om 22 0Oekabps 2014 a. N 429-©3 nyHkm 2 cmambu 4
Hacmosuwezo ®edepasribHO20 3aKOHa U3/I0XeH 8 HO8oU pedakyuu, scmynarowel 8 cusy ¢ 1
uronsg 2015 a.

Cm. mekcm niyHKma 8 ripeodbidyuiel pedakuuu

2) chapmaueBTMYECKaa cyOCTaHUMA - NeKapCTBEHHOE CPeaCcTBO B BUAE OAHOMO Unu
HecKonbkmx obnagarowmx apmMakornormyeckon akTUBHOCTbIO AEWCTBYIOLINX BELLECTB BHE
3aBMCMMOCTU OT MNPUPOAbl MPOUCXOXAEHUS, KOTOpOoe npedHasHa4vyeHo Ansi Npou3BOACTBA,
N3roTOBEHUS NEKapCTBEHHbIX NpenapaToB 1 onpegensieT nx apdeKkTUMBHOCTb;

3) BcnomorarternbHble BelecTBa - BELLECTBA HEOPraHNYECKOro UM OopraHM4Yeckoro
NPOUCXOXOEHUS, UCMNONb3yeMble B npouecce Npou3BOACTBaA, U3rOTOBNEHUSA NeKapCTBEHHbIX
npenapaTtoB AN NpMaaHnus UM HEOBXoANMbIX PU3NKO-XMMNYECKUX CBOWNCTB;

4) nekapcTBeHHble npenapaTbl - IeKapCTBEHHbIE CPeACTBa B BUAE JIEKAaPCTBEHHbIX
dopmMm, npuMeHdemble AOnsa  NpoUNaKTUKK, OMArHOCTUKK, JedyeHns  3aboneBaHus,
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peabunutauun, ons coxpaHeHus, NpegoTBpaLLEHMS UK NpepbiBaHNA 6epeMeHHOCTH;

5) nekapcTtBeHHaa c¢opma - COCTOsSHME  FeKapCTBEHHOro  npenapaTa,
cooTBeTCTBYLLee cnocobam ero BBe4eHUS 1 NpUMeHeHns n obecneyunsatoLee JOCTUXKEHME
HeobxoaumMoro feyvebHoro apdekTa;

WHdopmauusi 06 nsmeHeHusX:

@edepasibHbIM _3akoHoM om 22 Oekabps 2014 e. N 429-©3 cmambs 4 Hacmosiueao
®edeparibHO20 3aKoHa doriofiHeHa nyHkmom 5.1, ecmynarwowum 8 cuny ¢ 1 uronsa 2015 a.

5.1) pmo3upoBKa - cogepxaHne OOHOro UM HECKONbKUX OEWCTBYHOLLMX BELLECTB B
KONMMYECTBEHHOM BbIPa)XeHUN Ha eauHULY O03bl, N eanHnly obbema, unv eguHuLy maccbl
B COOTBETCTBMM C JIEKAPCTBEHHOW (POpMOM NUOO ANS HEKOTOPbLIX BMAOB JEKAPCTBEHHbIX
OpM KONMYECTBO BbICBODOXAAEMOro U3 fiekapcTBEHHOW (POpMbl AENCTBYIOLLIErO BeLecTBa
3a €ANHNLY BPEMEHMU;

6) nepeyeHb KU3ZHEHHO HEOOXOAMMbLIX UM BaXHEUWUX JleKapCTBEHHbIX
npenapaTtoB - exXerogHo yreepxgaembln [IpaButensctBoMm Poccuinckon dPegepauum
nepeyvyeHb NEeKapCTBEHHbIX NpenapaToB AN MEAULMUHCKOrO NpuMeHeHusi, obecneymBaroLmx
NPUOPUTETHbIE MOTPEOHOCTM 34paBOOXPaHEHUA B LEeNnAX MNpounakTukm u nedeHus
3aboneBaHuin, B TOM 4dncrne npeobnagarowmnx B CTpykType 3abonesaemoctun B Poccuiickon
depepauuy;

WNHdopmauusi 06 nsmMeHeHusx:
@edepanbHbiM _3akoHoM om 22 Oekabps 2014 e. N 429-©3 cmambs 4 Hacmosiueao
®edeparnibHO20 3aKoHa 0oriofiHeHa nyHkmom 6.1, ecmynarwowum 8 cuny ¢ 1 uronsa 2015 a.

6.1) opdraHHble rneKapcTBeHHble npenapatbl - JIEKAPCTBEHHbIE npenapaThl,
npegHasHa4YeHHble MWCKNIYUTENbHO ANS AMArHOCTUMKM WK NAaTOreHeTMYEeCKOro rnedeHus
(nevyeHnsa, HanpaBnNeHHOro Ha MexaHu3M pasBuTUS 3aboneBaHusi) peakux (opdhaHHbIX)
3aboneBaHui;

MHdopmaLums 06 M3MeHeHUsIX:

@edepasibHbIM _3akoHoM om 22 Oekabps 2014 e. N 429-©3 cmambs 4 Hacmosiuwezao
®eldeparnbHO20 3aKkoHa OoroniHeHa nyHkmom 6.2, ecmynarowum e cuny ¢ 1 urons 2015 .
6.2) buonoru4yeckme rnekapcTBeHHble Mnpenapartbl - JiekapCTBEHHbIE MnpenapaTbl,
AENCTBYIOLLIEE BELeCTBO KOTOPbIX MPOM3BEOEHO WNU BblgeneHo u3 6uonornvyeckoro
MCTOMHMKA M ONns onpeferieHMsi CBOMCTB M KayecTBa KOTOpbIX HeobxoaMma KOMOuHauums
Buonormdyecknx un  PU3NKO-XMMmMYecknx MetoaoB. K Buonornyeckum nekapCTBEHHbIM
npenapaTamMm OTHOCATCS MMMYHOBMONOrM4Yeckne nekapCTBEHHbIE NpenapaTbl, JIeKapCTBEHHbIE
npenapaTbl, NOMyYEeHHbIE N3 KPOBW, MNa3Mbl KPOBM YENOBEKA U KUBOTHBIX (3a UCKNOYEHMEM
LenbHOM KpoBW), BMOTEXHONOrMYECKNe neKapCTBEHHblE Mpenapartbl, reHoTepaneBTUyYeckme
nekapcTBEHHble npenaparTbl;

WNHdopmauusi 06 usMeHeHusiX:

QeldepasibHbIM _3akoHOM om 22 0Oekabps 2014 e. N 429-©3 nyHkm 7 cmambu 4
Hacmosiuweao PedepasibHO20 3aKOHa U3/10XXeH 8 Hogou pedaKyuu, scmynarowed e cusy ¢ 1
urons 2015 a.

Cm. mekcm nyHKma 8 rpedbidyuied pedakuuu
7) WMMyHoOOMosnoruvyeckue rnekapcTBeHHble npenapaTtbl - JIEKAPCTBEHHbIE
npenapaTbl, NpeaHa3Ha4YeHHble ANnst POpPMMPOBaHUS aKTUBHOIO UM NAacCUBHOIO MMMYHUTETA
nmMbo  OMarHOCTUKM  HamnmuMuust  UMMyHUTETa WM OUArHOCTUKM  cneunduyeckoro
NpMoBpPETEHHOrO0 U3MEHEHNA MMMYHONOIMMYECKOro OTBETa Ha annepruavpyoline BewecTsa.
K “MMyHOBMONOrMyeckMMm nekapCTBEHHbIM npenapaTtaM OTHOCATCS BaKUWMHbI, aHaTOKCUHbI,
TOKCWHBI, CbIBOPOTKN, UMMYHOTNOBYNNHBI U anneprexbl;

WNHdopmauusi 06 usMeHeHusIX:

QedeparsibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-O®3 cmambs 4 Hacmosuwezo
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®eldeparibHO20 3aKkoHa OorioniHeHa nyHkmom 7.1, ecmynarowum e cuny ¢ 1 urons 2015 e.
7.1) ©OwnoTexHomorn4yeckue JreKapCTBeHHble MnpenapaTtbl - JI€KAPCTBEHHbIE
npenaparbl, NMPOU3BOACTBO KOTOPbIX ocyLiecTBnsaeTcs c MCNonb3oBaHNEM
BuoTexHonormyecknx npoueccoB un MetogoB (B ToM uucne [OHK-pekomOuHaHTHOWM
TEXHOMNOMMN, TEXHOMOMMU KOHTPOSNIMPYEMOWN 3KCMPECCUMU FEeHOB, KOOUPYHOLLMX Buonornyecku
akTMBHble ©6enku B MpokapuMoTax M 3ykapuoTax, BKMOYas M3MEHEHHblE  KNEeTKM
MmriekonuTarLwmx), rmépmaoMHOro MeToaa u MeToa MOHOKITOHAlbHbIX aHTUTEN;

MHdopmaumsa 06 n3MeHeHUsIX:

QedepalibHbIM _3akoHoM om 22 Oekabps 2014 e. N 429-©3 cmamps 4 Hacmosiwezao
®eldeparibHO20 3aKoHa O0rosiHeHa nyHKmom 7.2, ecmynarowum e cury ¢ 1 urons 2015 e.

7.2) reHoTepaneBTUYECKUE JieKapCTBEHHble nMpenapatbl - JIeKAPCTBEHHbIE
npenapatbl, (apmaueBTMyeckass CcybcTaHUMA KOTOPbIX SABMASETCA  PEKOMOMHAHTHOWM
HYKNENHOBOW KUCIIOTOM WNn BKNOYaeT B cebsi peKOMOWHAHTHY HYKMEWHOBYK KUCHOTY,
NMO3BONSIOLLYKD OCYLLECTBNATbL pPeErynvpoBaHve, penapauuio, 3ameHy, pobasneHve unm
yaarneHue reHeTU4eckon nocnegoBaTenbHOCTY;

8) HapkoTU4YecKume IeKapCTBeHHble CcpeAacTBa - JeKapCTBEHHblE NpenapaTtbl U
hapmaueBTU4eckne cybctaHumm, codepxallme HapkoTU4ecKMe CpeacTBa WM BKITHOYEHHbIE B
[lepeyeHb HAaPKOTUYECKMX CPEACTB, NCUXOTPOMHbIX BELLECTB 1 NX NPEKYPCOPOB, NOAMEXaLLMX
KOHTponto B Poccunckon depepaummn, B COOTBETCTBUM C 3aKOHOAATENbCTBOM PoccuncKon
depepauunmn, mexgyHapoaHsiMn gorosopamu Poccunckon denepaumm, B TOM yncne EavHon
KOHBEHLIMEN O HApKoTUYecknx cpeacteax 1961 roaa;

9) ncuxoTponHble JeKapCTBEHHble CpeaAcTBa - JIEKApCTBEHHbIE NpenapaTtbl U
hapmaueBTU4eckne cybctaHumm, cogepXallme NnCUXoTpornHble BELLEeCTBA U BKOYEHHbIE B
[lepeyeHb HAPKOTUYECKMX CPEACTB, NCUXOTPOMHbIX BELLECTB 1 NX NPEKYPCOPOB, NOAMEXaLLMX
KOHTponto B Poccunckon depepaummn, B COOTBETCTBUN C 3aKOHOAATENbCTBOM PoccuncKon
depepauunmn, mMexayHapoaHbiMu porosopamu Poccunckon depepaumm, B TOM  4Yucne
KoHBeHLMen 0 NCMxoTponHbIX BewectBax 1971 roaa;

10) papmodapmaueBTUHECKNE JeKapCTBeHHble CpeacTBa - JlEKApCTBEHHbIE
cpencTtBa, KOTopble cogepXaT B roTOBOW A1 MCNOSMb30BaHUA (oOpMe OAMH PaguoHyKnng unm
HECKOMbKO paAMOHYKNMAOB (pPaanoakTUBHBIX N30TOMOB);

WNHdopmauusi 06 nsmMeHeHusx:

@eldepasibHbiM _3akoHom om 13 uronsa 20152, N 241-©3 e nyHkm 11 cmambu 4
Hacmosiweao PedepasibHO20 3aKOHa 8HeCeHbl U3MEHEHUs

CM. mekcm nyHKkma 8 npedbioyuwel pedakyuu
FAPAHT:

HJo 1 auBaps 2016 r. gns uenen Hactoswero ®PefepanbHOro 3akoHa (B pegakuuu
®epepanbHoro 3akoHa oT 13 wuwong 2015r. N 241-®3) B kayectBe pedepeHTHOro
NeKkapcTBEHHOro npenapaTa paccMmaTpuBaeTCsl OpUrMHarbHbIA NeKapCTBEHHbIV NpenapaT
11) pechepeHTHbIN NeKapCTBEHHbIN Npenapar - IeKapCTBEHHbIM Npenapar, KoTopbI
BnepBble 3apeructpypoBaH B Poccuickon ®egepaumn, KadectBo, 3PEPEKTUBHOCTb U
6e3onacHOCTb  KOTOPOro  [OKas3aHbl Ha OCHOBaHMM  pe3ynbTaTtoB  OOKIMUMHUYECKMX
nccnegoBaHUn NEeKapCTBEHHbIX CPeaCcTB M KIMMHUYECKUX WUCCredoBaHWn  fleKapCTBEHHbIX

npenapaToB, NPOBEOEHHbIX B COOTBETCTBMM C TpeboBaHusMmu yacten 6 m7 cratbn 18
HacToswero ®egepanbHOro 3akoHa B OTHOWIEHWM JEKApCTBEHHbIX CPeAcTB AN
MeOMLUMHCKOro npuMmeHeHus nnbo B cooTBeTCTBUM C TpeboBaHMAMM cTtatbn 12 HacTosawero
denepanbHOro 3akoHa B OTHOLIEHUW JIEKAPCTBEHHbIX CPeacTB ANA  BETEpPUMHAPHOro
NPUMEHEHNS, W  KOTOPbIA  UCNOMb3yeTcsa ANna  OueHKn OUMO3KBMBANEHTHOCTU UMK
TepaneBTUYECKON  OKBMBANEHTHOCTM, KadecTBa, 9PEEKTMBHOCTM U Ge3onacHoCTU
BOCNpPOn3BeLEHHOrO nnu 6noaHanorosoro (6nonogo6HOro) NekapCTBEHHOIO nNpenapaTa;
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WNHdopmauusi 06 usMeHeHusIX:

@eldeparibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 12 cmambu 4
Hacmosiweao ®edeparnibHO20 3aKOHa U3MOoXeH 8 Hogol pedakyuu, ecmynarouel e cuy ¢ 1
urons 2015 a.

CM. mekcm nyHKma 8 rpeodbidyuiet pedakuuu
12) BOCnNpouM3BeAEeHHbIN JIeKapCTBEeHHbIA MnpenapaTt - NieKapCTBEHHbIM npenapar,
KOTOPbIN MMEET TakoW e KayeCTBEHHbIN COCTaB M KONMMYECTBEHHbIA COCTaB OENCTBYHOLLMX
BELWeEeCTB B TaKOW >Xe JekapCTBEHHOM opMe, 4YTO U pedepeHTHbIN JleKapCTBEHHbIN
npenapaTt, n OWO3KBMBANEHTHOCTb WAW TepaneBTUYecKas 3KBMBANIEHTHOCTb KOTOPOro
pepepeHTHOMY  nekapCTBEHHOMY  npenapaTty  noATBepXAeHa  COOTBETCTBYHOLMMU
nccneaoBaHUAMM;

MHdopmaLums 06 M3MeHeHUsIX:

QedepalibHbIM _3akoHoM om 22 Oekabps 2014 e. N 429-©3 cmampes 4 Hacmosiuweao
®eldeparbHO20 3aKkoHa doroniHeHa nyHkmom 12.1, ecmynarowum e cuny ¢ 1 utons 2015 e.
12.1) TepaneBTMYECKas  3KBUBASNIEHTHOCTb -  [OCTMXKEHWE  KIUHUYECKU
COMOCTaBUMOro TepaneBTuyeckoro addekta npu NPMMEHEHUN NEKapCTBEHHLIX NpenapaToB
AN MEOULMHCKOTO NPUMEHEHUS AN OAHOW M TOW e rpynnbl 60SIbHBIX MO OAHUM U TEM Xe
NnoKasaHnAM K NPUMEHEHNIO;

WNHdopmauusi 06 usMeHeHusIX:

@edepasnbHbiM _3akoHoM om 22 Oekabpsi 2014 a. N 429-©3 cmambsi 4 Hacmosiueao
®edeparnibHO20 3aKoHa OoriofiHeHa nyHkmom 12.2, ecmynarouwum 8 cuny ¢ 1 urons 2015 a.
12.2) bnoaHanoroBbIin (6MONOAOOHLIN) NeKapcTBEHHbIM npenapart (bunoaHanor) -
Guonormdyecknin  nNekapcTBEHHbLIN  npenapaTt, CXOXWMW MO napaMeTpaM  KayecTsa,
apdekTmBHoCTM 1 Be3onacHoCcTM C  pedepeHTHbIM BMOMNOrMYECKMM  FIEKAPCTBEHHbIM
npenapaToM B TaKOW Xe fieKapCTBEHHON hopMe N UMEOLLNIN MOEHTUYHBIN cnocob BBeOEHUS;

WHdopmauusi 06 uaMeHeHUsIX:

QedeparbHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-O®3 cmambs 4 Hacmosuwezo
®edeparibHo20 3aKkoHa dornosiHeHa ryHkmom 12.3, ecmynarowum 8 cusy ¢ 1 uronsa 2015 a.

12.3) B3aumMo3aMeHsieMbIn NleKapCTBEHHbIW npenapar - JIeKapCTBEHHbIV npenapaT
C [OKa3aHHOM TepaneBTUYECKOW SKBMBAINIEHTHOCTbIO UM OMO3KBMBANEHTHOCTLIO B
OTHOLWIEHUN pedepPeHTHOro feKapCTBEHHOro npenapata, MMEKLWWN 3KBUBANIEHTHbIE €My
Ka4eCTBEHHbIN COCTaB W KOJMMMYECTBEHHbLIN COCTaB [OEWCTBYHOLMX BELLECTB, COCTaB
BCNoMOraTesnbHbIX BELLECTB, JIeKapCTBEHHYIO hopMy 1 cnocob BBeAeHUS;

13) nekapcTBeHHOEe pacTUTElIbHOEe CbIpbe - CBEXMWE WU BbICYLUEHHbIE PacTEHUS
nmnbo nx YacTu, Ucnosnb3yemble OS5 NPOU3BOLCTBA fIEKAPCTBEHHbIX CPEACTB OpraHM3aunsamm
- MPoOU3BOAUTENSIMU  JIEKAPCTBEHHbIX CPEACTB WM U3rOTOBIIEHUSA  FleKapCTBEHHbIX
npenapaTtoB anTeYHbiMM OpraHu3aumamMm, BeTEpPUHAPHbIMK anTeYHbIMW OpraHM3auusiMi,
nHAMBMOYyanbHbIMU MPeaNnPUHUMATENSMU, UMEKLWNUMN JIMLEH3UI0 Ha dapmMaueBTUYEeCKYH

OEeATEeNbHOCTb;

14) nekapCTBEeHHbIA pacTUTESIbHbIA npenapaTt - JleKapCTBEHHbIM nNpenapar,
Npou3BefEeHHbIN UNN U3rOTOBMEHHbLIN U3 OQHOrO B1Aa NIeKapCTBEHHOIO PacTUTENBbHOMO Chipbs
NN HECKOSbKUX BUOOB TaKOro Cblpbs U peanusyembin B pacdacoBaHHOM BUAE BO BTOPUYHOM
(noTpebuTenbLcKon) ynakoBke;

WHdopmaLuusi 06 usMeHeHUsIX:

@eldepasibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 15 cmambu 4
Hacmosuweao ®edepasribHO20 3aKOHa U3/I0XeH 8 HO8oU pedakyuu, ecmynarwet 8 cusy ¢ 1
uronsg 2015 a.

CM. mekcm nyHKma 8 rpeodbidyuiet pedakuuu
15) romeonaTuyeckum neKapCTBEHHbIA NpenapaTt - JfeKapCTBEHHbIN nNpenapar,
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NPOM3BEOEHHbIN UMM U3FOTOBMIEHHbIN M3  papMaueBTUYEeCcKOM  cybCcTaHuum  mnu
dapmaueBTUYECKMX CyOCTaHUMN B COOTBETCTBMM C TpebOBaHUAMM 0OOLLMX dapMaKoNeNHbIX
craten K roMeonaTn4yeckMm JeKkapCTBEHHbIM MpenapataMm UMM B COOTBETCTBUM C
TpeboBaHNAMU hapmakoneun CTpaHbl NPON3BOAUTENS TaKOro NieKapCTBEHHOMo npenapara;

WHdopmauusi 06 nsmeHeHusX:

@eldepasibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 16 cmambu 4
Hacmosiweao ®edeparsibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouue 8 cumy ¢ 1 utons
2015 e.

Cm. mekcm nyHkma 8 ripedbidyuiel pedakuuu
16) MexayHapoAHoe HenaTeHTOBaHHOE HauMeHOBaHMe JleKapCTBEHHOro
cpeaAcTtBa - HaMMEHOBaHME [EWCTBYHOLLEro BellecTBa hapmaueBTMYeckon cybctaHuum,
pekoMeHaoBaHHOe BcemMupHOW opraHu3aunen 3gpaBooXpaHeHns:;

MHdopmaumsa 06 n3MeHeHUsIX:

@eldeparibHbiM _3akoHoM om 22 Oekabpsi 2014 2. N 429-O®3 e nyHkm 17 cmambu 4
Hacmosiweao PedeparibHO20 3aKOHa 8HECEHbI U3MEeHeHUs, ecmynarouwue 8 cury ¢ 1 utorns
2015 a.

Cm. mekcm nyHkma 8 ripedbidyuwiel pedakuuu
17) ToOproBoe HauMeHOBaHME JIeKapCTBEHHOro cpeacTtBa - HauMMeHoBaHWE
NekapCTBEHHOrO0  cpeacTtBa, MNPUCBOEHHOE €ero  paspaboTyvMkomMm, AepxaTenem  unu
BnagenbLuem perncTpaumMoHHOro yaoCTOBEPEHNSA NEKAPCTBEHHOMO Npenapara;

MHdopmaumsa 06 n3MeHeHUsIx:

@edepalibHbIM _3akoHoM om 22 Oekabps 2014 e. N 429-©3 cmampbsi 4 Hacmosiweao
®edeparnibHo20 3aKoHa OorioniHeHa nyHkmom 17.1, ecmynarowum 8 cuny ¢ 1 urons 2015 a.
17.1) rpynnMpoBO4YHOE HaMMeHOBaHWEe JleKapCTBEHHOro npenapata -
HaMMEHOBaHME  JIeKapCTBEHHOro  npenapaTta, He  UMEKLWero  MeXayHapogHOoro
HEeNnaTeHTOBAHHOITO HauMMEHOBaHUS, WM  KOMOWMHAUMKM  NEeKapCTBEHHbIX MpenapaTos,
ncnonb3yemoe B Lensax obbegMHeHns Ux B rpynny nog €AnHbIM HauMeHOBaHMEM MCXOAs U3
O[MHAKOBOro cocTaBa AeNCTBYIOLLNX BELLECTB;

MHdopmaumsa 06 n3MeHeHUsIX:

QedepasibHbIM _3akoHoM om 22 Oekabps 2014 e. N 429-©3 e nyHkm 18 cmambu 4
Hacmosiwezao PedeparibHO20 3aKOHa 8HeCeHbl UBMEeHeHUs, ecmynarouwue 8 cuny ¢ 1 urns
2015 a.

CM. mekcm nyHKma 8 rpedbidyuiet pedakuuu

18) obwasn cphapmakonenHasa ctaTbs - LJOKYMEHT, YTBEPXKAEHHbLIA YNONHOMOYEHHbLIM
denepanbHbIM OpraHoM WCMOSTHUTENbHOW BRacTV U COAepXaluin nepedeHb rnokasaTtenen
KayectBa M (MNN) METOOOB KOHTPOSSl KayecTBa KOHKPETHOW JleKapCTBEHHON opMbl,
NEKapCTBEHHOIO  PaCTUTENbHOrO  Cbipbsl, OMUCaHUA BUONOrMYECKUX, BUOXMMUYECKUX,
MUKPOBNONOrMYECKUX, PUIUKO-XUMUYECKUX, (PUINYECKUX, XMMUYECKMX W APYrnx MeTonoB
aHanu3a neKkapCTBEHHOro cpeacTBa, a Takke TpeboBaHMA K MCNOMb3yeMbiM B LENsAX
nNpoBeAeHNs JaHHOro aHannsa peaktusam, TUTPOBaHHbLIM pacTBopaM, MHAMKaTopawM;

WNHdopmauusi 06 usmeHeHusX:

@eldepasibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 19 cmambu 4
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouue 8 cumy ¢ 1 utons
2015 e.

CMm. mekcm nyHKkma 8 rpedbidywiet pedakuuu
19) cpapmakonenHaa cTaTbA - [OOKYMEHT, YTBEPXOEHHbIN YNONHOMOYEHHbLIM
dreepanbHbIM OpraHoOM MCMOMHUTENBHOW BIlaCTM U codepXallnin nepeyeHb nokasatenen
KayecTBa U METOO0B KOHTPOSIS KayecTBa JlekapCTBEHHOrO CPeacTBa;
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WNHdopmauusi 06 usMeHeHusIX:

@edepasnbHbiM _3akoHoM om 22 Oekabpsi 2014 a. N 429-®3 cmambsi 4 Hacmosiueao
®edeparnibHo20 3aKoHa OoriofiHeHa rnyHkmom 19.1, ecmynarowum 8 cuny ¢ 1 urons 2015 a.
19.1) ctaHpapTHble o6pa3ubl - BeLlecTBa, NOCPEACTBOM CPaBHEHUSI C KOTOPbIMMU
OCYLLIECTBMNSAETCA KOHTPONb KayecTBa MCCNenyeMblX NEKapCTBEHHbIX CPEACTB C MOMOLLbIO
PUINKO-XUMNYECKMX N BMONOrMyecknx MeTOAOB B UeNsX NoaTBEPXOEHUA COOTBETCTBUS
NEeKapCTBEHHbIX CpeacTB TpeboBaHMAM HOPMaTMBHOW OOKyMEHTauuu, YCTaHOBMEHHbLIM Mpu
OCYLLIECTBMNEHNN FOCYAapCTBEHHON perncTpaumm, U KoTopble NPUMEHSATCA AN KanubpoBKu
CTaHAapTHbIX 00pa3uoB NPOU3BOAUTENS FEKAPCTBEHHbIX CPEeACTB, WCMNONb3yeMblX Afis
KOHTPOIS Ka4yecTBa M UHbIX Lenen npu obpalleHnn nekapCTBEHHbIX CPEACTB;

WNHdopmauusi 06 usMeHeHusiX:

@®edeparsibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-O®3 cmambs 4 Hacmosuwezo
®edeparnibHO20 3aKoHa OoriofiHeHa nyHkmom 19.2, ecmynarowum 8 cuny ¢ 1 urons 2015 a.

19.2) cpapmakonemHbIn CcTaHAAPTHbIA oOOpasey - cTaHgapTHbIn obpasedl,
NpousBeeHHbIN B COOTBETCTBMU C (papMaKkoNenHom cTtaTben;
20) HopmaTMBHaA OOKyMeHTauusi - [JOKYMEHT, coJepXawumh nepeveHb

onpegensemMblx Mo pesynbTataMm COOTBETCTBYIOLIMX 3KCMNepTU3 nokasaTenen kKayecTtsa
neKkapCTBEHHOro cpeAactsa AnNd MeOVUMHCKOro MNPUMEHEHUA, MeTOOOB KOHTpPOrs ero
KayecTBa N YCTAaHOBIEHHbIN €ro NPon3BoaUTENEM;

21) HOpMaTUBHbIA AOKYMEHT - OKYMEHT, COAEepPXaLnn nepeveHb onpeaensemMbix no
pe3ynbTataMm COOTBETCTBYIOLUMX 3KCNepTu3 nokasatenenh kadectsa M (Mnv) MeToOoB
KOHTPONs KayecTBa NeKapCTBEHHOW (pOpMbl, OnuUcaHuMs BGMONOrndyecknx, GUOXMMUYECKMX,
MUKPOBMONOrM4ecknx, OU3NKO-XMMUYECKUX, (PU3UYECKUX, XUMWUYECKMX U OPYrnX MeToO0B
aHanu3a neKapCTBEHHbIX CPeACTB AN BETEepuMHapHOro npumeHeHus, TpeboBaHus K
MCrnonb3yemMbiM B LENAX MNpoBeAeHUs [aHHOro aHanui3a peaktuBam, TUTPOBAHHbLIM
pacTBopaMm, UHOMKATOpPaM U YCTaHOBIEHHbIN €ro Npou3BoAnTeNeM;

WNHdopmauusi 06 usMeHeHusIX:

QeldepalibHbIM _3akoHoM om 22 Oekabpsi 2014 e. N 429-©3 cmampbsi 4 Hacmosiweao
®edeparnibHo20 3aKoHa OorioniHeHa nyHkmom 21.1, ecmynarowum 8 cuny ¢ 1 urons 2015 a.

21.1) oOWMN TeXHUYECKUM [OOKYMEHT - KOMMMEKT AOKYMEHTOB U MaTepuaros,
COCTOSAILLMIA U3 HECKOSNbKUX pas3genoB - [OKYMEHTauuMuM aaMUHUCTPATUBHOMO XapakTepa,
XUMUYECKON, hapmaLeBTUYECKOM M BMONOrMyeckon AOKYMeHTauun, apMakosiorM4eckomu,
TOKCUKONOIMMYECKOM OOKYMEHTAUUKW, KIWMHUYECKOW OOKyMEHTauun wun npencraBnsemMbin
OHOBPEMEHHO C 3asiBNIeHMEM O rocyJapCTBEHHOW perncrpaunm nekapCcTBeHHOro npenapaTta
AN MEeAMUMHCKOrOo  NpUMEHeHus B dopmaTte, YCTaHOBMEHHOM  YNOSHOMOYEHHbIM
denepanbHbIM OpraHOM MUCMNOSTHNTENBHOW BNACTHU;

22) Ka4yeCTBO JleKapCTBEHHOro cpeAcTBa - COOTBETCTBUE NIEKAPCTBEHHOIO CpeacTBa
TpeboBaHuAM apmakonenHon cTaTtbn MO0 B cnyyYyae ee OTCYyTCTBUA HOPMaTUBHOM
AOKYMEHTaUUN UM HOPMaTUBHOIO AOKYMEHTA;

23) 6e30MacHOCTb JNIEKAPCTBEHHOro CpeAcTBa - XapakTepucTuKka NekapCTBEHHOro
cpencrtBa, OCHOBaHHasi Ha CpaBHUTENbHOM aHanu3e ero 3M@EKTMBHOCTM U puUCKa
NPUYNHEHNA Bpeaa 300POBbI;

24) 3dheKTUBHOCTb JeKapCTBEHHOro npenapara - XapakTepuUcTMKa CTeMNeHn
NONOXUTENBLHOIO BIIMSIHUS NEKapCTBEHHOro npenapaTta Ha TedeHwe, MPOAOIKUTENbHOCTb
3aboneBaHusa nnNu ero npeaoTBpaLLeHne, peabunuraunio, Ha coxpaHeHue, npeaoTBpaLleHne
nnNun npepbiBaHne 6epemMeHHOCTH;

25) cepusa nekapcTBEHHOro cpefacTtBa - KONMYECTBO JIEKAPCTBEHHOrO CpencTBa,
npoun3BefeHHoe B pe3ynbTaTte 0O4HOro TEXHOIOrMYECKOro Lnkna ero npon3soauTenem;

26) perucrtpauMoHHoe yAoCTOBepeHue NeKapCTBEHHOro npenapara - JOKYMEHT,
noaTBepXaaroLnn akT rocygapCTBEHHON pernctTpaunmn iekapCTBeHHOro npenapara;
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WNHdopmauusi 06 usMeHeHusIX:

@edepasnbHbiM _3akoHoM om 22 Oekabpsi 2014 a. N 429-®3 cmambsi 4 Hacmosiueao
®edeparnibHO20 3aKoHa OoriofiHeHa nyHkmom 26.1, ecmynarowum 8 cuny ¢ 1 urons 2015 a.
26.1) pepxatenb WU Bnageney perucTpauMoHHOro yaoCTOBepeHus
neKkapcTBeHHOro npenaparta - pa3paboTyMK fiekapCTBEHHOro CpeacTBa, Npou3BoguTenb
NeKapCTBEHHbIX CPeACTB UMM MHOE topuanyeckoe nuuo, obrnagatowee npaBoM BriafeHus
PErMcTpaumMoHHbIM  YOOCTOBEPEHMEM, KOTOPblE HECYT OTBETCTBEHHOCTb 3a Ka4yecTBo,
3P PeKTNBHOCTb N Be30NacHOCTb NeKapCTBEHHOrO Npenapara;
27) perncTtpauuMoHHbIN HOMep - KogoBoe 00O3HayeHue, NPUCBOEHHOE
nekapcTBEHHOMY npenapaTy npu ero rocygapCTBEHHOW perncTpauuu;

WNHdopmauusi 06 usMeHeHusiX:

QedepasibHbiM _3akoHoM om 6 Oekabpsi 2011 2. N 409-©3 & nyHkm 28 cmambu 4
Hacmosuwezao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmyrnaruue 8 cusy Mo
ucmedeHuu mpuduyamu OHel nocrne OHA ouuuanbHo20 onybrukogaHus Ha3eaHHO20
®edeparnbHO20 3aKOHa

CMm. mekcm nyHKkma 8 ripedbidyuwiet pedakyuu

28) obpaweHue rnekapcTBEeHHbIX CpeacTB - paspaboTka, LOKAMHUYEeCKune
nccnenoBaHus, KIMHUYECKME UCCrnedoBaHus, aKcnepTusa, rocydapCTBEHHas perncrpauus,
CTaHAapTM3aLmMs U KOHTPOSb KayecTBa, NPON3BOACTBO, U3rOTOBMNEHNE, XPaHEHNE, NepeBO3ka,
BBO3 B Poccuickyto depnepaumio, BbiBO3 M3 Poccunckon depepauuun, peknama, OTMYCK,
peanusauus, nepegaya, NpUMeEHeHNe, YyHUUTOXEHME NeKapCTBEHHbIX CPeaCTB;

29) cybobeKTbl obpalleHus NneKkapCTBeHHbIX CpeacTB - m3nyeckne nvua, B TOM
yucne wuHAMBMAOYanbHble MNpeanpUHUMATENnW, W pUaNYeCcKMe nuua, OCyLeCTBRsLWmne
AeATeNbHOCTb Npy 06paLLeHnn NekapCTBEHHbIX CPeacTs;

WNHdopmauusi 06 usMeHeHusiX:

@eldepasibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 30 cmambu 4
Hacmosuweao ®edeparibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynarouue 8 cuiy ¢ 1 urons
2015 a.

CM. mekcm nyHkma 8 rpedbidywiet pedakuuu

30) pa3paboTuuK NnekapCcTBEHHOro cpeacTBa - opraHmMsaund, obnagatowas npasamm
Ha pe3ynbTaTbl OOKMMHUYECKMX WCCNeaoBaHWA NEeKapCTBEHHOIOo CPeACcTBa, KIMMHUYECKMX
nccnegoBaHWM  NEKApCTBEHHOrO npenapata W (MAM) Ha TEXHOMOrM  Npou3BOACTBa
NeKkapCTBEHHOro cpeacTBa;

31) NpoM3BOACTBO JleKapCTBEHHbIX CPeACTB - OEeATEeNbHOCTb MO NPOU3BOACTBY
NeKapCTBEHHbIX CPEeACTB OpraHM3auusiMv - NPOU3BOAUTENSMU NEKApPCTBEHHbIX CPeACTB Ha
OOHOW CTaauWn, HECKOSbKUX UMW BCEX CTaausaX TEXHONOrM4Yeckoro rnpouecca, a Takke no
XPaHEHUIO 1 peann3aumm Npon3BeaeHHbIX NeKapCTBEHHbIX CPEACTB;

WNHdopmauusi 06 usMeHeHusX:

@edepasnbHbiM _3akoHoM om 22 Oekabpsi 2014 a. N 429-©3 cmambsi 4 Hacmosiueao
®edeparnibHo20 3aKoHa OorioniHeHa nyHkmom 31.1, ecmynarowum 8 cuny ¢ 1 urons 2015 a.

31.1) npousBoAcCTBEeHHaA nrowaaka - TepputTopuanbHO 060COBNEHHbIM KOMMMEKC
NpoM3BOAMTENS FEKapCTBEHHbIX CPeaCTB, MpefHasHadeHHbI ANs  BbINOSIHEHWUS BCEro
npoLiecca NPon3BOACTBA NIEKapCTBEHHbIX CPEACTB UNW ero onpeaeneHHon ctaaum;

32) npousBoaAuUTENlb NleKapCTBEHHbIX CPeACTB - OpraHu3auumsi, ocyllecTBrstowas
NPOM3BOACTBO JleKapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHMAMM HACTOSILLErO
denepanbHOro 3akoHa;

33) cdapmaueBTUYeCcKaa OeATEeNbHOCTb - AEATENbHOCTb, BKMA4awwasa B cebs
ONTOBYIO TOPrOBMIKO JIEKAPCTBEHHLIMWM CPEACTBaMW, WX XpaHeHue, NepeBo3Ky WU (uUnu)
PO3HMYHYIKO TOPrOBIIKO fIEKAPCTBEHHbIMU MpenapaTtamun, MUX OTMYCK, XpaHeHue, NepeBO3KY,
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N3roToBNEHME NEKAPCTBEHHbIX NPENapaToB.;

34) opraHu3auMs ONTOBOM TOProBNM JIeKAPCTBEHHbIMU cCpeacTBaMu -
opraHu3aumsi, OCYLLEeCTBMsIoLas ONTOBYHD TOPrOBMO JE€KAapCTBEHHLIMU CcpeacTBaMu, WX
XpaHeHue, NepeBoO3Ky B COOTBETCTBUM C TpeboBaHMsAMN HacTosiLero ®egeparnbHOro 3akoHa;

WHdopmauusi 06 nsmeHeHusX:

@edepalibHbiM _3akoHOM om 25 Hosibps 2013 2. N 317-®3 e nyHkm 35 cmambu 4
Hacmosweao ®edepasribHO20 3aKOHa 8HECEHbI USMEHEHUSI

CM. mekcm nyHKma 8 rpedbidyuiet pedakuuu

35) anTteyHas opraHusaumsi - OpraHuMsaums, CTPYKTYpHOe nogpasgeneHve
MEAMUWHCKOM OpraHuMsauun, OCYLLECTBSIOWME PO3HUYHYKO TOProBIiO JleKapCTBEHHbLIMU
npenapaTamMmu, XpaHeHue, NepeBO3KY, U3roTOBMEHME U OTNYCK NleKapCTBEHHbIX MpenapaToB
ANA  MEeOULMHCKOrO MPUMEHEHUSs B COOTBETCTBMM C TpebOBaHWAMWM  HACTOALLEro
depeparnbHOro 3aKoHa;

36) BeTepuMHapHasa anTe4yHasas opraHusauusi - oOpraHusauus, CTPYKTypHoOe
nogpasgeneHne BeTEpUMHApPHOW OpraHu3aumu, OCYLLECTBSAKOWME PO3HUYHYIO TOProBIto
NeKapCTBEHHbIMM nNpenapatamMmun, XpaHeHue, W3roTOBIIeHWE U  OTNYCK NeKapCTBEHHbIX
npenapaToB AnNs BETEPMHAPHOIO NPUMEHEHNSA B COOTBETCTBUM C TPeOOBaAHUSAMM HACTOSLLErO
deneparibHOro 3aKoHa;

37) hanbcudmnympoBaHHoe rieKapcTBeHHOEe CpPeACcTBO - JIEKApCTBEHHOE CPenCTBO,
CconpoBoOXaaemoe JTOXXHOW HopMauunen o ero coctase 1 (Unu) NpomsBoanTene;

38) HepoOpoKayecTBEHHOE JfleKapCTBEHHOE CPeACTBO - fleKapCTBEHHOE CPenacCTBO,
He COOTBETCTBYHOLLEEe TpeboBaHNAM hapMakonenHon ctatbn Nnbo B cryyae ee OTCyTCTBUS
TpeboBaHNAM HOPMATUBHOWN LOKYMEHTALMN UM HOPMATUBHOMO JOKYMEHTA;

39) KoHTpachakTHOe JieKapCTBEHHOe CpeAcTBO - JleKapCTBEHHOEe CpencTBo,
Haxoaslleecs B 060poTe C HapyLLEHWEM rPaX4aHCKOro 3aKkOHOAATENbCTBA;

40) poKNMHMYEcCKoe uccrnenoBaHue NieKapCTBEHHOro cpencrBa - Guonormyeckue,
MUKpoOMonormdeckme, UMMYHOMOIMMYECKME, TOKCMKOMOrmyeckne,  papmakonornyeckme,
dusmyeckme, XuUMMYEcKMe W Opyrue UuccrnedoBaHWA JieKapCTBEHHOro cpeacTsBa nyTem
NPUMEHEHNST HAaYYHbIX METOAOB OLIEHOK B LIENSAX MOSyYeHUsi JoKa3aTenbCTB 6e30MnacHOCTH,
KayecTBa 1 9p(PEKTUBHOCTN NEKapCTBEHHOIO CPeACTBa;

41) KNUHMYeECKoe WuccrneaoBaHMEe FeKapCTBEHHOro npenapata - W3yyeHue
ANArHOCTUYECKMX,  JNiedebHbIX, npodunakTudecknx,  ¢apmMakosiormyeckux  CBOWCTB
NeKapCTBEHHOro npenapata B Mnpouecce ero NpUMEHEHUS Yy 4YerioBeka, XMBOTHOMO, B TOM
yucne npoLECcCOB BCacbiBaHUsA, pacnpefeneHns, W3MeHeHUs W  BblBeOeHUs, MyTem
NPUMEHEHNST HAYYHbIX METOAOB OLIEHOK B LIENSAX MOSlyYeHUst JoKa3aTenbCTB 6e30MnacHOCTH,
KayectBa WM 3PEEKTUBHOCTU JEKApCTBEHHOro npenaparta, AaHHbIX O HexenaTesbHbIX
peakuusax opraHMama 4YesioBeka, XMBOTHOIMO Ha NPUMEHEHWE NEeKapCTBEHHOro npenaparta u
06 adpbekTe ero B3auUMOAEWCTBUS C APYTMMWU NeKapCTBEHHbIMWM npenapatamu u (Mnwu)
NULLLEBBIMU NPOAYKTaMU, KOPMaMMU;

42) MHOroueHTpoBOe KIIMHUYECKOe MUccreaoBaHMe NieKapCTBEHHOro npenapara
ONA  MeAULMHCKOro MNpPUMEHEeHUsA - KIIMHMYECKOE UWCCregoBaHue JeKapCTBEHHOMO
npenapaTta Ans MeguuMHCKOro NpUMEHEHWs, NMPOBOAMMOE pa3paboTyYMKOM NeKapCTBEHHOrO
npenapata B ABYX W 0onee MeOUUMHCKMX oOpraHmsauusx Mo enguvHOMY MpOTOKONy
KIMHWUYECKOro uccrneoBaHns fiekapCTBEHHOro npenapara;

43) MeXayHapoaHoe MHOroLeHTpoBoOe KIMHU4YeckKoe uccnepnoBaHue
fleKapCcTBEHHOro npenapata AN MeOULUMHCKOro TMpPUMEHEHUs1 -  KINMHU4YecKoe
nccnegoBaHMe NeKapCTBEHHOrO npenaparta ang MeguuMHCKOro MpUMEHeHusi, NpoBoAUMOE
pa3paboTynMKOM NeKapCTBEHHOro npenaparta B PasfMyHbIX CTpaHax No eaAnHOMY MpPOTOKOSY
KNWHWUYECKOro UccrneaoBaHns fiekapCTBEHHOro Npenapara;
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44) nocTperucTpaumMoHHoe KJIMHUYeCcKoe uccrieaoBaHMe JieKapCTBEHHOro
npenapata Ans  MeAULUMHCKOro MPUMEHEeHUs -  KIMHUYECKoe  UCccrefoBaHue
neKkapCcTBEHHOro npenapara ans MeguumHCKoro npuMeHeHusi, NpoBoAUMOe npoussoautenem
NeKkapCcTBEHHOro npenapaTa, rpaxgaHCckun oBopoT KOTOPOro OCyLeCcTBNAeTca nocne
rocygapCTBEHHOM pernctpauuun, B UensxX AONOfHUTENbHOro cbopa [aHHbIX O  €ero
6e3onacHOCTM W  3(PPEKTUBHOCTAN, paCLUMPEHNS MOKa3aHUA K MNPUMEHEHNIO [OAHHOro
neKapCTBEHHOro npenapara, a Takke BbISBIEHUS HeXenaTernbHblX peakunn nauueHToB Ha
€ero gencTBeue;

WNHdopmauusi 06 nsmeHeHusX:

@edepalibHbIM _3akoHOM om 22 0ekabpsi 2014 e. N 429-©3 nyHkm 45 cmambu 4
Hacmosuwezo ®edeparibHO20 3aKOHa U3/I0XeH 8 HO8oU pedakuyuu, scmynarowel 8 cusy ¢ 1
uronsg 2015 a.

CMm. mekcm nyHKkma 8 ripedbidyuiet pedakyuu

45) unccnepoBaHMe OMO3KBUBANEHTHOCTU JleKapCTBEHHOro npenaparta - Bug
KNMMHUYECKOro  UCCneaoBaHMs  NeKapCTBEHHOro  npenapaTta, MpoBeJeHue  KOTOPOro
OCyLlecTBNAeTCa ANns onpeaeneHns CKOPOCTU BcacblBaHUA W BbIBEAEHUS OAHOro WU
Heckomnbkux obrnagarwwmx ¢apmMakosiormyeckon akTUBHOCTbIO OENCTBYIOLWNX BELLECTB,
KOnuyecTBa JiekapCTBEHHOro npenaparta, [AOCTUraltwero CUCTEMHONO KpoOBOTOKa, W
pe3ynbTatbl  KOTOPOro  MNO3BOSMAKOT  caenatb  BbIBOA O  OGUOSKBMBANEHTHOCTU
BOCNPOU3BELEHHOIO fIeKapCTBEHHOMO npenapara B onpefeneHHbIX NekapcTBeHHOW hopMe 1
[O3MPOBKEe, COOTBETCTBYWOLMX (opMe UM  J03upoBKe peddepeHTHOro JiekapCTBEHHOro
npenaparTa;

46) wvccnepgoBaHWe TepaneBTUYECKOW IKBUBANIEHTHOCTUM  JNleKapCTBEHHbIX
npenaparoB - B KIIMHMYECKOro UCCNenoBaHUs NekapCTBEHHbIX npenapaTos, NpoBeaeHne
KOTOPOro OCyLleCTBNAeTCA AN  BbIABNEHUA OOWHAKOBbIX CBOWCTB  JleKapCTBEHHbIX
npenapaToB onpeferieHHON feKapCTBEHHOM (OpPMbl, a TakkKe Hannyna OAWHAKOBbIX
nokasartenen 6e3onacHoOCTM N 3PAEKTUBHOCTM FIEKAPCTBEHHbIX NpenapaTtoB, OAMHAKOBbIX
KNMHNYECKMX 3PPEKTOB NPU X NPUMEHEHWUN;

47) nNpOTOKOSN KIMHUYECKOro uccrnenoBaHUSA JieKapCTBEHHOro nmnpenapara -
OOKYMEHT, B KOTOPOM oOrpegensiTca uenu, ¢QOpMbl OpraHMsauunm n MeTogororuns
NpoBeAEeHNs KITMHUYECKOro nccrneaoBaHus, ctatucTmyeckue Mmetoabl 06paboTku pesynbTaToB
Takoro uccrnegoBaHuss M Mepbl Mo  obecneveHuto 6Ge3onacHOCTM  (PU3MYECKUX  NnL,
y4acTBYHOLLMX B KIIMHUYECKOM UCCNeJoBaHWUM NekapCTBEHHOro npenaparTa;

48) bpowtopa uccriegoBartens - CBOOHOE U3NOXeHue pe3yribTaToB LOKMNMHUYECKOro
nccnegoBaHUs NeKapCTBEHHOrO CpefcTBa M KIMHMYECKOrO UCCneaoBaHUs NeKkapCTBEHHOro
npenapaTta ona MeanUnHCKOro nNpuMeHeHus;

49) MH(pOPMALMOHHLIN JINCTOK NauueHTa - JOKYMEHT, B KOTOPOM coaepXxaTcsl B
OOCTYNHOW dopMe CcBefeHus, Kacawoluecss MpoBOAUMOrO KAMHUYECKOro uccregoBaHus
nekapcTBEHHOro npenapara, U B NMCbMEHHON hopme JOBPOBOMNbLHOE corfiacne nauneHTa Ha
y4yacTue B KIMHUYECKOM MCCrneoBaHUM NeKapCTBEHHOMO npenapaTa nocrne 03HaKOMMeHUsa ¢
0COBEHHOCTSMU KIMHNYECKOro UCCIeAoBaHUsA, UMEOLWNUMU 3HaYeHne ONs BblpaXKeHNs Takoro
cornacus;

50) no6o4yHoOe gencTBUE - peakuus opraHM3mMa, BO3HMKLLAS B CBA3N C NPUMEHEHNEM
neKkapCTBEHHOro npenapaTta B [03aX, PEKOMeHOYEMbIX B MHCTPYKLUMM MO €ero NpUMeEHEHUIO,
ANnsa NnpodunakTukKn, AnarHOCTUKK, nevyeHns 3abonesaHus unu ana peabunutauum;

WNHdopmauusi 06 nsmeHeHusx:

@edepalibHbIM _3akoHoM om 22 Oekabps 2014 e. N 429-©3 cmambs 4 Hacmosiueao
®edeparibHo20 3aKoHa dorioniHeHa ryHkmom 50.1, ecmynarowum 8 cuny ¢ 1 urons 2015 a.
50.1) HexenaTtenbHasa peakuusa - HenpegHaMepeHHas HebnaronpusiTHas peakums
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opraHu3mMa, KoTopasi MOXXeT ObiTb CBSi3aHa C NPYMEHEHMEM NEKAPCTBEHHOMO Npenapara;

51) cepbe3Has HexenaTterbHas peakuusi - HexenaTenbHasi peakuusi opraHvama,
CBsi3aHHas C NMPUMEHEHNEM fekapCTBEHHOrO NpenapaTa, npuseaLas K cCMepTu, BPOXKAEHHbIM
aHoOManusiM WnuM nopokam pasBuTUs nmMbo npeacTaBnsowas cobor  yrposy KM3HW,
Tpebylolwas rocnMtanusauum unu npuBeALllas K CTOMKON yTpaTe TPyaoCcrnoCoGHOCTU M (Mnu)
WHBaNWAHOCTY;

WNHdopmauusi 06 nsmeHeHusx:

@edepalibHbIM _3akoHOM om 22 0ekabpsi 2014 e. N 429-©3 nyHkm 52 cmambu 4
Hacmosuwezo ®edeparibHO20 3aKOHa U3/I0XeH 8 HO8oU pedakyuu, scmynarowel 8 cusy ¢ 1
uronsg 2015 a.

Cm. mekcm nyHkma 8 ripedbidyuiel pedakuuu

52) HenpeaBuAeHHas HexenaTenbHas peakuus - HexenaTtenbHas peakuus
opraHuama, KoTopasi CBsi3aHa C MPMMEHEHMEM FEeKapCTBEHHOro mnpenapata B A03ax,
peKOMeHAyeMbIX B NPOTOKOSE €ro KNMHMYeCKoro nccnenoBaHus, powope nccnegosarens,
NN C NPUMEHEHNEM FIEKAaPCTBEHHOrO Npenapara B 4o3ax, PeKOMeHAYEMbIX B MHCTPYKLMMK MO
ero nNpUMEHEHWO AOns NPodUNaKkTUKK, OMarHOCTUKW, nedeHns 3aboneBaHust UNu
MeOMUMHCKOM peabunutaumm naumeHTa, U CYWHOCTb, TSDKECTb WM UCX04 KOTOPOW He
COOTBETCTBYET MHGOPMaLMK O NieKapCTBEHHOM npenapare, cogepKallencsa B NpoToKose ero
KNMMHUYECKOro nccrnenoBaHus, bpolutope nccnegoBartens Unv B MHCTPYKUMW MO NPUMEHEHNIO
neKkapCTBEHHOro npenapara;

MHdopmaums 06 n3MeHeHUsIX:

QedepalibHbIM _3akoHoM om 22 Oekabps 2014 e. N 429-©3 cmampes 4 Hacmosiwezao
®eldeparibHO20 3aKkoHa doroniHeHa nyHkmom 52.1, ecmynarowum e cuny ¢ 1 utons 2015 e.
52.1) dapmakoHaasop - BUA AEATENLHOCTM MO MOHUTOPUHTY 3PPEKTUBHOCTU U
6Ge3onacHOCTM feKapCTBEHHbIX MpenapaTtoB, HamnpaBfieHHbI Ha BbISIBfIEHWE, OLEHKY W
npegoTBpalleHne HexenaTenbHblX NOCeAcTBUM NPUMEHEHUS NIeKapCTBEHHbIX NpenapaTos;

MHdopmaLms 06 n3MeHeHUsIX:

QedepalibHbIM _3akoHoM om 22 Oekabps 2014 e. N 429-©3 cmamps 4 Hacmosiuweao
®eldeparibHO20 3aKkoHa doroniHeHa nyHkmom 52.2, ecmynarowum e cuny ¢ 1 urons 2015 e.

52.2) nnaH ynpaBneHusi puckamum - nogpobHoe onucaHue MeponpuaTUn Mo
hapmMakoHaa30py, HanpaBneHHbIX Ha BbIFBMEHWE, OLEHKY W npefoTBpalleHve  wnm
MUWHMMU3ALMIO PUCKOB, CBSA3AHHLIX C JEKapCTBEHHbIMM npenapaTtaMmu, BKMAOYAs OLEHKY
3PPEKTUBHOCTM JAHHBIX MEPONPUATUM;

53) peuenTt Ha rfieKapCTBEHHbIA nMpenapar - MUCbMEHHOE Ha3HayeHue
NeKkapCTBEHHOro npenapata No YCTaHOBMEHHONW OpMe, BblJAHHOE MEAVLUMHCKAM UIn
BEeTEPUHAPHbIM PabOTHMKOM, MMEKLWMM Ha 3TO NpaBo, B Lendx OTnycka fekapCTBEHHOro
npenapaTa unmn ero N3roToBreHNs N OTNYCKa;

54) TpeboBaHMe MeOULIMHCKOW oOpraHusauum, BeTepUHaApPHOM OpraHusauum -
AOKYMEHT YCTaHOBIIEHHON (POPMbl, KOTOPbIA BbINMUCAH MEOULWUHCKUM WKW BETEPUHAPHbIM
pabOTHMKOM, MMEWLWMM Ha 3TO MNpaBO, U COOAEPXKUT B MUCbMEHHOW (opme ykasaHue
anTevyHon opraHm3auumn ob oTnycke nekapCTBEHHOro npenapaTta unmM O ero U3rotoBreHun u
o6 otnycke ana obecneyeHuss neyebHOro npouecca B MEOULMHCKOM OpraHvsauuu,
BeTepMHapPHOM OpraHu3auunu;

WNHdopmauusi 06 usMeHeHusX:

®edepasnibHbiM _3akoHoM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 4 Hacmosiueao
®edeparnibHO20 3aKoHa doriofiHeHa nyHkmowm 55, ecmynarowum 8 cuny ¢ 1 uronsa 2015 a.
55) KomnnekcHasa oueHKa nekapCTBEHHOro npenaparta - OueHKa 3aperMcTpMpoBaHHOroO
NleKapCTBEHHOro npenapaTta, Bko4vatwouwas B cebs aHanms nHpopmMaumMm O CPpaBHUTENBHOM
KNuHu4eckon adpdekTmBHOCTM ©  6e30nNacHOCTU NEKapCTBEHHOrO npenaparta, OLEHKY
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3KOHOMMWYECKUX MOCNeaCTBUMIA €ro MpPUMEHEHUsl, U3ydeHne [OOMONHUTENbHbIX MOCneacTBUNA
NMPUMEHEHNs] NEeKapCTBEHHOro npenapata B UeNsX MNPUHATUS PELUEHUA O BO3MOXHOCTM
BKIIOYEHMS TIEKaPCTBEHHOIO npenapaTta B NepeyeHb KM3HEHHO HEOOXOAUMbIX U BaXXHEWULINX
NeKapCTBEHHbIX MpenapaTtoB, HOPMAaTMBHblE MPaBOBble aKTbl W WHble [OOKYMEHThI,
onpenensiiolMe NOPSAOK OKasaHus MeAMUMHCKOM MOMOLUM, WNN  UCKIIOYEHUS ero U3
yKa3aHHbIX NepeyHsi, akToB U JOKYMEHTOB.

FAPAHT:

CM. koMMeHTapumn K cTaTbe 4 HacTosiwero deaepanbHOro 3akoHa

MaBa 2. NMonHomMouus hepepanbHbIX OPraHOB UCMOSTHUTENIbHOW BNacTU, OpraHoB
MUCNONTHUTEeNIbHOW BNacTu cyobekToB Poccunckon depgepaumm npm odpailieHum
neKapcTBEHHbIX CpeaAcTB

Cratba 5. [MonHomouns denepanbHbIX OpraHOB WCMOMHUTENbHOM BriacT npu
obpalleHnn nekapCTBEHHbIX CPeacTB
K nonHomouvsm denepanbHblX OpraHOB WMCMONMHUTENbHOW BRactyu npu obpalleHnn
N1eKapCTBEHHbIX CPeACTB OTHOCATCH:

WHdpopmaumns 06 nsmeHeHusx:

@eldepasibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 1 cmambu 5
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouue 8 cumiy ¢ 1 utons
2015 e.

Cm. mekcm niyHKma 8 ripeodbidyuiel pedakuuu
1) npoBegeHne B Poccunckon depepaumm e€OuHOM rocygapCTBEHHOW MOMUTUMKM B
obnactn obecneveHnsa nekapcTBeHHbIMU NpenapaTamu rpaxxaaH B Poccuinckon ®egepaunu;

WHdopmaumsa 06 nameHeHusx:

QedepalibHbiM _3akoHOM om 22 Oekabpss 2014 2. N 429-O®3 e nyHkm 2 cmambu 5
Hacmosiweao PedeparnibHO20 3aKOHa 8HeCeHb! U3MEeHeHuUs, ecmynarwue 8 cuny ¢ 1 ukns
2015 a.

CM. mekcm nyHKma 8 rpedbidyuiet pedakuuu
2) yTBepxaeHue obLimnx dapmakonenHblix craten, dapmMakonenHbix cTaTtel, n3gaHume
rocygapcrBeHHon cpbapmakoneun, cos3gaHue W BedeHue peecTpa  papMakonemHbixX
CTaHAapTHbIX 00pa3LoB;

MHdopmaumsa 06 nameHeHusx:

@edeparsibHbiM 3akoHOM om 25 utoHs 2012 2. N 93-®3 6 nyHkm 3 cmambu 5 Hacmosiweao
®edepasnibHO20 3aKOHa BHECEHbI UBMEHEHUS

CM. mekcm nyHKma 8 rpeodbidyuiet pedakuuu
3) ocywecTBneHme rocygapCTBEHHOrO KOHTponsa (Hagsopa) B cdepe obpaleHus
NEeKapCTBEHHbIX CPEACTB;
4) nuueH3upoBaHMe MPOM3BOACTBA JIEKApPCTBEHHbLIX CPeACTB U dhapmaueBTUYECKOM
AeATenbHOCTM B COOTBETCTBUM C 3akoHodaTenscTteoMm Poccuiickon degepaunu;
FTAPAHT:

Cm. [lonoxeHve O NUUEH3MPOBaHUM  MNPOU3BOACTBA  NIEKAPCTBEHHbLIX  CPEeAcCTB,
yTBEpXOeHHOe noctaHosneHuem lNpasutensctea PO ot 6 nons 2012 r. N 686

MHdopmaumsa 06 nameHeHusx:

QedepalibHbIM _3akoHOM om 22 Oekabpss 2014 2. N 429-®3 e nyHkm 5 cmambu 5

Hacmosue2o PedeparibHO20 3aKOHa 8HECEHbl USMEeHeHUs, scmynarowue 8 cury ¢ 1 utrnd
2015 e.
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Cm. mekcm niyHKma 8 ripeodbidyuiel pedakuuu
5) opraHusaumss SKCNepTU3bl JNEeKapCTBEHHbIX CPEACTB, 3TUYECKOW 3KCNepTu3bl
BO3MOXXHOCTU MNPOBELAEHUS KIMHUYECKOro MCCneaoBaHUs fnekapCTBEHHOro npenapata ans
MEAMLMNHCKOrO NPUMEHEHUS, SKCNEPTU3bl AOKYMEHTOB, NPeACTaBEHHbIX ANs onpeaeneHuns
BO3MOXHOCTM paccMaTpuBaTb NEKAPCTBEHHbIN npenapaT Ans MeauuMHCKOro MpUMeEHeHUs
npw rocyaapCTBEHHOW pernctTpaunm B Ka4ectse oppaHHOro iekapCTBEHHOro Npenapara;

WNHdopmauusi 06 nsmeHeHusx:

@edepalibHbIM _3akoHoM om 22 Oekabps 2014 e. N 429-©3 cmambs 5 Hacmosiwezo
®edeparnibHO20 3aKoHa doriofiHeHa nyHkmom 5.1, ecmynarwowum 8 cuny ¢ 1 uronsa 2015 a.

5.1) opraHmzauus NpoBeAEHUs1 KOMMIIEKCHOM OLIEHKM NEKapCTBEHHOro npenaparta B
LUenax MpUHATUS pPELUEHUM O BO3MOXXHOCTM BKMIOYEHMS NEKapCTBEHHOro npenapaTta B
nepeyeHb KM3HEHHO HeOoOXOOAMMbBbIX U BaXHEWWWX FeKapCTBEHHbIX MpenapaTos,
HOpMaTUBHbIE MNPABOBbIE aKTbl U WHblE AOKYMEHTbI, Onpefenstowme nopsaok OKasaHus
MeOMLMHCKON NOMOLLM UITU UCKIIOYEHUS €ro N3 YKa3aHHbIX NepeYvHsi, akToB U LJOKYMEHTOB;

6) Bblgaya paspelleHnin Ha NPoBeAEHNE KITMHUYECKNX UCCNeaoBaHNA NEKapCTBEHHbIX
npenapaToB, BedEHWEe peecTpa BblOaHHbIX paspelleHnn Ha NpoBeAEeHNe KITMHUYECKUX
nccnenoBaHW NeKapCTBEHHbIX NPenapaTos;

7) rocygapcTBeHHas  perucrpaumsa  feKkapCTBEHHbIX — NpenapatoB,  BedeHue
rocy4apCTBEHHOro peecTpa fiekapCTBEHHbIX CPeaCTB;

MHdopmaLums 06 M3MeHeHUsIX:

QedepasibHbIM _3akoHOM om 22 Oekabpss 2014 e. N 429-®3 nyHkm 8 cmambu 5
Hacmosiweao ®edeparibHO20 3aKOHa U3JI0XeH 8 HOBOU pedakyuu, scmynaruwet 8 cuny ¢ 1
sAHeaps 2016 e.

CM. mekcm nyHKma 8 rpeodbidyuiet pedakuuu
8) opraHusauma u (MnNn) NPoOBEOEHME WHCMEKTMPOBAHMS CyObekToB obpalyeHus
NeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME MpaBuiamM Haanexawlien nabopaTopHOM NPakTUKK,
npasBuriaM Hagnexawen KIUHUYECKOW MpakTUKW, npasunam Hagnexaiwlenh npakTuki
XpaHeHUss N NepeBO3KN  JIEKApPCTBEHHbIX MpenapaTtoB, NpaBunaM  Hagnexalen
ANCTPMBOBLIOTOPCKON NPaKTUKK, NpaBuiaM Hagnexawen ante4Hon NpPakTuKm;

WNHdopmauusi 06 nsmeHeHusx:

@edepasnbHbiM _3akoHoM om 22 Oekabps 2014 e. N 429-©3 cmambss 5 Hacmosiwezo
®edeparnibHO20 3aKoHa 0oriofiHeHa nyHkmowm 8.1, ecmynarowum 8 cuny ¢ 1 uronsa 2015 a.
8.1) opraHuzaumsa m (MnNu) NPoBEOEHME WHCNEKTUPOBAHUA CyOBLEKTOB obpalleHus
NEeKapCTBEHHbIX CPeacTB  Ha  COOTBETCTBME  TpeboBaHMsIM  MpaBusl  Hagnexalen
NPOM3BOACTBEHHOW MPAaKTMKW, Bbidaya 3aKkf4YeHMn O COOTBETCTBUM MNPOM3BOAUTENS
NeKapCTBEHHbIX CPEeACTB TpeboBaHNAM NpaBun Hagnexallen npom3BoaCTBEHHOM MPaKTUKK;

MHdopmaLms 06 M3MeHeHUsIX:

QedeparbHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 cmambs 5 Hacmoswezo
®eldeparbHO20 3aKkoHa OorosiHeHa nyHKkmom 8.2, ecmynarowum e cuny ¢ 1 urons 2015 .

8.2) ycTaHOBMneHWe nopsigka BeOeHUMss UM BedeHWe [oCydapCTBEHHOro peecTpa
3aKIOYEHMI O COOTBETCTBUN NPOM3BOANTENS NIEKAPCTBEHHbIX CPEACTB TPeOOBaHMAM NpaBu
Hagnexalien NponM3BoOACTBEHHOWN NPaKTUKW;

9) rocynapCTBEHHas pernctpaumsa yCTaHOBIIEHHbIX MPOM3BOANTENAMU FIEKAPCTBEHHbIX
npenapaToB MpedesnibHbIX OTMAYCKHbIX LEeH Ha >XWU3HEHHO Heobxoaumble W BaXHeWwwme
nexkapcTBeHHble npenapaTtbl U BeAeHWe rocynapCTBEHHOIro peectpa npefernbHbIX OTAYCKHbIX
LeH npou3BoauTENEN Ha feKapCTBEHHble npenapaTbl, BKMIOYEHHbIE B NepevYeHb XKU3HEHHO
HEeOBX0OUMbIX U BaXKHENLLMX NEKapPCTBEHHbIX NPenapaTos.;

WNHdopmauusi 06 usMeHeHusIX:

QedeparibHbiM _3akoHoM om 13 uronsa 20152. N 241-©3 cmamebss 5 Hacmosiwezo
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®eldeparibHo20 3aKkoHa dorioniHeHa rnyHkmom 9.1
9.1) cornacoBaHMe NMPOEKTOB PELUEHUN OpraHoOB WCMOSHUTESNbLHON BlacTu CyObeKToB
Poccuiickon ®depepauumn o6 yctaHOBAEHUMUM U (UNIM) U3MEHEHUU npefesibHbiX pa3mepoB
ONTOBbIX HaabaBOK W MpefdenbHbiX pasMepoB PO3HUYHBLIX HaAbaBoOK K aKTUYECKUM
OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MNPOU3BOAUTENAMM JEKapCTBEHHbLIX MnpenapaToB, Ha
nekapcTBEHHble MpenapaTbl, BKIOYEHHblE B [epeyvYeHb >KU3HEHHO HeobXxoauMbIX W
BaXXHENLUNX NeKapCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 nameHeHusx:

QedepalibHbIM _3akoHOM om 22 Oekabpsi 2014 2. N 429-®©3 nyHkm 10 cmambu 5
Hacmosiuweao ®edeparibHO20 3aKOHa U3/I0XeH 8 HOB8OU pedakyuu, scmynaruwet 8 cuny ¢ 1
urons 2015 a.

CM. mekcm nyHKkma 8 npedbioywel pedakuyuu
10) ycTaHoBnNeHue nopsaka BBO3a JEeKapCTBEHHbIX cpeactB B Poccunckyro
denepauuto n BbiBO3a fieKapCTBEHHbIX cpeacTB n3 Poccunckon degepauuu;

MHdopmaumsa 06 n3ameHeHusX:

QedeparibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 cmambs 5 Hacmoswezo
®eldeparbHo20 3akoHa doroniHeHa nyHkmom 10.1, ecmynarowum e cuny ¢ 1 utons 2015 e.
10.1) Bblgaya, ycTaHOBIeHVWe nopsgka Bblgadn UM (POPMbl OOKYMEHTa, KOTOpPbIv

noaTBepXgaeT, 4TO MPOM3BOACTBO  JIEKApCTBEHHOrO rnpenapaTta  OCYLeCTBMEHO B
cooTBeTCTBUM C TpeboBaHMAMM MpaBusi Hagnexawlenm MnpoM3BOACTBEHHON MNPAKTUKKN, U
NoANEXUT npeactaBneHnto no TpeboBaHMo YNONMHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYH
BBO3UTCS JIeKapCTBEHHbIV Npenapar;

FAPAHT:

CM. AOMUHUCTPATMBHBIM _pernaMmeHt no npeacrtasneHmto  MuHnpomTtoprom Poccumn
rocydapCTBEHHOM yCryrm no Bblgavye [JOKyMEHTa, KOTOpbli MNOATBEPXAAeT, 4TO
NPOn3BOACTBO SIEKAPCTBEHHOIO NpenapaTa A MegUUNHCKOro NMPUMEHEHUs OCyLLeCTBNEHO
B COOTBETCTBUM C TpeboBaHWsSMW NpaBuin Haanexaiwlen npousBOACTBEHHOM MPaAKTUKK, U
nognexuT npeacTaBfieHno No TpeboBaHMI YNOTHOMOYEHHOIo OpraHa CTpaHbl, B KOTOPYHO
BBO3UTCA NEeKapCTBEHHbIN Npenapar, YTBEPXAEHHbIM npukasom MuHnpomTtopra Poccun ot
31 pexkabpsa 2015 . N 4369

MHdopmaumsa 06 nameHeHusX:

QeldeparibHbiM _3akoHom om 13 uwna 20152. N 241-@3 e nyHkm 10.2 cmambu 5
Hacmosiweao ®edepasibHO20 3aKOHa 8HECEHbI USMEHEeHUs

Cm. mekcm nyHKma 8 ripedbidyuiel pedakuuu
10.2) Bblgava, ycTaHOBMEHWE nopsigka Bbigadn M (PopMbl LOKYMEHTA, coaepallero
CBefeHNsa 0 cTagmsax TEXHOMOrMYecKoro npolecca npomnsBoACTBa fIEKApPCTBEHHOIO CpeacTBa
AN MeOVUMHCKOrO MPUMEHEHUs, OCYLLECTBNSEMbIX Ha Tepputopumn EBpasmiickoro
3KOHOMWYECKOro COH3a;
FAPAHT:

CM. AOmuHucTpaTtuBHbIM __pernameHT MwuHnpomTtopra Poccum no  npegocTaBfieHuto
rocygapCTBEHHOM YCIMyrn MNo Bbldaye [OOKYMEHTA, COAEpXKallero CBEeAEHUs O CTaausax
TEXHOJSI0rM4Yeckoro npouecca Npou3BoACTBa NleKapCTBEHHOIO cpeacTBa ANd MeAULUHCKOro
NPUMEHEHNSA, OCYLLECTBNSAEMbIX Ha TeppuTopun EBpPa3MICKOro 3KOHOMMYECKOrO COH3a,
yTBepXAeHHbIN npukazom MuHnpomTtopra Poccum ot 31 aekabpsa 2015 r. N 4368

11) cosgaHMe COBETOB MO BOMPOCaM, CBA3aHHbIM C ObpalleHneM IeKkapCTBEHHbIX

CpencTs;
12) aTTectauusa n ceptnmnkaumnsa cneumanmnucTos;
13) yTpatun cuny;
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WNHdopmauusi 06 usMeHeHusIX:
Cm. mekem nyHkma 13 cmambu 5

QedepalibHbIM _3akoHOM om 22 Oekabpsi 2014 2. N 429-®©3 nyHkm 14 cmambu 5
Hacmosiuweao ®edeparibHO20 3aKOHa U3JI0XeH 8 HO8OU pedakuyuu, scmynaruwet 8 cuny ¢ 1
urons 2015 a.

Cm. mekcm niyHKma 8 ripedbidyuiel pedakuuu

14) ocywlecTBneHne apmakoHaa3opa;

15) yyacTtne B MexgyHapoaHOM COTPYLAHMYECTBE;

16) nonyyeHMe no 3anpocam  YMNOSIHOMOYEHHOro  doedepanbHOro  opraHa
MCNONMHUTENBHOM BRacTM OT OPraHoB WCMOMHUTENbHOM Bnactu cybbektoB Poccuiickon
depepauunm, a Takke oT cyObekToB 0bpaLleHnst NekapCcTBEHHbLIX CPeEACTB AN MeAULMHCKOro
NPUMEHEHNST MHGOPMauMM MO BOMpOCaM YCTAHOBMEHMS U NPUMEHEHUS LUeH Ha
neKkapcTBeHHble npenapaTbl U HagbaBOK K HUM;

17) NnpyMeHeHne Mep OTBETCTBEHHOCTM 3a HapyLLeHWe 3aKkoHoaaTenbcTBa Poccuiickon
depepauunuy;

WNHdopmauusi 06 usmeHeHusX:
@edepalibHbIM _3akoHoM om 22 Oekabps 2014 e. N 429-®3 cmambs 5 Hacmosiuwezo
®edeparnibHO20 3aKoHa doriofiHeHa nyHkmom 18, ecmynarowum 8 cuny ¢ 1 uronsa 2015 a.

18) yTBepxaeHwe npaBun  Hagnexaiwen nabopaTopHOM NPaKTUKW, NpaBusl

Hagnexalwlen KnMHUYEecKoW MpakTUKK, MpaBuil Hagnexalwen Npou3BOACTBEHHOW MPaKTUKW,
npaBuIl Hagnexallen NpakTUKN XpaHeHUst U NEPEBO3KN NIEKAPCTBEHHbIX NpenapaToB, NpaBuI
Hagnexawen AUCTpUOLITOPCKOM NPaKkTUKW, MpaBuil HaAnexallen anTeyHoW NpakTUKW,
npaBun Hagnexawen npakTukM apmakoHagsopa JekapCTBEHHbIX MNpenapaToB  Ans
MeNLIMHCKOro NPUMEHEHNS;

MHdopmaLums 06 M3MeHeHUsIX:

QedeparsbHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-O®3 cmambs 5 Hacmoswezo
®eldeparbHO20 3aKkoHa doroniHeHa nyHkmom 19, ecmynarowum e cuny ¢ 1 urons 2015 .
19) ycTaHoBneHve nopsgka (OPMUMPOBaHUS  PErNCTPaAUMOHHOIO  [OCbe Ha
nekapcTBEHHbIN NpenapaT n TpeboBaHu K JOKyMEHTaM B ero CocTaBe;

WNHdopmauusi 06 usMeHeHusiX:

®edepasnbHbiM _3akoHoM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 5 Hacmosiwezo
®edeparnibHO20 3aKoHa doriofiHeHa nyHkmom 20, ecmynawuwum 8 cury ¢ 1 uronsa 2015 a.
20) yTBepxaeHMe npaBusl pauMoHarnbHOro BbiOOpa HAMMEHOBaHUI NEKapPCTBEHHbIX
npenapaToB A1 MeAULUMHCKOro NPUMEHEHUS;

WHdopmauusi 06 uaMeHeHUsIX:

QedeparnbHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 cmambs 5 Hacmoswezo
®eldeparbHO20 3aKkoHa doriosiHeHa nyHkmom 21, ecmynarowum e cuny ¢ 1 urons 2015 .
21) yTBEpPXAEHNE NEPeYHa HAMMEHOBaHMWI NIekapCTBEHHbIX hopmMm;

WHbopmauusi 06 usMeHeHUsIX:

QedeparnbHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 cmambs 5 Hacmoswezo
®eldeparibHO20 3aKoHa 00roriHeHa nyHKmom 22, ecmynarouwum e cuny ¢ 1 urons 2015 e.
22) hbopmupoBaHMe peectpa TUMOBbIX UHCTPYKUUW MO MEOUUMHCKOMY MPUMEHEHUIO
B3aMMO3aMeHSAEMbIX NEKAPCTBEHHbIX MPenapaTos.;

MHdopmaumsa 06 naMeHeHusix:

QedeparsibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-O®3 cmambs 5 Hacmosuwezo
®eldeparibHO20 3aKoHa QoroniHeHa nyHKkmom 23, ecmynaowum e cuny ¢ 1 utons 2015 .

23) yTBepxaeHwe TpeboBaHMM K WHCTPYKUMWM MO  MeOUUMHCKOMY MPUMEHEHUIO

NeKapCTBEHHbIX MpenapatoB W K MWHCTPYKUMM NO  BETEPUHAPHOMY  MPUMEHEHUIO



garantf1://71408082.1000
garantf1://70726338.41
garantf1://70726338.1210
garantf1://70726338.41
garantf1://70726338.1210
garantf1://71369688.3
garantf1://70726338.41
garantf1://70726338.1210
garantf1://71430952.1000
garantf1://70726338.41
garantf1://70726338.1210
garantf1://70726338.41
garantf1://70726338.1210
garantf1://71482810.1000
garantf1://71482808.1000
garantf1://70351198.1000
garantf1://71373446.1000
garantf1://70726338.41
garantf1://70726338.1210
garantf1://57403072.5014
garantf1://70726338.41
garantf1://70726338.129
garantf1://57960338.5013

JIEKapPCTBEHHbLIX NMpenapaTtos,;

MHdopmaumsa 06 n3MeHeHUsIX:

QedeparsibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 cmambs 5 Hacmoswezo
®eldeparibHO20 3aKkoHa OorosiHeHa nyHKkmom 24, ecmynaowum e cury ¢ 1 urons 2015 e.

24) pocynebHoe 3aKkpbiTMe CanToB, CoaepXalmx NHpopMaLnio 0 PO3HMYHOM Npoaaxe
ANCTaHUMOHHBbIM Crnocobom, npeanoxeHne o nNpuobpeTeHun OUCTaHUMOHHBLIM Cnocobom,
AOCTaBKe ANCTaHUMOHHBIM criocobom 1 (unu) nepegayve pmsamyeckomy nmuy AUCTaHLMOHHbIM
CNocobOM feKapCTBEHHbIX MpenapaToB, HAPKOTUYECKMX JIEKAPCTBEHHbLIX MpenapaTtoB W
NMCUXOTPOMHbIX FEKAaPCTBEHHbIX MpenapaTtoB, 3a WCKAYEHWEM ClyyYaeB, YCTaHOBIIEHHbIX
MpaBuTenbctesom Poccunckon depepauum.

FAPAHT:

CM. KOMMeHTapum Kk cTatbe 5 HacTosilero ®enepanbHOro 3akoHa

WNHdopmauusi 06 nsmeHeHusX:

®edeparnbHbiv 3akoHoMm om 13 urona 2015 e. N 233-03 nacmosawut @edeparbHbil 3aKOH
oornonHeH cmameed 5.1
Cratba 5.1. [lepemaya oOCyLWECTBMNEHNA MOMHOMOYMK denepanbHbiX OpraHoB
NCMNOSTHUTENBbHOM BRacTu npu obpalleHnn NekapcTBEHHbIX CPeaCTB OopraHam
ncnonHUTenbHoM Bnactn cybbektoB Poccuinckon degepaumm
MonHomoumsa penepanbHbiX OpPraHoOB WCMOSMHUTENBbHOM BRactu npu obpalieHnn
NEKapCTBEHHbIX CPeAcTB, NPenyCMOTPEHHble HacTosiwmum degepanbHbIM 3aKOHOM, MOTYT
nepefaBaTbCs AN OCYLLECTBIIEHUST OpraHaMm MUCMOSMIHUTENbHOM BNactm CybbekToB
Poccuinckon ®epepauumn noctaHoBneHnamu [lpasutensctea Poccuinckon ®Pepepaummn B
nopsgke, yctaHoBneHHoM PepepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-d3 "O6
obLWmMxX NpMHUMNax opraHM3aumm 3akoHoaaTerNbHbIX (MpeacTaBUTENbHbIX) U MCNOMHUTENBHBIX
OpraHoB rocygapcTBeHHoNn Briactn cybbvektoB Poccunckon degepaunn”.
FTAPAHT:

CM. KOMMeHTapuu K ctaTtbe 5.1 HacToswero ®eaepanbHOro 3akoHa

Cratba 6. [lonHOMOYMS OpraHOB WCMOMHUTENBHOM BRacTu cybbekta Poccumnckon

®epepauny npn obpalleHnn nekapCcTBeHHbIX CPeaAcTB

K nonHomounsim opraHoB uUcnonHuMTenbHON Brnactun cybbvekta Poccuiickon degepaumm
npv obpaLleHnn fekapCcTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka K peanu3auus pervoHanbHbIX nporpamm obecneyeHus HaceneHus
nekapcTBEHHbIMY NpenapaTamu;

2) ycTaHoBneHWe npegenbHbIX pa3mepoB ONTOBbIX HaABaBOK M NpeaernbHbIX pasMepoB
PO3HUYHbLIX HaAbaBOK K PaKTUYECKMM OTMYCKHbIM LleHaM, yCTaHOBIIEHHbIM MPOU3BOAUTENAMMN
NeKkapCTBEHHbIX NpenapaToB, Ha JeKapCTBEHHble MpenapaThbl, BKIOYEHHble B MepeveHb
XWU3HEHHO HEOBXOANMBIX N BaXKHEWLLNX NeKapCTBEHHbIX NpenapaTos;

WNHdopmauusi 06 nsmeHeHusx:

@edepasnbHbiM 3akoHOM om 25 urtoHs 2012 2. N 93-®3 6 nyHkm 3 cmambu 6 Hacmosiweao
®edeparibHO020 3aKOHa 8HECEHbI USMEHEHUS

Cm. mekcm niyHKma 8 ripedbidyuiel pedakuuu
3) ocyLecTBneHme permoHarnbHOro rocyaapCTBEHHOro KOHTPONS 3a NPUMEHEeHNEM LiEH
Ha IEeKapCTBEHHble npenapaTbl, BKIOYEHHbIE B MNEPEYEHL KMU3HEHHO HEOoOXoAUMbIX U
BaXKHEMLLNX JeKapCTBEHHbIX NpenapaTtoB, OpraHvM3auuMsiMm ONTOBOW TOProBnn, anTeYHbIMU
opraHusaunsamun, WHAMBMAYaNbHbIMKM  NpeanpuHUMaTENAMN, UMEKLWNMN  FINLEH3NIO  Ha
dhapmMaLeBTUYECKY0 OeATENbHOCTb.
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FAPAHT:
CM. KoOMMeHTapum K ctaTbe 6 HacToswero deagepanbHOro 3akoHa

FnaBa 3. NlocynapcTBeHHas cpapmakones

Cratba 7. PaspaboTka M u3gaHue rocygapCTBEHHOW hbapmakoneun, pasmelleHue
JaHHbIX O Hen
1. Mop rocymapctBeHHON hapmakoneen noHMmaeTcsl cBog obLmnx hapmakonemnHbixX
cTaTen n papmakonemnHblx cTaTen.

MHdopmaums 06 M3MeHeHUsIX:

QedeparnbHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-©3 6 yacmb 2 cmambu 7
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbI USMEHEHUS, ecmynanuwue 8 cuny ¢ 1 urons
2015 a.

CMm. mekcm Yacmu 8 npedbldyuiel pedakyuu
2. PaspaboTka obwux chapmakonemnHblx ctaten M ¢papMakonemHbIX CTaTen, B TOM
yncne papMakonenHbix cTaTen Ha oapMakonenHble cTaHaapTHbIe 06pasubl, 1 BKITHOYEHNE NX
B roCydapCTBEHHYO dpapMakonekw OCYyLWeCTBNATCA B MNOpsake, YCTaHOBEHHOM
YNONIHOMOYEHHbIM (hefeparnbHbIM OpraHoOM UCMOSTHUTENBHOW BNacTu.

MHdopmaLums 06 M3MeHeHUsIX:

QedeparibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-©3 e yacmb 3 cmambu 7
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbI USMEHEHUS, ecmynanuwue 8 cuny ¢ 1 urons
2015 a.

CM. mekcm Yacmu 8 npedbldyuwiel pedakuuu
3. PaspaboTka hapmakonenHon ctatb Ha pedepeHTHbIN NEKAaPCTBEHHbIV NpenapaTt u
BKMIOYEHNE ee B rOoCyOapCTBEHHyl dapMakonel B TedYeHWe cpoka AEeWCTBMS 3aliuTbl
NCKNIOYNTENBHOIO npaBa, YAOCTOBEPEHHOrNO MAaTEHTOM Ha pedepeHTHbIN NeKapCTBEHHbIN
npenapaT, OCYLLEeCTBSATCS C cornacusi ero paspaboryuka.
4. TocymapctBeHHas pbapmakones u3gaeTca YNoAHOMOYEHHbIM deaepasibHbIM

OpraHoM MCMOMHUTENBbHON BNacTu 3a CYET cpeAcTB dedepanbHoro GogxkeTra u NoanexuT
nepevsgaHusaM He pexe Yyem OOWH pa3 B NATb NeT, B Nepuod Mexay KOTopbiIMU U3garoTcs
NPUIIOXEHNA K rocygapCTBEHHOW dhapmakonee, cogepxawme obuwme dapmakonenHole
ctatbu n (Unu) papmakonenHsle cTaTb, YTBEPXOEHHbIE MOCNe U3gaHua UnNn nepeusgaHuns
rocygapcTtBeHHON bapmMakoneu.

5. YNonHOMOYeHHbIN defepanbHbli OpraH MCMNOSIHUTENBbHOM BRactu pasmellaet
[aHHble O rocyfapcTBeHHOW bapmMakonee u MpUNoXeHUsx K Hem Ha cBoem oduunanbHOM
caunte B ceTn "VIHTepHeT" B yCTAaHOBNEHHOM UM MOpPSALKE.

FAPAHT:

Cwm. KOMMEHTapun K ctatbe 7 HacTosLero CDe,D,epaanoro 3aKOHa

FnaBa 4. FlocynapcTBEHHbIW KOHTPOJSb NpU OOpalleHUn NneKkapCcTBEHHbIX CpeacTB

Cratba 8. JlMueHsnpoBaHMe NPOM3BOACTBA  JIEKAPCTBEHHbIX  CPeactB M
drapmaueBTU4HECKON OeATEeNbHOCTU
1. JlMueHanpoBaHWe NPOU3BOACTBA NEKapCTBEHHbIX CPenCTB M (hapMaLeBTU4ECKON
AEeATeNbHOCTM OCYLIEeCTBNSeTCa B COOTBETCTBUMM C 3akoHodaTensctBoM Poccuinckon
depepaumm.
FAPAHT:
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Cm. [lonoxeHne O JnMUEH3MPOBaAHMM  MNPOM3BOACTBA  JIEKAPCTBEHHbIX  CPeAcCTB,
yTBepXaeHHoe nocraHosneHuem lNpasutensctea PO ot 6 unons 2012 r. N 686
2. O6gs3aTtenbHblM  YCNoBMEM MPefoCTaBfeHMs NUUEH3MM Ha NpPOM3BOACTBO
NEKapCTBEHHbIX CPeACTB SBMSETCA NPUIOXEHWE K 3adBfEHUI0 coucKaTenst nuUUeH3uu
nepeyvHsl fekapcTBeHHbIX opMm n (Unv) BMAOB (hapmaleBTUYEeCKUX CyOCTaHLMi, KOTOopble
Npoun3BoaUTENb IEKAPCTBEHHbIX CPEACTB HAMEpPEH NPOMU3BOANTD.
3. B cnyyae Heob6xooMMOCTU pacluMpeHms NPON3BOACTBA NleKapCTBEHHbIX CPeACTB 3a
CYET HOBbIX FIEKAPCTBEHHbIX (hOPM 1 BUOOB (hapmaLeBTUYECKMX CyOCTaHUMI Npon3BoauTENb
NEeKapCTBEHHbIX CPeacTB  [[OSMKEeH MNOSyYUTb HOBYHO  JIMUEH3WIO Ha MNpOu3BOACTBO
NeKapCTBEHHbIX CPEACTB.
FAPAHT:

CM. koMMeHTapum K ctaTbe 8 HacToswero deaepanbHOro 3akoHa

WNHdopmauusi 06 nsmeHeHusx:

QedepasibHbIM _3akoHoM om 25 urwHa 2012 2. N 93-©3 cmambss 9 Hacmosuweao
®edeparibHO20 3aKOHa U3rioXXeHa 8 Hogou pedakuuu

CM. mekcm cmambu 8 rpeodbidyuiet pedakuuu

Cratba 9. [ocymapCTBeHHbIn  KOHTponb  (Hag3op) B cdepe  obpaweHus

neKapCTBEHHbIX CPeacTB

1. locygapCTBeHHbI KOHTPONb (Haa3op) B cdepe obpaweHus nekapCTBEHHbIX
CpeacTB BKIo4aeT B cebsi:

1) NWUEH3NOHHBLIN KOHTPOSib B cdepe MPOM3BOACTBA fEKapCTBEHHbIX CPeacTB U B
cdepe chapmaLeBTUYECKON OEATENBHOCTH;

2) henepanbHbi rOCygapCTBEHHbIM Haa3op B cdepe obpalleHus nekapCTBEHHbIX
CpencTs;

WHdopmaumsa 06 nameHeHusix:

QedeparnbHbiM _3akoHoM om 22 Oekabps 2014 e. N 429-®3 yacmb 1 cmambu 9
Hacmosiuweao @edepasibHO20 3akoHa OOriofiHeHa rnyHkmom 3, ecmynarowum 8 cusy ¢ 1
urons 2015 a.

3) BbIBOPOYHbLIN KOHTPOSb Ka4yeCcTBa flekapCTBEHHbIX CPeaCTB.

2. JIMLEH3NOHHBIN KOHTPONb B chepe MNPOU3BOACTBA JfEeKapCTBEHHbIX CpencTB M B
cthepe  dpapmaueBTUHECKOW — OEATENbHOCTUM  OCYLLECTBISETCA  YNOSITHOMOYEHHbIMU
deaepanbHbIM OpraHoOM WCMNOMHUTENbHOM BRacT U OpraHamMn WCMNOSHUTENbHOM BRacTu
cybbekToB Poccunckon degepaumm cornacHo Mx KOMNeTeHUMu B Nopsiake, YCTaHOBNEHHOM
depeparnbHbiM 3akoHOM OT 26 aekabpsa 2008 roga N 294-03 "O 3awumTe npas topPULNYECKUX
iy M MHAMBUAYanbHbIX NpeanpuHUMaTenen npu  OCyLEeCTBAEHUM TocyaapCTBEHHOroO
KOHTpONs (Hagsopa) 1 MyHMUMNAnNbHOrO KOHTpons", ¢ ydeToM 0COBEHHOCTEN OopraHu3aumm u
NpoBedeHUs NMPOBEPOK, YCTaHOBMEHHbIX PenepanbHbeiv 3akoHom oT 4 masa 2011 roga N 99-
®3 "O nnueH3npoBaHUM OTAENbHbBIX BUOOB AeATENbHOCTN".

FTAPAHT:

Cwm. AOMUHUCTPATUBHbBIN pernameHT  MCMNOSHEHUS MwHRpomMTOprom Poccun
rocygapCTBeHHON (OYHKLMM MO OCYLLECTBEHUNIO NUMLEH3NOHHOINO KOHTPOMA OesTerbHOCTH
no NPOW3BOACTBY JIEKAPCTBEHHbIX CPeACTB AN MeOULMHCKOro  MpUMEHEHMS,
yTBEPXAeHHbIN npukazom MuHnpomTtopra Poccum ot 4 oktabps 2013 r. N 1607
3. ®epepanbHbi rocygapCTBEHHbIM HAA30p B cdepe obpalleHusi nekapCTBEHHbIX
CpeacTB OCyLLeCTBNAETCS YNOSITHOMOYEHHbIMU beaeparnbHbIMU OpraHaMy UCMONHUTESNbHON
BNacTu (ganee - opraHbl rocygapCTBEHHOrO HaA30pa) COrfacHO UX KOMMEeTeHUUN B NOps/Ke,
ycTaHoBrieHHoM [1pasutensctsoMm Poccunckon ®enepauuu.

MHdopmaLums 06 M3MeHeHUsIX:
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@edepalibHbIM _3akoHOM om 22 Oekabpsi 2014 e. N 429-®3 vacmb 4 cmambu 9
Hacmosiwezao ®edepalsibHO20 3aKOHa U3/I0XeHa 8 Ho8oU pedaKkyuu, scmynarouwed 8 cusy ¢
1 urons 2015 e.

CM. mekcm Yacmu 8 npedbidyweu pedakuuu

4. depepanbHbli rOCYyOapCTBEHHbIN Haa3op B cdepe obpalieHus NnekapCcTBEHHbIX
CpeacTB BKNOYaeT B cebs:

1) opraHmsauuio uU nNpoBedeHWe NpPoBepPOK cobniaeHns cybbekTamu obpalleHus
neKapCTBEHHbIX CPeACTB YCTAHOBMNEHHbIX HacToAwmnM PeneparibHbIM 3aKOHOM U NPUHATLIMU
B COOTBETCTBMM C HUM UHbIMW HOPMATMBHbLIMM NPaBOBbLIMU akTamu Poccuinckon depepaumm
TpeboBaHNN K [OOKITMHUYECKMM WCCNEOOBAHUAM JIEKAPCTBEHHbIX CPEeACTB, KIMHUYECKUM
nccnegoBaHMsM NeKapCTBEHHbIX MPenapaTtoB, XpaHeHUHo, nepeBo3ke, BBO3Yy B Poccuimckyro
depgepauuto, OTMyCcKy, peanusaumm nekapCTBEHHbIX CPeacTB, NPUMEHEHUIO NTeKapCTBEHHbIX
npenapaToB, YHWYTOXEHUI  JIEKAapCTBEHHbIX CPeAcTB, a Takke  cobnogeHus
YNOMHOMOYEHHbIMW OpraHamMu UCMNONHUTENBHOM BnacTn cybbekToB Poccuiickon ®epepaumnm
METOAMKN YCTaHOBMEHUA nMpeaesibHbIX pa3MepoB ONTOBbIX HaabaBOK UM npefenbHbIX
pa3mMepoB pPO3HMYHbIX HaabaBOK K (PAKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM
Npon3BOOUTENSMN  NEKAPCTBEHHbIX MNpenapaToB, Ha JiekapCTBEHHble  npenapaTbl,
BKIMIOYEHHbIE B [EpPEYEeHb XU3HEHHO HEOOXOOMMBIX W BaXXHEWLWUMX J1IEKAaPCTBEHHbIX
npenapaToB (ganee - obasatenbHble TpeboBaHus);

2) opraHusauuio 1 npoBefeHue MNPOBEPOK COOTBETCTBUA JIEKapCTBEHHbIX CPencTBs,
HaxXoAALLMXCS B rpaXkgaHCKOM obopoTe, yCTaHOBMEHHbIM TPeOOBaHMSAM K UX KAYECTBY;

3) opraHusaumio n nposegeHne grapmakoHaa3opa;

4) npumMeHeHne B Mopsagke, YCTAHOBMIEHHOM 3akoHogaTenbCcTBOM Poccuiickon
denepaumm, Mep No NpPeceyYeHuto BbISIBIIEHHbIX HapyleHUn obsidaTenbHbIX TpebGoBaHU U
(M) ycTpaHeHuo nocrneacTBMA TaKMX HapyLEeHWW, B TOM 4uCre NPUHATUE pPeLUeHUst O
HaXOXOEHUN NEeKapCTBEHHbIX CPeAcTB B oOpalleHun, Bblgadvy npeanvcaHnin ob yctpaHeHun
BbISIBMIEHHbIX HapyLeHun obsasaTenbHbiXx TpeboBaHMKM M NpUBREYEHME K OTBETCTBEHHOCTMU
nuy, COBEPLUMBLUNX TaKUe HapyLLUEHNS.

MHdopmaumsa 06 naMeHeHusix:

@edepalibHbIM _3akoHOM om 22 Oekabpss 2014 e. N 429-®3 vacmb &5 cmambu 9
Hacmosiuwezao ®edepalsibHO20 3aKOHa U3/I0XeHa 8 Ho8oU pedaKkyuu, scmynarouwed 8 cusy ¢
1 urons 2015 e.

CMm. mekcm Yacmu 8 npedbldyuiel pedakyuu

5. depepanbHbI rocyaapCTBEHHbIM Haa3op B cdepe obpaleHus nekapcTBEHHbIX
CpeacTB ocyllecTBnsieTcs B nopsigke, ycTaHoBreHHoM PepepalnbHbiM  3akoHOM OT 26
nekabps 2008 roga N 294-03 "O 3zawuTte npaB OPUONYECKUX NUL, U UHOMBUOYaNbHbIX
npegnpuHMMmaTenen npu  OCYLECTBIEHUWN T[OCYyAapCTBEHHOrO KOHTponis (Hagsopa) w
MYHMLMMNANbHOIO KOHTPOA", C y4eTOM OCOBEHHOCTEN, YCTAaHOBMNEHHbIX HACTOALLEN CTaTbEN.
lMpegBaputenbHOe corfacoBaHMe C OpraHamu MpoKypaTypbl CPOKOB  MpoBedeHUs
BHEMNMaHOBOW MpOBEPKM CyObekToB oObpalieHnMs NeKapCTBEHHbIX CPEeACTB, a Takke
npegBapuTenbHoe yBe4OMEHNE IOPUONYECKMX ML, MHOMBUAYANbHBLIX NpeanpuHumMmarenen o
Hayane nposefeHus 3TOW npoBepkn He Tpebyetcsa. OpraHbl NPoOKypaTypbl M3BELLalTCA O
NpoOBEAEHUM BHEMNNAHOBOW MPOBEPKM CYOBLEKTOB OOpalleHUs feKapCTBEHHbIX CpencTB
nocpeacTBOM HanpaBieHUs1 COOTBETCTBYIOLMX JOKYMEHTOB B TeYEHUE Tpex pabounx aHen ¢
MOMEHTa OKOHYaHNA NPOBEAEHUS YKa3aHHOW BHEMMAHOBOW NPOBEPKN.

6. [IOMmMKHOCTHbIE NyLa opraHa rocygapCTBEHHOro Hag3opa B nopsiake, ycTaHOBNEHHOM
3akoHogaTtenscTtBoM Poccurickon ®eaepaumm, UMEKT NpaBo:

1) nonyyaTb Ha OCHOBaHWM MOTUBMPOBAHHbBIX MUCbMEHHbIX 3aNpPOCOB OT CYOBLEKTOB
obpalleHna rnekapCTBEHHbIX CpPeAcTB, OpraHoOB UCMOSIHATENbHOW BRnactu CyObekToB
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Poccuiickon degepaumm n opraHoB MECTHOrO camoynpaBfeHnss AOKYMEHTbI 1 MHOpMaLumio
no BonpocaM obpaLlleHns NekapCcTBEHHbIX CPEACTB;

2) 6ecnpensiTCTBEHHO MO NpeabsaABAEHUM CRYy)XeOHOro yO4OCTOBEPEHUA U KONUn
npukasa (pacnopsikeHus) opraHa rocygapCTBEHHOrO HaA3opa O Ha3HayeHUM nNpOoBEpKU
nocewaTb ncnosnb3yemble topnan4eCKMMn nmuamu, NHaOnBMAOYanbHbIMN
npeanpUHMMaTEnamMm, ABASIOWNMNCA CyObekTammn obpalleHns NekapCTBEHHbIX CPeACTB, Npu
OCYLLIECTBMEHNN CBOEN AEATENbHOCTU TEPPUTOPUMU, 30aHUA, NMOMELLEHUA U COOPYKEHUS B
Lensax NnpoBeAeHMs1 MEPONPUATUIA MO KOHTPOSIO;

3) npoBoauTb OTOOP 0OOpasLUOB fEeKapCTBEHHbIX CPeACTB, NpegHas3Ha4YeHHbIX Ans
peanu3auunm n peanuadyembix CcyObekTamum obpalleHUs nekapCTBEHHbIX CPeAcTB, AN
NPOBEpPKN UX KadecTBa, NPOBEAEHUS WUCCNeaoBaHWA, MWCMbITAHWA B COOTBETCTBUM C
npaBunammn otéopa 06pasuoB, YCTAHOBMEHHBIMU YNOSTHOMOYEHHBIM dhefepanbHbIM OpraHoMm
NCNOSNTHUTENbHOW BNacCTW;

4) BblgaBaTb cybbekTam oOpalleHUss NeKapCTBEHHbIX CPeaCcTB npeanucaHus o
npekpaweHnn HapyweHun obasatenbHbiX TpeboBaHUM M 06 yCTpaHEHWU BbISIBNEHHbIX
HapyLleHun obsa3aTenbHbIX TpeboBaHUI;

5) HanpaBnATb B YNOMHOMOYEHHbIE OpraHbl Matepuarbl, CBA3aHHbIE C HaPYLUEHUSIMMN
ob6sa3aTenbHblX TpeboBaHWiA, ONa pelleHus BONPOCOB O BO30OYXAEHWM YrosnioBHbIX Aen Mo
npu3Hakam NpecTynieHnn.

MHdopmaums 06 M3MeHeHUsIX:

QedeparsibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-O®3 cmambs 9 Hacmoswezo
®edeparnbHO20 3aKoHa 0oriofIHeHa Yacmbio 7, ecmynarowed e cuny ¢ 1 uronsa 2015 e.

7. BblIGOPOYHBLIN KOHTPONb KayecTBa JleKapCTBEHHbIX CPeACTB OCyLlecTBNseTcs
YNOSIHOMOYEHHbIM hefeparnbHbiM OPraHOM WUCMOMHUTENBbHON BIAaCTU B YCTAHOBIEHHOM WM
nopsagke v BKNYaeT B cebs:

1) obpaboTKy cBeageHwun, B obs3aTenbHOM MNopsigke NpenocTaBnseMblX cybbekTamu
oOpalleHnsa rnekapCTBEHHbIX CPeAcTB, O CepusiX, NapTusX NeKapCTBEHHbLIX CPEeAcCTB,
nocTynawLmx B rpaxgaHckui ob6opoTt B Poccunckon depepaunm;

2) ot60p 06pa3uoB NekapCTBEHHbLIX CPEACTB Yy CyObekToB 0bpalleHnst NeKapCTBEHHbIX
CpeacTB B LIENAX NPOBEAEHUS UCMbITAHUA HA UX COOTBETCTBME TpeboBaHMSIM HOPMAaTUBHOW
AOKYMEHTaLNN NN HOPMATUBHBIX JOKYMEHTOB;

3) NpuHATHE no pes3ynbTaTaM NPOBEAEHHbIX UCMbITAHWA PeLUeHNs O AanbHenLem
rpaxgaHckom 060opoTe COOTBETCTBYIOLLIENO FIEKAPCTBEHHOMO CPeacCTBa;

4) npuHATME YNOSTHOMOYEHHbIM beaeparnbHbIM OpraHOM WCMOSTHUTENBHOW BIacTh
pelleHns O nepeBode JEKAapCTBEHHOro cpeacTtBa Ha MOCEPUNHBLIA BbIOOPOYHbLIN KOHTPOSb
KayecTBa JE€KapCTBEHHbIX CPeACTB B Clyyae MOBTOPHOrO BbISIBIEHNA HECOOTBETCTBUSA
KayecTBa NleKapCTBEHHOIoO CpeacTBa YyCTaHOBIEHHbIM TpeboBaHMAM 1 (MpyM Heo6Xo4MMOCTN)
O npoBepke cybbekTa oObpalleHns nekapcTBEHHbIX CpencTB. Pacxobl, CBsi3aHHble C
NpoOBEOEHMEM MOCEPUNHOIO BbIOOPOYHOrO KOHTPOSSI KayecTBa JIEKApPCTBEHHbLIX CPencTs,
onnayvMBalTCA NpPoOM3BOAUTENEM INEKapCTBEHHOrO cpeacrea nmbo gepxartenem unu
BnagenbLem perncTpaumMoHHOro yaoCTOBEPEHNSA NEKAPCTBEHHOMO Npenapara.

FAPAHT:

CM. KoMMeHTapum K ctaTbe 9 HacTosiwero degepanbHOro 3akoHa

naBa 5. PaszpaboTka, AOKNMHUYEeCKMe nccrnenoBaHUA NeKapCTBEHHbIX CPeACTB, a
TakXke KNMHU4Yeckue nccregoBaHus NekapCTBEHHbIX NpenapaToB AN BeTepUHapHOro
npUMeHeHusA
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Cratba 10. PaspaboTka nekapCTBEHHbIX CPEACTB

1. PaspaboTka nekapCcTBEHHbIX CpeAcTB BKMAYaeT B cebs MOMCK  HOBbIX
dpapmakonormyeckn akTUBHbIX BeLLeCTB, Mnocrnegywliee u3ydeHne Wux JekapCTBEHHbIX
CBOMWCTB, [OOKMMHMYECKME  UCCnefoBaHus, pas3paboTky  TEeXHONorMh  npou3BOACTBa
dapmaueBTUyeckux cybctaHuun, pas3paboTky COCTaBOB W TEXHOMNOrMW MpPOM3BOACTBA

NEeKapCTBEHHbIX NPenapaToB.

2. ®nHaHcoBoe obecneveHne pa3paboTkM NEKapCTBEHHbIX CPEACTB OCYLLECTBNSAETCA
3a cyerT:

1) cpeacTB penepanbHOro 6rooxKeTa;

2) cpeacTB pa3paboTymMKoB FIEKAPCTBEHHbLIX CPEACTB;

3) cpencTtB nNpou3BoAUTENEN FEeKapCTBEHHbIX CPeacTB MNPW BbIMNOSHEHWM Hay4yHO-
nccnegoBaTenbCcknx paboT Mo AOroBopy Mexay paspaboTyYMKOM NekapCTBEHHbLIX CPeAcTB U
Npoun3BoaAUTENEM NEKAPCTBEHHbIX CPEACTB;

4) MHbIX He 3anpeLLEeHHbIX 3aKoHo4aTenbCcTBOM Poccuinckon denepanmm NMCTOYHUKOB.

3. lpaBa paspaboTyMKka JeKapCTBEHHOIO CPEeACTBa OXPAHATCS paXkO4aHCKUM

3adKOHOOAaTEJIbCTBOM.
FAPAHT:

CM. koMmmeHTapum k ctaTtbe 10 HacToswero degepanbHOro 3akoHa

Cratba 11. [oknMHMYeckoe uccrnegoBaHME feKapCTBEHHOro cpeactsa  Ans
MEANLMNHCKOro NpUMeEHeHUs
1. LoknuHu4Yeckoe uccreaoBaHue NekapCTBEHHOrO cpeacTtBa Ansg MeauuMHCKOro
NPUMEHEHNSI NPOBOAMTCA NYyTEM NPUMEHEHMUST HAYYHbIX METOAO0B OLIEHOK B LIENSAX NOSTyYEeHUs
AokasatenbcTB 6e30nacHOCTH, kavecTBa U 3PEKTUBHOCTM NIEKAPCTBEHHOIO CPeacTBa.

MHdopmaumsa 06 n3MeHeHUsIX:

QedepalibHbIM _3akoHoM om 22 Oekabpss 2014 2. N 429-®3 e vacmb 2 cmambu 11
Hacmosiweao PedeparnibHO20 3aKOHa 8HeCeHbl UBMEeHeHuUs, ecmynarouwue 8 cuny ¢ 1 ukns
2015 a.

Cm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu

2. [oknuHu4yeckoe uccrnegoBaHNe IEKapCTBEHHOrO CpeacTBa Ans MeAULMHCKOro
NPUMEHEHNS MPOBOAUTCA B COOTBETCTBUM C [paBunamu Haanexauwen nabopaTopHon
NPaKTUKN, YTBEPXKOEHHbIMU YMNONHOMOYEHHBIM dhefeparibHbiM OpraHoM WCNOSTHUTENbHOM
BnacTu.

WHdopmaumsa 06 nameHeHusix:

QedepasibHbiM 3akoHoMm om 2 urons 2013 e. N 185-03 e yacmb 3 cmambu 11 Hacmosiwez20
®edepasnibHO20 3aKOHa 8HeCeHbI U3MeHeHUs], ecmynaruwue 8 cunny ¢ 1 ceHmsbps 2013 .

CMm. mekcm Yacmu 8 npedbldyuwel pedakyuu

3. Anga opraHnsaumm n npoBedeHns OOKIMHUYECKOro nccrneaoBaHus nekapcTBEHHOro
cpeactBa Ans MeguUMHCKOro npuMeHeHus pas3paboTymky nekapCTBEHHbIX CPeAcTB MOryT
npvBnekaTb Hay4yHO-UccnegoBaTenbCkMe opraHusauun, obpasoBaTterbHble OpraHusaumm
BbicLlero o6bpasoBaHus, MMeLWMe Heobxoanumylo MaTepuanbHO-TEXHUYECKYD 6asy u
KBanM@uLMpoBaHHbIX CNeLnannucToB B COOTBETCTBYIOLWEN 06nacTn nccnegoBaHus.

4. [loknMHMYECKOEe uccrneaoBaHMe IeKapCTBEHHOro cpeactsa Ans MeauuUMHCKOro
NPUMEHEHNsT NPOBOAUTCHA MO YTBEPXAEHHOMY pa3pabOoTyMKOM NeKapCTBEHHOro cpeacTsa
nnaHy C BeAeHMEeM MNpPOTOKONa 3TOro MCCReAOBaHUA M COCTaBfieHMEM OT4YeTa, B KOTOPOM
cogepxaTtcsa pesynbTaTbl 3TOM0 UCCNeAOBaHUA U 3akioYeHre O BO3MOXHOCTU MpoBefeHUs
KNMHNYECKOro nccnegoBaHnsi NekapCcTBEHHOro npenapaTa Ans MeANLMHCKOro NpUMEHEHMS.

MHdopmaumsa 06 naMeHeHusix:
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QedepasibHbIM _3aKkoHoM om 22 Oekabpss 2014 2. N 429-©3 e vacmb 5 cmambu 11
Hacmosiweao PedeparnibHO20 3aKOHa 8HeCeHb! U3MEeHeHuUs, ecmynarouwue 8 cuny ¢ 1 urns
2015 a.

CM. mekcm Yacmu 8 npedbidyweu pedakuuu

5. MNpoBegeHne NpoBepok cobnoaeHnsa npasu Hagnexallen nabopaTtopHOM NPakTUKK
N  NpaBOBbIX HOPM WUCMOMb30BAHUA XMBOTHbLIX MPW  MPOBEAEHUN  OOKINHUYECKUX
NccnegoBaHU NEeKapCTBEHHbBIX CPeACTB AN MeOULMHCKOrO NPUMEHEHNSA OCYLLIECTBRSIETCA
YNONMHOMOYEHHbIM (hefeparnbHbIM OpraHoOM UCNOSTHUTENBHOW BNACTU.

6. PeaynbTatbl [OOKMMHMYECKOrO WCCREeAOBaHUA FEKapCTBEHHOro cpeacrea  Angd
MEeOMLMHCKOro NpMMeEHeHMs MoryT ObiTb NpeacTaBeHbl B YNOMHOMOYEHHbIN doefepanbHbli
opraH WCMNOMHUTENbHOM BNAacTM B YCTAHOBMIEHHOM MOPSAKE B LENSX rocygapCTBEHHOW
perucTpaunmn nekapcTtBEHHOro npenapara.

FAPAHT:

CM. koMmeHTapum K ctaTtbe 11 HacToswero degepanbHOro 3akoHa

Cratbsa 12. [JoknuHMyeckoe nccrnegoBaHne nekapCTBEHHOro CpencTBa U KIMHUYECKoe

nccnegoBaHMe NekapcTBEHHOro npenapaTa Ansi BETePUHAPHOro NPUMEHEHUS

1. [oknuHnyeckoe wuccrnegoBaHMe JeKapCTBEHHOrO cpeacTtsa Afisi BeTepUHApHOro
NPUMEHEHUST NPOBOAMTCA NyTEM NMPUMEHEHMUS HAYYHbIX METOOO0B OLIEHOK B LIENSAX NOSTyYeHUst
AokasatenbcTB 6e3onacHOCTM, kadectBa M 3MdEKTMBHOCTU NEKApCTBEHHOrO CpeacTBa, B
TOM 4ucne onpeaeneHns cpoka €ero BbIBEAEHUSI U3 OpraHM3aMa >XMBOTHOMO, B LENsX
obecneveHns 6Ge30MacHOCTM MNPOAYKLUMM KMBOTHOTO MPOUCXOXOEHUS MOCMEe MPUMEHEHUS
COOTBETCTBYHLLErO NIeKapCTBEHHOIO npenapara.

2. [oknuHnyeckoe wuccrnegoBaHWe nNeKapCTBEHHOrO0 CpeacTBa W KNUMHMYECKoe
nccrnenoBaHne NekapcTBEHHOroO Npenapara Ansa BeTepMHapHOro NpUMeHeHus, nccrnegoBaHme
O1O3KBMBANEHTHOCTY YKa3aHHOIO NIeKapCTBEHHOrO npenapaTa NpoOBOAATCSA B COOTBETCTBUM C
npasunamMmn, yTeepX4eHHbIMU YMNONHOMOYEHHLIM doefeparnbHbiM OpraHOM WCMOSHUTENBHOWN
BNnacTu.

FAPAHT:

Cwm. MeToanyeckune yKa3aHus "MpoBeaeHne Ka4eCTBEHHbIX ncenegoBaHum
OMO3KBMBANEHTHOCTN JEKapPCTBEHHbLIX CPencTB", yTBepXaeHHble MuH3gpascoupasBuUTUS
Poccun ot 30 aBrycta 2004 r.

3. [oknuHuyeckoe wnccrnegoBaHMEe JEKapCTBEHHOrO cpeactBa W KIMHUYECKoe
nccrnenoBaHne nekapcTBEHHOroO npenaparta Afsi BETepMHapHOro NpUMeHeHns NpPoBOAATCS MNo
yTBEPXOEHHOMY pa3paboTyYNKOM NEKapCTBEHHOIO CpeacTBa niaHy C Be4eHMEM NPOTOKOSIOB
9TUX UCCredoBaHUN N COCTaBfEHMEM OTYETOB, B KOTOPbIX cCoAepXaTcs pesyrbTaTbl 3TUX
nccnenoBaHUN.

4. [Ina opraHusaumm 1 npoBeaeHuUst OOKNMHMYECKOro UccrnenoBaHnsa nekapCcTBEHHOro
CpeacTBa M KIIMHUYECKOro UCCrneaoBaHUA NEeKapCTBEHHOro npenaparta And BeTepuMHapHOro
NpUMeHeHNss pa3paboTumMK NEKapCTBEHHOrO0 CPeacTBa MOXET MNPUBIIEKaTb OpraHusauuu,
nMerLwme HeobXxoouMMyrd  MaTtepuanbHO-TEXHUYECKYD 6asy K kBanMduuUMpOBaHHbLIX
cneumanncToB B COOTBETCTBYIOLLEN 061acTy nccneaoBaHus.

5. KnuHuyeckne wccnegoBaHus IEKaApCTBEHHLIX NpenapatoB AN BEeTEePUHAPHOro
NPUMEHEHNA MPOBOAATCA B  BETEpPMHApPHbIX OpraHMsauusix W B OpraHumsauumsx,
OCYLLECTBNALWNX pa3BeaeHne, BblpalliMBaHne U coaep>kaHmue XNMBOTHbIX, B LENsIX:

1) ycTaHOBreHUss NEepPeHOCMMOCTUM JNeKapCTBEHHbIX MpenapaTtoB  300pPOBbIMU
XUBOTHbIMU;

2) nogbopa onTMManbHbIX JO3VMPOBOK NEKAPCTBEHHbLIX MpenapaToB U Kypca feyvyeHus
Ha KOHKPETHOW rpynne XXMBOTHbIX C onpeaeneHHbIM 3aboneBaHnem;
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3) ycTtaHoBneHua 6e3onacHOCTU K 3(PPEKTUBHOCTN NeKapCTBEHHOINo npenapara,
npegHasHayeHHoOro [And  JflevyeHuss  OonpederNieHHblX  3aboneBaHUM  KUBOTHbLIX, WK
3(pPEKTUBHOCTN NEKAPCTBEHHOrO npenapaTta Ana npodunaktukn 3aboneBaHUn 300POBbIX
XVUBOTHBbIX;

4) n3yyeHmna BO3MOXHOCTEN pacLumpeHns nokasaHum K NPUMEHEHUIO
3aperMcTpupoBaHHOrO fleKapCTBEHHOrO Mpenapata W BbISBMIEHWUSI paHee HEeW3BECTHbIX
NOBGOYHbIX AEVUCTBUN.

6. KnuHuyeckoe wnccnegoBaHMe feKapCTBEHHOro npenaparta Ans BeTepuHapHOro
NPUMEHEHNST OCYLLIECTBNAETCA 3a CHET CpeacTB pa3paboTyumnka nekapCTBEHHOro cpeacTea.

7. OT4yeTbl 0 pesynbTaTax AOKIMHMYECKOro UCCreoBaHUs NIEKapCTBEHHOrO cpeacTBa
M KIMHUYECKOrO UCCNedoBaHUS  NEeKapCTBEHHOro npenapata Ans  BeTEePUHAPHOro
NPUMEHEHNST  COCTaBMAOTCA pas3paboTyMKOM NEeKapCTBEHHONO cCpeactBa € yd4eToM
3aKIYeHU OpraHu3auuin, NPUHUMaBLLMX Y4YacTUe B OpraHuMsauun un npoBedeHUUM ITUX
nccnenoBaHUM.

8. KoHTponb 3a npoBegeHMeEM OOKINHUYECKNX UCCNea0oBaHUM NeKapCTBEHHbIX CPEACTB
N KITMHWMYECKMX UCCeaoBaHNin NIeKapCTBEHHbIX NpenapaToB A9 BETEPUHAPHOIO NPUMEHEHNS
OCYyLLEeCTBNAEeTCS YNONHOMOYEHHbIM (hbeaepanbHbiM OpraHOM UCMOSTHUTENBHOW BNAcTMy.

FAPAHT:

CM. koMMeHTapuu K ctaTbe 12 HacToswero degepanbHOro 3akoHa

MnaBa 6. OcyLwecTBNeHne rocyaapcTBEHHON perucTpaumm nekapcTBeHHbIX
npenapaToB

WNHdopmauusi 06 usmeHeHusX:

@edepasibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 13 Hacmosiwezao
Q®edeparnibHO20 3aKOHa U3J/I0XeHa 8 Hoeol pedakuyuu, ecmynawwed 8 cuiy ¢ 1 urons
2015 a.

CM. mekcm cmambu 8 rpeodbidyuiel pedakuuu
CraTtba 13. [ocygapcTBeHHasa perncrpauma nekapcTBeHHbIX NpenapaToB

WHdopmaumsa 06 nameHeHusix:

QedepasibHbiM 3akoHoM om 13 urons 2015 e. N 241-®3 yacmb 1 cmambu 13 Hacmosiuje2o
®edeparibHO20 3aKOHa U3rioXXeHa 8 Hogou pedakuuu

CM. mekcm Yacmu 8 npedbidyweu pedakuuu

1. B Poccuiickon depepaumm gonyckaroTcs Npou3BOLCTBO, U3roTOBIIEHME, XPaHEHME,
nepeBo3ka, BBo3 B Poccunckyio denepaunto, BbiBo3 13 Poccuinckon denepaunn, peknama,
OTNyCK, peanu3auua, nepegada, npMMEHeHue, YHUUYTOXEHMUE NEKaApCTBEHHbIX NpenapaTos,
€CINN OHU 3aperucTpupoBaHbl COOTBETCTBYIOLNM YNOSTHOMOYEHHbIM (heaepanbHbIM OpraHoM
NCMNOMHUTENBHON BNacTu.

2. ['ocygapCTBEHHOW perucTpauum noanexar:

1) BCe nekapcTBeHHble npenapaTbl, BNepBble nognexaiwne Beogy B obpalleHue B
Poccuinckon ®epgepaunu;

2) nekapcTBeHHble npenapaTbl, 3apermcTpMpoBaHHbIE paHee, HO MPOU3BEOEHHbIE B
APYrux fiekapcTBeHHbIX hopMax B COOTBETCTBUN C NepevyHeEM HAaUMEHOBAHUI JIeKapCTBEHHbIX
dopm, B HOBOW [03MPOBKE MpW [AoKasaTenbCTBe €€ KIMHUYECKOM 3HaYMMOCTU W
apekTnBHOCTY,;

3) HOBble KOMBUHaLMN 3apErMCTPUPOBAHHBIX PaHee NeKapCTBEHHbIX NpenapaTos.

3. [ocygapcTBeHHaa permcrtpauus fnekapCTBEHHbIX NpenapaTtoB OCYLeCTBNAeTcs Mo
pesynbTataMm 3KCMNepTM3bl JNEeKapCTBEHHbLIX CPeACTB, a roCydapCTBEHHas perncrpaums
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opdaHHbIX TNeKapCTBEHHbIX MpenapaToB OCYLUECTBNAETCA MO pes3ynbTatamM 3KCNepTUusbl
[OKYMEHTOB, MpeACTaBfeHHbIX Ans  onpederieHnss  BO3MOXHOCTU  paccmaTpuBaTb
NeKapCTBEHHbIN npenapaT AOns  MEAVMUMHCKOrO MNMPUMEHEeHWs MpU  OCYLLECTBIEHUN
rocyqapCTBEHHON perncTpaumMnm B kayecTBe opdpaHHOrO feKapCTBEHHOro npenapata, U Mo
pesynbTaTam 3KCrNepTU3bl NEKAPCTBEHHbIX CPEACTB.

4. TocymapcTBeHHasi perucTpauusi NekapCcTBEHHOro mnpenapaTta OCyLIeCTBNASETCs
COOTBETCTBYIOLUMM YMNONTHOMOYEHHbIM (hbeaeparnbHbiM OpraHoOM WCMONHUTENBHOW BriacTu B
CPOK, He TMpeBbllalWwuii cTa wectnaecatn paboumx [OHeN co  OHS  NPUHATUS
COOTBETCTBYIOLLEr0 3asiBNEeHWs O T[OCydapCTBEHHOW pernctpauum  nekapcTBEHHOro
npenapaTa. B ykasaHHbI CpOK BKMOYaeTcs Bpemsi, Heobxogumoe pAnsi MOBTOPHOrO
NpoBedeHNs 3KCNepTU3bl NEeKapCTBEHHOro cpeacTBa B COOTBETCTBUM CO cTatben 25

HacToswero denepanbHoro 3akoHa. Cpok rocyadapCTBEHHOW pernctpaumm rnekapcTBeHHOro
npenapata MWCYUCNSETCA CO [OHA MPUHATUA  COOTBETCTBYIOLMM  YNONIHOMOYEHHbLIM
defeparnbHbIM  OpPraHOM  UCMOSTHUTESNTIbHOW BMNacTU COOTBETCTBYIOLLErO 3asiBfieHUs O
rocy4apCTBEHHON perncTpaunm nekapcTBEHHOro npenaparta ¢ npunoXeHnem HeobxoamMbix
AOKYMEHTOB MO [AdeHb BbldayuM pPerucTpaLMoHHOro YOOCTOBEPEHUS  JieKapCTBEHHOro
npenapaTta. Bpewms, Heobxooumoe AnNa HanpaBneHWs YMNONMHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMNOSMHUTENBbHOW BiacTu 3anpoca O npeacTaBrneHnn HeobxoauMMbIX MaTepuanos u
npegcraBneHns 3asiBuTenieM OTBeTa Ha JaHHbIN 3anpoc B COOTBETCTBUM CO cTtatbamu 16, 19
n 23 Hactosiwero ®defepanbHOro 3akoHa, He YYMTbIBAETCS MpU MCYMCIIEHUWM Cpoka
rocygapcTBEHHOM perncrpaunm nekapcTBeHHOro npenapara.

5. [ocynapCcTBEHHOM perucTpaunmn He nognexar:

1) nekapcTBeHHble npenapaTbl, W3rOTOBMEHHbIE anTeYHbIMWU  OpraHu3auusMu,
BETEPUHAPHbLIMU anTEeYHbIMW OpraHu3auuaMu, WHOUBMAYaNbHbIMU NpeanpUHUMaTENsaMu,
KOTOpble WMEKT JUUEH3NK Ha (apmaueBTUYeCKyo OesTenbHOCTb, MO peuentaMm Ha
nekapcTBeHHble npenapaTtbl M TpeboBaHMAM MEOULWHCKUX OpraHu3auun, BeTepuHapHbIX
opraHusaumm,

2) nekapcTBeHHble npenaparbl, MPUobpeTeHHble hrsmyeckumMm nuuammn 3a npegenamm
Poccunckon ®efepaunm n npegHasHayeHHble AN JIMYHOro UCMNOSb30BaHWS;

3) nekapCTBEHHbIE NpenapaThbl, BBO3MMble B Poccuickyto denepaumo ansg okasaHus
MEAMUNHCKOM MOMOLLM MO XXU3HEHHbIM MOKa3aHWsIM KOHKPETHOro nauueHTa Ha OCHOBaHuu
paspeLleHns, BblAAHHOrO YMNOMIHOMOYEHHbIM dyefeparibHbiM  OpraHoM  WUCMONHUTENBHOM
BNacTu;

4) nekapcTBeHHble cpeacTBa, BBO3UMble B Poccuiickyto ®epepauunio Ha OCHOBaHWUM
BblAAHHOIMO  YMNOSIHOMOYEHHbIM  dpefepanbHbiM  OpraHOM  UCMOMMHUTENbHOMW  BrlacTu
paspelleHna U1 npefHasHayeHHble [Ons  MpOoBedeHUs  KIMHUYECKUX  uccrnegoBaHui
neKapCTBEHHbIX npenapaToB U (Unn) NPOBEeAEHNSA IKCMepPTU3bl NeKapCTBEHHbLIX CPeacTB Ans
OCYLLIECTBINEHNS rOCyAapCTBEHHOW perncTpaunmn nekapCTBeHHbIX NpenapaTos;

5) dbapmaueBTryeckune cybctaHumm;

6) pagvodapmMaueBTUYECKMe — JieKapCTBEHHble  npenapaTbl,  M3roTOBfIEHHbIE
HEenocpeAcTBEHHO B MEOUUMHCKMX  OpraHmsauusax B nopsagke,  YCTaHOBMIEHHOM
YNOMHOMOYEHHbIM hefeparibHbIM OpraHOM UCNONTHUTENBHOW BRacTw;

7) nekapcTBeHHbIE NpenapaTbl, NPOM3BOANMbIE A 3KCropTa.

6. He ponyckaeTtcs rocygapctBeHHasa permcrpaums:

1) nekapCTBEHHbIX MpenapaTtoB, OTNMYAKWMXCA OpYyr OT Apyra KayYecCTBEeHHbIM
COCTaBOM [AENCTBYIOLLNX BELLECTB, NO4 OANHAKOBLIM TOProBbIM HAUMEHOBAHNEM;

2) OOHOro riekapCTBEHHOro npenapaTa, BbIlyCKaemMoro npoussoauTeneMm nog
pasnnYHbIMM TOProBbIMW HaMMEHOBAHUAMW W NPeACTaBfIEHHOr0 Ha rocy4apCTBEHHYHO
perncTpauuto B Buae AByX u 6onee nekapcTBEHHbIX NpenapaTos.

7. Mo 3anpocy (B 3neKTpOHHOW opmMe unu Ha OymakHOM HocuTene) cybbekTa
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obpalleHnsa nekapCcTBEHHbIX CPeACTB COOTBETCTBYHOLUUM YMNOMHOMOYEHHbIM heaeparnbHbIM
OpraHoOM UCMOSIHUTENBbHOW BIlacTW, OCYLLECTBNSAOWMNM [OCy4apCTBEHHYHO perncTpauuio
NeKapCTBEHHbIX MnpenapaToB, B YCTAHOBIIEHHOM WM Mopsigke OCYLLeCTBNAETCH HayyYHoe
KOHCYNbTMpOBaHME MO BOMpoOCaM, CBs3@aHHbIM C  MNPOBEAEHWEM  OOKITMHUYECKUX
nccrnenoBaHMn,  KIMHUYECKUMX UCCNeAoBaHMA  NeKapCTBEHHbIX MpenapartoB, 3KCNepTU3bl
KayecTBa NEeKapCTBEHHbIX CpeacTB, aPEKTUBHOCTM M 6€30MacHOCTU, C OCYLLECTBNEHNEM
rocygapCTBEHHOM  perncrpaumm  fnekapcTBEHHbIX  MpenapaTos. KoHcynbTupoBaHue
OCyWlecTBNAAeTca C npuBnedeHnem enepanbHbiX  FOCYAAPCTBEHHbLIX  BOHOAXKETHbIX
yypexgeHun, nogsefoOMCTBEHHbIX JaHHOMY dhefepanbHOMY opraHy UCMONHUTESTbHOW BacTu
M HE y4vacTBYKLUMX B OpraHu3auuMm nNpoBEOEHUSsI IKCMEPTM3bl KayecTBa JieKapCTBEHHbIX
CpeacTB B LEnsX OCYLECTBIIEHUS WX roCygapCTBEHHOW pernctpauun B COOTBETCTBUMU CO
ctateen 16 HacTtosiwero denepanbHOro 3akoHa, B BuAe OTBETa B MUCbMEHHOM dhopMme
YrNOSITHOMOYEHHOIO hefepanbHOro opraHa WCNoSIHATENbHOW BRacTM Ha 3anpoc. Pasmep
B3MAEMOWN C 3asBUTENs nnaTbl OnpeaensieTcs B COOTBETCTBUM C 3aKOHOAATENbCTBOM

Poccuiickon  ®depepauum 06  opraHMsaumm  NpeaoCTaBfeHuUst  FOCYyAapCTBEHHbIX W
MyHuUMNanbHbIX yenyr. VIHpopmauma o6 OoCyleCcTBNEHUN Hay4YHOrO KOHCYNbTUPOBaHWSA, B
TOM u4ucne crtatbl, 0O030pbl, ChApaBoYHble MaTtepuanbl WM WHas WHdopmauna o6
OCYLLIECTBMEHNN HAY4YHOrO0 KOHCYNbTUPOBaHUSA, pasMellaeTcd Ha oduunanbHOM caunTe
YMNOSTHOMOYEHHOIO (pefepanbHOro opraHa UCnonHUTenbHoW Bractu B cetn "WHTepHeT" C
cobnogeHnem orpaHM4eHui, yCTaHOBMNEHHbIX 3aKOHOAATENBCTBOM O NEePCOHarbHbIX AaHHbIX,
KOMMepYeCcKon 1 (Unn) rocyaapCTBEHHON TanHe.

8. locygapctBeHHas  perucrpaums  fnekapCTBEHHbIX  MNpenapaTtoB,  KOTOpble
npegHasHayeHb! Ang NpUMEHEHNs B YCNOBUAX BOEHHbIX AENCTBUN, Ype3BblYaHbIX CUTyaLUHN,
NPOMOUNaKTUKN U neyeHna 3aboneBaHUMN W MOpPaxXeHUr, MNONYYEHHbIX B pesynbTate
BO3AENCTBUS HEBNaronpUATHLIX XMMUYECKUX, BUONOrM4YecKknx, pagnaunoHHblix akTtopos, 1
paspaboTtaHbl Mo  3adaHuilo  pedepanbHbiX  OpPraHoB  UCMOMHWUTENbHOM  BRacTw,
YNONMHOMOYEHHbIX B obnactm o0O6OpoHblI CTpaHbl UM  ©esonacHOCTM  rocygapcTsa,
OCYyLLEeCTBMAeTCA B nopsgke, yctaHoBneHHoM lNMpaButenscteBoM Poccuinckon degepaumn.
FAPAHT:

CM. koMmeHTapum k ctaTbe 13 HacToswero degepanbHOro 3akoHa

WHdopmauusi 06 nsmeHeHusX:

@edepasibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 14 Hacmosiuezao
Q®edeparnibHO20 3aKOHa U3J/I0XeHa 6 Hoeol pedakuyuu, ecmynawwed 8 cuiy ¢ 1 urons
2015 a.

CM. mekcm cmambu 8 rpeodbidyuiel pedakuuu

Cratbsa 14. [NprHUKUNBLI 9KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB

1. OkcnepTm3a nNekapCTBEHHbIX CPeACTB OCHOBbLIBAETCS Ha MNPUMHUMNAX 3aKOHHOCTW,
cobniogeHna npaB u cBoboa 4yenoBeka W rpaxgaHuHa, npasB  OpUOMYEcKoro nuua,
HEe3aBUCMMOCTM 3KcnepTa, OOBLEKTUBHOCTU, BCECTOPOHHOCTM W MONHOTbI MCCNeLoBaHUN,
NPOBOOUMBIX C  WUCMOSIb30BAHMEM  COBPEMEHHbLIX AOCTMXKEHUA HAyKM U TEXHUKWU,
OTBETCTBEHHOCTM  (bedepanbHOr0  rocyaAapCTBEHHOrO  OIOMKETHOro  yypexgeHus  no
NPOBEOEHUIO IKCMEPTM3bl NIEKAPCTBEHHbIX CPEACTB N IKCMEPTOB 3a NPOBEAEHME U KAYeCTBO
3KCnepTu3bl.

2. Jkcneptmsa NeKapCTBEHHbIX npenapaTtoB ANA  MeAULMHCKOro  NpUMEHEHUS
BKMtOYaeT B cebs:

1) aKkcnepTM3dy [OOKYMEHTOB, MPEeACTaBrEHHbIX AN onpegeneHns BO3MOXHOCTU
paccmaTpuBaTb JIEKAPCTBEHHbIM  npenapaT AN  MeaUUMHCKOro  MNPUMEHEHUS  npwu
OCYLLECTBMEHNUN TOCYyAapCTBEHHOM perncTpaumMm B KadecTBe OphaHHOro nekapcTBEHHOro
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npenapara;

2) 3KCnepTu3y npensioKeHHbIX METOAOB KOHTPONS KayecTBa JieKapCTBEHHOro
cpeactBa M KayecTBa NPEACTaBrEHHbIX 00OpasLoB  NeKkapCTBEHHOrO cpeacTBa  C
MCMNonb3oBaHNEM 3TMX METOAOB (farnee - 3KCnepTM3a kavyecTBa NlekapCTBEHHOro CpeacTBa);

3) aKkcnepTn3y OTHOLLUEHUS OXMAAeMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
neKapCcTBEHHOro npenapara.

3. OkcnepTv3a rnekapCTBEHHbIX MpenapatoB Ans BEeTEPUMHAPHOro MNpPUMEHEHUSs!
BKNtoYaeT B cebs akcnepTu3y kayecTBa NekapCTBEHHOrO CpeacTBa M 9KCNEPTU3Y OTHOLLEHMS
oXunaaemMomn nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHMS NEKAPCTBEHHOMO NpenapaTa.

FAPAHT:

Cwm. [lonoxeHve O nopsigke 3KCNepTusbl, UCMNbITAHUA W perucrpaumm BeTepUHapHbIX
npenapatoB B P®, yrBepxaeHHoe [NaBHbIM rocygapCTBEHHbIM  BeTEPUHAPHbLIM
nHcnektopom P® 3 okts6psa 1995 r.

CM. koMMmeHTapum K ctaTbe 14 HacToswero degepanbHOro 3akoHa

Cratba 15. ®epepanbHoe rocygapcTBeHHOE OlIKETHOE  yvpexaeHue Mo
NPOBEAEHNIO 3KCNEPTU3bl NEKAapPCTBEHHbIX CPeACTB

OKcnepTn3a NeKapCTBEHHbIX CPeacTB MpoBOANTCA doedeparnbHbiM rocyaapCTBEHHbIM
OIOAKETHLIM YYpEXOEeHMEM COOTBETCTBYIOLLErO YMNOMIHOMOYEHHOrO doefepanbHOro opraHa
NCMOMHNTENbHON BRacTu, CO34aHHbIM Ans obecneyeHus UCMOSTHEHUS MOJNTHOMOYMIA 3TOro
denepanbHOro opraHa no Bblgade paspeLlleHnin Ha NPoBeAeHNE KITMHNUYECKUX UCCNeaoBaHnm
NeKapCTBEHHbIX MpenapaToB M (MNK) NO rocygapCTBEHHOW perncTpauum nekapCTBEHHbIX
npenapaToB (ganee - 3KCNepTHOE yuYpexaeHune).

FAPAHT:

CM. KommeHTapum K ctaTbe 15 HacTosdwero PeagepanbHOro 3akoHa

WHdopmauusi 06 usMeHeHUsIX:

QedeparnbHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-03 HaumeHosaHue cmambu 16
Hacmosuweao PedepasibHO20 3aKOHa U3/I0XEHO 8 HO8OU pedaKyuu, ecmynarowed 8 cusy ¢
1 urons 2015 e.

CMm. mekcm HaumMeHoeaHus 8 rpedbidyuied pedakuuu

CraTtbsa 16. OpraHnsauus npoBeaeHnst 3KCNepTU3bl IEKAPCTBEHHbIX CPeACTB

1. OkcnepTusa neKapCTBEHHbIX CPeACTB NPOBOAMTCA KOMUCCUEW SKCMNEPTOB
9KCNEPTHOro y4YpexaeHusi, Ha3Ha4YeHHOW ero PyKOBOAUTESNEM, Ha OCHOBaHUM 3a4aHUsA Ha
NpoOBEOEHME SKCNEPTU3bl NEKApCTBEHHOrO CpeacTBa, BblAAHHOMO  YNONTHOMOYEHHbLIM
denepanbHbIM OpraHoM MCMOMHUTENbHOW BNacTu. PykoBoguTenb SKCMEPTHOMO ydpexaeHus
obecneunBaeT Hagnexailee NpPoBEAEHNE SKCMEPTU3bl NEKAPCTBEHHbIX CpPeacTB B
COOTBETCTBUM C 3adaHWEM, Bbl4aHHbIM YNOSIHOMOYEHHbIM beaepanbHbIM  OpraHoM
NCMOMHNTENbHON BNacTu, U OpraHn3yeT NoAroTOBKY CBOAHOMO 3aKM4YeHUs1 3TOM komuccuun. B
COCTaB 3TOW KOMWCCUM MO PEeLUEeHU0 PYKOBOAMTENSI 3KCMEPTHOro yypexaeHus Moryt ObiTb
BKIOYEHbI B KQYECTBE 3KCNEPTOB Nnuua, He paboTatoLlime B JaHHOM SKCNEPTHOM YYpEeXaeHUM,
€CNun Nx cneumanbHble 3HaHUA HeoOXoaANMbI ANsi NPOBEAEHUS 3KCNEepPTM3bl N Takue 3KCnepThbl
OTCYTCTBYIOT B J@HHOM 3KCMNEPTHOM YyYpEeXOeHUMN.

2. OKcneptoM MO MPOBEAEHUIO IKCMEPTU3bl JEKAPCTBEHHbIX CPeAcTB SBNSieTCs
aTTeCTOBaAHHbIN PABOTHMK SKCNEPTHOrO YyYpeXaeHus, KOTOpPbI UMEET BbICLLEE MEOMLIMHCKOE,
dapmaueBTUyECKOE, Ouonorndeckoe, BETEpPUHAPHOE WM XuMmuyeckoe obpasoBaHue U
NPOBOAUT 3KCNEPTU3Y NEKAPCTBEHHbLIX CPEACTB B MNOPSIAKE MCMOSTHEHMUST CBOUX OOMMKHOCTHbIX
obs3aHHOCTEN (qanee - akcnepT).
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3. I'Ip|/| npoBeaeHnn J3KCNepTu3bl JIEKApPCTBEHHbLIX CpPeAcTB J3KCNepT He MOXeT
HaxoOMTbCA B KakoOM-NMMOO 3aBMCMMOCTM OT Jfvua, HasHa4MBLLErO 3Ty 3KCnepTunay,
pa3paboTynka NeKkapCTBEHHOro CpeacTBa Wnn OPpYyrnx 3anHTepeCOBaHHbLIX B pe3ylbTaTax
9KCNepTn3bl J1nL.

WHdopmauusi 06 nsmeHeHusX:

@edepasnbHbiM _3akoHOM om 25 Hosb6psa 2013 e. N 317-©3 uvacmb 4 cmambu 16
Hacmosuwezo ®edeparibHO20 3aKOHa U3rI0XKeHa 8 Hogou pedakuuu

CmM. mekcm Yacmu 8 npeodbldywel pedakuuu

4. Tlpyn npoBefeHMN 3IKCNEepTU3bl JIEKAPCTBEHHbIX CPEACTB He AonyckaeTtcs
nctpebosatb y 3asBUTENd NUMOO WHbIX NUL MaTepuansl, Heobxoaumble ONs NPoBeAEHUs
aKcnepTuabl. B cnyyae HeaQoCTaToOMHOCTM NpPeacTaBriEHHbIX AKCNEPTY MaTepuanoB ANs Layu
3aKNIOYEHNsT SKCNEepT CTaBUT BOMPOC O MpeAcTaBneHunm emy HeobxoaumbiX MaTepuanos
nepeg pykoBoguTENEM 9KCNEPTHOrO  yYpEeXAeHUs, KOTOpbIn obpalyaetcs c
COOTBETCTBYIOLLMM 3aNpoCoOM B YMNOSTHOMOYEHHbIN doefiepalribHbIi OpraH WUCMOSTHUTENBHON
BNacTu, BblOaBWWM 3ajaHWe Ha NpoBeAEHWEe 3SKCNepTU3bl NEeKapCTBEHHOrO CpeacTBa.
YKkasaHHbI heagepanbHbI OpraH UCNONMHUTENBHOM BNacTy B TeYEeHne nsatn pabounx gHen co
OHS NOCTYNEHNs 3anpoca PyKOBOAUTENS SKCMEPTHOrO yupexaeHusi HanpasnseT 3adBUTENIO
3anpoc O NpeacTaBneHnn HeobxoauMbIx MaTepuanoB. [JaHHbIN 3anpoc MOXeT ObITb NepeaaH
YNOSIHOMOYEHHOMY MPEACTaBUTEND 3asaBUTENS NIMYHO MOA PacnMCcKy, HanpasfeH Mo noyTe
3aKka3HbIM MUCbMOM WNK nepefaH B 3NEKTPOHHOW opmMe Mo TeneKoOMMYHUKaLMOHHbLIM
KaHanam cssa3n. B cnyyae HanpaBneHna JaHHOro 3anpoca no novte 3akasHbiM NMUCbMOM OH
CcYMTaeTCH NONMyYEeHHbIM MO NCTEYEHUN LIECTU AHEN C AaTbl HanNpaBneHns 3aka3Horo NUcbMa.

MHdopmaums 06 M3MeHeHUsIX:

@edepalibHbIM _3akoHoM om 25 Hosibps 2013 e. N 317-©3 cmampesi 16 Hacmosiwezao
®edeparnibHO20 3aKoHa 0oriofiHeHa Yacmbio 4.1

4.1. 3BagButenb 00s3aH npeactaBUTb OTBET Ha  3anpoc  YNOSHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOW BfacTUM B CPOK, He MpeBblLaloWwun OeBAHOCTa
paboumx [OHeMm Cco [OHA ero nonyyYyeHusi. YNOSHOMOYEHHbIN  heaepanbHbI - OpraH
NCNONMHUTENBHOW BRacTu, Bbl4aBLUMKA 3ajaHne Ha NpoBeaeHWe 3KCNepTU3bl NIeKapCTBEHHOIO
CpeacTBa, B TeyeHue naATn paboumx OHeW cO OHA MOCTYNNeHus OT 3asiBUTens oTBeTa Ha
AaHHbIA  3anpoc HanpasndeT TakouM OTBET B 3KCNepTHoe YydypexaeHue. B cnyyae
HenpeacTaBneHnst Mo UCTEYEeHUN AeBsAHOCTa paboynx AHeN 3asiBUTenemM oTBeTa Ha AaHHbIN
3anpoc YMNoSIHOMOYEHHbIN  doeepanbHbIi  OpraH WUCMONHUTENbHOM BRacTW, BblOaBLUUMA
3afaH1Me Ha nNpoBeAeHMEe 3KCMEePTU3bl NEKAPCTBEHHOrO CPeACcTBa, B TeYeHne nATn paboumx
OHEeW HanpaBnseT B 93KCMepTHOe ydpexaeHwe yBedOMSIEHMEe O HenpeactaBrieHuu
3asB/TENEeM OTBETa Ha 3anpoc yKa3aHHOro opraHa. Bpemsi co gHA HarnpasneHusa 3anpoca
9KCMEepPTHOro y4pexaeHusi B yNorHOMOYEHHbIN doefeparnbHbI OpraH UCNOMHUTENBHOW BlacTu
00 OHSA MONyYeHUs SKCMEPTHbIM YyYpexaeHneM OTBeTa Ha 3anpoc WUnu yBeOoOMSIEHUS O
HenpeacTaBneHnn oTBETa Ha 3anpoc He YYUTbIBAETCs MNP UCHUCIIEHUM CpoKa NpoBedeHUs
9KCNepTU3bl SIeKapCTBEHHOrO cpeacTsa.

5. OkcnepT npu npoBedeHUMM MOPYYEHHOW €My PYKOBOAUTENEM 3KCNepTHOro
yUYpeXaeHns aKCNepTU3bl NIEKapCTBEHHOMO CpeacTBa 06a3aH:

1) npoBecTU MOMHOe uccnegoBaHve NpeacTaBfieHHbIX eMy O6bekToB, MaTepuarnos,
Aatb 060CHOBaHHOE U OOBEKTUBHOE 3aKMNiOYeHMEe MO MOCTaBIEHHbIM Mepea HMM BoMpocam
MNNU  MOTUBMPOBAHHOE 3aKMioYeHMe O HEBO3MOXHOCTU MpPOBEAEHUA UM  3IKCrnepTusbl
NeKapCTBEHHOro CpeacTBa, €eCnvM  MNOoCTaBrfeHHble BOMPOCHI  BbIXOAAT 3a npegenbl
crneumanbHbIX 3HaHUW JKCMepTa, OObEKTbl MCCNeaoBaHMM U MaTepuarnbl HENPUrogHbl UNn
HeOOCTaTOuHbl NSl NPOBEAEHUSI UCCNEeOOBaHUA U Aayun 3aknoyvyeHus NMMbo COBPEMEHHBbIV
YPOBEHb Pa3BUTUSA HayKu HE NO3BONAET OTBETUTb HA NOCTaBMNEHHbIE BOMNPOCHI;
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2) He pasrnawaTtb CBeJeHUs, KoTopble CTann eMy MU3BEeCTHbl B CBA3U C NpoBedeHNEM
9KCNepTM3bl  NEeKapCTBEHHOr0  CpeAcTBa, a Takke  CBeJeHud,  cocTasnsiolue
rocygapCTBEHHYI0, KOMMEPYECKYHO UITU MHYI0 OXPaHAEMYO 3aKOHOM TalHy;

3) obecneuntb COXpaHHOCTb MpeAcTaBfeHHbIX OOBLEKTOB UCCNefoBaHUA U
MaTepuarnos.

6. OKcnepT He Bnpase:

1) npoBOAWTb  3KCNEpPTM3y  NEeKapCTBEHHOro  cpeactBa nNo  obpalweHuto
HenocpeacTBEHHO K HEMY OpraHu3aumi unm msndecknx nuu;

2) camocToATeNnbHO cobupaTb Martepuanbl  ANs  NPOBEOEHUs  3KCNepTu3bl
nekapCcTBEHHOro CpeacTBa;

3) NpoOBOAUTL 3KCMEPTU3Y NeKapCTBEHHOIO CpeacTBa B KA4YeCTBE HErocy4apCTBEHHOMO
aKcnepra.

7. B cnydyae HeobxoguMMOCTM 9KCMEPT BNpaBe XxodaTamcTBOBaTb MNepea
PYKOBOAUTENEM SKCMEPTHOMO YYpeXOeHUa O MpPUBIIEYEHUN K MPOBEOEHUI0 3IKCNepTusbl
NeKapCTBEHHOIO cpeacTBa APYrnX SKCMepToB.

8. Kaxabln akcnepT, BXOOALWMA B COCTaB KOMUCCUW 3KCMNEPTOB, KOTOPOW MOPYYEHO
NnpoBeJeHne 9KCNepTU3bl JIeKapCTBEHHOrO0 CpeacTBa, HEe3aBMCUMO U CaMOCTOSTENbHO
NPOBOAMT UCCNefoBaHUA, OueHMBaeT pes3ynbTaTtbl, MOMIYYEHHbIE UM JIMYHO W OpYruMu
aKcnepTamu, U opmynupyeT BbiBOAbl OTHOCUTESNBHO MOCTaBfEHHbIX BONPOCOB B npegenax
CBOMX crneumanbHbIX 3HaHUN.

9. PesynbTaTtbl 3KCNEpTU3bl IEKAPCTBEHHOIO cpeAcTBa OPOPMASAIOTCH 3aKoYeHUeEM
KOMUCCUM  3KcrepToB. B 3akmoyeHUn KoOMUCCUM 3KCMEPTOB  YKa3blBAOTCA MNepeyveHb
nccnenoBaHui, o6bEM NMPOBEOEHHbIX KaXKAbIM 3KCMEPTOM WUCCNeaoBaHWA, YCTaHOBIIEHHbIE
KaxgbiM M3 HUX pakTbl M cAenaHHble B pesynbTaTe uccnegoBaHWi BbIBOAbl. JKCMepT,
MHEHME KOTOpPOro He coBrajaeT C peLleHneM KOMUCCUN SKCMNepPTOB, BrpaBe Bblpa3uTb CBOE
MHEHUe B MMCbMeHHON hopMe, KOTOPOE NPMoBLLaeTCs K 3aKmMOYEeHUI0 KOMUCCUN 3KCNEPTOB.

10. BKcnepTbl, BXOASLWME B COCTaB KOMUCCUUW, NpeaynpexaatTca 06 0TBETCTBEHHOCTU
B COOTBETCTBMM C 3akoHopatensctBoM Poccuinckon Pepepauum 3a Jady 3akroyeHus,
cogepxawiero HeobocHoBaHHbIE MM anbCUPUUMPOBAHHBLIE BbIBOAbI, O YEM OHW AatoT
NOAMMCKY.

11. OnpegeneHne ypoBHA MpodeccMoHanbHOM NOAroTOBKU 3KCNEPTOB M aTTecTauns
MX Ha NpaBoO NPOBEAEHUS IKCNEPTU3bl TEKapPCTBEHHbIX CPEACTB OCYLLECTBIAITCA 3KCNEepTHO-
KBannMMuUKaunoHHbIMXU  KOMUCCUSMW B MOPSKEe, YCTAHOBMEHHOM  COOTBETCTBYHOLLMM
YNOSITHOMOYEHHbIM  doeeparnbHbiM  OpraHOM  UCMOMHUTENbLHOM  BracTu.  YPOBEHb
npogeccnoHasribHoOM NOArOTOBKM 3KCNEPTOB NOLMNEXUT NepecMoTpy yKasdaHHbIMU KOMUCCUAMU
He pexe YyeM OAVH pa3 B NATb NeT.

WNHdopmauusi 06 usmeHeHusX:

@edepalibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 uvacmb 12 cmambu 16
Hacmosuwezo PedepasibHO20 3aKOHa U3/I0XeHa 8 Ho8oU pedaKyuu, ecmynarowed 8 cusy ¢
1 urons 2015 e.

CMm. mekcm Yacmu 8 rpedbidywel pedakuuu
12. lMpaBuna npoBeOeHNsA 3KCNepTU3bl JeKapCTBEHHbIX CPeacTB M OCOBGEHHOCTU

9KCNepTU3bl OTAENbHbIX BUOOB NIEKAPCTBEHHLIX NpenapaToB (pedepeHTHbIX NeKkapCTBEeHHbIX
npenapaTos, BOCMNPOM3BEAEHHbIX NeKapCTBEHHbIX npenapaTos, Buonornyeckmnx
neKapCTBEHHbIX npenapaTtoB, 6uoaHanoroBbix (6MonogobHLIX) NEeKapCTBEHHbIX NpenapaToB
(bnoaHanoroB),  romMeonaTMYeCKMX  JeKApCTBEHHbIX  MpenapaTtoB,  fIeKapCTBEHHbIX
pacTUTeNbHbIX NpenapaTos, KOMOMHALMI NeKapCTBEHHbIX NpenapaToB), (OPMbl 3aKNHOYEHU
KoMuccmm 9KCNepToB yCTaHaBNMBaOTCS COOTBETCTBYIOLLNM YNONMHOMOYEHHbIM
denepanbHbIM OpraHOM MUCMNOSTHUTENBHOW BI1ACTM.

FAPAHT:
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CM. koMMeHTapum K ctaTbe 16 HacToswero degepanbHOro 3akoHa

MHdopmaumsa 06 naMeHeHusix:

QedeparibHbiM_3akoHom om 22 Oekabpsi 2014 2. N 429-©3 cmambsi 17 Hacmosiwez2o
Q®edepanbHO20 3aKOHa U3/10XeHa 8 Hoeol pedakuyuu, scmynarwwed 8 cuny ¢ 1 uronsa
2015 a.

CM. mekcm cmambu 8 npedbldyuwied pedakyuu

Cratba 17. lNogaya 1 paccMOTpeHne 3asiBIeHUd O rocydapCTBEHHOW perucrpauuu

neKapCTBEHHOro npenapaTa Aans BeTepUHapHOro NpMMeHeHus

1. [Ons rocygapCTBEHHOW  peructpauun  fekapCTBEHHOro npenapata  ans
BETEPUHAPHOIO MNPUMEHEHNs pa3paboTuMK Takoro fekapcTBEHHOro npenapata  wunu
YyNOMHOMOYEHHOE UM ApYyroe topuandeckoe nuuo (ganee B HacTOSLWEN CTaTbe - 3asBUTESb)
npeacraBnsgeTr B YMNOMHOMOYEHHbLIN dhefepanbHbld  OpraH  UCMOMHUTENbHOM  BRacTw,
OCYLLECTBNAWNA rOCYOAapCTBEHHYIO perucTpauuio  fiekapCTBEHHbIX nNpenapaTtoB  Afis
BETEPUHAPHOIO MNPUMEHEHNSA, B 3NEKTPOHHOM opMe unnm Ha OyMaHOM HocuTene
3asBrieHMe O rocydapCTBEHHOW  perucTpauuMmM  fiekapCTBEHHOro  rnpenapata Aans
BETEPUHAPHOIO MPUMEHEHUs, a TaKkKe B [opsake, YCTAaHOBNEHHOM COOTBETCTBYHOLLMM
YNOSTHOMOYEHHbIM befieparibHbIM OPraHOM UCMOJSTHUTENBHOW BI1aCcTU, B 9NEKTPOHHON hopme
unm Ha OymMaxHoM HocuTene HeobxoauMble [OOKYMEHTbl, W3 KOTOpPbIX d)opMupyeTcs
perncTpaunmoHHoe O0Cbe Ha fleKapCTBEHHbIM npenapar A1 BeTepuHapHOro NpuMeHeHus.

2. B 3agBneHun o rocygapCTBEHHOM pernctpauumn fnekapcTBEHHOro npenapata Aans
BETEPUHAPHOro NPUMEHEHNS yKa3bIBaKOTCSA:

1) HammeHOBaHME W agpec 3aaBuUTeEnNs, paspaboTynka U nNpousBoaUTENSs
neKkapCTBEHHOro npenapata Ansg BeTepuvHapHOro npuMeHeHWs W agpec  MecTa
OCYLEeCTBMEHNA  MNPOM3BOACTBA  JIEKAPCTBEHHOr0 Mpenapata Ans  BeTepuHapHOro
NPUMEHEHNsT (B Cryyae HanuumMsi HECKONbKMX YYaCTHUMKOB npouecca npou3BOACTBa
HeobX0aUMO yKasaTb KaXaoro u3 Hux);

2) HaMMmeHOBaHME NeKapCTBEHHOro npenapaTta Ans BeTEepMHApPHOro NPUMEHEeHUs
(MexxgyHapooHOe HenaTeHTOBaHHOE, UMM PynnMpOBOYHOE, UMM XMMUYECKOE U TOProBoe
HanMeHOoBaHWS);

3) nepeyvyeHb AENCTBYIOLLUMX M BCMOMOraTesibHbIX BELWEeCTB, BXOOAWMX B COCTaB
neKkapCTBEHHOro npenapaTta A BEeTEPUHAPHOro NPUMEHEHUS, C YyKasaHWem KormyecTBa
KaXgoro u3 Hux;

4) nekapcTBeHHast ¢bopma, [03UpoBKa, CMocobbl BBEOEHUS U MNPUMEHEHUS, CPOK
rogHOCTW NieKapCTBEHHOrO Npenapara Afnsi BeTEPMHAPHOro NpUMEHEHWS;

5) dbapmakoTepaneBTMyeCKas rpynna;

6) HeoBXO0AUMOCTb MPUMEHEHMUST YCKOPEHHOW NpoLeaypbl 9KCNePTU3bl NeKapCTBEHHbIX
CpeacTB B Lensax rocygapCTBEHHOW pernctTpauumn nekapCTBEHHOro npenapara;

7) KON JOKYMEHTOB, NOATBEPXKAAKLWNX ynnaTy rocyaapCTBEHHOM MOLUSNHbI:

a) 3a npoBedeHMe 3KCNepTU3bl KayecTBa JeKapCTBEHHOrO CpeAcTBa M 3KCMEepTU3bl
OTHOLWLEHUS OXMAAEMOM MOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOro
npenapaTta 4nsa BeTepUHApPHOro NpUMeHeHNs Npu ero rocyapCcTBEHHOW perncrpaunm;

6) 3a Bblga4vy perMcTpaumMoHHOro yaoCToOBEPEHUS NIEKAapCTBEHHOIO Npenapara;

WHbopmauusi 06 usMeHeHUsIX:

@eldepasibHbiM_3akoHoM om 13 utons 2015 2. N 241-®3 e nyHkm 8 yacmu 2 cmambu 17
Hacmosuweao @edepasribHO20 3aKOHa 8HECEHbI USMEHEeHUs

CM. mekecm nyHKma 8 npeodbioywel pedakuyuu
8) Hanuuue cornacusi, NPeaycMOTPEHHOrO 4YacTbio 7 HaCTOSAWEWN CcTaTbW, €Cnu C
MOMEHTa perucTpaunmn pedepeHTHOro IekapCTBEHHOro npenapaTta AN BeTEepPUHAPHOro
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NPUMEHEHUSI NPOLLSIO MEHEEe YeM LLECTb feT.

3. PerncrpaumoHHoe [ocbe B LENsX 3KCnepTu3bl NeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOIr0O NPUMEeHeHUs (POPMUPYETCH M3 CReayowmnx JOKYMEHTOB:

1) KONMS JOKYMEHTa Ha PYCCKOM $i3blKe, Bbl4aHHOrO KOMMETEHTHbIM OpraHoM CTpaHbl
npousBoAUTENS AN KaXOOWM  NPOM3BOACTBEHHOW  MMOWAAKM  PErMcTpupyemoro
NeKapCTBEHHOro npenapata Ansi BeTepUHapHOro MpuMeHeHWss (B TOM uucne Aans
npounseoanTens dapmaueBTUYeCcKo cybcTaHLuK), 3aBEPEHHOr0 B YCTAHOBINEHHOM MOPSKe
M NOATBEpPXAaloLero COOTBETCTBME MNPOU3BOAUTENS PErMCTPUPYEMOrO JflekapCTBEHHOMO
npenapata AnNs BETEPUMHAPHOIO MpPUMEHeHUst TpeboBaHMSIM nNpaBun  Haanexallen
NPON3BOACTBEHHON MNpPaKTUKW, NMOO KOMWS NUMLEH3UM Ha NPOM3BOACTBO JeKapCTBEHHbIX
CPeacTB AN BETEPUHAPHOro NPUMEHEHUS A5t POCCUNCKUX NMPOU3BOANTENEN;

FAPAHT:

MyHKT 2 Yactn 3 ctatbn 17 HacTodwero ®enepanbHOro 3akoHa BCTynaeTt B cuiy ¢ 1 sHBaps
2017 r.

2) KOMus 3akniyeHus 0 COOTBETCTBUM MPOU3BOAUTENS JIeKapCTBEHHOro rnpenaparta
ANA BETEPUHAPHOro npuMMeHeHus TpeboBaHWMsM NpaBuil Haanexawlen npov3BoACTBEHHOW
NPaKTUKN, Bbl4AHHOIO YNOSTHOMOYEHHbIM dhefepanbHbiM OpraHOM WCMNONHUTENBHOW BRacTu
ANSA KaXO0oW NPOW3BOACTBEHHOW NIIOWALKM PErncTpUpyeMoro NekapCTBEHHOro npenaparta
AN BETEPUHAPHOro NpUMEHeHus (B TOM 4ucre ans npoussoautens dapmaueBTUYecKon
cybctaHuum), nmbo KonMs JNMLEH3UM Ha NPOW3BOACTBO JEKApPCTBEHHbIX CpeacTs Ans
BETEPUHAPHOIo NPUMEHEHNSA 5151 POCCUNCKUX MPOU3BOANUTESEN;

3) nNpoeKkT HOPMaTMBHOIO [OOKYMEHTa Ha JleKapCTBEHHbI npenapat Ans
BETEPUHAPHOIo NPUMEHEHNS;

4) [OKYMEHT, cofepxalwui Ccreayrwy WHpopMaumio o dapMaueBTUYECKOn
cybcTaHuun mnn hapmaueBTUYECKMX CYOCTaHUMSX, BXOOSLWMX B COCTaB JEKApPCTBEHHOMO
npenapaTa Ans BeTePUHAPHOro NPUMEHEHUS:

a) HaMMmeHoBaHWe hapmMaLeBTUYECKOM CybCcTaHLmMmM, ee CTPYKTypa, obLume CBOMCTBA;

6) HaumeHoBaHWe 1 agpec NPoOn3BOAUTENS;

B) TexHonorus npou3BoAcTBa C OMNMCaHMEeM CTagun Npoms3BOACTBA M METOO0B
KOHTPOIS Ha BCeX CTaausax Npou3BOACTBA;

r) MHbopMaums O NpPUMeECSX;

A) cneundurkaums Ha bapmaLeBTMYECKY0 CyOCTaHLNIo;

€) onucaHne MeToAMK KOHTPOMSA Ka4yecTBa;

X) pe3ynbTaTbl aHanu3a cepuin dapmaueBTU4Ieckon cybctaHuuu;

3) nepeyvyeHb CTaHAapTHbIX 00pa3uoB WM  BELLECTB, WUCMOMb3yeMblX Npu
OCYLLIECTBMEHNM KOHTPOSS KayecTBa;

M) OMMCaHWEe XapaKTEPUCTUK M CBOMCTB YNaAKOBOYHbLIX MaTepuasioB U YKYNOPOYHbIX
CPeAacTB.;

K) La@HHble O CTabunbHOCTY;

1) CPOK rogHOCTU, YCIOBUA XPaHEHUS;

5) oTyeT O pesynbTaTtax AOKIUHUYECKOrO UCCNefoBaHUs NeKapCcTBEHHOro cpeacTsa
AN BETEPUHAPHOro NPUMEHEHMS;

6) oT4eT O pesynbTaTax KMMHUYECKOro UccnenoBaHns nekapcTBEHHOro npenapara ans
BETEPUHAPHOIO MNPUMEHEHNSA Y KaKOOro BMAA XXMBOTHbIX, YKa3aHHbIX B MHCTPYKUMM MO
BETEPUHAPHOMY NPUMEHEHWNIO;

7) NPOEKT MHCTPYKLUMM MO BETEPUHAPHOMY MPUMEHEHUIO NEeKapCTBEHHOro npenapara,
coepxallen crnegyroLme cBegeHus:

a) HaMMeHOBaHMEe neKapCTBEHHOro npenapaTta [Ans BeTEepUHApHOro NpPUMEHEeHUs
(MexxgyHapooHOe HernaTeHTOBaHHOe, Unv pynnMpoBOYHOE, UMM XMMUYECKoe U TOproBoe
HanMeHOBaHus);
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6) nekapcTBeHHas copma C yKkazaHMeM HavMEeHOBaHUN U KONMYECTBEHHOro cocTaBa
AENCTBYIOLLNX BELLLECTB U Ka4eCTBEHHOro CoOCTaBa BCNoMoraTesibHbIX BELLECTB;

B) ONWcCaHWe BHELLHEro BMAa INeKapCTBEHHOro npenaparta Ans BeTepuHapHOro
NPUMEHEHNS;

r) dpapmakoTepaneBTnyeckas rpyrnna nekapcTBEHHOro npenapaTa Ans BeTepuHapHoro
NPUMEHEHNS NI yKa3aHne "romeonaTtnyeckum nekapCcTBeHHbIM npenapart”;

A) dapmakogMHamuka n apmakokMHeTuKa (3a MUCKNYeHneM ¢apMakoKMHETUKN
roMeonaTMyeckux NeKapCTBEHHbIX MpenapaTtoB W pacTUTESbHbIX  JIeKapCTBEHHbIX
npenapaToB) UNn onMcaHme NMMyHOBUONOTMYECKNX CBOMCTB fleKapCTBEHHOro npenapara;

€) NokasaHunsa Ans NpUMeHeHNs;

X) NnpoTMBONoKasaHust ANa NPUMMEHeEHNS;

3) Mepbl NPeAOCTOPOXHOCTN NPU MPUMEHEHWUM;

n) ykasaHne BO3MOXHOCTU U OCOBEHHOCTEN NPUMEHEHUS Yy BEPEMEHHBIX XUBOTHbIX, Y
XMBOTHbIX B NepuoA NakTauumu, y NOTOMCTBA XUBOTHBbIX;

K) peXvumMm 003npoBaHus, Cnocob BBEAEHUSI N MPUMEHEHUS, NP HEOBXOAUMOCTM BpeEMS
npyema fnekapCcTBEHHOro npenapaTa A BeTEpMHaApPHOro NpUMEHEHUs, NPOAOIKUTENbHOCTb
neyeHus;

n) BO3MOXHble MOOOYHbIE OENCTBUA, HexenaTenbHble peakuun npu npUMeHeHUK
nekapcTBEHHOro npenapaTta Afs BETEPUHapPHOro NPUMEHeHNs;

M) CUMMTOMbI NEPESO3NPOBKN, MEPLI MO OKa3aHUIO NOMOLLM NpY Nepeso3npPOBKeE;

H) B3aMMoencTBmne C ApYruMun siekapCTBEHHbIMU npenapaTaMmn n (Mnu) Kopmamu;

0) hopMmbl BbiNycKka fiekapCTBEHHOro nNpenapara Ang BeTepuHapHOro NpMMeHeHus;

n) ykasaHue (npu HeobxoOuMOCTM) OCOBEHHOCTEN [AEeWCTBUSA NeKapCTBEHHOro
npenapaTa 4ns BeTepUHapHOro NPUMEHeHNs Npy NepeBoM npueme Unm npu ero OTMeHe;

p) onucaHue (Npy Heo6XO4MMOCTN) AENCTBUA BETEPUHAPHOrO Bpaya (BeTepuHapHOro
denbawepa), MHOro cneyuwanucta B obnactm BeTepuHapuu, Bnagenbua XMBOTHOMO Mpu
nporycke rnpueMa OOHOW WM  HECKONbKMX [03 JIeKapCTBEHHOro npenapata Ansd
BETEPUHAPHOIo NPUMEHEHNS;

C) CPOK FOAHOCTU U YKa3aHue Ha 3anpeT NPUMEHEeHUs fiekapCcTBEHHOro npenapaTa ans
BETEPUHAPHOro NPUMEHEHUS NO UCTEYEHNN CPOKa FOAHOCTY;

T) YCNOBUS XpaHEHUS;

y) yKasaHne Ha HeoOXOAMMOCTb XpaHEeHWs feKkapCTBEHHOro npenapaTta Ans
BETEPUHAPHOro NPUMEHEHNSA B MeCcTax, HeOCTYMHbIX NS AeTen;

@) ykasaHue (npu HeobXOAMMOCTW) cheumanbHbIX Mep NpPegoCTOPOXKHOCTU Mpu
YHUYTOXEHUN  HEWUCNOSb30BaHHbLIX JIEKAPCTBEHHbIX MpenapatoB Ans  BeTepuHapHOro
NPUMEHEHNS;

X) CPOKM BO3MOXHOIMO MCMOMb30BaHWUS NPOAYKLUUN XUBOTHOIO MPOUCXOXAEHUS Mnocrie
BBELEHUS XXMBOTHOMY fleKapCTBEHHOro npenaparta A1 BEeTepMHapHOro NpYMeHeEHNs;

L) YCrioBUs OTnycka;

4) HauMMeHOBaHWA W ajpeca MPOM3BOACTBEHHbLIX MMOWAaA0K Mpou3BoaUTENS
nekapcTBEHHOro npenapaTta Afs BeTEpUHapHOro NPUMeHeHNs;

W) HauMeHOBaHWe, agpec opraHvsauuu, YNONIHOMOYEHHOW JdepXaTenem unm
BnagensuemM pernctpaLyMoHHOro YAOCTOBEPEHUS FIeKapCTBEHHOro npenapaTta Ha NpuHATUE
npeTeH3un ot notpedbutens;

8) MpOeKTbl MakeToB MNEPBUYHOM YMAKOBKM U BTOPUYHOW YMAKOBKM JIEKAPCTBEHHOMO
npenapaTa 4ns BeTepUHAPHOro NPUMEHEeHUs;

9) cnepywowmne cBedeHUs O JIeKapCTBEHHOM rpenapate [Ans BeTepUHapHOro
NPUMEHEHNS:

a) onvcaHve 1 cocTaB NiekapCTBEHHOro npenaparTa Ans BeTePUHAPHOro NPUMEHEHUS;

6) onucaHne hapmaueBTMYECKOM pa3paboTky;



B) onucaHue npouecca Npou3BOACTBa U ero KOHTPOnNS;
r) OnNuUCaHWe KOHTPONSA KPUTUYECKUX CTaguin NpPoOM3BOACTBA U MPOMEXYTOYHOWN
npoayKumm;
MHdopmaumsa 06 n3MeHeHUsIX:
@edeparbHbiM 3akoHom om 13 utons 2015 2. N 241-@3 e nodnyHkm "0" nyHkma 9 yacmu 3
cmambu 17 Hacmosiwezo ®edepasibHO20 3aKOHa 8HECEHbI USMEHEHUS

Cm. mekcm nodrnyHKma 8 npeodbioyuwel pedakuuu

A) HauMMeHOBaHMs W agpeca paspaboTuvka, gepxatens wnu - Bnagenbua
pPeruMcTpaumoHHOro  YOOCTOBEPEHUS  JIeKapCTBEHHOroO npenapaTta, MNpou3BOLCTBEHHbIX
naoLwanoK Nnpon3BoanTens NekapCTBEHHOro npenapara ans BeTepuHapHoOro NpUMeHeHus;

€) hapmaueBTn4ecKkass COBMECTUMOCTD;

X) MUKPOBMONOrMyeckne xapakTepucTmki;

3) MatepuanbHbI 6anaHc Ansa NpoM3BOACTBA CEPUN FOTOBOMO NPOAYKTA;

M) OMMCaHWe XapaKTEepPUCTUK U CBOMCTB YNAKOBOYHbLIX MaTepuasnioB U YKYNOPOYHbIX
CpencTs;

K) LOKyMeHTanbHoe noaTBepXXaeHne (Banugaumsi) npoueccos U (Uiv) Ux OLUeHKa;

n) TpeboBaHUsA K Ka4eCcTBY BCMOMOraTenbHbIX BELLECTB (cepTudukat, cneundukaumns
Ha BCnoMmoraTtersibHble BewecTBa U X 060CHOBaHUE);

M) aHanUTU4eCcKne METOAUKN, UCNONb3yeMble€ MPU OCYLLIECTBIIEHMM KOHTPONS KavyecTBa
BCNOMOraTesibHbIX BELLECTB;

H) [OOKYMeHTanbHoe noATBepXaeHne (Banupaums) aHanuMTUYecKUx MeToauKk,
NCNonb3yeMblX MPU OCYLLLECTBIIEHMM KOHTPOSA Ka4yeCTBa BCNOMOraTesibHbIX BELLLECTB;

0) uHdopmaumss 06 MCNONb30BaHMM BCNOMOraTesnbHbIX BELECTB YeNoBEYECKOro W
XMBOTHOIO NPOUCXOXOEHUS,

n) nHcpopmanmsi 06 NCnonb30BaHMM HOBLIX BCMIOMOraTesbHbIX BELLECTB;

p) TpeboBaHMsi K KayeCcTBY JiEeKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
npuMeHeHus (cepTudukat, cneumdmrkaumsa Ha NekapcTBEHHLIN nNpenapar u nx o6oCHoBaHue);

C) aHanuTU4yeckme MeTOAUKN, UCMOSb3yeMble NPU OCYLLECTBNEHNUN KOHTPOMSA KadecTBa
nexkapCcTBEHHOro npenapara ana BeTepuHapHOro NpuMeHeHus;

T) [OOKyYMeHTanbHoe noaTBepXaeHwe (Banuvgauusl) aHanuTUdeckux MeToauk,
NCMNOSIb3YEMbIX MPU OCYLLECTBIIEHMM KOHTPOMA KadecTBa fekapCTBEHHOro npenapara gns
BETEPMHAPHOIro NPUMEHEHUS;

y) [OOKYMEHT, TMOATBEPXKOAKLWMA KAYeCcTBO JIEKAPCTBEHHOrO0 Mpenapata Tpex
NPOMBbILLIIEHHbIX CEPU (MPOTOKOMN aHanuaa unn cepTuukaTt aHanusa), ogHa cepust KOTOporo
AOSMKHA coBnagatb C cepuen obpasua nekapcTBEHHOro npenapara, MNOAaHHOro Ha
perncTpauumio;

) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 06pa3yoB, MCMOMb3YEMbIX MPU OCYLLECTBIIEHUN KOHTPOSS
Ka4yecTBa NNekapCTBEHHOro npenapara ans BeTepuHapHOro NpUMeHeHus;

U) AaHHble O CTabunbHOCTM NeKapCTBEHHOro npenapata And BeTepuHapHOro
NPUMEHEHWS;

10) konus OOKYMEHTa, cofepXalwero MHOPMaLMilo O HanmMyuun mnm ob OTCyTCTBUM
¢akToB perucrtpaumm JekapCTBEHHOro npenaparta nNa BeTepuMHapHOro MnpuUMEHeHus 3a
npegenamu Poccuiickon depepaumm;

MHdopmaums 06 n3MeHeHUsIX:
@eldeparibHbiM 3akoHoMm om 13 utonsi 2015 2. N 241-®3 e nyHkm 11 yacmu 3 cmambu 17
Hacmosiueao ®edepasibHO20 3aKOHa BHECEHbI U3MEHEHUS

CM. mekcm nyHKma 8 rpedbidyuiet pedakuuu
11) cornacue B NnUCbMeHHOWN hopMme, NPeayCMOTPEHHOE YacTbio 7 HACTOSALEN CTaTby,
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B Criydae perncrpaumnm BoCnpomsBeeHHOro ekapcTBeHHOro npenapara;

12) Konnsi JOKYMEeHTa Ha PYCCKOM A3blKe, 3aBEPEHHOro B YCTAHOBMEHHOM MOPSIKE W
nogTeBepXxaarwlero  NpaBOMOYHOCTb  3asiBNiEHUMS O  roCygapCTBEHHOW  perncrpaumm
nekapcTBEHHOro npenapaTa 4515 BeTEPUHAPHOro NpUMeHeHns (4OBEPEHHOCTD).

4. MNpu npoBeaeHNN YCKOPEHHOM NMpoLueaypbl 3KCNepTU3bl SIiekapCTBEHHOrO rnpenapara
ONA BETEPUHaPHOro MPUMEHEHUS B LENsX €ero rocygapCTBEHHOW perncrpauum MoxeT
npeacTaBnNATbLCA MHGOPMaUMs, MOfydYeHHas npyu NpoBedeHUM KIMMHUYECKUX UcCregoBaHui
NeKkapcTBEHHOro npenapata W oONyobnvKoBaHHas B creuuanyM3MpoBaHHbIX MNeYvaTHbIX
n3gaHusx, a  Takke  OOKYMEHThI, cogepxawume  pesynbTathbl nccrnegoBaHus
BUO3KBNBANEHTHOCTU NNEKAPCTBEHHOIO NpenapaTa Ans BeTePUHAPHOro NPUMEHEHUS.

5. Ha okcneptndy pasnuyHbiX JleKapCTBEHHbIX (POPM OAHOrO W TOr0 Xe
nekapCcTBEHHOro npenapaTta Ans BeTepUHApHOro MNpUMEHeHUs 3asBuTenb npeacTtaBnseT
OTAeNbHble 3adBNEHNA U PEerMcTpaunoHHbIE LOCbEe Ha KaXayl JfiekapCTBEeHHY0 doopmy. [pu
yCrnoBuUM OOHOBPEMEHHOW MOoJayM Ha 3KCnepTusy OLHOW JeKapCTBEHHOM (opMbl C
pasnUYHbIMM  OO3UPOBKOW, KOHUEHTpauuen, ob6beMoM 3asBuTEnb MpeacTaBnsieT OOHO
3asiBNieHNe U perncTpaumoHHOe [OCbe C MNPUNIOXKEHMEM MAaKEeTOB YMakOBOK Ha KaXayto
A03MPOBKY, KaXayl KOHLUEHTpauuio, Kaxabii 06beM U KaxXaoe KONMYecTBO 403 B YNaKOBKe.

6. 3agBuTenb BMApaBe npeactaBUTb MO COBCTBEHHOW wWHWUMATMBE BMECTe C
3asBrieHMeM O TrOCyOapCTBEHHOW  perucTpauuuM  NekapCTBEHHOro  npenapaTta  Ans
BETEPUHAPHOrO MNPUMEHEHUs [OOKYMEHTbl, noATBepxAatolne ynnaTty rocygapCTBEHHOM
MOWMMHbI W YyKasaHHble B NYyHKTE 7 4actm 2 HacTtodwen craten. B cnyvae wnx
HenpeacTaBneHus COOTBETCTBYHOLLNN YNOSTHOMOYEHHbIN denepanbHbIn opraH
NCMOMNHNTENBHOW BiacTn nposBepseT dakT ynnaTtbl 3adgBUTENeM rocyaapCcTBEHHOM MOLUSNHBI
nocpeacTBOM  UCMNONb30BaHUA UWHopmauum o6 ynnate rocygapCTBEHHOW MOLUSUHBI,
cogepxawenca B [ocygapCTBEHHONW WHAOPMAUWMOHHOM CUCTEME O TOCYAApPCTBEHHbLIX WU
MyHMUMNanNbHbIX NnaTexax, Ha OCHOBaHWW NpeACcTaBMeHHbIX 3asBUTeNeM Konmin JOKYMEHTOB,
noaTeepXaarLmnx ynnaTy rocyaapcTBEHHOM MOLUSUHBI.

7. He ponyckaeTca wuCNosib3oBaHWMe B KOMMEPYECKUX Lensax uHgopmaumm o
pesynbTatax [OOKIIMHUYECKUX WCCNedoBaHUA NEeKapCTBEHHbIX CPeacTB U KITMHUYECKUX
nccnegoBaHWM  NEKapCTBEHHbLIX — MpenapaTtoB  ANA  BETEPUMHapHOro  NPUMEHEeHUs,
npeacrtaBneHHoONn 3asiBUTenemM NS rocydapCTBEHHOM  perncrpaumm  riekapCTBEHHbIX
npenapaToB, 6e3 ero cornacus B Te4eHWe LWeCTN NeT ¢ AaTbl FOCy4apCTBEHHOW perncrpawmm
pedepeHTHOro nekapcTBeHHOro npenapara B Poccunckon degepaunu.

FAPAHT:

CM. KOMMeHTapuu k ctaTtbe 17 HacTosilero PenepanbHOro 3akoHa

MHdopmaumsa 06 n3MeHeHUsIX:

QedeparsibHbiM_3akoHoM om 22 Oekabps 2014 2. N 429-03 HaumeHosaHue cmampbu 18
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XXEeHO 8 HO80U pedaKyuu, scmynarouwel 8 cuniy ¢
1 urons 2015 a.

CM. mekcm HauMeHogsaHus 8 rpedbidywel pedakuuu
Cratba 18. lNogaya 1 paccMoTpeHne 3asiBNeHUd O rocydapCTBEHHOW permcrpauuu
nekapcTBEHHOro npenapaTta Ans MeanumMHCKOro NpuMeHeHus

WHdopmaumsa 06 nameHeHusix:

QedeparnbHbiM 3akoHomM om 22 Oekabpsi 2014 2. N 429-®3 vacmb 1 cmambu 18
Hacmosuweao PedepasibHO20 3aKOHa U3/I0XeHa 8 Ho8oU pedaKyuu, ecmynarowed 8 cusy ¢
1 urons 2015 e.

CmMm. mekecm Yyacmu 8 npeobidyuwel pedakuuu
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1. [Ana rocygapCTBEHHOW perucTpauumn nekapCTBEHHOro npenapaTa ang MeanuuHCKoro
NPUMEHEHNS  lOpUaMYeckoe nuvuo, [JencTBylollee B CODBCTBEHHbIX WHTepecax uWnu
yrNnonHOMO4Y€eHHOe MNpeAcTaBliATb MHTEPEChbl OPYroro puaWNYEcKoro nuua u 3assnsawollee
NekapCTBEHHbIV NpenapaT Ha rocyaAapCTBEHHYI pernctpauumio (danee B HacTosiLen ctatbe -
3asBuUTENb), NpeacTaBnseT B YMNOMIHOMOYEHHbIM beaeparnbHbIi OpraH WUCMOMHUTENBHON
BNacTu, OCYLLECTBSOLWMNIA roCyaapCTBEHHYIO permcTpaLmio nekapCTBEHHbIX NpenapaTos Ang
MEeLMLUMHCKOro NPUMEHEHNS, B 3NIEKTPOHHOM hopme 1 Ha ByMaXHOM HocuTerne 3asiBfieHme o
rocydapCTBEHHOW  perucTpaumMmM  NeKapCTBEHHOro  npenapata  Ansg  MeguuUHCKOro
NPUMEHEHUs, a TaKke B Nopaake, YCTAHOBIIEHHOM YMOMIHOMOYEHHbIM deaepanbHbIM
OpraHoOM WCMOSTHUTENbHON BfacTu, B 3NEKTPOHHOM dopme M Ha OymaxHOM Hocutene
HeobxooMMble [OKYMEHTbI, W3 KOTOpbIX (OPMMPYETCA perucTpaumMoHHoe [OoCbe Ha
nekapcTBEHHbIN NpenapaT 4115 MeAULNHCKOro NpUMEHEHMS.

WNHdopmauusi 06 usmeHeHusX:

QedepalibHbIM _3akoHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmb 2 cmambu 18
Hacmosuwezo PedepasibHO20 3aKOHa U3/I0XeHa 8 HO8oU pedaKyuu, ecmynarowed 8 cusy ¢
1 urons 2015 e.

CMm. mekcm Yacmu 8 rpedbidywel pedakuuu

2. B 3aaBneHnn o rocygapCTBEHHOW perucrtpaumm nekapcTBEHHOro npenaparta ans
MeaMLMHCKOro NPUMEHEeHNs yKasblBaloTCSA:

1) HanmeHoBaHME N agpec 3asBUTENSA U NPOM3BOAUTENS NIEKApPCTBEHHOrO npenaparta
ANa MeguLMHCKOro NpUMEHeHWs U afpec MecTa OCYLLeCTBreHUs ero npoussoctsa (B
Crydyae Hanuumsa HEeCKOSIbKMX Y4YaCTHMKOB npouecca Npou3BOACTBa HEOOXOAMMO yKasaTb
KaXkgoro y4acTH/Ka B COOTBETCTBUM C OCYLLECTBSEMON CTaanen NnponsBoaCcTBa);

2) HaMMeHOBaHWe IneKkapCTBEHHOro npenapata Ans MeAUUMHCKOrOo NpUMEHEeHUs
(MexgyHapoHOe HenaTeHTOBaHHOE, WNKU TPynnUPOBOYHOE, UM XUMUYECKOEe W TOProBoe
HanMeHoBaHs);

3) nepevyeHb [OENCTBYHOLMX M BCMNOMOraTesibHbIX BELeCTB, BXOOSAWMX B COCTaB
NeKapCTBEHHOro npenapata And MeauUMHCKOro MPUMEHEHUs, C yKasaHMeM KonuyectBa
KaXkgoro n3 Hux;

4) nekapcTBeHHast ¢bopma, [03UpoBKa, CMocobbl BBEOEHUS U MNPUMEHEHUS, CPOK
rogHOCTU fieKapCTBEHHOro npenapara aAnsg MeguumMHCKOro NpUMeHeHus;

5) dapmakoTepaneBTMYeckasi rpynna, Ko4 aHaTOMO-TeparneBTUYeCKO-XMMUYECKON
Knaccudukaummn,  pekomeHgoBaHHoM  BcemupHOW — opraHusaunen  34paBOOXpaHEHUs,
3asBNAeMble MOKa3aHUA Ons NPUMEHEHUs NeKapCTBEHHOro npenapata gnst MeguuUHCKOro
NPUMEHEHNS;

6) oTcyTCcTBME HEOOBXOAMMOCTM NPEeAoCTaBeHNss oT4eTa O pesdynbTaTaxX KINMHUYECKOro
nccnegoBaHus,  MccnegoBaHuMs  GUMO3KBMBANEHTHOCTM  NleKapCTBEHHOro  npenaparTa,
paspeLLeHHOro ans MeauuuHCKoro npuMmeHeHms B Poccunckon ®enepauun 6onee asaguatm
net, C yKasaHMeM HOPMAaTMBHbIX MPaBOBbIX akTOB, MOATBEPXAAKWMX [aHHbIA CPOK
NPUMEHEHNS;

7) HeobxoanmocTb OodopMIieHMs1 pa3spelleHnst Ha BBO3 B Poccunckyto Pepepauuto
KOHKPETHOW MapTuM 3aperncTpupoBaHHbIX U (UNM) HE3aPErMCTPUPOBAHHbBIX JIEKapCTBEHHbIX
CpeacTB, NpefHasHaYeHHbIX A5 NPOBEeAEeHUS SKCMNepTU3bl NIeKapCTBEHHbIX CPeaCTB B Lensax
rocygapcTBEHHOW perncrpaumm;

8) HeobxoOMMOCTb NpPOBEAEHUS SKCMepTU3bl [LOKYMEHTOB, NpeaCTaBriEeHHbIX AN
onpegeneHns BO3MOXHOCTU paccMaTpuBaTb NeKapCTBEHHbLIN npenapaTt Ans MeguuMHCKOro
NPUMEHEHNS NPWU OCYLLECTBNEHUN FOCY0apCTBEHHOW perucTpaumm B KadecTBe OpdhaHHOro
nekapCTBEHHOro npenapara;

9) HeoBXOANMOCTb NMPUMEHEHNS YCKOPEHHOW Npoueaypbl 3KCNepTU3bl NeKapCTBEHHbIX
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CpeacTB B Lensax rocygapCTBEHHOW pernctTpaunmn nekapCTBEHHOro npenapara;

10) KonuM OOKYMEHTOB, NoATBEPXAAloLWMX ynraTy rocygapCTBEHHON NOLUMUHbI:

a) 3a nposedeHWe SKCNepTU3bl OOKYMEHTOB, NpeAcTaBfieHHbIX Ans onpegeneHus
BO3MOXHOCTW paccMmaTtpvBaTb feKapCTBEHHbIM npenapat ans MeguuMHCKOro npuMeHeHUs
Npw OCYyLLLECTBIIEHNN rOCY0apCTBEHHOW perncTpauumn B kayectse opaHHOro siekapCTBEHHOro
npenapara;

6) 3a npoBedeHMe 3KCNEepTM3bl KayecTBa NEKApCTBEHHONO CpeacTBa W IKCMnepTusbl
OTHOLLIEHMS OXMOaeMoOW nMosib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOMO
npenapaTa, paspelleHHOro ana MeguuMHCKOro rnpuMmeHeHuss B Poccurckon degepauumm
bonee ABaauaTty neT, NPy OCYLLECTBNEHUN rOCYAAaPCTBEHHOW pernctpaumm nekapcTBeHHOro
npenaparTa;

B) 3a npoBefeHue 3KCrnepTusbl KadecTBa NEeKapCTBEHHOro cpeactsa M 3KCnepTusbl
OTHOLWLEHUS OXMAAeMOM MoSfib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS neKapCTBEHHOro
npenapaTa ns MeauuUmnHCKOro NpMMeHeHUs Npu ero rocygapCcTBEHHOW perncTpaunm;

r) 3a NpoBedeHMe IKCNepTU3bl KayecTBa JfieKapCTBEHHOro cpencTBa M 3KCNepTusbl
OTHOLLUEHMS OXMOaeMoOW nMorib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS fEeKapCTBEHHOMO
npenapata And MeAWUUHCKOrO MPUMEHEHUsl, B OTHOLUEHMM KOTOPOro npoBedeHbI
MEeXOyHapOAHble MHOFOLEHTPOBbIE  KIMMHUYECKME UCCedoBaHUA, 4acTb U3 KOTOpPbIX
npoBegeHa B Poccuiickon degepaumu, npy ocyweCTBNEHUM rocyaapCTBEHHOM perncrpaumm
nekapcTBEHHOro npenapara;

11) Hanunuume cornacua NpomsBOAUTENS NEeKapCTBEHHOro npenapaTa, Npou3BoaCTBO
KOTOPOro ocyuiectensieTcs 3a npegenamu Poccunckon depepaumm, Ha npoBefeHue
WHCNEKTMPOBAHNA MPOU3BOANTENSA Ha COOTBETCTBME TpeboBaHMAM MpaBwusl Hagnexallen
NPOM3BOACTBEHHOWN NPAKTUKW;

12) Hann4yue cornacus, NpegycCMOTPEHHOro YacTblo 18 HacTosWwen cTaTby;

13) ykasaHve BuOa nekapCcTBEHHOro npenapara, NpeacTaBeHHOro Ha perncrpauuio
(pethbepeHTHbIN NekapCTBEHHbIN npenapar, BOCMPOM3BEeAEHHbIM NeKapCTBEHHbIA npenapar,
BMonorn4yecknin NekapcTBEeHHbIN npenapat, buoaHanorosbl (6MONOAOBHLIN) NEKAPCTBEHHbIN
npenapaTt (bwoaHanor), romeonaTU4ecKMn NEeKapCTBEHHbIN npenapaTt, feKapCTBEHHbIN
pacTuTenbHbIM Npenapar).

WNHdopmauusi 06 nsmeHeHusx:

QedepasibHbIM _3akoHOM om 22 0ekabpsi 2014 e. N 429-®3 yacmb 3 cmambu 18
Hacmosuwezo PedepasibHO20 3aKOHa U3/I0XeHa 8 HO8oU pedaKyuu, ecmynarowed 8 cusy ¢
1 aHeaps 2016 e.

CmMm. mekcm Yyacmu 8 rpedbioywel pedakuuu
3. PeFI/ICTpaLI,VIOHHOe Aocbe Ha ﬂeKapCTBeHHbIVI npenapar Aana mMegnumnHCKoro
npuMEeHeHnA NpeaocTaBnAeTCAd B cbopme o6u.|,ero TEXHNYECKOIo JOKYMEHTAa.
WNHdopmauusi 06 nsmeHeHusx:

QedepalibHbIM _3akoHOM om 22 0ekabpsi 2014 e. N 429-®3 yacmb 4 cmambu 18
Hacmosuwezo PedepasibHO20 3aKOHa U3/I0XeHa 8 Ho8oU pedaKyuu, ecmynarowed 8 cusy ¢
1 aHeaps 2016 e.

CMm. mekcm Yyacmu 8 npedbldyuieu pedakyuu

4. Pasgen JoKyMeHTauun agMMHUCTPATMBHOMO XapakTtepa BKNovaeT B cebs:

1) 3asiBneHWe O rocydapCTBEHHOM pernctpauum rekapCTBEHHOro npenaparta ans
MeaMLMHCKOro NPUMEHEHUS B 3NEKTPOHHOM dopMe M Ha ByMaXHOM HOCUTENE;

2) KoM OOKYMEeHTa Ha PYCCKOM SA3blke, 3aBEPEHHOro B YCTAHOBMEHHOM MNopsaake W
noATBepXAaroLLlero npaBoMOYHOCTb 3asBUTENSA NoJaBaTb 3asiBNieHWE O rocyAapCTBEHHOM
pernctpaumnmn riekapCTBEHHOro npenaparta gns MeavunHCKOro NnpuMMeHeHus (JOBEPEHHOCTD);

3) KOMUIO INUUEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM KOMWUIO
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3aKmnYeHNss 0 COOTBETCTBUN NPOM3BOAUTENS NEeKapCTBEHHbIX CPeAcTB TpeboBaHUAM MpaBu
Hagnexawen npou3BOACTBEHHOM NPaKTUKKX, BblAaHHblE YMOMHOMOYEHHbLIM deaepanbHbIM
OpraHoOM WCMOMHUTENbHOW BRacTu, B Ccnyyae, ecnu MPOU3BOACTBO J1eKapCTBEHHOro
npenapaTta ocyliectensietca B Poccunckon degepaumm;

4) KOnuio BblAaHHOW YNOMHOMOYEHHbIM OpraHoOM CTpaHbl MPOU3BOAMTENS NULEH3MM Ha
NPOM3BOACTBO NIEKapCTBEHHOrO npenapata U ee NepeBod Ha PYCCKUN SA3bIK, 3aBEpPeHHble B
YCTaHOBMNEHHOM Mopsgke, W  KOMWIO  3aKMlYeHuss O COOTBETCTBUWM  NPOU3BOAUTENS
NneKkapCTBEHHbIX CpeacTB TpeboBaHWSAM Mpasuil Haanexallen nponsBoACTBEHHOW MPaKTUKK,
BblJAHHOrO YNOSTHOMOYEHHbIM bedeparibHbIM OpraHoM MCMOMHUTENBHOW BNacTu, B criyyae,
ecnn npou3BOACTBO JIeKapCTBEHHOro npenapata OCylecTBRAseTcs 3a npegenamu
Poccuinckon ®egepaunu;

5) NPOEKT MHCTPYKUMN NO MEeOULMHCKOMY MPUMEHEHUIO NeKapCTBEHHOro npenapaTa,
cofepxallen cnegyouime cBeieHus:

a) HaMMeHOBaHWe nekapCTBEHHOro npenapata (MexayHapoaHoe HenaTeHTOBaHHoe,
NN rpPYNNMPOBOYHOE, NN XMMUYECKOE 1 TOProBoe HauMeHOBaHUS);

6) nekapcTBeHHas opma C ykazaHMEM HauMEeHOBaHWA U KONMUYECTBEHHOro CocTaBa
OENCTBYIOLIMX BeLLeCTB U KayeCTBEHHOro0 COoCTaBa BCMOMOraTefNbHbIX BellecTB (npwu
Heo6X04MMOCTN KONMMYECTBEHHOMO COCTaBa BCNOMOraTesibHbIX BELLECTB);

B) ONWCaHWe BHELIHEro BuAa feKkapCTBEHHOro mnpenapata And MeauuUHCKOro
NPUMEHEHNS;

r) usmko-xmmmyeckme cBoUCTBa (ONA pagnodapmMaueBTUYECKUX NeKapCTBEHHbIX
npenapaToB);

AO) dapmakoTepaneBTMyeckass rpynna, KoA4 fekapCTBEHHOro npenapata Ans
MEeOULMHCKOrO MPUMEHEHNS MO aHaTOMO-TepaneBTUYECKO-XMMUYECKON Krnaccudukauum,
pekoMmeHOoBaHHOW  BcemupHOW  opraHusauuen  30paBOOXpaHeHus, WM yKasaHue
"romeonaTtn4eckum nekapcTBeHHbIN npenapat”;

e) dapmakoguHamuka wn dapmakoKMHeTMKa (3a UCKoYeHneM dapMaKOKUHETUKN
roMeonaTMyeckux NeKapCTBEHHbIX MpenapaTtoB W pacTUTESbHbIX  JIeKapCTBEHHbIX
npenapaToB);

X) NnokasaHusa Ons NPUMEHEHUS;

3) NPOTMBOMNOKAa3aHWs A5s NPUMEHEHNs;

1) Mepbl NPeSOCTOPOXHOCTU MPU NPUMEHEHUN;

K) yKazaHne BO3MOXHOCTU U O0COBEHHOCTEN NPUMEHEHUS NEKapCTBEHHOro npenapara
ANa  MeOWUMHCKOrO MNpuUMeHeHUst B6epeMeHHbIMU JKEHLUMHaMK, >KEeHLWUHaMuM B nepuop,
rPyAHOro BCKapMnvBaHus, 4eTbMU, B3pOCMbIMU, UMEIOLLMMN XPOHMYECKMe 3aboneBaHns;

n) pexum O03UPOBaHUSA, CNOCOoObl BBEAEHUA M MPUMEHEHUs, NpU HeobxoaMmocTn
BpeMs npuvemMa NeKapCTBEHHOro npenapata Ans  MeAUUMHCKOTO  NPUMEHeHUs,
NPOAOIPKUTENBHOCTL NIeYeHnsl, B TOM Yuchne y AeTen 4O M Nocne OAHOro roaa;

M) BO3MOXHble HexenaTernbHble peakuMu npu MNPUMEHEHUN FNEeKapCTBEHHOro
npenapaTa 4ns MeauuUnHCKOro NpMMeHeHus;

H) CMMNTOMbI NEepeao3MPOBKM, MEPbI NO OKa3aHWK0 NOMOLLIM NPW Nepeso3npPOBKE;

0) B3aMMoOOencTBue C OpYrMMn rekapCcTBeHHbIMW npenapatamv u (Mnu) nueBbIMK
npoayKkTamu;

n) doopMbl BbIMyCKa NekapCTBEHHOro npenaparTa;

p) ykasaHue (Mpu HeobXxoOMMOCTM) OCOBEHHOCTEN [AeWCTBUS feKapCTBEHHOro
npenapaTa 4ns MeauunHCKOro NpMMeHeHust Npu NepBoM npuemMe Unm npu ero oTMeHe;

C) onucaHue (npu HeobxoAMMOCTU) AeNCTBMI Bpada (henbaliepa) n (unu) nauneHTa
npy nNponycke npuemMa OOHOW WM HECKONbKUX [03 JleKapCTBEHHOro npenapaTta Ang
MeOULNHCKOro NPUMEHEHNS;

T) BO3MOXHOE BIIMSIHWE NeKapCTBEHHOro npenaparta ang MeauvuMHCKOro NpuMeHeHUs
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Ha CNOCOBHOCTbL YNPaBNATb TPAHCNOPTHBIMU CPeaCTBaMU, MEXaHU3MaMWU;

y) CPOK rOAHOCTM N YKa3aHe Ha 3anpeT NPUMEHEHNS NIEKapCTBEHHOIo npenapaTa ans
MEOULUMNHCKOro NPUMEHEHNS N0 UCTEYEHUM CPOKa FrOQHOCTH;

d) ycnoBusi XxpaHeHUs;

X) YyKasaHMe Ha HeobXOoOMMOCTb XpaHEeHUs FNeKapCTBEHHOro npenaparta Aans
MEANLMNHCKOro NPUMEHEHUS B MECTaX, HEOOCTYMNHbIX AN AEeTEN;

U) YykasaHue (npu HeobxoguMMocCTW) creumanbHblX Mep MNpeaoCTOPOXKHOCTM MNpu
YHUYTOXEHUN  HEUCMNOSb30OBAHHbLIX JIEKAPCTBEHHbLIX NpenapatoB Ans  MeaULMHCKOro
NPUMEHEHNS;

4) yCroBus OTMNYCKa;

W) HauMMEeHOBaHWA W ajpeca MPOU3BOACTBEHHbIX MNIIOWAA0K Mpon3BOAUTENS
neKkapCTBEHHOro npenapara;

) HauMeHoBaHWe, aJpec opraHusauuu, YNosIHOMOYEHHOW AepxaTtenem unu
BnagenbLuemM pPermcTpaumoHHOro  yAOCTOBEPEHUA  FIEKApPCTBEHHOro npenapata Angd
MEANLNHCKOrO NMPUMEHEHUS Ha NPUHATUE NPETEH3MI OT NoTpebuTens;

6) MHCTPYKUMIO NO MEOUUMHCKOMY TMPUMEHEHUID WM KPaTKYD XapaKTepUCTUKY
neKkapCTBEHHOro npenaparta, yTBepXaeHHble B CTpaHe Npou3BOaUTENS;

7) NPOEKTbl MAKeTOB MNEPBUYHOM YMAKOBKM U BTOPUYHOW YMAKOBKM NEKAPCTBEHHOMO
npenaparta ans MeauUuHCKOro NpUMeHeHus;

8) NpOeKT HOpPMaTMBHOW [OOKYMEHTAUUM WM  HOPMATUBHOIO [JOKYMEHTa Ha
NEeKapCTBEHHbIN  npenapat  ANd  MEeAWUMHCKOro  npumMeHeHuss  nunbo  ykasaHue
COOTBETCTBYHOLLEN dapMaKONenHon CTaTbu;

9) ODOKyMEHT, cogepXawuin MHoOpMaLMI O Hanuuum unu ob oTcyTcTBUM (haKkToB
perncTpaunmn nekapcTBeHHOro npenapata Ansi MeAuUUMHCKOro NpUMEHEHUs 3a npegenamu
Poccuinckon ®epgepaunu;

10) KONUM AOKYMEHTOB, 3aBEPEHHbLIX B YCTAHOBIEHHOM MOPSIAKE U NOATBEPXKAAIOLLNX
drakT perncrpaumm rekapCTBEHHOro npenaparta B WHOCTPAHHbLIX rocydapCTBax B KayecTBe
opdaHHOro nekapcTBEHHOro npenapara;

11) nnaH ynpaeneHus puckamu ansa 6nonornyecknx NekapcTBeHHbIX NpenapaToB Ans
MEANLMNHCKOro NPUMEHEHWS;

12) [pOKYMeHT O cucteMe dapmakoHag3opa Jepxatensa wnu  Bnagenbua
PErmcTpaumnmoHHOro yaoCTOBEPEHMUS NIEKAPCTBEHHOMO Npenapara;

13) [OOKYMeHT, noATBepXAalwlnn KavyeCTBO JieKapCTBEHHOro npenapaTta Tpex
NPOMBbILLIIEHHbIX CEPUIA (MPOTOKOMN aHanua3a unu cepTnukat aHanmasa), ogHa cepusi KOTOporo
OOIDKHA coBnagatb C cepuen obpasua nekapCTBEHHOro npenapara ans MeauvuUHCKOro
NPUMEHEHNS, NPEeACTaBNEHHOrO Ha roCy4apCTBEHHYIO perncTpaumio.

WNHdopmauusi 06 usmeHeHusX:

QedepalibHbIM _3akoHOM om 22 0ekabpsi 2014 e. N 429-®3 yacmb 5 cmambu 18
Hacmosuwezo PedepasibHO20 3aKOHa U3/10XeHa 8 HO8oU pedaKyuu, ecmynarowed 8 cusy ¢
1 aHeaps 2016 e.

CM. mekcm Yacmu 8 npedbldyuwel pedakuuu

5. Pasgen xumuyeckon, dapmaueBTU4eckon u OUONorm4yeckon AOKyMeHTauum
BKMtOYaeT B cebsi AOKYMEHTbI, coaepXalune nHgopmanmio o hapmaueBTnyeckon cybctaHumm
N NnekapcTBEHHOM NpenapaTte Ansi MeAULMHCKOro NPUMEHEHUs], NpoLecce ero Npon3BoacTBa
N MeTodax KOHTPOSA KayecTBa, B TOM YnUChe:

1) KONUIO OOKYMEHTa, cofepXallero creyrLLyo nHpopmaumo o papmMaueBTUYeCKon
cybcTaHunn mnn dapmaueBTUYECKMX CYOCTaHUMAX, BXOOSALWMX B COCTaB fEKAPCTBEHHOMO
npenaparTa:

a) HauMeHoBaHWe hapMaLeBTUYECKON CybCcTaHUMn, ee CTPyKTypa, obLumne CBOMCTBA;
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6) HanmeHoBaHMe 1 agpec NPon3BoANTENS;

B) TexHONorns npou3BoAcTBa C OMUWCaHWeM CcTagun npou3BOACTBA W METOO0B
KOHTPOSIS Ha BCEX CTaausiX NpoM3BOACTBa;

r) onucaHue paspaboTku npouecca Npon3BoaCTBa;

) oOnucaHue KOHTPONS KPUTUYECKMX CTaauMi NpoM3BOACTBA M MPOMEXYTOYHOM
NpoAyKunN;

€) OKYMeHTarbHoe noaTeepXaeHue (Banvgauuns) NpoLueccoB 1 (Unn) NX OLEeHKa;

) CBOWCTBA M CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapakTepucTuka npumecen;

n) cneumdurkaums Ha bapmareBTMyeckyto cybctaHumo n ee 060CHOBaHUeE;

K) aHanuMTuyeckme MeToaukun, UCNosib3yemMble Mpu OCYLLLECTBIIEHUN KOHTPOMA KadecTBa
dapmavneBTUYECKON CybBCTaHUuu;

n) [OOKyMeHTanbHOe noaTBepxaeHue (Banvaauus) aHanuMTUYecKMx MEeTOANK,
MCNoNb3yeMbIX NPU OCYLLECTBIIEHMM KOHTPONSA KayecTBa (papmaueBTUYeckon cybcTaHumu;

M) pe3ynbTaTbl aHanu3a cepumn papmauleBTU4eckomn cybctaHumuy;

H) nepeyeHb CTaHOapTHbIX 06pasUoB WM BelecTB, WUCMOMb3yeMblX MNpwu
OCYLLECTBMEHUN KOHTPOSISl Ka4eCcTBa;

0) OnucaHWe XapakKTepUCTUK U CBOWCTB YMAKOBOYHbLIX MaTepuanoB U YKYNOPOYHbIX
cpeacTs;

n) AaHHblE O CTabunbHOCTM hbapmaLEeBTUYECKON CYyOCTaHLMK;

p) CPOK roqHOCTH,;

2) OOKYMEHT, codepxalluin crnegylowme cBeieHnss 0 fiekapCTBEHHOM npenaparte ans
MEeLMLMHCKOro NPUMEHEHUS:

a) onvcaHue 1 cocTas NIeKapCTBEHHOro npenapara AN MeOULUHCKOrO NPUMEHEHNS;

6) onucaHue dapmaueBTMdeckon paspaboTkm (obocHoBaHMe BblIGOpa cocTaBsa,
NepBUYHOM YNAKOBKN N NHOTO);

B) TexHonorus npou3BoacTBa C OMNMcCaHMeM CTagun nNpoms3BOACTBA M MeTOO0B
KOHTPOIS Ha BCeX CTaausax Npou3BOACTBA;

r) OnucaHuMe KOHTPONSA  KPUTMYECKMX CTagum rnpouecca npou3BoACTBa WU
NPOMEXYTOYHOW MPOAYKLUNN;

1) HaumMeHOBaHMe W afpec MecTa OCYLEeCTBMEeHUS NPOM3BOACTBA JIeKapCTBEHHOroO
npenapaTta AN MeOUUUHCKOro NpUMEHEHUsa (B cryvyae Hanmyms HEeCKOSTbKUX YYaCTHWKOB
npoLecca Npon3BoAcTBa HEOOXOANMO yKa3aTb KaXKAOro U3 HUX);

e) (hapmaueBTMYeCKas COBMECTUMOCTb;

X) MUKPOBMONOrMyeckne xapakTepucTmku;

3) MaTepuanbHbIN BanaHc 4ns NPoM3BOACTBa CepuM rOTOBOIO NPOAYKTA;

N) onNuUcaHme XapakTepPUCTUK U CBOWCTB YMaKOBOYHbIX MaTepuanoB W YKYNOPOYHbIX
CPeAacTB.;

K) LOKYMeHTanbHoe NoATBepxgeHue (Banugaumd) npoueccoB npoussoactea v (unu)
NX OLEHKa;

n) TpeboBaHuA K Ka4yecTBYy BCrMOMOraTesnbHbIX BEWECTB (cepTudumkar, cneundukaums
Ha BCroMoraTterbHble BelecTBa U ux 060CHOBaHue);

M) aHanUTU4ecKne MeToauKn, UCnosnb3yemMble NPU OCYLLIECTBIIEHMM KOHTPONS KavyecTBa
BCMOMoOraTesbHbIX BELLECTB;

H) AOKYMEeHTanbHOe MOATBepXaeHne (Banugauus) aHanuTUYECKUX METOAWK,
NCNONb3yeMbIX NPU OCYLLLECTBEHUM KOHTPOSSA KayecTBa BCNOMOraTesnbHbIX BELECTB;

0) WHopmauns 06 MCNONb3OBaHUM BCMOMOraTesibHbIX BELLECTB YErI0BEYECKOro U
XXMBOTHOMO NPOUCXOXAEHWS;

n) nHdpopmaums 06 NCNonb3o0BaHMM HOBbIX BCMOMOraTesnbHbIX BELLECTB;

p) TpeboBaHMA K KadyecTBY FeKapCTBEHHOro npenapata Ana MeauuUMHCKOro



npuMeHeHns (cepTudmnkat, cneumndmrkaumsa Ha NekapCcTBEHHbIN nNpenapaT u nx 06ocHoBaHue);

C) aHanuMTM4Yeckne METOANKN, UCNOSb3yEMbIE NPU OCYLLECTBIIEHMM KOHTPOSIS KayecTBa
nekapcTBEHHOro npenapara ana MeguunHCKOro NpUMeHeHus;

T) [OOKYMEHTanbHoe noaTBepXaeHwe (Banuaauusl) aHanuTUYeckux MeToauk,
MCMonb3yeMblX MPU OCYLLECTBIIEHUM KOHTPOMS KayecTBa JIeKapCTBEHHOro npenapaTta ans
MEANLMNHCKOro NPUMEHEHWS;

y) pes3ynbTaTbl aHanu3oB Cepun JieKapCTBEHHOro npenapata Ans MeauuuHCKOro
NPUMEHEHMWS;

) xapakTepucTuka npumecen;

X) nepeyeHb CTaHO4apTHbIX 06pasuoB, UCMOMb3YEMbIX MPU OCYLLECTBIIEHUN KOHTPONS
KayecTBa NnekapCTBEHHOro npenaparta ans MegMuuHCKOro npuMeHeHus:;

L) AaHHble O CTabunbHOCTU fEeKapCTBEHHOro npenapata Ans MeOULMHCKOro
NPUMEHEHNS.

MHdopmaums 06 n3MeHeHUsIX:

QedeparsibHbiM _3akoHom om 22 Oekabpsi 2014 2. N 429-®3 vacmb 6 cmambu 18
Hacmosiueao ®edepasibHO20 3aKOHa U3/lI0XeHa 8 HO80oU pedaKyuu, scmynarouwel 8 cuniy ¢
1 aHeaps 2016 a.

CmMm. mekcm Yacmu 8 npeodbldywel pedakuuu
6. Pasgen dapmakonornyeckon, TOKCUKONIOrM4eckon AOKyMEHTaUnn BKovaeT B cebs
OTYyeTbl O pe3ynbTaTax OOKIMHUYECKUX WCCneoBaHUM NeKapCTBEHHOro cpeacTesa Ans
MEAMNLMNHCKOro NPUMEHEHUS1, B TOM YuCne:
1) oT4yeT 0 hapMakoANHAMUYECKMNX UCCIe0BaHNSAX;
2) OTYET 0 hapMaKOKUHETUYECKMX UCCNEOOBaHUSIX;
3) OTYET O TOKCUKOSTOrMYECKUX UccreoBaHnaXx.

MHdopmaumsa 06 n3MeHeHUsIX:

DedepalibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 18 Hacmosiweao
®eldeparibHo20 3aKkoHa OorosiHeHa Yyacmeio 7, ecmynarowed 8 cuny ¢ 1 aHeaps 2016 2.

7. Pasgen KNUHU4YECKOW OOKyMeHTauuu BKrodaeT B cebsi oTyeTbl O pesynbTaTtax
KNMMHNYECKMX UCCreLOBaHN NekapCTBEHHOMo npenapata Ans MeguuuHCKoro NpuMMeHeHus:, B
TOM yucne:

1) otyetbl 00 wuccnegoBaHuax OMOOOCTYNHOCTM U OMO3KBMBANEHTHOCTH,
nccnenoBaHusX, YCTaHaBMBAKOLWINX KOPPEnsUMo pe3ynbTaTtoB, MNOMyYEeHHbIX B YCNOBUSX in
vitro u in vivo;

2) oTyeTbl 0 hapMaKOKMHETUYECKMX UCCIEAOBAHUSAX;

3) oT4eThbl 0 hapmakogMHAMUYECKUX NCCNENOBaHUSX;

4) OTYETbI O KNNHNYECKMX NcCcrneaoBaHuax acpdekTnBHOCTU N 6e30nacHoOCTY;

5) oT4eT 0 NOCTPErncTpaLMoOHHOM ONbITE NMPUMEHEHMUS (NPU HAaNN4YnK).

WNHdopmauusi 06 nsmeHeHusix:

@edepalnibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 18 Hacmosiuezao
®edeparnibHO20 3aKoHa 0oriofiHeHa Yacmbio 8, ecmynaroweu e cuny ¢ 1 aHeaps 2016 .

8. TpeboBaHus k o0b6bbemy uHOpPMaLMM, NPEOOCTaBNSIEMON B  COCTaBe
PErMCTPALMOHHOIO A0Cbe, AN OTAEeNbHbIX BWOOB JIEKAPCTBEHHbIX NpenapaTtoB Ans
MEOULMHCKOrO NMPUMEHEHUsT YCTaHaBMMBAKOTCA YMOJTHOMOYEHHBIM doefeparnbHbiM OpraHoMm
NCNOSNTHUTENbHOW BNACTW.

MHdopmaLums 06 M3MeHeHUsIX:

QedepalibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 18 Hacmosiwezao
®eldeparbHo20 3aKkoHa OoroniHeHa Yacmeio 9, ecmynarowed 8 cuny ¢ 1 sHeaps 2016 2.

9. B OTHOWEHWN NeKapCTBEHHbIX MpenapaToB, paspelleHHbIX ONs MeOULMHCKOro

npumeHennss B Poccuickon depepaumm 0Oonee aBaguatyv neTt (3@ UCKITHOYEHMEM
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Bronormyecknx nekapCcTBEHHbIX NpenapaToB), LOMYCKAeTCsl BKIOYEHWE B COCTaB pasgena
dapmMakonormyeckon, TOKCUKOMONMYECKOW OOKYMEeHTauuM UW  pasgenia  KIIMHUYECKOMU
AOKYMEHTaUUnm BMECTO oTyeTa paspabotymka O pesdynbTaTax COOCTBEHHbIX AOKMIMHUYECKUX
nccnegoBaHUM NEeKapCTBEHHbIX CPeacTB U KIMHUMYECKUX WCCNedoBaHUM NeKapCTBEHHbIX
npenapaToB AN MeOUMUMHCKOro npuMeHeHust ob63opa HayuvHbiXx paboT O pesynbrartax
OOKMMHUYECKUX WCCIeAOBaHUN JieKapCTBEHHbIX CPeacTB U KIMHUYECKUX UccnegoBaHumn
AaHHbIX NeKapCTBEHHbIX NpenapaToB, B TOM YUCIEe BKIKOYas OrbIT UX MOCTPErncTpaunoHHOro
NPUMEHEHNS.

WNHdopmauusi 06 nsmeHeHusX:

@edepalibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambs 18 Hacmosiwezao
®edeparnibHo20 3aKoHa doriosiHeHa Yacmbto 10, ecmynaroweu 8 cusy ¢ 1 sHeaps 2016 e.

10. [pu rocygapCTBEHHOM perucTpaumm  BOCMNPOU3BEAEHHbIX  JIEKapCTBEHHbIX
npenapaToB ANs MeaWLUMHCKOro NpuMeHeHUs OOMyCKaeTCHa BKIl0YeHMe B COCTaB pasfgena
dapmMakonorMyeckon, TOKCUKOMOrMYECKOW  OOKYMeHTauum U pasgenia  KIIMHUYECKOMU
AOKYMEHTaUUnm BMECTO oTyeTa paspabotymka O pesynbTaTax COOCTBEHHbLIX AOKMIMHUYECKUX
nccnegoBaHUM  NekapCcTBEHHbIX cpedcTB  ob3opa  HayyHbIX paboT o  pesynbraTtax
OOKINUHMYECKMX UCCNedoBaHU peepeHTHOro fiekapCTBEHHOro npenapaTa u npeacrasneHve
BMECTO KIMHWYECKMX WCCredoBaHUNW B MOMAHOM ob6beme, YCTaHOBMEHHOM pasfesiom
KNMMHUYECKON LOKYMEHTauuMm, otyeTa O pesynbTartax McCrnefoBaHUn GUOSKBUBANEHTHOCTU
BOCMPOM3BEAEHHOIO NEeKapCTBEHHOro npenapata Ans MeAWUMHCKOro npumMeHeHus. He
TpebyeTca npefcrtaBneHMe oT4eTa O pesynbTaTax MCcCrefoBaHUn OGUMO3KBMBANEHTHOCTU
BOCMPOM3BEAEHHOIO JeKapCTBEHHOrO npenapaTta Ans MeOUUWHCKOrO NPUMEHEHUd, ecrnuv
PErncTpupyroTCa BOCMNPOU3BEOEHHbIE JleKapCTBEHHble Mpenapatbl AN  MeOULMHCKOro
NPUMEHEHNS, KOTopbIE:

1) npegHasHadeHbl AN napeHTepanbHOro  (MOAKOXHOro,  BHYTPUMbILLEYHOTO,
BHYTPUBEHHOTO, BHYTPUrNasHoro, BHYTPUMOMOCTHOrO, BHYTPUCYCTaBHOrO,
BHYTPMKOPOHAPHOr0) BBEAEHUS U NPeACcTaBnstoT cobon BOAHbIE pacTBOpbI;

2) npeacTtaBnAalT cobon pacTBOpbl ANA NepoparibHOro NPUMEHEHUS;

3) npousBedeHbl B OpMe MOPOLUKOB MAW NMopunmMsatoB Ans NpUroToBEHUs
pacTBOpPOB;

4) ABNAKOTCA rasamu;

5) 4aBRNAOTCA  YWHbBIMA WX [Ma3HbIMKM  fIEKApCTBEHHBIMX  NpenapaTtamu,
npounsBegeHHbIMU B (OpMe BOAHbIX pacTBOPOB;

6) npegHasHa4vyeHbl ONS MECTHOrO NPUMEHEHUS U MPUroTOBIIEHbI B (POPMe BOAOHbIX
pacTBOpPOB;

7) npeacTaensT cobor BoaHbIE PacTBOPbLI ANt UCMOMb30BaHMs B (hopMe MHransauun
C nomoLlbto Hebynansepa MnM B KayecTBe Ha3amnbHbIX CNPEeEB, NPUMEHSEMbIX C NMOMOLLBIO
CXOHbIX YCTPOUCTB.

WNHdopmauusi 06 nsmeHeHusx:

@edepasnibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 18 Hacmosiwezao
®edeparnibHo20 3aKoHa OoriofiHeHa Yacmbto 11, ecmynarowed e cusy ¢ 1 sHeaps 2016 e.
11. Ona cny4aes, ykasaHHbIX B nyHktax 1 - 3, 5 - 7 yactn 10 HacTosiwen craTtby,
BOCNPOM3BEAEHHbIA NEeKapCTBEHHLIM npenapat Ans MeaWLUHCKOrO MPUMEHEHUs1 AO0JTKEH
cogepxaTb TaKMe >e BCMoMoraTtefibHble BeLWecTBa B TaKMX XE KONMYecTBax, Kak wu
pedepeHTHbIN NeKkapCTBEHHbIN npenapat. EcnuM cocTtaBbl BCnoMoraTefibHbIX BELLECTB
pasnuyarTCcs, 3aaBMTENb AOMKEH NPeAcTaBMTb 4OKa3aTenbCTBa TOro, YTO MCMNOMb3yeEMbIE B
AaHHbIX KOHLIEHTpaLMaX BCOMOraTesnbHble BELEeCTBa He BNUAKOT Ha 6e3onacHoCTb n (1nn)
3(P(PEKTBHOCTb NEKApPCTBEHHOrO npenaparta Ans MeguuMHCKOro npumeHeHunsa. B cnydae,
€eCcnu 3asBUTENb HE MOXET NPeacTaBUTb TakMe goKasaTenbCcTBa u (MNn) He MeeT AoCTyna K
COOTBETCTBYHOLMM OaHHbIM, OH OOSKEH MPOBECTM COOTBETCTBYHOLLME WUCCNEeOOBaHMs Ans
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AokasaTenbCTBa OTCYTCTBMS  BIIUSIHUS  pPasHbiX  BCMOMOraTesNbHbIX  BELWEeCTB  Unu
BCMOMoraTesnbHbIX YCTPOUCTB Ha 6e3onacHoCcTb M (MNKn) 3aPPEKTUBHOCTb fEeKapCTBEHHOMO
npenapata gns MeguuMHCKOro NpUMeHeHusl B Nopsigke, YyCTaHOBMEHHOM YNONHOMOYEHHbIM
denepanbHbIM OpraHOM MUCMNOSTHUTENBHOW BI1ACTM.

WHdopmauusi 06 nsmeHeHusX:

@edepalibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambs 18 Hacmosiwezao
®edeparnibHO20 3aKoHa 0oriofiHeHa Yacmbio 12, ecmynaroweu e cusy ¢ 1 sHeapsi 2016 e.
12. lpu rocygapCTBEHHOW perncrtpaumm KoMOuHauMM paHee 3aperncTpupoBaHHbIX
NEeKapCTBEHHbIX NpenapaTtoB AMs MeOULMHCKOro NPUMEHEHUs OOoNnyckaeTcs BKNOYeHVE B
cocTaB pasgena dapmakosiorMyeckon, TOKCUKOSNIOMMYECKOM [OOKYMeHTauuuM W pasgena
KNMMHUYECKON OOKYMEeHTauunm BMECTO oTdeTa paspaboTumka O pesynbratax COOCTBEHHbIX
OOKMMHUYECKUX UCCNefoBaHUA NeKapCTBEHHbIX cpeacTtB ob3opa  HayyHbIX paboT o
pesynbrartax OOKIMHUYECKUX UccnenoBaHui pedepeHTHbIX NeKapCTBEHHbIX MpenapaTos,
BXOOSALWMX B COCTaB KOMOMHAUWMW NeKapCTBEHHbIX MpenapaTtoB, U 06 OTCYTCTBUM UX
B3aMMOAENCTBUSA B OQHOW fniekapCcTBeHHON hopme.

MHdopmaLums 06 M3MeHeHUsIX:

QedepalibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 18 Hacmosiweao
®eldeparibHO20 3aKoHa OorosiHeHa Yacmabio 13, ecmynarowet 8 cusy ¢ 1 aHeaps 2016 e.
13. Ha oakcnepTudy pasnuyHbIX JEeKapCTBEHHbIX (OpM OOHOMO WU TOro  Xe
NeKkapCTBEHHOro npenapaTta Ans MeAVMUMHCKOro NpUMEHeHus 3asiBuTenb npeacrtaBnseT
OTAENbHbIE 3asIBIIEHNSA N PErMCTPALMOHHBIE LOCbE Ha KaXayl fekapcTBeHHy dopmy. Mpu
yCrnoBUM OOHOBPEMEHHOW MOJayM Ha 9IKCNepTusy OLHOW FeKapCTBEHHOM (popMbl C
pasnUYHbIMM  OO3UPOBKOW, KOHUEHTpauuen, ob6beMoM 3asBuTenb MpeacTaBnsieT OOHO
3asBNeHNe U perncTtpaumoHHOe [OCbe C MNPUNIOXKEHMEM MAaKETOB YMaKOBOK Ha KaXayto
A03MPOBKY, KaXayl KOHLEHTpauuio, Kaxabii 06beM 1 Kaxxaoe KONmMyYecTBO 403 B YNaKOBKe.

MHdopmaLums 06 M3MeHeHUsIX:

QedepalibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 18 Hacmosiwezao
®eldeparbHO20 3aKkoHa OorosiHeHa Yyacmabio 14, ecmynarowel 8 cusy ¢ 1 aHeaps 2016 e.
14. Tpn rocygapCTBEHHOM pernctpaunnm opdgaHHOro rfekapcTBEHHOro npenaparta
3aaBuUTENb nNpeactaBnseT WHgopmauuio, Heobxoaumyio Ana ¢opMUpOBaHUA pasgena
KNMHUYECKON OOKyMeHTauuu, B o6beme, yCTaHOBEHHOM YMNOIHOMOYEHHLIM doefeparibHbIM
OpraHoM MCMOMHUTENbHON BNacTu.

WNHdopmauusi 06 usMeHeHusIX:

@QedeparsibHbiM_3akoHom om 22 Oekabpsi 2014 2. N 429-©3 cmambsi 18 Hacmosiwezo
®edeparnibHO20 3aKoHa OoriofiHeHa Yacmbio 15, ecmynarowed e cuny ¢ 1 sHeaps 2016 e.

15. Mpwn pernctpauymm BGUONOrMYECKOro NekapcTBEHHOrO npenapara, Nofy4eHHOro u3
KpOBM, Mfia3Mbl KPOBW 4YerioBeKka, B COCTaBEe PErMcTpauuoHHOro JOCbe Ha feKapCTBEHHbIN
npenapaT Ans MeaULUHCKOro NpMMeEHeHUs OMKHbl OblTb NpeacTaBneHbl 4OMONTHUTENbHO:

1) B pasgene OOKYMeHTauMm agMUHUCTPATUBHOMO XapakTtepa LOKYMEHT, coaepKallmm
nHpopmaunio o cybbekTax obpalieHns AOHOPCKOW KpOBU U (MNKN) ee KOMMOHEHTOB, O TOM,
roe Obina ocyuwiecTBneHa goHauusi (KpoBu M (Univ) nnasmbl KPOBM), a Takke [aHHble 00
NH(PEKLMOHHBIX 3aboneBaHnsax, nepefarlnxcs napeHTepanbHbiM MNyTeM, UHgopmauus o
cybbekTax obpalleHna OOHOPCKOM KPOBU U (UfN) €e KOMMOHEHTOB, B OTHOLUEHUN KOTOPbIX
OCYLLIECTBMNSAETCHA KOHTPOSIb JOHOPCKOW KPOBU U (MnN) ee KOMMNOHEHTOB;

2) B pasfgene XMMmn4eckon, hapMmaueBTU4eCKon N BMONOrMYeCcKon JOKYMEHTaLNN:

a) kpuTepun 1 cnocodbbl oTbopa, TPAaHCNOPTUPOBAHUSA N XPaHEHUS AOHOPCKOM KPOBU U
(M) ee KOMMNOHEHTOB;

6) pesynbTaTbl UCCNeAoBaHMI OTOOPaHHbIX AOHOPCKOM KPOBKU U (MNN) Nnasmbl KPOBU U
nynoB Ha Hanuune Bo3byauTenen MHeKUMn, BKNoYas MHgpopmaumio 06 MCnoNb30BaHHbIX
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MeToauKax UccrenoBaHWiA U B Crydae WCcnedoBaHust MyroB NnasMbl KPOBU pesynbTaThbl
[IOKyMEHTaNbHOro NOATBEPXKAEHUS (Banvuaauumn) UCNonb30BaHHbIX METOANK;

B) TEXHUYECKME XapaKTEPUCTUKM YNaKoBKM AN OoTOOpa LOHOPCKOW KPOBU M (Unin)
nna3mbl KPOBW, BKMOYas MHopMauuo 06 NCNonb30BaHHbIX pacTBOpax aHTUKOAryrsiHTOB.

WHdopmauusi 06 nsmeHeHusX:

@edepalibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambs 18 Hacmosiwezao
®edeparnibHO20 3aKoHa OoriofiHeHa Yacmbto 16, ecmynaroweu e cusy ¢ 1 sHeaps 2016 e.
16. KnuHuyeckne wuccnenoBaHWs FeKapCTBEHHOro rnpenapaTta Ans MeauuMHCKOro
NPUMEHEHNS B LeNAX ero rocydapCTBEHHOW peructpaumm nposoadatrcss B Poccunckon
depepauunm B nopsagke, ycTaHOBEHHOM cTaTbamu 38-44 HacTosdwero ®efepanbHOro 3akoHa.
OTyeT 0 npoBedeHHbIX WCCNeooBaHUAX BKAKYAETCA B COCTaB pasfena KIMHU4YeCKou
AOKYMEHTaUUN perMcTpaumoHHOro A0oCbe Ha NEKapCTBEHHbIN npenapaT Ans MeaULMUHCKOro
npumMmeHeHnsi. [Na nNekapCTBEHHbIX MpenapaTtoB ANns MeOUUMHCKOrO MPUMEHEHUs, B
OTHOLUEHMM KOTOPbIX B pe3ynbTaTte 3dKCNepTU3bl [OOKYMEHTOB, MNPEeACTaBMNEHHbIX Ais
onpeneneHnsi BO3AMOXHOCTU paccMaTpuBaTb fieKapCTBEHHbINM npenapaTt Ans MeguuMHCKOro
NPUMEHEHNST B KayecTBe OpbaHHOro NnekapcTBEHHOrO npenaparta, Takad BO3MOXHOCTb
npu3HaHa U B OTHOLUIEHMN KOTOPbIX NPOBeAEHbl KNUHUYECKUE UCCeAoBaHus, BbINOSTHEHHbIE
3a npepenamn Poccuinckon ®Pepepaumm B COOTBETCTBMW C  NpaBuiamMy Hagnexaileu
nabopaTopHOM NPaKTUKM M NpaBuiaMy Hagnexawlem KIMHUYEeCKON NPaKTUKW, OONYyCKaeTcs
BKMIOYEHNE B COCTaB pa3gena KIMHMYECKOW AOKYMEHTauun BMECTO OTyeTa O pesynbTaTax
KITMHUYECKMX MUCCNeaoBaHUM NEeKapCTBEHHOro npenaparta afs MeAUUMHCKOro NpUMEHEHUS,
npoeBefeHHbIX B  Poccuinckon ®depepaumn, ot4eta O  pesynbraTtax  KIIMHUYECKUX
nccnenoBaHnin, BbINOMHEHHbIX 3a npeaenamu Poccuinckon ®egepaunn.

MHdopmaLms 06 n3MeHeHUsIX:

QedepasibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 18 Hacmosiwezao
®eldeparibHO20 3aKkoHa OorosiHeHa Yyacmabio 17, ecmynarowed 8 cusy ¢ 1 aHeaps 2016 e.

17. 3asBuMTEnb BNpaBe nNpeacTaBUTb MO COOGCTBEHHOW MWHULMATMBE BMECTE C
3asBNeHNeM O rOCydapCTBEHHOMW perncrpauum nekapcTBEHHOro npenapata  Ans
MEOMLUMHCKOrO MNpPUMEHEHUsT [OOKYMEHTbl, noaTBepXaawlme ynnaty rocyaapCTBEHHOM
MOWMWHBLI WM YyKasaHHble B nyHkTe 10 Yactm 2 HacTtosiwen crtatbn. B cnydyae wux
HenpeacTaBneHuns COOTBETCTBYHOLLNN YNONTHOMOYEHHbIN denepanbHbii opraH
MCNONMHUTENBHOM BNAcTn NpoBepsieT (hakT ynnaTtbl rocyaapCTBEHHOW MOLUSIMHbI 3agBUTENEM
NoCcpeacTBOM  UCMONb30BaHUSA UWHGOpMauun o6 ynnate rocygapCTBEHHOW MOLUMUHBI,
cogepxawencsa B [ocyoapCTBEHHOM MHMOPMALMOHHOM CUCTEME O TOCYLApPCTBEHHbIX U
MyHMUMNANbHbIX NNaTexax, Ha OCHOBaHUN NPeACTaBMNEHHbIX 3asiBUTENEM KOMUA JOKYMEHTOB,
nNoATBEPXAAKLMX ynnaTy rocyaapCTBEHHOM MOLUSINHBbI.

WNHdopmauusi 06 usMeHeHusiX:

®edepasnibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 18 Hacmosiwezao
®edeparnibHo20 3aKoHa OoriofiHeHa Yacmbio 18, ecmynarowed e cuny ¢ 1 sHeaps 2016 e.
18. He ponyckaeTcs wucCnonb3oBaHWe B KOMMEPYECKMX LUensx uHgopmaumm o
pesynbrtartax AOKMMHUYECKUX WCCNeaoBaHWA JeKapCTBEHHbIX CPEACTB M KIMHUYECKMX
nccnegoBaHWM  NEKapCTBEHHbIX — NpenapaTtoB  ANA  MeOMUMHCKOro  NPUMEHEeHus,
npeacTaBneHHOW 3asBMTENneM AN roCyAapCTBEHHOM  perncrpauum  NekapcTBEHHOro
npenapaTta, 6e3 ero cornacus B Te4eHne LeCTu NeT C AaTbl rocyaapCTBEHHOW permcrpaumm
pedepeHTHOro nekapcTBeHHOro npenaparta B Poccuinckon ®egepauuu.

WHdopmauusi 06 uaMeHeHUsIX:

QedeparnbHbiM_3akoHom om 22 0ekabps 2014 2. N 429-©3 cmambs 18 Hacmosiwezo
®edeparnibHo20 3aKoHa OoriofiHeHa Yacmbio 19, ecmynaroweu e cusy ¢ 1 sHeaps 2016 e.
19. OepxaTtenb unu Bnageney pernctpaumoHHOro yooCTOBEPEHUST NleKapCTBEHHOIO
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npenapata Ha OWOTEXHOMOMMYECKUA UNM opdpaHHbIN NEKapCTBEHHbIM npenapat o6sa3aH
npeaocTaBNATb Ha BO3Me3gHON OocHOBe obpasubl pebepeHTHOro fiekapCTBEHHOro npenapara
3aaBuUTENSaM Ons  NPOBeAEeHUst  KIMHUYEeCKUX uccrnegoBaHuin. CtommocTb  obpasua
pedepeHTHOro NekapCTBEHHOro npenaparta, BKMOYEHHOMO B MNepeyYeHb  XU3HEHHO
HeobXoOMMbIX W BaXHEWWWX JNEeKapCTBEHHbIX MpenapaToB, He [AOSbKHa npeBblaTb
3aperncTpupoBaHHyO MNpeferibHyl OTMYCKHY LUeHY Ha pedepeHTHbIN nekapCTBEeHHbIN
npenapaTt U1 LeHy Ha fnekapCTBEHHbIN nNpenapaT B CTpaHe Npou3BOANUTENS.

MHdopmaumsa 06 n3MeHeHUsIX:

QedepalibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 18 Hacmosiwezao
®eldeparibHO20 3aKkoHa OorosiHeHa Yacmabio 20, ecmynarowel 8 cusy ¢ 1 aHeaps 2016 e.
20. 3asaBneHne o rocygapCTBEeHHOWN permcTpauunm BOCMPON3BEAEHHOIO
NeKapCTBEHHOro npenapaTta And MEeOUUMHCKOro MNPUMEHEHUS MOXeT ObiTb nogaHo B
YNOSIHOMOYEHHbIN  (befepanbHbI - OpraH  UCMOMHUTESNIbHOW  BRacTW, OCYLEeCTBAAOLWNNA
rocyJapCTBEHHYIO perucTpaumio nekapcTBEHHbLIX NpenapaToB, N0 UCTEYEHUN YEeTbIPEX NET C
AaTbl  rOCyQApCTBEHHOW  pernctpauumn  pedepeHTHOro fnekapCTBEHHOro npenapata B
Poccuinckon ®epepaunn.

WNHdopmauusi 06 nsmMeHeHusx:

@edepasibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 18 Hacmosiweao
®edeparnibHo20 3aKoHa 0oriofiHeHa Yacmbto 21, ecmynarowed e cusy ¢ 1 sHeaps 2016 e.
21. 3asBneHnMe O rocygapCTBEHHOW peructpaunm GuoaHanorosoro (buonogobHoro)
nekapcTBeHHoro npenapaTta (6buoaHanora) MoxeT OblITb MOA4AHO B YNONIHOMOYEHHbIN
denepanbHbIn - OpraH  WUCMOSMMHUTENBLHOM  BMlACTU, OCYLIECTBSKLWNNA  FOCy4apCTBEHHYHO
perncTpaumio NekapCTBEHHbIX NpenapaTtos, MO NCTEYEHUN TPex NeT ¢ AaTbl rocyaapCTBEHHOM
perucTpaumnmn peepeHTHOro fiekapcTBEHHOro npenapata B Poccuickon denepaumn.

WNHdopmauusi 06 usMeHeHusiX:

®edepasnibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 18 Hacmosiwezao
®edeparnibHO20 3aKoHa 0oriofIHeHa Yacmbio 22, ecmynarowed e cusy ¢ 1 aHeaps 2016 e.
22. [epxaTenb unu Bnagenel perncTpaumoHHOro ygoCTOBEPEHUS NEKapCTBEHHOro

npenapaTta npeacTaBnsieT B YMNOMHOMOYEHHbLIM edeparnbHbIi OpraH MCNOSTHUTENBHOMN
B1AaCTU, OCYLLECTBNAKOLWMA PYHKLUM MO KOHTPOSO M Hag30py B cepe 34paBOOXpPaHEHUS,
OTYeT MO pesynbTatam (papmMakoHaz3opa OAWMH pa3 B LWIECTb MECHLEB B TeyeHue OBYyX neT
nocne rocygapCTBEHHOMW perucTpauum nekapcTBeHHOro npenapata B Poccunckon
denepaumnm, exerogHo B TeHeHMe nocrneayrowmx Tpex fneT n B anbHenwem oamH pas B NATb
ner.

FTAPAHT:

CM. KoMMeHTapuu Kk ctaTbe 18 HacToswwero defeparnbHOro 3akoHa

WNHdopmauusi 06 usMeHeHusiX:

QedeparsibHbiM_3akoHom om 22 Oekabpsi 2014 2. N 429-©3 cmambs 19 Hacmosiwezo
Q®edepanbHO20 3aKOHa U3J/I0XeHa 8 Hoeol pedakuyuu, scmynarwwed 8 cuiy ¢ 1 urons
2015 e.

CmM. mekcm cmambu 8 rpedbidywel pedakuuu
Cratba 19. lNpuHATHE pelleHna O Bblaave IKCNEPTHOMY YYPEXOEHUIO 3adaHus Ha
npoBeAeHne IKCNepTU3bl NEKAPCTBEHHOIO CpeacTBa
1. B Te4yeHune gecatm paboumx gHen co OHS NPUHATUNA 3adBNEHUA O roCy4apCTBEHHON
permcTpaumnm neKapCTBEHHOro npenapara COOTBETCTBYHOLLMM YNOSTHOMOY€EHHbIN
deaepanbHbI OpraH UCMONHUTENbHOW BriacTu NPOBOAUT NPOBEPKY MOSHOTLI, JOCTOBEPHOCTU
N NPaBUSIbHOCTU OPOPMMEHNA NpeacTaBNeHHbIX AOKYMEHTOB PEerncTpaumMoHHOro 4OCbe Ha
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neKkapCTBEHHbIN npenapaT 1 NpMHMMaeT peLleHne O Bblgade 3afaHus Ha NpoBefeHune:

1) oKcnepTusbl [OOKYMEHTOB, MpeAcCTaBMNEeHHbIX AN onpeferieHns BO3MOXHOCTU
paccMaTtpvBaTb JleKapCTBEHHbIM Mpenapat Ansg  MeOUUMHCKOro  NPUMEHEHWA  npwu
OCYLLIEeCTBMNEHNN TOCYAapCTBEHHOW peructpauum B KavyecTBe Op¢paHHOro fnekapCTBEHHOro
npenaparTa;

2) aKcnepTu3bl JIEKApPCTBEHHOrO0 cpeactBa B YacTU  3KCNepTusbl  KavecTBa
NeKapCTBEHHOro cpeAcTBa U 9KCMepTU3bl OTHOLLUEHUS OXMOAEeMOW MOofb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNS NekapCTBEHHOro npenapaTa AN MeAUUUHCKOro NPpUMEHEHUS;

3) O9KcnepTuM3bl NEeKapCTBEHHOro CcpeacTBa B 4YaCTM  9KCMepTU3bl  KayvecTBa
NeKapCTBEHHOIO CpeacTBa M 3KCMEPTU3bl OTHOLUEHUS OXMAAEMOW MOSib3bl K BO3MOXHOMY
PUCKY NPUMEHEHNS NeKapCcTBEHHOro npenaparta And MeAUUUHCKOro NpUMeHeHUst B Nopsiake
YCKOPEHHOW npoueaypbl 9KCNepTU3bl JIEKapCTBEHHbBIX CPEACTB B COOTBETCTBUU CO CTaTben 26
HacTosiwero ®eaepanbHOro 3aKoHa;

4) aKkcnepTu3bl NeKapCTBEHHOIO CpeacTBa B OTHOLLIEHMM NeKapCTBEHHOro npenapaTta
OS5 BeTepUHapHOro npMMeHeHus.

2. YNONHOMOYeEHHbIN deaepanbHbIn opraH MCNOMHUTENBbHOW BNacTu yBedoOMSSeT B
9NEKTPOHHON hopMe UNN Ha ByMaKHOM HOCUTENE 3asdABUTENS U IKCNEPTHOE yupexaeHune o
NPUHATOM peLleHnn O Bbldaye 3afaHun Ha NpoBedEeHWe 3KCnepTus, NpeayCcMOTPEHHbIX
yacTblo 1 HacTosLLEN cTaTbn, U B Cnydae He0GXO0ANMMOCTM O Bblgade pas3pelleHust Ha BBO3 B
Poccunckyto denepaumio KOHKPETHOW MapTuMM, CepuM  3apermcTpmpoBaHHbIX U (MNn)
HEe3aperuCTpMpoOBaHHbIX NEKapCTBEHHbIX CcpeactB wmnu o6 oTkase B NpoBeAeHUn
NpeayCMOTPEHHbIX 3KCNEPTU3 C yKazaHUEM MPUYMH TaKoro oTkasa.

3. B cnyyae BbiSBreHWs OTCYTCTBUA WM HEOOCTOBEPHOCTU  MHGOpMaLmu,
cogepXawencs B NpeACTaBrieHHbIX  3adBuUTeneM  OOKYMEHTax,  YrNONHOMOYEHHbIN
defepanbHbli  OpraH MCNOMHUTENBbHONW BMacTU HanpasnseT 3asBuTento 3anpoc 06
YyTOYHEHMM 3TOWN MHGOpPMaLMK (ganee - 3anpoc YNOSIHOMOYEHHOro deaepanbHOro opraHa
WUCNONMHUTENBHOM  BfiacTu), KOTOpbIn  MOXeT ObiTb nepejaH  YNOSIHOMOYEHHOMY
npeacTaBUTEnNto 3adBUTENS NUYHO MO PacrnuCKy, HanpaeneH no noyte 3akasHbiM NMUCbMOM
Unn nepefaH B 3reKTPOHHOM hopMe MO TeNeKOMMYHUKAUWMOHHBIM KaHanam cBsasu. B cniyvae
HanpasieHns 3anpoca YNoSTHOMOYEHHOro defepanbHOro opraHa MCMNOMHUTENbHOW BriacTu
Mo rnoyTe 3akasHbIM MUCbMOM OH CYMTaAETCH MOMyYEeHHbIM N0 UCTEYEHUN LWeCTU OHeN C AaThbl
HanpasIieHNs 3akasHoro nN1cbMa.

4. 3aasutenp o06s3aH npeacTtaBuTb  OTBET HA  3anpoc  YNOSIHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOW BracTM B CPOK, He MpeBblllaloWwum OeBAHOCTa
paboumx OHen co OHA ero nonyyveHus. Cpok, ykasaHHbIM B Yactu 1 HaACTOsILLEeW CcTaTbM,
NPpUOCTaHaBNMBaeTCa CO [HA HanpasfeHus 3asBUTEN0  3anpoca  YNoSIHOMOYEHHOro
drefiepanbHOro opraHa UCMNOSIHUTENbHOM BNactT 4O OHSA MOMYYEeHUS UM COOTBETCTBYIOLLETO
oTBeTa.

5. OcHoBaHMeM Onisi oTKasa B OpraHu3auum 3KcnepTus, NpegyCMOTPEHHbIX YacTbio 1
HacToslen cTaTbW, 4BMsSeTCa npeactaBneHne  HeobxoAuMbIX  ANA  NpoBedeHUs
NPeayCMOTPEHHbIX 3KCNEPTU3 OOKYMEHTOB B HEMOSIHOM o6beme wnM HenpeacTaBneHue
3asBUTENEM B YCTAHOBSEHHbIM CPOK OTBETa Ha 3anpoc YMOfHOMOYEHHOro deaepanbHOoro
opraHa WCMNoOJSIHUTENbHOW BNacTW, a Takke npeacTtaBfieHne [OKYMEHTOB, He coepXalimx
ncyepnbiBatoLLLEero nepevHsi HeoBXoANMbIX CBEAEHUN.

FAPAHT:

CM. koMMmeHTapum K ctaTtbe 19 HacToswero degepanbHOro 3akoHa

WHdopmauusi 06 nsmeHeHusx:

@edepasibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 20 Hacmosiueao
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®edepanibHO20 3aKOHa U3J/I0oXeHa 8 Hoeol pedakuyuu, ecmynawwed 8 cuiy ¢ 1 urons
2015 a.

CM. mekcm cmambu 8 rpeodbidyuiet pedakuuu
Cratba 20. OkcnepTu3a [OOKYMEHTOB, MpeAcCTaBfieHHbIX Ans  onpegeneHus
BO3MOXHOCTU paccMaTpuBaTh NIEKAPCTBEHHbIM npenapaTt Ans MeauuMHCKOro
NPUMEHEHUS NPU OCYLLLECTBIIEHUN rOCYAapCTBEHHOW perucTpauumn B Kayectse
opdaHHOro nekapCcTBEHHOro npenapata

1. OkcnepTusa [OOKYMEHTOB, MpeAcTaBfeHHbIX ANns onpeaeneHns BO3MOXHOCTU
paccMaTtpvBaTb JIEKapCTBEHHbIA  Npenapat Ans  MeOUUMHCKOrO  NPUMEHEHUA  Mnpwu
OCYLLUECTBMEHNUN rOoCyAapCTBEHHOMW perncrpaumMm B KadecTBe Op(paHHOro rnekapcTBEHHOro
npenapaTta, COCTaBfiEHME KOMWUCCUMEW IKCNEepPTOB 3aKIYEeHMss O BO3MOXHOCTU  UNKn
HEBO3MOXXHOCTW paccMaTpuBaTh fleKapCTBEHHbIW npenapaT Ansi MeanLMHCKOro NpuMeHeHus
Npw OCYLLIECTBIIEHNN rOCYAAPCTBEHHOWN perMcTpauumn B kKayectse opaHHOro fiekapCTBEHHOIO
npenapaTa v HanpasneHne OaHHOro 3aKMioYeHUA B YNOMTHOMOYEHHbIN (hefepanbHbi opraH
NCMNOMHNTENBbHON BMAacTU OCYLLECTBASAKTCA B CPOK, HE MpeBbilalowmi Tpuguatm padoymx
OHENW CO [OHSA MNOJSIyYEeHUs SKCMEPTHbIM  yypexaeHueMm 3adaHud  YrnorIHOMOYEHHOro
degepanbHOro opraHa UCNOSIHUTENbHOM BNAacTU U B 3NIEKTPOHHON dopMe Unn Ha ByMakHbIX
HOCUTENAX HEOBXOOUMBIX JOKYMEHTOB, YKa3daHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B Yactu
7 ctatbu 18 HacToswero ®egepanbHOro 3akoHa.

2. [okymeHTbl, cogepXalmecss B pPerucTpaumMoHHOM [OCbe Ha NeKapCTBEHHbIN
npenapaTt M MOCTYNMBLUME HA OyMaxHbIX HOCUTENsIX B 93KCNEepTHOE y4ypexaeHue ans
OCYLLECTBMEHNA UX 3KCNepTusbl OnA onpegeneHns BO3MOXHOCTM  paccMaTtpuBaTtbh
NeKapCTBEHHbIN npenapat Ans MeaUUUHCKOrO MNPUMEHEHMSI B KadyectBe opdhaHHOro
neKkapCTBEHHOro npenapara, noanexart BO3BpaTy B YNOSIHOMOYEHHbIV dhefeparnbHbli opraH
NCMNOMHNTESNbHOW BNIACTN OQHOBPEMEHHO C 3aKMIOYEHNSIMU COOTBETCTBYHOLLMX SKCNEPTUS.

FTAPAHT:

CMm. kommeHTapum k ctaTbe 20 HacTosdwwero deaepanbHOro 3akoHa

WNHdopmauusi 06 usMeHeHusIX:

DedepasibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 21 Hacmosiuwezao
®edepanbHO20 3aKOHa U3/10XeHa 8 Hoeol pedakuyuu, ecmynarwwed 8 cuny ¢ 1 urons
2015 a.

CMm. mekcm cmambu 8 npedbldyuied pedakyuu
CraTtbAa 21. PelwweHne 0 BO3MOXHOCTU paccMaTpuBaTh JleKapCTBEHHLIWM npenapaT npu
OCYLLUECTBMEHNUN TrOCydapCTBEHHOW pernctpaumm B KayecTBe OpaHHOro
nekapCTBEHHOro npenaparta
1. B cpok, He npeBbiwawmn Natn pabounx OHEn cO AHSA NOSyYEHMSsT 3aKMOYEHUS,
ykaszaHHoro B 4actu 1 cratbu 20 Hactoswero ®depepanbHOro 3akoHa, YNOSIHOMOYEHHbIN
doefepanbHbIl - OpraH  UCMOMHUTENBbHOM BMacTuM  OCYLLECTBNAET OLEHKY MONyYeHHOro
3aKknyeHnss  Ons onpefeneHnss  ero  COOTBETCTBUSA  3afjaHuM0  Ha  NpoBefeHue
COOTBETCTBYIOLLEN 3KCNEepTU3bl U yBeOOMNSAET 3afABUTENS B 3SIEKTPOHHOM pOpMe UNu Ha
BymMaxxHOM HocuTene o pesynbratax MPOBEAEHHOW 3KCNepTU3bl C NPUMOXKEHUEeM Konum
9KCMEPTHOro 3akntoveHust (C CoOXpaHeHMeM KOHmAeHUnanbHOCTU UMHopMaumm o cocTtaee
9KCNEepTHOM KOMMCCUM) M O BO3MOXHOCTU UAN  HEBO3MOXHOCTM paccMaTpumBaTtbhb
neKkapCTBEHHbIN npenapat And  MeOUUMHCKOrO MPUMEHEHUsT Npu  OCYLLEeCTBEeHUU
rocyaapCTBEHHOW pernctpaunm B ka4yectse opaHHOro fiekapcTBEHHOro npenapara.
2. [lpn BbIHECEHMM KOMMCCUMEM  3IKCMEPTOB  3aK/MIOYEHUA O  BO3MOXHOCTHU
paccmaTtpvBaTb JIeKAapCTBEHHbIM  Npenapat Ans  MegUUMHCKOro  NPUMEHEHUS  npwu
OCYLLEeCTBMNEHUN rocyaapCTBEHHOW perncrpaumMm B KadecTBe OppaHHOro nekapcTBeHHOro
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npenapaTta YrnoSIHOMOYEHHbIN doefiepalnbHbIi OpraH WUCMOMHUTENbHOM BNacTu B CPOK, He
npeBbIWaLWmMi NATK paboumx OHEN CO OHA MNONyYeHUs OAHHOrO 3aKIYeHus, NpuHUMaeT
peweHne O Bblgade 3adaHUA Ha nNpoBedeHVMe JSKCNepTu3bl KayecTBa JleKapCTBEHHOro
CpeacTBa M 3KCNepTU3bl OTHOLLIEHUS OXUAAEMOW MOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
neKkapCcTBEHHOro npenapata Ans MeaWUUHCKOrOo MNpUMEHEHUss B nopsagke  YCKOPEHHOW
npouenypbl 3KCNepTusbl NeKapCTBEHHOro cpeactBa B COOTBETCTBUM CO  cratben 26

HacTosiwero ®eaepanbHOro 3akoHa.

3. B cnyyae NpuHATUSA peLlleHuss 0 HEBO3MOXHOCTM paccMaTpuBaTh feKapCTBEHHbLIN
npenapaT Ans MeguuMHCKOro rnpuMeHeHus npu rocyaapCTBEHHOW perucrpauum B KavectBe
OophaHHOro  nNekapcTBEHHOro  npernaparta  YNOSIHOMOYEHHbIN  dpefiepanbHbIi  OpraH
WUCMOMNHUTENbHOW  BMacTuM  Mpekpawlaet npoueaypy rocygapCTBEHHOW — perncrpaumm
nekapcTBEHHOro npenaparta. 3asBuTenb BnpaBe 00paTUTLCA B PErnCTPUPYIOWNA OpraH C
3asBfieHMEM O TOCydapCTBEHHOM perncTtpaumm ykasaHHOro JfieKapCTBEHHOro npenapaTta B
COOTBETCTBUM CO cTaThen 18 HacToswero ®enepanbHOro 3akoHa.

FAPAHT:

CM. koMMeHTapum K ctaTbe 21 HacToswero degepanbHOro 3akoHa

CTtaTtbf 22. YT1patuna cuny ¢ 1 nonga 2015 r.

MHdopmaumsa 06 n3MeHeHUsIX:
Cm. mekecm cmambu 22

QedeparnbHbiM _3akoHom om 22 0ekabps 2014 2. N 429-©3 cmambs 23 Hacmosiweao
Q®edepanibHO20 3aKOHa U3J/I0XeHa 6 Hoeol peldakuyuu, ecmynawwed 8 cuiy ¢ 1 urons
2015 e.

CM. mekcm cmambUu 8 rpeodbidyuiet pedakuuu
Cratba 23. OKcnepTu3a KadecTBa JIEKAPCTBEHHONO CpeacTtBa M 3KCnepTmsa
OTHOLWIEHMS OXMOAeMOW Mofb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCcTBeHHOro npenapara gns MeguunuHCKOro npMMeHeHns

1. OkcnepTu3a KadecTBa JIEKAPCTBEHHOINO CpeAcTBa M 3KCNepTM3a OTHOLLUEHUS
OXngaemMonm rnonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA FfeKapCTBEHHOro npenapaTta ansg
MEOVLUNHCKOTO MNPUMEHEHUS, COCTaBfIEHME KOMWUCCUSIMM SKCMEPTOB  3aKfOYEHU MO
pesynbTaTam NpoBeAEHHbIX IKCMEPTU3 U HaNpaBfeHNe 3TUX 3aKNo4YEeHNN B YNOTHOMOYEHHbIN
deaepanbHbI OpraH UCMOMHUTESNTbHON BIAaCTU OCYLLIECTBIISIOTCA B CPOK, HE NPEeBbILLAOLLINIA
cTa gecatn paboymx gHEN CO OHSA MOMyYEeHNS SKCNEPTHbIM YYPEXOEHNEM COOTBETCTBYIOLLETO
3aaHns ynorTHOMOYEeHHOro oeiepanbHOro opraHa UCNoSTHUTENBHOM BNacT N HEOBX0aUMBbIX
AOKYMEHTOB B 3IEKTPOHHOM hopMe Unm Ha ByMaKHbIX HOCUTENSIX.

2. B TedeHne peBAHOCTa [HEW CO AHA MOMYyYEHUS peELUEHUS YNONTHOMOYEHHOrO
denepanbHOro  opraHa  UCMOSIHUTENBbHOW  BAacTM O  MNPOBEAEHUM  SKCNEepTus,
NpeayCMOTPEHHbIX YacTbio 1 HacTosiWwen cTaTbM, 3asBUTENb NPEACTaBseT B 3KCNepTHOe
yypexgeHue aOns npoBeOeHusi SKCNepTu3bl KayecTBa NEKapCTBEHHOro cpeacrtBa obpasupbl
nekapCcTBEHHOro npenapata Ans  MeauuMHCKOro  NPUMEHEHUs, MPOU3BEAEHHOro B
cooTBeTCTBUM C TpeboBaHMAMU  ONbITHO-MPOMBILLNIEHHOMO W (MNKX)  NPOMBILLIIEHHOMO
pernameHToB, YTBEPXOEHHbIX pyKoBOAMTENEM MNPOU3BOAUTENS NEeKapCTBEHHbLIX CPeacTs, a
TakKe B COOTBETCTBYHWOLMX Criydyasix obpasubl apmaueBTUY4ECKOW CyOCTaHUMK, TecT-
lWwTaMMa MUKPOOPraHM3MOB, KyrbTypbl KneTok, obpasubl BewecTB, MNPUMEHSIEMbIX O
KOHTpPONSA KayecTBa JNEKapCTBEHHOrO CpeacTBa MNyTEM CPaBHEHUSI C HUMU UCCReayemMoro
nekapCTBEHHOro CpeacTBa, B KONMMYecTBaxX, HEOOXoAMMbIX ANS BOCNPOU3BEAEHUSI METOA0B
KOHTpONA KadecTBa.

3. Mpun nonyyeHun o6pasLOB NeKapCTBEHHOro npenapaTta WM apmaleBTUYecKomn
cybcTaHUMM 3KCMEPTHOE YyypexaeHue BblOAeT 3asdABUTENIO OOKYMEHT, MOATBEPXKAAOLLNNA
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nony4yeHve YykasaHHbIX 06pasuoB, M B CPOK, He npeBblwawwmin Tpex paboymx AHEeN,
yBEAOMMAET B 3MEKTPOHHON dOpPME UK Ha ByMaXHOM HocuTene 06 3TOM YNOSHOMOYEHHbIN
denepanbHbIN opraH UCNOSTHUTESNbHOM BNAcTM.

4. YkasaHHble B 4YacTtax 2 W 3 HaACTOAWeW cTaTtbM CPOK Ansd npeacraBneHvs
3asBuTenem o0OpasLoB feKkapCTBEHHOro npenapata u gapmaueBTU4ecKon cybcTaHumm u
CPOK YBEAOMIIEHUS SKCMEPTHbIM ydypexaeHnem 06 3ToM Ha OymaxHOM HocuTene
YNOSTHOMOYEHHOIro doefiepanbHOro opraHa MCNOJSTHUTENbHOM BIlaCTU He BKITHOYAKTCH B CPOK
NpoBeAEeHUs KCNEPTU3, NPELYCMOTPEHHbIX YacTbio 1 HAcTosILWEN CTaTbW.

5. [JokyMeHTbI, NOCTYNMBLUME B 9KCMEPTHOE y4pexaeHne Afis NpoBefeHUsT SKCnepTus,
NpeayCcMOTPEHHbIX YacTblo 1 HacTosWen cTaTbW, NognexaTt BO3BpaTy B YNOSTHOMOYEHHbIN
denepanbHbil - OpraH  UCMOSTHATENbHOW  BRAacTU  OAHOBPEMEHHO C  3aKMNHYEHUSMMU,
NOSTyYEHHLIMW MO pe3ynbTaTaM COOTBETCTBYIOLLMX SKCNEPTUS.

FAPAHT:

CM. KOMMeHTapum K ctaTbe 23 HacToswero degepanbHOro 3akoHa

Cratba 24. 3kcnepTvM3a KadecTBa JIEKAPCTBEHHOrNO CpeacTtBa W 3KcnepTusa
OTHOLWUEHMS OXWMOAEMOW MoSfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCTBEHHOro npenapara nsa BeTepuHapHOro NnpuMeHeHus

MHdopmaumsa 06 n3MeHeHUsIX:

®edepasibHbIM _3akoHoM om 13 urwng 2015e. N 241-©3 e vacmb 1 cmambu 24
Hacmosiueao ®edepasibHO20 3aKOHa BHECEHbI U3MEHEHUS

CMm. mekcm Yyacmu 8 npedbldyuiel pedakyuu

1. OkcnepTu3a kKadecTBa JEeKapCTBEHHONO CpeacTBa W 3KCNepTv3a OTHOLLEHUS
OXngaeMonm nosib3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOro npenapaTta ans
BETEPUHAPHOIO MNPUMEHEHNSA, COCTaBNEHNE KOMMUCCUSIMU SKCMEPTOB  3aKMOYEHUA MO
pesynbTaTaM yKa3aHHbIX 3KCNepTU3 U HanpaBfeHne Takux 3akniyYeHUn B YNONHOMOYEHHbIN
denepanbHbIN OpraH UCMNOSTHUTENBHOW BIlAaCTU OCYLLECTBNAITCA B CPOK, HE MPeBbILLALWMNIA
cTa pecatn paboymx AHeW CO OHA MOMyYeHUs IKCNEPTHbIM  yYpeXaeHUeM 3afaHus
YNOSIHOMOYEHHOIO  oefiepanbHOro opraHa WCMOMHUTENBbHOM BNAactm C  AOKyMEHTaMy,
yKkasaHHbIMK B YacTtu 3 ctateu 17 HacToswero degepanbHOro 3akoHa.

2. B TevyeHne naTHaguatu paboumx OHEN CO OHS  MNONyYeHUs  peLLeHus
YrNOSIHOMOYEHHOIO  befeparnbHOro opraHa WCNOSTHUTENBHOW BNactm O NpoBedeHUM
yKasaHHbIX B YacTu 1 HacToALLEeN CTaTbW IKCNEPTU3 3asBUTENb NPeaCcTaBndeT B SKCNepTHOE
yypexaeHvue Ons NpoBeAEHUS 3KCMepTM3bl KayecTBa JleKapCTBEHHOro cpeacTtBa o6pasubl
NeKapCTBEHHOro npenapata Ans  BEeTEPMHAPHOro MNPUMEHEHUS, MPOM3BEAEHHOIO B
COOTBETCTBUM C  TpebOoBaHUSIMW  TEXHOSIOTMYECKUX  PErflaMeHTOB,  YTBEPXOEHHbIX
pykoBoOMTENEM  MPOU3BOAUTENS  FIEKAPCTBEHHbIX  CpeacTB, a Takke  obpasel
hapmMaLeBTU4ECKOM CYOCTaHUMM B KOMMYecTBax, HeobXoauMbIX ANs BOCNPOU3BEAEHMS
METOA0B KOHTPONS KavyecTsa.

3. lMpu nony4yeHun o6pa3UOB NEKAPCTBEHHOro npenapata u apmMaueBTUYECKON
cybCcTaHUMM 3KCMEPTHOE YyypexaeHue BblOaeT 3adABUTENO OOKYMEHT, MOATBEPXKAAOLLNA
nony4yeHve YykasaHHbIX 00pasuoB, M B CPOK, He nNpeBbialwmin Tpex pabouymx AHEN,
yBeAoOMNaeT B MNUCbMEHHOW dopMe 06 3TOM YMNOMHOMOYEHHbIN heaepanbHbI OpraH
NCMNOSTHUTESNTbHOM BNacTu.

4. Cpok Oons npeacraBneHus 3aaButenemM obpasuoB feKapCTBEHHOro npenapara u
hapmMaLeBTUYECKOM CYOCTaHLMN U CPOK YBEAOMITEHMS IKCNEPTHBIM ydpexaeHnem ob aTom B
NMMCbMEHHON (popMe YNONIHOMOYEHHOro hefepasnibHOro opraHa WCMNOSTHUTENBHOW BNacTy,
yKasdaHHble B 4YacTax 2 M 3 HacTosWwen cTaTbW, He BKNIYalTCA B CPOK MNpOBedeHUs
yKa3aHHbIX B YacTh 1 HAcToSALLEN CTaTbW SKCNEPTUS.
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5. [JokyMeHTbI, NOCTYNMBLUME B 3KCMNEPTHOE ydpexaeHne AN NpoBedeHUsa yKasaHHbIX
B Yactu 1 HacTosdwen cTaTtbM IKCneptus, nognexar BO3BpaTy B YNOJTHOMOYEHHbLIN
defepanbHbIi - OpraH  MCMNOSIHUTENBHOW BNacTM OAHOBPEMEHHO C  3aKMYEHUSIMU MO
pe3ynbTaTtaM yKaszaHHbIX 3KCNepTus.
FAPAHT:

CM. KOMMEHTapum K ctaTbe 24 HacToswero degepanbHOro 3akoHa

WHdopmauusi 06 nsmeHeHusX:

@eldepasibHbiM_3akoHOM om 22 Oekabps 2014 2. N 429-03 HaumeHosaHue cmambu 25
Hacmosuwezo PedepasibHO20 3aKOHa U3/I0XEHO 8 HOBOU pedaKyuu, ecmynarowed 8 cusy ¢
1 urons 2015 e.

CM. mekcm HauMeHo8aHUs 8 rnpeodbidywed pedakuuu
Cratbs 25. [loBTOpHOE NpOBEeAEHME 3KCNEPTU3bl NEKAPCTBEHHbLIX CPEACTB

WHdopmaumsa 06 nameHeHusix:

@edepalibHbIM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 e vacmb 1 cmambu 25
Hacmosiweao ®edeparnibHO20 3aKOHa 8HECEHbI UBMEHEHUs, ecmynarwue 8 cuny ¢ 1 ukns
2015 a.

Cm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu

1. B cnyyasax HegocTtaTtodHOM 060CHOBAHHOCTU MW HEMOMHOThI 3aKITHYEHNS KOMUCCUM
3KCNepToB, HanMUuMa B HEM NPOTUBOPEYMBLIX [AaHHbIX, danbcudukaunm BbIBOOOB
9KCNEepPTM3bl NEKapCTBEHHOIO CpPeAcTBa, COKPbITUA OT YMNOMIHOMOYEHHOro heaepanbHOro
opraHa WCMOMHUTENbHOM BRacTU OCHOBAHWM ANs OTBOAA JKCNepTa BCNeacTBME €ero
3aUHTEPECOBAHHOCTU B pe3ynbTaTax COOTBETCTBYIOLLEN 3KCMEPTU3bl, HaNMYMA OaHHbIX O
NPsSIMOM MO0 KOCBEHHOM BMeLLATENbCTBE B NPOLECC COOTBETCTBYHOLLEN IKCNEPTM3bI NUL, HE
y4yacTBYKOLMX B €e NpOBEeAEeHMM, HO OKasaBLUMX BIIMSIHWE HaA MpoLecC U pesynbTatbl ee
npoBefeHns, YNONMHOMOYEHHbIM  doefeparibHbiM  OpraHoM  UCMOSHUTENbHOW  BRacTu
HasHa4yaeTcsa MNOBTOPHas 3JKCNepTM3a JNEeKapCTBEHHOro cpeactsa U (unu) aTuyeckasd
3KcnepTn3a.

WHdopmaumsa 06 nameHeHusix:

@edepalibHbIM _3aKkoHoM om 22 Oekabps 2014 2. N 429-®3 e vacmb 2 cmambu 25
Hacmosiweao ®edeparnbHO20 3aKOHa 8HECEHbI UBMEHEHUs, ecmynarwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekcm Yacmu 8 npedbidywel pedakuuu
2. [loBTOopHas aKcnepTM3a [1eKapCTBEHHOrO CpeacTBa MNPOBOAUTCA C  Y4EeTOM
pe3ynbTaToB paHee MNpPOBEAEHHOW 3KCMEPTU3bl B CPOK, YCTAHOBIEHHbLIA YNONTHOMOYEHHbLIM
denepanbHbIM OPraHoOM WCMONHUTENBHOW BNacTM M He NpeBblllaoWwmnn Tpuguatn paboumx
OHEN CO OHSA MONyYeHUs 3KCMEPTHLIM YYpPEXOEHMEM 3adaHus Ha NpoBeneHME MOBTOPHOM
3KCNepTu3bl IEKapCTBEHHOIO CpeacTBa.

WHbopmauusi 06 usMeHeHUsIX:

QedeparnbHbiM _3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 3 cmambu 25
Hacmosiweao PedeparsibHO20 3aKOHa 8HECeHbl USMEHeHUs, ecmynarwue 8 cuniy ¢ 1 urosns
2015 a.

CMm. mekcm Yacmu 8 npedbldyuiel pedakyuu
3. ®uHaHcoBoe obecneyeHne BLINOMHEHNA 3a4aHMs Ha MpoBeAeHUEe MNOBTOPHOWN
9KCMNepTM3bl NIeKapCTBEHHOIO CPeACTBA HE OCYLLECTBNSETCS.
FAPAHT:

CM. KoMMeHTapum K ctaTbe 25 HacToswwero deaepanbHOro 3akoHa
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CraTtba 26. YckopeHHasi npouenypa akcnepTm3bl NIeKapCTBEHHbIX CPeACTB

WNHdopmauusi 06 nsmeHeHusX:

QedepasribHbiM _3akoHomM om 13 urwna 20152, N 241-®3 e yacmb 1 cmambu 26
Hacmosiuezao ®edeparsibHO20 3aKOHa BHECEHbLI U3MEHEHUS

Cm. mekcm Yacmu 8 npedbidywel pedakuuu

1. YckopeHHass npoueaypa 3KCNepTU3bl JIEKApPCTBEHHbIX CPeACcTB B LEensx
rocyJapCTBEHHOMW perncrpaumm nekapcTBEHHbIX MpenapaTtoB MPUMEHAETCS B OTHOLLUEHUN
opdaHHbIX JlIEKApCTBEHHbIX MNpenapaToB, MEPBbIX TPEX JeKapCTBEHHbIX MNpenapaTos,
pernctpupyembix B Poccurckon degepaumm B kKa4yecTse BOCNPOU3BEAEHHbIX NeKapCTBEHHbIX
npenapaToB, O4YepeaHOCTb KOTOPbIX OnpeaenseTcsas B COOTBETCTBUM C HOMEPOM W [aTou
BXOOSALWMX 3asBMEHUA O rOCydapCTBEHHOW pernctpauun nekapcTBEHHbIX MpenapaTtoB B
pamMKkax OAHOro MeXOyHapo4HOro HEenaTeHTOBaHHOrO HaWMEHOBAHUS NEKapCTBEHHOIO
npenapata wWnu rpynnmpoBOYHOrO HaMMEHOBAHUSA  NEeKapCTBEHHOro npenapata, W
NEeKapCTBEHHbIX MNpenapaTtoB, MNpefHas3Ha4YeHHbIX WCKAYUMTENbHO AN NPUMEHEHUS
HeCOBEPLUEHHONETHUMU rpaXKgaHaMu.

MHdopmaums 06 n3MeHeHUsIX:

QedepalibHbIM _3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 yacmb 2 cmambu 26
Hacmosiuwezao ®edepalsibHO20 3aKOHa U3/10XeHa 8 Ho8oU pedaKkyuu, scmynarouwel 8 cusy ¢
1 urons 2015 e.

CM. mekcm Yacmu 8 npedbldyuwiel pedakuuu

2. YckopeHHas npouedypa 9KCMNepTu3bl JleKapCTBEHHbIX CpeacTB B Uensax
rocygapCTBEHHOM perncTpaunm iekapCcTBEHHbIX NpenapaToB HE NPUMEHSIETCSA B OTHOLLIEHUN:

1) 6BuoaHanorosbIx (6MonoaobHbIX) NekapcTBEHHbIX NpenapaTtos (buoaHanoros);

2) pemdepeHTHbIX JEeKapCTBEHHbIX MpenapaToB (3@ WUCKAYEHMEM OpPdaHHbIX
neKapCTBEHHbIX NpenapaToB);

3) BOCNpOM3BEAEHHbIX FIEKAPCTBEHHbIX MPenapaTtoB (3a WCKIOYEHMEM MEPBLIX TPEX
pernctpupyembix B Poccurckon degepaumm B kKayecTse BOCNPOU3BEAEHHbIX NeKapCTBEHHbIX
npenapaTtoB W JieKapCTBEHHbIX MpenapaTtoB, MpeaHa3HaYeHHbIX WCKAYUTENBHO Ans
NPUMEHEHNS HECOBEPLUEHHOSTETHUMU rpaxxgaHamu);

4) HOBbIX KOMBUHaLMI 3aPErMCTPUPOBAHHLIX PaHEE NeKapCTBEHHbIX NpenapaTos;

5) nekapCTBEHHbIX MpenapaToB, 3aperncTpMpoBaHHbIX paHee, HO NMpPou3BedeHHbIX B
APYrux fekapcTBEHHbIX hopMax B COOTBETCTBUM C NepeYHEM HAUMEHOBAHUI NIEKAPCTBEHHbIX
¢dopM 1 B HOBOW A03MPOBKE.

MHdopmaumsa 06 n3MeHeHUsix:

QedepalibHbIM _3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 yacmb 3 cmambu 26
Hacmosiwezao ®edepalsibHO20 3aKOHa U3/l0XeHa 8 Ho8oU pedaKkyuu, scmynarouwed 8 cusy ¢
1 urons 2015 a.

Cm. mekcm Yacmu 8 npedbidywel pedakuuu

3. YckopeHHas npouefypa 93KCNepTu3bl JIEKAapCTBEHHbIX CPenCTB MPOBOAUTCSA MO
peLeHnto COOTBETCTBYIOLLIErO YNONIHOMOYEHHOrO defepansHOro opraHa WCMONHUTENbHON
BNAaCTW Ha OCHOBaHWW 3asiBIEHUSA 3adBUTENS B CPOK, HE MNpeBbILIAKWMA BOCbMUOECATU
paboumx gHen. lpu STOM IKcnepTU3a AOKYMEHTOB, COAEPXKALIMXCA B PermcrtpalMoOHHOM
AOCb€e Ha NeKapCTBEHHbIN NpenapaT, NPoOBOAMTCS B CPOK, HE MPEBbILLAIOWMIA AeCATU paboumnx
AHeNn, aKcnepTn3a KavyecTBa fiekapCTBEHHOrO CpeacTBa U AKCnepTnsa OTHOLLEHUS OXnaaemMmom
NoSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NIEKApPCTBEHHOrO npenapara NpoBOAATCS B CPOK,
He NPEeBbILLAKLLNA LECTNOAECATN pabounx aHEN.

MHdopmaumsa 06 naMeHeHusix:
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QedeparibHbiM_3akoHom om 22 Oekabpsi 2014 2. N 429-©3 cmambsi 26 Hacmosiwezao
®edepanbHo20 3aKkoHa dornornHeHa Yacmbto 3.1, ecmynaroweu 8 cuny ¢ 1 urons 2015 a.

3.1. B oTHOLWeEHMM OopdhaHHbIX NEKapCTBEHHbIX NpenapaTtoB MOryT 6biTb NpeAcTaBfeHbI
pes3ynbTaTbl OOKIIMHUYECKUX WCCMEeOBaHUN NEKAPCTBEHHbLIX CPEeACTB U KIIMHUYECKUX
nccrnenoBaHMin NIeKapCTBEHHbBIX NpenapaToB Ans MeAULUMHCKOrO NPUMEHEHUS, BbIMOSTHEHHbIX
3a npegenamu Poccuiickon ®Pepepaumm B COOTBETCTBUM C [MpaBunamMv Haanexaiiemn
nabopaTopHOM NPaKTUKX M NpaBunamMv Hagnexallen KNMHUYECKOn NpakTUKu.

4. YckopeHHass npouedypa 93KCNepTu3bl NEeKapCTBEHHbIX CPeacTB MNpOBOAUTCS B
nopsgke, yctaHoBrieHHOM crtatbamu 17 - 20, 23 n 24 HacTtoswero ®efepanbHOro 3akoHa, u
HEe O3Ha4aeT CHWXeHus TpeboBaHMM K 6Ge30nacHOCTU, KayecTBy WU 3GPEPEKTUBHOCTU
nexkapCTBEHHbIX NpenapaTos.

TAPAHT:

CM. KOMMeHTapum K ctaTbe 26 HacToswero degepanbHOro 3akoHa

CraTtba 27. PelweHune o rocyqapCTBEHHON perMcTpaumnm fnekapCTBEHHOMo npenapaTa

WNHdopmauusi 06 usmeHeHusX:

@edepasibHbiM _3aKkoHoM om 22 Oekabps 2014 2. N 429-®3 e yacmb 1 cmambu 27
Hacmosiweao ®edeparsibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouue 8 cuiy ¢ 1 utons
2015 e.

CM. mekcm Yacmu 8 npedbidyweu pedakuuu

1. B Ccpok, He npeBbllWaoWmnn aecatn pabounx gHEeNn CO OHS MONYYEeHUs 3aKoYeHNI
KOMMCCUM SKCMEpPTOB MO pesyrbTaTaM 3KCMNepTu3bl KayecTBa feKapCTBEHHOro cpeacTtsa u
9KCNepTU3bl OTHOLLUEHUSA OXMOAEMOW MOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
neKapCTBEHHOro npenaparta, COOTBETCTBYIOLNMN YNONMHOMOYEHHbIN bedepanbHbI  OpraH
NCMNOMHUTENBHON BNacTu:

1) pa3mellaeT Ha cBOeM odumumnanbHOM canTe B ceTu "VIHTepHeT" cooTBeTCTBYyHOLME
3aKMYEHNST KOMUCCUM  IKCNEPTOB WM  OCYLLECTBNSIET WX OUEHKY Ans  onpeneneHus
COOTBETCTBUSA 3a[aH1I0 Ha NpOBeAEHNEe 3TUX IKCNEepTUs;

2) NpMHMMaEeT peLLeHne O rocy4apCTBEHHON perncTpaunm nekapCTBEHHOMo npenapara
nnun o6 oTkase B rocyaapCTBEHHON perncTpaLmm nekapcTBEHHOro npenapaTa;

3) BHOCUT Npu NPUHATUM PELLUEHMSI O TOCYAApPCTBEHHOW perncrpaumm nekapcTBEHHOro
npenapaTta [aHHble O 3aperncTpMpoBaHHOM JleKapCTBEHHOM npenapaTte, B TOM 4ucne o
dapmaueBTUYeCKON CybCTaHUUK, BXOASLEN B COCTaB JleKapCTBEHHOro npenapaTa, B
rocyapCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPEeACTB U BblAaeT 3adBUTENIO perncTpaumoHHoe
yAOCTOBEPEHME  NEKAapCTBEHHOro  npenaparta, dopmMa  KOTOpPoro  yTBep)paeTtcs
YrNONIHOMOYEHHbIM  dpefilepalibHbIM  OpraHOM  UCMOSIHUTENbHOM  BRNacTW, CorflacoBaHHble
HOPMAaTMBHYK [OOKYMEHTaUM, HOPMATUBHBIA [OKYMEHT, WHCTPYKUMIO MO MNPUMEHEHUIO
NeKapCTBEHHOrO npenapaTta U MakeTbl NEPBUYHON YNAKOBKN U BTOPUYHOM (NOTPebUTENHLCKON)
YNaKoOBKN C yKazaHWEM Ha HUX HOMepa PErmcTpaumoHHOro yaOCTOBEPEHUSA NEKAPCTBEHHOMO
npenapaTa n gatbl ero rocyaapCTBEHHOW perncTpauun nnm B criydae nNpuHATUSA pewleHnsa ob
OTKa3e B rOCyJapCTBEHHOW perncrpaumm mnekapCTBEHHOro npenapata yBeaoMNsdeT B
NMCbMEHHOW (hbopme 3aaBuTenst 06 3TOM C yKasaHMeM NPUYMH Takoro oTkasa. 3a Bblgady
perncTpaunoHHoOro YAOCTOBEPEHUS neKapCcTBEHHOro npenapaTta B3nMaeTcs
rocygapcTtBeHHasi MoLwnMHa B COOTBETCTBUM C 3akoHodaTernbcTBoMm Poccuickon degepauyunm
O Harnorax u cbopax.

WHdopmaumsa 06 nameHeHusix:

QedeparnbHbiM _3akoHom om 11 okmsbps 2010 e. N 271-®3 e yacmb 2 cmambu 27
Hacmosiweao PedeparibHO20 3aKOHa 8HECEHbI U3MEHEHUS
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CMm. mekcm Yacmu 8 npedbldyuwel pedakyuu
2. OcHoBaHveM [ns oOTKasa B rocygapCTBEHHOW perncrpauum fnekapCTBEHHOro
npenapaTta SBMSETCA pelleHne COOTBETCTBYIOWEro YNONHOMOYEHHOro dedepansbHOro
opraHa WCMOMHUTENbHOW BracTM O TOM, YTO KayecTBO M (Mnn) 3PFPEKTUBHOCTb
perncTpmpyemMoro rekapCTBEHHOro npenapara He NoATBepXAeHbl MOofyYeHHbIMU JaHHbIMU
WKW YTO PUCK NPUYMHEHUNA Bpeda 300POBbI YerioBeKa WNK XXMBOTHOMO BCneacTeue npuema
neKkapCTBEHHOro npenaparta npesbilwaeT 3PPEKTUBHOCTb €ro NMPUMEHEHUS.

MHdopmaumsa 06 n3MeHeHUsIX:

QedeparsibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-O®3 yacmb 3 cmambu 27
Hacmosiueao ®edepasibHO20 3aKOHa U3/I0XeHa 8 HO80U pedaKyuu, scmyrnarouwel 8 cuniy ¢
1 urons 2015 a.

CMm. mekcm Yacmu 8 npedbldyuwiel pedakyuu
3. MNMoBTOpHOE NpeacTaBrieHne B COOTBETCTBYHOLLMA YNOSTHOMOYEHHbIN doeaepanbHbIn

opraH UCNoJSTHUTENbHOW BNacTy NeKkapCTBEHHOro npenapara, B OTHOLLEHMM KOTOPOro Nosny4yeH
OTKa3 B rocyaapCTBEHHOW perucTpaumm n KoTopbl BNOCNEACTBUN NOABEPICA U3MEHEHUO B
yacTu ero cocTaBa, paccmaTpuBaeTCsl Kak MpeacTaBrieHne HOBOro JieKapCTBEHHOro
npenapata Ha ero rocydapCTBEHHYK perucTpaumio Hes3aBUCMMO OT COXpPaHEeHUsa ero
NepBUYHOrO HaMMEeHOBaHUS.

FAPAHT:

CM. KOMMeHTapuu k ctaTtbe 27 HacTosilero PenepanbHOro 3akoHa

WHdopmaumsa 06 nameHeHusix:

Q®edeparnbHbiM _3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 Hacmoswul ®edeparibHbil
3aKoH OoriosiIHeH cmameeu 27.1, ecmynarouweu 8 cuny ¢ 1 uronsa 2015 a.

Cratba 27.1. [lopsagok onpefeneHns B3aMMO3aMEHSEMOCTU  FIEKapCTBEHHbIX

npenapaToB 419 MeAULUMHCKOro NpUMeHeHus

1. B3aMmMo3aMeHAeMOCTb  NleKapCTBEHHbIX MpenapaTtoB And  MeOuUMHCKOro
NPUMEHEHNsT onpefensieTcs B Nopsake, yctaHoBneHHoM [lpaButenbctBom Poccuinckon
depnepaLmm, Ha OCHOBaHUN CriedyoLWMX NapameTpoB:

1) 9KkBMBaNEeHTHoCTb (ana OGuoaHanoroBbix (6MONOAOGHbLIX)  NEeKapCTBEHHbIX
npenapaTtoB (6uMoaHanoroB) - COMOCTaBUMMOCTb) Ka4eCTBEHHbIX W  KONMYECTBEHHbIX
XapakTepUCTMK apMaueBTUYECKNX CybCTaHUuMM  (MCNOMb30BaHWE pPasfnU4YHbIX  COMEMN,
3(pMpoB, KOMMNIIEKCOB, N30MEPOB, KPUCTANINYECKUX hopM U APYrnx NpOn3BOAHbLIX OAHOro U
TOro e [ENCTBYIOLLEro BeLLeCTBa He ABMNSETCA NpenaTcTBMEM AN B3aMMO3aMEHAEMOCTU
NeKkapCTBEHHbIX MpenapaTtos, ecrniv nNpu npoBedeHuMn uccrnefoBaHna GMO3KBMBANIEHTHOCTU
NlekapCTBEHHOro NpenapaTa unu B criydae HeBO3MOXHOCTM NPOBEAEHNS 3TOrO UCCrneaoBaHus
npy NpoBeAEeHUN UCCrefOoBaHUA TepaneBTUYECKOW JKBMBAIIEHTHOCTM EeKapCTBEHHOro
npenapaTta [oKaszaHO OTCYTCTBME KIIMHUYECKM 3HAYUMbIX Pasnuyumi apMakoKMHETUKN W
(vnn) GesonacHocTn M 3GPEEKTUBHOCTU NEKapCTBEHHOrO npenapata Aand MeauuMHCKOro
NpUMEHEHNS);

2) 3KBMBANEHTHOCTb JfiekapCTBEHHOW POpMbI (MO IKBMBANEHTHBIMWU NeKapCTBEHHbIMU
dopMamMn MOHMMAIOTCA pasHble NEeKapCTBEHHblE (HOPMbI, UMELWMEe OLMHaKoBble Cnocob
BBeZeHua 1 cnocob npumeHeHunda, obnagatoime cornoctaBUMbIMU (PapMakOKUHETUYECKUMU
Xapaktepuctmkamm 1M papMakonormdeckum  genctemem 1 obecneymBarolime  Takke
AOCTMXKEHNE HeobXOAMMOro KIMHMYECKOro adpdpekta. Pasnuuma nekapcTBEHHbIX OOpM He
ABNAOTCA MNpenaTcTBMEM ANA  MX  B3aMMO3aMEHSeMOCTW, €eCnv  Npu  NpoBeaeHUn
nccnegoBaHMst  OMOSKBUBANEHTHOCTW  NEKapCTBEHHOro npenapata  wunv B criydae
HEBO3MOXXHOCTW NpPOBEAEeHUs JTOro UccnegoBaHuss Npu  NpOBEeAEHMM  UCCnefoBaHWUS
TepaneBTUYECKON SKBUBANIEHTHOCTW JieKapCTBEHHOro rMpenapaTta [JokKas3aHo OTCyTCTBUe
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KMMHUYECKM  3HAUYMMbIX  PasnuuuMin  apMakokMHETUKM U (unn) 6GesonacHoCcTn U
3 heKTMBHOCTUN NEKapCTBEHHOO NpenapaTa Anst MeAULMHCKOTO NMPUMEHEHWS);

3) 3KBMBANEHTHOCTb MM COMOCTaBMMOCTb COCTaBa BCrOMOraTeSibHbIX BELLECTB
NeKapCcTBEHHOro npenapata Ans  MeAWLMHCKOro  NpuMMeHeHusi (pasnuuusi  cocTaBa
BCMoMoraTerbHbIX BELLECTB fleKapCTBEHHOro npenapaTa ans MeauuUmMHCKOro NpUMeEHeHNs He
SIBMAOTCS  NPensTCTBMEM Ansi  MX B3aMMO3aMEHSIEMOCTM, €Cnu  Mnpu  NpOBeAeHUn
nccnenoBaHMs OMOIKBMBANEHTHOCTW JleKapCTBEHHOro npenapata  Ans  MeAMLUHCKOro
NPUMEHEHUST WM B Crydae HEeBO3MOXHOCTU TMPOBEAEHWUsI 3TOrO0 UCCreaoBaHust MNpu
npoBeaeHNn UccrneqoBaHNsl TepaneBTUYECKON SKBMBANEHTHOCTUN NEKAapCTBEHHOMO Npenapara
ANS MEQUUMHCKOTO MPUMEHEHWUs] OOoKa3aHO OTCYTCTBME KIMHWYECKM 3HAYUMMbIX Pasnnyuni
dapMakoknuHeTukn 1 (unn) 6eaonacHocTn 1 acbdeKTUBHOCTM NEeKapCTBEHHOrO Npenapara ans
MEeONLMHCKOro npumeHeHus. Mpy 3TOM pasnuymMsi cocTaBa BCMOMOraTesibHbIX BELLEeCTB He
[OMKHbI MPUBOAUTL K PUCKY BO3HUMKHOBEHUS CEPbE3HbIX HeXenaTernbHbIX peakuui y
oTAenNbHbIX rPynn NaunMeHTOB UM MOBLILLEHNS YACTOTbl X BO3HUKHOBEHUS);

4) ngeHTMYHOCTb crnocoba BBeAEHMS 1 NPUMEHEHNS;

5) oTCcyTCTBME KIMHMYECKM 3HAYMMbIX PasnMuyMin Npu NPOBEAEHUWN WCCIeA0BaHUS
OWO3KBMBANEHTHOCTM  IEKAPCTBEHHOrO Mpenapata WAM B Clyd4ae HEBO3MOXXHOCTWU
NpoBefeHNs 3TOro UCCrneoBaHNsi OTCYTCTBUE KITMHUYECKM 3HAYMMbIX pasnuyunii nokasaTtenen
G6esonacHocTM U 3(EKTUBHOCTM  NEeKapCTBEHHOrO npenapata npu  NpOBEAEHUU
nccneaoBaHus TepaneBTUYECKON 3KBMBANEHTHOCTWU. [aHHbIi napaMeTp He NpUMeHsieTcs B
OTHOLLIEHUM BOCMPOU3BEAEHHbIX NEKAPCTBEHHbIX NPenapaToB, yka3aHHbIX B Yacti 10 craTtby

18 Hactosiwero PepepanbHOro 3akoHa. B oTHoweHun 6GuoaHanoroBbix (61MonogoOHbIX)
neKkapcTBEHHbIX npenapaToB (bnoaHanoros) AaHHble 06 OTCYTCTBUWM KITMHUYECKN 3HAYUMbIX
pas3nuuun 6e3onacHoOCTU, IPPEKTUBHOCTU U UMMYHOrE€HHOCTU fEeKapCTBEHHOro npenapara
no pesynbTatam MpoBeAeHUs KIUHUYECKUX WUCCedoBaHUA NpefoCTaBnAlTCsa B MOpsAKe,
YCTaHOBJIEHHOM HACTOSILLEN YaCTbIO;

6) CoOTBETCTBME MPOM3BOAUTENSA  JFIEKAPCTBEHHOrO  cpeactBa  TpeboBaHWUSAM
HaZnexatlen npon3BoaCTBEHHOW NPAKTUKN.

2. CpaBHeHMe napamMeTpoB perncTpypyemMblX neKapCTBEHHbIX npenapaTtoB Ans
MEAMUNHCKOrO  MPUMEHEHUS1  OCYLLECTBNSIETCA  KOMWUCCUEWN  IKCMEPTOB  SKCMEPTHOrO
yupexgeHus rnpv npoBeAeHnn aKCnepTuU3bl TakuxX NekapcTBEHHbIX NpenapaToB B npouecce ux
rocyJapCTBeHHOM pernctpaumn. BbiBogbl 93KCNEepToB O B3aMMO3aMEHSIEMOCTU UMK
HEeB3aMMO3aMEHSIEMOCTM JIEKApPCTBEHHbIX MNpenapaToB ANs MEeAUUMHCKOro MpUMEHEHUS,
cAenaHHble B pes3ynbTaTe 3TOr0 CpaBHEHUs, OMOpPMAATCA B BUAE NPUIOXKEHUA K
3aKIOYEHNIO  3KCNepToB Mo  dopMe, YTBEPXOEHHOM YMNONMHOMOYEHHLIM doeaeparnbHbIM
OpraHoOM UCMONHUTENbHOW BriacTu.

3. [llonoxeHuss HacTosLLEWn cCTaTbW HE pPacnpoCTPaHSATCA Ha pedepeHTHbIe
neKapCcTBEHHblE npenapaTbl, JIeKapCTBEHHbIE pacTUTENbHbIE NpenapaTbl, romeonaTuyeckme
nekapCcTBeHHble npenapaTtbl M JfeKapCTBEHHble MpenapaThl, KOTOpble pa3pelleHbl Angd
MeanUUHCKOro npumeHeHnsa B Poccunckon degepaumnm bonee asaguaTtn neT n B OTHOLLIEHUN
KOTOpPbIX HEBO3MOXXHO NPOBEAEHME NCCIea0BaHUSA X OUOSKBMBANEHTHOCTH.

FTAPAHT:

CMm. KommeHTapuu K ctaTbe 27.1 HacTosiwero ®egepanbHOro 3akoHa

CraTtbAa 28. PerncrpaumoHHOe yooCTOBEPEHUNE NIEKAPCTBEHHOrO NpenapaTta

1. PerucrpaumoHHoe yOOoCTOBEPEHME JIeKapCTBEHHOro rpenaparta C YyKa3aHuem
NeKapCcTBEHHbIX (OPM U OO03NPOBOK  BbldaetTcd  6eccpoyHO, 3a  UCKMYEHUEM
perncTpaunoHHOro yaAoCTOBEPEHUS JleKapCTBEHHOro npenapara, BbldaBaeMoro CO CpPOKOM
AencTemMs nATb  NeT, Ha BrepBble peructpupyemble B Poccuiickon ®egepauum
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nexkapCTBEHHbIE NpenaparTbl.

2. lo ucrtevyeHun ykasaHHoro B 4actu 1 HacTosWwen cTaTbW CpoKa BbloaeTcs
BGeccpoyHoe perMcTpaumMoHHOe YAOCTOBEPEHME IeKapCTBEHHOro npenapaTta npwu ycnosum
NoaTBEPXAEHNSA €ro rocyJapCTBEHHOM pernctpaummn.

WHdopmauusi 06 nsmeHeHusX:

@edepalibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambs 28 Hacmosiueao
®edeparbHo20 3aKoHa dornosiHeHa Yacmbto 3, ecmynarowed 8 cuny ¢ 1 urnsa 2015 a.

3. B cnyvyae BHeceHus B cooTtBeTcTBUM co crateamu 30 m 31 Hactoswero
depgepanbHOro 3akoHa W3MEHEeHUMA B COAep)Xaluecsa B PerMcrtpauyMoHHOM [OOCbe Ha
3aperMcTpuUpoOBaHHbIN NIEKAPCTBEHHbBIN MNpenapaT AOKYMEHTbI, 3aTparMBarliMx CBeOeHUs,
OTPaXXeHHble B  PEerucTpaumMoHHOM  YAOCTOBEPEHMM  NEeKApCTBEHHOro  npenapara,
YNOSTHOMOYEHHbIN  dpefiepanbHbli - OpraH  UCMOMHUTENbHOW  BracTM  BbldaeT HOBOE
perncTpaumoHHoe yooCTOBepeHue NekapCTBEHHOro npenapara, cogepallee BHECEeHHble B
HEro N3MeHeHus.

WHdopmauusi 06 nsmeHeHusix:

@edepasnibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 28 Hacmosiueao
®edeparnbHo20 3aKoHa dornosiHeHa Yacmbto 4, ecmynarowed 8 cuny ¢ 1 uronsa 2015 a.

4. B cnyyae yTpaTtbl WNXU MOBPEXOEHUS PErncTpauuMoHHOro YOOCTOBEpEeHUus
NIEKapCTBEHHOrO npenapata nNo 3asiBMIEHWI0 B NUCbMEHHOW dopMe Aepxatens wunu
Bnagenbua pPerucTpauMoOHHOrO  yOOCTOBEPEHUs  fIeKapCTBEHHOro  npenapata  vnu
YNONTHOMOYEHHOIO MMM OpYroro  lpuMaMdeckoro nuua o  Bblgade  gybnukara
PErNCTPALMOHHOIO  yOOCTOBEPEHUS  IeKapCTBEHHOro  npenapata  YNOJIHOMOYEHHbI
deaepanbHbI OpraH UCMONHUTENbHOW BNacTM B CPOK, HE MPEBbIIAKLWMIA OeCATN paboumx
OHEN CO OHSA NOCTYMNNeHUs 3asiBreHust, BbliagaeT gybnukat permctpaumMoHHOro YaA0CTOBEPEHMS
NeKapCTBEHHOro npenapata. 3a Bblgadyy Aybnukata perncTpaumoHHOro YAOCTOBEPEHMS
NeKapCTBEHHOro npenapaTta B3UMaeTCsl roCyaapCTBEHHasi MOWMHA B COOTBETCTBUM C
3akoHopartenscrsom Poccunckon degepaumm o Hanorax n cbopax.

FAPAHT:

CM. KOMMeHTapum K ctaTbe 28 HacToswwero deaepanbHOro 3akoHa

MHdopmaLums 06 M3MeHeHUsIX:

DedepasibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambs 29 Hacmosiueao
®edepanibHO20 3aKOHa U3/I0XKeHa 8 HoBoU pedakuyuu, scmynarwuwel 8 curny ¢ 1 sHeaps
2017 a.

CM. mekcm cmambu 8 npedbldyuwiel pedakyuu

Cratba 29. [loaTtBepxaeHue rocygapCTBEHHOW pernctpauun nekapcTBeHHOro

npenapaTta

1. TlNNoateBepxgeHue rocygapCTBEHHOW pernctpauun fekapcTBEeHHOro npenaparta
oCywlecTBndeTca npu  Bblgade  GECCPOYHOro  PErmcTpaumMoOHHOrO  YAOCTOBEpPEHMS
NneKapCTBEHHOro npenapaTta B Cryvae, yka3aHHOM B 4actu 2 cTatbl 28 HaCTOALWEro
depgepanbHOro 3akoHa, B CPOK, HE MpPEBbIAKWMIA LWEeCTNAecATn paboymx OHEW CO OHSA
NoSTy4eHUs COOTBETCTBYIOLIUM YNOMHOMOYEHHbIM dhefeparnbHbiM OpraHoM UCNOSTHUTENBHOWN
BNacTu 3asiBfieHMss O NOATBEPXAEHUN TOCYyAapCTBEHHOW perucTpaumMm neKapCTBEHHOroO
npenapaTta. He ocywecTBngeTca MNOATBEPXOEHME TrOCydapCTBEHHOW perucTpauMm B
OTHOLLEHMM NEKApPCTBEHHOrO npenapaTa, He HaxoauBllerocs B obpauweHun B Poccuinckon
depnepauunm B TeyeHne Tpex n bonee neT, a Takke B OTHOLLIEHMM NEKAPCTBEHHOIO CPeacTea,
NPOU3BEOEHHOIO C HapyweHueMm TpeboBaHUs, YCTAHOBNEHHOro 4actbko 3.7 cratbn 71

HacTosero ®efepanbHOro 3akoHa.
2. 3asiBneHMe O MNOATBEPXKAEHWM TOCYyAapCTBEHHOW perncTpaumMm nekapcTBEHHOro
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npenapaTta npeacTaBnseTcss B COOTBETCTBYHOLLMA YNOSTHOMOYEHHbIN drefeparnbHbld opraH
MCNONMHUTENBHOM BlacTM He paHee 4YeM 3a CTO BOCEeMbOECAT OHeN A0 UCTeYeHUs Cpoka
AEeNCTBUS perMcTpaumoHHOro yaooCToBEpPEHNS fiekapCTBEHHOrO npenapara.

3. [lloaTtBepxaeHne rocydapCTBEHHOM perncrpauum nekapCTBEHHOro npenapaTta
OCyLWecTBNAeTCa Mo pes3yrbTaTaM 3KCMNepTU3bl OTHOLWIEHUS OXuAaemMou nosib3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUA NeKapCTBEHHOro npenapata Ha OCHOBaHUMM pesyribTaToB
MOHUTOPUHra 3PEKTUBHOCTM M 6E30MacHOCTN NekapCTBEHHOro npenapaTta, NpPOBOAMMOIO
aepxartenem uwnu - BnagenbuemM  perucTpaumoHHOro  yOoOCTOBEPEHUS  fieKapCTBEHHOro
npenapaTta NM60 yNnONHOMOYEHHbIM UMUK IOPUONYECKAM NINLIOM, a TakkKe COOTBETCTBYHOLLMM
YNOMHOMOYEHHbIM (peaepanbHbiM OpPraHOM WUCMOMHUTENBHOM BNacTu B COOTBETCTBUM C
TpeboBaHuaMU ctatbm 64 HacTosawero PegepanbHOro 3akoHa.

4. K 3aaBneHnio 0 NOATBEPXOEHUUN FOCYLAaPCTBEHHOW perncTpaummn rnekapcTtBeHHOro
npenapata npunaralwTca  OOKYMEHTbl,  cofepXawue  pesynbTtatbl  MOHUTOPUHra
3ppekTMBHOCTN 1 6e30MacHOCTN NeKkapCTBEHHOro npenaparta, NpPOBOAMMOrO AepxaTtenem
UNn BRagenbuemM pPerncTpauuoHHOro YAOCTOBEPEHUS NEKapCTBEHHOro npenapata nmbo
YMNOMHOMOYEHHbIM UMW KOPUANYECKUM NNLOM, NO popMe, YTBEPXKOEHHOW COOTBETCTBYIOLLMM
YMNOSTHOMOYEHHbIM (hbefeparnbHbiIM OpraHoM WCMOMHUTENbHOM BIacTW; KOMUA NUUEH3UMU Ha
NPOM3BOACTBO FEKAPCTBEHHbIX CPeaCTB MMM KOMUSA  3aKMlYeHUss O COOTBETCTBUMU
NpoM3BOOMTENS  JIEKApPCTBEHHbIX  CpeacTtB  TpeboBaHWsIM  MpaBun  Hagnexaiiemn
NPOM3BOACTBEHHON MNPAKTUKW, BblAAHHbIE YMNOMHOMOYEHHbIM (hbedepanbHbIM  OpraHoM
WCMOMNHUTENbHOW BNacTn, B Cliydyae, €ecnv MNpPOM3BOACTBO JleKapCTBEHHOro rnpenapara
ocywectBngetca B Poccuiickon ®Pepepauumn, nubo Konus BblAaHHOW YNOSTHOMOYEHHbLIM
OpraHoM CTpaHbl NPOU3BOAUTENS NULEH3UM Ha NPOU3BOACTBO fIEKapCTBEHHOro npenapaTta u
ee rnepeBo Ha PYCCKUN A3bIK, 3aBepPEeHHbIE B YCTAHOBMEHHOM MOPSAKE, N KOMUS 3aKIMoYeHns
O COOTBETCTBMM NPOU3BOAUTENS  JEKApPCTBEHHbIX CpPeAcTB TpeboBaHWAM  MpaBun
Hagnexawen npousBOACTBEHHOM MPaKTUKW, BbIJAHHOMO YMNOSIHOMOYEHHbIM deneparnbHbIM
OpraHoOM UCMOJSIHUTENbHOW BracTu, B crny4ae, ecnv NPOU3BOACTBO JleKapCTBEHHOro
npenapaTta ocyuwecTensietca 3a npegenamum Poccuickon ®epepaumn. B oTHOwweHMN
NeKapCTBEHHbIX  MpenapatoB  ANA  BETEPUHAPHOro  NPUMEHEHUA  OOMNOJSTHUTENbHO
npeacTaBnATCA OAOKYMEHThI, Yka3aHHble B nognyHkrax "a", "6", "k", "n" nyHkra 4 yactn 3

ctatbu 17 HacTosiwero PegepanbHOro 3akoHa. B oTHOWEHMM BUONOrnMYecknx NekapCTBEHHbIX
npenapaToB 3asiBUTENb [OOMOMHUTENbHO MpeAcTaBnseT pe3ynbTaTbhl  OCYLWECTBIEHUS
MEpoOnpuATMA B COOTBETCTBUM C NfIaHOM  YMpaBfeHUs  puckamu, YTBEPXAEHHbIM
YNONIHOMOYEHHbIM (hbeaepanbHbiM OpraHOM MCMOSTHUTENBHOW BRacTU NPU OCYLLECTBEHUN
rocygapCTBEHHOM  peructpaumm  nekapctBeHHoro npenapata. C  3aaBneHnem o
NoATBEPXAEHUN TOCYyOapCTBEHHOW perucTpauum nekapcTBEHHOro npenapata  3asBUTENb
npeacTaBnsAeT KOMMo AOKyMEHTa, NOATBEPXKAALWEro ynnaTty rocyaapCTBEHHOW NOLIMMHBI 3a
noaTBEPXAEHNE rOCYAapCTBEHHOW perncTpaumm nekapcTBeHHOro npenapara, nnmbo Bnpase
npeactaBuTb  No  COGCTBEHHOW  MHMUMATMBE  YKa3aHHbI  JOKyMeHT. B cnyvae
HenpeaCcTaBNeHNs  yKa3aHHOro AOKYMEHTa  YMNONHOMOYEHHbIM  deadeparnbHblii  opraH
MCNONMHUTENBHOM BNAcT1 NpoBepsieT (hakT ynnaTtbl rocyaapCTBEHHOW MOLUSIMHbI 3agBUTENEM
NocpeacTBOM  UCMONb30BaHMUS  UMHGoOpMauun o6 ynnate rocygapCTBEHHOW MOLUMWHBI,
cogepxawenca B [ocygapCTBEHHOW WMH(OPMALMOHHONW CUCTEME O TrOCYOapCTBEHHbBIX W
MYHUUMNANbHbIX MNraTeXxax, Ha OCHOBaHMM NpPeacTaBfiEHHOM 3asBUTENEM KOMUU AOKYMEHTA,
noATBEpXAatoLLero ynnaTty rocyaapCTBEHHON NOLUSNHBI.

5. B TedeHne gecatn pabounmx gHEN CO OHSA NPUHATUNA 3asiBIIEHUSI O NOATBEPXOEHUM
rocy4apCTBEHHON perncTpaumm nekapCcTBEHHOro npenapata M AOKYMEHTOB, COAEpXallmx
pe3ynbTaTbl MOHUTOPUHra 3PPEKTUBHOCTU M Be30MacHOCTU NEeKapCTBEHHOro npenapara,
NpoOBOAMMOrO  AepXxaTtenem unv  BRagenbueM  pPerncTpauuoHHOro  yaoCTOBEPEHUS
nekapcTBeHHoro npenapata /nnMB0  YNONIHOMOYEHHBIM UMW  IOPUAMYECKMM  JIALIOM,



YNOSTHOMOYEHHbIN (beeparibHbIN OpraH UCNONHUTENBHOM BNAaCTU:

1) NpoBOAWUT NpPOBEPKY MOSIHOTLlI CBEAEHUN, coAepXalmxcsa B MNpencTaBreHHbIX
3asBUTENEM LOKYMEHTaX;

2) NpUHUMaeT pelleHne O npoBedeHUn unu ob OoTkase B NPOBEAEHUU SKCMEepPTU3bl
OTHOLWLEHUS OXMAAeMOM Mofib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS neKapCTBEHHOro
npenapata Ha OCHOBaHMM pPe3ynbTaTOB MOHUTOPUHra addekTuBHOCTM U BesonacHoOCTU
nekapcTBEeHHOro npenaparTa, NpoBOAUMOrO aepxartenem nnm BnagenbLuem
perncTpaumoHHOro yaqocToBepeHns fiekapCTBEHHOro npenapaTa nMbo ynosHOMOYEHHbIM MU
opuanyecknm nuuoM, a Takke denepanbHbiM  OpraHoM WUCMOMHUTESNIbHOW Bnactu B
cooTBeTCTBUM C TpeboBaHMaMU cTaTbu 64 HacToswero eaepanbHOro 3akoHa;

3) yBedoMmnsieT B O3rfEeKTPOHHOW dopMe WM MUCbMEHHOW (popme 3aaBuTend U
9KCMepTHOE yypexaeHue o NPUHATOM peLleHun IMbo B criyvyae NpUHATUS pelleHnsa ob oTkase
B MPOBEeAEHUN SKCNEePTU3bl yKasbiBaeT NPUYNHBI TAKOro OTKasa.

6. B cnyyae BbiiBfieHUs1 HEAOCTOBEPHOCTU U (MNKM) HEQOCTATOYHOCTU MHGOPMaLMMK,
cogepxawenca B MNpPeAcTaBrieHHbIX — 3adBuTeneM  [JOKYMEHTax,  YNOSIHOMOYEHHbIN
deaepanbHbii - OpraH  UCMOMHUTENBHOW BNacTM HanpaenseT 3asiBUTEN0 3anpoc 06
YTOYHEHUM YyKa3aHHOW uWHGopMaumuM. 3anpoc YNoSIHOMOYEHHOro denepansHOro opraHa
MCNONMHUTENBHOM BractM MoxeT OblTb nepedaH YNOMHOMOYEHHOMY MpeAcTaBUTENIO
3asBUTENS JIMYHO MO pacnucKy, HanpaefeH Mo novte 3aka3HbiM NMUCbMOM WU nepenaH B
9NEKTPOHHON (popMe Mo TenekoOMMYHMKAUWOHHBbIM KaHanam cBs3u. B cnyvae HanpaBneHus
3anpoca YNosrIHOMOYEHHOro eaepanbHOro opraHa WCMOMHUTENBHOW BrlacTM MO rno4yTe
3aKkasHbiIM MUCbLMOM OH CYUTAEeTCA MOflydeHHbIM MO WUCTEYEeHUU LWeCTU OHeWn C [aTthbl
HanpaBneHns 3aKka3Horo NUcbMa.

7. 3agaButenb o06s3aH npeacTaBuTb OTBET Ha  3anpoc  YNOSIHOMOYEHHOro
defiepanbHOro opraHa MCMOMHUTENBbHOM BfacTuU B CPOK, He MpeBblllalowunn OeBsHOCTa
pabounx AHen co AHA ero nosnydeHusi. Cpok, ykasaHHbIA B 4acTu 5 HacCTOSLEN CTaTbW,
npuocTaHaBnMBaeTCs CO [OHSA HanpaBfeHus 3asBUTEN0 3anpoca  YNOfIHOMOYEHHOro
drefeparnbHOro opraHa UCMOSTHUTENbHOW BlacTM A0 AHS MOMy4YeHUs UM COOTBETCTBYHOLLEro
OTBETA W HEe Y4YUTbIBAEeTCA NPU WCHUCIEHUW CpPOKa NOLTBEPXOEHUS rocyaapCTBEHHOW
perncTpaunmn nekapCTBEHHOro npenapara.

8. OcHoBaHveM Ana OTKasa B NPOBELEHUUN SKCMNEepTU3bl OTHOLUEHUS OXuoaemoWn
Nnonb3bl K BO3MOXHOMY PUCKY TMPUMEHEHUS NeKapCTBEHHOro npenapata SABnseTcH
npegcraBneHne [LOKYMEHTOB, coAepXalwumx pesyrnbTaTbl MOHUTOPUHra 3(EKTUBHOCTN W
6e30nacHOCTM NeKapCTBEHHOro npenaparta, W (UnM) B OTHOWEHUM BUONOrMYecKnx
neKapCTBEHHbIX NpenapaToB pe3ynbTaToB OCYLIECTBEHUA MepPOnpuUATUN B COOTBETCTBUMU C
NNaHOM YrpaBSieHUs pUCKaMW, YTBEPXOEHHbIM YMOMHOMOYEHHbIM beaeparnbHbIM OpraHoM
WUCMOMHUTENbHOW  BflacTM  NpW  OCYLLECTBIIEHUN  TOCYAAapCTBEHHOMW  perncrpaumm
NeKkapCcTBEHHOro  npenapaTta, B  HenofHoM obbeme, OTCYTCTBME  UHOpMaLumu,
nogTeepxgawowen d¢akt ynnaTtbl rocygapCTBEHHOW MOWSIMHbI 32  NOATBEPXAeHue
rocyfapCTBEHHOW perncrpauumn nekapCTBEHHOro npenapaTta, nNubo HenpeacTasBneHue
3asiBUTENEM B YCTaAHOBIIEHHbIN CPOK OTBETA Ha yKasaHHbIN B 4aCTW 6 HacTosAWen CcTaTbu
3anpoc YMNOfHOMOYEHHOro defeparibHOro opraHa WCNONHUTENBHOW BMacTn, a Takxke
OTCYTCTBME B YKa3aHHbIX JOKYMEHTax nHopMaumm, Kotopasa AOSPKHA OblTb B HUX OTpaXkeHa.

9. 3kcnepTusa OTHOLWIEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSN
neKkapCTBEHHOro nmnpenapaTta B Uensx MOATBEPXAEeHUS rocydapCTBEHHOW perucTpaumm
nekapCcTBEHHOro npenapara NpoBOAUTCA KOMUCCUEN SKCMEPTOB SKCMEPTHOMO yyYpexaeHus B
CPOK, HE MPEBbILLAKLLMIA COpoKa paboynx gHeNn.

10. B cnyyae HegoctaTOMHOCTW MpeACTaBrfieHHbIX 3KCMepTy MaTepuarnoB ANA fayu
3aKNYeHnss  aKcnepT obpawaetca K PyKOBOOUTENHO  3KCMEPTHOrO  yypexaeHus o
npegocTaBneHnn emy HeobxoguMblx maTepuanos. PykoBoauTeNb 3KCNEPTHOrO ydpexaeHns



obpawaeTca C COOTBETCTBYHOLMM 3anpocoM B YMOSHOMOYEHHbLIN hbeaepanbHbI opraH
MCNONMHUTENBHOW BMNacTW, BblAaBLUMW 3aaHWe Ha npoBedeHue 3KCnepTusbl OTHOLUEHWUS
OXngaemonm Mnosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS NeKapCTBEHHOro npenaparta Ha
OCHOBaHWW [OOKyMeHTa, coAepxawero pesynbTatbl MOHUTOPUHIa 9EEKTUBHOCTU U
Ge3onacHOCTM nekapCcTBEHHOro npenapata. B TedeHve natm paboumx AHEW €O  OHSA
NOCTYNMEHNSA 3anpoca PyKoBOAUTENS 3KCMEPTHOro YYpexaeHUs yKasaHHbIn dpefeparibHbiv
opraH MCNOSIHUTENbHOW BfacTU HanpaenseT 3asBUTEmN0 3anpoc O npeacTaBfeHuun
HeobxoOMMbIX  MaTepuarnoB, KOTOpblM MOXeT ©OblTb nepedaH  YNOSIHOMOYEHHOMY
npeacraBuUTENIO 3asiBUTENA JIMYHO MO PacnMCKy, HamnpasfeH rno noyte 3akasHbiM MUCbMOM
UNn NnepefaH B 3NEKTPOHHON popMe No TeNeKOMMYHUKALUMOHHBIM KaHanam cesasn. B cnyyvae
HanpaBneHus 3anpoca YMNOSIHOMOYEHHOro hefepanbHOro opraHa MCNOSTHUTENBHOW BnacTtu
MO NoYTe 3akasHbIM MMCbMOM OH CYMTaEeTCs MOMYyYEHHbIM MO UCTEYEHUN LLeCTu OHen ¢ AaThl
HanpaBneHns 3aKka3Horo NUcbMa.

11. 3aasutenb o06a3aH npeacTaBuTb  OTBET Ha  3anpoc  YNOMHOMOYEHHOro
defiepanbHOro opraHa WUCMOMHUTENBHOW BracTuU B CPOK, He MpeBbllaloWwmi WeCcTuaecaTu
pabounx OHEN CO AHSA MOMyYeHUs yKasaHHOro 3anpoca. YMNONHOMOYEHHbIM deaepanbHbii
opraH UCNoJSTHUTENbHOM BNacTu, BblAaBLUUW 3alaHNe Ha NpoBefeHMe 3KCNepTU3bl OTHOLLEHUS
OXMOaeMoWn MNoMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWUS NEeKapCTBEHHOro npenaparta Ha
OCHOBaHWW [OKYMEHTa, cofepxalwlero pesynbTaTbl MOHUTOPUHra 3(PEEKTUBHOCTUN W
6Ge3onacHOCTM nekapCTBEHHOro npenapaTta, B TeyeHue nATM paboymx [OHen Cco [OHA
NOCTYNMEeHNs OT 3asiBUTens OTBEeTa Ha 3anpoc YMNOSIHOMOYEHHOro heaepanbHOro opraHa
MCNONMHUTENBHOM BNacTW HanpaeBndeT 3TOT OTBET B IKCMepTHoe ydypexaeHue. B cnydvae
HenpeacTaBneHnss MO MUCTEYEeHUW LecTMaecatn pabounx OHeW 3asBuTenemM OTBeTa Ha
YKa3aHHbIA 3anpoc YMNONHOMOYEHHbLIN doefepanbHbIi  OopraH  UCMOMHUTENbHOM BRacTw,
BblAaBLLUMA 3afaHuMe Ha npoBedeHuMe JKCMepTU3bl OTHOLIEHUA OXuUOAaeMOW Mofb3bl K
BO3MOXXHOMY PWUCKY MNPUMEHEHUS IeKapCTBEHHOro npenapata Ha OCHOBAHWW [OOKYMEHTA,
copgepXawiero pesynbtatbl MOHUTOPUHIa 3EKTUBHOCTM 1 6€30NacHOCTU NEKAaPCTBEHHOMO
npenapaTta, B TeyeHue nNATM paboymx [OHEW HanpasnseT B 3KCMepTHOe YyypexaeHue
yBeJOMIIeHNe O HenpeacTaBfeHun 3asiBUTerieM oTBeTa Ha 3anpoC YKas3aHHOro opraHa.
Bpema co [OHS HanpaeneHus 3anpoca 9SKCMEPTHOro YYpexaeHuss B YNOSITHOMOYEHHbIV
defepanbHbIii - OpraH  UCMNOSMHUTENBbHOM BRactTM A0 [OHS  MOMNyYeHUs  SKCNepTHbIM
yypexaeHmeM OTBeTa Ha 3anpoc Ui yBeAOMIIEHMS O HenpeacTaBfieHUn OTBETa Ha 3anpoc
He YYUTbIBAETCA NPU UCHUCIIEHUUN CpOKa NPoBefEeHUs] IKCNEepPTU3bl OTHOLUEHUS OXuaaemMoun
Nonb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS NeKapCTBEHHOro npernapata Ha OCHOBaHWUU
AOKYMEHTa, coaepxalwlero pesynbTaTbl MOHUTOPUHra 3dEKTUBHOCTM U 6Ge3onacHOCTU
nekapcTBEHHOro npenapara.

12. B cpok, He npeBbIWaLwmn ecsatn paboumx gHen Co AHS NONyYeHUsT 3aKnio4eHns
KOMUCCUM 3KCNEepTOB MO pesynbTaTtaM 3KCNepTusbl OTHOLIEHWA OXuaaemMon Monb3bl K
BO3MOXHOMY  PUCKY MPUMEHEHUS JIeKapCTBEHHOro npenaparta, COOTBETCTBYIOLLUN
YNOSTHOMOYEHHbIN doefiepanbHbI OpraH NCNOSTHUTESTbHOM BNACTH:

1) ocywecTBNAeT OUEHKY 3TOro 3aKkr4veHus Ons onpeferieHus ero COOTBETCTBUSA
3a[laHuIo Ha NpoBefeHne YKa3aHHOW 3KCnepTusbl;

2) nNpuHUMaeT pelleHne O MOATBEPXOEHUN T[OCYyAapCTBEHHOM perncrpauum
nekapcTBeHHOro npenapata wunu o6 oOTkase B NOATBEPXAEHUN rOCyoapCTBEHHOW
pernctpaumnmn fiekapCTBEHHOro Npenapara;

3) BHOCUT NpU NPUHATUM peELLEeHNa O NOATBEPXAEHUU roCyaapCTBEHHOW perncrpaumnm
neKapCTBEHHOro npenapaTta CBeJeHUs1 B rocyapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeacTB
W BblgaeT 3asBuTento 6HeccpoyHoe perncTpaumoHHoe YAOCTOBEPEHME JeKapCTBEHHOro
npenaparTa.

13. OcHoBaHMeM ans oTka3a B MNOATBEPXAEHUM TOCyAapCTBEHHOW perucTpaumm



neKapCTBEHHOro npenaparta 4BMdeTCs pelleHne COOTBETCTBYHOLLEro YNOSHOMOYEHHOro
drefeparnbHOro opraHa WCNOMHUTENBHOM BflaCTU O TOM, YTO PUCK MPUYUHEHWUS Bpeaa
3[0pOBbI0 YerioBeka WM XUBOTHOIO BCMeACTBME nNpuemMa JiekapCTBEHHOro npenapaTta
npesbiwaeT 3PPEKTUBHOCTb €ro NPUMEHEHUS.

14. B nepuog npoBedeHus npouenypbl MNOATBEPXOEHUS  rOCyAapCTBEHHOM
permcTpaunmn nekapCTBEHHOro npenaparta ero obpaweHne B Poccuiickon depepauum He
npuocTaHaBnnBaeTcs.

15. [onyckaetca obpauieHne neKkapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOro
NPUMEHEHUS 0O UCTEYEHNA CpOKa rOAHOCTU, NPOU3BEAEHHbLIX B Te4YeHMe CTa BOCbMUOECATH
KaneHdapHblXx OHeW nocrne fatbl MNPUHATUMS YNOSTHOMOYEHHbIM defepanbHbiM  OpraHoM
NCMOMNHUTENbHON BNacTW pelleHuUss O MOATBEPXOEeHUM ToCyfapCTBEHHOW peructpauuun, B
COOTBETCTBUKN C MH(pOpMaUMeEN, coaepXalenca B AOKYMeHTax perncTpaLmMoOHHOro oCbe Ha
neKapCTBEHHbIN npenapaT 40 AaTbl NPUHATUSA TaKOro peLLeHns.

FAPAHT:

CM. koMMeHTapuu K ctaTbe 29 HacToswero degepanbHOro 3akoHa

CraTtba 30. BHeceHMe M3MEHEHUN B AOKYMEHTbI, coaepKallunecs B permctTpaumoHHOM
[0Cbe Ha 3aperncTpmupoBaHHbIv NIEKAapCTBEHHbBIN NpenapaT Ans MeAnLMHCKOro
NPUMEHEHUS

WHdopmauusi 06 nsmeHeHusX:

@edepasibHbIM _3aKkoHoM om 22 Oekabps 2014 2. N 429-®3 (e pedakyuu PedepasibHo20
3akoHa om 13 uronisg 2015 2. N 241-®3) yacmb 1 cmambu 30 Hacmosuwe2o ®edepasribHO20
3aKoHa U3rioXXeHa 8 Hoeol pedakuuu, ecmynarowed 8 cusy ¢ 1 aHeaps 2017 a.

CmMm. mekcm Yacmu 8 npeodblidywieu pedakuuu

1. B uenax BHeCEeHUA U3MEHEHNN B AOKYMEHTbI, coaepXalinecss B permctpaumoHHOM
A0Cbe Ha 3aperncTpupoBaHHbIA NIEKApCTBEHHbBIN NpenapaTt Ana MegULMHCKOro NpUMEHEHNS,
aepxartenb Unu Bragenel, pernctpaumoHHOro yaoCTOBEpPEHUs fieKapCTBEHHOro npenapara
UM YrNnonHOMOYEHHOE MM [pyroe tpuagudeckoe nvuo (danee B HacTosien cratbe -
3asBUTENb) NpeacTtaBnsgeT B YNOMHOMOYEHHbIN denepanbHbid OpraH MCNONHUTENBbHOM
BNacTM 3asBfieHWe O BHECEHUMM TakMxX WU3MEeHeHWn no dopmMe, YCTaHOBMEHHOW
YNONIHOMOYEHHbIM (heaepanbHbIM OpraHOM UCNOSTHUTENBHOW BNACTU, Y NPUNOXEHHbIE K HEMY
M3MEHEHNS B YyKasaHHble [OKYMEHTbl, a TaKke [OOKyMeHTbl, noaTBepxaaroLune
HeoOXOANMOCTb BHECEHUSI Takux U3amMeHeHun. Npu HeobxoauMoCTn BHECEHUS N3MEHEHWUI B
AOKYMEHTbl PerncTpauuoHHOro AOoCbe Ha 3aperucTpupoBaHHbLIN FIEKapCTBEHHbIN npenapar,
TpebyroLmx NnpoBeAeHNS SKCNEPTU3bl KAa4YeCTBa NIEKAPCTBEHHbIX CPEACTB U (M) 3KCNepTuU3bl
OTHOLLEHUS OXMAAeMOM MOofib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS neKapCTBEHHOro
npenaparta ons MeOUUMHCKOrOo NMPUMEHEHUs, 3asBUTenb AOMNONHUTENbHO NpeacTaBnsieT B
YrNOMTHOMOYEHHbIN (pefepanbHbIn OpraH WCMOMHUTESNTIbHOW BMacTU KOMUKO JIMUEH3UN Ha
NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM KOMUIO  3aKMNKYeHMs O COOTBETCTBUM
npon3BoaUTENSA  NIEKAPCTBEHHbIX  CPeacTtB  TpeboBaHUAM npasun Hagnexatilemn
NPON3BOACTBEHHOMW MNPAaKTUKW, Bbl4aHHbIE YNOSTHOMOYEHHbIM heaepanbHbiM  OpraHoMm
WCMOMNHUTENBbHOW BNacTn, B Criydyae, €ecnv MNpou3BOACTBO JleKapCTBEHHOro rnpenapara
ocywectengetrca B Poccunckon Pepepauumn, nnbo KoOnu BblAAHHOW YNOTHOMOYEHHbLIM
OpraHoM CTpaHbl NPOU3BOANTENA NULIEH3UM HA NMPOU3BOACTBO fIEKAPCTBEHHOrO npenapaTa u
€ee NepeBo/ Ha PYCCKU A3bIK, 3aBEPEHHbIE B YCTAHOBIEHHOM MOPSAKE, U KOMUIO 3aKITOYeHUs
O COOTBETCTBMM MNPOU3BOOUTENSA JEKAPCTBEHHbIX CPeacTtB TpeboBaHMsAM  npaBun
Hagnexawien npou3BOACTBEHHOW MPaKTMKKW, BblIAAHHOMO YNOMHOMOYEHHbIM heaepanbHbIM
OpraHoOM UCMOJSIHUTENbHOW BracTu, B Cchnyyae, ecnv NPOU3BOACTBO JleKapCTBEHHOro
npenapaTta ocyliecTsnseTca 3a npegenamm Poccunckon depepaumn. MNpuHATUE peLueHnst O
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BHECEHMN M3MEHEHUA wnM o6 oTkase B WX BHECEHUW OCYLLIEeCTBMSeTCA B crny4vae
HeobXoaAMMOCTM NpPOBeAEeHNs1 3KCMepTM3bl KadecTBa JeKapCTBEHHbIX CPEeACTB U (Mnu)
3KCNEepTU3bl OTHOLLUEHUSI OXWAAeMOW MOoMb3bl K BO3MOXHOMY PUCKY NPUMEHEHMS
neKapCTBEHHOro npenapata Anst MeOUUMHCKOrO MPUMMEHEHMSI B CPOK, He MNpeBblLLaloLLmnin
[AeBsiHOCcTa paboymx AHeW, a B ocTarbHbIX Cly4Yasix B CPOK, He MpeBbIWAlLWnUiA TpuauaTtm
paboymx gHeW CO OHSA NPUHATUS YNONMHOMOYEHHbIM dbeaeparnbHbIM OpraHoM UCNOSHUTENBHOM
BMacTU 3asiBlIeHNs1 O BHECEHUWN TaKMX U3MEHEHWIA.

MHdopmaumsa 06 n3MeHeHUsIX:

QedepalibHbIM _3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 yacmb 2 cmambu 30
Hacmosiuweao ®edepalsibHO20 3aKOHa U3/10XeHa 8 Ho8oU pedaKkyuu, scmynarouwel 8 cusy ¢
1 aHeaps 2016 a.

CMm. mekcm Yacmu 8 npedbldyuwiel pedakyuu

2. 3OKcneptMsa feKkapCTBEHHbIX CPeACTB B 4YacTM  9KCMepTUM3bl  KayecTBa
NEeKapCTBEHHOrO CcpeactBa W (MNWM) 3KCNEepTU3bl OTHOLUEHUS OXMOAEMOW MNonb3bl K
BO3MOXHOMY  PUCKY TMNPUMEHEHUS FEeKapCTBEHHOro npenapata Ansg  MeOUuUUHCKOro
NPUMEHEHNST NPOBOANTCA B Clydae BHECEHUS U3MEHEHWN B AOKYMEHTbl, coaepxalumecs B
perncTpaunoHHOM JOCbe Ha 3aperMCTpUpOBaHHbIV NEKapCTBEHHbIN NpenapaT, B OTHOLUEHUN:

1) cBedeHWn, yKasaHHbIX B WHCTPYKUMM MO  MEeOMLMHCKOMY MPUMEHEHUIO
nekapcTBEHHOro npenapara:

a) nekapcTBeHHasa popmMa C ykazaHMEM HauMEHOBAHWW U KONUYECTBEHHOrO COCTaBa
OECTBYIOLWNX BELWEeCcTB W KayeCTBEHHOro cocTaBa BCMOMoOratesibHbIX BeLwecTB (npu
Heob6X04MMOCTIN KONMMYECTBEHHOIO COCTaBa BCMOMOraTesbHbIX BELLECTB);

6) dhapmakognHamuka n dapMakOKMHETMKA (3a WCKIHOYEHMEM (apMaKOKUHETUKM
roMeonaTMyeckux JNEeKapCTBEHHbIX MpenapaTtoB W pacTUTENbHbIX  JIEKapPCTBEHHbIX
npenapaToB);

B) NOKasaHusa ANsi NPUMEHEHUS;

r) NnpoTMBONoKasaHus AN NpMMeHeHus;

A) Mepbl NPegOCTOPOXHOCTM MPU NPUMEHEHUN;

€) yKkasaHue BO3MOXHOCTU U OCOBEHHOCTEN NMPUMEHEHUS NeKapCTBEHHOro npenapara
ANa  MeAWUMHCKOrO NpuUMeEHeHUst B6epeMeHHbIMU KEHLUMHAMK, >KEHLWUHaMKM B nepuop,
rpygHoOro BCKapMsiMBaHus, AeTbMU, B3POCHbIMU, UMEIOLLMMUN XPOHUYeCKne 3abonesaHus;

X) pexum [o3upoBaHusi, cnocobbl BBEAEHUS M NPUMEHEHUs, Npu HeobXxooMMOoCTH
BpeMsa npuema nekapCcTBEHHOro npenapata, NpOoAOIMKUTENBHOCTb JfleYeHnsl, B TOM 4ucre y
AeTen oo 1 nocne O4HOro roaa;

3) BO3MOXHble MOBOOYHble OENCTBUA W HexenaTesibHble peakuuu npu npuMeHeHun
NekapCTBEHHOro npenaparTa;

n) CUMNTOMbI NepPeo3MPOBKN, MepPbl MO OKa3aHWo MOMOLLM NpU Nepeso3npoBKe;

K) B3aUMOAEWCTBME C APYrMMM NeKapCTBEHHbIMM Mpenapatamum n (Mnu) NULLEBbLIMM
npoAayKTamu;

n) bopMbI BbIMyCcKa NekapCTBEHHOMO npenaparTa;

M) yKasaHue (npM HeobxoguMmocTu) OcCOBeHHOCTENW [LEWCTBUSA FEKapCTBEHHOIO
npenapaTa npy NepBoM NpuemMe Unm nNpu ero oTMeHe;

H) cBeJEHNA O BO3MOXHOM BIIMSHWWN NIEKapCTBEHHOro npenaparta ans MeauuuHCKOro
NPUMEHEHNST Ha CNOCOBHOCTb YNpaBnATb TPAHCNOPTHLIMU CPeACTBAMU, MEXaHU3MaMU;

0) CPOK rOAHOCTU U yKa3aHue Ha 3arnpeT NpUMeHeHUs fekapCTBEHHOro npenapaTa no
NCTEeYEHUN CPOKa rO4HOCTU;

Mn) YCNOBUsI XpaHEHUS;

p) YCNnoBusa OTNycKa;

2) cocTaBa nekapCTBEHHOro npenapara ansg MeguumMHCKOro NpUMeHeHns;
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3) n3amMeHeHnss Mecta NPomM3BOACTBA feKapCTBEHHOro npenapaTta ana MeauuuHCKOro
NPUMEHEHMWS;

4) nameHeHNa rnokasaTenen KkayecTsa JiekapCTBEHHOro npenapara ans MeanuuHCKoro
npUMeEHeHNss U (UNM) METOAOB KOHTPOSNS KayecTBa JekapCTBEHHOro npenapata Aans
MEOULUNHCKOro NPUMEHEHNS;

5) n3MeHeHuss cpoka rogHOCTU JieKapCTBEHHOrO npenapata ana MeauvuuHCKOro
NPUMEHEHNS;

6) cBegeHUn O HeobXOAMMOCTU BHECEHUS WHbIX WM3MEHEHUA B WHCTPYKUMIO MO
MEAMUNHCKOMY MPUMEHEHUIO JIeKapCTBEHHOro npenapata, a Takke B WHble OOKYMEHTHI,
cogepxawmeca B PEerucTtpaumMoHHOM [0Cbe Ha 3aperucTpupoBaHHbLIA  FlEKapCTBEHHbIN
npenapart. [1pn 3TOM peLleHne 0 NPOBEeAEHUM IKCNEPTM3bl KAYeCTBa NEeKapCTBEHHbIX CPEeACTB
n (UNn) aKcnepTudbl OTHOLLUEHMSI OXMAAEMOMW MNOSMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
nekapCcTBEHHOro npenapara ans MeauuuHCKoOro NnpuMeHeHns NpMHMMaeTca B COOTBETCTBUN C
YyTBEPXKOEHHOMW  YMNOSTHOMOYEHHbIM  doedeparnibHbiM  OpraHOM  UCMOSTHUTENBHOM  BnacTu
knaccudukaumern UsMeHeHUn, BHOCUMbIX B JOKYMEHTbI, coAepKalmecsa B perMcrpaumMoHHOM
A0Cbe Ha 3aperncTpupoBaHHbIN JIeKapCTBEHHbIN Npenapar.

WNHdopmauusi 06 nsmeHeHusx:

QedepalibHbIM _3akoHOM om 22 0ekabpsi 2014 2. N 429-©3 yacmb 3 cmambu 30
Hacmosuwezo PedepasibHO20 3aKOHa U3/I0XeHa 8 HO8oU pedaKyuu, ecmynarowed 8 cusy ¢
1 urons 2015 e.

CmMm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu

3. C 3agBneHMeM O BHECEHUM WU3IMEHEHWW B [JOKYMEHTbl, codepxaliuecss B
PEermcTpaumoHHOM [OCbe Ha 3aperncTpuMpoBaHHbIM  NEKapCTBEHHLIM  MNpenapaTt Aans
MEAMUUNHCKOrO NPUMEHEHUSA, Hapsay C OOKYMEeHTaMW, yKasaHHbIMM B 4actu 1 HacTosweu
cTaTtbu, 3adABUTENb NPEACTaBnseT KOMMM  [OOKYMEHTOB, NOATBEPXAAlWMX ynnaTty
rocygapCTBEHHOM NOLUSIMHbI 3a BHECEHWE B JOKYMEHTbI, cogepXalimecs B pernctpaumoHHOM
A0Cbe Ha 3aperMcTpupoBaHHbIN NEeKapCTBEHHbINM NpenapaTt Ans MeanuMHCKOro NpuMeHeHus,
N3MEHeHUn, TpeObyLwmx nNpoBeaeHUs 3KCNepTU3bl JieKapCTBEHHbIX CPEeACTB B 4actu
9KCNepTu3bl KayecTBa JeKapCTBEHHOrO cpeactBa M (MNK)  3KCNEPTU3bl  OTHOLLEHMS
OXngaemonm nosib3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOro npenapaTta ans
MEAMLUMNHCKOrO MPUMEHEHUS, TOCY4apCTBEHHOW MOWSMHLI 3@ BHECEHWE B [OOKYMEHTHI,
cogepxawmecss B pernctpauuMoHHOM [OCbe Ha 3aperncTpupoBaHHbIA NeKapCTBEHHbIN
npenapaTt ang MeOULMHCKOrO MNPUMEHEHUS, W3MEHEHUN, He Tpebywmx npoBeaeHus
9KCnepTu3bl NEeKapCTBEHHOro CcpeacTBa, NMOO BnpaBe nNpeAacTaBUTb MO  COOCTBEHHOWN
WHULMATMBE YKa3aHHble [OOKYMEHTbl. B cnyyae wux HenpeacTtaBneHUsi YnosIHOMOYEHHbIN
drefiepanbHbI OpraH UCMONHUTESNTbHOW BIlaCcTU NpoBepaeT (hakT ynnaTbl rocygapCTBEHHbIX
MOWSNH  3adBUTENEM  MOCPEeACTBOM  WUCMOMb30BaHMA  MHopMauum o6  ynnarte
rocygapcTBeHHbIX MOLWWSNH, cogepxallencsa B ['ocyaapcTBeHHOM MHPOPMaLMOHHON cucTeme
O TOCYAApCTBEHHbIX W MyHMUMNANbHBIX MnaTexax, Ha OCHOBaHUM MpeAcTaBfeHHbIX
3asBUTENEM KOMNUN OKYMEHTOB, NOATBEPXAatoLWmnX ynnaTy rocyaapCTBEHHOM MOLUSNHBI.

4. B TedeHne pecatn paboymx OHEW CO OHS MOCTYNNEHUs yKasaHHOro B 4actu 1
HacToslen cTaTbl 3asBreHus W HeobXoOAUMbIX  AOKYMEHTOB  YNOJSITHOMOYEHHbIV
denepanbHbIN OpraH UCNOSTHUTESTbHOW BNACTH:

1) NMpoBOAUT NPOBEPKY MOMHOTHI M LOCTOBEPHOCTU CBEAEHWUW, coAepXawuxcs B
npeacTaBfeHHbIX 3asBUTENeM matepmanax;

2) npuvHMMaeT pelleHrMe O NPOoBeAEeHMU YKa3aHHbIX B 4YacTu 2 HacToswen cTaTbu
COOTBETCTBYHOLLMX IKCNEPTU3 NEKAapPCTBEHHOIO cpeAcTBa nnu ob oTkase B X NPOBEOEHWM;

WHdopmauusi 06 nsmeHeHusx:

@edepasibHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-®3 e nyHkm 3 yacmu 4 cmambsu 30
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Hacmosuwe2o0 PedepasibHO20 3aKOHa 8HeCeHbl USMEeHeHUs, ecmynarwue 8 cuy ¢ 1 utrns
2015 e.

CMm. mekcm nyHkma 8 rpedbidyuiet pedakyuu
3) yBegomMnseT B 3MEKTPOHHOM WS NUCbMEHHOW popme 3asBuTernis O MNPUHATOM
peLeHnn nnn B cnyyae NPUHATUS pelleHns o6 oTkase B NpOBeAeHUMUM COOTBETCTBYHOLLEN

3KCNepTu3bl C yKazaHNeM MpUYMH Takoro oTkasa.

MHdopmaumsa 06 naMeHeHusix:

QedeparsibHbiM _3akoHoM om 25 Hosibps 2013 2. N 317-©3 cmambsi 30 Hacmosiwezo
®edeparnbHo20 3aKoHa dornoriHeHa Yacmbto 4.1
41. B cnyyae BbiSBrEeHUss HeOOCTOBEPHOCTUM CBeOEHUM, coAepXaluxca B
npeacTaBneHHbIX 3asiBUTENEM MaTepuanax, YMNOfHOMOYEHHbIM dedepanbHbii  OpraH
MCNOMHUTENBHOM BRacTM HanpaenseT 3asBUTeNto 3anpoc 006 YTOYHEeHUM YyKa3aHHbIX
ceBegeHun. [laHHbIM 3anpoc MOXeT ObiTb nepegaH YNOAHOMOYEHHOMY MpPeacTaBUTENIO
3a8BUTENS NIMYHO NOA pacnucKy, HanpasfieH Mo noyTe 3akasHbiM NMUCbMOM WK NepedaH B
3NEKTPOHHON hopMe MO TENIEKOMMYHMKALUMOHHBbIM KaHanam cBsa3n. B cnyyae HanpaBneHus
AAHHOro 3anpoca Mo MoYTe 3aKka3HbIM MUCbMOM OH CYMTAETCHA MOSTyYEHHbIM MO UCTEYEHMUM
LLEeCTN AHEN C AaTbl HANpaBneHUs 3aka3HOro NUCbMa.

WNHdopmauusi 06 nsmeHeHusX:

@edepasibHbiM _3akoHoM om 25 Hosibps 2013 2. N 317-©3 cmambsi 30 Hacmosiuezao
®edeparnibHo20 3aKoHa 00rnosiHeHa Yacmbio 4.2
4.2. 3assutenb 0083aH NpeacTtaBuTb OTBET Ha  3anpoc  YNOSIHOMOYEHHOro
deaepanbHOro opraHa MCMONMHUTENbHOM BRacTM B CPOK, He MpeBbillaloWwuni AeBsHOCTA
pabounx gHEN co AHA nonyvyeHus gaHHoro 3anpoca. CpokK, yKasaHHbIM B YacTu 4 HACTOALEN
cTaTbW, NPUOCTAHABNNBAETCHA CO OHSA HanpaBneHWs 3asBUTENO 3anpoca YNnoMHOMOYEHHOrO
deagepanbHOro opraHa MCMNONMHUTENBbHOM BNACTU A0 AHSA NOMyYEHUS UM OTBETa Ha AaHHbIN
3anNpoC M He YYUTbIBAETCS MNPU UCYUCIIEHMM CPOKA MPUHATUA pPELUEHUA O BHECEHUU
M3MEHEHUA B  OOKYMEHTbl, cogepxawmecsa B pPerucrtpauuMoHHOM  OOoCbe  Ha
3apernMcTpupoOBaHHbIN NTEKAapCTBEHHbIM NpenapaTt Ans MeauUNHCKOro NPUMEHEHUS.

MHdopmaLms 06 n3MeHeHUsIX:

QedeparsibHbiM _3akoHoM om 22 Oekabpsi 2014 2. N 429-@3 e yacmb 5 cmambu 30
Hacmosiwezao ®edepanbHO20 3aKOHa 8HECEHbI UBMEHEeHUs, ecmynarouwue 8 cuny ¢ 1 urons
2015 e.

CM. mekcm Yacmu 8 npedbidywel pedakuuu

5. OcHoBaHVeM Anis OTKasa B NPOBeAEHUN YKasaHHbIX B YacTy 2 HACTOsILEen CTaTbu
9KCNepTn3 ABMSETCA npeacTaBfeHNe [LOKYMEHTOB, MNEpPeYUCrieHHblx B yactax 1 m 3
HacTosLLEen cTaTby, B HENONTHOM 06beme, HenpeacTaBneHne 3asiBUTeNeM B YCTaHOBIIEHHbIV
CPOK OTBeTa Ha YyKasaHHblh B 4Yactu 4.1 HacTosiwen cTaTbu 3anpoc YNOSIHOMOYEHHOro
drefiepanbHOro opraHa MCMNOMHUTENbHOW BNacTW, a Takke OTCYTCTBME B NpeAcTaBrieHHbIX
AOKYMEHTax [OCTaTOuYHbIX CBeAEHW, NoATBEPXAAlWmMX HeobXxooMMOCTb BHECEHUs
M3MEHeHUNn, UM  OTCYTCTBME  WHopMauuu, noaTeepxjawowen  dakTt  ynnaTtbl
rocyapCTBEHHbIX MOLUSINH, YKa3aHHbIX B YacTu 3 HacTOSALLEN CTaTbM.

6. YKasaHHble B 4YacTu 2 HacCTosIWEN cTaTbW IKCMNEpPTU3bl MPOBOAATCA B nopsaake,
YCTaHOBIIEHHOM cTaTben 23 HacToswero degepanbHOro 3akoHa.

WNHdopmauusi 06 nsmeHeHusx:

@edepasibHbIM _3aKkoHoM om 22 Oekabps 2014 2. N 429-®3 e vacmb 7 cmambu 30
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouue 8 cumy ¢ 1 utons
2015 e.

CmMm. mekecm Yyacmu 8 npeobidywel pedakuuu
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7. B cpoK, He npeBblaWnN AecaTn paboymx gHEeNn co OHA MOMNyYEeHUsT 3aKITOYEeHN
KOMMCCUI 3KCNEPTOB NO pe3yfbTaTaM YKa3aHHbIX B 4acTu 2 HaCTOSILLEN CTaTbW KCNEepTUs,
YNOSTHOMOYEHHbIN befeparibHbIN OpraH UCNONMHUTENBHOM BNacTU:

1) NpyHMUMaEeT pelleHne O BHECEHUM WM3MEHEHUA B AOKYMEHTbl, COAep’Kaljumecsd B
perMcTpaumoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbLIM  JIEKAPCTBEHHbIN  Npenapart  Aans
MEANLMNHCKOro NpUMEHeHUs1, unn ob oTkase BO BHECEHMUM TaKUX NU3MEHEHWUN;

2) BHOCUT B [OCYOaPCTBEHHbLIA peecTp JeKapCTBEHHbIX CPeaCcTB Ha OCHOBaHWUU
peLleHns 0 BHECEHUMN N3MEHEHUI B OOKYMEHTbI, CogepXKallunecss B peructpaumMoHHOM LOCbe
Ha 3aperncTpMpoBaHHbIA FEKapCTBEHHbLIM npenapaT And MeauuMHCKOro MpUMEHEHUS,
Heob6XxoanMble N3MEHEHMS 1 BO3BPALLAET UX 3asBUTENIO;

3) BblgaeT 3asiBUTEN0 HOBOE perucTpaumoHHOe YAOCTOBEPEHWE feKapCTBEHHOro
npenapaTta B cry4ae U3MeHeHNs CBeAEHUI, COAEPXKALLNXCA B HEM.

8. OcHoBaHMeM NS OTKa3a BO BHECEHUN M3MEHEHU B JOKYMEHTbI, coepXallunecs B
PEermcTpaumoHHOM [OCb€ Ha 3aperncTpuMpoBaHHbIM  NEKapCTBEHHLIM  NpenapaTt Aans
MEAMUNHCKOrO NPUMEHEHUS, HABNAETCA 3akNiyeHue YNorTHOMOYEHHOro denepansHoro
opraHa WCMNONHUTENbHOM BNAcTM O BO3MOXHOCTU CHMXEHUA ©e30MacHOCTU, KadecTBa,
9(hPEKTUBHOCTIN NTEKAPCTBEHHOIO CPEACTBA B Cllydae BHECEHUSA TaKNX U3MEHEHWNN.

MHdopmaumsa 06 n3MeHeHUsIX:

QedeparsibHbiM _3akoHomM om 22 Oekabpsi 2014 2. N 429-®3 vacmb 9 cmambu 30
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XeHa 8 HO80oU pedaKyuu, scmynarouwel 8 cuniy ¢
1 urons 2015 a.

Cm. mekcm Yacmu 8 npedbidyuwel pedakuuu
9. [onyckaeTcs obpalleHne nekapCTBEHHbIX npenapaTtoB AN MeOULMHCKOro

NPUMEHEHNS 0O UCTEYEHUS CpOKa rOAHOCTU, NPOM3BEAEHHbIX B TEYEHNE CTa BOCbMUOECATU
AHen nocne AaTbl NPUHATUSA YNONIHOMOYEHHbIM hbeaepanbHbiIM OpraHOM WCMONHUTENbHOM
BNacTu peLlleHnst 0 BHECEHUN U3MEHEHUN B JOKYMEHTbI, cogepXallunecs B peructpaymoHHOM
Aocbe, B COOTBETCTBUN C MHGDOPMaLMEN, coaepXKallencs B JOKYMEHTaxX pernctpaunoHHOro
A0Cbe Ha NeKapCTBEHHbIN NpenapaT 40 AaTbl NPUHATUSA TaKoro pPeLLEeHUs!.

TAPAHT:

CM. kommeHTapum K ctaTtbe 30 HacToswero degepanbHOro 3akoHa

CraTtba 31. BHeceHMe M3MeHeHUN B JOKYMEHTbI, coepXallnecs B permctpaumoHHOM
AOCbe  Ha  3aperncTpupoBaHHbIN  NEKapCTBEHHbIW  npenapat  And
BETEPUHAPHOIo NPUMEHEHNSA

MHdopmaumsa 06 n3MeHeHUsix:

®edepasnibHbIM _3akoHoM om 13 urwna 2015e. N 241-©3 e vacmb 1 cmambu 31
Hacmosuezo ®edeparibHO20 3aKOHa 8HECEHbI UBMEHEHUS

Cm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu

1. B uenax BHeCeHNa U3MEHeHUN B JOKYMEHTbI, codepXalunecss B permctpaumoHHOM
A0Cbe Ha 3aperMcTpMpoBaHHbIN NIEKAPCTBEHHbBIN NpenapaT Afsi BETEPMHAPHOro NpUMeHeHus,
aepxatenb Unu Bragenel pernctpaumoHHOro yaoCTOBEpEeHUs NeKapCTBEHHOro npenapara
UM YyNOrIHOMOYEHHOE MM [pyroe tpuaudeckoe nvuo (ganee B HacTosien crtatbe -
3asBuUTENb) npeactaBnsgeT B YNOMHOMOYEHHbIN defepanbHbid OopraH UCMNONHUTENbHOM
BNaCTU 3asBNeHMe O BHECEeHUMW Takux U3MeHeHun no opmMe, YCTaHOBMEHHOM
YNOSTHOMOYEHHbIM (hefeparnbHbiM OpraHOM UCMOSTHUTENBHOW BNACTU, U NPUNOXEHHbIE K HEMY
M3MEHEHNA B YKasaHHble [OKYMEHTbl, a Takke [AOKyMEHTbl, noaTBepXKaatoLune
HEOOXOOUMOCTb BHECEHUSA TakuUX W3MEHEHUN. [lpMHATME peleHust O BHECEHUU TaKuX
N3MeHeHn unm ob oTkase B MX BHECEHMM OCYLLECTBMISIETCS B CPOK, HE MpPEBbILIAOLNN
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OeBAHOCTA pa60l-||/|x OHEen co AHsA NPUHATUNA YNOJTHOMOYEHHbLIM cbep,epaanblM opraHomMm
NCNOMHUTESIbHOW BNacTu 3asiBIEHUSA O BHECEHUU TaKUX UBMEHEHNN.

WNHdopmauusi 06 nsmeHeHusX:

@edepasibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-©3 e yacmb 2 cmambu 31
Hacmosiweao ®edeparsibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouue 8 cumy ¢ 1 utons
2015 e.

Cm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu

2. B cnyyae BHeceHMs N3MEHEHNN B OOKYMEHTbI, coAepKalumecs B permcTpaunoHHOM
A0Cbe Ha 3aperncTpmpoBaHHbIN NeKapCTBEHHLINM Npenapart AN BETEPUHAPHOIO NPUMEHEHUS,
B OTHOLUEHUW CBEAEHWWN, yKkasaHHbIX B noanyHkrax "e", "x", "k", "n", "n", "c", "x" nyHkTta 7
yactn 3 crtatbu 17 HacTtosiwero degepanbHOro 3akoHa, M3MEHEHUst U (MNK) AOMNOSNHEeHUS
NPOM3BOACTBEHHON NNOLWAOKA NEKApCTBEHHONO CPeACTBa, a TakkKe B Crydae W3MEHeHUs
nokasaTtenen kadecTBa fieKapCTBEHHOro npenapara AMs BeTepuHapHOro NpuMeHeHus u (Mnm)
METOAOB KOHTPONS KayecTBa NEKapCTBEHHOro npenapara Ans BeTEPMHapHOro NpUMeEHEHUs
NpPOBOAUTCS 3KCNepTu3a JeKapCTBEHHOrO CpeacTBa ANl BETEPUHAPHOro npumMeHeHus. B
cnyyae HeobXo4MMOCTU BHECEHUS WHbIX M3MEHEHMM B AOKYMEHTbI, coaepxawumecs B
PErmcTpaumoHHOM [OCbe Ha 3aperncTpyMpoBaHHbIM  NEKapCTBEHHLIM MNpenapaTt Aans
BETEPUHAPHOIO MPUMEHEHUS1, JKCMEepTM3a NEeKapCTBEHHOrO CpPeacTBa ANs BEeTepUMHAPHOro
NPUMEHEHNS HE NPOBOANTCS.

WHdopmauusi 06 nsmeHeHusX:

@edepalibHbiM _3akoHOM om 22 okmsbps 2014 2. N 313-®3 e yacmb 3 cmambu 31
Hacmosiweao ®DedepasibHO20 3aKOHa BHeCeHbl U3MeHeHusl, ecmyrnaruwue 8 cuniy ¢ 1
sAAHeaps 2015 a.

CMm. mekcm Yyacmu 8 npedbldyuiel pedakyuu

3. C 3agBneHnMeMm O BHECEHUM WU3IMEHEHWN B [OOKYMEHTbl, copepxalinecss B
perncTpaumoHHOM [OCbe Ha 3aperncTpuMpoBaHHbIM  NEeKapCTBEHHbIM MpenapaTt Aans
BETEPUHAPHOIO NPUMEHEHUS, HapAA4y C AOKYMEHTaMM, ykasaHHbiMM B 4actu 1 HacToswen
cTaTbu, NPeacTaBnATCA AOKYMEHTbI, MOATBEPXKAALLME ynraTy rocygapCTBEHHON NOLUSIMHbI
3a BHeceHWe B [OOKYMEHTbl, cogepxalimecs B pPermcTpaumoHHOM [OoCbe  Ha
3aperuMcTpupoBaHHbIN  NIeKapCTBEHHbIM  Mpenapat A BeTepuHapHOro  MpuYMeHeHus,
N3MeHeHnn, TpebyrLwmx NpoBeAEHUs IKCMNepTM3bl JIEKApCTBEHHOrO cpeacrtea  AaAns
BETEPMHAPHOIO MPUMEHEHUS, WX U3MEHEHUIW, He Tpebylowmx NpoBeaeHUs IKCnepTu3bl
neKapCTBEHHOro cpeacTBa Afsl BETEPUHAPHOIo NPUMEHEHUS.

4. B cpok, He NpeBbILWaoLWmi 4ecaTn pabounx gHENn CO AHS NOCTYNNEHUS yKa3aHHOro
B 4yactu 1 HacToswen ctaTbW 3asiBNEHUS U HEOOXOAUMbIX LOKYMEHTOB, YNOSTHOMOYEHHbIN
denepanbHbIN opraH UCNOSTHUTESNbHOM BNACTH:

1) nmpoBOAUT NPOBEPKY MOMHOTbI M LOCTOBEPHOCTM CBEAEHWUN, COAepXaluxcs B
npegcraBneHHbIX 3asiBUTeNeM OJOKYMEHTax;

2) npMHMMaeT pelleHMe O NPOBeLEHUMU IKCMEPTU3bl NIEKAPCTBEHHOIO cpeacTBa Afis
BETEPMHAPHOro NpUMEHEHNsI U 06 OTKa3e B ee NPOBEOEHUN;

3) yBegomnsaeT B MMCbMEHHON hopMe 3asaBUTESNS O NPUHATOM pPELUEeHUN UK B cryvae
NPUHATUA pelweHnss 06 OoTkase B NPOBEAEHUN IKCMEPTU3bl NIeKapCTBEHHOro cpeactsa Ans
BETEPUHAPHOIO NPUMEHEHNSA C YKa3aHWEM MPUYMH TaKoro oTkasa.

5. OcHoBaHMeM Ons OoTKasa B NpOBEeAEHUN IKCNepTU3bl NeKapCTBEHHOIO cpeacTea ass
BETEPUHAPHOIo NPUMEHEHNA ABNAETCS NpeacTaBfeHne JOKYMEHTOB, yKa3aHHbIX B YacTtax 1 1
3 HacToswWwen cTaTbM, B HEMNONMHOM O06beMe UM OTCYTCTBME B NPEACTABNEHHbIX AOKYMEHTax
AOCTaTOYHbIX CBEAEHUI, NOATBEPXKAAOLLMX HEOOXOAMMOCTL BHECEHUSI UBMEHEHUM.

6. JkcnepTu3a NekapcTBEHHOro cCpeacTsa Ar1si BETEPUHAPHOIO NPUMEHEHUS B Liensax
BHECEHMS W3MEHEHUA B [AOKYMEHTbl, COAepXalwueca B pPerucrpaumMoHHOM [0Cbe Ha
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3apermcTpupoBaHHbIN  FIEKAPCTBEHHbLIM  MpenapaTt Ans BeTepuMHAPHOro  MNPUMEHEHMS,
OCYyLLEeCTBNAETCA B MNopsgke, YCTAHOBMEHHOM crtatben 24 Hactoswero PenepanbHOro
3aKoHa.

MHdopmaumsa 06 n3MeHeHUsIX:

QedepalibHbiM _3akoHOM om 22 okmsabps 2014 2. N 313-©3 cmamesi 31 Hacmosweao
®edepanbHo20 3akoHa QdorioniHeHa 4Yacmbero 6.1, ecmynarowed 8 cusy Mo ucmeyYeHuu
mpudyamu OHel rnocre OHA ocbuyuanbHo20 onybriukogaHus HazeaHHO20 PedepasibHO20
3aKoHa

6.1. B cpok, He npeBblWwaLWmi NATM paboumx gHEN CO AHS MONyYeHUsT 3aKmtoYeHus
KOMMCCUM IKCNEPTOB NO pedyribTaTtaMm YKasdaHHOW B 4acTu 2 HACTOSILWEN CTaTbW 3KCNEPTMU3bI,
YNONTHOMOYEHHbIN (beeparibHbIN OpraH UCNONHUTENBHOM BNACTU:

1) NpyHMUMaEeT pelleHne O BHECEHUM WM3MEHEHUA B AOKYMEHTbl, COAepKaljmecsa B
PErmcTpaunMoHHOM [OCbe Ha 3aperncTpyMpoBaHHbLIA  NEeKapCTBEHHLIM npenapaTt Aans
BETEPUHAPHOIo NPUMEHEHNS, UM 06 0TKasze BO BHECEHUUN TaKUX U3BMEHEHWI;

2) BHOCWUT B TrOCYQapPCTBEHHbI PEECTp JeKapCTBEHHbIX CPeaCcTB Ha OCHOBaHUK
peLeHns 0 BHECEHUMN N3MEHEHWI B AOKYMEHTbI, CoAepXKallunecsl B permctpaumMoHHOM LOCbe
Ha 3aperncTpMpoBaHHbLIA NEKapCTBEHHbIN MpenapaTt ANs BETEPUHAPHOrO MNPUMEHEHUS,
HeobXxoauMble N3MEHEHMS U BO3BPALLAET 3TN LOKYMEHTbI 3asBUTENHO.

7. OcHoBaHMEM ANns OTKasa BO BHECEHUM M3MEHEHUN B LOKYMEHTbI, CoAepXalmecs B
PErmcTpaumoHHOM [OCb€ Ha 3aperncTpuMpoBaHHbIM  NEKapCTBEHHLIM NpenapaTt Aans
BETEPMHAPHOIO MPUMEHEHUS, SABMSETCS 3aKtovyeHMe YNOSTHOMOYEHHOro doefeparnbHOro
opraHa WCMNONHUTENbHOM BNAacTM O BO3MOXHOCTU CHMXEHUA ©e30nacHOCTU, KadecTBa,
9(pbpeKTUBHOCTN NEeKapCTBEHHOro npenapata Ansi BETePUHAPHOro MPMMEHEHWsI B Criyyae
BHECEHMS UBMEHEHUN B YKa3aHHbIE JOKYMEHTbI.

WNHdopmauusi 06 nsmeHeHusx:

@eldepasibHbiM _3akoHOM om 22 Oekabpsi 2014 e. N 429-03 yacmb 8 cmambu 31
Hacmosweao PedeparibHO20 3aKOHa U3roxeHa 8 Hogol pedakyuu, ecmynaroulelt 8 cusy ¢
1 urons 2015 a.

Cm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu
8. [onyckaeTcsi oOpaleHne nekapCTBEHHbIX MpenapaTtoB ANd BeTepuHapHOro

NPUMEHEHNS] 40 UCTEYEHUsI CPOKa rO4HOCTU, NMPOM3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU
AHeW nocne Aatbl MPUHATMSA YNONMHOMOYEHHBIM doefepanbHbiM OpraHOM MCMONHUTENBHOM
BNacTu peLleHnss 0 BHECEHUN U3MEHEHWI B OKYMEHTbI, CoAepKallumecs B permcTpaumoHHOM
AOCbe Ha NeKkapCTBEHHbIA npenapart, B COOTBETCTBUM C MHOpMaLMen, coaepxallencs B
AOKYMEHTax pPerucTpaumMoHHOro OOCbe Ha NeKapCTBEHHbIN npenapat A0 AaTbl NPUHATUS
TaKoro peLUeHus.

FAPAHT:

CM. KommeHTapum K ctaTbe 31 HacToswero deaepanbHOro 3akoHa

CraTtbsa 32. OTMeHa rocygapCTBEHHOW permcTpauumn fiekapCTBEHHOro npenapaTta

PeweHne o6 OTMeHe rocygapCTBEHHOM perncrtpaumm riekapCTBEHHOro npenaparta u
WCKITIOYEHUN NEeKapCTBEHHOro npenaparta M3 rocydapCTBEHHOro peecTpa JiekapCTBEHHbIX
CcpeacTB NpPUHUMAETCS YNONHOMOYEHHbIM doeaeparibHbIM OpraHOM UCMOSHUTESNIbHON BRAcTU
B criyyae:

1) npencraBneHus COOTBETCTBYIOLMM YMNOSTHOMOYEHHbIM doefepanbHbiM  OpraHoM
MCNONMHUTENBHOM BIlacTW 3aKNiOYeHUs O puUcKe unum 06 yrpose 340pOBbI0, XU3HWU YerioBeka
WM XKMBOTHOFO TMpU  MPUMEHEHUM FEKapCTBEHHOro mnpenapata, MpeBbIWAOWMX €ro
3(pbpekTUBHOCTb, MO pe3ynbTataM OCYLLECTBASEMOr0O UM MOHUTOPUHra 6Ge3onacHoCTU
neKkapCcTBEHHOro npenapara;
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WNHdopmauusi 06 usMeHeHusIX:

@eldeparibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 2 cmambu 32
Hacmosuweao ®edeparibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynarouue 8 cuiy ¢ 1 urons
2015 a.

Cm. mekcm nyHKma 8 ripedbidyuiel pedakuuu

2) nojayn pgepxatenem wunuv  BnagenbuemM  perucTpauuoHHOro  YAOCTOBEpPEHMS
NIeKapCTBEHHOro mnpenapata WM YNOMHOMOYEHHbIM MM  OPYrUM  KOPUANYECKUM  FTULOM
3asBreHnst 06 0TMeHe rocyaapCTBEHHOW perncTpawmm nekapcTBEHHOro npenapara;

3) HenoaTBepPXOeHUs rocya4apCTBEHHOM perncTpauun nekapcTBeHHOro npenapara no
NCTEYEHNM CPpoKa OENCTBUSA PEMMCTPALIMOHHOIO YAOCTOBEPEHMS, BbI4AHHOIO Ha NATL NET;

4) HenpeacTaBnNeHns 3asBUTENEM WHGOpPMaUUK, KOTopass MOXET NnoBfneyvb 3a coboMu
HeoBXO0OUMOCTb BHECEHUA U3MEHEHUA B OOKYMEHTbI, COOepXalluMecs B perncrpaumoHHOM
AOCbe Ha 3aperMcTpupoBaHHbIA NEKapCTBEHHbIN npenapaT, B TedeHne TpuauaTtu pabounx
AHEen Co OHSA HACTYMMNEeHUs 3TUX USMEHEHUN;

WHdopmauusi 06 nsmeHeHusix:

@eldepasibHbiM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 5 cmambu 32
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynarouwue 8 cuiy ¢ 1 utons
2015 a.

CmMm. mekecm nyHkma 8 npedbidyuwel pedakuuu
5) ocywiecTBneHmsa rocygapCTBEHHOW pernctpauumn fekapcTBEHHOro npenaparta noA

TOProBbiM HanMmeHoBaHNEM 3apermcTpmpoBaHHOro paHee noa 3TM TOProBblM

HanMeHOBaHNEM J1EKAPCTBEHHOrO npenapaTta, OTNMYaloLerocad KavyeCcTBEeHHbIM COCTaBOM
AENCTBYIOLLNX BELLECTB;

6) ocyLlecTBNeHNa rocydapCTBEHHOW pernctpaumm 3asiBUTesieM OOHOro U TOro e
neKapCTBEHHOro npenapara noa pasfiMyHbIMU TOProBbIMN HAMMEHOBAHUSIMU;

7) BblHECEHUSI CYAOM peLIeHMs O HapylweHun npaB npaBoobnagatens o6bekToB
WMHTENMNEeKTyanbHoNn COBCTBEHHOCTN NpU 0BpaLLeHN NEKAPCTBEHHbLIX CPEACTB;

WNHdopmauusi 06 nsmMeHeHusx:

@edepasnibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 32 Hacmosiueao
®edeparnibHO20 3aKoHa 0oriofiHeHa nyHKkmom 8, ecmynarowum 8 cuny ¢ 1 urons 2015 e.
8) oTCyTCTBMS NNEKAPCTBEHHOrO npenapara B obpauwlieHun B Poccuickon denepaunn B
TeyeHune Tpex un bonee nerT;

MHdopmaLums 06 M3MeHeHUsIX:

DedepalibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 32 Hacmosiueao
®eldeparbHO20 3aKkoHa 0ornosiHeHa nyHKkmom 9, ecmynarowum e cuny ¢ 1 utons 2015 e.

9) HeBbINONHEHUSA AepXaTenemM UNu BrnagenbueM perMcTpaumoHHOro yooCcToBepeHus
NeKkapCcTBEHHOro npenapata nNMbo YNOMHOMOYEHHbIM UMW OPYTUM  HOPUAMYECKUM FNLOM
MeponpusaTui No obecneyeHnto 6e30MNacHOCTU NIeKapCTBEHHbIX NpenapaToB, YCTAaHOBIIEHHbIX
YrNOSTHOMOYEHHbIM befeparibHbIM OpPraHoOM WCMOSTHUTENBHOW BracTu B COOTBETCTBUM C
yactamun 3 n 4 crtatbm 64 Hactoswero defepanbHOro 3akoHa, B paMKax OCYLeCTBEeHUs
dapmakoHag3opa;

WNHdopmauusi 06 usMeHeHusIX:

QedeparsibHbiM _3akoHom om 22 Oekabpsi 2014 2. N 429-©3 cmambsi 32 Hacmosiwezo
®edeparibHO20 3aKoHa doriofiHeHa nyHkmom 10, ecmynarowum 8 cury ¢ 1 uronsa 2015 a.

10) oTkasa pgepxatens wnu  BrRagenbua pPerncTpaumoHHOrO0  YAOCTOBEPEHUS
NeKapCTBEHHOro npenaparta nmbo ynosTHOMOYEHHOro UMK APYroro Hpuandeckoro nuua ot
BHECEHUS W3MEHEHUA B WHCTPYKUMIO MO TMPMMEHEHUIO JEKapCTBEHHOrO npenapara,
KacaroLMXCsl HOBbIX MOATBEPXAEHHbIX AAHHbIX O TOM, YTO PUCK NPUYNHEHUS Bpeaa 340POBbHO
yernoBeka WM XMBOTHOIO BCNEeACTBME MpUEMAa JNEKApCTBEHHOro npenapara npeBbillaeT
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9P PEKTUBHOCTb Er0 NPUMEHEHUS.
FAPAHT:

CM. KommeHTapum K ctaTbe 32 HacTosiero ®eagepanbHOro 3akoHa

CraTtba 33. [ocygapCTBEHHbIM PEECTP NEKAPCTBEHHbIX CPEACTB
FTAPAHT:

Cwm. [NonoxeHne o ocyoapCTBEHHOM peecTpe JleKapCTBEHHbIX CPeACTB, YTBEPXAEHHOEe
Mwun3gpasom PP 1 gekabpsa 1998 r. N 01/29-15
1. [ocynapcriBeHHbIV _peecTp NeKapCTBEHHbIX CPeAcTB  COLEPXUT  MepeyeHb
NEeKapCTBEHHbIX MNpenapaTtoB, MpoWeaWwnx roCyaapCTBEHHYO perMcTpaumio, nepeyeHb
papmMaLeBTUYECKMX CyBCTaHUMIA, BXOOSAWMX B COCTaB JfieKapCTBEHHbLIX MpenapaTos, U
cneayoLLyo MHopMaunio:
1) B OTHOLLEHWW NEKapCTBEHHbIX NpenapaTos:

MHdpopmaumsa 06 nsmeHeHusx:

@eldepasibHbiM_3akoHOM om 22 Oekabps 2014 2. N 429-©3 e nodnyHkm "a" nyHkma 1
yacmu 1 cmambu 33 Hacmoswezo @edepasribHO20 3aKOHa BHECEHbl U3MEHEHUS,
ecmynarouwue 8 cuny ¢ 1 uronsg 2015 e.

CmMm. mekem nodnyHKkma 8 npedbidywel pedakuyuu
a) HaMMeHOBaHWe fneKapCTBEHHOro npenapata (MexayHapooHoe HenaTteHTOBaHHOoe,
NN rPYNNMPOBOYHOE, NN XMMUYECKOE N TOProBOe HauMeHOBaHNUS);
6) nekapcTBeHHas hopma C ykazaHMeM O03UPOBKU NeKapCTBEHHOro npenaparta u ero
KonmnyecTa B NOTPEOUTENLCKON YNaKoBKe;

MHdopmaumsa 06 n3ameHeHusx:

DedepalibHbiM 3akoHOM om 22 O0ekabpsi 2014 2. N 429-03 nodnyHkm "8" nyHkma 1 yacmu
1 cmambu 33 Hacmoswezao ®edepasibHO20 3aKOHa U3J/I0XEeH 8 HoeolU pedaKyuu,
ecmynarouwed 8 cuny ¢ 1 urons 2015 a.

CmM. mekcm nodryHKma 8 npeobioyweu pedakuuu
B) HaMMeHOBaHWe fepXaTens unu Bnagenbua PerncTpaumMoHHOro yooCTOBEpPEHUS
nekapcTBEHHOro npenapara,;
) HAMMEHOBaHWE MU agpec NPOM3BOANTENS NTIEKAPCTBEHHOMO nNpenaparTa;
MHdpopmaumns 06 nsmeHeHusx:

@eldepasibHbiM 3aKkoHOM om 22 Oekabps 2014 2. N 429-®3 nodnyHkm "0" nyHkma 1 yacmu
1 cmambu 33 Hacmosiwezo ®edeparibHO20 3aKOHa U3/IOXKEeH 8 Hoeol pedaKyuu,
gcmynarowieu 8 cuny ¢ 1 uronsa 2015 a.

CM. mekcm nodnyHKma 8 ripedbidyuwieu pedakuyuu

4) hapmakoTepaneBTMYecKkas rpynna, Ko NnekapCTBEHHOro npenapara no aHaToMo-
TepaneBTUYEeCKO-XMMUYECKOM Krnaccudumkaumm, pekomeHgoBaHHon BcemupHom opraHusaumen
3[paBoOXpaHeHus;

€) NoKa3aHnAa 1 NPOTMBOMOKA3aHUSA K NPUMEHEHUIO NTEKAapPCTBEHHOrO nNpenapara;

X) noboyHble AENCTBUSA NEKAPCTBEHHOrO nNpenaparTa;

3) CPOK rOAHOCTU fleKapCTBEHHOro npenapara;

N) YCNoBWUSA XpaHeHWs1 NekapCcTBEHHOro npenapara;

K) YCnoBusi OTNyCKa NeKkapCTBEHHOro npenapara;

n) HoMep dhapMakonenHon CTaTbh UK B Cly4ae ee OTCYTCTBUS HOMEP HOPMAaTUBHOM
OOKYMeHTauum Mo HOPMaTMBHOIO AOKYMEHTA;

WHdopmaumsa 06 nameHeHusx:

@edepalibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 e nodnyHkm “M" ryHkma 1
yacmu 1 cmambu 33 Hacmoswezao @edeparibHO20 3aKOHa BHECEHbl U3MEHEHUS,
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ecmynarouwue 8 cuny ¢ 1 uronsg 2015 e.

CmMm. mekem nodnyHkma 8 npedbidywed pedakuuu
M) [QaTta rocydapCTBEHHOM perncrpauumn nekapCcTBEHHOro npenapata U ero
PErNCTPALMOHHBLIM HOMED, AaTa 3aMeHbl PErMCTPaLMOHHOIO YAOCTOBEPEHMUS NIEKAPCTBEHHOMO
npenapaTta Ha 6eccpoyHOe perncTpaumoHHOe YAOCTOBEPEHME NEKapCTBEHHOro npenapara,
AaTa nofayun 3asaBfeHus O NOATBEPXKAEHWUM roCyAapCTBEHHOW permctpaumm nekapcTBEHHOro
npenapaTta, gaTa OTMeHbl rocy4apCTBEHHON perncTpauumn nekapcTBEHHOro npenapara;

WHdopmaumsa 06 nameHeHusix:

@eldepasibHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambsu 33
Hacmosiweao ®edepalsibHO20 3aKoHa 00rosIHeH noornyHkmom "H", ecmynarowum 8 cusy ¢ 1
uronsa 2015 a.
H) Ka4YeCTBEHHbIN COCTaB M KOMIMYECTBEHHbLIN COCTaB AEWCTBYIOLIMX BELLECTB U
KayeCTBEHHbIM COCTaB BCMOMOraTerbHbIX BELLECTB NeKapCTBEHHOro npenaparTa;

WNHdopmauusi 06 nsmeHeHusx:

@eldepasibHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao PedepasibHO20 3aKoHa O0rosIHeH rnoornyHKmom "o", ecmynarowum 8 cusy ¢ 1
uronsa 2015 a.
0) WHopmauuss 0060 BCex paspelleHHbIX BuAaax BTOpUYHOM (NOTPebuTenbCckomn)
YNaKkoBKMU;

WNHdopmauusi 06 nsmMeHeHusx:

@edeparsibHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao ®edepasibHO20 3aKoHa 00rosIHeH noornyHkmom "n", ecmynarowum 8 cusy ¢ 1
uronsa 2015 a.

n) gata MpUHATMA peLlleHns O BO3MOXHOCTW paccMaTpuBaTbh JleKapCTBEHHbIN
npenapaTt Npu rocyaapCTBEHHOM perncrpauun B KayecTBe Op¢aHHOro fekapCTBEHHOMO
npenapara;

MHdopmaLums 06 M3MeHeHUsIX:

@eldeparibHbiM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao ®edepasibHO20 3aKoHa O0roIHEH MNoodnyHKmom "p", ecmynarowum 8 cuny ¢ 1
urons 2015 a.

p) HanuMune nekapCTBEHHOro npenapata B MepeyvyHe XWU3HEHHO HeobXoauMMbIX W
Ba)XKHEMLLNX NIEKAaPCTBEHHbIX NPenapaTos;

WHdopmauusi 06 uaMeHeHUsIX:

@eldeparibHbiM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiueao ®edepasibHO20 3aKoHa O0rosIHEH MoOrnyHKmMom "c”, ecmynarowum 8 cuny ¢ 1
urons 2015 a.

C) HanunumMe B NEeKapCTBEHHOM npenapaTte HapKOTUYECKUX CPEeACTB, MCUXOTPOMHbIX
BELLECTB M MX NPEKypcopoB, nognexawux KoHTponwo B Poccuinickon ®depepaumn, B
COOTBETCTBMM C  3akoHopaTtenbctBoM Poccunckon ®Pepepauun, MexgyHapoaHbIMU
porosopamn Poccuinckon ®egepaunn, B ToM vncne EOMHON KOHBEHUMEN O HAapPKOTUYECKUX
cpeactBax 1961 roga n KoHBeHLMEN O NCUXOTPONHbIX BewecTBax 1971 roaa;

WNHdopmauusi 06 usMeHeHusiX:

DeldeparibHbiM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambsu 33
Hacmosiueao ®edeparibHO20 3aKoHa O0roIHEH NOONyHKMoM "m", ecmynarowum 8 cusy ¢ 1
urons 2015 a.
T) wvHopmaumMs O TOM, €ABNAETCA NW  AaHHbIA  NIEKAapCTBEHHbIA  npenapaT
pedepeHTHbLIM SIEKapCTBEHHbBIM NpenapaTom,;

MHdopmaumsa 06 naMeHeHusix:
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DedepasibHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiuweao ®edepasibHO20 3aKoHa 00rosIHEH nodryHKmom "y", ecmynarowum 8 cusy ¢ 1
urons 2015 a.
y) cCBedeHuss O nogadvye 3asiBfieHUss O BHECEHUUM WU3MEHEHUN B [OOKYMEHTHI,
coaepkalimecs B permcTpaumoHHOM OOCbEe Ha NIeKapCTBEHHbIN npenapar;

MHdopmaumsa 06 n3MeHeHUsIX:

@edepasibHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiuweao ®edeparibHO20 3aKoHa O0roIHEH NodnyHKmMom "¢", ecmynarwum 8 cusy ¢ 1
uronsa 2015 a.

@) cBeAeHNs O B3anMO3aMeHSAeMOCTHU fleKapCTBEHHOMO npenapara;

WNHdopmauusi 06 nsmeHeHusix:

@edeparibHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao ®edepasibHO20 3aKoHa O0rosIHeH rnodrnyHKmMom "x", ecmynarowum 8 cusy ¢ 1
uronsa 2015 a.

X) CPOK BBEAEHUS NIekapCTBEHHOro Npenaparta B rpaXgaHcknin o6opor;

2) B OTHOLLUEHNN hapMaLEBTUYECKNX CYyOCTaHLMMN:

WHdopmauusi 06 usMeHeHusIX:

@eldepasibHbiM_3akoHOM om 22 Oekabps 2014 2. N 429-®©3 e nodnyHkm "a" nyHkma 2
yacmu 1 cmambu 33 Hacmosuwez2o ®@edeparibHO20 3aKOHa BHECEHbl U3MEHEHUS,
gcmynarowue 8 cury ¢ 1 uronsa 2015 e.

CMm. mekcm nodrnyHkma 8 npedbidyuwiel pedakuuu

a) HanmMeHoBaHue hapmaueBTUYECKON cybecTaHuum (MexxgyHapoaHoe
HenaTeHTOBaHHOE, UMW FPYNNMPOBOYHOE, UM XUMUYECKOE U TOProBOE HaMEHOBaHUS);

6) HanmeHoBaHWe 1 agpec npom3soanTensa apmaueBTUYecKon cybcTaHuum;

B) CPOK rogHOCTM (hapmMaLeBTUYECKON cybCcTaHumu;

) YCroBUs XpaHeHus hapmMaueBTU4ecKon cybctaHumu;

A) Homep dhapMakonenHon CTaTbn UM B Crlydae ee OTCYTCTBUS HOMEP HOPMAaTMBHOM
AOKYMeHTauun nmbéo HOPpMaTMBHOIO AOKYMEHTA;

MHdopmaLums 06 M3MeHeHUsIX:

@eldeparibHbiM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 2 yacmu 1 cmambu 33
Hacmosiuweao ®edepasibHO20 3aKoHa O0rosIHEH NooOnyHKkmom "e", ecmynarowum 8 cuny ¢ 1
urons 2015 a.
€) Hanuuue dapmaueBTUYECKON CyOCTaHUUM B nepeyHe HapKOTMYECKUX CPEeacTs,
MCUXOTPOMHbIX BELLECTB UM MX MPEKYpPCOPOB, nognexawux KoHTponw B Poccuickon
depepaunn, B COOTBETCTBMM C  3akoHogartenbctBoM  Poccuickon  depgepauuum,
MexayHapoaHbiMu goroBopamu Poccuinckon degepaumum, B TOM Yncne EAnHON KOHBEHLIMEN O
HapkoTn4yeckux cpegcrteax 1961 roga n KoHseHuven o NCMXoTponHbIX Bewwecteax 1971 roaa.

WNHdopmauusi 06 usMeHeHusiX:

QedepalibHbIM _3akoHoM om 22 Oekabpsi 2014 2. N 429-®3 yacmb 2 cmambu 33
Hacmosuezo PedepasibHO20 3aKOHa U3/I0XeHa 8 HO80OU pedaKyuu, ecmynarowed 8 cusy ¢
1 urona 2015 a.

CmM. mekcm Yacmu 8 npeodbidyweu pedakuuu
2. ®apmaueBTnyeckas cybcTaHuusi, Npou3BedeHHas Ons peanu3aumm, MoOXeT ObiTb
BKMOYEHa B rOCY4apCTBEHHbI pPeecTp NeKapCTBEHHbIX CPEACTB HAa OCHOBaHWMM 3asiBNEHUS
pa3paboTymka unu Npon3BOANTENS NEKapCTBEHHOro cpeAacTea NMGO YyNnONMHOMOYEHHOMO UMUK
topnan4ecKoro nuua npu ycnoBuM MNpPoOBEeAEHMS B OTHOLIEHMM Takon dhapMaueBTUYECKOM
cybcTaHuMM  3KCnepTM3bl  kadecTBa (papmaueBTUYEeCKOM cybcTaHuMM B nopsiake,
yCTaHOBNEHHOM cTaTben 34 Hactosiwero degepanbHOro 3akoHa. B oTHoOwweHuM
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hapmMaLeBTUYECKNX CYOCTaHUMA, MPOM3BEOEHHbIX ONS peanu3auun, B rocygapCTBEHHOM
peecTpe NnekapCTBEHHbIX CPEACTB COOAEPXKMUTCS crneayrowasn nHpopmauus:

1) HanuMeHoBaHue hapmaueBTUYECKON cybcTaHumm (MexxgyHapoaHoe
HenaTeHTOBaHHOE, UMW rPyNnMPOBOYHOE, UM XUMUYECKOE U TOProBOE HaMEHOBaHUS);

2) HaMMeHoOBaHWe 1 agpec nNpom3soanTensa hapmaueBTUYEeCKON cybCcTaHUnK;

3) CpOK rogHOCTU dhapMaueBTUYECKON cybcTaHLuu;

4) ycnoBusi XxpaHeHus hapmaleBTUYeCcKon cybcTaHumuy;

5) Homep dhapmakonenHom ctatbn NMOO B crydae ee OTCYTCTBUSA HOMEP HOPMaTUBHON
AOKYMEHTauun Unm HopMaTUBHOIO AOKYMEHTA;

6) Hanuuue dapmaueBTUYECKON CybGCTaHUUM B rnepeyHe HapKOTMYECKUX CPeacTs,
NMCUXOTPOMHbIX BELLEeCTB U MX MPEKYpCcopoB, nognexawux KoHTponw B Poccuickon
depgepaumm, B COOTBETCTBMM C  3akoHogaTenbcTBOM  Poccuickon  depepauuu,
MexayHapoaHbeiMu goroBopamu Poccuinckon denepaumum, B TOM Yncne EAnHON KOHBEHLMEN O
HapkoTunyeckux cpencrteax 1961 roga n KoHseHumen o NCMXoTponHbIX Bewwecteax 1971 roaa;

7) pata BKNOYeHUs dhapmaueBTUYECKOM CyOCTaHUMM B FOCYOapCTBEHHbIA peecTp
NeKapCTBEHHbIX CPeACTB, AaTa BHECEHUA W3MEHEHWA B [OKYMEHTbl dhapmaueBTUYEeCKOM
cybcTaHummM, gaTta MCKMYeHus dapmaueBTU4eckon cybcTaHumm M3 rocygapCTBEHHOMO
peecTpa NnekapCTBEHHbIX CPeACTB.

3. [lopagok BeAeHWA rocydapCTBEHHONO peecTpa JeKapCTBEHHbIX CpeAacTB Ans
MeaMLMHCKOro NpUMEHeHUs N Nopaaok BeJeHUsA rocyaapCTBEHHOrO peecTpa nekapCcTBeHHbIX
cpeactB  ONA BETEPUHApPHOro  MPUMEHEHUs  YTBEpPXOalTCA  COOTBETCTBYHOLLUM
YNOMHOMOYEHHbIM hefeparibHbIM OpraHOM UCNONTHUTENBHOW BRacTu.

FAPAHT:

CM. koMMmeHTapum k ctaTbe 33 HacToswero degepanbHOro 3akoHa

WNHdopmauusi 06 nsmeHeHusx:

@edepasibHbiM_3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 HaumeHogaHue cmambu 34
Hacmosuwezo PedepasibHO20 3aKOHa U3/I0XEHO 8 HOBOU pedaKyuu, ecmynarowed 8 cusy ¢
1 urons 2015 e.

CM. mekecm HauMeHoB8aHus 8 rpedbidyuied pedakuuu
Cratba 34. BknioyeHMe B roCydapCTBEHHbIN pPEEeCcTp JieKapCTBEHHbIX CPeacTB U
UCKIMIOYEHMEe U3  TOCYyJapCTBEHHOrO peecTpa feKapCTBEHHbIX CpencTB
dhapmaueBTU4eCcKon cybcTaHunmn, NpomM3BeAeHHON ANs peanuaaumm

WHdopmaumsa 06 nameHeHusix:

QedeparnbHbiM _3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 1 cmambu 34
Hacmosiweao ®edeparnibHO20 3aKOHa 8HECEHbI UBMEHEHUs, ecmynarwue 8 cuny ¢ 1 ukns
2015 a.

Cm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu
1. [Ona Bknw4yeHus dapmaueBTnyeckon cybctaHuuu, npousBedeHHoOW  Ongd
peanusaunn, B rocyaapCTBEHHbLIN PeeCcTp NeKapCTBEHHbIX CPeACTB, NPOBOAMTCA 3KCnepTm3a
€e Ka4yecTBa.

MHdopmaumsa 06 naMeHeHusix:

@edepasibHbIM _3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 (e pedakyuu PedepasibHO20_
3akoHa om 13 urona 2015 2. N 241-®3) yacmb 2 cmambu 34 Hacmosuweao ®edeparibHO20
3aKOHa U3/10XXeHa 8 HogsolU pedakuyuu, scmynarweu 8 cuny ¢ 1 sHeaps 2016 e.

CMm. mekcm Yacmu 8 npedbldyuiel pedakyuu
2. OKkcnepTunsa KayecTBa yka3aHHOW B Yacty 1 HacTosIWen cTaTbn hapmaneBTUYECKON
cybCTaHuuKM, COoCTaBfeHNE KOMWUCCUEN ISKCMEPTOB 3akMOYeHUrW Mo pesynbTatam 3TON
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3KCNepTU3bl U UX HanpaerieHNe B YNONIHOMOYEHHbIM dedepanbHbli opraH UCMNONHUTENBHOWM
BMacTM OCYLLECTBNSOTCSA B CPOK, HE MPEBbILAKLWNA LLIECTUOAECATU pabounx OHEN CO OHS
NONYYEHUS 3IKCMNEPTHbIM YYpPEXOAEeHWEeM COOTBETCTBYHOLLEro 3adaHust YNOSTHOMOYEHHOrO
deaepanbHOro opraHa UCMNONHUTENbHOW BrlacTU U crieayroLmnx JOKYMEHTOB:

1) KOMMSA NNLEH3NM Ha NPOU3BOACTBO NEKAPCTBEHHbIX CPEACTB UMM KOMKUS 3aKIoYeHs

O COOTBETCTBMU Npou3BoguTeENnaA  JeKapCTBeHHbIX CpeacTtTB TpGGOBaHVIFlM npaBun

Hagnexawen npou3BOACTBEHHOW NPaKTUKK, Bbl4aHHblEe YMOMHOMOYEHHbIM deaepanbHbiM
OpraHoM WCMOMHUTENbHOM BRacTn, B Cry4ae, €ecnv NpOM3BOACTBO JfIEKapCTBEHHOMO
npenapaTta ocyulectensietca B Poccunckon denepaumm;

2) KonNus BblAAHHOW YNOJSTHOMOYEHHbIM OPraHoOM CTpaHbl NPOU3BOANTENS NULIEH3UM Ha
NPOM3BOACTBO NEKAPCTBEHHOrO CpPeacTBa M €e NepeBof Ha PYCCKUN A3blK, 3aBEPEHHbIE B
YCTQHOBMEHHOM MOpsAKe, WM  KOMUSA  3aKi4YeHUs O COOTBETCTBUWM  MPOU3BOAMTENS
NeKapCTBEHHbIX CPeacTB TpeboBaHNAM NpaBun Haanexailen Npou3BOLACTBEHHON MPaKTUKK,
BblJaHHOro YrNOMHOMOYEHHbIM (beaepanbHbIM OpraHoOM MCMOMHUTENBHOW BracTu, B cry4ae,
€eCcnvn Npon3BOACTBO NIEKAPCTBEHHOIO CpeAcTBa OCYLLECTBNSETCS 3a npegenamm Poccunckon
depepauuuy;

3) AOKYMEHT, cofepaliun crnegyowmne ceegeHuns o hapmaueBTMyYeckon cybcTaHumm:

a) HauMeHoBaHMe (hapMaLeBTUYECKON CybCTaHUMN, ee CTPYKTypa, obLumne CBOMCTBA;

6) HaMmeHoBaHMe 1 agpec NPon3BoANTENS;

B) TexHONorns npou3BoAcTBa C OMUWCaHWeM CcTagun npou3BoACTBA W METOO0B
KOHTPOMsi Ha BCeX CTaausaAx NPOU3BOACTBA;

r) onucaHue paspaboTku npouecca Npon3BoaCTBa;

A) OnuCaHWe KOHTPONSA  KPUTMYECKMX CTagunM  npouecca npouM3BOACTBA U
NPOMEXYTOYHOW MPOAYKLUNN;

€) OKYMeHTarbHoe noaTeepXaeHue (Banvgauuns) npoueccoB 1 (Unn) Nx OLEeHKa;

) CBOWCTBA M CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKTepuCcTmKa NpUMecen;

n) cneumdurkaums Ha bapmareBTMYeckyto cybctaHumo n ee 060CHOBaHMeE;

K) aHanuTuyeckne MeToamKu, NCNoSb3yeMble NMpU OCYLLECTBIEHNN KOHTPONSA KavyecTBa
dapmaueBTUYECKON CybBCTaHUuu;

n) [OOKYMeHTanbHOe noaTBepxaeHue (Banvaauus) aHanuMTUYecKMx MEeTOAVK,
MCNoNb3yeMbIX NPU OCYLLECTBIIEHMM KOHTPONSA KayecTBa (papmaueBTuyeckon cybcTaHumm;

M) pe3ynbTaThbl aHanu3a cepumn papmauleBTU4eckon cybcTtaHumuy;

H) nepeyeHb CTaHOapTHbIX 06pasuUoB WM BelecTB, WUCMOoMb3yeMblX MNpwu
OCYLLIECTBIEHNM KOHTPOSIS Ka4ecTBa;

0) OnucaHWe XapakKTepUCTUK WU CBOWCTB YMAKOBOYHbIX MaTepuanoB M YKYNOPOYHbIX
CpPeAcTs;

n) AaHHblE O CTabunbHOCTM hbapmaLEeBTUYECKON CyOCTaHLK;

p) CPOK roqHOCTH.

3. [Ana npoBefeHnA aKCnepTusbl KayecTBa yKasaHHOM B YacTtu 1 HacTosLWen ctaTbu
apmaueBTU4eckon  cybcTaHumm  3asBuTENb  MNpPeacTaBnseT B YNONIHOMOYEHHbIN
denepanbHbIN OpraH UCNOSTHUTESTbHOW BNACTH:

1) 3asBNeHWe O BKMNOYEHMM B FOCYLAPCTBEHHbIA PEecTp feKapCTBEHHbIX CpPeacTB
AaHHON dhapMaueBTUYECKON cybcTaHuuu;

WHdopmauusi 06 nsmeHeHusx:

@edepasibHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 2 yacmu 3 cmambu 34
Hacmosuwezo ®edeparibHO20 3aKOHa U3/10XeH 8 HO8oU pedakuyuu, ecmynarowel 8 cusy ¢ 1
uronsg 2015 a.

CmMm. mekem nyHkma 8 npedbidyuwel pedakuuu
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2) Konus [OOKYMeHTa, NOoATBepXgawruwero ynnaTty rocygapCTBEHHOW MOLWMHBI 3a
BKINKOYEHNE B T[OCY[apPCTBEHHbIN pPEECTp JEeKapCTBEHHbIX CpeacTB apMaueBTUYEeCKON
cybcTaHumm, npou3BedeHHOW pAns  peanu3aumuM, nmnb6o no coBCTBEHHOM MHMUMaTMBE
yKa3aHHbI [OOKYMeHT. B cnyyae ero HenpegcrasneHusi 3asiBUTENEeM YNOMHOMOYEHHbIN
defiepanbHbI OpraH MCMNONMHUTENBHOM BRacTu nposepsieT pakT ynnaTbl rocygapCTBEHHON
MOLWMMHBLI 3asiBUTENEM C UCNOoSb3oBaHMEM WHGopmauun o6 ynnaTte rocyaapCTBEHHOM
MOWMWHLI,  codepxawenca B [ocygapCTBEHHOW — MHMOPMALMOHHOM  cUcTeMe O
rocydapCTBEHHbIX M MyHMUMNANbHbIX MfaTtexax, Ha OCHOBaHWW NpeAcTaBfeHHOM
3asBUTENEM KONUKU SOKYMEHTa, NoATBepXaatoLLero ynnaTy rocyaapCTBEeHHOM MOLUSNHBI;

MHdopmaumsa 06 n3MeHeHUsIX:

DedeparlibHbiM 3akoHOM om 22 dekabpsi 2014 2. N 429-®3 6 nyHkm 3 yacmu 3 cmambu 34
Hacmosiweao edeparnibHO20 3aKOHa 8HeCeHbl UBMEeHeHuUs, ecmynarwue 8 cuny ¢ 1 ukns
2015 a.

CMm. mekcm nyHKkma 8 rpedbidywiet pedakuuu
3) DOKYMEHTbI, YKa3aHHble B YacTu 2 HACTOsILLEN CTaTbM;

WNHdopmauusi 06 usmeHeHusX:

@edepasibHbIM _3akoHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmb 3 cmambu 34
Hacmosiuweao PedepasibHO20 3aKkoHa OOrofIHeHa MyHKmMoMm 4, ecmynarwum 8 cusy ¢ 1
urons 2015 a.
4) 3agaBneHne o0 Bblgade paspelleHusi Ha BBO3 B Poccurckyto ®Pefepaunio KOHKPETHOM
napTMM He3aperncTpMpoBaHHOIO JIEKApCTBEHHOrO CpencTBa, MNpeAdHasHavyeHHoro Aans
NpoBeAeHUs yKkadaHHOM 3KCrnepTu3bl.

MHdopmaLums 06 M3MeHeHUsIX:

QedepalibHbIM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 e yacmb 4 cmambu 34
Hacmosiweao PedeparnibHO20 3aKOHa 8HeCEeHbl UBMEHeHUs, ecmynarwue 8 cuny ¢ 1 ukns
2015 a.

CMm. mekcm Yacmu 8 rpedbidywel pedakuuu

4. B TedyeHne pecatn paboumx OHEM CO OHSA NPUHATUS 3asaBMEHMS O BKITHOYEHWUM
ykasaHHoOM B Yactm 1 Hactosiwen cratbm (papmaueBTMYECKOM CcyObCTaHuuMM B
rocygapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB U AOKYMEHTOB, NepeymcrieHHbIX B YacTu 1
MW NyHKTe 2 4Yactu 3 HacToswen CcTaTbu, YNONTHOMOYEHHbIN doefeparnbHbli  opraH
NCMNOMNHNTENBLHOWN BNacTu:

1) npoBOAMT NpPOBEPKY MOMHOTHI WM [OCTOBEPHOCTU [AaHHbIX, COoAepXXalumxcs B
npeacraBneHHbIX 3asiBUTeNeM AOKYMEHTax;

2) NpUHUMaeT pelleHMe O HarnpaBfieHUW B IKCMEPTHOE yypexaeHue 3afaHus Ha
npoBeJeHne SKCNepTu3bl KayecTBa YykasaHHOM B 4Yactm 1 HacTosiwen cTaTbu
hapmaLieBTU4eCcKon cybcTaHumm nnm o6 oTkase B TaKOM HarnpasneHuu;

3) yBegomMnseT B 9MEKTPOHHOM WIIM NMUCbMEHHOW popme 3asBuTesis O MPUHATOM
peLLeHnn Unu B criydae oTkasa C ykasaHneM npuymH Takoro otkasa.

WHdopmauusi 06 nsmeHeHusx:

@edepasibHbiM _3akoHoM om 25 Hosibps 2013 2. N 317-©3 cmambsi 34 Hacmosiuezao
®edeparibHo20 3aKoHa dornosiHeHa Yacmbto 4.1
41. B cnyvyae BbISIBIeHUS HeOOCTOBEPHOCTU CBELEHUW, CcoAepXaluuxcs B
NpeacTaBneHHbIX 3asBUTENEeM MaTepuanax, YNoSHOMOYEHHbIM deaepanbHbid  OopraH
NCMOMHUTENBHON BacTU HanpaeBnsieT 3asBUTEN0 3anpoc 00 YTOYHEHUW YKa3aHHbIX
cBegeHun. [aHHbiM 3anpoc MoOXeT ObiTb nepegaH YNofTHOMOYEHHOMY NPeACTaBUTENIO
3asBUTENS NIMYHO MO pacnucKy, HanpaBfeH Mo NovTe 3akasHbiM NMUCbMOM UNW nepegaH B
9NEKTPOHHON hopme Mo TENEeKOMMYHMKALMOHHBIM KaHanam cBs3u. B crnyvyae HanpaBneHus
AAHHOro 3anpoca Mo MoyTe 3aka3HbIM MUCbMOM OH CYMTAETCsl MOMYyYEHHbIM MO UCTEYEHUMU
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LecTn gHewn ¢ aaThl HarnpaB/ieHUA 3aKa3HOro n1mcbma.

MHdopmaumsa 06 n3MeHeHUsIX:

QedepalibHbIM _3akoHoM om 25 Hosibps 2013 e. N 317-©3 cmambsi 34 Hacmosiuwezao
®edeparnibHO20 3aKoHa Q0rofIHEHa Yacmbio 4.2
4.2. 3agBuTenb 00s3aH npeactaBUTb OTBET Ha  3anpoc  YNOSHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOW BfacTUM B CPOK, He MpeBblLaloWwun eBSAHOCTa
paboumx gHen co aHA nonyyvyeHnsa gaHHoro 3anpoca. Cpok, ykasaHHbIN B Yactu 4 HaCcTOALLEN
CTaTbW, NPUOCTAHABNNBAETCH CO OHA HanpaBfeHus 3asBUTENI0 3anpoca YNnoSIHOMOYEHHOro
defepanbHOro opraHa MCMOMHUTENBbHOW BRacT A0 AHA NOMyYEeHUA UM OTBETa Ha LaHHbIN
3anpoc 1 He y4nTbiBaeTCs Npu UCHUCNEHNN CPOKa IKCNEepPTM3bl kKayecTBa (hapmaLeBTUYECKON
cybCcTaHumm, Hemcnonb3yemMomn Npu NPON3BOACTBE NIEKAPCTBEHHbIX NpenapaToB.

MHdopmaLums 06 M3MeHeHUsIX:

QedepalibHbIM _3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 yacmb 5 cmambu 34
Hacmosiwezao ®edepasibHO20 3aKOHa U3/0XeHa 8 Ho8oU pedaKkyuu, scmynarouwed 8 cusy ¢
1 uronsa 2015 e.

CMm. mekcm Yacmu 8 npedbldyuwel pedakyuu

5. OcHoBaHMeM AN OTkas3a B HanpaBrfieHMM B 3KCMEPTHOE yupexaeHwe 3adaHus Ha
npoBeJeHne 9SKCNepTu3bl KayecTBa YykasaHHOM B 4Yactm 1 HacTosiwen cTaTtbu
hapmaLeBTU4EeCKOM CybCTaHUuMM ABNAETCA HenpencrtaBreHve [LOKYMEHTOB, YKasaHHbIX B
YactTy 2 HacTosiwen cTaTbM, OTCYTCTBME WH(popmauun, noareepxpatowen dakT ynnatbl
rocyaapCTBEHHOM MOLUSINHbBI 3a BKNOYEHNEe dhapMaueBTU4ECKON cybcTaHLnmn, Npom3BeaeHHON
ANa peanusauuun, B rocyapCTBEHHbIM peecTp JieKapCTBEHHbIX CPeACTB, HenpeacTaBneHne
3asBuUTENIEM B YCTAHOBJSIEHHbIN CPOK OTBETA Ha YKasaHHbIM B YacTtu 4.1 HacToswen craTby
3anpoc  YNOrIHOMOYEHHOro  hedepanbHOro  opraHa  WCMOSIHUTENbHOM  BRactu  UNu
npeacTaBneHne OOKYMEHTOB, He COoAepXalliMx ucyepnbiBalolero nepevHss HeobxoamMbix
cBedeHun.

MHdopmaLms 06 n3MeHeHUsIX:

QedeparnbHbiM _3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 6 cmambu 34
Hacmosiwezao ®edepanbHO20 3aKOHa 8HECEHbI UBMEHEeHUs, ecmynarouwue 8 cuny ¢ 1 urns
2015 e.

CmMm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu

6. B TeyeHne naTHaguatM pabounmx OHEW CO OHA  NOSyYEHUA  peLleHus
YNOSIHOMOYEHHOIO doefepanbHOro opraHa MWCNOSIHUTENbHOM BriaCTM O HarnpasfeHun B
3KCNepTHOe yypexaeHne 3afaHus Ha NpoBedeHne 9KCNepTU3bl KayecTBa yKa3aHHOM B YacTtu
1 HacToswen cTaTbn (papmMaueBTUYECKOM CYOCTaHUMM 3asBuTenb npeacraBnsdeTr B
9KCNepTHOE ydpexaeHue Ans NpoBeAeHNa AaHHOW 3KCNepTm3bl 06pasubl hapmaueBTUYECKOn
cybCTaHUuMM B KONMMYeCcTBE, HeobBXOoOMMOM ANns BOCMPOM3BEAEHUS METOAOB KOHTPOSS
KayecTBa. OKCMEpPTHOE YypexaeHue npu nonyyeHnn obpasuoB ykasaHHOM B 4actym 1
HacTosWwen cTaTbh dapMaueBTUYECKON CyOCTaHUMM BbldaeT 3asiBUTENO  OOKYMEHT,
noATBEPXAAOLWMIA NosydyeHne aTux obpasuoB, U B CPOK, HE MpeBbILAWNN Tpex paboumnx
AHEeN, yBeOooMNsieT B 3fEKTPOHHOW MW MUCbMEHHOW ¢opme 06 3TOM YNOSHOMOYEHHbIN
denepanbHbIl - OpraH WUCMAOSTHATESNTbHOM BRacTu. OTWM CPOKM He BKMAKYAKTCA B CPOK
npoBeaeHns 4aHHOW 3KCNEePTU3bI.

7. JOKyMeHTbIl, MOCTYNMBLUNE B 3KCMEPTHOE ydpexaeHne Ong nposBeaeHust aKkcnepTusbl
KayecTBa YykasaHHOW B 4Yactu 1 HacToswen cratbum dapmaueBTudeckon cybctaHumm,
nognexar BO3BpaTy B YNOMHOMOYEHHbIN defeparnbHbli OpraH WMCMOMHUTESNbHOW BIlacTu
OAHOBPEMEHHO C 3aKNKYEHUAMM MO pe3ynbTaTaM NPOBEAEHHON IKCNEPTU3bI.

8. B cpok, He npeBbiWalWwmi NaTM pabounx OHEen co OHA MNONyYeHUs 3aKmoyYeHus
KOMMUCCUM JKCMEPTOB MO pes3ynbTataM 3SKCNepTU3bl KadecTBa YyKaszaHHOM B 4Yacty 1
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HacTosLLen cTatbn papMaLeBTUYECKOM CyGCTaHUMK, YNONHOMOYEHHbIN doefepanbHbI opraH
NCNOSTHUTENbHOW BNAaCTU:

1) ocyuwiecTBNsSeT OLUEHKY Takoro 3akrilodeHus Ons onpefernieHns ero cooTBEeTCTBUSA
3a[laHu1Io Ha NpoBeaeHne AaHHOW 3KCNepTU3bl;

2) NpUHUMaeT pelleHne O BKIMIOYEHUW YyKa3aHHOM B 4YacTu 1 HacTosLWen cTaTbu
hapmaLeBTU4ECKOM CybCTaHLUMM B rOCYy0apCTBEHHbIA PeecTp NeKkapCTBEHHbIX CpeacTB Unu
pelueHne o6 oTKase B TaKOM BKIOYEHWUU;

MHdopmaumsa 06 n3MeHeHUsIX:

DedepalibHbiM 3akoHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 3 yacmu 8 cmambu 34
Hacmosweao ®edeparibHO20 3aKOHa 8HECEHbI UBMEHEHUSs, ecmynarouwue 8 cuiy ¢ 1 utons
2015 a.

CM. mekcm nyHKma 8 rpedbidyuiet pedakuuu
3) BHOCUT MpWU NPUHATUM PELLEHUSA O BKIIHOYEHMM yKa3aHHOW B Yactu 1 HaCTOsLLEN
ctatbl (papmaueBTMYECKON CYOCTaHUMM B TOCYLApPCTBEHHbIN pPEecTp FeKapCTBEHHbIX
CpeacTB npeaycMoTpeHHy nyHktom 2 4vactu 1 cratem 33 Hactoswero denepanbHOro
3aKoHa WHgopmauuio 1 yBegomnaet o6 3TOM B 3NEKTPOHHOW WM MUCbMEHHOW dopme
3aaBuUTenNs.

WNHdopmauusi 06 nsmeHeHusX:

@edepasibHbiM _3akoHOM om 22 okmsbps 2014 e. N 313-©3 cmames 34 Hacmosiuwezao
®edepanibHo20 3aKkoHa OorofiIHeHa 4Yacmbeto 9, ecmynawwed 8 cusy Mo ucmedyeHuu
mpuduyamu OHel nocre OHA ocbuuuanbHo20 onybrukogaHus Ha3eaHHO20 PedepasibHO20
3aKoHa
9. OcHoBaHMeM Aans oTKasa BO BKIOYEHMM YKaszaHHOW B 4actu 1 HacToswewn
cTaTbk hapmaueBTUYEeCcKon CcybCcTaHuMM B rOCydapCTBEHHbIA PEecTp JNeKapCTBEHHbIX
CpeacTB sIBMSIETCA pelleHne COOTBETCTBYHLLErO YNOSIHOMOYEHHOro dhefepanbHOro opraHa
MCNONMHUTENBHOM BflacTM O TOM, YTO KayecTBO (papmMaueBTUYEeCcKOW cybCcTaHuun He
NoATBEPXKAEHO NOSNYYEHHLIMU OAHHBLIMW.

WNHdopmauusi 06 nsmMeHeHusx:

@edepanbHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 34 Hacmosiweao
®edeparnbHo20 3akoHa dornorniHeHa Yacmbto 10, scmynarowed 8 cuny ¢ 1 urons 2015 a.
10. He pgonyckaeTcs BKNOYEHWE B rOCY4apCTBEHHbIA PEECTP NEeKapCTBEHHbIX CPeacTB
OfHOM hapmaLeBTUYECKOM CybCTaHLMKM, NPOU3BEAEHHOW ANSA peanu3aumm U BbilyCcKaemMom
OAHWNM M TEM XE NPOM3BOANTENEM, B BUAE OBYX U BOnee peecTpoBbiX 3arnmncen.

WNHdopmauusi 06 usMeHeHusIX:

@edepasnibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmampbsi 34 Hacmosiueao
®edeparnbHo20 3aKkoHa dornonHeHa Yacmbto 11, ecmynarowed 8 cuny ¢ 1 urons 2015 a.

11. BHeceHue wn3MeHeHM B [OOKYMEHTbl Ha apmaueBTMYECKYD CyOGCTaHUMIO,
NPOM3BEAEHHYID ANA peanu3auMm U BKIKOYEHHYHO B FOCYOAPCTBEHHbIA  peecTp
NEeKapCTBEHHbIX CPEeACTB, OCYLLUECTBNSAETCA B Mopsake, yCTaHoBneHHoM crtatbamu 30 n 31
HacToswero ®degepanbHOro  3akoHa, C  ynnatol  rOCygapCTBEHHOW  MOLUSUHBI,
npeaycMOTpeHHOM 3akoHoaaTensctBom Poccuinckon ®egepauumn o Hanorax n cbopax.

WNHdopmauusi 06 usMeHeHusIX:

QedeparsibHbiM_3akoHom om 22 Oekabpsi 2014 2. N 429-©3 cmambsi 34 Hacmosiwezo
®edeparnbHo20 3aKkoHa dornoriHeHa Yacmbto 12, ecmynarowed 8 cuny ¢ 1 urons 2015 a.

12. JonyckaeTcs obpaleHne apMaueBTUYECKMX CyOCTaHUUN, NPOM3BEOEHHbIX ANS
peanusauun, B Te4eHne cTta BOCbMWUOECATU AHEW OO W Mocne MNPUHATUS YNONMHOMOYEHHbLIM
denepanbHbIM OpPraHOM WCMOJSTHUTENBbHOW BRAcTU PEeLeHns O BHECEHUN W3MEHEHUA B
AOKYMEHTbl Ha dhapMaueBTUYEeCKyl0 CyObCTaHUMIO, NPOM3BEAEHHYK AN peanus3auun u
BKITHOYEHHYIO B rOCY4apCTBEHHbIN PEECTP NEKapCTBEHHbIX CPEACTB.
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WNHdopmauusi 06 usMeHeHusIX:

@edepasnbHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 34 Hacmosiwezao
®edeparnbHo20 3aKkoHa dornorniHeHa Yacmbto 13, scmynarowed 8 cuny ¢ 1 urons 2015 a.

13. PelwweHune 06 UCKMOYEHNN U3 rOCyJapCTBEHHOMO peecTpa fekapCTBEHHbIX CPeacTB
dapmaueBTUdecKkon cybcTaHuun, nNpou3BeLEeHHOW ANs  peanusauuu, nNpuUHMMaeTcs
YNONHOMOYEHHbIM heaeparnbHbIM OPraHOM UCMOSTHUTENBHOW BNacTU B Cryyae:

1) npencraBneHns COOTBETCTBYIOLMM YMNOSTHOMOYEHHbIM doefeparnbHbiM  OpraHoM
NCMOMHNTENBbHON BNACTU 3aKMIOYEHUA O pucke unm o6 yrpose XU3HU UM 340POBbHO
yenoseka NnMbo XXMBOTHOrO NPU UCNOfb30BaHUKN NEKapCTBEHHOIO CPeAcTBa;

2) nogayn pas3paboTyMKOM NEeKapCTBEHHOrO CpeacTtBa WM NPoOM3BOAUTENEM
neKkapcTBeHHOro cpeactsa nmMBO YNOMHOMOYEHHBIM MMW  APYrUM  OPUONYECKUM  JTULIOM
3aaBrneHnss 00 WCKNIYEeHUM Un3 rocyaapCTBEHHOIO peEEecTpa JEKapCTBEHHbIX CpPeacTB
drapmaueBTU4eCcKon cybcTaHuuKn, NPoM3BeAeHHON ANs peanuaaumu;

3) oTcyTcTBMS hapMaueBTUYECKON CyOCTaHUMM, NPOM3BEAEHHON ANS peanu3aumn, B
obpaweHnn B Poccunckon degepaunm B TeveHne Tpex n bonee ner.

FTAPAHT:

CM. KoMMeHTapum K ctaTbe 34 HacToswwero denepanbHOro 3akoHa

CtaTtbg 35. Y1patuna cuny ¢ 1 nonga 2015 r.

MHdopmaLums 06 M3MeHeHUsIX:

CMm. mekecm cmambu 35

QedeparnbHbiM_3akoHom om 22 0ekabpsi 2014 2. N 429-©3 cmambss 36 Hacmosiwezo
®edepanibHO20 3aKOHa U3/I0XeHa 6 Hoeol pedakuyuu, ecmynawwed 8 cuiy ¢ 1 urons
2015 a.

CM. mekcm cmambu 8 npedbldyuwed pedakuuu

Cratba 36. OO6GxanoBaHue pelweHnss o6 oOTka3e B Bblgavye paspelleHuss Ha
npoBeAeHne KIAMHUYECKOTO UWCCReaoBaHUA FeKapCTBEHHOro npenapara,
peweHns o6 oOTkase B roCy4apCTBEHHOW perncrpaumm nekapCTBEHHOro
npenapaTta, 3aKkfo4yeHUsi KOMUCCUN IKCMEPTOB 3KCNEPTHOrO YYPEXOEHUS UMK

3aKni4YeHnst coBeTa No aTuKe
Pewenune COOTBETCTBYIOLLErO YNOSTHOMOYEHHOIO deaepanbHoOro opraHa
NCMONHNTENBLHON BnacTn o6 oTka3e B BblAave paspeLLeHns Ha NpOBEeAEHUE KITMHUYECKOro
nUccnegoBaHns NekapCcTBEHHOrO npenapaTa, pelleHue ykasaHHoro degeparnibHoro opraHa
NCNONHUTENbHOM Bractm 06 OTKa3e B roCcyaAapCTBEHHOW peructpauvMm nekapCTBEHHOro
npenapaTta, 3aKrnto4eHne KOMUCCUN IKCNEPTOB IKCMNEPTHOrO YYPEXOAEHUA UMW 3aknoyvyeHue
coBeTa Mo 3TUKE MOXET OblTb 06XXanoBaHO B Nopsiake, yCTAHOBNEHHOM 3aKOHOL4ATENbCTBOM
Poccuinckon ®epepaumn. 3aknoveHne akcneprta, oopMneHHOe Mo uUToram 3KCnepTusbl B
uenax onpegerieHns  B3aMMO3aMEHSAEMOCTM  3aperMcTpMpoBaHHOrO  NIEKapCTBEHHOrO
npenapata, MoxeT ObiTb ObxanoBaHO AepxaTtenem wunu BrnagenbLeM perucTpaumMoHHOro
yAOCTOBEPEHNA NEeKapCTBEHHOro npenapata B KOMUCCUIO  3KCMEPTOB  3KCMNEepPTHOro
yupexaeHus. 3aknoyeHne KOMUCCUN SKCNEPTOB IKCMEPTHOIO yYpeXaAeHN, 0popMIeHHOEe No
nToram nepecmoTpa 0O0XanoBaHHOINO 3akIYEeHMs1 3SKcnepTa, MOXeT ObiTb OCMOpPEHO
aepxartenem wnuM  BnagenbueM  PermcTpaumoHHOro  yOOCTOBEPEHUS  NEKapCTBEHHOro
npenapata nvMbo  yNONMHOMOYEHHbIM WMW  NMUOM B  MOpsiAKe,  YCTAHOBMEHHOM
3aKoHOOATENbLCTBOM Poccuinckon depepauun. Mpun obxxanoBaHun peLueHust
YrNOSTHOMOYEHHOro (hpefepanbHOro opraHa WCMOMHUTESTIbHOW BIiacTW, 3aKroveHust akcnepTa
UM KOMUCCUM 3KCNEPTOB IKCMEPTHOrO Y4YpeXAeHusl, 3akfyeHust coBeTa Mo 3TUKe
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Aepxatenb Mnv Bnageney, permcTpauuoHHOro yaoOCTOBEPEHUS NEKapCTBEHHOro npenapaTa
nmbo  ynofiHOMOYEHHOE UMW  NWUO BnpaBe NpeacTaBUTb pe3ynbTaTbl  3KCMEpPTU3bl
NeKapCTBEHHOro npenapaTta, NPOTOKOSbl MNOMYYEHHbIX aKKpeAUTOBAHHBIMU UCTbITATENbHbLIMM
nabopatopusiMu (LeHTpamMn) pe3ynbTaToB UCCNeaoBaHNN, UCTIbITAHUN.

FAPAHT:

CM. koMMeHTapum K ctaTbe 36 HacToswero degepanbHOro 3akoHa

Cratba 37. WHdopmauumsa, cBfA3aHHad C OCYLIECTBNEHMEM rOCygapCTBEHHON
permcTpaumm nexkapCTBEHHbIX npenaparos, nHdopmauus o]
3aperMcTpupoBaHHbIX  NEeKapCTBEHHbIX npenapatax W JleKapCTBEHHbIX
npenaparax, WCKITOYEHHbIX U3 roCy4apCTBEHHOro peecTpa NeKapCTBEHHbIX
cpencts

MHdopmaumsa 06 n3MeHeHUsIX:

QedeparsibHbiM _3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 1 cmambu 37
Hacmosiueao PedeparibHO20 3aKOHa BHECEHbI USMEHEHUS, ecmynaruwue 8 cuny ¢ 1 urons
2015 a.

Cm. mekcm Yacmu 8 rpedbidywel pedakuuu

1. COOTBETCTBYIOLINN YNOMHOMOYEHHbLIN defeparnbHbldi  OpraH MCNOSTHUTENBHOM
BflacTm pasmellaer Ha cBoeM oduumanbHom camte B cetn "WHTepHeT" uHpopmauuto,
CBSI3aHHYI0 C OCYLLECTBMNEeHNneM rocygapCTBEHHOW perucrpaumm nekapcTBeHHbIX npenapaTos,
B TOM 4MUCre NpOBeLEHMEM IKCMNEPTM3bl NEKAPCTBEHHbLIX CPEACTB (BKMOYas pesynbTaTbl ee
npoBegeHus), WHOPMaUUIO O 3aperncTpuMpoBaHHbIX JlIeKapCTBEHHbIX MpenapaTax wu
NeKapCTBEHHbIX NpenapaTtax, UCKIYEHHbIX U3 [OCYAapCTBEHHOIO peecTpa NeKapCTBEHHbIX
CpeAcTB, He No3gHee Yem 4Yepes NAaTb paboyumx AHEN CO OHSA NONyYeHUss COOTBETCTBYHOLLMM
YNONIHOMOYEHHbIM  dpefepanbHbiM  OPraHoOM  UCMOMHUTENBbHOW BNactu  3adBfieHns O
rocygapCTBEHHOM perncrpaunm nekapcTBeHHOro npenapara.

MHdopmaumsa 06 naMeHeHusix:

@edepalibHbIM _3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 g vacmb 2 cmambu 37
Hacmosiweao PedeparibHO20 3aKOHa 8HeCeHbl UBMEeHeHuUs, ecmynarowue 8 cuny ¢ 1 ukns
2015 a.

Cm. mekcm Yacmu 8 npedbidywel pedakuuu
2. Cpoku ¥ nopsagok pasmelleHusl ykasaHHOM B 4actu 1 HacTosiwen craTbu
MHGopMaLnK yCTaHaBIMBaloTCA YNONHOMOY€EHHbIM denepanbHbIM opraHom
ncnosiHMTenbHon Bnactn. MIHpopmaums, ykasaHHasa B Yactu 1 HacTosLwen ctatbu, SBndeTcs
OTKPbITOM M 00LWe[OCTYNHOM N NPeaoCTaBNsaeTCa 3aMHTEPEeCOBaHHbIM NMLaM B COOTBETCTBUM
C 3akoHogaTenbcTBoM Poccunckon degepaunu.
FAPAHT:

CM. KommeHTapum K ctaTbe 37 HacToswero deaepanbHOro 3akoHa

naBa 7. KnnHnyeckmne uccnegoBaHuUs NeKkapCcTBEHHbIX NpenapaTtoB Ans
MeOULMUHCKOro NPpUMeHeHusi, 4OroBop o6 ux npoBeaeHUU, NpaBa NaUMeHTOoB,
y4acTBYHOLWMX B 3TUX UCCIIeAOBaHUAX

Cratba 38. KnuHunyeckme wnccnegoBaHus JIEKapCTBEHHbLIX nNpenapaTtoB A4
MeagnumnHCKOro npumeHeHunsa

WNHdopmauusi 06 usMeHeHusIX:

@edepalibHbIM _3aKkoHoOM om 22 Oekabpss 2014 2. N 429-®3 e vacmb 1 cmambu 38
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Hacmosuwe2o0 PedepasibHO20 3aKOHa 8HeCeHbl USMEeHeHUs, ecmynarwue 8 cuy ¢ 1 utrns
2015 e.

CM. mekcm Yacmu 8 npedbidywed pedakuuu

1. KnuHunyeckue wuccnenoBaHus nNekapCTBEHHbIX MNpenapatoB ANs MeOMLUMHCKOro
NMPUMEHEHNsl, B TOM 4YUCMEe MeXOyHapoAHble MHOrOLEHTPOBbLIE, MHOMOLEHTPOBbIE,
NOCTPErMcTpaumoHHbIe, NPOBOAATCS B OAHOWM MM HECKOMNbKUX MEAULMHCKMX OpraHmM3aumnsax B
COOTBETCTBUM C nNpaBuiaMv Hagnexawen KIMHUYECKON NPakTUKK, YTBEPXOEHHbIMU
YNOMHOMOYEHHbIM befepanbHbiM OPraHOM WCMOSHUTENBHOW BRacTv, COOTBETCTBEHHO B
cneayoLwmnx Lensx:

1) ycraHoBneHve 6e30MacHOCTN NeKapCTBEHHbIX MpenapaTtoB [Ans  340pOBbIX
AobpoBonbLeB M (MNX) NEPEHOCUMOCTU UX 300POBbIMM A0OBPOBOMbLAMU, 3@ UCKNHYEHNEM
TakMx WCCrNeaoBaHUM JEKApCTBEHHbIX MpenapaTtoB, MNPOU3BEAEHHbLIX 3a npegenamm
Poccuinckon ®epepaunu;

2) noabop onTMManbHbIX AO3MPOBOK NEKAPCTBEHHOMO NpenapaTa u Kypca neyveHna ans
naumMeHToB C onpeaeneHHbiM 3aboneBaHnem, ONTUMAanbHbIX 03 M CXEM BaKuUHaLUK
NMMYHOBMONOrMYECKMMN NEKAPCTBEHHbIMM NpenapaTtaMmmn 300poBbIX 40O6POBONbLEB;

3) yctaHoBneHne 6e3o0nacHOCTU NEKapCTBEHHOro npenaparta n ero apgeKTUBHOCTU
ONs NauMeHToB C onpedeneHHbiM 3aboneBaHMeM, npodunakTnyeckon 3EEKTUBHOCTU
NMMYHOBMONOrMYECKMX NeKkapCcTBEHHbIX NpenapaToB A5 340p0BbIX LOOPOBONbLEB;

4) n3y4yeHne BO3MOXHOCTM pacLUMPEHMS NoKasaHui A1 MEQULNHCKOTO NPUMEHEHNS U
BbIABNEHNA paHee HeM3BECTHbIX NOOOYHbIX AEVNCTBUN 3apErMcTpUPOBaAHHbBIX NEKAPCTBEHHbIX
npenapaTos.

2. B oTHOWEHNN BOCNpOM3BEAEHHbIX NEKAPCTBEHHbLIX NPenapaToB Ana MeauLMHCKOro
NPUMEHEHUS NPOBOAATCA MccrneaoBaHus OUOSKBMBANEHTHOCTU W (UnKN) TepaneBTUYeCKOW
9KBMBANEHTHOCTM B MOpPsiAKE, YCTAHOBSIEHHOM YMNOSIHOMOYEHHbIM doedeparibHbIM OpraHoMm
NCMNOJTHUTENbHOM BNacTu.

3. OpraHmszaumio nNpoBeAEHUS  KINUHMYECKUX WUCCNeaoBaHWM  NEKapCTBEHHOro
npenapaTa gns MeauLUMHCKOro NpMMEHEHNS BNpaBe OCyLLEeCTBATb:

1) paspaboTymk NnekapCTBEHHOro nNpenapaTa UM ynosITHOMOYEHHOE UM NNLLO;

WHdopmaumsa 06 nameHeHusix:

@edepasnbHbiM_3akoHoM om 2 utonisg 2013 e. N 185-®3 nyHkm 2 yacmu 3 cmambu 38
Hacmosuweao ®edeparibHO20 3aKOHa U3/I0XeH 8 Ho8oU pedakyuu, ecmynarwel 8 cusy ¢ 1
ceHmsbps 2013 e.

CMm. mekcm nyHKkma 8 rnpedbidywiet pedakuuu
2) obpasoBaTtenbHble OpraHu3auMm  Bbicllero  obpasoBaHWd,  opraHu3aumm
AONOMHUTENBHOIO NpodeccuoHanbHOro obpasoBaHns;
3) Hay4YHO-UCccneoBaTeNbCKNE OpraHn3aumm.

WHbopmauusi 06 usMeHeHUsIX:

QedepasibHbiM _3akoHoM om 13 urong 2015e. N 241-©3 e yacmb 4 cmambu 38
Hacmosuweao ®edepasribHO20 3aKOHa 8HECEHbI USMEHEHUS

CMm. mekcm yacmu 8 npedbldyuwieu pedakyuu

4. KnuHuyeckne wuccrnegoBaHUs JieKapCTBEHHOro npenapata Ans MeauuMHCKOro
NPUMEHEHUS NPOBOOATCH Ha OCHOBaHWW paspelleHuUsi Ha npoBedeHue  KITMHUYEeCKOro
nccnegoBaHns NekapcTBEHHOrO npenaparta, BblAAaHHOMO YMNOAHOMOYEHHbLIM defepanbHbIM
OpraHoM UCMOSHUTENBHOM BNacTu. YNONHOMOYEHHbIN beaepanbHbii OpraH UCMONHUTESTbHON
BNnacTu BeJeT peecTp Bbl4aHHbIX pa3pelleHun Ha NpoBefeHuEe KIMHUYECKUX UCCnenoBaHum
neKkapCTBEHHOro npenaparta, cogepXallnin ykasaHue Ha nx uenb Unu uenm, B ycTaHOBNIEHHOM
3TUM OpraHoM nopsiake.

5. Ytpatuna cuny ¢ 1 uniong 2015 .
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WNHdopmauusi 06 usMeHeHusIX:

Cm. mekem yacmu 5 cmambu 38
6. K opraHmszaumm npoBeOeHuUs KIMHUYECKUX WCCReAoBaHUA  fleKapCTBEHHOro
npenapaTta Anss MeAULMHCKOrO MpUMMEHEeHus pa3paboTyMKkoM JfEeKapCTBEHHOro npenapaTta

MOryT NpuBrieKaTbCs topuaunyeckme nuua nobon opraHMsaunoHHO-NpaBoBOM OpMbl NpU
ycnosun obecneyeHns COOTBETCTBMS ITUX UCCNeoBaHUA TpeboBaHWSAM HaCTOSALWEero
denepanbHOro 3akoHa.

7. KnuHuyeckne wccnegoBaHUs NEKapCTBEHHbIX NpenapatoB And MeauUMHCKOro
NpUMeEHeHNs npoBoAATCS B MEANUUHCKUX  opraHuM3aumsx, aKKpeauUTOBaHHbIX
YNOMHOMOYEHHbIM  (beaepanbHbIM ~ OpPraHOM  UCMOMHUTENbHOM  BNacTu B NOPSAAKe,
ycTaHoBreHHoM [Npasutensctsom Poccurckon ®epepaumu.

8. [NepeyeHb MEeOUUMHCKUX OpraHu3auun, MMerLmnx npaBo NPOBOAUTb KIIMHUYECKMNE
NccnegoBaHUsl NeKapCTBEHHbIX NpenapaToB AN MeOUUMHCKOrO MPUMEHEHUs, U peecTtp
BblaHHbIX paspelleHnin Ha npoBeAeHMEe KITMHUYECKUX WCCEeLOBaHUN JeKapCTBEHHbIX
npenapaToB onyorMKOBbLIBAKOTCA U pa3MeLLatoTCsl YNOSTHOMOYEHHbBIM doefeparnbHbIM OpraHom
MCNOSMTHUTENBHOM BfacT B YCTaHOBIEHHOM MM Mopsake Ha CcBoeM oduuManbHOM cavTe B
cetn "HTepHeT".

FAPAHT:

CM. KommeHTapum K ctaTbe 38 HacToswwero PeaepanbHOro 3akoHa

WNHdopmauusi 06 usMeHeHusIX:

®edepasnibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 39 Hacmosiwezao
Q®edepanibHO20 3aKOHa U3/10XeHa 8 Hoeol pedakuyuu, scmynarwwed 8 cuny ¢ 1 urons
2015 a.

CmM. mekcm cmambu 8 rpedbidywel pedakuuu

Cratbsa 39. PeweHne o nNpoBegeHUN KIMHUYECKOTO MCCeaoBaHUsl NEKapCTBEHHOIO

npenapaTta gnsa MeanUMHCKOro NpMMeHeHuns

1. KnnHuyeckoe wuccrnegoBaHne neKapCTBEHHOro npenapata Ans MeauuMHCKOro
NPUMEHEHNS NPOBOAUTCA HA OCHOBAHUM paspeLUEHNs Ha MPOBEAEHUE KIMHUYECKOro
nccnegoBaHUs NekapcTBEHHOro npenaparta, BblAAaHHOMO YMNONHOMOYEHHbIM defepanbHbIM
OpraHoOM MCMOMHUTENbHOM BNAcTu Mo pe3ynbTaTaM 3KCNepPTU3bl JOKYMEHTOB, HEOBXOANUMbIX
ANS NonyvYeHns paspeLlleHnsa Ha NpoBefeHne KIMHUYECKOro UCcneaoBaHust nekapcTBEHHOro
npenapaTa n 3TUYECKOWN SKCNEPTU3bI.

2. [Ona nonyyeHus paspelleHns Ha npoBedeHne KIIMHMYECKOro uccnegoBaHus
NeKapCTBEHHOro npenaparta Aans MeguuMHCKOro MpUMEHEHUsI 3asiBUTENb NpeacTaBnsieT B
YNOSIHOMOYEHHbIN (beeparibHbIN OpraH UCNONHUTENBbHOM BRACTU:

1) 3aaBneHMe O Bblgayve paspeLLUEeHNs Ha NPOBEAEHME KIMHUYECKOrOo UCCreaoBaHus
nekapCTBEHHOro npenapara ansa MeguumHCKOro NpUMeHeHus;

2) KOMMM [OOKYMEHTOB, NOATBEPXXAAKLWMX YnnaTy rocyaapCTBEHHOM MNOWMMHBLI 3a
npoBefeHne 3TUYECKON SKCNepPTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha SiekapCTBEHHbIM npenapar
AN NONyYeHNs paspeLLlEHNsa Ha NPOBEAEHNE KITMHUYECKOrO MCCNeaoBaHns NekapCcTBEHHOIO
npenapaTta Ana MeauUMHCKOro NPUMEHEHUS, 3a Bblady paspelleHus Ha npoBefeHue
KNMUHWUYECKOrO UCCNeaoBaHWUs NEKAapCTBEHHOrO npenaparta ans MeauvumHCKOro NpuMEHEHNS,
3a npoBedeHne 9KCNepTU3bl JOKYMEHTOB Ha JleKapCTBEHHbIM npenapaTt nnd MNonyyYyeHus
paspelweHns Ha NpPOBEOEHME  MEXOAYHApPO4HOr0  MHOFOLEHTPOBOrO  KIAMHWYECKOro
nccnegoBaHUs NEeKapCTBEHHOro npenapata Ans MeguuMHCKOro MpUMMEHeHus, 3a Bblgadvy
paspelweHns Ha NPOBEOEHME  MEXOAYHApPO4HOr0  MHOFOLEHTPOBOrO  KIAMHWYECKOro
nccrnenoBaHNa nekapcTBEHHOroO npenapaTa Angd MeavUnHCKOro NpUMEHeHus1, 3a NnpoBeaeHne
9TUYECKON OKCMEPTU3bl, IKCMEPTU3bl [OOKYMEHTOB Ha JIEKApCTBEHHbIM Mpenapat Ans
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nonyyeHuMss  paspelleHuss Ha  nposedeHne  MOCTPEerucTpauuoHHOro  KIMHUYECKOro
nccnegoBaHUs NekapCTBEHHOro npenapaTta Ans MeguuuHCKOro nNpUMEHEeHUs, 3a Bblaavy
paspeleHns Ha npoBedeHue MOCTPErncTpaumoHHOro  KIMMHUYECKOro  MccregoBaHus
NneKkapcTBEHHOro npenapata AN MeOUUMHCKOro MNpUMEHEeHUsd, unu no cobCTBEHHON
MHULMAaTMBE yKa3aHHble OOKYMeHTbl. B crnyyae HenpencrtaBneHus 3adBuTeneM yKa3aHHbIX
AOKYMEHTOB YMOJIHOMOYEHHbIN defieparnbHbli OpraH UCMNOSTHUTENBbHOW BriacTu npoBepsieT
gakT ynnaTbl rOCy4apCTBEHHOW MOLWMHBI C UCNOMb3oBaHMeM uHdopMaumm o6 ynnaTte
rocyfapCTBEHHOW TMOLWWMKWHBLI, coAepxawenca B [ocynapCTBeHHOW  MHpopMauMOHHOW
CUCTEeME O roCydapCTBEHHbIX U MyHMUMNANbHbBIX NfiaTexax, Ha OCHOBaHWUW NpeacTaBreHHbIX
3asBuUTENEM KON AOKYMEHTOB;

3) nNPOTOKON KIWMHMYECKOro WCCnefoBaHUs JleKapCTBEHHOro npenapaTta  Ans
MeLMLMHCKOro NPUMEHeHus;

4) 6poLutopy nccnenoBartens;

5) NHPOPMALIMOHHBIN NIMCTOK NALMNEHTa;

6) cBegeHMs 06 onbiTe paboTbl uMccregoBaTenenm Mo COOTBETCTBYHOLLMM
crneumanbHOCTAM M UX onbiTe paboTbl N0 NPOBEAEHUIO KITUHUYECKUX UCCNeN0BaHNi;

7) cBegeHUs 0 MeOULIMHCKUX OpraHM3aumax, B KOTOpbIX npegnonaraetca nposegeHve
KNMMHNYECKOro uccnegoBaHUs fnekapCTBEHHOro npenaparta Ansg MeguuuHCKOro npuMeHeHus
(nmonHoe U1 cokpaweHHOe HauMeHOBaHWSA, OpraHuM3auMoHHO-NpasoBas ¢opma, MecTo
HaxXxoXOeHUs W MeCTO OCYLEeCTBNEeHNa OeATenbHOCTW, TenedoH, Tenedakc, aapec
3NEKTPOHHOM MOYTbI KaX40M MeQUUNHCKOW opraHmM3aunn);

8) cBefeHus O npeanonaraeMblXx CpoOKax MPOBeAEeHUs! KIMHUYECKOro UCCredoBaHus
neKkapCcTBEHHOro npenapara ans MeguumMHCKOro NpuMeHeHus;

9) konuio goroBopa 06s3aTernbHOrO0 CTPaxoBaHWUSA, 3aKNOYEHHOro B COOTBETCTBUM C
TUNOBbLIMW NpaBuiaMmm ob6a3aTenbHOro CTpaxoBaHus, C ykasaHnem npenenbHON YNCIIEHHOCTY
NauMeHTOB, Y4acTBYHOLIUX B KIIMHUYECKOM UCCNegoBaHWM NeKapCTBEHHOro npenaparta ang
MeANLNHCKOro NPpUMEHEHUS;

10) wHdopmauuio O CcocTaBe JleKapCTBEHHOro npenapata Ans MeauuMHCKOro
NPUMEHEHWS;

11) LOKYMEHT, COCTaBfiEHHbLIM NPOM3BOAMTENEM JlIEKAPCTBEHHOrO npenapaTta Ans
MEAMUNHCKOrO MpPUMEHEHUs W coAepXawun nokasaTenu (XapakTepucTuku), a Takxke
CBeJeHNs O INeKapCTBEHHOM npenaparte And MeauUMHCKOro npuMeHeHus, npoussefeHHOM
A8 NpoBefeHUs KITMHUYECKNX UCCreoBaHuni;

12) konuito NULEH3MM Ha MPOU3BOACTBO EKapCTBEHHbIX CPeAcTB B Criyyae, ecnu
NpoOn3BOACTBO JIeKAapCTBEHHOrO npenapara ocylwectensgerca B Poccuiickon degepaumn, nnm
KOMUIO  3aKkNioYeHUss O COOTBETCTBUM  MNPOU3BOAMTENS  NEKapCTBEHHOro npenapara
TpeboBaHMAM  NpaBun  Hagnexawen  MNpOU3BOLACTBEHHOW  MPaKTUKW,  BblOAHHOIMO
KOMMNETEHTHbIM  YMNOMMHOMOYEHHbIM OpraHoM CTpaHbl MNPOU3BOAMTENS NEeKapCTBEHHOro
npenaparTa.

3. B cpok, He npeBbllWaoWwmnin Natn pabounx gHENW CO OHA MPUHATUS yKa3aHHOro B
nyHkTe 1 yactu 2 HacToswen cTaTbM 3asiBfeHust U HeobxoguMMbiX OOKYMEHTOB,
YNOSTHOMOYEHHbIN doefiepanbHbI OpraH UCNOSTHUTESTbHOM BNACTH:

1) NMpoBOAUT NPOBEPKY MOMHOTHI M LOCTOBEPHOCTU CBEAEHWUNW, coAepXawuxcs B
npeAcTaBneHHbIX 3asgBUTeNnemM AOKYMEHTax;

2) NpUHUMaeT pelleHne O NPOBEOEHUM IKCNepTU3bl LOKYMEHTOB ANdA MNONnyyYyeHus
paspeLleHnsa Ha npoBefeHne KIMHUYECKOro UCCrefoBaHNsa NekapCTBEHHOro npenapara ang
MEOULUMHCKOrO MPUMEHEHUST U 3TMYECKOW 9SKCMepTM3bl unu o6 oTkase B nNpoBeAeHun
yKa3aHHbIX 3KCNepTus;

3) yBeqoMnseT B OMEKTPOHHOW ¢opMe unm Ha BGymaxHOM HocuTene 3asiBuTens o
NPUHATOM pelleHun nMbo B criydyae NPUHATUS pelleHns o6 oTkase Takke C yKasaHuem
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NPWUYNH TaKOro O0TKasa;

4) noarotaBnvMBaeT M HanpaensieT B SKCMEPTHOE y4ypexaeHwe U coBeT Mo aTuKe
3ajlaHve Ha nNpoBefieHne COOTBETCTBYIOLLUX IKCNEPTUS.

4. B cnyyae BbISIBfIEHUS HENOSHOTbl M (UnM) HegOCTOBEPHOCTM MHGOpPMaL MK,
cogepxawenca B NpPeAcTaBrieHHbIX — 3adBuTeneM  [JOKYMEHTax,  YNOSIHOMOYEHHbIN
deaepanbHbii - OpraH  UCMOMHUTENBHOW BNacTM HanpaensieT 3asiBUTEN0 3anpoc 06
YTOYHEHUN  yKaszaHHOW  WHopmaumn. [aHHbI  3anpoc  MoOXeT ObiTb  nepenaH
YNOHOMOYEHHOMY MpPEeACTaBUTENIO 3asBUTENSA NMUMYHO MO PacnucKy, HampasrieH no noyTe
3aKa3HbIM MUCbMOM WNK nepefaH B 3NEKTPOHHOW opmMe Mo TeneKoOMMYHUKaLMOHHbLIM
KaHanam cBA3n. B criyyae HanpaeneHus 4aHHOro 3anpoca no noyTe 3akasHbIM NMUCbMOM OH
cyMTaeTCcd Nosly4eHHbIM MO UCTeYEeHUU WeCTU AHEN C AaTbl HanpasBieHUsl 3aKka3Horo nucbMa.
3asButenb 06a3aH NpeacTaBuUTb OTBET Ha 3anpoc YNofIHOMOYEHHOro dpeepanbHOro opraHa
MCNOMHUTENBHOM BNacTM B CPOK, HE MpeBbillalownin AeBsaHocTa paboumx AHEn CO OHA ero
nony4eHusi. Cpok, ykasaHHbI B YacTu 3 HacToALWEen cTaTbW, NPUOCTaHaBMMBAETCA CO OHSA
HanpaBneHns  3asBUTEN0  3anpoca  YNOMIHOMOYEHHOro  pedepanbHOro  opraHa
WCNONMHUTENBHOM BRactm [0 [OHA MOfydYeHUss MM COOTBETCTBYIOLLEro OTBeTa W He
YYUTbIBAETCH MPU UCHUCIIEHUN CPOKa MPUHATUSA YNONHOMOYEHHbBIM hefeparnbHbiM OpraHoM
NCNONMHUTENBHOM BNACTU peLleHns O NpPOBEeAEeHUM IKCNepTusbl JOKYMEHTOB ANSA NOMyYeHUs
paspeLlleHna Ha npoBefeHue KIMHUYECKOro UCCreaoBaHUa fiekapCTBEHHOro npenaparta gng
MeLMLMHCKOro NPUMEHEeHUS.

5. OcHoBaHneM Ons OTKa3a B NpPOBeAEeHUN 3KCNepTU3bl JOKYMEHTOB OS5 NOSyYeHus
paspeLleHnsa Ha npoBefeHne KIMHUYECKOro UccrefoBaHNsa NekapCTBEHHOro npenapara ang
MEANUNHCKOro NMPUMEHEHUS U 3TUYECKOW IKCNepTU3bl ABNSETCH nNpeacTaBrieHne JOKYMEHTOB,
NpeayCMOTPEHHbIX YacTbio 2 HacTosLWen cTaTbW, B HernorHoM obbeme, HenpeacTaBrneHve
3asiBUTENEeM B YCTAHOBIIEHHbIA CPOK OTBETa Ha yKasaHHbIM B 4acTu 4 HacCTodAWeWn cTtaTbu
3anpoc yrnonHOMOYEHHOro efeparnbHOro opraHa UCNOMHUTENBHON BriacTu NGO OTCyTCTBUE
B NpeACTaBNEHHbIX JOKYMEHTaX UcyepnbiBaloLLEro NnepeyHs HeobxoamMmon nHopmauumn nnm
MHopMaunn, KoTopas AoSMKkHa ObITb OTpakeHa B HUX, a Takke OTCYyTCTBME WHopmauum,
nogTeepXxaarlen (akTt ynnaTbl rocyaapCTBEHHOM MOLWSIMHBI 3a NPOBeAeHuEe 3TUYECKOW
9KCNepTU3bl, 3KCMNEepTU3bl [AOKYMEHTOB Ha feKapCTBEHHbI npenapaTt Ans  nonyyvyeHus
paspeLlleHnsa Ha npoBefeHue KIMHUYECKOro UCCreaoBaHUsA fiekapCTBEHHOro npenaparta gng
MEeOVLUMHCKOrO MNPUMEHEHUs, 3a Bblgady paspelleHns Ha npoBefeHne KIMHUYECKOro
nccnegoBaHUs NiekapCTBEHHOro npenapaTa Asn1s MeanUMHCKOro NpuMeHeHus:, 3a nposeaeHne
9KCNepTM3bl JOKYMEHTOB Ha NeKapCTBEHHbIN npenapat And noryvyeHus paspelleHns Ha
nposeneHve MeXayHapoaHoro MHOIOLIEHTPOBOIro KIMUHUYECKOro nccnegoBaHns
nekapCcTBEHHOro npenaparta Ans MeguLMHCKOro NpuMMEHEHUs, 3a Bbldayy paspelleHus Ha
nposeneHve MeXayHapoaHoro MHOIOLIEHTPOBOIro KIMUHUYECKOro nccnegoBaHus
nekapCcTBEHHOro npenaparta Ans MeauUMHCKOro NpUMEHEHWs, 3a MnpoBefeHue 3TUYECKOW
9KCNepTu3bl, 3KCMNepTU3bl [JOKYMEHTOB Ha JleKapCTBEHHbIN npenapat Ans nonyyYeHus
paspelleHna Ha npoBedeHue MNOCTPEerncTpauMoHHOIO  KIMHWYECKOro  uccnegoBaHus
neKkapCTBEHHOro npenapata Ans MeauuUUHCKOro NpuMeHeHWs, 3a Bbldady paspelleHnsa Ha
npoBefeHne  NOCTPErncTpaLMoOHHOIO  KIMHUYECKOro  UCCNefoBaHWsa  fIeKapCTBEHHOrO
npenapaTa ong MeanUnHCKOro NpuMeHeHus.

6. NpoBeaeHmne akcnepTU3bl JOKYMEHTOB 41151 MOMy4YeHUs paspeLleHnst Ha npoBeaeHue
KIMMHWUYECKOro nccnenoBaHus fiekapCTBEHHOro npenapara ang MeguumMHCKOro nNpuMeHeHus n
9TUYECKOW 3KCNepTu3bl, COCTaBIIEHME KOMWUCCUMEN IKCMNEepTOB W COBETOM MO 3TUKe
3aKIYEHUA O BO3MOXHOCTM WM HEBO3MOXHOCTW MNPOBEAEHUS TaKOro KIMHUYECKOro
nccrnenoBaHNA U HanpasfeHne 3TUX 3aKITioYEeHUW B YNOSTHOMOYEHHbIN doeeparnbHbii opraH
MCNOSNTHUTENBHOM BNACTU OCYLLECTBNAOTCA B CPOK, HE MpEeBbIaWUNn Tpuauatn paboumx
OHEW CO [OHA MNOSYyYEeHUA OKCMEPTHbIM  yypexaeHueM 3adaHns  YnofIHOMOYEHHOro



dreiepanbHOro opraHa MCNOSTHUTENBHOM BNAcTu C NPUITOXEHNEM OOKYMEHTOB, yKa3aHHbIX B
nyHkrtax 3, 4, 10 n 11 _4yactu 2 HacTodAwen cTaTbu, U COBETOM MO ITUKE 3adaHus
YMNOSITHOMOYEHHOIO  oefiepanbHOro opraHa MWCMNOSIHUTENbHOM BriaCTM € NPUSTOXEHUEM
AOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 1 9 yacTtu 2 HacToALEeN CTaTbM.

7. B cpok, He nmpeBblwakowmm NATM paboymx AHEN CO OHA MONyYEHUsT 3aKIHYEHUN,
YKa3aHHbIX B 4acty 6 HacToswen cTaTtbW, YMNOSIHOMOYEHHbIN dheaeparnbHbii  opraH
NCNOMNHUTENBHOW BNacTu:

1) ocywecTBnseT OUEHKY TMOCTYNUBLUMX 3aKMYeHUn Ona  onpeaeneHvs  ux
COOTBETCTBUA 3aaHNAM Ha NpoBeJeHne COOTBETCTBYHOLLMX SKCNEPTUS;

2) nNpuHMMaeT pelleHne O Bblaave paspelleHnss Ha MpoBeAeHNEe KITMHUYECKOro
nccnegoBaHWs NekapcTBEHHOro npenapara ans MeanuuHCKOro NnpuMeHeHns unm ob otkase B
BblAaye yKa3aHHOro paspeLleHus;

3) BblgaeT paspelleHMe Ha  npoBedeHVMe  KIMMHWYECKOro  UccrnefoBaHus
NeKapCTBEHHOro npenapara Ans MeguuMHCKOro NPUMEHEHUS unu pelueHne ob oTkase B
Bbla4e yKa3aHHOro paspeLleHus ¢ ykasaHnem npuymMH oTkasa.

8. OcHoBaHMeM AN OTKasa B Bblgavye paspelleHus Ha NPoBeAEHME KITMHUYECKOro
nccrnenoBaHMsa NeKapcTBEHHOrO npenaparta And MeauuMHCKOro MpUMEHEHUsT SIBMSIETCS
HanuMune 3aKnioYEeHNs KOMUCCUW IKCMEPTOB WM  3aKMOYeHUss coBeTa Mo 3TUKE O
HEBO3MOXXHOCTW NPOBEAEHUS KIMMHUYECKOro UCCneaoBaHUs NekapCTBEHHOro npenapara ans
MEAMLUMNHCKOrO NPUMEHEHNSA MO peayrbTaTtaMm MPOBEAEHHbIX 3KCNEpPTU3, NMpPeayCMOTPEHHbIX
YacTbto 6 HACTOALEN CTaTbMW.

9. PeweHne o6 oOTkasze B MNPOBEAEHUM IKCNEPTU3bl AOKYMEHTOB AN MOMydYeHus
pa3peLleHns Ha NpoBeaeHNEe KIMHUYECKOro UCCneaoBaHUs nekapCTBEHHOro npenapara ans
MEAMLMNHCKOrO MNPUMEHEHUST N 3TUYECKOW SKCMEepTU3bl U B Bblgaye paspelleHus Ha
npoBedeHne KIIMHUYECKOro UCCrenoBaHNSA fnekapCTBEHHOro npenapaTta ang MeguuuHCKOro
npuMeHeHNss MoXeT ObiTb 00XanoBaHO B MNOpsiAKe, YCTAHOBMIEHHOM 3aKOHOAATESNbCTBOM
Poccunckon ®epepauuu.

FTAPAHT:

CM. koMmeHTapum K ctaTbe 39 HacToswero degepanbHOro 3akoHa

MHdopmaumsa 06 n3MeHeHUsIX:

@edepalibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-@3 Hacmoswulu ®edeparibHbIl
3aKoH OorosiHeH cmambel 39.1, scmynarowet 8 cusny ¢ 1 urona 2015 a.

Cratbsa 39.1. OTnyeckas akcnepTmnsa

1. OTnyeckass akcnepTm3a MNPOBOAUTCA COBETOM MO 3TMKE, CO34aHHbIM B MOpsiaKe,
YCTAHOBJIEHHOM YMOSTHOMOYEHHbIM hefeparnbHbiM OpraHOM WUCMOMNHUTESNbHOW BRactu, B
LUensix Bblgayn 3akmoyeHust o6 aTmyecko 0OOCHOBAHHOCTM BO3MOXHOCTWM MpPOBEAEHUS
KIMWHWUYECKOro UccrneoBaHus fiekapCTBEHHOro npenaparta Ansg MeauunMHCKOro NpuMeHeHus:.

2. JkcneptamuM coBeTa MO 93TMKE MOryT OblTb NpeacTaBUTENU MEOULMHCKMX
OpraHusauuin, HayyHbIX  OpraHusauun, obpasoBaTenibHbIX  OpraHuM3auui  BbICLLEro
obpasoBaHMsa, a Takke npeacTtaBuTENM OOLWECTBEHHbBIX OpPraHM3aumn, pPenurmo3HblX
opraHusaumn u cpeacTs MaccoBon MHpopmaumn. [laHHble SKCNepTbl HE OOMKHbI HAXOAUTLCS
B Kakon-rnmbo 3aBMCUMOCTU OT pa3paboTyMKOB NEKapCTBEHHbLIX MPenapaTtoB U APYrux nuu,
3aMHTEepeCcoBaHHbIX B pe3yrnbTaTtax 3TU4YeCKON aKCNepTu3bl.

3. Onnarta ycnyr 93KCnepToB COBETa MO 3TUKE OCYLIECTBMASETCA Ha OCHOBaHWUM
Aorosopa, 3aKITHO4EHHOro Mexgy  YNONHOMOYEHHbIM deaepasnbHbIM opraHom
NCMNOMHNTENBbHON BNACcTW, KOTOPbIM CO34aH COBET MO 3TUKE, M AKCMEPTOM COBETA MO 3TUKE, 3a
cyeT OHODKETHbIX aCCUrHOBaHWMK, MNPenyCMOTPEHHbIX YMNOSTHOMOYEHHOMY heaepanbHOMY
opraHy WCMOMNHUTENbHOM BRacTW, KOTOPbIM CO34aH COBET Mo 3TuKe, B denepanbHOM
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GrogkeTe Ha COOTBETCTBYWOLWMK roa Ha obecnedeHve ero OedATenbHOCTWM, B pasmepax,
ycTaHoBreHHbIX MpaButensctesoMm Poccumnckon degepaumn.

4. OkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C
3akoHogartenscrtesomM Poccunckon degepaumn.

5. CocTaB coBeTa Nno 3TMKe, NonoxeHne ob aTom coBeTe, NOPSAOK ero AeATeNbHOCTH,
TpeboBaHna K KBanudukaumMm W OnbiTy paboTbl MO 9SKCMNEPTHOM OLEHKE HayYHbIX,
MEOVUUMHCKMX W  OTUYECKMX acCfeKTOB  KMAMHUYECKUX UCCNedoBaHUM  JFIeKapCTBEHHbIX
npenapaToB AN MEAULMHCKOrO MPUMEHEHUs, NpeabsBrsieMble K 3KcnepTam coBeTa Mo
3TUKe, NMOopsaaoK OpraHu3aumMm n NPoBeAEHUs 3TUYECKOW 3KCNepTu3bl, dhopma 3aKmnoveHUs
coBeTa MO 9TMKE YCTaHaBMMBAKTCA  YMNONIHOMOYEHHbIM  hbeaepanbHbiM  OpraHoMm
NCNOSTHUTENBbHOM BRactu. Yucno npeacraButener MeaouuUMHCKMX OpraHu3aumin He MOXeT
npeBbIaTb NOSIOBUMHY OT 06LLEro Yncna aKkcnepToB CoBeTa Mo 3TUKE.

6. WHdopmaumss 0 cocTaBe coBeTa MO 3TUKe, NnaHax ero paboTbl M TeKyluewn
AeATenbHOCTN pasMellaeTcs Ha oduumanbHOM canTe YNOSIHOMOYEHHOro deaepanbHOro
opraHa ncnosiHuTensHom Bnactu B cet "MIHTepHeT" B yCTaHOBMEHHOM MM Nopsake.

FTAPAHT:

CMm. kommeHTapuu K ctatbe 39.1 HacTosiwero ®PegepanbHOro 3akoHa

Cratba 40. [NpoBeaeHne KAMHUYECKOrO MUCCNenoBaHUs JNIEKapCTBEHHOrO npenapara
Ans MegUUNHCKOro NPUMEHeEHNS

MHdopmaums 06 n3MeHeHUsIX:

QedepasibHbIM _3akoHoM om 22 Oekabpss 2014 2. N 429-®3 e vacmb 1 cmambu 40
Hacmosiweao PedeparnibHO20 3aKOHa 8HeCeHb! UBMEeHeHuUs, ecmynarwue 8 cuny ¢ 1 ukns
2015 a.

Cm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu

1. PykoBoguntens MeguUMHCKOW oOpraHmsauuu, KoTopas npoBOAUT  KIIMHUYECcKoe
nccrnegoBaHMe neKapCTBEHHOro npenapata Ans MeauUMHCKOro NpUMEHEeHus, HasHavaeT
nccrniegoBaTtensi, OTBETCTBEHHOrO 3a MNPOBEAEHME TaKoro MWCCNegoBaHUsi U MMEOLLEro
ne4yebHy0 cneumanbHOCTb, COOTBETCTBYIOLLYIO MPOBOANMOMY KITMHUYECKOMY UCCNeLOoBaHUI0
NeKapCTBEHHOro npenapaTta, €O CTaxemM paboTbl NO nporpaMMam  KIMHUYECKUX
nccnenoBaHMn NeKapCTBEHHbIX NpenapaTtoB HE MEHEee YeM TpU roga v no ero NpeanoXxeHuto
Ha3Ha4aeT couccrnegoBaTernen U3 Yicrna Bpayen 3Ton MeanuuHCKOM opraHnsauuu.

2. WccneposaTtenb ocyuwiecTtsnsieTr BblOOp nauMeHTOB, KOTOpble MO MeLUUMHCKUM
NOKa3aHUAM MoOryT ObITb NpuBNEYEHbl K Y4acTUIO B  KIIMHWUYECKOM uUccnegoBaHum
nekapCTBEHHOro npenapara ans MeauunHCKOro NPUMeHEHUS.

3. WccnepoBsaTenb n conccnepoBateny OOMKHbI OblTb O3HAKOMIIEHbI C pe3ynbTaTtaMmu
AOKIMHUYECKOrO MCCrnegoBaHUsA NeKapCTBEHHOroO cpeacTtBa, cogepawmmucs B bpolltope
nccrnegoBaTtens, MNPOEKTOM MPOTOKOMa  KIMHUYECKOro UCCrefoBaHWA  NEKapCTBEHHOIO
npenapata Ans  MEAUUMHCKOrO  MPUMEHEHUs, pa3paboTaHHbiM  pa3paboTynkom
NeKapCTBEHHOro npenapara unm UHbIM IPUANYECKUM NULIOM, NPUBIIEKAEMbIM K OpraHn3aumm
NPOBeAEHUs1 KNMHUYECKOro UccrneaoBaHnsa NekapCTBEHHOro npenapaTta and MeauvuuHCKOro
NPUMEHEHNS, U APYrMMU MaTepuanamMmm Takoro nccrnegoBaHus.

MHdopmaumsa 06 naMeHeHusix:

QedeparsbHbiM _3akoHomM om 29 Hosbps 2010 2. N 313-©3 cmambs 40 Hacmosuwezo
®edeparnibHO20 3aKoHa 0oriofiHeHa Yacmbio 3.1, ecmynarwed 6 cuny ¢ 1 aHeapsi 2011 e.
3.1. PykoBogutenb MeOULMHCKOW OpraHuM3auuu B CPOK, He MpeBbillalowmnmn Tpex
paboymx OHEen co OHA Havana npoBefeHUst KITMHUYECKOro MccrneaoBaHus fekapCTBEHHOro
npenapata ANd MeAUMUMHCKOro MnpuMeHeHus, coobwaet o6 3TOM B YNOSIHOMOYEHHbIV
denepanbHbIN OpraH UCMNONHUTENBHOW BNacTW, BblAaBLUWW pa3pelleHne Ha npoBefeHue
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TaKoro nccriegoBaHud, no yCTaHOBHeHHOVI nm cbopme.

MHdopmaumsa 06 n3MeHeHUsIX:

QedeparsbHbiM _3akoHoM om 11 okmsabps 2010e. N 271-©3 e yacmb 4 cmambu 40
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS

CmMm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu

4. OpraHusaumm, OCyLeCTBNAKLWME OpraHn3auuio npoBedeHUs  KIMHUYECKOro
nccnegoBaHns NekapcTBEHHOro npenapara Anst MeaUUMHCKOro NPUMEHEHUSA U YKasaHHbIe B
yactn 3 ctatbun 38 HacToswero ®PenepanbHOro 3akoHa, B criydae Heob6xo4MMOCTU BHECEHMS
M3MEHEHNA B MPOTOKON KIIMHMYECKOIrO MWCCreaoBaHUsA JeKapCTBEHHOro npenapaTta nngd
MeOMLMHCKOro npumMeHeHus coobuialoT 06 3TOM B YNOSTHOMOYEHHbIN heaepanbHbIn opraH
NCMNOMHNTENBbHON BNAacTW, BblAaBLUMI pa3peLLEHNe Ha NPOBEAEHNE TaKoro nccnegoBaHus, no
YyCTaHOBJIEHHOW UM bopMe.

MHdopmaumsa 06 n3MeHeHUsIX:

QedeparsibHbiM _3akoHomM om 11 okmsbps 2010 2. N 271-®3 cmamesi 40 Hacmosuw,ez2o
®edeparnibHO20 3aKoHa 0oriofiHeHa Yacmbio 4.1
4.1. dopma coobueHns O BHECEHUM W3MEHEHUA B MPOTOKOM  KIMHUYECKOro
NUccnegoBaHnsl NEKapCTBEHHOro npenaparta Ans MeOULMHCKOrO MNPUMEHEHUs  OO0SIKHA
cogepxaTtb cneayowime cBegeHus:
1) HaumeHoBaHve, NOEHTUUKALMOHHBLIA HOMEP W OaTa NPOTOKOSa KIIMHUYECKOro
nccnengoBaHus;
2) nata BHECEHUS UBMEHEHNIN B MPOTOKON KITMHMYECKOro UCCreaoBaHus;
3) HaMMEHOBaHNE N MEeCTO HaxOXOEeHUs 3asaBUTENS;
4) HauMeHOBaHME OpraHu3auumm, MNPUBIEYEHHON pPa3paboTYMKOM JEKapCTBEHHOIMO
npenapaTa K opraHu3aLmm NPoBeAEHNS KITMHUYECKOrO UCCREeAoBaHUs (MpU HanmMunm);
5) HaMmeHOBaHUA N MeCTa HaxXOXOEHUs MEAUUMHCKUMX OpraHusauumn, B KOTOPbIX
NpPOBOAUTCS KMMHUYECKOE UCCeaoBaHNe;
6) gata Bblgaun paspelleHus Ha NpoBeAEHNE KIMHUYECKOrO MCCreaoBaHUsa U HoMep
3TOro paspeLleHus;
7) N3BMEHEHNS, BHOCUMbIE B NPOTOKOST KIMMHNYECKOrO NCCNeLoBaHus.

WNHdopmauusi 06 nsmeHeHusx:

@eldepasibHbiM _3akoHoM om 22 Oekabpsi 2014 e. N 429-©3 & vacmb 5 cmambu 40
Hacmosweao ®edeparibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynarouue 8 cuiy ¢ 1 utons
2015 a.

CmMm. mekcm Yacmu 8 npeodbidyweu pedakuuu
5. B cpok, He npeBbllaoWmnn TpuguatM paboymx gHen co AHSA NofyyYeHns ykasaHHOro
B 4Yactu 4 HacTosilen cTaTbl COOOLEHWs, YNOSTHOMOYEHHbIM deaeparnbHbid  OopraH
NCNOMHNTENbHON BNacTuM paccMaTpmMBaeT 3TO COObLEHME B YCTAHOBIEHHOM UM MOPSAKE U
NPUHMMAET peLleHMe O BHECEHUN WU3MEHEHUMW B MNPOTOKOS KIVHUYECKOrO UCCreaoBaHus

feKapCTBEHHOro npenapata Anst MeauUMHCKOro NpUMEHeHus unm o6 oTkase BO BHECEHUU
Taknx n3ameHeHui. Mpu paccmMoTpeHnn coobLleHmst 0 HEOBXOAMMOCTN BHECEHUS U3MEHEHUI B
MPOTOKON KIMHUYECKOro WCCRnefoBaHWsi fekapCTBEHHOro npenaparta Ans MegULMHCKOro
NMPUMEHEHUNSI B LIENsSX OLEHKM 06OCHOBAHHOCTU MpeafiaraeMblX U3MEHEHUIA U onpeaeneHus
CTENEeHN pucka ANs NauueHTOB, MPUHMMAIOLWMX y4acTve B KIMHUYECKUX WCCIEeAOoBaHUsIX,
YNONMHOMOY€EHHbIM hbeaepanbHbiM OpraHoM WUCMOMHUTENbHOW BriacTX MOryT NpUBIEKaTbCs
3KCNepTbl COBETA MO 3TUKE.

6. KnuHumyeckoe uccrnegoBaHWe NEKAPCTBEHHOIO npenapata Ans MeauuUMHCKOro
NMPUMEHEHNsT MOXET ObITb MPUMOCTAHOBMNEHO WM MNpeKpalleHo, ecnu B Mpouecce ero
npoBeaeHnst obHapykeHa OMacHOCTb [ANS JKW3HM, 340pOBbs NauveHToB. B cnyyae
BO3HMKHOBEHUS ONACHOCTU ANS XKM3HW, 340POBbS MaLMeHTa, y4acTBYHOLLErO B KMMHUYECKOM
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nccnegoBaHUM  NeKapcTBEHHOro  npenapata  Ansg  MeOUUMHCKOro  NPUMEHEHUS,
nccnegoeatenn o6s3aHbl  nNpouvHopMMpoBaTb 06 3TOM  pykoBoAUTENS MeAULMHCKOM
opraHuMsauMn 1 opraHusaumio, NosyvyMBLLYKO paspeLleHne YnosITHOMOYEHHOro deaepasibHoro
opraHa MCMNOMHUTENbHON BacTh Ha OpraHn3auuio NpoBeaeHNs KIMHUYECKOro nccnegoBaHus
nekapcTBeHHoro rnpenaparta. PelweHne 0 NpMOCTaHOBMEHUN KIIMHUMYECKOro UccrneoBaHus
NnekapcTBEHHOro npenapaTta Ansg MegUUMHCKOro MNPUMEHEHUA MNPUHMMAKT PYyKOBOAUTENb
MEOMUWHCKOW  opraHuMsauun  un  (Mnu)  opraHmsauusi, nonyyuBllaa  paspelueHue
YNONMHOMOYEHHOro (bedepanbHOro opraHa WCNOMHUTENBHOW BracT Ha OpraHu3auuio
NpoOBeAEHUS KIMMHUYECKOro MUCCreaoBaHUs NeKapCTBEHHOro npenapara ang MeguumMHCKOro
NPUMEHEHWS, peLleHne O NpekpaLleHnn Takoro uccnegoBaHns NpUHUMaeT YNoSTHOMOYEHHbIV
denepanbHbii OpraH UCNOSIHUTENbHOW BlAaCTM Ha OCHOBaHMM COOOLLEHMS B MUCbMEHHON
dopmMe pykoBOAUTENA MEOULMHCKOW OpraHvsauuMM unv  opraHusaumsi, nosyymBLUas
paspelleHne ynosITHOMOYEHHOro peaepanbHOro opraHa WCMNONHUTENbHOM BIlacTM  Ha
opraHusauuio NpoBefeHUs KITMHUYECKOro MCCrefoBaHUsa fekapCTBEHHOro npenaparta Aans
MeANLNHCKOro NPUMEHEHMUS.

7. B cpok, He npeBblwakwwmin natM paboymx OHeW CcO [OHSA  3aBeplleHus,
NPUOCTAHOBMEHNA WNU  NpeKpaweHUs KIMHUYEeCKOro  UCCrnefoBaHus  NIeKapCTBEHHOrO
npenapata Ans MeOUUUHCKOro MpuUMeHeHus, coobleHne o6 9ToOM HanpaBnseTcs
opraHuMsaumamMm, ykasaHHbIMM B Yactu 3 crtaten 38 HacTosiwero degeparnbHOro 3akoHa, B
YNOSTHOMOYEHHbIN dhefiepanbHbl OpraH MUCMNOMHUTENbHOW BflaCTU NO YCTAHOBMNEHHOW WM
dopme.

8. ®opma coobuieHnss O 3aBepLUeHUW, NPUOCTAHOBMEHUN WU NpeKpaLleHnn
KIMWHWUYECKOro MUccrneoBaHUsA fekapCTBEHHOro npenapaTta ans MeguuMHCKOro npumMeHeHus
AOMMKHA cofepxaTthb:

1) vHopmMaLMilo O MeOUUMHCKOW opraHvsaumn unm MeguuMHCKUX OpraHusauusix,
NPOBOAMBLUNX JAHHOE UccneoBaHueE;

2) onucaHne JaHHOro uccrnegoBaHus;

MHdopmaumsa 06 n3MeHeHUsIX:

@eldeparsibHbiM 3akoHoMm om 11 okmsabpsi 2010 e. N 271-@3 e nyHkm 3 yacmu 8 cmambu 40
Hacmosiuje2o ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUSI

Cm. mekcm nyHkma 8 ripedbidyuiel pedakuuu

3) maHHble uccneposatena (pamunusa, ums, oT4eCTBO, MeCTO paboThl, 3aHMMaemas
AOIMKHOCTb, CMNeumarnbHOCTb, CTaX paboTbl MO nporpammaM KIMHUYECKUX UCCRneaoBaHUn
NEeKapCTBEHHbIX MpenapaTtoB, MepeyvYeHb KANMHUYECKUX WCCeaoBaHUM NeKapCTBEHHbIX
npenapaToB, B KOTOPbIX OH MpuvHMMan ydactue (nepuodbl YyyacTusl) B KadecTBe
nccnegosartens unm counccnegosartens);

4) pesynbTaT [AaHHOrO UCCNefoBaHUSA (3aBeplueHue, MNpPUOCTaHOBMEHME UMK
npekpawleHne OaHHOro UCCNeAoBaHUs C yKasaHUMeM WX MPUYMH U BIUSIHUSA Ha OLIEHKY ero
pe3ynbTaTtoB, OOLLYI OLEHKY pyUcKa M OXnaaemon nonb3bl OT NPUMEHEHUs uccrnegyemoro
NlekapCTBEHHOroO NpenapaTa, a Takke npegnonaraemMble ganbHenwme 4encTBms).

MHdopmaumsa 06 n3MeHeHUsIX:

®edepasnibHbIM _3akoHoM om 13 urona 2015e. N 241-©3 wvacmb 8.1 cmambu 40
Hacmosiueao ®edepasibHO20 3aKOHa U3/I0KeHa 8 HO80oU pedaKkyuu

CmMm. mekcm Yacmu 8 npeodbldywiel pedakuuu
8.1. [Tllpu BbigBNeHun degepanbHbIM  OpraHoM  MCMOSHUTENbHOW  BNacTy,
OCYLLECTBMAAWNM  (PYHKLUMXU MO KOHTPOM W Haas3opy B cdepe 34paBOOXpaHeHus,
HapyLeHU rpaBui Hagnexawen KIMHMYECKOW MPakTUKU Npu NpoBefeHUU KIMHUYECKOrO
nccnegoBaHUs NekapcTBEHHOro npenapara, BAUSILWMX Ha NOSHOTY U (M) AOCTOBEPHOCTb
AAaHHOIO KNWHMYECKOro MCccnefoBaHUs, YKasaHHbIM befeparnbHbii opraH UCMOSTHUTESTbHOM
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BNacTu npuocTtaHaeBnMBaeT NPoOBefeHMEe OAaHHOro KMMHUYECKOro UCCreAoBaHUs U BbIHOCUT
MeOVLMHCKOW OopraHusaunn, B KOTOPOM NPOBOAUTCA AAHHOE KIIMHUYECKOe uccrenoBaHue,
npeanucaHne o6 ycTpaHeHMM BbISBNIEHHbIX HapyleHun. Mpu HeycTpaHeHUn MeguLMHCKON
OopraHusaumnen BbIsIBIEHHbIX HapyLEeHUN B YCTAHOBIEHHbIN B NpeanncaHnm CpoK YKasaHHbIN
defepanbHbIi - OpraH WUCMNOMHUTENBHOW BNactTu MpUHMMaeT pelleHne O npeKpalleHun
NpoBeAEeHNs KIIMHUYECKOro WCCredoBaHUsA JieKapCTBEHHOro npenaparta W HanpasnseT B
deneparnbHbIi OpraH UCMNOSTHUTENbHOW BNACTK, OCYLLECTBNAIOWNA OYHKLUK MO BbipaboTKe M
peanusaunm rocygapCTBEHHOM MOSIMTUKM UM HOPMATUBHO-NPABOBOMY peEryrnvpoBaHuio B
chepe 30paBOOXPaHEHUs, 3akNiyYeHue O BbISABMEHUM Npu  MPOBEeAEHUN  [OAHHOro
KNMMHNYECKOro UCCnefoBaHNSa HapyLleHn nNpaBun Hagnexailen KnMHUYeCcKon NpakTuku Ang
NPUHATUA peleHns 06 OTMEeHe paspelleHns Ha OopraHMsaumito MNpoBeaeHUs OaHHOro
KNMMHNYECKOro McCrneaoBaHusa € Aathl MPUHATUA peLleHnUss O NPUOCTaHOBNEHUN NPOBeAEHUS
KIMMHWYECKOro uccrneoBaHns fiekapCTBEHHOro npenapara.

9. YNnonHoMo4eHHbI doeeparnbHblil OpraH UCNOSTHATENBHOW BRacTu onyonmnKoBbIiBaeT
N pa3mellaeT Ha cBoeM odmumanbHoOM cante B ceTn "MIHTepHeT" coobLueHre O 3aBepLueHnn,
NPUOCTAHOBMEHUM UMM MPEKpPaLleHNUN  KIMHUYECKOrO  UCCIeLOBaHUA NeKkapCTBEHHOro
npenapaTta gns MEOULUHCKOrO NMPUMEHEHNSI B CPOK, HE NPEBbIAoWNA NATU pabodnx gHEN
CO [HS ero nofyyYeHusi, B YCTaHOBIIEHHOM MM MOpPSIAKE.

10. YNOnHOMOYEHHbIN (beaepanbHbI OpraH UCMOMHUTESNbHOW BNacTu OCyLwecTBnaeT
BedeHne peecTpa wuccnegoBartenen, nNPoOBOAAWMX WAN  MPOBOAUBLUMX  KITMHUYECKME
UccnegoBaHUs  NleKapCTBEHHbIX  NpenapatoB AN MeOUUMHCKOro  MPUMEHEHusl, B
COOTBETCTBUU C YTBEPXKOAEHHBIMU UM MpaBuriaMn U pasMmeLlaeT ero Ha CBoem oduumanbHOM
cante B cetn "MHTepHeT" B yCTaHOBMEHHOM WM Nopaake. YKasaHHbI peecTp COAepXuT
MHopMaLno, NPeAyCMOTPEHHYIO MYHKTOM 3 YacTu 8 HaCcTOosALWeEeN cTaTbMu.

11. OT4yeT 0 pesynbTaTax KIMHUYECKOro UCCedoBaHUS NekapcTBEHHOro rnpenaparta
ANa MeguLUMHCKOro NPUMEHEeHUs COCTaBrsieTcs opraHnsaumnen, ykasaHHoON B Yactu 3 cratby

38 HacTtodwero ®degepanbHOro 3akOHA, Ha OCHOBAHUM  3aKMKOYEHUN  MeOULMHCKUX
opraHusauuin, NpPoBOAMBLUMX 3TO UCCNefoBaHWe, U MpPeacTaBnsaeTCcd B YMNOMHOMOYEHHbIN
defiepanbHbI OpraH UCMOMHUTENbHOM BNacTW, BblAaBLUMA paspelleHMe Ha npoBedeHue
9TOr0 MCCreaoBaHus, B CPOK, He MpeBbIAlWUN TpexX MecsueB CO [OHA ero 3aBepLueHus,
NPUOCTAHOBMEHNA WNU NpeKkpalleHns, B Mopsiake, YCTaHOBMEHHOM YNOMHOMOYEHHbIM
denepanbHbIM OpraHOM MUCMNOSTHUTENBHOW BI1ACTM.

WHdopmauusi 06 nsmeHeHusx:

@edepasibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-03 e yacmb 12 cmambu 40
Hacmosiweao ®edeparsibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouue 8 cuiy ¢ 1 utons
2015 e.

CmMm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu
12. HapyweHve npasun Hagnexaiwlen KIMHUYECKOW MpakTukK, danbcudukaumns
pe3ynbTaToB KIMHUYECKOrO UCCNeLOoBaHWs fIEKapCTBEHHOro npenapaTta ans MeamuuHCKOro
NPUMEHEHNsT BNEKyT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccunckon ®epepauun.

WHdopmauusi 06 nsmeHeHusx:

@edepasibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-03 e yacmb 13 cmambu 40
Hacmosiweao ®edeparsibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouue 8 cumiy ¢ 1 utons
2015 e.

Cm. mekcm Yacmu 8 npedbidywel pedakuuu
13. lMNpu npoBeaeHNN KIMHUYECKOrO UCCreaoBaHNSA NEKapCTBEHHOro npenaparta ans
MEeOMLMHCKOro NpuMeHeHus gonyckaeTca 3abop y naumeHToB GMONornvyeckux matepuanos
(0bpasubl BMONOrMYECKUX XUOKOCTEN, TKAHEWN, CEKPETOB U MPOOYKTOB XU3HEOEeATEeNbHOCTH
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yenoBseka, PU3NONOMMYECKUX W MNATONOrMYEeCKUX BblOENEeHUN, Ma3koB, COCKOOOB, CMbIBOB,
MUKpPOOpraHmamoB, GBUoncuiHbl Matepuan) ans ux msydyeHmsa B Poccurckon depepaumn um
(vnn) 3a npegenamu Poccuinckon epepaumu.

MHdopmaumsa 06 n3MeHeHUsIX:

@edepasibHbIM _3akoHOM om 22 Oekabps 2014 2. N 429-03 e yacmb 14 cmambu 40
Hacmosiweao PedeparnibHO20 3aKOHa 8HeCeHbl UBMEeHeHUs, ecmynarouwue 8 cuny ¢ 1 ukns
2015 a.

CM. mekcm Yacmu 8 npedbidywel pedakuuu
14. [Nopsagok BBo3a B Poccurickyto depepaumio u BbiBO3a 3a npeaensl Poccuiickomn
denepaumm OGUONOMMYECKUX MaTepuanoB, MOMYYEHHbIX MPU MPOBELAEHMM KIMHUYECKOTO
nccnegoBaHUst  NeKapCTBEHHOro npenapata  Aans MeONLNHCKOro NPUMEHEHNS,
ycTaHaBnueaeTca NpaButensctesomMm Poccunckon denepaumn.
FTAPAHT:

CM. koMmeHTapum K ctaTtbe 40 HacToswero degepanbHOro 3akoHa

Cratba 41. [JoroBop O npoBedeHUN KIMHUYECKOro WCCreaoBaHUsA NeKkapCTBEHHOro
npenapaTa 4ns MeauunHCKOro NpuMeHeHus
1. KnuHuyeckoe uccrnegoBaHWe JiekapCTBEHHOro rnpenapara  Ans  MeauuLMHCKOro

NpUMEHeHs1 NPOBOAUTCA B COOTBETCTBUM C [OrOBOPOM O MPOBEAEHUN KITMHUYECKOro
nccrnenoBaHNA fiekapCTBEHHOMO npenapaTta Ans MeauuLMHCKOro NpUMEHeHUs1, 3aktoyaemMbim
MeXay opraHusauumen, rnonyymselLeN paspelleHue YrnoSIHOMOYEHHOro hefeparnibHOro opraHa
NUCMNOSTHUTENTbHOM BflaCTM  Ha OpraHM3auuio NPoOBEeAEHUs TaKoro WUCCrnegoBaHusl, W
MeOULMHCKOWN opraHmn3aLmein, oCcyLLeCcTBSLWen NpoBeLeHne Takoro nccregoBaHus.

2. [loroBop 0 NpoBeAEeHUN KITMHUYECKOrO UCCeaoBaHUs NIEKapCTBEHHOro npenaparta
A1 MEOULMHCKOro NPUMEHEHUS O0SKEH coaepXaTb:

1) ycnosus 1 Cpokn NpoBeaeHns 4aHHOro nccnegoBaHus;

2) onpegeneHne obLen CToMMoCTM NporpaMmbl 4AaHHOMO UCCNEeOoBaHUS C YKa3aHUeM
CyMMbI, NpefHasHavaloLenca ong Boinnat nccnegosartensam, conccnenosartensm,

3) onpefeneHne opMbl MNpeacTaBneHns pes3ynbTatoB [aHHOMo UccnenoBaHus B
YNONMHOMOYEHHbIN (befeparibHbI OpraH UCNONHUTENBHOM BMacTu.

FAPAHT:

CM. koMMmeHTapum K ctaTbe 41 HacToswero degepanbHOro 3akoHa

Cratbsa 42. duHaHcoBoe obecneyvyeHne KIMHNYECKOro CccneaoBaHust NeKapcTBEHHOIO
npenapaTta gns MeauUMHCKOro NpuMMeHeHus

®duHaHcoBOe obecrneyeHne KNMHNYECKOro UCCrefoBaHUs fiekapCTBEHHOro npenaparta
AN MeQULIMHCKOro NPUMEHEHUS OCYLLECTBNAETCS 3a CHET:

1) cpeacTs dheagepansbHOro 6roaxeTa;

2) cpefcTB opraHuM3auun, NOyyvMBLUMX paspelleHne Ha opraHusauuio nposefeHus
AAHHOro nccrefoBaHus, B COOTBETCTBUM C YCNOBUSIMW JOTOBOPA O €ro NpoBeAEHUN;

3) VHbIX He 3anpeLLleHHbIX 3aKoHoaaTenscTBoM Poccuiickon degepaunm NCTOYHUKOB.

FAPAHT:

CM. koMMeHTapum K ctaTbe 42 HacToswero degepanbHOro 3akoHa

Ctatba 43. [lpaBa nauMeHTOB, Yy4acTBYWOLWMX B KIMHMYECKOM UCCreLOBaHUN
nekapCcTBEHHOro npenapara ans MeguunHCKOro npMMeHeHns
1. Yyactme naumeHTOB B KIMHMYECKOM WCCreaoBaHMM JIeKapCTBEHHOro npenapaTa
ANst MeAULMHCKOro NpUMEHeHUs siBnseTca 40OpOBOSbHbIM.
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FTAPAHT:

O6 opraHusaumMm OTAENEHUMA KIMHUYECKUX WCMbITAHUA NEKAPCTBEHHbLIX MpenapaTtoB Ha
340poBbIX obpoBonbuax cM. npukas MuHsgpasa PO ot 25 asrycta 1992 r. N 235

2. lMaumeHT unn ero 3aKkOoHHbIN NpeacTaBUTENb AOMKEH OblTb MHOPMMPOBaAH B
nMcbMeHHOW chopMme:

1) O nekapcTBEeHHOM npenapate Ans MeAULUHCKOro MNPUMEHEHUA W CYLLHOCTU
KITMHUYECKOro UCCreaoBaHMs 3TOro SIeKapCTBEHHOMO npenapaTa;

2) o 6e3onacHOCTM NeKkapCTBEHHOrO Npenapata Ana MEeAULUHCKOrO NPUMEHEHUS, €ro
oxnagaemon 3ddPEKTUBHOCTU N CTENEHM pUCKa AN NAUNEHTa;

3) 06 ycnoBusIX ydacTusi nauueHTa B KIIMHMYECKOM MCCreaoBaHUM NeKapCTBEHHOIO
npenapaTta ansa MeanLNHCKOro NpUMeHeHus:;

4) 0 uenu wunM uendax W NPOAOIHKUTENBHOCTM  KITMHMYECKOro UCCrneaoBaHus
neKkapcTBEHHOro npenapara ans MeauumMHCKOro NpUMEHEHNS;

5) o0 penctBuAX nauMeHTa B Cryvyae HenpeaBuaeHHbIX 3((EKTOB BIMSHUS
neKkapCcTBEHHOro npenapara ans MeauumMHCKOro NpUMEHEHNs1 Ha COCTOSIHUE ero 340POBbS;

6) 06 ycrnoBusix 06a3aTeNbHOr0 CTpaxoBaHUS XU3HW, 300POBbSA NALNEHTA;

7) O rapaHTUsIX KOH(MAEHUMAnNbHOCTU Yy4acTus nauueHTa B KIIMHWUYECKOM
nccnegoBaHMM NekapcTBEHHOrO npenapara ansi MeQUUMHCKOro NPUMEHEHNS.

3. [JobpoBonbHoOE cornacue naumeHTa Ha ydacTue B KIIMHMYECKOM MKCcCcrefoBaHuu
NEeKapCTBEHHOro npenapata Anss MeOUUMHCKOTO MNPUMEHEHMs NOATBEPXAAaeTcss ero
noanucbld UNU MOAMUCBLIO €ro 3aKOHHOro npeacTtaBuTens Ha MHAOPMALMOHHOM JUCTKE
naumneHTa.

4. MaumeHT nnun ero 3aKoHHbIV NPeacTaBUTENb MMEET NPaBoO OTKa3aTbCsA OT y4acTus B
KNMUHWYECKOM MCCNeaoBaHMM NeEKapCTBEHHOrO npenapara ans MeguumMHCKOro NpUMEHEHNS Ha
nobor cTagmMm NpoBeAEHNS TaKoro NccneaoBaHus.

WHdopmauusi 06 uaMeHeHUsIX:

QedepalibHbIM _3akoHOM om 22 okmsbps 2014 2. N 313-®3 e yacmb &5 cmambu 43
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaruiue 8 cusy 10
ucmeyeHuu mpuduyamu OHel rocrie OHA ochuuuarbHo20 onybrnukogaHus Ha38aHHO20
®edeparsibHO20 3aKOHa

CM. mekcm Yacmu 8 npedbidywel pedakuuu

5. [lpoBegeHne KAMHUYECKOrO WCCNeoBaHMs FEKapCTBEHHOro npenapaTta Ans
MeLMLMHCKOro NPpMMEHEHMUS C y4acTUeM B Ka4eCTBE NaLMEHTOB AeTen JONYyCKaeTCs TONbKO C
cornacus B MUCbMEHHOM opmMe ux poauTenen, ycolHoBUTENen. [etm  moryt
paccMaTpMBaTbCsl B KayecTBe MOTEHUMarnbHbIX MauMEeHTOB TaKOro WMCCNneaoBaHusi, TONbKO
€Cnn ero npoBedeHne HeobxoaMmo ANs YKpensneHus 340pOoBbs AeTEN UM NpounakTuku
MHJEKUNOHHLIX 3aboneBaHnin B 4ETCKOM Bo3pacTe NMbo ecnu uenblo Takoro ccneaoBaHus
ABNSAETCA MNOSYyYEHME [OaAHHbIX O Hauny4llen [O3MPOBKE FIEKAPCTBEHHOro npenaparta Aans
neyeHus pgeten. B aTMX cnyyasx TakOMy WCCREeAOBaHUIO [OOSMKHO NpeawecTBoBaTb
KNUHUYECKOE nccrnegoBaHMe NekapCcTBEHHOro npenapara ans MeanuuHCKOro NpUMeHEHNs Ha
COBEPLUEHHOMNETHMUX [paxdaHax, 3a WCKMNIOYEHMEM CIyyaeB, €CNu  uccnegyembin
NeKapCTBEHHbIN nNpenapaT Ans MeguUUMHCKOro NMPUMEHEHUS NpeaHa3HavyeH UCKITYUTENBHO
AN UCNONb30BaHNA HECOBEPLUEHHONETHUMU rpaXxgaHaMu.

6. 3anpewaeTcss npoBedEHWE  KIMUHUYECKONO UWCCReaoBaHUS  NIEKAPCTBEHHOIO
npenapaTa gnst MEAULMHCKOTO NMPMMEHEHMWS C y4acTUEM B Ka4eCTBE NaLMEHTOB:

1) neten-cnpoT u geten, octaBmnxca 6e3 nonevyeHnsa poguTenen;

2) XXEHLWMWH B nepunog 6epeMeHHOCTH, XXEHLUUH B Nepnog rpyaHoro BCKapMnvMBaHus, 3a
NCKIMIOYEHMEM CITy4yaeB, €Cnv NPOBOAUTCA KIIMHMYECKOE WCCnegoBaHME JeKapCTBEHHOIO
npenapaTa, npegHa3HaA4YeHHOro Ans yKasaHHbIX >KEHLUWMH, Npu yCrnoBuM HeobxoaumocTu
nonyyYyeHnMss MHPOPMaUnn TOMNbKO BO BPEMs MPOBEOEHUS COOTBETCTBYIOLLUMX KITMHUYECKMX
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nccneaoBaHWM U NPUHATUS BCEX HEOBXOOMMbIX MeP MO UCKIMIOYEHMIO PUCKa HAHECEeHUs Bpeaa
XeHLWMmMHe B nepuoa 6epeMeHHOCTH, XeHLMHe B nepuog rpygHoro BCKapMvBaHUsA, nnoagy
nnn pebeHky;

3) BOEHHOCNyXalnx, 3a WCKIYEeHNEM Crny4yaeB MPOBEAEHUA  KIMHUYECKOro
nccnenoBaHMs NEeKapCTBEHHOro npenapaTta, cneuvanbHo pa3paboTaHHOro Ans npuMeHeHus
B YCIOBUAX BOEHHbIX [LEWCTBUN, 4YpesBbldalHbIX CUTyauuun, nNpodunakTukM M neyvyeHus
3aboneBaHUn M MNOPaKEHWN, MOSyYEeHHbIX B pe3ynbTaTe BO34ENCTBMS HebnaronpusaTHbIX
XUMUYECKNX, BMonormyecknx, pagnaumoHHblx aktopoB. KnvHuyeckoe nccnegoBaHne Takoro
NeKapCTBEHHOro npenapaTta MOXeT MNpoBOAUTLCA C yvacTMEM B KayecTBe nauMeHTOB
BOEHHOCNY>XaLLUNX, 3a UCKMIOYEHMEM BOEHHOCNYXaLLMX, NPOXOAALNX BOEHHYK Cnyxby no
npu3biBYy, ¢ cobnoaeHnem TpeboBaHui, yCTaHOBMNEHHbIX HacTosawmMm deaeparnbHbiM 3aKOHOM
B OTHOLUEHWN rpaxaaHCKNX N,

4) COTPYAHMKOB NPaBOOXPaHUTENbHbIX OPraHoB;

5) nuu, oTbbiBalOWKMX HakasaHMe B MeCTax JUWeHna cBoboabl, a Takke nuu,
Haxo4ALWMXCSA Nog CTpaXken B CNeacTBEHHbIX N30NATOPax.

7. [onyckaeTcs NpoBedeHWEe  KIIMHMYECKOro  UCCrefoBaHUsl  JIEKapCTBEHHOIO
npenapaTta Ansg MeguuMHCKOro NpUMEHEHUs1, NpegHa3HaAYeHHOro ANs NeYeHns NCUXUYECKMX
3aboneBaHnin, C y4acTMEM B KayecTBe MauMeHTOB WL C MNCUXMYEeCKMMU 3aborieBaHnaMN,

MPU3HaHHbIX  HeAeecnocobHbIMM B MOpPsAKe, YCTAHOBMEHHOM  3aKOHOAATElbCTBOM
Poccunckon ®epepaunmn. KnnHnyeckoe uccrnegoBaHne nekapcTBEHHOro npenapata B 3TOM
cnyyae npoBOAUTCA MNPUM  HanNuyum cornacus B NUCbMEHHOW  (opMe  3aKOHHbIX
npeacTaBuTenen ykasaHHbIX L.

FAPAHT:

CM. koMMeHTapum K ctaTbe 43 HacToswero degepanbHOro 3akoHa

WNHdopmauusi 06 nsmeHeHusx:

@edepasnbHbiM _3akoHoM om 29 Hosbps 2010e. N 313-©3 cmambsi 44 Hacmosiueao
Q®edepanibHO20 3aKoHa U3/0XeHa 8 Ho8oU pedaKkyuu, ecmynarwwed 8 cusny ¢ 1 sHeaps
2011 a.

CMm. mekcm cmambu 8 npedbldyuied pedakyuu
CraTtba 44. Ob64a3aTtenbHOe CTpaxoBaHUE XWU3HW, 300POBbSA NaUMEHTa, y4acTBYHOLLEro
B KMMHMYECKOM  MCCNefoBaHWW  NieKapCTBEHHOro  npenapata  Ans
MeaMLMHCKOro NpUMeHeHns

1. OpraHusauusi, MOnyuyMBLUAs paspelleHne Ha opraHmsaumio  NpoBeAeHUs
KNMMHNYECKOro MCCrnefoBaHus nekapCTBEHHOro npenaparta Ans MeauvuMHCKOro npuMeHeHus,
06s3aHa B ka4yeCcTBe CTpaxoBaTens CTpaxoBaTb PUCK MPUYMHEHUSA Bpeada >XM3HW, 340POBbIO
naumeHta B pesynbTaTe MpPOBEAEHUS KIMHUYECKOrO WCCedoBaHUA feKkapCTBEHHOMO
npenapaTta AN MegULMHCKOro NMPUMEHEHUS 3a CBOW CYeT nyTem 3akryeHus [oroBopa
0b65a3aTenbHOro CTpaxoBaHUs.

2. O6bektom 0643aTenbHOr0 CTpaxoBaHWUs SBNAETCA MMYLLECTBEHHbIN WHTEpPEC
naumeHTa, CBA3aHHbIM C NPUYMHEHMEM Bpeda ero XW3Hu UM 340POBbK B pesynbrate
NpoBeAEHNSA KITMHMYECKOrO UCCneaoBaHWs NEKapCTBEHHOrO npenaparta Ans MeguuuHCKOro
NPUMEHEHNS.

3. CtpaxoBbiM criy4aemM Mo A0roBopy 0653aTenbHOro CTpaxoBaHUA ABMSETCS CMepTb
naumeHTa unu yxyaweHue ero 340poBbs, B TOM 4ucne Brekyulee 3a cobon ycTaHOBreHue
WHBanNMOHOCTU, NPU HanMYnUM NPUYMHHO-CNEACTBEHHON CBA3U MeXAy HacTynfieHWem 3Toro
coObITUA 1 y4acTUeM nNauueHTa B KIMHMYECKOM UccnegoBaHnn nekapCTBEHHOro npenapara.

4. TpeboBaHus 0 BO3MeELLEHMM Bpeaa, MPUYNHEHHOIO XXN3HU NN 300POBbLI0 NauUMeEHTa,
NpeabsaBnaloTCA B TEYEHMEe CPOKOB WCKOBOW [OaBHOCTM, YCTAHOBMEHHbIX [PaXOdaHCKUM
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3aKOHOOATENbCTBOM.

5. Paamep cTpaxoBon BbinfnaTtbl MO [OroBopy 06s3aTenbHOr0 CTpaxoBaHUs
COCTaBnN4AeT:

1) B cnydyae cMepTM nauueHTa OBa MWUNNMOHA pybrern Ha Kaxaoro nauueHTa,
y4aCTBOBABLUETO B KITMHMYECKOM UCCNeaoBaHUM NeKapCTBEHHOMO npenapara;

2) Npy yxy4LleHun 300poBbs NauneHTa:

a) nosnekwem 3a cobon ycTaHOBMEeHWe WHBanMAHOCTU | rpynnbl, OAWH MWIMOH
NATLCOT ThiCAY pybnen Ha Kaxgoro naumeHTa, Yy4acTBOBaBLUEro B KIMHUYECKOM
nccneaoBaHMM NEeKapCcTBEHHOro NpenaparTa;

6) noBnekwem 3a cobown ycTaHoBneHue wuHBanuaHocTu Il rpynnbl, ogWH MUANWOH
pybnen Ha Kaxgoro naumeHTa, Yy4yacTBOBaBLUErO B KAMHMYECKOM  UCCnegoBaHWM
nekapcTBEHHOro npenapara;

B) noBnekwem 3a cobon ycTaHoBneHue uHBanugHocTtu Il rpynnbl, NSTLCOT ThbiCAY
pybren Ha Kaxgoro naumeHTa, Yy4yacTBOBaBLUErO B KIAMHUMYECKOM  UCCneaoBaHWu
nekapCcTBEHHOro npenapara;

MHdopmaumsa 06 n3MeHeHUsIX:

DedeparsibHbiM 3akoHOM om 22 0ekabpsi 2014 2. N 429-O3 nodrnyHkm "2" nyHkma 2 yacmu
5 cmambu 44 Hacmosuwezao ®edepanibHO20 3aKOHa U3J/I0XEeH 8 HOoBoU pedaKyuu,
ecmynarouwed 8 cuny ¢ 1 urons 2015 a.

CmM. mekcm nodryHKma 8 npeobidyweu pedakuuu

r) He nosrekwem 3a cobon yCTaHOBIEHMSI WMHBANUAHOCTW, He Bonee 4em TpucTa
ThiCAY pybnen Ha KakAoro naumeHTa, y4yaCTBOBaBLUErO B KIMHMYECKOM WCCReaoBaHUK
NekapCcTBEHHOro npenapara, Mcxogs M3 HOPMaTMBOB, OTPaXalwLMX XapakTep U CTeneHb
NOBPEXAEHUS 300pOBbs, a TakkKe (PaKkTU4YEeCKM MOHECEHHbIX MauMeHTOM pPacxoos,
BbI3BaHHbIX MOBPEeXOEHNeM 300pOBbs, Ha MEOUUUHCKYID MNOMOLb, npuobpeTeHne
NeKapCTBEHHbIX NpenapaTos.

6. Y1patuna cuny ¢ 1 niona 2015 .

WNHdopmauusi 06 usmeHeHusX:

CMm. mekecm yacmu 6 cmambsu 44
7. Cpok poroBopa o06s3aTenbHOro CTpaxoBaHWA He MOXET OblTb MeHee, YeM CpOK
NpoBeaeHUs1 KNMHNYECKOro UccnegoBaHns NekapcTBEHHOro npenapara.

WNHdopmauusi 06 nsmMeHeHusx:

@eldepasibHbiM _3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 8 cmambu 44
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynarouue 8 cuiy ¢ 1 utons
2015 a.

CMm. mekcm Yacmu 8 npedbldyuwiel pedakyuu

8. YcnoBus gorosopa 064a3aTtenbHOro CTpaxoBaHus, B TOM YMCne CTpaxoBble Tapudbl
no o6a3aTenbHOMY CTpaxoBaHWt0, NepevyeHb HEOBX0AMMbIX JOKYMEHTOB 41151 OCYLLECTBNEHNS
CTpaxoBOM  BbiNNaTbl, MNOPSAOK YCTAHOBMEHUS  CTpaxoBaTenem  MHAMBUAYanbHOro
NOEHTUMPUKALUMOHHOIO  KOJa nauumeHTa, nopsgok  WHAPOPMUPOBAHUA  cTpaxoBaTesieMm
CTpaxoBLiMKa O NPUBMEYEHHbIX K KIMMHUYECKOMY MUCCIeOBaHUIO NeKapCTBEHHOro npenaparta
AN MeOULMHCKOro NpUMEHEeHUs NauueHTax, nopsgok ynnaTbl CTpaxoBOW npemMun, nopsnok
peanusaunn onpegeneHHblx HacToAwmM PefepanbHbIM 3aKOHOM U ApyruMin dpegepanbHbIMy
3aKoHaMu npasB 1 06s1I3aHHOCTEN CTOPOH NO AOroBOpYy 006s13aTENbHOrO CTPaxoBaHUS, a Takke
HOpMaTMBbI, OTpaXatoLwme xapakrtep U cTeneHb NOBpeXAeHUs 300pOBbs, YCTaHABNMBAKOTCA
TUNOBbLIMY NpaBuiamy 06sa3aTenbHOro CTpaxoBaHus.

9. B cnyyae npuunHeHWs Bpeda XM3HU NauueHTa, y4acTBOBaBLUEro B KIMHUYECKOM
nccnegoBaHMM  NEKapCTBEHHOrO  MnpenapaTta, BbirogonpuobpeTtatensaMuv  NO  AOroBoOpy
0ba3aTeNbHOro CTpaxoBaHUs ABMSKTCA rpaxaaHe, UMetoLmMe nNpaBo Ha BO3MeLLeHVe Bpeaa
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B Crnydae CMepTuM KopMurbLa B COOTBETCTBUM C [PaXOaHCKMM 3aKOHOAATESIbCTBOM, MNPU
OTCYTCTBMM TaKUX rpaxkgaH - poauTenu, cynpyr, 4eTW yMepLlero nauneHTa, yd4acTBOBaBLUENO
B KIMMHUYECKOM MWCCregoBaHUM JfeKapCTBEHHOro npenapaTa, B criydae CMepTu nauumeHTa,
y4aCTBOBAaBLLErO B KIIMHMYECKOM MUCCregoBaHUM NEeKapCTBEHHOrO npenapaTta n He UMEeBLLEro
CaMOCTOSATENbHOrO [oxoda, - rpaxaaHe, Ha WKOMBEHMM KOTOPbIX OH Haxoausncs, B
OTHOLLIEHMM BO3MELLEHUS pacxodoB Ha norpebeHve nauueHTa, Yy4yacTBOBaBLUENO B
KIMHNYECKOM UCCrefoBaHNKN fieKapCTBEHHOrO Npenapara, - N1Uo, NoHecwee Takme pacxoapl.

10. CtpaxoBas BbiNnaTa B CY4ET BO3MELLEHMS Bpeaa, NPUYNHEHHOTO XU3HU NauUNeHTa,
y4yaCcTBOBaBLLUEro B KITMHUYECKOM nccnegoBaHUK nekapCTBEHHOro npenaparta,
pacnpegenseTrca Mexay BbirogonpuodbperartensamMym nponopumoHanbHO WX KONMYECTBY B
paBHbIX JONSAX.

11. Mpn HacTynneHnn cTpaxoBOro crnyyas naumeHT, y4acTBOBaBLUMA B KITMHUYECKOM
nccnegoBaHUM NIEKApCTBEHHOrO npenaparta, BbirogonpuobpeTaTens BnpaBe NpeabsiBUTb
HENoCpeaCTBEHHO CTPaxoBLMKY TpeboBaHME O BO3MELLEHMM MNPUYUMHEHHOrO Bpeaa.
CTpaxoBas BbiNnaTa OCYLLECTBISAETCA CTPaxXOBLUMKOM B TeyeHue TpuauaTu OHEeW CO AOHSA
npeacraBneHns HeobxoaMMbIX [LOKYMEHTOB. [laumeHT, y4yacTBOBaBLUMKA B KIIMHWUYECKOM
nccnegoBaHUM NeKapcTBEHHOrO npenapara, Unu Bbirogonpuobpertatens 06s3aH coobwmnTb
CTPaxoBLLNKY ans OCYyLLECTBNEHUS CTpaxoBoWn BbINMaThbl NHOMBUAYASbHbIN
NOEHTUPUKALUMOHHBIA KoL NauMeHTa, YCTAHOBMIEHHbIW CTpaxoBaTefleM B COOTBETCTBUU C
TUMOBLIMY NpaBunamy 0b6a3aTenlbHOro CTpaxoBaHus.

12. [Jo nonHoro onpegeneHvs pasmepa nognexalwlero BO3MeELLEHNIO Bpeaa
CTPaxoBLUMK MO 3asiBMEHWUIO MauMeHTa, Yy4acTBOBaBLUErO B KIWMHWMYECKOM WCCreaoBaHUK
NekapCTBEHHOro npenapaTa, Wnn 3asBneHuto BbirogonpuobpeTtaTtens BnpaBe OCYLLECTBUTb
YaCTb CTPaxoBOW BbINfNaTbl, COOTBETCTBYWLUYID (aKTUYECKM OnpeaerieHHoOW YacTtu
NPUYMHEHHOTO Bpeaa.

13. CTtpaxoBasi BbinfnaTa B COOTBETCTBUM C LOrOBOPOM 064A3aTENbHOrO0 CTpaxoBaHUs
OCYLLEeCTBMNAETCA He3aBUCUMO OT BbINSiaT, NPUYUTAKOLWMXCA NO APYrMM Buaam CTpaxoBaHUS.

14. He ponyckaeTcsa yyacTue naumeHTa B NPOBeLAEHUM KITMHUYECKOro MccriefoBaHus
NekapCTBEHHOro nNpenapaTa npu OTCYTCTBUM JOroBopa 0b6s13aTeNbHOro CTpaxoBaHus.

15. KOHTpomnb 3a WCNOSHEHMEM oOpraHusauuen, nosnyyYmBlIEN paspelleHne Ha
OpraHu3aumio NpoBeaEeHUsT KIMHUYECKOro MCCnegoBaHUsl NekapCTBEHHOro npenapaTta Aans
MEAMUNHCKOrO MPUMEHEHUs, YCTAHOBMIEHHOM HacCTosWeEN cTaTben 00s13aHHOCTU Mo
06a3aTeNbHOMY CTPaxOBaHUIO XXM3HWU, 300POBbSA NAUMEHTA, y4acTByoLero (y4acTBOBaBLLErO)
B KITMHUYECKOM nccnenoBaHUK nleKkapCTBEHHOro npenaparTa, oCyLLecTBnsieTCA
YMNOSIHOMOYEHHbIM  dpefeparnbHbiM  OPraHOM  UCMOSMHUTESNTIbHOW  BracTW,  BblgaBLUUM
paspelleHne Ha NpoBeAeHNEe KMMHUYECKNX UCCNEeOoBaHUM NeKapCTBEHHbLIX NpenapaToB A4
MEOULUMNHCKOro NPUMEHEHMS.

FTAPAHT:

CM. koMMeHTapum K ctaTbe 44 HacToswero degepanbHOro 3akoHa

MaBa 8. HPOMSBOACTBO N MapKnpoBkKa rieKkapCTtBeHHbIX cpeancTB

CraTtbsa 45. Npon3BoaCcTBO NEKAPCTBEHHbIX CPEACTB
WNHdopmauusi 06 usmeHeHusX:
@edepalibHbIM _3akoHoM om 22 Oekabps 2014 2. N 429-®3 e vacmb 1 cmambu 45

Hacmosduweeo CDeOepaanoao 3aKoHa 8HeCeHbl U3MeHeHUsl, scmynarouwue 8 cusy ¢ 1 urns
2015 a.

CM. mekcm Yacmu 8 rpedbidyuiet pedakuuu
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1. [lpOM3BOACTBO NEKAPCTBEHHbLIX CPEACTB AOIMKHO COOTBETCTBOBATb TpeboBaHMSM
npaBui Hagnexaiwlen npoM3BOACTBEHHON MPaKTUKW, YTBEPXKOEHHBIM YNONIHOMOYEHHbLIM
deaepanbHbIM OpraHoM ucnonHuTenobHon Bnactn. OcobeHHOCTM nepexoga MpOM3BOACTBA
OTAENbHbIX NIEKAPCTBEHHbBIX CPEACTB K MX MPOM3BOACTBY B COOTBETCTBUM C TpeboBaHMsSIMU
npaBun Haanexauwen Mnpou3BOACTBEHHOM MPaKTUKM YycTaHaBnueakoTca [lpaBUTenbLCcTBOM
Poccunckon ®depepaumn. Bblgaya 3aknio4eHWn O COOTBETCTBUM  NPOM3BOAMTENS
NeKapCTBEHHbIX cpeacTB TpeboBaHMAM MpaBui Hagnexallen npon3BoACTBEHHOW MPaKTUKU
OCYyLIEeCTBMAEeTCA N0 pe3ynbTataM WHCMNEKTMPOBaHMS NpPOU3BOAUTENEN FEKAPCTBEHHbIX
cpenctB B nopsagke, yctaHosrieHHom [lpaButensctBom Poccunckon Pepepaumn. Pasmvep
nnaTtbl 3a Bblga4dy 3akNiYEHUs O COOTBETCTBUM MNPOU3BOAUTENS NEKAPCTBEHHbLIX CPeacTB
TpeboBaHMAM npaBun Hagnexaiwlenm npoM3BOACTBEHHOM MPaKTUKM  yCTaHaBNMBaEeTCS
MpaButensctBoMm Poccuiickon ®epepauun. [lopsgok  opraHMsaumMm M NpoBedeHUus
WMHCMEKTUPOBAHUS NPON3BOANTENEN NEKAPCTBEHHbLIX CPEACTB HAa COOTBETCTBME TpeboBaHMAM
npaBun Hagnexailen npou3BOACTBEHHON MpPaKTUKM YycTaHaBnueaeTcs [1paBUTENbLCTBOM
Poccunckon ®epepauuu.

MHdopmaumsa 06 n3MeHeHUsIX:

QedepalibHbIM _3aKkoHoM om 22 Oekabpss 2014 2. N 429-®3 e vacmb 2 cmambu 45
Hacmosiweao PedeparnibHO20 3aKOHa 8HeCeHb! UBMEeHeHuUs, ecmynarwue 8 cuny ¢ 1 ukns
2015 a.

CmM. mekcm Yacmu 8 npeodbldywel pedakuuu

2. [lpou3BOACTBO  fieKkapCTBEHHbIX cpeactB B Poccunckon  depepaunn
OCYLLEeCTBNAETCA NPOU3BOAUTENAMU NEKAPCTBEHHbIX CPeaCTB, UMEKLWMMU JULEH3UI0 Ha
NpOn3BOACTBO JNleKapCTBEHHbLIX cpeacTB. [loaTBepXaeHWe COOTBETCTBUS  NULEeH3MaTta
npaBunaMm Hagnexawen npou3BOLACTBEHHON TMPaKTUKM  OCYLLECTBIISETCA B  pamKax
NNLEH3MOHHOIO KOHTPOMA B COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccunckon depepaunm ¢
y4eToOM O0COBEHHOCTEN, YyKasaHHbIX B YacTu 1 HACTOSLLEN CTaTbM.

3. [Mpoun3BoacTBO fEKApCTBEHHbIX CPEeACTB OCyLecTBAseTca C  cobnogeHnem
TpeboBaHNN MPOMBILWSIEHHOTO pernameHTa, KOTOpbld YTBEPXOAETCs pyKoBOAUTENEM
Npon3BOaUTENS NEKApPCTBEHHbIX CPEACTB W BKNOYaeT B cebs nepeyeHb UCMNONb3yeMbiX
hapmaueBTnyeckmx CcyOCcTaHUMn M BCNOMOratesbHbIX BELWECTB C yKadaHMeM Konm4yecTBa
KaXgoro m3 Hux, gaHHbole 06 mcnonb3yeMom obopyaoBaHUKM, ONUCAHWE TEXHOSIOrMYeCcKoro
npoLecca u MeToA0B KOHTPOSISI HA BCeX aTanax Npon3BOACTBA NeKapCTBEHHbIX CPEACTB.

MHdopmaums 06 n3MeHeHUsIX:

QedepalibHbIM _3aKkoHoM om 22 Oekabpss 2014 2. N 429-®3 e vacmb 4 cmambu 45
Hacmosiweao PedeparnibHO20 3aKOHa 8HeCeHb! UBMEeHeHuUs, ecmynarwue 8 cuny ¢ 1 ukns
2015 a.

CM. mekcm Yacmu 8 npedbldyuwiel pedakuuu

4. lNMpn npounsBoaCcTBe NEKapCTBEHHbIX CPeACTB MCMNONb3YHTCA dapMaueBTU4eckue
CcybCTaHUuKM, BKIIOYEHHbIE B T[OCYOApCTBEHHbLIA pPeecTp JIeKapCTBEHHbIX CpeacTs, 3a
NCKNYeHnem  apMaueBTUYECKNX  CyOCTaHUMA, NPOU3BOAMMbBIX AN NpoBeAeHus
KIMHUYECKUX nccnegosaHum n ansa akcnopta. K npoueccy npovssoacTea papmaLeBTUYeCcKomn
cybcTaHumMm oTHOCATCA ntobble CTagum TEXHONOrMYeckoro npouecca, Mno3BonsLwmne
NONYyYMTb rOTOBbLIN NPOLYKT, COOTBETCTBYOLWNIN TpeboBaHNAM hapMaKkonenHon ctaTtb, B TOM
yucne  depmeHTauusi,  IKCTpaKuusi, O4YUCTKa, BblAeneHue, nepekpuctannmnsaums,
BbICyLUMBAHNE, U3MESNbYEHME.

WHdopmaumsa 06 nameHeHusix:

Q®edeparnbHbiM _3akoHoM om 14 Odekabps 2015 2. N 374-®3 yacmb 4.1 cmambu 45
Hacmosuweao ®edeparibHO20 3aKOHa U3rI0XKeHa 8 Hogou pedakuuu
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CMm. mekcm Yacmu 8 npedbldyuwel pedakyuu

4.1. [lepevyeHb neKapCTBEHHbIX npenapaToB AN MEOUUMHCKOro MpUMEHEHUs, B
OTHOLLUEHMM KOTOpPbIX YCTaHaBnuBalTCcA TpeboBaHuss K 0ObemMy Tapbl, YMNakoBKE WU
KOMMMEKTHOCTU, NepedeHb NekapCTBEHHbIX NpenapaToB 4S9 BETePUHAPHOro NpMMeHeHus, B
OTHOLLIEHMM KOTOpPbIX YCTaHaBNMBalOTCs TpeboBaHus K 06beMy Tapbl, a Takke TpeboBaHus K
ob6beMy Tapbl, yNakoBKe M KOMMMEKTHOCTM JleKapCTBEHHbIX NpenapatoB AN MeaULUMHCKOro
NpUMeHeHns, TpeboBaHNA K 06beMy Tapbl NIEKAPCTBEHHbIX NpenapaToB Afs BETEPUHAPHOIO
NPUMEHEHNST  ONpPedensaiTcsa COOTBETCTBYIOLMMW  YNOMHOMOYEHHbIMU  heaepanbHbIMU
opraHamu  UCNOSTHUTENbHOW  BracTW B Nopddke, YycTaHoBreHHoOM  [lpaBuTensCcTtBOM
Poccunickon ®epepauun.

WNHdopmauusi 06 usmeHeHusX:

QedepasibHbiM _3akoHoM om 3 uronsg 2016 2. N 261-©3 cmambu 45 Hacmoswezo
®edeparibHO20 3aKoHa 0oriofIHeHa Yacmbio 4.2, ecmynarwed 8 cuny ¢ 1 sHeapsi 2017 e.

4.2. OpraHusaumm, oCyLecTBASALWNE NPON3BOACTBO hapMaLeBTUYECKON CcybCcTaHLmm
cnMpTa 3TUNOBOro (3TaHoma) Ans npouM3BOACTBA CNMPTOCOAEPXKALUUX FEeKapCTBEHHbIX
npenapaToB, 0653aHbl OCYLWECTBMAATb Y4eT U OeKnapuMpoBaHMe B NOpsiake, YCTaHOBMEHHOM
ctatbamn 8 un 14 ®depepanbHOro 3akoHa oOT 22 Hosiopa 1995 roga N 171-03 "O
rocygapCTBEHHOM perynupoBaHum NpoM3BoAcTBa U 060poTa 3TUOBOro CNnpTa, ankorosbHOM
N cnupTocodep Kallen npoaykumm n o6 orpaHmyeHnn notpebneHus (pacnuTus) ankorosbHOM
npoaykummn".

5. 3anpellaeTcs NpoM3BOACTBO:

1) nekapcTBEHHbIX CPEACTB, HE BKIIOYEHHbIX B TOCYAAPCTBEHHbLIA pPeecTp
NEeKapCTBEHHbIX CPeacTB, 3a MCKIKYEHUEM NeKapCTBEHHbIX CPeacTB, MPOM3BOAUMBIX OIS
NpOBEAEHUS KITMHUYECKMX UCCNeaoBaHNN 1 ANs AKCMopPTa;

2) dhanbcnnUnpoBaHHbIX NEKAPCTBEHHbIX CPEACTB;

3) nekapcTBEHHbIX cpeacTB 6e3 NMUEeH3nn Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB;

4) nexkapCTBEHHbIX CPeACTB C HapylweHWem MpaBui OpraHu3auun nNpou3BOACTBA U
KOHTPOSS Ka4yecTBa JIeKapCTBEHHbIX CPEACTB.

WNHdopmauusi 06 nsmMeHeHusx:

@eldepasibHbiM _3akoHoM om 22 Oekabpsi 2014 e. N 429-©3 e vacmb 6 cmambu 45
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynarouue 8 cuiy ¢ 1 utons
2015 a.

Cm. mekcm Yacmu 8 npedbidyuwiel pedakuuu
6. MNpwn BBOAE NEKapCTBEHHbIX CPEACTB B rpaXkaaHckmnii 060poT yNoSTHOMOYEHHOE NULO
NpoM3BOAMTENS JEKApPCTBEHHbIX CPEeACTB OCYLLECTBMsieT NoaTBEpPXOeHWe COOTBETCTBUS
NEeKapCTBEHHbIX cpeacTtB  TpeboBaHMsIM, YCTAHOBMEHHbIM MNPU WX TFOCYAAPCTBEHHOM
perncTpauun, u rapaHTUpyeT, YTO NleKapCTBEHHbIE CpeacTBa NPOou3BeaeHbl B COOTBETCTBUM C
TpeboBaHNAMM rNpaBui Hagnexallen NPomM3BoACTBEHHOW NPaKTUKNA.

WHdopmaLums 06 n3MeHeHUsIX:

QedepalibHbIM _3akoHOM om 22 okmsbps 2014 e. N 313-©3 yacmb 7 cmambu 45
Hacmosiuweao PedeparsibHO20 3aKOHa U3/OXeHa 8 HO8ol pedakuuu, scmynanuwel 8 cuy
1o ucmeyeHuu mpuduamu OHed rnocre OHA oguuuanibHo20 onybrnukosaHus Ha38aHHO20
®edepanbHo20 3aKOHa

CMm. mekcm Yacmu 8 npedbldyuwel pedakyuu
7. YNONMHOMOYEHHbIM NUUOM NPOU3BOAUTENS JEKapCTBEHHbIX CPEeACTB SBMSIeTCA ero
paboOTHMK, aTTECTOBaAHHbLIN B YCTAHOBMEHHOM YMOSIHOMOYEHHLIM doefeparibHbIM OpraHoM
MCNOSMHUTENBHOM BriacTu Nopsaake U UMEeKLWMn cTax paboTbl HE MeHee 4eM MATb neT B
obnactn npousBoAcCTBa WM (MNN) KOHTPOMNS KayecTBa JleKapCTBEHHbIX CPEACTB, BbiCLlee
obpasoBaHMe COOTBETCTBEHHO MO OAHOW W3 chneunanbHOCTEn WU (UNM) OAHOMY U3
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HanpaBneHuWrM noaroToBKW: OGuonornsa, OuoTexHomnorns, BeTepuHapus, KIMHU4Yeckas
MeauuMHa, pagnauuoHHas, XuMumyeckass M buonormdeckass  3awmTta,  hapmaums,
dyHAaMeHTanbHaa MeamumHa, Xmmmdeckast TEXHOMOIMS, XMMUS.

8. TlpomsBoguTenn neKapCTBEHHbIX CPEeACTB MOryT OCYLWECTBNATb MpOoAaxy
NEeKapCTBEHHbIX CPeACTB WM nepedaBaTb WX B YCTAHOBMEHHOM 3aKOHOAATENbCTBOM
Poccunckon ®efepaunn nopsagke:

1) OpyrMMm  NpouM3BOAMTENSIM  NleKapCTBEHHbIX CPeACTB  ANna  NpOM3BOACTBA
NeKapCTBEHHbIX CPEACTB;

2) opraH13aumsamM ONTOBOW TOProBIM NIEKAPCTBEHHBbIMU CpeaCTBaMMU;

3) anTeyHbiM  opraHuM3auusiM,  BeTepuHapHbIM _ anTeyHbiM  OpraHusauumsm,
nHOMBMAOYanbHbIM  NpeanpUHUMATENAM, WMELWNM JNULEH3NI0 Ha  dapMaleBTUYECKYHo
AEATENbHOCTb UMW NMLEH3UIO HA MEANLIMHCKYI0 OeATeNbHOCTb;

4) Hay4HO-uccnegoBaTeNnbCKMM  OpraHuM3auusaM  Ansg  Hay4yHo-uccnenoBaTerlbCKOM
paboThl;

5) MegUUMHCKUM OpraHu3auusam 1 BeTepMHapHbIM OpraHn3auusm;

6) opraHusaumsaM, OCYLLECTBNAOLWMM pa3BedeHne, BblpallMBaHWE W cogep)kaHue
XVUBOTHBbIX.

TAPAHT:

CM. KOMMeHTapuu k ctaTtbe 45 HacTosilero PeaepanbHOro 3akoHa

CraTtba 46. MapkupoBka nekapcTBeHHbIX CPEACTB
FAPAHT:

Cwm. [lonoxeHve O nNpoBedeHUUM IKCNEepUMEHTa MO MapKUPOBKE  KOHTPOSbHbIMU
(noeHTUPUKALMOHHBIMW)  3HAaKaMW U MOHUTOPUHIY 3a O060POTOM OTAESIbHbIX BUOOB
NEeKapCTBEHHbIX  MpenapaTtoB  Afs  MEeOMLUMHCKOro  MPUMEHEHUs,  YTBEPXOEHHOe
nocraHosneHvem MNpasutensctea PP ot 24 aueapsa 2017 r. N 62

MHdopmaLms 06 n3MeHeHUsIX:

QedeparsbHbiM _3akoHom om 11 okmsabps 2010e. N 271-©3 e yacmb 1 cmambu 46
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS

CmM. mekcm Yacmu 8 npeodbldyweu pedakuuu
1. JlekapCcTBeHHble npenapaTbl, 3a WCKNIOYEHWEM JeKapCTBEHHbLIX NpenapaTtos,
N3roTOBMEHHbIX anTeYHbIMU OpraHu3auusiMn, BETEPUHAPHBLIMM anTeYHbIMU OpraHu3auusMu,
NHOMBMAOYanbHLIMX NPeanpMHUMAaTENs MU, UMEKLNMN NNULEH3N0 Ha dapMaLeBTUYECKYHo
AEeATENbHOCTb, AOSMKHbI MOCTyNaTh B ob6palleHne, ecnu:

MHdopmaumsa 06 n3MeHeHUsIX:

DedeparsibHbiM 3akoHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 1 yacmu 1 cmambu 46
Hacmosiwezao PedeparibHO20 3aKOHa 8HeCeHbl UBMEeHeHUs, ecmynarouwue 8 cuny ¢ 1 urns
2015 a.

Cm. mekcm niyHKma 8 ripeodbidyuiel pedakuuu

1) Ha NX NEPBNYHON yrNakoBKe (3a UCKMOYEHMEM NEPBUYHON YNaKOBKN NIEKAPCTBEHHbIX
pacTUTENbHbIX MpenapaToB) XOPOLIO 4YMTaAeMbIM LIPUEPTOM Ha PYCCKOM N3blke YKa3aHbl
HaMMeHOBaHME FeKapCTBEHHOro npenapata (MexayHapoaHOe HenaTeHToBaHHOoe, WK
rPynnMpPOBOYHOE, WAN XUMUYECKOE, WNN TOProBoe HauMMeHOBaHWE), HOMEp cepun, faTa
BbiNycka (4ns MMMYHOOMOMOrMYEecKUX JieKapCTBEHHbIX MNpenapaTtoB), CPOK TFOAHOCTW,
A03UPOBKA MMM KOHLEHTpauusi, 06bem, akTUBHOCTb B eAUHULAX OENCTBUS UIM KONMUYECTBO
403,

WHdopmauusi 06 nsmeHeHusx:

@edeparsibHbiM 3akoHOM om 22 0ekabpsi 2014 2. N 429-®3 e nyHkm 2 4acmu 1 cmambu 46
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Hacmosuwe2o0 PedepasibHO20 3aKOHa 8HeCeHbl USMEeHeHUs, ecmynarwue 8 cuy ¢ 1 utrns
2015 e.

CMm. mekcm nyHkma 8 rpedbidyuiet pedakyuu

2) Ha nX BTOPMYHOW (NOTPEBUTENBCKOM) YyNakoBKE XOPOLIO YMTaeMbiM LUPUATOM Ha
PYCCKOM $3blke YyKa3aHbl HauMeEHOBaHWe IeKapCTBEHHOro npenapaTta (MexayHapoaHoe
HenaTeHTOBAHHOE, WM rPYNNUPOBOYHOE, UMM XMMUYECKOe U TOProBoe HauMeHOBaHUS),
HanMeHoBaHMe MPOM3BOAUTENSA NEKapCTBEHHOro npenapara, HOMep cepuu, Aata Bblnycka
(ana  MMMYHOBMONOIrMYECKNX NIEKAPCTBEHHbIX _MpenapaTtoB), HOMEP pPernctpalyMoHHOro
YAOCTOBEPEHUS, CPOK MOQHOCTU, CNOCOb NpUMEHeHUs, 4O3MPOBKa UK KOHLEeHTpauus, obbem,
aKTUMBHOCTb B eQuHNLAX AeCTBMS NMBO KONMYEeCTBO 403 B YNaKOBKe, NekapCcTBeHHasa hopma,
yCNoBWs OTMyCKa, YCIOBUSA XpaHeHus, npeaynpeanTenbHble Haganucu.

WHdopmaumsa 06 nameHeHusix:

Q®edeparnbHbiM _3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 2 cmambu 46
Hacmosiweao ®edeparnibHO20 3aKOHa 8HECEHbI UBMEHEHUs, ecmynarwue 8 cuny ¢ 1 ukns
2015 a.

CMm. mekcm yacmu 8 npedbldyuiel pedakyuu

2. ®apmaueBTmyeckme CybCcTaHUuM OOSMKHbI NOCTynath B obpalieHue, ecnu Ha ux
NEpPBUYHOM YMaKoOBKE XOPOLWO YuTaemMbiM WPUPTOM Ha PYCCKOM NA3blKe YyKasaHbl
HanmMeHoBaHue bapmaleBTMYEeCcKon CcybcTaHuun (MeXxgyHapoaHoe HenaTeHTOBaHHoe, unn
rpynnMpoBOYHOE, WKW  XMMWYECKOEe U  TOProBOE HaMMEHOBaHWs), HauMeHoBaHue
npounssoauTensa ¢apmaueBTMYeckon CyOCTaHUMM, HOMEp cepur WM AaTta WU3roToBEeHus,
KONUYECTBO B YNakoBKe U edVHWUblI U3MEPEeHUs KONMu4ecTBa, CPOK rOAHOCTM WU YCroOBUSA
XpaHeHus.

3. IlexapcTBeHHbIE CpeAcTBa B KA4eCTBE CbIBOPOTOK AOSMKHbLI NOCTYNaTb B obpalleHne
C YKasaHMeM >XMBOTHOrO, U3 KPOBMW, MNfas3Mbl KPOBM, OPraHoOB W TKaHEW KOTOPOro OHWU
NONyYeHbI.

4. Ha BTOpUYHYtO (NOTPEOUTENBLCKYHO) YNAKOBKY JIEKAPCTBEHHbBIX CPEACTB, MONMYYEHHbIX
M3 KpOBW, NnasmMbl KPOBW, OPraHOB W TKaHeW 4erioBeka, LOSMKHA HaHOCUTbCA HaLMuUCh:
"AHTnTena k BWY-1, BUY-2, k Bupycy renatuta C M MNOBEPXHOCTHbLIN aHTUreH BuUpyca
renatuta B otcytcTByoT".

5. Ha nepBuYHyl0 ynakoBKY W  BTOPUYHYIO  (NOTPEOBMTENbCKYD)  YNaKoBKY
pagModapmaLeBTUYeCKMX NIeKapCTBEHHbIX CPEeACTB AOIMKEH HAHOCUTBLCS 3HaK paavaunoHHON
OMacHOCTMW.

6. Ha BTOpuyHyto (NOTpebuTenbCKyl) ynakoBKY rOMeONnaTUYecKmx J1eKapCTBEHHbIX

npenaparoB AoSMKHa HaHOCUTbLCA Hagnuceb: "fomeonaTnyeckuin'”.
7. Ha BTOpuYHYylO (NOTPeOUTENBCKYID) YMAKOBKY JEKAPCTBEHHbIX PaCTUTENbHbIX

npenaparoB OOJMKHA HAHOCUTLCA Haanuck: "Tpoaykumnsa npoLuna pagnaumnoHHbIA KOHTPOb".

WHbopmauusi 06 usMeHeHUsIX:

QedeparnbHbiM _3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 8 cmambu 46
Hacmosiweao PedeparsibHO20 3aKOHa 8HeCeHbl USMEHeHUs, ecmynarwue 8 cuniy ¢ 1 utosns
2015 a.

CmMm. mekcm Yacmu 8 npedbidywel pedakuuu

8. Ha nepBuyHylo ynakoBKy (ecnv ans aToro CywectByeT TeXHUYecKass BO3MOXHOCTb)
N BTOPUYHYIO (NOTPEBUTENBCKYIO) YNaKoBKY JIEKapCTBEHHbIX NpenapaTos, npeaHas3HayYeHHbIX
ANS  KNWHUYECKUX WCCneaoBaHUW, [OO0MMKHA HaHOCUTbLCA Hagnucb: "[Ona  KNUMHUYECKUX
ncecnegoBaHun”.

9. ¥YnakoBka neKapCTBEHHbIX CpPeacTB, MNpeaHasHayYeHHbIX WCKNIYUTENBHO AN
3KcnopTa, MapKkMpyeTcsi B COOTBETCTBUM C TpebOBaHUAMM CTpaHbI-MMnopTepa.

10. Ha TpaHcnopTHyi0 Tapy, KOoTopas He npegHasHadeHa ans notpebutenen n B
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KOTOpPYI0 MOMELLEHO JleKapCTBEHHOE CPEACTBO, [AOMKHA HaHOCUTbCA WHGOPMauus o
HauMeHOBaHUN, cepuy NeKapCTBEHHOr0 CpeacTBa, AaTe BbiMycKa, KONMYecTBe BTOPWUYHbLIX
(NOTPeGUTENbCKNX) YNAKOBOK JEKAPCTBEHHOrO CPEeACTBa, Npou3BoauTene NekapCcTBEHHOro
cpencTBa C ykasaHWeM HaMEHOBaHWUS U MECTOHAXOXAEHUS NPOU3BOAUTENS NEKAaPCTBEHHOMO
cpeactea (agpec, B TOM 4ucre cTpaHa M (MnK) MecTo NpoM3BOACTBA JIEKAPCTBEHHOMO
cpencTBa), a TakkKe O CPOKe oAHOCTM JeKapCTBEHHOro cpeactsa U o6 yCrnoBUsIX €ro
XpaHeHVs 1 NepeBo3ku, Heobxoaumble NpeaynpeauTenbHble Haanucu U MaHUNynAaTOpHbIe
3HaKW.

11. Ha nepBWYHylO YNakoBKY W BTOPUYHYKO (MOTPebUTEnbCKyl) — YnakoBKY
NeKapCTBEHHbIX CPeaCTB AN BETEePUMHapHOro MpUMEHEHUs OOJKHa HaHOCUTbCA HaAnuchb:
"IN BETEPUHAPHOro NpuMeHeHns".

12. Ha BTOpU4YHyO (NOTPEBMTENDBCKYID) YMNaKOBKY feKapCcTBEHHOro npenapata
HaHOCUTCSH LUTPUXOBOM KOf,.

FAPAHT:

CM. KoMMeHTapum K cTaTbe 46 HacTosiero ®eagepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusX:

QedeparbHbiM _3akoHoM om 6 Oekabpsi 2011 2. N 409-®3 e HaumeHogaHue eriasbl 9
Hacmosiweao ®edepanibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmynaruue 8 cusy 1o
ucmedyeHuu mpuduyamu OHel nocrne OHSA ouuuanbHo20 onybrukogaHus Ha38aHHO20
®edeparnibHO20 3aKOHa

CM. mekcm HauMeHo8aHus 8 rnpedbidyuwel pedakuuu

naBa 9. BB0o3 nekapcTBeHHbIX cpeacTB B Poccumckyro ®eagepauuio n BbIBO3
nekKapcTBeHHbIX cpeacTB us Poccunckon ®epepaumm

MHdopmaumsa 06 nameHeHusx:

@eldepasibHbiM_3akoHoM om 6 Oekabpsi 2011 2. N 409-®3 e HaumeHosaHUe cmambu 47
Hacmosiuweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUSs, ecmynaruue 8 cumy 1o
ucmeyeHuu mpuduyamu OHel nocre OHSA ogbuuuanbHo20 ornybnukogaHus Ha3eaHHO20
®edeparibHo20 3aKOHa

CM. mekem HaumMeHoB8aHus 8 rpedbidyuieu pedakuuu
CraTtba 47. [Mopsiaok BBO3a NekapCTBEHHbIX cpeactB B Poccunckyo denepaumio u
BblBO3a NleKapCTBEHHbIX cpeacTB n3 Poccunckon degepaunm

MHdopmaumsa 06 nameHeHusx:

QedeparsibHbiM _3akoHoM om 6 Oekabpss 2011 2. N 409-®3 6 yacmb 1 cmambu 47
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmynaruue 8 cusy 10
ucmedyeHuu mpuduyamu OHel nocrne OHSA ouuuanbHo20 onybrukogaHus Ha38aHHO20
®edeparnbHO20 3aKOHa

CMm. mekcm yacmu 8 npedbldyuieu pedakyuu
1. BB0O3 nekapcTBeHHbIX cpeactB B Poccuiickyto defepaumio OCyLLECTBRSETCA B
nopsiake, ycrtaHosreHHoM [lpaButenbctBoM Poccuickon Pepepaumm, B COOTBETCTBUM C
TaMOXEeHHbIM _3aKoHOAAaTeNbCTBOM TaMOXEHHOro cot3a B pamkax EBpA33C (panee -
TamoxeHHbI cot3) 1 (unn) 3akoHogartenscteoM Poccunckon degepauumn 0 TaMOXEHHOM
aene.

WHdopmaLms 06 naMeHeHusix:

QedeparnbHbiM _3akoHoM om 6 Oekabpsi 2011 2. N 409-®3 6 yacmb 2 cmambu 47
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUSs, ecmynaruue 8 cusy 10
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ucmedyeHuu mpuduyamu OHel nocrne OHSA ouuuanbHo20 onybrukogaHus Ha38aHHO20
®edeparnbHO20 3aKOHa

Cm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu
2. Beo3nmble B Poccuiickyto defepaunio nekapCTBeHHble CpeactBa AO0SMKHbI ObiTb
BKINKOYEHbI B FOCY1apCTBEHHbLIN PEECTP NEKAaPCTBEHHbIX CPEACTB.

WHdopmaumsa 06 nameHeHusix:

QedepasibHbiM _3akoHoM om 6 Oekabps 2011 2. N 409-©3 e uvacmb 3 cmambu 47
Hacmosiuweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUSs, ecmynaruue 8 cumy o
ucmevyeHuu mpuduamu OHel nocne OHSA oguuuanbHo20 onybnukosaHus Ha38aHHO20
®edeparibHo20 3aKOHa

CMm. mekcm Yacmu 8 npedbldyuiel pedakyuu

3. [Honyckaetca BB03 B Poccunckyto ®Pegepauunio  KOHKPETHOM  napTuu
3aperncTpupoBaHHbiX W (MNKM)  HE3aperucTpMpOBaHHbIX  JIEKAPCTBEHHbIX  CPeacTs,
npeAHasHayYeHHblX AN NpOBeAeHUs!  KIIMHUYECKUX  UCCRefOBaHUM  NeKapCTBEHHbIX
npenapaTtoB, MPOBEAEHUA 3KCMEepPTU3bl NEeKapCTBEHHbIX CPEACTB ANA  OCYLUECTBNEHUs
rocygapCTBEHHON  peructpauum NekapCcTBEHHbIX MpenapaTtoB wWNu  Ons  OKa3aHud
MEeOMLMHCKOM MOMOLLUM MO >KMU3HEHHbIM MOKa3aHMSM KOHKPETHOro naumMeHTa Ha OCHOBaHWUU
paspelleHns, BblAAHHOrO YMNOMIHOMOYEHHbIM doefeparibHbiM  OpPraHoM  WUCMNOSTHUTENBHOM
BNacTu No 3asiBMEeHUsIM L, yKasaHHbIX B cTatbe 48 Hactosiwero ®enepanbHOro 3akoHa.
PaccmoTpeHne Takoro 3asiBNeHVUst U MPUHATUE peLleHns O Bblgade paspelleHus Ha BBO3
KOHKPETHOW MapTuMM 3apermcTpupoBaHHbIX U (UNM) HE3aPEerMCTPMPOBaHHbBIX JNeKapCTBEHHbIX
CpeAcTB, npegHasHavYeHHbIX ANA NPOBEAEHUSA KIMHUYECKUX UCCNEeOoBaHUA NeKapCTBEHHbIX
npenapaTtoB, MPOBEAEHUA 3KCMEepTMU3bl NEeKapCTBEHHbIX CPEeACTB ANA  OCYLLUEeCTBNEHUs
rocygapCTBEHHON  peructpauum NekapCcTBEHHbIX MpernapaTtoB wWNu  OnAs  OKa3aHwud
MeLMLMHCKOM NMOMOLLM MO XU3HEHHBLIM MOKa3aHUAM KOHKPETHOro naumeHTa nmbo ob otkase B
BblJaye yKasaHHOro paspelleHusi NPOU3BOASATCHA B CPOK, HE MpeBblalowmm natm paboymx
AHen. Nnata 3a Bblgayy ykasaHHOro paspeLleHns He B3MMaeTCs.

WHbopmauusi 06 usMeHeHUsIX:

QedeparnbHbiM _3akoHoM om 6 Oekabpsi 2011 2. N 409-®3 6 yacmb 4 cmambu 47
Hacmosiweao ®edepasibHO20 3aKOHa BHECEHbl U3MEHEHUSs, ecmynaruue 8 cusy 10
ucmeyeHuu mpuduyamu OHel nrocre OHA ogbuuuanbHo20 ornybnukogaHus Ha3eaHHO20
®edeparibHo20 3aKOHa

CMm. mekcm yacmu 8 npedbldyuiel pedakyuu
4. B Poccuiickyto ®egepaumio MOXHO BBO3WUTb JleKapCTBEHHbIE CPeaCcTBa, KayecTBO
KOTOpPbIX MNOATBEPXAEHO CcepTUPMKaTOM Npou3BOAMTENHA  NEKapCTBEHHbIX  CPeacTB,
yAOCTOBEPSIOLWNM  COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbLIX CpeacTB  TpeboBaHUAM
hapmakonenHbix ctaTten nMbo B cnyyae Mx OTCYTCTBUS HOPMAaTMBHOW OOKYMEHTauMu Wnm
HOPMaTMBHOIO AOKyMEHTA.

WHbopmaLuusi 06 usMeHeHUsIX:

QedeparnbHbiM _3akoHoM om 6 Oekabpss 2011 2. N 409-®3 6 yacmb 5 cmambu 47
Hacmosiweao ®edepasibHO20 3aKOHa BHECEHbl U3MEHEHUSs, ecmynaruue 8 cusy 10
ucmeyeHuu mpuduyamu OHel rocre OHA ogbuuuanbHo20 ornybnukogaHus Ha3eaHHO20
®edeparibHO20 3aKOHa

CMm. mekcm Yacmu 8 npedbldyuwiel pedakyuu
5. 3anpewaetca BB0o3 B Poccuinckyto depgepaumio  danbcnuLnpoBaHHbIX
NeKapCTBEHHbIX CpeacTB, HEJOOPOKaYeCTBEHHbIX NTEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHbIX
NeKkapCTBEHHbIX CPELCTB.

WNHdopmauusi 06 usMeHeHusIX:
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QedeparsibHbiM _3akoHoM om 6 Oekabpss 2011 e. N 409-®3 6 yacmb 6 cmambu 47
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmynaruiue 8 cusy 1o
ucmedyeHuu mpuduyamu OHel nocne OHSA ouuuanbHo20 onybrukogaHus Ha38aHHO20
®edeparnbHo20 3aKOHa

CM. mekcm Yacmu 8 npedbldyuwiel pedakuuu

6. danbcMdpuumpoBaHHble NEKapCTBEHHblE CpeAacTBa, HeaobpokadeCTBEHHbIE
neKapCTBEHHblE CpeAcTBa NoAnexaT U3bATUIO U NOCNeayloWweMYy YHUMTOXEHNIO UM BbIBO3Y
n3 Poccuinckon depepaumm, KOHTpadpakTHble JEeKapCTBEHHbIE CpeacTBa - M3bATUIO U
nocrnenylwemy YHUYTOXEHUI. YHuYTOXeHMe unn BbiBO3 Ku3 Poccurickon depepaunmn
anbCMPULUMPOBaAHHBIX FEKAaPCTBEHHbIX CPEeACTB, HeAobpoKayeCTBEHHbIX NEKapCTBEHHbIX
CpencTB, KOHTpadaKTHbIX JIEKApPCTBEHHbIX CPEeACTB OCYLECTBNAeTCs 3a cyeT nvua,
OCyLecTBMBLUEro UX BBO3. [lOpAdOK YHUYTOXEHUS U3BbATLIX danbCuuumMpoBaHHbIX
NeKapCTBEHHbIX CPeAcTB, HEQOOPOKAYECTBEHHbIX NIEKAPCTBEHHbBIX CPEACTB, KOHTPadaKTHbIX
neKkapCTBEHHbIX CpeacTB ycTaHaBnueaetcs [paButensctBom Poccurckon ®epepaunu.

MHdopmaumsa 06 naMeHeHusix:

QedeparsibHbiM _3akoHoM om 6 Oekabpss 2011 2. N 409-®3 6 yacmb 7 cmambu 47
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmynaruue 8 cusy 1o
ucmedyeHuu mpuduyamu OHel nocne OHSA ouuuanbHo20 onybrukogaHus Ha38aHHO20
®edeparnbHO20 3aKOHa

CMm. mekcm yacmu 8 npedbldyuieu pedakyuu
7. Jlnuya, ocywectenaowme Beo3 B Poccunckyro degepaumio danbcnmnunpoBaHHbIX
NeKapCTBEHHbIX CPeacTB, HeAoOpOKa4YeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB, KOHTpadaKTHbIX
NEeKapCTBEHHbIX CPeacTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C  TaMOXEHHbLIM

3aKoHOOAaTENLCTBOM TaMOXEHHOro cow3a M (unu) 3akoHodatenscTBoMm  Poccuiickon
depnepaumm 0 TAMOXEHHOM Jene.

WHdopmauusi 06 usMeHeHUsIX:

QedeparnbHbiM _3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 8 cmambu 47
Hacmosuwezo ®edeparibHO20 3aKOHa 8HECEHbI U3MEHEHUS, ecmynarouwue 8 cuny ¢ 1 urons
2015 a.

CMm. mekcm Yacmu 8 npedbldyuiel pedakyuu
8. BbiBO3 nekapcTBeHHbIX cpeacTtB u3 Poccunckon depepaumm ocywectenseTtca 6e3
NPUMEHEHNST OrPaHNYEHNIA, YCTAHOBEHHbIX TAMOXEHHbIM 3aKOHOAaTeNbCTBOM TaMOXEHHOro
coo3a K (unu) 3akoHogaTenbcTtBOM Poccuiickon ®Pegepauum 0 rocyaapCTBEHHOM
perynmpoBaHnn BHELLHETOProBON AeATENbHOCTH.
FTAPAHT:

CM. KoMmeHTapum K ctaTtbe 47 HacTosiero ®egepanbHOro 3akoHa

WNHdopmauusi 06 usMeHeHusIX:

®edepanbHbiM _3akoHoM om 6 Oekabps 2011 e. N 409-©3 e cmambro 48 Hacmosiweao
®edepanibHO20 3aKOHa BHECeHbl U3MEHEeHUs, ecmyrnaruue 8 cusy Mo UcmeyeHuu
mpudyamu OHel rocne OHA oguuuanbHo20 onybnukogaHus Ha3eaHHo20 ®edeparibHO20
3aKoHa

Cm. mekcm cmambu 8 rpedbidyuied pedakuuu
CraTtba 48. lOpuanyeckne nuua, KOTOPbIM paspeLLEH BBO3 FIEKAPCTBEHHbIX CPEACTB B
Poccunckyto degepaumto
JlekapcTBeHHble cpeacTtsa B Poccuickyto denepaumnto MoryT BBO3UTb:
1) npousBOANTENM NEKaApPCTBEHHbLIX CPEeACTB ANs uenen cobCTBEHHOro NpPou3BoACTBa
NeKapCTBEHHbIX CPEACTB;
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2) WHOCTpaHHble pa3paboTyMKkM NEeKapCTBEHHbIX CPeACTB WM MHOCTPaHHble
NPON3BOAUTENN NEKAPCTBEHHbIX CPEACTB WNWU ApYyrue topuaunyeckue nvua no nopyvyeHuto
pa3paboTymka rekapCTBEHHOro cpeacTBa Ans MNPOBEAEHUs! KIMHUYECKUX WCCrenoBaHui
neKapCcTBEHHOro npenapara, OCYLLIEeCTBNEHUS rocyapCTBEHHOM perucTpaumm
nekapcTBEHHOro  npenaparTa, BKIMOYEHMST  (papmaueBTUYeckon  cybGcTaHumMM B
roCyapCTBEHHbIN peecTp JeKkapCTBEHHbIX CPeacTB, KOHTPONsS KayecTBa neKapCTBEHHbIX
cpeactB  MNpyM  HanMvuMM  paspelleHust  YNOofTHOMOYEHHOro  doedepanbHoro  opraHa
MCMNONMHUTENbHOW BriacT! Ha BBO3 KOHKPETHOW NapTuM NeKapCTBEHHbIX CPEACTB;

3) opraHusauum oNTOBOV TOProBAW NIEKAPCTBEHHbLIMWU CPEACTBAMM;

MHdopmaumsa 06 n3MeHeHUsIX:

@QedeparbHbiM 3akoHoMm om 2 utonis 2013 e. N 185-®3 e nyHKkm 4 cmambu 48 Hacmosiwezao
®eldeparibHO20 3aKOHa BHECEHbI UBMEeHeHUs, ecmynarouwue 8 cuny ¢ 1 ceHmsbps 2013 a.

Cm. mekcm nyHkma 8 ripedbidyuiel pedakuuu

4) HaydHO-uccnegoBaTeNnbCkMe opraHm3auuun, obpasoBaTtesibHble OpraHv3aumm
BbicLlero o6pas3oBaHusi, MNPOM3BOAUTENN JEKAPCTBEHHbIX CPeacTB Ans  pa3paboTku,
nccnegoBaHUn, KOHTpons ©6e3onacHocTn, kKavecTBa, 9(P(EKTUBHOCTU NEKapCTBEHHbLIX
CPeACTB MNPW  HanmMuun  paspelleHusi  YNOofIHOMOYeHHOro  dhegeparnbHOro  opraHa
NCMNOMNHUTENbHOWN BNAacTy;

MHdopmaumsa 06 n3MeHeHUsIX:

@eldeparibHbiM _3akoHoM om 12 mapma 2014 2. N 33-®3 8 nyHkm 5 cmambu 48
Hacmosiuje2o ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUSI

Cm. mekcm niyHKma 8 ripeodbidyuiel pedakuuu
5) MeguvumMHCKME opraHM3aumn, WHble yKasaHHble B nyHKTax 1 -4 HacToswen craTbu

opraHu3aummn onga okasaHust MegULMHCKOWN MOMOLLN MO XXU3HEHHbIM NOKa3aHUSAM KOHKPETHOro
nauyuweHtTa npuv  HanuuMm  paspelleHnst  YNosIHOMOYEHHOro  dedeparnbHOro  opraHa
NUCMNOSTHUTESNbHOM BfacTM Ha BBO3 KOHKPETHOW MapTUM JIeKapCTBEHHOro npenapara,
BblAAHHOMO B YCTAHOBMEHHOM Mopsdke B (popme 3NEeKTPOHHOro AOKYMEHTa, NoANMCcaHHOro
yCUINeHHOW KBannguumpoBaHHOW 3M1EKTPOHHOW NOAMNUCHIO.

FAPAHT:

CM. koMMeHTapum K ctaTbe 48 HacToswero degepanbHOro 3akoHa

MHdopmaumsa 06 naMeHeHusix:

QedeparsibHbiM_3akoHoM om 6 Oekabpsi 2011 e. N 409-®3 e HaumeHogaHue cmambu 49
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUSs, ecmynaruiue 8 cusy 1o
ucmeyeHuu mpuduyamu OHelU rocrie OHA odbuyuasbHo20 ornybnukogaHus Ha3eaHHO20
®edeparnbHo20 3aKOHa

CM. mekcm HaumMeHogaHusl 8 npedbidyweu pedakuuu
Cratbsa 49. [lokymeHTbl, NpeacTaBnsieMble B TaMOXEHHble opraHbl Poccunckon
depepaumm nNpy BBO3E NeKkapCTBEHHbIX cpeacTB B Poccuickyro denepaunto

WNHdopmauusi 06 usMeHeHusiX:

QedepasibHbiM _3akoHoM om 6 Oekabpsi 2011 2. N 409-©3 e uwacmb 1 cmambu 49
Hacmosiweao @edeparsibHO20 3aKoHa BHECEeHbl U3MEHEeHUs, ecmynaruue 8 cusy 10
ucmeyeHuu mpuduyamu OHel rnocrne OHA oghuyuanbHo20 onybnukogaHus Ha38aHHO20
®edeparnbHO20 3aKOHa

CM. mekcm Yacmu 8 npedbidywel pedakuuu
1. Mpn BBO3e nekapCTBeHHbIX cpeacTtB B Poccunckyro defepauumio B TaMOXEHHbIE
opraHbl Poccuinickon ®defepaumm Hapsigy C  AOKYMEHTaMu, MpeacTaBfieHne  KOTopbIX
NpeayCMOTPEHO  TaMOXEHHbIM _ 3aKOHOAATENbCTBOM — TaMOXEHHOro cot3a U (unu)
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3akoHogaTensctBoM Poccuiicko depepaumm O TaMOXEHHOM fAene, npeacTaBnsloTcs
criegytoLime OOKYMEHTbI:

1) cepTucmkat npovsBoAUTENS NEKapCTBEHHOro CpeacTBa, YAOCTOBEPSHOLLMNA
COOTBETCTBUE BBO3MMOIO FIEKApPCTBEHHOIO cpeacTBa TpeboBaHUsM dapMakonenHon craTbu

nnbo B cnyyae ee OTCYyTCTBUSA HOPMATUBHOM AOKYMEHTALMN NN HOPMATUBHOIO LOKYMEHTA;

2) paspelleHne ynosIHOMOYEHHOro dpeaepanbHOro opraHa UCNOSTIHUTENBbHOM BacTK Ha
BBO3 KOHKPETHOMW NapTuM NIEKapCTBEHHOro CpeAacTBa B Crydadx, YCTAHOBJSIEHHbIX YacTblo 3
ctatbu 47 HacTosiwero PegepanbHOro 3akoHa.

WNHdopmauusi 06 nsmeHeHusX:

@eldepasibHbiM _3akoHoM om 6 Oekabpss 2011 e. N 409-®3 8 uvacmb 2 cmambu 49
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmynaruue 8 cusy 1o
ucmeyeHuu mpuduyamu OHel nocre OHA odbuuuanbHo20 ornybnukogaHus Ha3eaHHO20
®edeparibHo20 3aKOHa

CmMm. mekcm Yacmu 8 npeodbldywel pedakuuu
2. [JOKyMeHTbl, YyKasaHHble B nyHktax 1 M 2 4Yactm 1 HacTosAwen CcTaTbM,
npeacrtaBnsAlTCAs B TaMOXeHHble opraHbl  Poccuinckon ®Pepepauum npu  npubbiTnn
nekapcTBeHHbIX cpeacTB B Poccuinckyto ®epepauumio.
FAPAHT:

CM. koMmmeHTapun K ctaTbe 49 HacToswero ®efepanbHOro 3akoHa

MHdopmaumsa 06 n3MeHeHUsIx:

®edeparsibHbIM _3akoHoM om 29 urwoHsa 2015 2. N 160-@3 e HaumeHosaHue cmambu 50
Hacmosiweao PedeparibHO20 3aKOHa 8HECEHbI U3MEHEHUST

CM. mekcm HauMeHogsaHus 8 rpedbidywel pedakuuu
Cratba 50. BB03 nekapcTBeHHbIX npenapatoB B Poccuickyto degepaumo ans
NIMYHOIO MCMOMb30BAHNSA W MHbIX HEKOMMEPYECKUX Uenen, a Takke Ans
MCNONb30BaHUS Ha TEPPUTOPUN MEXOYHAaPOOAHOro MeQULIMHCKOrO Knactepa

MHdopmaumsa 06 naMeHeHusix:

QedeparsibHbiM _3akoHoM om 6 Oekabpsi 2011 e. N 409-®3 e yacmb 1 cmambu 50
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmynaruue 8 cusy 1o
ucmedyeHuu mpuduyamu OHel nocne OHSA ouuuanbHo20 onybrukogaHus Ha38aHHO20
®edeparnbHO20 3aKOHa

CMm. mekcm yacmu 8 npedbldyuwieu pedakyuu
1. JlekapcTBeHHble NpenapaTbl MOryT 6bITb BBE3€HbI B Poccuickyto Pegepaumio 6e3
yyeta TpeboBaHUM, NpPeaycCMOTpPeHHbIX 4Yactamm 1 -4 cratem 47, cratbamu 48 u 49

HacTodALwlero CDe,u,epaanoro 3aKOHa, ecrnn OHM npeaHa3Ha4YeHbl Angd:

WHbopmaLuusi 06 usMeHeHUsIX:

@edepasibHbIM _3akoHoM om 2 utoHs 2016 2. N 163-©3 nyHkm 1 yacmu 1 cmambu 50
Hacmosuweao ®edepasibHO20 U3IIOXEH 8 HO8OU pedaKyuu

CmM. mekcm nyHkma 8 ripedbidyuieu pedakuuu

1) NUYHOro MCNONb30BaHUA (U3NYECKUMU NLaMK, NPUObLIBLUMMKU B Poccumnckyro
®epepauuto. Npu atom BBO3 B Poccunckyro denepaumio nekapCTBEHHbIX MNpenapaTos,
cogepxawmx  cunbHoOeucTByowmMe wu  (MnNKn)  SO0BUTbIE  BELWEeCTBa,  BKITHOYEHHbIE
COOTBETCTBEHHO B CINWCOK CUSMbHOLEWCTBYIOWMX BewecTB And Uuenen yYroroBHOro
3akoHopartenscTBa Poccuinckon depgepaumm M B COUCOK SAOBUTBLIX BELLECTB ANS uenen
YrofnioBHOro 3akoHogatenbctBa Poccuiickon ®epepauunn, yrBepxaeHHble [1paBuTensCTBOM
Poccunckon degepaumm, ocywlecTBASETCA NpU HannMunm OOKYMEHTOB (3aBEPEHHbLIX KOMui
OOKYMEHTOB WM 3aBEPEHHbIX BbIMUCOK W3  HUX), MOATBEPXAAKLWMX Ha3HavyeHue
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dM3MY4EecKOMY NULY  YKa3aHHbIX JIeKapCTBEHHbIX npenapaTtoB (3a  MCKNIOYEHUeM
NEeKapCTBEHHbIX nNpenapaToB, 3aperncTpupoBaHHbix B  Poccunckon degepaumm U
oTnyckaemblx B Poccuinckon ®depepauumn 6e3 peuenta Ha neKapCTBEHHbIM npenapar).
MoaTeepxaaroLlme OOKYMEHTbl (MX 3aBEepeHHble KOMUU UNU 3aBEpPEHHble BbIMUCKA U3 HUX)
OOSDKHbI  cofepXaTb CBedeHWd O HavMEeHOBaHUM U KONMUYecTBe  Has3Ha4yeHHOoro
nekapcTBeHHOro npenapara. B cnyyae, ecnu noaTeepxaaroLlime JOKYMEHTbI (MX 3aBepeHHbIe
KOMMM UMM 3aBEPEHHblE BbIMUCKM M3 HUX) COCTaBfiEHbl HA WHOCTPAHHOM A3blke, K HUM
npunaraeTca HoTapuarnbHO 3aBEPEHHbIN NepeBos Ha PYCCKUN A3bIK;

2) ncnonb3oBaHns paboTHMKaMM AMNAOMATUYECKOro Kopnyca unv npeacrtaButensamm
MeXOyHapOoAHbIX OpraHmM3aunin, akkpeamToBaHHbIX B Poccuinckon degepaumm;

3) NevyeHus naccaxumpoB M YNEHOB 3KUNaXKeW TPaHCMOPTHLIX CPenCTB, MOe3OHbIX
Gpurag n BoguTenen TpaHCNOPTHbLIX CPeACTB, NpubbIBLLNX B Poccuiickyto denepaumio;

4) neyeHNs y4acTHWKOB MeXOYHaPOLHbIX KYNbTYPHbIX, CMOPTUBHbLIX MEPOMPUATUN U
YYaCTHUKOB MeXAyHapOaHbIX 3KCneanuun,

5) neyeHNsa KOHKPETHbIX >XMBOTHbIX B 300Mapkax, a TakKe >XMBOTHbIX, BBO3UMbIX B
Poccuiickyto ®efepaumio Ang y4actusi B CNOPTUBHBIX U 3pENULLHBLIX MEPONPUATUSRAX;

WNHdopmauusi 06 nsmeHeHusx:

QedepasibHbiM 3akoHoM om 29 uroHs 2015 e. N 160-®3 yacmb 1 cmambu 50 Hacmosiwe2o
®eldeparibHO20 3aKoHa O0rofiHeHa nyHKmom 6
6) ncnonb3oBaHWs Ha TEPPUTOPUN MEXKOYHAPOLHOrO MEAULIMHCKOrO KracTepa.

WNHdopmauusi 06 nsmMeHeHusx:

@eldepasibHbiM _3akoHoM om 6 Oekabpsi 2011 e. N 409-®3 e vacmb 2 cmambu 50
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUSs, ecmynaruue 8 cusmy 1o
ucmeyeHuu mpuduamu OHel nocre OHA odbuuuanbHo20 onybnukogaHus Ha38aHHO20
®edeparnibHO20 3aKOHa

CMm. mekcm Yacmu 8 npedbldyuwel pedakyuu
2. B cnyyasx, npegyCMOTPEHHbIX YacTblo 1 HacToswen ctaTbW, JOMYyCKaeTcs BBO3 B
Poccunckyto ®epepaumio  nekapCTBEHHbIX MpenapaTtoB, He 3aperncTpuMpoBaHHbIX B
Poccuinckon ®epepaunn.

WNHdopmauusi 06 nsmeHeHusx:

@eldepasibHbiM _3akoHoM om 6 Oekabpssi 2011 e. N 409-®3 e vacmb 3 cmambu 50
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUSs, ecmynaruue 8 cusy 1o
ucmeyeHuu mpuduamu OHel nocre OHA ogbuuuanbHo20 onybnukogaHus Ha38aHHO20
®edepanibHO20 3aKOHa

CMm. mekcm Yacmu 8 rpedbidywel pedakuuu

3. JlekapcTBeHHble npenapaTtbl, nNpefHasHayeHHble ANs rymMaHUTapHOM MOMOLUM
(cogencTBnd) wMnNM MNOMOLLM MpU  Ype3BblHaHbIX CUTyauusix, BBO3ATCA B Poccuinckyto
depepaunto B rnopsgake, ycrtaHoBneHHoMm [lpasutenbctBoMm Poccuinckon ®Pepepauuu.
3anpewaetca BBO3 B Poccunckyto defepauunio He3aperMcTpupoBaHHbIX NeKapCTBEeHHbIX
npenapaToB, NpeAHasHa4YeHHbIX 4515 r'YMaHUTapHOW NnomMoLm (COAEenCcTBUSA) UM NOMOLLK Npu
4ypes3BblYarHbIX CUTyaLUAX.
FAPAHT:

CM. koMmeHTapum k ctaTtbe 50 HacToswero degepanbHOro 3akoHa

Cratba 51. CoTpyaHnyecTBO defepanbHOro opraHa WCMOMHUTENbHOW BRNacTwy,
YMOMHOMOYEHHOro B 06nacTu TaMoXeHHOro gerna, u Apyrux ynonHOMOYEHHbIX
dreiepanbHbIX OpraHoOB UCMONMHUTENBHOM BacTu

1. YNnonHoMo4eHHble (hefeparbHble opraHbl UCNOSTHATESTbHOM BracTy NpeaocTaBnaoT
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B pacropsbkeHne deaepanbHOro opraHa WCMOMHUTENbHOW BriacTu, YNOSIHOMOYEHHOIO B
obnactn TamMOXeHHOro Aena, rocy4apCTBEHHbIM PEECTP FIEKAPCTBEHHbIX CPEACTB, a Takke
MHGOPMALMIO O BblAAHHbIX Pa3peLlUeHnsX Ha BBO3 KOHKPETHOW MapTUM NeKapCTBEHHbIX
CpeacTtB B cChny4vasiX, YCTaAHOBMEHHbIX 4YacTbio 3 ctatbu 47 Hactosiwero denepanbHOro
3aKoHa.

MHdopmaumsa 06 n3MeHeHUsIX:

QedeparsibHbiM _3akoHoM om 6 Oekabps 2011 e. N 409-®3 6 yacmb 2 cmambu 51
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmynaruiue 8 cusy 1o
ucmedyeHuu mpuduyamu OHel nocrne OHSA ouuuanbHo20 onybrukogaHus Ha38aHHO20
®edeparnibHO20 3aKOHa

CM. mekcm Yacmu 8 npedbidywel pedakuuu
2. depepanbHbIi OpraH WCNOSTHUTENbHOW BRACTW, YMNOSIHOMOYEHHbIM B obnactu

TaMOXEeHHOro gena, WHAQOPMUPYET YKasaHHble B 4Yactu 1 HacTosiwen CcTaTbu
YrNOSTHOMOYEHHbIEe beeparibHble opraHbl UCNOSTHATENBHOW BNAcTU O BBO3€ JIeKapCTBEHHbIX
cpeactB B Poccuiickyto degepauuntio U BbiBO3e NEKAPCTBEHHbLIX CpeacTB M3 Poccuimnckon
depepauunm no opme M B Nopsigke, KOTopble ycTaHoBMNeHb! [NMpaButensctBoM Poccuickon
depepauum.

FTAPAHT:

CM. koMMeHTapumn K ctaTbe 51 HacToswero ®egepanbHOro 3akoHa

MagBa 10. ®apmaueBTUYECKan OeATEeNIbHOCTb
FAPAHT:
Cm. ®epepanbHyto LeneBy nporpammy "Passutue dapmaueBTUYEeCKOn U MeAULUHCKOM
npombiwsieHHocTn Poccuinckon ®depepaumm Ha nepumog ao 2020 roga v ganbHenwyro
nepcnekTuBy", yTBEpPXOAEHHYO nocTtaHoBneHvem [lpasutensctBa P® ot 17 deBpans
2011 r. N 91

Cwm. Crparternio passutus papmMaueBTnyeckon npombiwnieHHoctn P® Ha nepuog go 2020
r., yTBepXxaeHHyto npukazom MuHnpomTopra Poccum ot 23 oktabpsa 2009 r. N 965

CraTtba 52. OcywecTBneHne gpapmaleBTUYECKON AeATENbHOCTH

WHdopmauusi 06 uaMeHeHUsIX:

Q®edeparbHbiM _3akoHOM om 25 Hosibps 2013 2. N 317-©3 e vacmb 1 cmambu 52
Hacmosiweao PedeparibHO20 3aKOHa 8HECEHbI U3SMEHEHUS

CM. mekcm Yacmu 8 npedsidywed pedakyuu

1. ®apmaueBTMyeckas OeATellbHOCTL OCYLWECTBNAETCA OpraHuM3aumsiMyM OnTOBOM
TOProBfM fEeKapCTBEHHbIMW CpeACcTBaMK, anTeyHbIMW OpraHusaumsiMu, BeTepUHapHbIMU
anTeyHbIMM  OpraHMsaumsiMn,  UHAMBUAYaNbHbIMU  NpeanpuHUMaTenamMu,  UMerLnMm
NUUEH3n0  Ha papmMaueBTMYECKYlD AeATenbHOCTb, MEeOULUHCKAMW  OpraHu3auusamu,
MMELWNMM  NULUEH3NI0 Ha dapMaueBTUYECKYD AeATenbHOCTb, U UX 060cobneHHbIMU
nogpasgeneHnsaMmu  (ambynatopuamu, denbawepckumm 1 penbawepcKo-akyLwepcKumm
NyHKTamn, UeHTpamn (oTaeneHusamu) obwen BpayebHOW  (CEMEenHOW) NpPaKTUKK),
PacrnonOXeHHbIMU B CEeNlbCKUX HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusaumm, U  BeTepuMHapHbLIMKM  OpraHu3auuMsMn,  UMeKLWMMW  FULEH3UI0  Ha
dapmaLeBTUYECKYIO OeATENbHOCTb.
FAPAHT:

Cwm. [NonoxeHne o nuueH3npoBaHuM papMaueBTUYECKOW OEATENbHOCTU, YTBEPXAEHHOEe
nocraHosneHnem Mpasutensctea P® ot 22 aekabps 2011 r. N 1081
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CM. MeToOMYecKMe yKasaHusa MO OCYLEeCTBIEHUIO OpraHamMu rocyaapCTBEHHOW BnacTtu
cybbektoB P® nepefaHHbix nosiHOMounin PO no nuueH3npoBaHUiO hapmaueBTUYECKOM
AeATeNbHOCTU, YTBEpPXAeHHble npukazom MwuH3gpascoupassutus Poccum oT 6 UIOHSA
2008 r. N 263H

WHdopmaumsa 06 nameHeHusix:

®edeparnbHbiM 3akoHoM om 27 urons 2010 e. N 192-03 yacmb 2 cmambu 52 Hacmosiwe20o
®edeparibHO20 3aKOHa U3rioXeHa 8 Hogou pedakuuu

CMm. mekcm Yacmu 8 npedbldyuiel pedakyuu
2. ®dunsnyeckne nuua MOryT OCyLLeCTBNATb (papmMaueBTUYECKY0 OesTeNnbHOCTb Mpwu

HanMyuuu BbICLLErO WK cpegHero dapmaueBTudeckoro obpasoBaHua W cepTudukarta
cneumanuncTa, BbICLLErO WM CpeaHero BeTepuHapHoro obpasoBaHust M cepTudukaTa
cneuymnanucTa, a Takke BbICLLUEro Unn cpegHero MeguumHcKoro obpasoBaHusl, cepTudumkaTta
cneumanucTa n LOMNOSTHUTENbHOrO NPodeccMoHanbHOro obpasoBaHNA B YacTM PO3HUYHON
TOProBfAM feKapCTBEHHbIMM npenapaTtaMmn Mpu YcnoBum wux paboTbl B 000COGMEHHbLIX
nogpasgeneHnax MeavunHCKUX opraHn3aumm, ykasaHHblX B YacTu 1 HacToswen ctaTbu.

FTAPAHT:

CM. KOMMeHTapuu k ctaTbe 52 HacTosilero PeaepanbHOro 3akoHa

Cratbsa 53. lpogaxa, nepegaya NekapCTBEHHbIX CPEACTB OpraHM3auusivu ONTOBOW
TOProBfin NekapCTBEHHbIMU CpeacTBaMm
OpraHmsaumnm onToBOW TOPrOBAW JIEKAPCTBEHHLIMU CPEACTBAMU MOFYT OCYLLECTBNATb
npodaxy  NeKapCTBEHHbIX CpeacTB  wunu nepefjaBatb WX B YCTAHOBSIEHHOM
3akoHogaTtenscTBoM Poccurickon ®enepaumm nopsiake:
1) opyrMm opraHusaumsm ONTOBOW TOProBSiM NNEKAPCTBEHHBbIMWN CPeaCTBaAMMU;
2) npou3BOOMTENSAM  JfIEeKapCTBEHHbIX CpeacTB And  uenen  npous3BoacTBa
nekapCTBEHHbIX CPEACTB;
3) anTeyHbIM OpraHn3aumsiMm n BeTepUHaPHbIM anTeYHbIM OpraHn3aLmsm;
4) Hay4HO-uccnegoBaTeNnbCKMM  OpraHuM3auusM  Ang  Hay4yHO-uccnenoBaTerlbCKOM
paboThbl;
5) nHaAMBMOYyanbHbIM npeanpuHMMaTensam, UMELLUM NULEH3UIO Ha
drapmaueBTUYECKYIO OeATENbHOCTb UMW NIMLIEH3UNI0 HA MEAULMHCKYIO AEATENbHOCTD;
6) MeguLMHCKMM OpraHM3aumsm, BeTepUHapPHbBIM OpraHm3aLumsaMm;
7) opraHuMsaumsaM, OCYLLECTBASKOWMM pasBedeHne, BblpaliMBaHWe W COAep)KaHue
YKUBOTHBIX.
FTAPAHT:

CM. koMMeHTapuu K ctaTbe 53 HacToswero degepanbHOro 3akoHa

WHdopmauusi 06 uaMeHeHUsIX:

QedeparnbHbiM_3akoHoM om 22 Oekabps 2014 e. N 429-®3 e cmambro 54 Hacmosiwezao
®edeparsibHO20 3aKOHa 8HECEHbI UBMEHeHUs, scmynaruwue 8 cusy ¢ 1 uronsa 2015 a.

CmMm. mekcm cmambu 8 npedbidywel pedakuuu
Cratbs 54. NMpaBuna onToBOW TOProBnNun NekapcTBEHHbIMU CpeacTBaMM
OnToBas TOProens nekapcTBEHHbIMU cpeacteamu ocyLlecTBnseTcs
NPON3BOAUTENSAMU  NIEKAPCTBEHHbLIX — CPEACTB W OpraHu3auuMsimm  OMNTOBOW  TOProBin
nekapcTBEHHbIMU CpeAcTBamMM MO Npasunam Haanexailen AMCTPUOBIOTOPCKOM MPaKTUKU U
npaBuMnaM Haanexallem npakTUKNU XpaHEeHWs U MepeBO3KM FeKapCTBEHHbIX MpenapaTos,
YTBEPXKAEHHBIM  COOTBETCTBYHOLUMMW  YNONMHOMOYEHHbIMM  dbeaepanbHbIMKU  opraHaMu
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NCNOSTHUTESNbHOM BNacTu.
FAPAHT:

O6 o0cOBeHHOCTAX MpodaxXu neKkapCTBEHHbIX MpenapatoB W u3genuin MeamuuuHCKOro
HasHa4yeHunsa cM. noctaHoeneHue lMNpasutensctea PP ot 19 auBapa 1998 r. N 55

CM. KOMMeHTapum K ctaTbe 54 HacToswero deagepanbHOro 3akoHa

CraTtbsa 55. Nopagok pO3HMYHOW TOProBIiM fIEKapCTBEHHbLIMM NpenapaTtamu

WHbopmauusi 06 usMeHeHUsIX:

QedeparnbHbiM _3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 1 cmambu 55
Hacmosiweao PedeparsibHO20 3aKOHa 8HeCeHbl USMEHeHUs, ecmynarwue 8 cuniy ¢ 1 utosns
2015 a.

CM. mekcm Yacmu 8 rpedbidyuwel pedakuuu

1. Po3HuyHaa TOproBna  nekapcTBEHHbIMM  MpenapataMmy B KONMYecTBax,
HeobxoQMMbIX OS5 BbIMNOMHEHUSA BpayebHbIX (penbalepckmx) HasHa4YeHu Unm HasHadeHum
crneunanuctoB B 06nacTv BeTepuHapuu, OCYLLECTBASETCA anTeYHbIMY  OpraHvM3aumnamu,
BETEPUHAPHbLIMU anTEeYHbIMW OpraHu3auuaMu, WHOUBUAOYaNbHbIMU NpeanpuHUMaTensaMu,
MMEeLWUMM  NULUEH3NI0  Ha  (papmaueBTUYECKYl0  OeATENbHOCTb,  MeOULMHCKUMU
opraHusaunsamuy, UMELWMMN NULEH3NI0 Ha dapMaueBTUYEeCKyld OeATerNbHOCTb, W UX
o60cobreHHbIMM noapasgeneHnsMmu (ambynatopuamu, denbawepckuMmm n denbawepcKo-
aKyLlepCKMMn  MyHKTamu, UeHTpamn (oTaeneHnamun) obwen BpadyebHOM (CeMenHom)
NPaKkTUKKN), PacrosioKEHHbIMU B CEIIbCKUX HaCeNeHHbIX MYyHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble OpraHu3auuu, U BeTEPUHAPHbLIMU OpraHu3auusMu, UMEeRLUMU NULEH3U Ha
hapmaLeBTUYeCKy0  gedATenbHoCTb.  PaspewleHa  po3HW4YHas  TOProBrsi  TOMbBKO
NnekapCcTBEHHbIMX MpenapaTtamu, 3apermctTpupoBaHHbiMi B Poccunckon ®depepaumn unu
N3roTOBIIEHHBLIMU anTeYHbIMU OpraHN3aunsiMn, BETEPUHAPHbLIMU anTe4YHbIMU OpraHn3aumsMu,
NHOnBMAYarnbHbIMU NPeanpUHUMATENS MU, UMELWNMN NMUEH3NI0 Ha dapMaLeBTUYECKYHo
AesATenbHOCTb. PO3HMYHAsA TOProBns rnekapCTBEHHbIMU MpernapaTtamMu OCYLLECTBSETCS Mo
npasunaMm Hagnexawenm anTedHoOM  NPakTUKK,  YTBEPXOEHHbIM  YNONHOMOYEHHbIM
deneparbHbIM OPraHoOM UCMOSTHUTENLHOW BMACTH.
FAPAHT:

Cwm. HOQHQOK OoTnyckKa JIEKAPCTBEHHbLIX CpencTB, yTBep)K,D,eHHbIVI NpUKa3om

MwuH3gpascoupa3ssutua Poccum ot 14 aekabps 2005 r. N 785

WNHdopmauusi 06 usMeHeHusiX:

QDeldepalibHbIM _3akoHOM om 25 Hosbpsi 2013 2. N 317-®3 8 yacmb 2 cmambu 55
Hacmosiweao PedepasibHO20 3aKOHa 8HeCeHbI U3SMEHEHUs

Cm. mekcm Yacmu 8 rpedbidywel pedakuyuu

2. Buabl anTeyHbIX opraHm3aumm 1 npaesuna oTrnycka fekapCcTBEHHbIX NpenapaToB Ans
MeaMLMHCKOro NPUMEHEHNS anTe4YyHbIMM opraHmsaumsiMu, NHONBMOYaNnbHbIMK
npeanpyHMMaTensaMn, UMEKLWUMM NNLUEH3NI0 Ha (apMaueBTUYECKYD AeaATenbHOCTb, a
TaKke npaBuna OTMyCcKa NeKapCTBEHHbIX NpenapaTtoB ANS MeOULMHCKOro MNpUMEHEeHUs
MEOULUMHCKAMW  OpraHuM3auusMy,  MMeKLWMMU  JNIMUEH3NID  Ha  dapmaueBTUYECKYHO
AeATeNbHOCTb, U X 060co6neHHbIMKU NnogpasgeneHnsammn (ambynatopmsmm, denbalepckumMm
n enbawepcko-akyLEPCKUMN MyHKTaMK, UeHTpamn (oTaeneHusimm) obuwen BpavebHom
(cemMenHon) npakTUKK), PaCMONOXEHHBIMU B CENbCKUX HACENEeHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeuyHble OpraHu3auuun, YTBEPXAAalTCA YMNOMHOMOYEHHbIM eaepanbHbIM
OpraHoM MCMOMHUTENbHON BNAcTu.

WHdopmauusi 06 uaMeHeHUsIX:
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QedepasibHbiM 3akoHoM om 3 urorns 2016 2. N 305-®3 e yacmb 3 cmambu 55 Hacmosiwezao
®edepasibHO20 3aKOHa BHECEHbI U3MEHEHUS

Cm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu
3. [lpaBuna oTnycka HapPKOTUYECKMX CPeacTtB W MCUXOTPOMHbIX  BELLECTB,
3apernMcTpupoBaHHbIX B KA4YECTBE NEKapCTBEHHbIX NPenapaToB, NIEKAapCTBEHHbIX NpenapaTos,
coaepXalimx HapKOTMYECKME CcpeactBa W MNCUXOTPOMHbIE BeLlecTBa, YTBEpXAatTcs
YNONMHOMOYEHHbIM doefeparbHbIM OpraHoOM WCMOMHUTENbHON BNacTM MO COrfacoBaHUIO C
denepanbHbIM OpraHoM MCMOMHUTENBHON BMAACTW, YNOSIHOMOYEHHbIM B Chepe BHYTPEHHUX
aen.

4. JlekapcTBEHHble npenapaTbl AN BETEPUHAPHOro NMpUMEHEHWUsI NoanexaT OTMycKy
BETEPUHAPHBIMM  anTEeYHbIMW  OpraHuM3auusiMu,  BeTEepUHApPHbIMM  OpraHu3auusMu,
VHAMBMAYANbHLIMW NPEeAnPUHUMATENAMU, UMELWUMN FIMUEH3NI0 Ha dapMaueBTUYECKYHO
aestenbHocTb. [lpaBuna oTnycka feKapCTBEHHbIX MNpenapaToB AN BeTEPUHAPHOro
NMPUMEHEHUS] YTBEPXKAAKTCS YMNONTHOMOYEHHbIM dhbeaepanbHbIM OPraHOM MWCMOSHUTENBbHOM
BracTu.

WHdopmaumsa 06 nameHeHusix:

QedeparnbHbiM _3akoHOM om 25 Hosibps 2013 2. N 317-©3 e wacmb 5 cmambu 55
Hacmosiweao PedeparibHO20 3aKOHa 8HECEHbI U3MEHEHUS

CMm. mekcm Yacmu 8 npedbldyuiel pedakyuu

5. [MepedyeHb  MEOUUMHCKMX  OpraHusauum, UMELNX  JNIMLEH3NIO Ha
drapmaueBTUYECKYD LesATeNbHOCTb, U UX 060COBNEeHHbIX noapasgeneHun (ambynatopun,
denbawepcknx un  penbaepcko-akyLepckux MyHKTOB, LEHTPOB (OTAeneHun) obuien
BpayebHON (CeMelrHOon) NPaKTMKK), PACMOSOXEHHbIX B CENbCKUX HACeneHHbIX MyHKTaX, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHuM3auuMuM, a Takke MnepeyYeHb JieKapCTBEHHbIX
npenapaToB (3a MUCKMOYEHNEM HAPKOTUYECKNX NEKAPCTBEHHbIX NpenapaToB U NCUXOTPOMHbIX
NeKapCTBEHHbIX MpenapaToB), NpoAaXka KOTOPbIX MOXET OCYLLEeCTBASATbLCA YKa3aHHbIMU
opraHmsaumsamMm n ux obocobneHHbIMM noapasfernieHnsMK, yCTaHaBNMBAKOTCA OpraHamu
MCNONMHUTENBHOM BNacTn cybbekToB Poccunckon epepaumm.

WNHdopmauusi 06 usMeHeHusIX:

QedeparsibHbiM _3akoHoM om 25 Hos6ps 2013 e. N 317-©3 vacmb 6 cmambu 55
Hacmosiweao PedepasibHO20 3aKOHa U3JIoXXeHa 8 Ho8oU pedakyuu

CMm. mekcm Yacmu 8 npedbldyuiel pedakyuu
6. AnTeyHble opraHusauuuv, uHAUBMAOYaNbHble nNpegnpuHMMaTeny, uMmerome
NUUEH3MI0 Ha bapMaLeBTUYECKYD AeATENbHOCTb, 00s13aHbl obecneymBaTb YTBEPXKOEHHbIN
MpaButensctBoM Poccunckon depepauum n opMmpyemMbli B YCTAHOBIIEHHOM UM MOpsAaKke
MUHUMarnbHbIA aCCOPTUMEHT J1EKAPCTBEHHbLIX NpenapartoB, HeobxoauMbixX Ons OKa3aHus
MeAULIMHCKOW MOMOLLIN.

WNHdopmauusi 06 usMeHeHusIX:

QDedepalibHbIM _3akoHOM om 25 Hosibpsi 2013 2. N 317-®3 6 yacmb 7 cmambu 55
Hacmosiwezao PedepasribHO20 3aKOHa 8HECEeHbI U3MEHEHUS

Cm. mekcm Yacmu 8 npedbidywel pedakuuu

7. ANTeYyHble oOpraHuMsauuu, uHAMBMAOYanbHble nNpegnpuHMMaTeny, umerome
NUUEH3MIO Ha hapMaueBTUYECKYHO AEATENbHOCTb, HApsay C NeKapCTBEHHbIMW NpenapaTamm
nMerT npaBo npuobpetatb W npogaBaTb MeAUUMHCKME wu3fenud, nesvHdbuumpyowme
cpenctBa, npeameTbl M CpeacTtBa NMYHOWM TUMMEHBLI, Nocydy ANS MEeOUUMHCKUX Lenen,
npegMeTbl U cpeacTBa, NpefHasHayYeHHble Ang yxoga 3a O0fbHbIMW, HOBOPOXAEHHbIMU Y
AeTbMW, HE OOCTUrLMMWM BO3pacTa Tpex IEeT, OYKOBYH OMTUKY M CPedcTBa yxoda 3a Hew,
MUHepanbHble BOAbl, NPOAYKTbl Jle4ebHOro, AeTCcKoro W OUETUYECKOro  MUTaHus,
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BGuonorMyeckn akTMBHbIe 406aBKK, NapdOMeEpPHbIE U KOCMETUYECKME CpeacTBa, MeaULNHCKuE
U CaHUTaPHO-NPOCBETUTENbHbIE MNevYaTHble U3faHus, npeaHasHavyeHHble AnA nponaraHabl
300pOBOro o6pasa XU3HW.

MHdopmaumsa 06 n3MeHeHUsIX:

QedepasnbHbiM __3akoHomM om 13 urwna 20152, N 262-®3 e yacmb 8 cmambu 55
Hacmosiuweao ®edepasibHO20 3aKOHa BHECEHbl U3MEHEeHuUs, ecmynarwue 8 curny ¢ 1
sHeaps 2016 e.

CMm. mekcm Yacmu 8 npedbldyuiel pedakyuu
8. [esATenbHOCTb anTeyHbix opraHuMsaumn BoopyxeHHbix Cun  Poccuinckon

dbepgepaunm, OpyrMx BOWCK, BOMHCKUX (POPMMPOBAHUA U  OpraHoB, B  KOTOpPbIX
3akoHogatenbctBoM Poccunckon Pepepauumn npeaycMoOTPEHO MPOXOXKAEHNE BOEHHOM
cnyx0bl Unu degepanbHON rocygapCTBEHHON CryXbbl, CBSA3aHHON C NPaBOOXPaHUTENBHON
AeATeNbHOCTbIO, pernaMmeHTupyeTca Hactosawmum defeparnbHbIM 3aKOHOM U YTBEPXKAEHHBIMM
COOTBETCTBYHOLWMMUN defepanbHbiMXU OpraHaMyv  UCMNOSNTHUTENBHOW BIlaCTU  MOSNOXEHUSIMU.
KoHTponb 3a cobnogeHnem YykasaHHbIMW  anTeYHbiIMW  OpraHu3auus My MOSOXKEHWUN
HacTosiwero degepanbHOro 3akoHa OCYLLECTBIISIETCA COOTBETCTBYHOLWMMU (heaepanbHbIMn
opraHamu UCMOMHUTENbHOW BNacTu.

FAPAHT:

CM. KoMMeHTapum K ctaTbe 55 HacToswero degepanbHOro 3akoHa

CraTtba 56. M3rotToBneHne 1 oTnyck NekapCTBEHHbIX NpenapaTos
FAPAHT:

Cwm. EgunHble npaBunia opopmIieHns nekapcTs, MPUroTOBNAEMbIX B anTEYHbIX YY4pexaeHNaX
(NpeanpuaTUAX) pasnuyHbIX GopM  COBCTBEHHOCTH, YyTBepXAeHHble MuHUCTepCTBOM
3apaBooxpaHeHnsa PO ot 24 nionsa 1997 r.

1. WN3rotoBneHve nekapCcTBEHHbIX MpenapaTtoB  anTeYHbIMW  OpraHu3auusiMu,
BETEPUHAPHbLIMX anTEeYHbIMW OpraHu3auusaMu, WHOUBMAOYaNbHbIMU NpeanpUHUMaTENsaMu,
UMEKLNMN  NULEH3NI0 Ha (apmaueBTUYECKY [OeATeNbHOCTb, OCYLWeCcTBNAeTcs Mo
peLentaMm Ha JfekapCTBeHHble npenapartbl, No TpeboBaHMAM MeOUUMHCKUX OpraHusauum,
BETEPUHAPHbIX OpraHu3aumMm B COOTBETCTBMW C NpaBuiiaMv W3rOTOBMEHUS W OTMycka
NeKkapCTBEHHbIX MNpenapaTtoB, YTBEPXOEHHbIMW YNONHOMOYEHHbIM beaepanbHbIM OpraHoM
NCMOMNHNTENBLHON BNacTu.

2. Tlpn M3roToBNEHUN NEeKapCTBEHHbIX NpenapaTtoB anTeYHbIMU OpraHn3aunsMu,
BETEPUHAPHLIMY _anTeYHbIMU _OpraHMsaumnamm, WHANBMAYyanbHbIMU npeanpuHuMaTensmu,
UMELWUMM  NULEH3NI0  Ha  dapMaueBTUYECKYD  OeATeNbHOCTb,  UCMOMb3YHTCH
hapmaueBTU4eCKMe CybCcTaHLmMmM, BKNIOYEHHbIE COOTBETCTBEHHO B FOCY4ApCTBEHHbIN peecTp
NeKapCTBEHHbIX CPeAcTB ANA MeAUMUMHCKOrO MPUMEHEHUS U roCydapCTBEHHbLIN peecTp
NneKapCTBEHHbIX CPeacTB AN BETEPUHAPHOIO NPUMEHEHUS B YCTaHOBIEHHOM nopsiake. He
[ornycKkaeTca W3roTOBfIEHWE anTeYHbIMWU OpraHuv3auusMu, BeTepuHapHbIMU  anTevHbiMU
opraHuvsauMamMu, uvHAMBMAYanbHbIMW NpeanpuHUMaTensaMn, UMerLWwUMn NULEH3NK  Ha
hapmMaLEeBTUYECKYID OeATeNbHOCTb, NEeKapCTBEHHbLIX MpenapaToB, 3aperucTpypOBaHHbIX B
Poccunckon ®epepauuu.

3. MapkupoBKka  fEKapCTBEHHbIX  MpenapatoB,  W3roTOBMIEHHbLIX  anTeYHbIMU
opraHusaumamMu, BeTepuHapHbIMW  anTeYyHbIMWU  OpraHu3auusMun,  UHOMBUAYalbHbIMU
npeanpyHMMaTensaMn, UMerLWUMM NULEH3UI0 Ha dapMaueBTUYEeCKyl0 OeATeNbHOCTb, U
odhopMIieHMe Taknx npenapaTtoB JOMKHbI COOTBETCTBOBATL NpaBuiam, ykasaHHbIM B YacTtu 1
HacTosALEeN cTaTbw.

4. AnTeyHble opraHu3aunn, BeTepvHapHble anTedHble opraHM3aunmn, MHanBuayarsnbHble
npeanpyHMMaTenu, MMelLlmne nUUEeH3N Ha dapMaueBTUYECKylo OeATeNbHOCTb, HecyT
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OTBETCTBEHHOCTb 3a HecoOnwaeHWe npaBurnl M3roTOBMEHUST M OTNYyCKa JEeKapCTBEHHbIX
npenapaToB B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuiickon degepaumm.
FAPAHT:

CM. KOMMEHTapum K ctaTbe 56 HacToswero degepanbHOro 3akoHa

CraTtba 57. 3anpeleHve npogaxu anbCcuULMPOBaHHBIX JIeKapCTBEHHbIX CPeacTB,
HeJobpoKayeCTBEHHbIX neKkapCcTBEHHbIX CpeAacTs, KOHTpadaKTHbIX
neKapCTBEHHbIX CpeacTB

Mpogaxa danbCUPULMPOBaHHbLIX fEKAPCTBEHHbLIX CPeacTB, HeaobpokayeCTBEHHbIX

neKapCTBEHHbIX CPeaCTB, KOHTPA(aKTHbIX NeKapCTBEHHbIX CPEeACTB 3anpeLlaeTcs.
FAPAHT:

CM. KOMMeHTapuu k ctatbe 57 HacTosilero PeaepanbHOro 3akoHa

CraTtba 58. XpaHeHue nekapcTBEHHbIX CPeaCcTB

MHdopmaumsa 06 naMeHeHusix:

QedepalibHbIM _3akoHOM om 22 okmsbps 2014 2. N 313-®3 e yacmb 1 cmambu 58
Hacmosiweao ®edeparibHO20 3aKOHa 6HECEHbl U3MEHEHUSs, ecmyrnarouue 6 cusy 1o
ucmedyeHuu mpuduyamu OHel nocrne OHSA ouuuanbHo20 onybrukogaHus Ha38aHHO20
®edeparnbHO20 3aKoHa

Cm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu
1. XpaHeHue neKapCTBEHHbIX CpPEeACTB  OCYLECTBASETCSs  MpOM3BOAUTENSMM
NeKapCTBEHHbIX CPeACTB, OpraHM3aunsMu oNnTOBOW TOProBNK NekapcTBEHHbIMU CPpeacTBaMMU,
anTeyHbIMU opraHmsauusimm, BETEPUHAPHBLIMM anTeYyHbIMU opraHuM3aumnsamu,
NHOMBMAOYanbHLIMW NPeAnpMHMMAaTENs MU, UMEKLWMMN NNLEH3N0 Ha dapMaueBTUYECKYHO

OEATENIbHOCTb  WIMM - JIMUEH3UID  Ha  MeOUUMHCKYH  OeATenbHOCTb,  MeOUUMHCKUMU
opraHusaumnsmm, BeTepMHaAPHbIMU opraHusaumamm n WHbIMU opraHusaumamm,
OoCyLLeCcTBNAWMMN  obpalleHne rnekapCTBEHHbIX CPeacTB. XpaHeHMe feKapCTBEHHbIX
cpeactB  Ond  BEeTepUHapHOro  NPUMEHEHWA  OpraHuM3aumamMuM U MHAUBUAYANbHbIMU
npegnpuHMMaTensMn B Criydasax, eCrim OHU UCMONb3YITCH UCKMIOYNTENBHO NPpU pa3BeseHun,
BblpalLUMBaHUN, COAEPXKAHUN U NIEYEHUN XUBOTHbBIX, MOXET OCYLLECTBNAATbCA 6e3 nosnyyeHus
NUUEH3MM Ha bapmaLeBTUYECKY OeATEeNbHOCTb.

2. lNpaBnna xpaHeHus nekapcTBEHHbIX CPEeACTB YTBEPXKOAAKTCA COOTBETCTBYIOLLUM
YNONMHOMOYEHHbIM (hefeparnbHbIM OpraHoOM UCNOSTHUTENBHOW BNACTU.

3. XpaHeHne HapKOTUYECKUX NEKAPCTBEHHbIX CPEeACTB, NCUXOTPOMHbIX JIEKAPCTBEHHbIX
cpenctBs, paguodapmaueBTUYECKMX — JIeKapCTBEHHbIX  CPeACTB  OCYLLUEeCTBNseTca B
COOTBETCTBUM C 3akoHoaaTenLcTBom Poccurickon degepaumn.

FAPAHT:

O mepax no yny4yweHuo y4eTa, XpaHeH s, BbINUCbIBAHUS U UCMNOMb30BaHNSA HAPKOTUYECKNX
CpeacTB M NMCUXOTPOIHbIX BellecTB cM. npukas Munagpasa P® ot 12 Hosbps 1997 r. N 330

CM. KoOMMeHTapum K ctaTbe 58 HacToswwero PenepanbHOro 3akoHa

WHdopmauusi 06 uaMeHeHUsIX:

QedeparnbHbiM_3akoHOM om 25 Oekabpsi 2012 2. N 262-®3 znasa 10 Hacmosiwezo
®edeparsibHo20 3akoHa doriofilHeHa cmameed 58.1, ecmynarowed 8 cusy no ucmeyeHuu
cma eocbmudecssmu OHel nocrne OHA oguuuanbHo20 onybrnukosaHus Ha38aHHO20
®edeparsibHO20 3aKOHa
Cratba 58.1. [lpeaMeTHO-KONMUYECTBEHHbLIN Y4eT JleKapCTBEHHbIX CpeacTB Afis
MEOULMNHCKOro NpuMeHeHns
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1. MNepeyeHb NekapCTBEHHbIX CPEACTB ANs MeQULMHCKOrO NPUMEHEHUs!, noasiexalmx
NpeaMeTHO-KONIMYECTBEHHOMY  y4YeTy, YTBEPXOAETCS YMONTHOMOYEHHbIM  deaeparbHbIM
OpraHoOM UCMOSTHUTENbHOW BNacTw.

MHdopmaumsa 06 n3MeHeHUsIX:

®edepasibHbIM _3akoHoM om 3 uwna 2016 2. N 305-®3 e vacmb 2 cmambu 58.1
Hacmosiweao PedeparibHO20 3aKOHa 8HECEHbI U3MEHEHUST

Cm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu

2. [Nopsanok BKNKOYEHUSA NEKapCTBEHHbIX CPeACcTB AN MeAULMHCKOro NpUMEHeHUs1 B
nepevyeHb JEKapCTBEHHbIX CPeAcTB AN  MEeOUMUMHCKOrO MNPUMEHEHUs, Noanexalmx
npegMeTHO-KONMMYECTBEHHOMY Yy4eTy, yCTaHaBNMBaeTCs YMNOMIHOMOYEHHbIM defeparnbHbIM
OpraHoOM  WUCMOSHUTENbHOW BflAaCTM MO  COrfacoBaHU C  enepanbHbIM  OpraHoMm
NCMOMNHUTENBHOWN BACTW, YNOSTHOMOYEHHbIM B cdpepe BHYTPEHHUX Aerl.

3. lNMpeoMeTHO-KONMNMYECTBEHHbBIN YYE€T JEKapCTBEHHbIX CPEeACTB AN MeAMLMHCKOro
NnpUMEHeHNss BedyT MNpPoOu3BOOUTENWN JIeKapCTBEHHbIX CPeacTB, OpraHu3auMm OnTOBOW
TOProBfAM NeKapCcTBEHHbLIMU  CPeACcTBaMM, anTedHble opraHusauuu, WHAMBMAYamnbHbIE
npegnpuHMMmaTteny, uMmerwme nUUeH3M Ha dapMaueBTUYECKYD AeATeNbHOCTb  Un
NNUEH3NI0 Ha MEANLMHCKYIO OEeATENbHOCTb, U MEAULMHCKNE OpraHu3aLmm, ocyLecTBnsaoLwme
obpalleHne nekapCcTBEHHbIX CPeAcCTB ANA MEAULMHCKOrO NPUMEHEHUs, nyTeM perncrpaumm
NoBbIX CBA3AHHLIX C MX ObpalleHnemM onepawmim, NPu KOTOPbIX M3MEHSAETCS UX KONTMYECTBO U
(Mnn) cocTosaHMe, B crneumanbHbIX KypHanax ydeta onepauuin, CBs3aHHbIX ¢ obpalieHnem
NeKapCTBEHHbIX CPeACTB AS1s MEOULMHCKOrO NPUMEHEHNS (aanee - cneumarnbHble XypHanbl).

4. [lpaBuna perunctpaunm onepaunmin, CBA3aHHbIX C OOpalleHVeEM neKapCTBEHHbIX
cpencTB Anst MeANLUMHCKOro NPUMEHEHNS, BKIIOYEHHbIX B MEepeYeHb NeKapCTBEHHbIX CPeaCcTB
AN MeOUUUHCKOrO MNpUMEHEHWNd, noanexawmx npegMeTHO-KOSIMYEeCTBEHHOMY YYeTy, B
cneumanbHbIX >XypHanax W rnpasBuna BeAEHUS U XpaHeHusi cneuuanbHbIX XypHanoB
yTBEPXOAKTCA YNONTHOMOYEHHbIM befiepasibHbIM OPraHoOM UCMOSTHUTENbHOW BacTu.

5. KoHTponb 3a cobniogeHnem npaBun  perucrTpauum onepaumn, CBA3aHHbIX C
oOpalleHnemM neKkapCTBEHHbIX CPeACTB AN MEeOULMHCKOrO MPUMEHEHUs!, BKITHOYEHHbIX B
nepevyeHb JIEKAapCTBEHHbIX CPEeACTB AN  MEOULMHCKOrO MPUMEHEHUs, NoAneXalmx
NpeaMeTHO-KONMYECTBEHHOMY YYETY, B CneumnanbHbIX XXypHanax, a Takke 3a cobniogeHvem
npaBun BEAEHUS U XPaHEHUSA crneuunanbHbIX XXYpHAnoB BO3naraeTcsl Ha YNoSIHOMOYEHHbIE
denepanbHble oOpraHbl WUCMOMHUTENbHOM BfacTM W opraHbl UCMOMHUTENbHOW BRacTu
cybbekToB Poccunckon depepaumn, OCyLLECTBRAKOWME NULEH3MPOBaHME MPOU3BOACTBA
nexkapCTBEHHbIX CpeacTB, (hapMmaueBTUYECKON OEATENBHOCTU U MEOULMHCKON OAEATENBbHOCTH,
N OCYLLIECTBIISIETCA B paMKaXx NIMLEH3MOHHOIO KOHTPONSI.

FTAPAHT:

CM. koMmeHTapuu K ctaTbe 58.1 HacTosiwero ®egepanbHOro 3akoHa

MnaBa 11. YHUUYTOXEeHUe nekapcTBeHHbIX CpeAcTB

Crtatbs 59. OcHoBaHUSA 1 NOPSAOK YHUUTOXEHWUS! NeKapCTBEHHbIX CPEACTB

WHdopmaumsa 06 nameHeHusix:

QedeparnbHbiM _3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 1 cmambu 59
Hacmosiweao ®edeparnbHO20 3aKOHa 8HECEHbI UBMEHEHUs, ecmynaruwue 8 cuny ¢ 1 urns
2015 a.

CM. mekcm Yacmu 8 npedbldyuwiel pedakuuu
1. HepobpokayecTBeHHble IEKapCTBEHHbIE CPeAcTBa, anbcMdrUMpPOBaHHbIE
NeKapCTBEHHbIE CpeacTBa Moanexar U3bATUIO N3 0bpalleHns U YHUUTOXEHUIO B Mopsaake,
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ycTaHoBrieHHOM [lpaButenbctBom Poccurckon ®epepauun. OCHOBaHMEM O YHUHTOXEHUS
NeKapCTBEHHbIX CPEeACTB ABMNAETCSA peLlleHne Brnagenbla fiekapCTBEHHbIX CPEACTB, peLleHne
COOTBETCTBYHOLLErO YNOHOMOYEHHOro heeparnbHOro opraHa UCMONMHUTENBHOW BNactu unm
peLlueHne cyaa.

WHdopmauusi 06 nsmeHeHusX:

@edepasibHbIM _3aKkoHoM om 22 Oekabps 2014 2. N 429-®3 e vacmb 2 cmambu 59
Hacmosiweao ®edeparsibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouue 8 cumy ¢ 1 utons
2015 e.

CmMm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu

2. KoHTpadakTHble ekapCTBEHHbIE CPeACcTBa MOAnexar U3bATUI0 U3 obpalleHns n
YHUYTOXEHUIO MO peLLEeHno cyaa. [1opaaok YHUUTOXEHUS KOHTPagIaKTHbIX NeKapCTBEHHbIX
cpencTtB yctaHaBnmBaetcs NpasutensctsoMm Poccunckon degepaumn.

3. Pacxogbl, cBsi3aHHblE C YHUYTOXEHMEM KOHTpadaKTHbIX FIEKapCTBEHHbIX CPEeACTB,
HegoOpOKaYeCTBEHHbIX JIEKApPCTBEHHbLIX CPeacTB, (hanbCUULMPOBAHHBLIX JTEKAPCTBEHHbLIX
CcpencTB, BO3MELLAOTCA UX Bragenbuem.

4. Brnageney nekapCTBEHHbIX CPeACTB OOMMKeH npeacTaBuTb B YNOSTHOMOYEHHbIV
deaepanbHbI OpraH UCNOSTHUTENBHOM BIACTU LOKYMEHT UMW 3aBEPEHHYIO B YCTAHOBIEHHOM
nopagke ero Konuw, Noareepxgatrowime oakT YHNUTOXEHUS SIeKapCTBEHHbIX CPeaCcTB.

5. CooTBETCTBYHOLLUMA YNOSTHOMOYEHHbIN hbeaepanbHbI  OpraH UCAONHUTENbHOM
BNacTn, NPUHABLINIA pelleHne 06 YHUYTOXEHUWN NneKapCTBEHHbIX CPeACTB, OCYyLlecTBNsAeT
KOHTPOSIb 32 UX YHUYTOXEHNEM.

6. YHMYTOXEHME NeKapCTBEHHbIX CPEeACTB NPOM3BOAUTCSA OpraHM3auusiMn, UMeL MK
COOTBETCTBYHOLLYIO NMULEH3MIO, Ha cneunanbHo 06opyaoBaHHbIX Mowiagkax, NofMroHax u B
cneumanbHo 060pyaoOBaHHbBIX NOMELLEHMAX C cobniogeHnem TpeboBaHu B 0611acTu oxpaHbl
OKpYXKatoLlen cpeabl B COOTBETCTBMM C 3akoHodaTensctsoMm Poccunckon degepaumn.

7. HapkoTuyeckne neKkapCTBEHHble CpPeAcTBa, MNCUXOTPOMHbIE JEKapPCTBEHHbIE
cpenctBa, pagnodapMaueBTUYECKME — NIEKApCTBEHHbIE  CPeacTBa  YHUUYTOXKATCS B
COOTBETCTBUM C 3akoHoaaTeNnbLcTBOM Poccuickon degepaumn.

TAPAHT:

CM. koMMeHTapuu K ctaTbe 59 HacToswero degepanbHOro 3akoHa

MnaBa 12. locyaapcTBeHHOE perynupoBaHue LeH Ha NeKapcTBeHHbIe npenapartbl Ans
MeAULIMHCKOro NpMMeHeHus

Cratba 60. ocyaapcTBeHHOE perynvpoBaHME LIEH Ha fieKapCTBEHHble npenaparthbl
Ana MeauuUMHCKOro NpuMeHeHust
[ocyaapcTBeHHOE perynupoBaHMe LUeH Ha JNeKkapCcTBEHHble npenapaTbl  Ans
MEeANLUNHCKOro NPUMEHEHUs OCYLLEeCTBMNAETCA NOCPeCTBOM:

MHdopmaumsa 06 naMeHeHusix:

@eldepalibHbIM _3akoHoM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 cmambu 60
Hacmosuezo @edeparibHO20 3aKOHa U3/I0XeH 8 HO80U pedakuuu, ecmynarouwet 8 cuny ¢ 1
urons 2015 a.

CM. mekcm nyHKma 8 rpedbidyuiet pedakuuu
1) ytBepxgeHus [lpaButenbctBoM Poccuiickon dPegepaumm nNepeyvHs XU3HEHHO
HeobXoOMMbIX W BaXHEWLWWUX FNEeKapCTBEHHbIX MpenapaToB, KOTOPbIA CHOPMUMPOBAH B
YCTAHOBJIEHHOM MM MOpPSAKE HA OCHOBE KOMMSIEKCHOW OLIEHKWM NEKapCTBEHHbLIX Npenaparos,
BKIMOYasA aHanmM3 CBe4EeHM O CPaBHUTENBHON KNnHM4Yeckon acpekTmBHOCTN 1 6e3onacHOCTH
NEKapCTBEHHONO  CpPeAcTBa,  OUEHKY  9KOHOMMYECKMX  MOCMEeACTBUM  NPUMEHEHUS
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NeKapCTBEHHOrO cpeacTBa WM M3ydeHUe [OMNONHUTENbHbLIX MNOCMNEACTBUA NPUMEHEHMUS
NeKapCTBEHHOro CpeacTBa;

WNHdopmauusi 06 nsmeHeHusX:

QedepasibHbiM _3akoHoM om 22 Oekabpsi 2014 e. N 429-®3 e nyHkm 2 cmambu 60
Hacmosiweao ®edeparsibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouue 8 cumy ¢ 1 utons
2015 e.

CMm. mekcm nyHkma 8 rpedbidyuiet pedakyuu

2) yTBEPXAEHUS METOAMKM YCTAHOBMEHUS NPOU3BOAUTENSIMU  NEKapPCTBEHHbIX
npenapaToB npefenbHbIX OTMYCKHbIX LleH Ha NeKapCTBEHHble npenapaTtbl, BKMIOYEHHblE B
nepeyYeHb XU3HEHHO HeOoBXOOUMBbIX M BaXXHEWLLMX JleKapCTBEHHbLIX MpernapaToB, a Takke
BHEZpeHUs MeXaHN3MoB (POPMUPOBAHUSA CUCTEMbI pedePEHTHbBIX LIEH;

3) rocyfapCTBEHHOW pernctpaunm yCTaHOBIIEHHbIX MPOU3BOAUTESNSAMN NEKapCTBEHHbIX
npenapaToB npefenbHbIX OTMYCKHbIX LieH Ha NeKapCTBEHHble npenapaTtbl, BKMIOYEHHbIE B
nepeYeHb XN3HEHHO HEOOXOAMMBIX N BaXKHENLLNX NIEKAaPCTBEHHbIX NpenapaTos.;

4) BegeHUA rocyJapCTBEHHOrO peecTpa npefernbHbIX OTNYCKHbIX LEeH NpousBoanTenem
Ha nekapCTBEHHble npenapatbl, BKMIOYEHHblE B NEpPeYeHb >XMU3HEHHO HeobXoaMMbIX W
BaXKHEMLLNX NeKapCTBEHHbIX NpenapaTos;

5) yTBepXOeHUs MeToOVKM YCTaHOBMEHUS oOpraHamu WUCMNOSTHUTENbHOW BMacTu
cybbektoB Poccuickon ®depepaumm npepenbHbIX  pasMepoB  OMTOBbIX HagbaBoK wm
npedenbHblX pasMepoB PO3HUYHLIX HAA0aBOK K PaKTUYECKMM  OTMYCKHbIM  LieHaM,
YCTAQHOBMEHHbIM NPOU3BOAUTENAMU NEeKApCTBEHHbLIX NpenapaTtoB, Ha NeKapCTBEHHbIE
npenapaTbl, BKIKOYEHHbIE B MEPEYEHb JKMU3HEHHO HEOOXOOUMBbIX U BaXKHEWLLMX
NeKkapcTBEHHbIX NpenapaTos;

6) yCcTaHOBNEHUs nNpeaesibHbIX pa3smMmepoB ONTOBbIX HAA0aBOK M NpeaenbHbIX pasMepoB
PO3HUYHbIX HAA0aBOK K (PakTU4ECKMM OTMYCKHbIM LieHaM, YCTaHOBMNEHHbIM NPOU3BOAMTENSAMU
NeKapCTBEHHbIX MpenapaTtoB, Ha JeKapCTBEHHble npenapaTbl, BKIOYEHHblE B [epeyeHb
XW3HEHHO HEOBXOANMBIX U BaXKHENLLNX NIEKapCTBEHHbIX NpenapaTos;

7) yTBepXOeHUs nopsaika Bbldayv npeanucaHvuy opraHam UCMOMHUTESNTbHOW BRacTu
cybbekToB Poccuiickon degepauum 0 NpuBEAEHUM B COOTBETCTBME C 3aKOHOOATENbCTBOM
Poccuiickon ®degepauun pelseHmn 06 yCTaHOBMNEHWW NpeAenbHbIX pasMepoB ONTOBbIX
HaabaBoOK M NpefenbHbIX pasMepoB PO3HUYHBLIX HAA6aBOK K (PakTUYECKMM OTMYCKHbIM LieHaM,
YCTaAHOBJIEHHbIM  MPOU3BOAMTENAMM JIEKAPCTBEHHbIX MpenapaTtoB, Ha JNeKapCTBEHHble
npenapaTbl, BKIOYEHHbIE B MEepPeYeHb JKU3HEHHO HeobXOOUMbIX U BaKHEWLLMX
NeKapCTBEHHbIX MNpenapaToB, €CnM OHW MNPUHATBI C HapylleHMeM 3akoHoAaTesbCcTBa
Poccunckon depgepaumm, B nopsiake, YycTaHoBreHHoM [lpaButenbctBoM Poccuiickom
depepauny;

8) HanpaBneHnsa ynonHoMoYeHHbIM dbefieparnbHbIM OpraHOM UCMOSTHUTENbHOW BNacTu
opraHam WCNONHUTENbHOM Bnactu cybbekToB Poccunckon degepauum npeanucaHmi o
npuBegeHUM B COOTBETCTBME C 3aKoHogaTenbCTBOM Poccunckon degepaumm NpUHATBLIX C
HapylweHneM 3akoHogaTenoctBa Poccuiickon Pepepaumm peweHnn 06 ycTaHOBMEHUM
npeaenbHbIX pa3mepoB ONTOBbLIX HaAOAaBOK N NpeaesibHbIX pasMepoB PO3HUYHBLIX HAA0aBOK K
LleHaM Ha fnekapCTBEHHble npenaparbl, BKIOYEHHbIE B NEPeYeHb XU3HEHHO HEOBXOOMMbBIX U
Ba)XKHEMLLNX NeKapCTBEHHbIX NpenapaTos;

WNHdopmauusi 06 nsmeHeHusx:

@edepasibHbiM 3akoHoMm om 25 uroHs 2012 2. N 93-®3 nyHkm 9 cmambu 60 Hacmosuweao
®edeparibHO20 3aKOHa U3/I0XKeH 8 Ho8oU pedaKkyuu

CM. mekcm nyHkma 8 rpedbidywiet pedakuuu
9) ocywiecTBneHms heaepanbHOro rocygapCcTBEHHOro Hagsopa B cgepe obpalieHus
NeKkapCTBEHHbIX CPeACTB M perMoHanbHOro rocygapCTBEHHOMO KOHTPOMS 3a NPUMEHEHMEM
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LUeH Ha NnekapcTBeHHble npenapaTbl COOTBETCTBEHHO YMOSTHOMOYEHHbIMU heaepanbHbIMn
opraHamu MCMOMHUTENbHON BNacTU W oOpraHamu MWCMOMHUTENbHON BNactTu CyObLEKTOB
Poccunckon depepaumm cornmacHO WX  KOMNETeHUMM B Nopdake, YCTaHOBIIEHHOM
MpaBsutenbcteomM Poccumnckon depepaumm;

10) npyMmeHeHus NpefycMOTPEHHbIX 3akoHoAaTenbCcTBoM Poccuickon ®depepaunmn
Mep OTBETCTBEHHOCTWM 3a HapyweHue nopsgka LeHoobpasoBaHUA Ha  KU3HEHHO
HeobxoaMMble 1 BaXKHEWNLLME NEKapCTBEHHbIE NpenaparTbl.
FAPAHT:

CM. KoMmeHTapuu K ctaTbe 60 HacToswero deaepanbHOro 3akoHa

MHdopmaumsa 06 n3MeHeHUsIX:

QedeparbHbiM _3akoHoM om 8 mapma 20152. N 34-©3 HaumeHosaHue cmambu 61
Hacmosiweao ®edeparibHO20 3aKOHa U3II0XeHO 8 Ho8oU pedakuuu, ecmynarouwel 8 cusy ¢
1 urons 2015 a.

CM. mekcm HauMeHogsaHus 8 rpedbidywel pedakuuu
Cratba 61. [ocymapcTBeHHas perncrpauus yctaHaBnMBaeMblX MPOU3BOAMTENAMU
NeKkapCTBEHHbIX NpenapaToB npeaenbHbIX OTNYCKHbIX LeH Ha NeKkapCTBeHHble
npenapaTbl, BKNIOYEHHbIE B NEpeYEeHb XXU3HEHHO HEOOXOANMBIX N BaXKHENLLIMX
nekapCTBEHHbIX NpenapaTos

WHdopmaumsa 06 nameHeHusix:

@edepasibHbiM 3akoHOM om 8 mapma 2015 2. N 34-®3 vacmb 1 cmambu 61 Hacmosuweao
®edepanibHO20 3aKOHa U3/IoXeHa 6 Hoeol pedakuyuu, scmynawwed 8 cuny ¢ 1 urons
2015 2.

CM. mekcm Yacmu 8 npedbldyuwel pedakuuu
1. YcTaHaBnMBaemble NPoOM3BOAUTENAMU JIEKAPCTBEHHbIX MpenapaTtoB npeaesibHble
OTMYCKHblE LEHbl Ha nekapcTBEHHble npenapaTbl, BKMIOYEHHblE B MNepeyvYeHb XU3HEHHO
HeobXoOMMbIX W BaXHEWLIMX FEeKapCTBEHHbIX MpenapaToB, Mognexar rocyaapCTBEHHOM
permctpaunmn B nopagke, yctaHosneHHom lNpasutensctesom Poccunckon depepaumn.

WHdopmaumsa 06 nameHeHusix:

@edepasibHbiM 3akoHOM om 8 mapma 2015 2. N 34-®3 vacmpb 2 cmambu 61 Hacmosuwezao
®edepanibHO20 3aKOHa U3/I0XeHa 6 Hoeol peldakuyuu, ecmynarwwed 8 cuiy ¢ 1 urons
2015 a.

Cm. mekcm yacmu 8 rpedbidywel pedakuuu
2. Ha ocHoBaHuM nogaHHoro Ao 1 oktabps Kakaoro roga 3asBrneHus npoussBoauTens
NEKapCTBEHHbIX MpenapaToB, BKMIOYEHHbIX B [EpPEeYEHb JKU3HEHHO HEeoOXOAUMbIX W
Ba)KHENLLUNX NeKapCTBEHHbIX NpenapaTos, 3aperncTpupoBaHHasa npeaesibHas OTnyckHas LeHa
Ha nekapCTBEHHbINM NpenapaT MoOXeT OblTb NepeperucTtpypoBaHa OAMH pas B KaneH4apHOM
rogy B nopsake, yctaHoBrneHHoM NpaesutensctBom Poccuickon degepaumm.
FAPAHT:

CMm. cnpaBky O npedenbHbiX pasMepax ONToBbIX HaabaBoOK M npederbHbiX pa3mepax
PO3HWNYHbIX HAA0aBOK K LleHaM Ha XW3HEHHO HeobXoaAMMbIe M BaXXHEWLIVNE NEKAapPCTBEHHbIE
npenapatbl (XKHBJIM), ycTaHOBNEHHbIE B cybbekTax PO

2.1. Ytpatuna cuny ¢ 1 miona 2015 .

MHdopmaumsa 06 naMeHeHusix:

Cm. mekem yacmu 2.1 cmambu 61
2.2. Y1patuna cuny ¢ 1 nona 2015 .

WHdopmauusi 06 nsmeHeHusx:
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Cm. mekem yacmu 2.2 cmambsu 61

@edeparsibHbiM 3akoHOM om 8 mapma 2015 2. N 34-®3 yvacmb 3 cmambu 61 Hacmosiue2o
®edepanbHO20 3aKOHa U3/10XeHa 8 Hoeol pedakuyuu, ecmynarwed 8 cuny ¢ 1 urons
2015 a.

CmMm. mekcm Yacmu 8 npeodbidywel pedakuuu

3. PacyeT npegenbHbIX OTAYCKHbIX LEH, yKa3aHHbIX B YacTax 1 1 2 HacTOALEN CTaTbM,
npu WX T[OCYOApCTBEHHOW perncTpauun wnu nepeperncTpaumm OcyLecTBnsaeTcs B
COOTBETCTBUM C MeToauKOW, yTBepxaeHHonm [lpaButenbctBoM Poccunckon depepaumn um
y4uTbIBaKOLLEN, B YHACTHOCTH:

1) cobniogeHne 6GanaHca MHTEPECOB MNOTPeEOMUTENEN NEKapCTBEHHbIX MNpenapaTos,
BKIMIOYEHHbIX B [MEPEYEHb KMU3HEHHO HEOOXOAMMBbIX W Ba)KHEWULINX J1IEKaPCTBEHHbIX
npenapaToB, M MNPOM3BOAUTENEN NEKAPCTBEHHbIX MpenapaTtoB, BKIKOYEHHbIX B MNepeyvYeHb
XU3HEHHO HEOBXOAUMBIX N BaXKHENLLINX NEKapCTBEHHbIX NpenapaTos;

2) dakTMyecKkylo OTMYCKHYK LEHYy Ha IekapcTBEeHHble npenapaTbl B Poccumnckon
degepauunm, LeHy BBO3a NeKkapCTBEHHbIX npenapaTtoB B Poccuickyto Pepepaunio, a Takke
LEeHbl Ha aHanornmyHble JeKkapCTBEHHbIE npenapaTbl, Haxogswumeca B obpalweHun B
Poccuinckon ®egepaunu;

3) 3aTpaTtbl Npou3BOAUTENsS NEKAapCTBEHHOrO npenapata Ha MNPOM3BOACTBO U
peanu3aumnio fIeKapcTBEHHOro Npenapara;

4) UeHy Ha IeKapCTBEHHbIN npenapaT MHOCTPAHHOIO MNPOM3BOACTBA, €ro LEHY B
CTpaHe Npou3BOAUTENS M B CTpaHax, B KOTOPbIX MnpenapaT 3apeructpuposaH v (Mnu) B
KOTOpbl€ NOCTaBMNSAETCA MHOCTPaHHLIM NPON3BOAUTENEM.

FTAPAHT:

Cm. MeToavky yCTaHOBEHUSA NPOU3BOANTENAMU NEKAPCTBEHHbIX NpenapaToB NpeaenbHbIX
OTNYCKHbIX LEH Ha JeKapCTBEHHble mnpenapaTbl, BKAOYEHHbIE B MNepeyYeHb XU3HEHHO
HeoOOXOOMMbBIX W BaXXHEWLLMX JIEKAapCTBEHHbIX MpenapaToB, YTBEPXOAEHHYK NpUKasoM
MuHucTepcTBa 34paBOOXpPaHEHNSA U coumnanbHoro passutus PO n degepanbHon cnyxbbl no
Tapudam ot 3 Hos6ps 2010 r. N 961H/527-a

WNHdopmauusi 06 usMeHeHusIX:

QedeparsibHbiM 3akoHoM om 3 urons 2016 2. N 350-®3 e yacmb 4 cmambu 61 Hacmosiuwje2o
®edepasibHO20 3aKOHa BHECEHbI U3MEHEHUS

Cm. mekcm Yacmu 8 npeodbidywel pedakuuu
4. He ponyckatoTcs peanuaaumsi U OTNYCK NIEKapCTBEHHbIX NMpenapaToB, BKITHOYEHHbIX B
nepeyYeHb XNU3HEHHO HEOOXOOUMBbIX U BaXXHEMLLMX NEeKapCTBEHHbLIX NpenapaToB, Ha KOTopble
Npou3BOAUTENSAMM  NEKAPCTBEHHbLIX MpenapaTtoB He 3apernctpypoBaHa npeaernbHas
OTNyCKHas LeHa, peanu3aumsi 1 OTNYyCK NPOM3BOAMTENSAMM NEKapPCTBEHHbIX npenapaTtoB MNo
LeHaM, MpeBbIalWUM 3aperncTpMpoBaHHbIE  NpedenbHble  OTMYCKHblE  LEHbl  Ha
neKkapcTBeHHble npenaparTbl.

WHbopmaLuusi 06 usMeHeHUsIX:

Q®edeparnbHbiM _3akoHoM om 8 mapma 20152, N 34-®3 cmambss 61 Hacmosiwezo
®edeparnibHO20 3aKoHa 0oriofiIHeHa Yacmbio 5, ecmynaroweu 8 cury ¢ 16 mapma 2015 a.

5. OcobeHHOCTM rocygapCTBEHHOMO PEerynMpoBaHus npeferibHbiX OTMYCKHbIX LEeH Ha
NeKapCTBEHHble nNpenapaTbl, BKIOYEHHbIE B [epeyvYeHb >KU3HEHHO HeobXxoauMbiX W
Ba)XHENLUIMX JEKApCTBEHHbIX MNpenapaTtoB, B 3aBUCMMOCTM OT 3KOHOMMUYECKMX W (MnK)
coumanbHbIX KpuUTepueB (M3MEHEeHMe YCroBuKW, NOopsiAka W CTOMMOCTM NpPOM3BOACTBA
NeKapCTBEHHbIX MpenapaToB, MWCMOMb30BaHWE HOBbIX OpPM, METOAoB U cnocoboB
rocy4apCTBEHHOIO pPEerynvpoBaHUSA LEH Ha JiekapCTBEHHble npenapaTtbl, B TOM 4uCre Ha
OCHOBE MexaHu3ma pedepeHTHOro uUeHooOpa3oBaHNs, M3MEHEHWA MNOopsidka OKa3aHWs
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MeANUNHCKOM MOMOLLU, U UHble U3MEHEHUSs) ycTaHaBnmnearTcs [paBuTenscTtBoM Poccurckom
depepaumm.
FAPAHT:

CM. koMMeHTapumn K ctaTbe 61 HacToswero ®egepanbHOro 3akoHa

CraTtba 62. [ocygapCTBEHHbIN peecTp npefenbHbIX OTNYCKHbIX LeH Npou3BoauTenen

Ha nekapcTBeHHble npenapaTtbl, BKMIOYEHHbIE B MNepeyvYeHb >KU3HEeHHO
Heob6Xo4MMbIX N BaXXHENLUNX NTEKAPCTBEHHbIX NpenapaToB

1. 3apernctpupoBaHHble npefefibHble OTMNYCKHble LEeHbl Ha JeKapCTBEHHbIE

npenapaTbl, BKIKOYEHHbIE B MNEPEYEHb XKU3HEHHO HEOOXOAMMbBIX W BaXKHEMLINX

NeKapCTBEHHbIX nNpenapatoB, MNoAnexaT BKIYEHW0 B [OCYOAPCTBEHHbLIM _PeecTp

npenernbHbIX OTMNYCKHbIX LEH HpOMBBOﬂMTeﬂeVI Ha NeKapCTBEHHbIE rpenapartbl, BKIMIOYEHHbIE
B nepeyvyeHb XN3HEHHO HeoOX0ANUMBIX N BaXKHENLLINX J1eKapCTBEHHbIX npenaparTos.

2. rocy,D,apCTBeHHbIﬁ peectp npenesribHbiX OTMYCKHbIX LEH npomsso,u,meneﬁ Ha
JIeKapCTBEHHbIE MpenapaTbl, BKIKOYEHHbIE B MNepedyeHb XWN3HEHHO HeobOXxoauMbIX W
Ba)KHEMLLNX JIEKaPCTBEHHbLIX MpenapartoB, COOEPXUT B cebe cnegywuwyro I/IH(bOpMaLI,I/HO:

MHdopmaums 06 n3MeHeHUsIX:

DeldeparibHbiM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 2 cmambu 62
Hacmosiweao ®edeparibHO20 3aKOHa U3/I0XeH 8 HOB8OU pedakuyuu, scmynaruwet 8 cuny ¢ 1
urons 2015 a.

Cm. mekcm nyHkma 8 ripedbidyuiel pedakuuu
1) HaMmeHOBaHMe fepxaTens wunu Bnagenbua PerncTpaumoHHOro YAOCTOBEPEHMS
NeKapCcTBEHHOro npenaparta, HauMeHOBaHWE NPOW3BOAMTENS NEKapCTBEHHOro npenaparta,
MECTO HaxoXAeHUs NPOU3BOACTBEHHbIX MMOLWAA0K, Y4acTBYOLWMX B NpoLecce Npon3BoacTea
NeKkapCTBEHHOro npenapaTa, C ykas3aHnem ctagum npouecca Nnpon3BoOACTBa;

WHdopmaumsa 06 nameHeHusix:

@eldeparsibHbiM 3akoHOM om 22 0ekabpsi 2014 2. N 429-®3 e nyHkm 2 4acmu 2 cmambu 62
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouwue 8 curiy ¢ 1 utons
2015 a.

Cm. mekcm nyHkma 8 ripedbidyuiel pedakuuu
2) HaMMeHOBaHWe NeKapCTBEHHOro npenapata (MexayHapoaoHoe HenaTteHTOBaHHOoe,
NN rpynNnNMpPoOBOYHOE, NN XMMUYECKOE N TOProBOe HauMeHOBaHNS);
3) HOMep PEerncTPaLMOHHOrO YA0CTOBEPEHMS NEKAPCTBEHHOIO NpenapaTa;

MHdopmaumsa 06 naMeHeHusix:

DeldeparibHbiM 3aKkoHOM om 22 0ekabpsi 2014 2. N 429-®3 e nyHkm 4 yacmu 2 cmambu 62
Hacmosiweao PedeparibHO20 3aKOHa 8HECEHbI U3MEeHeHUs, ecmynarouue 8 cury ¢ 1 utorns
2015 a.

Cm. mekcm nyHKma 8 rpeodbidyuiel pedakuuu
4) nekapcTBeHHas hopma C ykasaHMeMm JO3UPOBKM NIEKapCTBEHHOroO npenapara u ero
KOnm4yecTBa BO BTOPMYHOW (NOTPEOUTENBCKOM) YNakoBKe, a TakKe KOMMMEKTHOCTb;
5) 3apeructpmpoBaHHas npegenbHasa OTnycKkHas LeHa B pyonsx;

WNHdopmauusi 06 usMeHeHusIX:

DedepasibHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 6 yacmu 2 cmambu 62
Hacmosuwezo ®edeparibHO20 3aKOHa U3/I0XeH 8 HO80U pedakuuu, ecmynaruwet 8 cusny ¢ 1
urons 2015 a.

CM. mekecm nyHKma 8 npeodbioywel pedakuyuu
6) gaTta u Homep npukKasa yrnosIHOMOYeHHOro heaepanbHOro opraHa UCMoSTHUTENbHON
BNacTu O rocyaapCTBEHHOW perncTpaumm, nepepernctTpaunm npeaenbHom OTNYCKHOM LIEHbI Ha



garantf1://57403072.6226
garantf1://70726338.41
garantf1://70726338.1434
garantf1://57403072.6224
garantf1://70726338.41
garantf1://70726338.1433
garantf1://57403072.6222
garantf1://70726338.41
garantf1://70726338.1432
garantf1://57403072.6221
garantf1://70726338.41
garantf1://70726338.1431
garantf1://52390025.0
garantf1://71479170.1000

NeKapCTBEHHbIN Npenapat, BKMOYEHHbIN B NepeYeHb XU3HEHHO HEOBXOAMMBIX U BaXKHEMNLLMX
neKapCTBEHHbIX NpenapaTos;

WNHdopmauusi 06 nsmeHeHusX:

QedepalibHbIM _3akoHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmb 2 cmambu 62
Hacmosiweao ®PedepasibHO20 3akoHa OorlosIHeHa rnyHKmom 7, ecmynarouwum 8 cuniy ¢ 1
uronsa 2015 a.

7) WTPUXOBOM KO, HaAHECEHHbIN Ha BTOPUYHYK (MOTPEOMTENbLCKYH) YMNaKoBKY
nekapcTBEHHOro npenapara;

WNHdopmauusi 06 nsmeHeHusix:

@eldepasibHbiM _3akoHOM om 22 Oekabps 2014 2. N 429-©3 yacmb 2 cmambu 62
Hacmosiweao ®PedepasibHO20 3akoHa 0OoriosiHeHa rnyHKmom 8, ecmynarowum 8 cuniy ¢ 1
uronsa 2015 a.

8) KOO rnekapCTBEHHOro nmnpenapata no aHaTOMO-TepaneBTUYECKO-XMMUYECKON
Knaccudumkaumm, pekomeHgoBaHHOM BceMmpHOW opraHu3saunen 3apaBoOXpaHEHNs.

3. lNocypapctBeHHast permctpauus npegenbHbIX OTMYCKHbIX LEeH Ha nekapcTBEHHble
npenapaTbl, BKIOYEHHbIE B MNEpPeYeHb XU3HEHHO HeobXoAMMbIX W BaXKHEWLINX
neKapCTBEHHbIX npenapaToB, BeeHne rocyaapCTBEHHOro peecTtpa npefernbHbIX OTMYCKHbIX
LUeH npou3BoguTernen Ha fekapCTBEHHble Npenapatbl, BKOYEHHbIE B NepeveHb XU3HEHHO
HEeOBXOOUMbIX W BaXHEWULMX NeKapCTBEHHbIX MpenapaToB, OCYLECTBASATCA B MOpPSAKe,
ycTtaHoBneHHoM [paButensctesom Poccuinckon enepauum.

FAPAHT:

Cm. AOMWHUCTpaTMBHBLIM __ pernameHt MwuH3gpaBa Poccum no  npenocTtaBneHuto
rocygapCTBEHHOW YCRyrM no rocygapCTBEHHOW perucrtpauuu npeaenbHbIX OTNYCKHbIX LeH
Ha JEeKapCTBEHHble MNpenapaTbl, BKIOYEHHbLIE B MNEPEYEHb XUIHEHHO HEOOXOAUMLIX W
Ba)XHEMLUNX JleKapCTBEHHbIX MNpenapaToB, YTBEPXAEHHbIN npukasom MwuHUCTepcTBa
3apaBooxpaHeHus ot 24 nionsa 2012 r. N 42H

CM. KOMMEHTapum K ctaTbe 62 HacToswero degepanbHOro 3akoHa

Cratba 63. YcTaHOBnNeHuMe opraHamu WCMNOSIHATENbHOW BNacTm CyObeKToB
Poccunckon depepaumm npegenbHbIX pasMepoB OMTOBbLIX HagbaBoK U
npegenbHbIX pa3MepoB PO3HUYHbIX HaabaBOK K (PaKTUYECKMM OTMYCKHbIM
LeHaM, YCTaHOBIIEHHbIM MPOU3BOANTENSAMU NEKapCTBEHHbLIX MpenapaToB, Ha
neKkapCTBEeHHble npenapaThbl 419 MeANLNHCKOro NpUMEHEHUs

WHdopmauusi 06 nsmeHeHusx:

QedepasibHbiM _3akoHom om 13 urwna 20152, N 241-©3 e yacmb 1 cmambu 63
Hacmosiuezao ®edeparsibHO20 3aKOHa BHECEHbLI U3MEHEHUS

CmMm. mekcm Yacmu 8 npeodbldywel pedakuuu

1. OpraHbl ucnonHuTenbHoW Bractu cybbektoB  Poccuiickon  depepaunmn
yCTaHaBNMBaKT MpedernbHble pa3Mepbl ONTOBbIX HagbaBokK M NpeaenbHble  pas3Mepbl
PO3HUYHbBIX HAaAbaBOK K (paKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOU3BOANTENAMN
nekapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble npenapaTbl, BKMOYEHHbIE B MEpPeYeHb
XWN3HEHHO HEOBXOOUMbIX U BaXKHENLWUMX NEKapCTBEHHbIX NpenapaToB, B COOTBETCTBUM C
yTBEPXOEHHOM B nopsgke, yctaHosrneHHoMm [lpaButensctBom Poccunckon Pepepauuu,
METOAMKOW YCTAHOBMEHUS1 OpraHaMm WCMOMHUTENbHOW BRnactn cybbekTtoB Poccuiickon
depepauunm npegernbHbIX pa3mMepoB ONTOBLIX HAA0aBOK M NpeaeribHbIX Ppa3MepoOB PO3HUYHbIX
HanbaBoOK K (PaKTMYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBJIEHHbIM MPOU3BOAUTENSMMU
NEeKapCTBEHHbIX MpenapaTtoB, Ha JIEKAPCTBEHHble NpenapaTbl, BKIOYEHHbIE B MepeYeHb
XWN3HEHHO HEOBXOAMMbBIX U BaXKHEWMLUMX NEKapCTBEHHbIX npenapaToB. [1poekTbl pelueHui
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OpraHoB MCNOMHUTENbHOM Bnactn cybvektoB Poccunckon Pepepaumm o6 yCTaHOBMIEHUM U
(M) n3MeHeHun npefenbHbIX pasMepoB ONTOBbIX HaabaBOK W npedefibHbiX pasmMepoB
PO3HMYHbIX HAA0aBOK K (PakTU4YECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOM3BOAMTENAMM
NeKkapCTBEHHbIX NpenapaTtoB, Ha IeKapCTBEHHble npenapaTbl, BKIIOYEHHble B NepeyveHb
XM3HEHHO HEOBXOAMMBbIX W BaXHEWWWX JeKapCTBEHHbIX MpenapaTtoB, nognexar
cornacoBaHuio c egepanbHbiM  OpPraHOM WCMOMHUTENBHOW BNAcTW, YNONHOMOYEHHbIM
OCYLLIECTBNATb NPaBOBOE perynMpoBaHue B cdepe rocyaapCTBEHHOrO pPerynmpoBaHus LeH
(TapucoB) Ha ToBapbl (ycnyrun), B nopsiake, ycTtaHoBreHHOM [lpaBuTenbctBoM Poccuickom
denepauum.

FAPAHT:

Cwm. [NpaBuna ycTaHOBMNEHUs NpeadenbHbiX pa3MepoB ONTOBbIX U MpefenbHbIX pasMepoB

PO3HWYHbLIX HagbaBoK K (PakTUMYECKMM  OTMYCKHbIM  LEeHam npousBoauTenen Ha

NEeKapCTBEHHble npenapaTbl, BKIOYEHHbIE B NepeYeHb XMU3HEHHO HEeobOXOAMMbIX U

Ba)XHEMLWUNX  JIEKApCTBEHHbIX npenapaTtoB, B cybbektax P®, yTBepXaeHHble

nocraHosnexHvem lNpasutensctea P® ot 29 oktabps 2010 r. N 865

2. OpraHusaumm OnToBOW TOProBnn 1 (MNn) anTedHble opraHn3auunmn, MHAMBUAYyanbHble
npeanpyHMMaTenn, UMelmne  NUUEH3NI0 Ha  (apMaueBTUYECKYlD  OeATenbHOCTb,
OCYLLIeCTBMNAIOT peanu3auuio  feKapCTBEHHbIX MpenapaToB, BKMAYEHHbIX B MepevYeHb
XM3HEHHO HEeOoBXOOUMbIX M BaXKHEWLWMX NeKapCTBEHHbIX NpenapaTtoB, MO LeHaMm, YpOBEHb
KOTOPbIX He rpeBbllWaeT CcyMMy OakTU4eCKonM OTMYCKHOW LEeHbl, YCTaHOBEHHOW
NpOM3BOAMTENEM FEKAPCTBEHHbIX MpPenapaTtoB M He NpPEBbILIAOLWEN 3aperncTpMpoBaHHOM
npenenbHoOM OTMYCKHOM LEHbl, N pa3Mep ONTOBOM HaabaBku v (Univ) pasMmep PO3HUYHOWN
HaabaBkM, He MpeBblllaloLne COOTBETCTBEHHO pas3Mepa npenenbHon onToBow HagbaBku n
(vnn) pasmepa NpenenbHoOnM PO3HUYHOM HaabaBKK, YCTAHOBIEHHLIX B CyObekTe Poccumnckon
depepauun.

3. OpraHbl ucnonHutTenbHon BrnacTn cybbvektoB Poccurckon ®epepauun pasmeLlaroT
B ceTn "MIHTepHeT" nnun onybnmkoBbIBalOT MHOPMAaLMIO O 3aperMcTpMpoBaHHOM NpeaenbHon
OTNYCKHOW LieHe Ha JeKapCTBEeHHble mnpenapaTbl, BKMAOYEHHble B MepeyYeHb XXU3HEHHO
HeobXo4MMbIX N BaXXHEMLUNX NEKApPCTBEHHbIX npenapaTtoB, 06 yCTaHOBMEHHbIX B CyObekTe
Poccunckon ®depepaumn pasmepe npegenbHon onTtoBow Hapdasku u  (Mnu) pasmepe
npeaenbHOM PO3HUYHOM HafbaBKM K YCTAHOBMNEHHBbIM MPOM3BOAUTENSAMM JEeKapCTBEHHbIX
npenapaToB hakTUYECKUM OTMYCKHbIM LleHaM Ha fekapCTBEHHbIe Npenaparthbl, BKMOYEHHbIE B
nepeyYeHb >XU3HEHHO HeOoBXOOMMbIX W BaXKHEWWMX §eKapCTBEHHbIX npenapatoB, MU 00
yKa3aHHOM B 4actu 2 Hactoswen crtaTtbM cymme. WHGopmaumsa, npeaycMoTpeHHas
HaCcTOsLLEN YacTblo, JOMMKHA pa3MeLaTbCa Takke B anTe4YHblX OpraHmsaumsx B OOCTYMHOM
ONA  CBeAeHMs BCeX 3auHTepecoBaHHbIX Iny ¢opme u OBHOBRATLCA NO Mepe ee
onybnnKoBaHuS.

4. lpunHATbIE C HapyweHueM 3akoHogaTtenbcTBa Poccuirckon denepauunmn pelleHud
OpraHoB WCMNOMHUTENbHOW BnacTm cybbekta Poccunckon Pepepaumm 06 ycTaHOBNEHUM
npeaenbHbIX pa3mepoB ONTOBbIX HaAOAaBOK 1 NpeaesibHbIX pasMepoB PO3HUYHBLIX HAAbaBOK K
3aperncTpupoBaHHbIM MpeaesnbHbIM  OTNYCKHbIM LieHaM Ha NeKkapCTBEHHble npenaparhl,
BKMIOYEHHble B [epeyeHb XXU3HEHHO HEeOOXOAUMbIX W BaXHEWLWWUX JeKapCTBEHHbIX
npenapaToB, NoanexaT OTMeHe B cyaebHOM nopsaake.

FAPAHT:

CM. KOMMeHTapum K ctaTbe 63 HacTosLwero deaepanbHOro 3akoHa

MHdopmaLums 06 M3MeHeHUsIX:

QedeparbHbiM_3akoHoM om 22 Oekabpsi 2014 e. N 429-03 e HaumeHosaHue anaebl 13
Hacmosiweao ®edeparnbHO20 3aKOHa 8HECEHbI UBMEHEeHUs, ecmynarouwue 8 cuny ¢ 1 urons
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2015 e.
CM. mekcm HauMeHo8aHus 8 npedbidyuwel pedakuuu

naBa 13. MoHuTOpMHr 3cdphpeKTUBHOCTU N Ge30MacHOCTU JleKapCTBEHHbIX NpenapaTos,
Haxoaswmxca B obpaweHun B Poccunckon Pepepaumm

WHdopmaumsa 06 nameHeHusix:

QedeparnbHbiM _3akoHom om 22 Oekabpsi 2014 2. N 429-0©3 cmambsi 64 Hacmosiwezo
Q®edepanibHO20 3aKOHa U3J/I0XeHa 8 Hoeol peldakuyuu, ecmynarwwed 8 cuiy ¢ 1 urons
2015 a.

CM. mekcm cmambu 8 rpeodbidyuiet pedakuuu

Cratbsa 64. DapmakoHansop

1. JlekapcTBeHHble npenapartbl, Haxogdwmecs B obpaweHun B Poccurckon
depepauunm, noanexar MOHUTOPUHIY 3P eKTUBHOCTN U 6e30MacHOCTU B LENsiX BbisiBIEHNUS
BO3MOXHbIX HEFATUBHbLIX NMNOCMEACTBUA UX NPUMEHEHUS, UHONUBUAYANbHON HENEPEHOCUMOCTH,
npegynpexneHns MeguumMHCKnMX paboTHUKOB, BETEPMHAPHBIX CNeLmMannucToB, NaumMeHToB Unm
BNagernbLEB XMBOTHbIX U NX 3aLLNTbI OT MPUMEHEHUS TaKNX NIEKApPCTBEHHbIX NpenapaToB.

2. ®dapmakoHag3op — OCYLWEeCTBASETCA  COOTBETCTBYHOLMM  YNOSHOMOYEHHbLIM
denepanbHbLIM OpraHoOM WCMONHUTENbHOM BRAacTU B YCTAHOBNEHHOM MM [oOpsike nyTem
aHanusa npegoctaBngemMon cybbektamm obpalleHnsa nekapCTBEHHbIX CpeacTB MHdopMaLuum
0 NOBOYHbIX OAENCTBUAX, HEXENATENbHbIX PEeaKUMsX, CEPbE3HbIX HEXenaTelbHbIX peakumnsx,
HenpeaBUAEHHbIX HeXenaTernbHbIX peakunsax npu NpUMeHeHun fiekapCTBEHHbIX NpenapaTos,
006 wvHAMBMAyanNbHOW HEMNEpPEeHOCUMOCTN, OTCYTCTBUN I(PFPEKTUBHOCTU NEKApPCTBEHHbIX
npenapaToB, a Takke 06 MHbIX hakTax n obcTosaTenbCTBax, NPEACTABNAOWMNX YIPO3Y XNU3HU
NN 340POBbLI0 YenoBeka NMBO XMBOTHOMO NP NPUMEHEHUN NEKAPCTBEHHbIX NpenapaToB U
BbISIBIIEHHbIX Ha BCex 3aTanax obpalleHusi nekapCTBEHHbIX npenapatoB B Poccuinckon
denepauunm 1 apyrux rocygapcreax.

3. CybbekTbl oOOpalleHna neKkapCTBEHHbIX CPeAcTB B MNopsake, YCTaHOBMEHHOM
YyNOMHOMOYEHHbIM (beaeparnbHbIM OpraHoM UCMOSTHUTENbHOW BnacTu, 06s3aHbl coobuaTth B
YNONIHOMOYEHHbIN hefepanbHbid OpraH UCMNOMHUTENBHOW BRAAcTU O NMOOOYHLIX OEUCTBUSAX,
HeXenaTenbHbIX peakumsax, Cepbes3HbiX HeXenaTesibHbiX peakumsax, HenpeaBuaeHHbIX
HexenaTenbHbIX  peakuuMsix Npu  MNPUMEHEHUM  NEKapCTBEHHbIX  npenapatoB, 06
WHOMBUAYANbHOW  HEMNepeHOCUMMOCTU,  OTCYTCTBUM  3(PPEKTUBHOCTU  JIeKapCTBEHHbIX
npenapaToB, a Takke 06 MHbIX hakTax n obcTosaTenbCTBax, NPEACTABNSAOWMNX YIPO3Y XNU3HU
NN 340POBbLI0 YenoBeka NMBO XXMBOTHOMO NP NPUMEHEHUN NEKAPCTBEHHbIX NpenapaToB U
BbISIBIIEHHbIX Ha BCex 3Tanax obpalieHusi nekapCTBEHHbIX npenapatoB B Poccunckon
denepauunm 1 apyrux rocygapcreax.

4. [epxatenu wunu Bnagenblbl PErMCTPaLMOHHBIX YOOCTOBEPEHUN NeKapCTBEHHbIX
npenapaToB, puandeckue nuua, Ha UMS KOTOpbIX BbldaHbl pa3pelleHus Ha nposefeHue
KNUHUYEeCKMX nccnegosaHum B Poccuiickon degepaumn, nnbo ynosTHOMOYEHHbIE MU pyrue
topngudeckne nuua B pamkax obecneyeHnss 6e30nNacHOCTM NEKAPCTBEHHbIX MpenapaToB B
nopsigke, YCTaHOBMEHHOM COOTBETCTBYIOLNM YNOSTHOMOYEHHbIM hefeparnbHbiM OpraHom
MCNONHUTENBHOM Bnactu, ob6sa3aHbl OCyLWEecTBnATbL npuem, ydet, obpaboTky, aHanu3 u
XpaHeHne MNocTynawLwmx B UX agpec OT CybbekToB ObpalleHns neKapCTBEHHbIX CPeacTB U
OpraHoB roCy4apCTBEHHOW BIacTu CoobWeHMn O NOBOYHBbIX AENCTBUSAX, HExenaTellbHbIX
peakuusix, Cepbe3HbIX HexenaTtenbHbIX U HENpeaBUOEHHbIX HexXenaTerbHbIX peakuusix npu
NPUMEHEHNN NeKapCTBEHHbIX NpenapaTtoB, 06 0COBEHHOCTAX UX B3aUMOLENCTBUSA C APYrUMM
neKapCTBEHHbIMM MpenapaTtamu, MHAUBMAOYarbHOW HEMNEPEHOCMMOCTU, a Takke 006 WHbIX
akTax n ob6CTosATEeNbCTBaX, NPEACTABNSAOLWNX YIPO3Yy XU3HWU UK 300POBbLI0 YenoBeka NnMbo
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XMBOTHOMO WUSIM BINAIOWNX HA U3MEHEHME OTHOLLUEHUS OXMOAeMOW NOJSib3bl K BO3MOXHOMY
PUCKY NPUMEHEHNS NeKapCTBEHHbIX NpPenapaTos.

5. lMpu BbISBNEHUN WHMOPMALMN O Cepbe3HbIX HeXenaTemnbHbIX peakunsax u
HenpeaBUAEHHbIX HeXenaTesbHbIX peakuusax npy NpUMeHeHnn nekapCcTBEeHHbIX NpenapaTos,
06 ocobeHHOCTAX WX B3aMMOAENCTBMA C APYIMMW  NEKapCTBEHHbIMW Mpenapatamu,
NHOMBMAOYANbHOW HENepeHOCMMOCTH, a Takke 00 WHbIX daktax u obcTosATenbCcTBaXx,
BNUSAIOWMX HA W3MEHEHWEe OTHOLUEHUA OXUAAeMOW MOofb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNST NeKapCTBEHHbIX NpenapaTtoB, AepXaTenu unu sragenblbl perncTpaumoHHbIX
yAOCTOBEPEHUI NEeKapCTBEHHbIX MpenapaTtos, lpuandeckue nuua, Ha NMs KOTopbIX BblaHbI
paspeLlleHns Ha NpoBedeHne KIMMHUYECKNX nccneposaHui B Poccuiickon degepaumm, nmbo
YNOMHOMOYEHHbIE UMW ApYyrMe opuandeckme nuua o6a3aHbl NPUHATE Mepbl, HanpaBfeHHbIe
Ha yCTpaHeHue HeraTMBHbIX NOCMEeACTBUA NPUMEHEHNA Takmx NeKapCTBEHHbIX NpenapaTos,
npeaynpexaeHne npuyYnHEHNss Bpeada >KM3HU UM 300POBbK0 YenoBeka nnbo XMBOTHOTO,
3aWnTy UX OT NPUMEHEHUA TakuUX NeKapCTBEHHbIX npenapaToB, Ha AOMOMHUTENbHbLIA cHop
AaHHbIX 06 3hPEKTMBHOCTU N 6E30MACHOCTU TaKMX NEKapCTBEHHbIX NpenapaTos.

6. 3a HecoobLleHNe unn CcokpbiITUe WHdOPMaUUK, NPEeayCMOTPEHHOM YacTbio 3
HacTosiwen CcTaTbW, [fepxaTtenu unu Bnagenbubl PEerucTpaumoHHbIX  YOOCTOBEPEHUN
NekapCTBEHHbIX NpenapaToB, puaMyeckue nuua, Ha UMsS KOTOPbIX BbldaHbl paspeLleHns Ha
npoBefeHne KIMHUYECKNX nccnegosanHni B Poccuickon degepaumm, nnbo ynosTHOMOYEHHbIE
UMK Opyrve lopuauvyeckne nuua, a takke OOMKHOCTHbIE nvua, KOTopbiIM 3Ta MHopMaumns
cTana msBecTHa no poAy ux npodeccuoHanbHOW AeATENbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHoAaTeNbLCTBOM Poccumnckon degepaumn.

7. lNpn nonyyeHUn YnNOrTHOMOYEHHbIM dedepanbHbIM OpPraHoOM UCMONTHUTENBHOM
BNacTu B pamMKkax OCYLLEeCTBMNeHuUs UM dapmMakoHaa3opa AoKa3aTeNbCTB O HECOOTBETCTBUMU
NEeKapCTBEHHOrO npenapaTta YCTAHOBMEHHbIM  TpeboBaHMAM UM NpyU  MNOMAYyYEHUU
WHpOPMaUMM O HEeCcOOTBETCTBUM daHHblX 06 adpdektmBHOCTM M O ©Be3onacHocTn
neKkapCTBEHHOro npenapata AdaHHbIM O JleKapCTBEHHOM npenapaTte, coAep)awumcs B
WHCTPYKUUN MO €ero npuMeHeHuto (B TOM 4YUCMe BbISBMIEHHbIX B XO4e OCYLeCTBNEeHUs
drapmakoHag3opa  KOHTPOSIbHO-HAA30pPHbIMW  OpraHaMn  MHOCTPaHHbLIX  rocyaapcTB),
YNOSTHOMOYEHHbIN hbefeparibHbli OpraH MCNOSHUTENbHOW BNactm B YCTAHOBMIEHHOM WM
nopagke paccmaTpuBaeT BOMPOC O MPUOCTAHOBIIEHUU NPUMEHEHUSA TaKOro JiekapCTBEHHOro
npenapara.

FAPAHT:

Cm. Metoaunyeckme pekomeHgaumm "OpraHmsauusi cnykbbl MOHUTOpMHra Ge3onacHoCcTu
NEeKapCTBEHHbIX  cpeacTB  (cbapmakoHag3opa) B KOMMAHUSIX  NMPOU3BOAUTENSIX
NEeKapCTBEHHbIX CPeACTB  WNU  JepXaTensx  perucTpaumoHHbIX — yaocToBepeHun",
yTBepXaeHHble Poc3gpaBHaasopom o1 25 oktabpsa 2008 r.

CM. koMMeHTapuu K cTaTbe 64 HacToswero degepanbHOro 3akoHa

WHdopmauusi 06 usMeHeHUsIX:

QedeparnbHbiM _3akoHom om 22 0ekabps 2014 2. N 429-©3 cmambss 65 Hacmosiwezo
Q®edepanibHO20 3aKOHa U3J/I0XeHa 6 Hoeol pedakuyuu, ecmynawuwed e cuiy ¢ 1 uronsa
2015 e.

CM. mekcm cmambu 8 rpeobidyuiet pedakuuu
Crartbs 65. [pMocTaHoOBNEHME NPUMEHEHNS NIEKAPCTBEHHOIO nNpenapaTta
1. Tlpn nonyyeHUn WHGOPMaLMM O HexXenaTerbHbIX peakuusx npu NpUMEHEHUU
nekapCTBEHHOro npenapaTta, He yKasaHHbIX B MHCTPYKUMW MO NPUMEHEHUIO NEKapCTBEHHOIO
npenapara, cepbe3HblX HeXxXenaTenbHbIX peakumnsax, 00 0cobeHHOCTSX ero B3aumMoaencTaus ¢
ApPYrMMn nekapCTBEHHbIMU NpenapaTtamMn, KOTopble MOryT NpeacTaBfisiTh Yrpo3y XU3HU unn
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300pOBbKD  4YeroBeka JMOO KMBOTHOrO, a TakKe O HeCOOTBETCTBMM daHHbIX 06
3(pPeKTMBHOCTN N O BEe30NacHOCTM NEKapCTBEHHOrO npenapaTta AaHHbIM O NleKapCTBEHHOM
npenapaTe, coAepXawumMmcs B MHCTPYKUMM MO ero npuMEHeHW, B TOM 4ucne oT
YMNOSITHOMOYEHHbIX OPraHoOB WMHOCTPaHHbIX rocyaapcTtB, obMeH KOTOPOM OCyLLEeCTBNSIeTCS B
COOTBETCTBUMM C COrMnaweHnamMuM Mexagy YrnoSIHOMOYEHHbIM  pefeparnbHbiM — OpraHom
NCMOMHUTENbHON BMacTM W YNOSIHOMOYEHHLIMW OpraHamMn WHOCTPaHHbLIX rOCygapcTB,
YrNOSTHOMOYEHHbIN (hefepanbHbl OpraH UCNOSTHUTENBHOM BIlaCTU paccMmaTpuBaeT BONPOC O
BO3MOXXHOCTU NPUOCTAHOBIEHNSA ObpaLleHns Takoro nekapcTBEHHOro npenapaTa B Nnopsake,
YCTaHOBJIEHHOM YMOSIHOMOYEHHbLIM (beaeparnbHbIM OpraHOM UCNOSTHUTENBHOM BNAcTMU.

2. Tlpyn HEUCNOMNHEHUN WNM HeHaanexawem WCNOSHEHUN AepXaTenamu  wunu
BnagenbLuamu pernMcTpaumoHHbIX YyAOCTOBEPEHUN nekapCTBEHHbIX npenapartos,
IOPUANYECKUMM NNLLAMN, HA UMSI KOTOPbIX BblaHbl pa3peLleHns Ha NpoBeeHNE KITMHNUYECKNX
nccnegosaHun B Poccuiickon  ®depepaumn, UM YNONMHOMOYEHHBIMWU UMW - APYTUMU
opuanyeckKUMmn  nuuammn 0b6A3aHHOCTEN, YCTAHOBMEHHbIX 4Yactamu 3 u 4 craten 64

HacTosiwero denepanbHOro 3akoHa, NGO B criydasix NpPeacTaBrneHUsi COOTBETCTBYHOLLMM
YNOSTHOMOY€EHHbIM ~ cbeeparnbHbIM  OPraHOM  WCMOSHUTENBbHOW BRAacTU  3aKM4YEHUss O
HEe4OCTOBEPHOCTN Pe3ynbTaToB KIMHUYECKOrO MCCrnenoBaHWsi NeKapCTBEHHOro npenapaTta
ANS MeAULIMHCKOTO NPUMEHEHUS!, KOTOPOE OCHOBAHO Ha pe3yrnbTaTax NPOBEPKN MEeANLIMHCKON
opraHusauun, NPOBOAMBLLEN YKa3aHHOE KINMHUYECKOe UCCeaoBaHMe C HapyLUeHNEM MpaBusl
Hagnexalen KNMMHUYECKON NPaKTUKK, U MPUBEIIO K NONyYeHUI0 HEAOCTOBEPHbLIX Pe3yrbTaTos,
nnMbo B Crlyyae HEeBbINOMHEHUS NpeanucaHusi, BblAaHHOIO YNOMHOMOYEHHbIM dheaepanbHbIM
OpraHoOM MCMONHUTENBHOW BMacTu MO WUTOram OCYLLECTBIEHUS BbIGOPOYHOrO KOHTPOSS
KayecTBa  INeEKApCTBEHHOrO  MpenapaTta,  YNONHOMOYEHHbIN  deaepanbHbli  opraH
MCMONMHUTENbHON BNacTM B YCTAHOBMEHHOM WM [OpsAKe paccMaTpuBaeT BOMPOC O
NPUOCTaHOBEHNM NPUMEHEHMUS! TaKOro fiekapCTBEHHOrO npenaparTa.
FAPAHT:

O npepocTaBneHnn TepputTopmanbHbiMK YnpasneHusammu PocaapaBHagsopa nHdgopmaumm o
HefobpoKkayeCcTBEHHbIX M (hanbCUULMPOBaHHbIX NEKAPCTBEHHbIX CpeacTBax CM. Mpukas
denepanbHoi cnyxbbl Mo Haa3opy B cdepe 30paBoOOXPaHEHUS U coumarnibHOro passuTUsS oT
8 cbepans 2006 r. N 255-IMp/06

CM. KOMMeHTapum K ctaTbe 65 HacToslero PeagepanbHOro 3akoHa

WNHdopmauusi 06 usMeHeHusIX:

QedepalibHbIM _3akoHoM om 22 Oekabpsi 2014 2. N 429-®3 e cmambto 66 Hacmosiu,e2o
®edeparnbHO20 3aKOHa 8HECEHbI UBMEHEHUSs, scmynaruue 8 cuny ¢ 1 urons 2015 a.

CM. mekcm cmambu 8 rpeobidyuiet pedakuuu
CraTtba 66. VIHdopmauuma o pesynbTatax papmakoHagsopa
YNonHoMoueHHbI doeaepanbHbI OpraH UCNOSTHUTESTbHOM BIlacTu, OCYLLEeCTBISALWNI
dapmakoHag3op, Haxoasawmxca B obpaweHun B Poccunckon depepaumm, no pesynbratam
¢dhapmakoHagsopa pasMellaeTr Ha CBOeM odwuuunanbHoM cante B cetu "UHTepHeTt"
MHGOPMAaLNIO O NPUHATBIX PELUEHUSIX O BHECEHUN N3MEHEHUSI B MHCTPYKLMIO MO NPUMEHEHNIO
nekapCcTBEHHOro npenaparta, 0 NPUOCTaHOBMNEHMN NPUMEHEHNS NEKAPCTBEHHOro npenapara,
00 n3baTMM 13 obpalleHnsa nekapcTBEHHOro npenapara Unn o BO30O6HOBMEHMN MPUMEHEHUS
nekapcTBeHHOro npenapara.
FAPAHT:

CM. KOMMeHTapum K ctaTbe 66 HacToswero PeagepanbHOro 3akoHa

MaBa 14. UHhopmaumsa o nekapCTBEHHbIX Npenaparax
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CraTtba 67. VIHpopmMauna o nekapcTBEHHbIX NpenapaTax
1. WHdopmauuma o nekapcTBEHHbIX Mpenapartax, OTnyckaemblX MO peuenty Ha

NneKkapCTBEHHbIN npenapar, AOSMKHa CoAepKaTbCA TONbKO B CreunanmavpoBaHHbIX U3OaHUNAX,
npeaHasHayYeHHbIX AN MeOUUUHCKUX, (hapMaueBTUYECKNX, BeTepUHapHbIX pPaboTHMKOB.
MHdopmMaums 0 nekapcTBeHHbIX MnpenapaTtax Ans crneumanuctoB B obnactn obpalleHus
NeKapCTBEHHbIX CPeaCcTB MOXET coAepXaTbCs B MOHOrpadusix, CrnpaBOYHWUKAX, Hay4YHbIX
CTaTbsX, B AOKNagax Ha KOHrpeccax, KOH(epeHUMaX, CMMMNo3Mymax, HaydHblX coBeTax, a
TakKe B MHCTPYKUMSX NO NPUMEHEHUIO JIEKapCTBEHHbIX NpenapaTos.

2. NHdopmauua O nekapCTBEHHbIX MNpenapartax, oTnyckaembix 6e3 peuenta Ha
NeKapCTBEHHbIA NpenapaTt, MOXeT cogepXxaTbCca B nybnvkaumax n obbaBneHnax cpencts
MaccoBon MHGOpPMaLUMK, crneunannuanpoBaHHbIX U OBLLMX NeYaTHbIX U30aHUAX, MHCTPYKUMSX
MO MNPUMEHEHMIO FEKApPCTBEHHbIX NpenapaTtoB, WHbIX M30aHUAX CyObEKTOB obpalleHuns
nekapcTBeHHbIX cpedcTB. PeknamHble MaTtepuanbl O FeKapCTBEHHOM npenapare,
oTnyckaemom 06e3 peuenTa Ha neKkapCTBEHHbIA MpenapaTt, OOMKHbl COOTBETCTBOBATb
WMHCTPYKUUKN NO NPUMEHEHWMIO NIEKapCTBEHHOO npenapara.

3. JonyckaeTcs mcnonb3oBaHue nbbiXx MaTepuanbHbIX HOCUTENEW, MO3BONSALLMNX
XpaHUTb, NepefaBaTb M UCMNOMNb30BaTh MHAOPMAaLMIO O NEKapCTBEHHbIX Npenapartax 6es ee
NCKaXXEHNS.

FAPAHT:

CM. KOMMeHTapuu k ctaTbe 67 HacTosiLero PenepanbHOro 3akoHa

MHdopmaums 06 M3MeHeHUsIX:

QedepasibHbiM _3akoHoM om 25 Hosi6ps 2013 2. N 317-@3 Hacmoswutu ®PedeparsibHbil
3aKoH OorosiHeH anasou 14.1

Nnaea 14.1. OrpaHMyeHus, Hanaraemble Ha opraHu3auum, ocyLlecTBNsAOLWMne
OeATeNbHOCTb NO O0paLleHNI0 fieKapCTBEeHHbIX CpeacTB

Cratba 67.1. OrpaHumyeHusi, Hanaraemble NpPU OCYLLECTBIIEHUN OEATENbHOCTU B

chepe obpaLleHnsa nekapCTBEHHbIX CPEACTB

1. OpraHmsauuu, 3aHmmatowmecsa pas3paboTkon, NPoOM3BOLACTBOM U (MNK) peanusaumen
NEeKapCTBEHHbIX NpenapaTtoB ANs MEAUUUHCKOrO MPUMEHEHUs, OpraHu3auuun, obnagatowme
npaBaMy Ha WCMNONb30BaHWE TOProBOrO0 HaMMEHOBAHWSA NEeKapCTBEHHOro npenapata Ang
MeLMLMHCKOro NPMMEHEHMNS, OpraHm3aunmn ONToBOW TOProBv fieKapCTBEHHbIMU CpeaCTBaMMU,
anTeyHble oOpraHusauun (UX NpeacTaBuUTENW, WHble usmnyeckue U puandeckme nuua,
OCYLLIECTBNAKOLWME CBOKW [OeATENbHOCTb OT MMEHW 3TUMX OpraHu3auui) B OTHOLLEHMM
MeaMLUMHCKMX pabOTHUKOB N pyKOBOAMTENEN MEOULNHCKUX OpraHn3aunin He Brnpase:

1) Bpy4aTb MoOAapku, BbiNflayMBaTb [AEHEXHble CpeacTBa (3a UCKIYEHUEM
BO3HarpaXgeHunm no [oroBopam nNpwv  MNPOBEAEHMM  KITMHUYECKUX  UccrnegoBaHum
NeKapCTBEHHbIX NpenapaToB ANsi MEAULNHCKOTO NPUMEHEHWS, BO3HArpaaeHun, CBA3aHHbIX
C OCYWECTBEHNEM MEOUUMHCKMM paboTHMKOM nejarormdeckor u  (Mnu)  HaydHowm
AEATENbHOCTM), B TOM YUCIEe OnfaynBaTtb pas3BfiedeHuns, OTAbIX, Npoe3a K MecTy oTabixa, a
TaKke NpuMBMeKkaTb K y4acTUO B pasBfiekaTernbHbIX MeponpuaTUaX, NpOBOAMMBbIX 3a cYyeT
CBOWX CPeACTB;

2) 3aknwyaTb CorfaweHnss O HasHadYeHuu WM  pekoMeHJauuu nauneHTam
NeKapCTBEHHbIX NpenapaToB AN MeULUMHCKOro NpuMeHeHus (3a UCKNIYEeHEM JOroBOPOB O
NpoBeAEHUN KIUHUYECKUX UCCNeaoBaHWUM JeKapCTBEHHbIX NpenapaTtoB ANnd MeAMLMHCKOro
NPUMEHEHNS);
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3) npepoctaBnsaTb o06pasubl fIEKApCTBEHHbIX MNpenapatoB Ans  MeAUMLMHCKOro
NPUMEHEHNS B LENsX BpyvYeHMs naumeHTaMm (3a WUCKMYEHWEM CriydaeB, CBSA3aHHbIX C
npoBeAeHMEM KIMHUYECKMX UCCNeaoBaHW NEKapCTBEHHbIX NpenapaToB AN MeOULMNHCKOro
NPUMEHEHNS);

4) npegocTaBnsATb HEAOCTOBEPHYIO U (MIIM) HENOSTHYIO MHAOPMALMIO O JIEKAaPCTBEHHbIX
npenapaTtax ang MeguuMHCKOro NpUMeHeHus;

5) nocewatb nx B pabovee BpemMs Ha paboumx MecTax, 3a WUCKINIOYEHUEM CIlyyaes,
CBSA3aHHbIX C MpoBefeHUEeM KIMHUYECKUX UCCrneaoBaHuM NeKapCTBEHHbLIX MpenapaToB Anis
MEeOVLUMHCKOrO MNpPUMEHEHWs!, C y4dyacTMemMm B Nopsgke, YCTAHOBMEHHOM pykoBoAUTENeM
MeaWLMHCKOW opraHnsaunm, B cobpaHnax MeanunHCKNX paboTHUKOB N MHBIX MEPONPUATUSX,
HanpaBfEeHHbIX Ha MOBbILWEHNE NX NPOGECCUOHANBHOrO YPOBHS MMM Ha NpeaocTaBneHune
MHopMauUnn, CBA3aHHOM C OCYLLECTBNIEHNEM MOHUTOPUHra 6e30nMacHOCTU fleKapCTBEHHbIX
npenapaTos;

6) nobyxgaTb K BbIMMCbIBAHUIO JleKapCTBEHHbLIX MpenapaTtoB ANd MeOULUHCKOro
NPUMEHEHNs1 Ha GnaHkax, cogepXawmx MHPOPMaUM0 PEKaMHOro xapakTepa, a Takke Ha
peuenTypHblX BriaHkax, Ha KOTOpbIX 3apaHee HarneyaTtaHO HavMeHOBaHWe feKkapCTBEHHOro
npenapaTa 4ns MeaULMUHCKOrO NMPUMEHEHMS.

2. OpraHusauumn, ykasaHHble B abs3ale nepBom Yactv 1 HacCTOAWEWN cTaTbW, U UX
npeacTaBUTENN B OTHOLLEHUN papMaLeBTUYECKMX PabOTHUKOB M pPyKOBOAMTENEN anTeudHbIX
opraHusauun He Brpase:

1) Bpy4aTb nNogapku, BbiNnaynBaTb AEHEXHble CPeAcTBa, B TOM 4Mcfe onnadvmBathb
pasBneyYeHuns, oTablxX, Npoess K MecTy oTabixa, U NpyBrekaTb K y4acTuio B pasBriekaTernbHbIX
MEpPONPUATUSX, MPOBOAUMBIX 32 CHET CBOUX CPEACTB;

2) npepocTaBnATb o06pasubl NeKapCTBEHHbIX nNpenapaTtoB AN  MeOULMHCKOro
NPUMEHEHNST ANSA BPYYEHUSA HACENEHWIO;

3) 3aknwyaTb CcornaweHns O  NPeasIoKeHUU  HacemneHuo  onpefeneHHbIX
NeKapCTBEHHbIX NpenapaToB A1 MEANLMHCKOrO NMPUMEHEHMS;

4) npeaocTaBnsiTb HEAOCTOBEPHYIO U (MNIN) HENOSHYO MHAOPMALMIO O NIEKAPCTBEHHbIX
npenapatax Ans MeAUUMHCKOrO MPUMEHEHUs,, B TOM 4YMUCNEe WUMEKLWMX OAMHAKOBOE
MeXayHapoAHOe HernaTeHTOBaHHOE HauMeHOBaHWe.

FAPAHT:

CM. koMMeHTapuu K ctaTbe 67.1 HacTosiwero degepanbHOro 3akoHa

Cratbsa 67.2. TpeboBaHMA K OpraHu3auunm n MNPOBEAEHMIO HaYYHbIX MEpPOnpUATUN,
WHbIX MEPOMPUATUN, HarnpaBfieHHbIX Ha MOBbIWEHWEe NPOdECCUOHANbHOMo
YPOBHSI MEeOUUMHCKUX pabOTHMKOB MMM Ha npegocTaBreHne MHopMaumu,
CBSA3aHHOW C OCYLLEeCTBEHUEM MOHUTOPUHra 6e30MacHOCTN NeKapCTBEHHbIX
npenapaTos
1. MNMpn nNpoBedeHUN Hay4HbIX MEPONPUATUNA, UHBIX MEPONPUATUIN, HanpaBfiEeHHbIX Ha
MOBbILEHME  NPOMECCMOHANbHOIO  YPOBHA  MEAWMUMHCKMX  paboTHMKOB  wnn  Ha
npefocTaBneHne  CBA3aHHOM  C  OCYLeCTBfieHWeM  MOHUTOpuHra  6esonacHocTu
neKapCTBEHHbIX MpenapaTtoB WMHGOPMaUnK, opraHM3yeMblX OpraHuM3aumsamu, ykasaHHbIMU B
absaue nepsBom Yactm 1 cratenm 67.1 Hactodwero dPegepanbHOro 3akoHa, WX
npegcraButensaMm n (MnNu) dUHaHCUPYEMbIX 3a CYEeT CpeAcTB 3TUX OpraHu3aumm u ux
npeacTaBuUTenen, sanpeLaeTcs NpensaTCTBOBaTbh y4aCTUIO B YKa3aHHbIX MEPONPUATUAX UHBIX
opraHusauumn, KoTopble MNPOU3BOOAT WU peanu3yloT JlekapCTBEHHble npenapaTtbl A4S
MeOMLMHCKOro NPUMEHEHUSA CO CXOXUM MeXaHW3MoM dpapMaKkosiorM4eckoro AencTeus, nmbo
co3fgaBaTb ANCKPUMUHALMOHHbBIE YCIOBUSA AN1S1 O4HMX YYaCTHUKOB MO CPaBHEHUIO C APYrMMU
y4yacTHMKaMM1, 8 UMEHHO:
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1) npepocTaBnsATb pasfnUYHOE KONMYECTBO BpeMEHU ONS BbICTYMMEHUA YY4aCTHUKOB,
pasnuyHble No pasMepy 3aHMMaemMou nnowaan mecta Ana AeMOHcTpauun obpasuos
neKapCTBEHHbIX NpenapaToB A4S MegULUMHCKOro NPUMEHEHUSA UITU peknaMHbIX MaTtepuanos o
nekapcTBEHHbIX npenapatax Ansg MeauUMHCKOro NMpUMEHEHUs Ha 3KCnosuuusax, cteHgax, 3a
NCKITIOYEHMEM ClyYaeB, eCnn Takue YCrioBUS 3aKpernseHbl B CorfalleHnsx 3TUX opraHm3aumm,
Ux npeacraButened O UHAHCUPOBAHUM yKa3aHHbIX MeponpuATUA 1 0BYCNOBMEHbI
pasfiMyHbIMUK 3aTpaTamMu Y4aCTHUKOB Ha MX OpraHuM3auumio;

2) ycTaHaBnuMBaTb pa3Mep B3HOCa [AS19 YYaCTHUKOB MEPONPUATUMN, YKasaHHbIX B
ab3aue nepBOM HACTOSWEN 4YacTu, MpeBbllalWnin CymMy 3aTpaT Ha OpraHusaumto
YKa3aHHbIX MeponpuaTUiA M Bedywun K HeODOOCHOBaHHOMY OrpaHuMYEeHWto 4ucna Ux
YYaCTHUKOB.

2. OpraHusaumn, ykasaHHble B absale nepsom 4Yactm 1 crateu 67.1 HacToswero
depepanbHOro 3akoHa, WX MpeacTtaBuTeNK, OCYLLECTBAAWMe opraHusauuio un  (unum)
MHaHCUPOBaHNE MEPOMNPUATUIA, YKasaHHbIX B 4Yacty 1 HacTodwen craTbu, 0643aHbl
obecneunBatb AOCTYN K MHGOPMALMM O gaTe, MECTe U BpeMEHU MPOBEAEHUSA YyKa3aHHbIX
MEeponpuATUA, MnaHax, nporpaMmmax npoBeAeHUs YKa3aHHbIX MeponpuaTMA n Temax,
nNaHupyembiX Afs pPacCMOTPEHUHA, COCTaBe WX YYaCTHUKOB MyTeM pasMeLleHus
COOTBETCTBYIOLLEN WMHOPMaUMM Ha CBOUX oduumarnbHbix cantax B cetu "WHTepHeT" He
nosgHee ABYX MecsuUeB [0 Havana nposefeHust ykasaHHbIX MePONPUATUIA.

3. NHdopmaumna o nposBedeHun MeponpuAaTUMA, yKasaHHbIX B 4acTtu 1 HacToswen
cTaTbW, B CPOK, YCTAHOBSEHHbIN YaCTbio 2 HACTOSILLEN CTaTbW, AOIMKHA ObITb HanpaBneHa B
denepanbHbI OpraH UCNOMHUTENBHOW BAcTW, OCYLLECTBISAWNNA (PYHKUNN MO KOHTPOO U
HaO30py B chpepe 34paBoOOXpaHeHus, ANs NocneayLwero pasmeLLeHns ee Ha opuumansHOM
canTe aTtoro opraHa B cetn "MHTepHeT".

FAPAHT:

CM. KOMMeHTapuu K ctaTbe 67.2 HacToswero degepanbHOro 3akoHa

MnaBa 15. OTBeTCTBEHHOCTb 3a HapyLleHMe 3aKkoHoaaTenbcTBa Poccumnckon
denepauum npu odpalieHnn neKapcTBeHHbIX CPeaCTB U BO3MelleHne Bpeaa,
NPUYNHEHHOro 340POBbIO rpaXxaaH BCrneacTBUe NpUMEHeHUA NeKapCTBEeHHbIX

npenapatoB

MHdopmaums 06 n3MeHeHUsIX:

QedeparibHbiM_3akoHoM om 22 Oekabps 2014 2. N 429-©3 e cmambro 68 Hacmosiwezao
®edeparnibHO20 3aKOHa BHECEHbI U3MEHEHUS, scmynarouue 8 cuny ¢ 1 urons 2015 e.

Cm. mekcm cmambu 8 rpedbidyuied pedakuuu

Cratba 68. OTBEeTCTBEHHOCTb 3a HapyleHue 3akoHogaTenbctBa Poccunckon

depepaumm npu obpaLleHnn NeKkapCTBEHHbIX CPEACTB

1. HapyweHne 3akoHogatenoctBa Poccunckon dPepepaumm npu  obpaweHum
NEKapCTBEHHbIX CpeacTB BfneyeT 3a CcobonM OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTtenscTBoM Poccurickon degepaumn.

2. 3a HenpeacTtaBneHve wuHopmauuuM u (UMW)  OaHHbIX, MPEeAyCMOTPEHHbIX
HacToswmm degeparnbHbIM 3aKOHOM, CyObeKTbl 0OpalLeHNsa NekapCTBEHHbIX CPeACTB HeCyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHOAaTeNbLCTBOM Poccunckon denepauumn.

FAPAHT:

CM. kKoMMeHTapum K cTaTbe 68 HacToswero degepanbHOro 3akoHa

Crtatba 69. BoawmeweHne Bpega, NPUYMHEHHOrO 340POBbLIO rpaxgaH BcrneacTene
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NPUMEHEHUS NeKapCTBEHHbIX NpenapaToB

1. [lpousBoamuTeNnb NeKapCTBEHHOro npenapara obs3aH BO3MeCTUTb  Bpep,
NPUYNHEHHBIA 3[00POBbLID rpakdaH BCrneacTBMe NPUMEHEHUSA FfeKapCTBEHHOro npenapara,
ecnun JokasaHo, YTo:

1) nekapCTBEHHbIN npenapaT MPUMEHANCH MO Ha3HA4YeHW0 B COOTBETCTBUM C
WHCTPYKUMEN NO NPUMEHEHWIO NeKapCTBEHHOIO npenapara 1 Npu4nHoOn Bpeda SABucs BBOA B
rpaxkgaHckuin 06opoT HegobpoKaYeCTBEHHOIO NEKAPCTBEHHOIO NpenapaTa;

2) Bped 300pOBbHD  MPUYMHEH  BCREeACTBME  HEOOCTOBEPHOW  MHGOpMaLMM,
cogepxawiemcsa B WHCTPYKUMW MO MNPUMEHEHMUIO JeKapCTBEHHOro npenaparta, W3g4aHHOW
npousBoaMTENEM NeKapCTBEHHOro npenapara.

WNHdopmauusi 06 usmeHeHusX:

@edepalibHbIM _3akoHOM om 25 Hosibpss 2013 e. N 317-®3 6 yacmb 2 cmambu 69
Hacmosweao ®edepasribHO20 3aKOHa 8HECEHbI USMEHEHUSI

CmMm. mekcm Yacmu 8 npeodbldywel pedakuuu

2. B cny4yae, ecnu Bpen 300pOBbI0 FpaxaaH NPUYUHEH BCREACTBUE MPUMEHEHUS
NekapCTBEHHOro npenapara, npuwefuero B HeroqHoCTb B pe3yrbTaTe HapylleHus npasui
XpPaHEeHUs1 NeKapCTBEHHbIX CpPeacTB, MpaBuil  ONTOBOW  TOProBfM  fleKapCTBEHHbIMU
npenapatamu, NpaBui OTMNyCKa JieKapCTBEHHbIX MpenapaToB, NpaBuil WU3rOTOBMEHUS W
OTnycKa fleKkapCTBEHHbIX NMpenapaToB, BO3MELLEHME Bpeda OCYLECTBAAETCSA COOTBETCTBEHHO
opraHuMsaumen onTOBOW TOProBIiM NEKAPCTBEHHbIMW CPpeacTBaMM, anTeYHOW OpraHuM3auunen,
MHOMBUAYAlNbHLIM NpeanpuHMMaTesieM, UMEKLWNMM NULEH3NI0 Ha dapMaueBTUYECKYHO
AEATENbHOCTb UMK NNLEH3NI0 HA MEAULMHCKYIO AeATENbHOCTb, MEANLIMHCKOWN OpraHu3aumen,
MMEIOLLEN TNULEH3MKD Ha dapMaueBTUYECKyl0 AesTenbHoCTb (ee  060cob6reHHbIM
noapasgeneHnem (ambynatopuen, penbawepckum 1 enbaepCKo-akyLepCKUM MyHKTaMMu,
ueHTpoM (oTgoeneHnem) obuwen BpavyebHON (CeMenHoW) NpPakTUKWU), PacrofioKEHHbIM B
CenbCKOM HacCeNeHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTevHass opraHusauus),
A0NYCTUBLLUMMW NPOLAXKY MM OTMNYCK Takoro feKapCTBEHHOMO npenaparTa.

3. BoamellueHne Bpeaa, NPUYMHEHHOrO 340POBLID rpaXaaH BCNeACTBUE MPUMEHEHMS
NEeKapCTBEHHbIX MNpenapaTtoB WM COBEPLLUEHUSA MPOTMBOMPAaBHbLIX AEWCTBUM CcybbekTamm
obpauleHnsa NEeKapCTBEHHbIX  CPEeacTB, ocyLLecTBNseTca B COOTBETCTBUU c
3akoHogartenscrtesomMm Poccunckon degepaumn.

FAPAHT:

CM. KOMMeHTapum K ctaTbe 69 HacToswero degepanbHOro 3akoHa

MnaBa 16. 3aknrounTtenbHbIe NONOXeHUs

Cratba 70. O npu3HaHMM yTpaTMBLUMMU CUNY OTAENbHbIX 3aKOHOAATESIbHbIX aKTOB
(monoxeHun 3akoHoAaTernbHbIX akToB) Poccunckon denepaunm

Mpu3HaTb yTpaTUBLLNMMK CUITY:

1) PepepanvHbin _3akoH oT 22 uoHa 1998 roga N 86-®3 "O rnekapCTBEHHbIX
cpenctBax" (Cobpanue 3akoHogaTtenbcTBa Poccunckon degepaumn, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH OT 2 gHBaps 2000 roga N 5-©3 "O BHeCeHUU U3MEHEHUSA n
pononHenmn B ®PepepanbHbin 3akoH  "O  nekapcTBeHHbIX cpeactBax"  (CobpaHue
3akoHogartenscTBa Poccurckon ®enepauun, 2000, N 2, cT. 126);

3) cratbto 40 depepanbHoro 3akoHa ot 10 aHBaps 2003 roga N 15-903 "O BHeceHun
N3MEHEHM N OOMNOSIHEHU B HEKOTOpPbIE 3aKkoHoAaTenbHble akTbl Poccuinckon degepaunn B
cBaA3n ¢ npuHatnem ®PegepanbHoro 3akoHa "O nMUEH3MPOBaHMM OTAENbHLIX BUAOOB
pesatenbHocTn" (CobpaHue 3akoHopatenscTBa Poccunckon ®epepaumm, 2003, N 2, cT. 167);
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4) cratbio 31 PepepansHoro 3akoHa ot 30 moHsa 2003 roga N 86-®3 "O BHeceHun
N3MEHEHNN N OOMOMHEHNA B HEKOTOpblE 3akoHoAdaTerbHble akTbl Poccunckon denepaumn,
NPU3HaHUM  YTpaTUBLLUMMW CuUNy OTAENbHbIX 3aKkoHodaTenbHbiX akTtoB  Poccuiickon
denepaumnm, npegoCcTaBNeHNM OTAENbHbIX rApaHTUn COTPYAHNKAM OpraHoB BHYTPEHHUX Oen,
OpraHoB MO KOHTPOSNO 3a 06OPOTOM HAPKOTMYECKUX CPEACTB U MCUXOTPOMHbIX BELLECTB U
ynpasgHsieMblx doefepanbHbIX OpraHoB HanoroBowm NosiMUMmM B CBA3M C OCYLLLECTBIIEHNEM MeEP
MO COBEPLUEHCTBOBaHWMIO rocygapctBeHHoro ynpasneHus" (CobpaHue 3akoHoaaTenbCcTBa
Poccunckon ®egepaunn, 2003, N 27, c1. 2700);

5) cratbio 101 ®depepanbHoro 3akoHa oT 22 asrycta 2004 roga N 122-903 "O
BHECEHMM U3MEHEHMM B 3aKoHoAdaTenbHble akTbl Poccuiickon depepauum M NpusHaHUK
yTPaTUBLLUMMWN CUIY HEKOTOPLIX 3aKoHoAaTenbHbIX akToB Poccuiickon denepauun B CBA3N C
NpuHATUEM (hbeaepanbHbiX 3akoHOB "O BHECEHUM N3MEHEHUI U AoNoNHeHU B ®efepanbHbli
3akoH "O6 obwmMx npuHUMNax opraHu3auun 3akoHogaTenbHbIX (NpeAcTaBUTENbHbIX) |
NCMNOMHUTESNbHBIX OPraHOB rocygapCTBEHHOW Bnactu cybbektoB Poccunckon depepaummn” m
"O6 obLwmx NpMHUMNax opraHM3aumMm MecTHOro camoynpasrnenus B Poccuiickon ®epepaummn”
(Cobpanwue 3akoHogaTtenscTBa Poccunckon ®epepaunn, 2004, N 35, ct. 3607);

6) ctaTbio 28 ®enepanbHoro 3akoHa ot 18 aekabps 2006 roga N 231-d3 "O BBegeHMM
B AeNCTBME 4acTu veTBepTomn [paxgaHckoro kogekca Poccuickon ®epepaunn” (CobpaHue
3akoHopartenscTBa Poccunckon ®enepaumm, 2006, N 52, ct. 5497).

FTAPAHT:

CM. KOMMeHTapuu k ctaTbe 70 HacTosiLero PenepanbHOro 3akoHa

CraTtba 71. Bctynnenue B cuny Hactosiwero degepanbHOro 3akoHa

1. Hactoawwmn ®epepanbHblii 3aKoH BCTynaeT B cuny ¢ 1 ceHTsbps 2010 roaa.

2. JlekapcTBeHHble CpeacTBa, 3aperncTpupoBaHHble OO0 [OHA BCTYMMEHUS B CUMy
HacTosiwero denepanbHOro 3akoHa, MoAnexart BKIIYEHUIO B rOCydapCTBEHHblE peecTpbl
nekapCTBEHHbIX CPeACTB C BHECEHMEM YKasaHHbiXx B 4Yactu 1 cratbu 33 HacToswero
denepanbHOro 3akoHa cBedeHWn 06 3TUX NEeKapCTBEHHbIX cpeacTBax 0e3 npoxoxaeHus
BHOBb MpoLeaypbl FOCy4apCTBEHHOW perncTpaunmn nekapCTBEHHbIX NpenapaTos.

WNHdopmauusi 06 nsmeHeHusX:

QedepasnbHbiM _3akoHomM om 11 okmsabps 2010 ea. N 271-©3 e yacmb 3 cmambu 71
Hacmosiwezao ®edepasribHO20 3aKOHa 8HECEHbI USMEHEHUS

Cm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu
3. TocymapcTBeHHas peructpauusi NeKkapCTBEHHbIX MpenapaToB, 3a WCKIYEHUEM
NeKapCTBEHHbIX NpenapaTtoB AN MEeAULWMHCKOrO MNPUMEHEHUsl, NpeacTaBreHHbIX Ha
YKa3aHHyI0 perucrtpaumio 0o AHS BCTYMfeHus B cuny Hactoswero degepanbHOro 3akoHa,
OCYLLIECTBMNSAETCA B COOTBETCTBMM C Hactoswum PegeparnbHbiM 3aKOHOM Ha OCHOBaHWUM
AOKYMEHTOB W [aHHblX, MpPeACTaBfeHHbIX [0 AHS BCTYNNEHUA B CWUY HaCTOSLWEro
denepanbHOro 3akoHa.

WHdopmaumsa 06 nameHeHusix:

QedeparnbHbiM _3akoHom om 29 Hosibpss 20102. N 313-®3 wvacmb 3.1 cmambu 71
Hacmosuwezo ®edeparsibHO20 3aKOHa U3/0XeHa 8 HoeolU pedakuuu, ecmynarouwed 8 cusy
CoO OHA odhuuuanbHo20 onybnukogaHus Ha3eaHHo20 ®edepanibHo20 3aKoHa U
pacrnpocmpaHsaruelcs Ha rnpasoomHyouweHus’, o3Hukwue ¢ 1 ceHmsbpsi 2010 e.

Cm. mekcm Yacmu 8 npedbidywel pedakuuu
3.1. F'ocypapcTBeHHasi permctpauus nekapCcTBeHHbIX npenapaToB A1 MeAULMHCKOro
NPUMEHEHUs, NPeaCcTaBlieHHbIX Ha roCy4apCTBEHHYIO perucTpauuio 0O OHS BCTYMfeHus B
cuny Hactoswero ®enepanbHOro 3akoHa, U rocygapCTBEHHAA permcrTpauuns ekapCTBEHHbIX
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npenapaTtoB ANa  MEAUUMHCKOrO  NPUMEHEHUs, NPeaCTaBfEHHbIX Ha  3KCNepTu3y
NeKapCTBEHHbIX CPeacTB A0 AHS BCTynreHus B cuny Hactosiwero degepanbHOro 3akoHa B
Luenax ux nocnenylowen rocygapCTBEHHOW pernctpaumu, OCYLLECTBIISAITCA Ha OCHOBaHWUU
OOKYMEHTOB W [aHHbIX, MNPEeACTaBfEHHbIX [0 [HS BCTYMMEHUA B CUY HaACTOSLWEro
defepanbHOro  3akoHa, a Takke 3adBneHMs O roCydapCTBEHHOW  perucrpaumm
NeKkapCTBEHHOro  npenaparta, NPeAcTaBfiEHHOro  NPoOU3BOAMTENEM  NEeKapCTBEHHbIX
npenapaToB MM YNOSTHOMOYEHHbIM UM NIMLOM B COOTBETCTBMM C HacTosAwmm deaepanbHbiM
3aKOHOM B YMOJSTHOMOYEHHbIN dhefieparnbHbIi OpraH MUCNONHUTENbHOW Bractu o 1 mapTta
2011 ropa, ©6e3 TpeboBaHWA ynnaTbl rOCY4APCTBEHHOW MOLWNHBI, NPEeAyCMOTPEHHON
3akoHogartenscrtsom Poccuinckon degepaumm o Hanorax n cbopax.

WNHdopmauusi 06 usmeHeHusX:

@edepasibHbiM _3akoHOM om 29 Hosi6pss 2010e. N 313-©3 uvacmb 3.2 cmambu 71
Hacmosiueao ®edepasibHO20 3aKOHa U3/I0XeHa 8 HoeolU pedaKkyuu, scmynaruwed 8 cusy
co OHA oghuuuanbHo20 onybrukogaHus Ha3eaHHo20 ®edeparnibHO20 3aKoHa U
pacrnpocmpaHsaruelcs Ha rnpasoomHyouweHus’, 8o3Hukwue ¢ 1 ceHmsbpsi 2010 e.

CMm. mekcm Yacmu 8 npedbldyuwiel pedakyuu

3.2. MNoaTeepxaeHne rocyaapCTBEHHON perucTpaunm nekapcTBeHHbIX npenapaTtos AN
MEAMUUHCKOrO MpPUMEHEHUs, MpeAcTaBneHHbIX ONA NOATBEePXAEHUA rocyaapCTBEHHOM
perncTpaunm [0 [OHA BCTyNSeHus B cuiy Hactoswero ®degepanbHOro 3akoHa, W
noaTBepXAeHne rocygapCTBEHHOW  perucTpauuMmM  fiekapCcTBEHHbIX — npenapaTtoB  Ans
MeOVLUMHCKOro NpUMEHEHUs, NpeaCcTaBleHHbIX Ha 3KCNepTU3y JeKapCTBEHHbIX CPeacTB A0
OHA BCTynneHns B cuny Hactosiwero depepanbHOro 3akoHa B LeENAX nocneayolwero
NOATBEPXKAEHUS UX TOCYyQapCTBEHHOW perncrpauun, OCYLLeCTBISAITCA Ha OCHOBaHWUU
OOKYMEHTOB W [aHHbIX, NpeacCTaBfeHHbIX [0 [OHS BCTYMMEHUA B CUMY HaCcTOSLWEero
defepanbHOro 3akoHa, a Takke 3adBfneHuMs O MNOoATBEPXAEHUM T[OoCyaapCTBEHHOM
perncrpaumm neKapcTBEeHHOro npenaparTa, npencTaBrneHHoro npounssoguTenem
NeKkapCTBEHHbIX NpenapaToB Uy YNONHOMOYEHHbIM UM FIULIOM B COOTBETCTBUM C HACTOSALLUM
depneparnbHbIM 3aKOHOM B YMOSTHOMOYEHHbIN (beaeparibHbI OpraH UCNOMHUTENBLHOW BIlacTu
no 1 wmapta 2011 ropga, 6e3 TpeboBaHuMss ynnaTtbl rOCYAAPCTBEHHOW  MOLUMMHbI,
npeaycMOTpeHHOM 3akoHoaaTenscteom Poccunckon ®egepauumn o Hanorax n cbopax.

MHdopmaumsa 06 n3MeHeHUsIX:

QedeparsbHbiM _3akoHomM om 29 Hosibps 2010e. N 313-®3 wvacmb 3.3 cmambu 71
Hacmosiuweao ®edeparsibHO20 3aKOHa U3/I0XeHa 8 Hoeol pedaKkuyuu, scmynaruel 8 cuniy
CO OHA oduuuanbHo2o onybnukogaHus Ha3geaHHo20 ®edepasibHo20 3akoHa U
pacrnpocmpaHsaruelcs Ha npasoomHouweHus, 8o3Hukwue ¢ 1 ceHmsabps 2010 e.

Cm. mekcm Yacmu 8 npedbidywel pedakuuu

3.3. lNpuHaTne pelleHna O BHECEHUN U3MEHEHUN B [OOKYMEHTbl, COoAepallineca B
perMcTpaumoHHOM [OCbe Ha 3aperMcTpuMpoOBaHHbLIM  JIEKAPCTBEHHbIN  Npenapart  Aans
MEOVLUMNHCKOrO NMPUMEHEHMUa N NPeAcTaBfieHHble A0 OHA BCTYNMEHUS B CUIly HaCTOSILEro
denepanbHOro 3akoHa, UM MPUHATUE pelleHnd O BHEeCEeHUN W3MEHEHUA B [OKYMEHTHI,
cogep)xawmecss B pPErnctpaumMoOHHOM [OOCbe Ha 3aperncTpupoBaHHbIA NEKapPCTBEHHbIN
npenapat gnsg  MeguUMHCKOro MNpPUMEHEHWA W NpeAcTaBrfieHHble Ha  3KCrnepTusy
NeKapCTBEHHbIX CPeACcTB A0 AHA BCTYNNeHus B cuny Hactoswero denepanbHOro 3akoHa,
OCYLLECTBMNATCA Ha OCHOBaHMW [OKYMEHTOB W [aHHbIX, MpeAcTaBfeHHbIX A0 [OHS
BCTYNneHna B cuny Hactosiwero ®efepanbHOro 3akoHa, a Takke 3asiBNEeHUs O BHECEHUN
M3MEHeHUn B  OOKYMEHTbl, cogepxawmeca B  perucTtpauuMoHHOM  [oCbe  Ha
3apermcTpupoBaHHbIN  NIEKAPCTBEHHbIN  npenapat Ana  MeAUUMHCKOrO  NPUMEHEHUd,
npeacTaBneHHOro NPoM3BoANTENEM JIEKAapPCTBEHHbIX NpenapaToB UM YNONHOMOYEHHbIM UM
NMUOM B COOTBETCTBUM C HacTosAwmm dDegepanbHbIM  3aKOHOM B YNOSTHOMOYEHHbI
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deaepanbHbIi opraH mucnonHutenoHon Bnactu ao 1 maprta 2011 roga, 6e3 TpeboBaHus
ynnaTtbl rocy4apCTBEHHOW MOLWWNUHbI, NPegyCMOTPEHHOW 3akoHo4aTesIbCTBOM Poccuimnckon
depnepaumm o Hanorax u cbopax.

MHdopmaumsa 06 n3MeHeHUsIX:

QedeparsbHbiM _3akoHom om 29 Hosibps 2010e. N 313-®3 wvacmb 3.4 cmambu 71
Hacmosiuweao ®edeparsibHO20 3aKOHa U3/I0XeHa 8 Hoeol pedaKkuyuu, scmynaruel 8 cuniy
CO OHA odhuuuanbHo2o onybnukogaHus Ha3geaHHo20 ®edeparsibHO20 3akoHa U
pacrnpocmpaHsaruelcs Ha npasoomHouweHus, 8o3Hukwue ¢ 1 ceHmsabps 2010 e.

CmMm. mekcm Yacmu 8 npeodbidyuwiel pedakuuu

3.4. Bblgaya paspelweHun Ha npoBeAeHWEe  KITMHWYECKUX  MUCCreLoBaHUK
neKapCTBEHHbIX NpenapaToB ANd MeAULMHCKOrO NPUMEHEHUS NO 3asiBfIEHNAM, NO4AaHHbLIM 0
OHA BCTYNfieHUss B cuny Hactosuwero defepanbHOro 3akoHa, a Takke MO 3asiBlIeHUSAM,
nogaHHbIM NOcne AHA BCTynneHus B cuny Hactoswero ®egepanbHOro 3akoHa Ha OCHOBaHWUM
3KCnepTu3, NpoBedeHHbIX 0O AHA BCTYMMEeHUa B cuny Hactoswero denepanbHOro 3akoHa,
OCYLLECTBMSAETCA B COOTBETCTBMM C HacToswum ®PepepanbHbiM 3aKOHOM Ha OCHOBaHWUK
OOKYMEHTOB M [aHHbIX, MPeAcCTaBrieHHbIX WKW MOMYYEHHbIX OO0 AHSA BCTYNNEHUs B Cuny
HacTosiwero degepanbHOro 3akoHa, a Takke Ha OCHOBAHWW KOMUM npenBapuUTEnbHOro
aorosopa 06s3aTeNbHOr0 CTpPaxoBaHWUS KU3HW, 300POBbS MAUWEHTOB, Y4acCTBYHOLWMX B
KNMUHWYECKOM WUCCNeaoBaHMM NeKapCcTBEHHOro npenaparta Ansi MeguUMHCKOro NPUMEHEHNS,
WM  KOMUM JoroBopa 00s13aTENbHOrO0 CTPaxOBaHWUA  KU3HW, 340POBbS  MAUMEHTOB,
y4acCTBYHOLMX B KNMHUYECKOM UCCIeLoBaHMM NeKapCcTBEHHOrO npenapara ansi MeguuUnHCKOro
npumMmeHeHnsi, nnbo npeacTtaBeHHON KOMMM aoroBopa 00643aTenbHOro CTpaxoBaHus,
3aKIOYEHHOrO0 B COOTBETCTBUM C TUMOBLIMWU MNpaBuriamm 0643aTenbHOro CTpaxoBaHus, C
ykaszaHvem npegernibHoM  YUCMNEHHOCTM  MauueHTOB, Y4acTBYWOLMX B KITMHUYECKOM
nccnegoBaHMM  NeKapCTBEHHOro npenapata  Ans  MeAUUMHCKOro  MpuMeHeHusi, ©6es3
TpeboBaHUA ynnaTtbl rOCygapCTBEHHOW MOLUMMHBI, NPEeayCMOTPEHHOM 3aKOHOOATENLCTBOM

Poccunckon ®efepaunn o Hanorax un cbopax.

WNHdopmauusi 06 usmeHeHusX:

@edepasnbHbiM _3akoHom om 11 okmsabps 2010 2. N 271-®3 cmames 71 Hacmosuweao
®edeparibHo20 3aKoHa dornosiHeHa Yacmbio 3.5
3.5. 3aperncrtpmpoBaHHble B WMHOCTPaHHOW BanwTe A0 AOHA BCTYNNEHUS B Cuny

HacTosiwero ®efepanbHOro 3akoHa npefesibHble  OTMYCKHble  LeHbl  MHOCTPaHHbIX
Npou3BOaAUTENEN Ha NEeKapCTBEHHblIE MpenapaTtbl, BKMOYEHHbIE B MNEPEYEHb >XM3HEHHO
HeobXo4MMbIX U BaXKHEWLLNX NeKapCTBEHHbIX NpenapaToB, noanexaT nepecyeTy B pydnu no
kypcy LleHTpanbHoro 6aHka Poccuiickon degepaumm Ha gaTy, YCTaHOBMNEHHYHO
MpaButenbctBoMm Poccurickon Pepepauuun, 6e3 npeacTaBneHust 3asiBeHUa O nepecyete
LEeHbl C BHECEHMEM COOTBETCTBYIOLLUNX U3MEHEHUIN B rOCY4apCTBEHHbIN peecTp NpeaeribHbIX
OTMYCKHbIX UeH Npou3BoauTenen Ha fekapCTBEeHHbIe npenapaThbl, BKAYEHHbIE B NepeyeHb
XWN3HEHHO HEODOXOAMMBbIX N BaXXHENLLMX JIEKAPCTBEHHbLIX NpenapaTos.

WNHdopmauusi 06 nsmMeHeHusx:

®edepanbHbiM _3akoHom om 11 okmsabps 2010 2. N 271-®3 cmamesi 71 Hacmosuweao
®edeparibHo20 3aKoHa 0ornosiHeHa Yacmabio 3.6
3.6. 3apernctpupoBaHHble 00 OHA BCTynneHus B cuiy Hactoswero denepanbHOro
3aKoHa npedenbHble OTMYCKHble LieHbl POCCUMACKMX MNPOM3BOAMTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKMIOYEHHbIE B MNEPEYEHb KU3HEHHO HEOOXOOMMBbIX U BaXXHEWMLLUX
nekapCTBEHHbIX MpenapaTtoB, noanexar uHaekcauum ¢ 1 Hos6ps 2010 roga wucxoga wms
NPOrHO3NPYEMOrO YPOBHS MHMPNALMMK, YCTAHOBNEHHOrO PenepanbHbiM 3akOHOM OT 2 aekabps
2009 roga N 308-93 "O denepansHom brogxeTe Ha 2010 rog 1 Ha nnaHosbin nepuog 2011 n
2012 ropoB" Ha 2011 roga.
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WNHdopmauusi 06 usMeHeHusIX:

@eldeparibHbiM _3akoHoM om 6 Oekabpsi 2011 e. N 409-®3 e yacmb 3.7 cmambu 71
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmyrnaruue 8 cusmy 1o
ucmeyeHuu mpuduamu OHel nocre OHSA ogbuuuanbHo20 onybnukogaHus Ha38aHHO20
®edepanbHO20 3aKOHa

Cm. mekcm Yacmu 8 rpedbidywel pedakuuu

3.7. Nocne 1 mapta 2011 roga He gonyckawTCca NPOM3BOACTBO M BBO3 B Poccuimckyro
defepaumio nekapcTBeHHbIX NpenapaTtoB B YNakoBKax C MapKUPOBKOMW, KoTopas 6bina
HaHeceHa OO0 AHA BCTyMfeHus B cuily Hactoswero ®epepanbHoro 3akoHa. 1o uctedeHun
YKa3aHHOrO  CpOKa  [aHHble  IekapCTBEHHble  npenapaTtbl  MOryT  OTNycKaTbCH,
peanu3oBbIBaTbCS, NepefaBaTbCs U MPUMEHATLCA 4O UCTEYEHNSA UX CPoKa roOgHOCTW.

4. Co gHa BCTynneHusa B cuny Hactosiwero denepanbHoro 3akoHa m no 30 anpens
2011 roga BKMOYUTENBHO O0MNyCKaeTCa MNpoBedeHUEe IKCNepTU3bl NEKAPCTBEHHbIX CpeacTs
9KCNepTaMn IKCMEPTHOrO ydpexaeHus [0 MPOXOXAEHWs WuMM atTectaumm B Nopsake,
YCTaHOBJIEHHOM YMOSIHOMOYEHHbLIM (beaepanbHbIM OpraHOM UCNOSTHUTENBHOM BNACTMU.

5. Co gHsa BcTynnenus B cuny Hactosiwero degepanbHoro 3akoHa u no 31 gekabps
2013 roga BKIOYMTENBHO OCYLLECTBIISETCA nepexoq K MpOU3BOACTBY JleKapCTBEHHbIX
CpeAcTB B COOTBETCTBMM C MpaBunamMu opraHu3auum npou3BOACTBa U KOHTPONSA KayecTBa
NeKapCTBEHHbIX CPeACTB, yKadaHHbIMM B 4Yactu 1 crtatem 45 Hactodwero degepanbHOro
3aKkoHa, B nonHom obbeme. Cpokm nepexopa NPOU3BOACTBA NEKAPCTBEHHbIX CPEeACTB K UX
NPOM3BOACTBY B COOTBETCTBMM C KOHKPETHbIMM TpeboBaHWSIMW AaHHbLIX NpaBui, BKIOYas
CPOKM aTTecTaumm YNONMHOMOYEHHbIX NNL, YKa3aHHbIX B YacTsax 6 n 7 ctatbu 45 HacTosLWero
depnepanbHOro 3akoHa, ycraHasnueatTca NpasutensctBomM Poccuinckon degepaumu.

6. JlMueH3nn Ha npom3BOLCTBO JEeKapCTBEHHbIX CPEeACTB, BblAaHHble A0 1 AHBaps
2014 roga, peuncteytoT nocre 1 aHBapa 2014 roga OO UCTEYEHUS Cpoka UX AENCTBUS Mpu
YyCrOBMM COOTBETCTBMS NULEH3MaTa npasuiam oOpraHvsauum nNpouM3BOACTBA M KOHTPOMSA
KayeCcTBa JleKapCTBEHHbIX CPeaCTB, YKasaHHbIM B 4Yactu 1 cratem 45 HacToswero
depnepanbHOro 3akoHa.

WNHdopmauusi 06 nsmMeHeHusx:

@edepasnbHbiM _3akoHoM om 29 Hosibps 2010e. N 313-©3 cmambsi 71 Hacmosiueao
®edeparnibHo20 3aKoHa O0roJIHeHa Yacmero 7, scmynaruiel 8 cusy co OHS oghuuuabHO20
onybrukoeaHusi HazgaHHo20 ®edepasibHO20 3aKOHa
7. ®opmupoBaHMe rocyaapCTBEHHOrO 3adaHuWsi Ha MpoBeAeHue 3KCNepTu3bl
NeKapCTBEHHbIX CPeacTB denepanbHOMY rocygapCTBEHHOMY OHOLKETHOMY yYpeXxaeHuo no
NPOBEOEHUID SKCMEepTU3bl NEKaApCTBEHHbIX CcpeactB W ¢mHaHcoBoe obecneveHne
BbIMOSIHEHNA 3TOrO0 3aJaHus OCYLLECTBNAKTCA B MOPsAKe, YCTaHOBNEHHOM PegeparibHbiv

3akoHoM OT 12 aHBapsa 1996 roga N 7-93 "O HekoMMepYeCcKnx opraHmsaumnax”.
FAPAHT:

CM. KOMMeHTapum Kk ctatbe 71 HacTosiero ®enepanbHOro 3akoHa

MpesnageHT Poccunckon depepaumm [. MenoBenes

Mockea, Kpemnb
12 anpensa 2010 .
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