depnepanbHbiv 3akoH oT 12 anpens 2010 r. N 61-03
"O6 obpalyeHnn nekapcTBEHHbIX cpeacTB”

MpuHar NocyaapcTtBeHHon [lymon 24 mapTta 2010 roaa
Opno6peH CoseTtom depepaumm 31 mapta 2010 roga
TAPAHT:

CM. koMmeHTapumn K HacTosieMy PegepanbHOMY 3aKOHY
MnaBa 1. O6Wwme nonoxeHus

Crtatba 1. [NpegmeT perynupoBaHus HacTosiwero eaepanbHOro 3akoHa

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 6 Oekabpsi 2011 2. N409-®3 6 yacmb 1 cmambu 1
Hacmosiwezo ®edeparibHO20 3aKOHa B6HECEHbl U3MEHEHUs, ecmyrnarujue 8 cuJsly o
ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuanibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparnibHO20 3aKOHa

CM. mekcm yacmu 8 npeobidyuwiel pedakyuu
1. HacTtoswmn ®epnepanbHbll 3aKOH perynupyeT OTHOLLEHUA, BO3HMKaKOLLME B CBA3U C
obpaweHnem - paspaboTkoW, OOKIUHUYECKMMWU  UCCNEeOOBaHUSIMKU,  KITMHUYECKUMMU
nccnegoBaHUAMK, 3KCNEPTU30N, rOCYNapCTBEHHOW perncTpaumen, co ctaHgapTusauuen u ¢
KOHTPONEM Ka4yecTBa, NPOM3BOLACTBOM, U3rOTOBMEHNEM, XPaHEHMEM, NEPEBO3KON, BBO3OM B
Poccuinckyto depepaumto, BbiBO3oM U3 Poccuinckon Pepepaumn, peknamon, OTMYCKOM,
peanusauuen, nepegadvyen, NpUMEHEHNEM, YHUYTOXEHNEM NEKapCTBEHHbIX CPeaCTB.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 25 utoHs1 2012 e. N 93-®3 6 vacmb 2 cmambu 1 Hacmosiweao
®edeparbHO20 3aKOHa BHECEHbI U3MEHEHUS

CmM. mekcm yacmu 6 npeobiOyuwel pedakyuu
2. Hactoawun depeparnbHbiM 3aKOH yCTaHaBnNuBaeT NPUOPUTET rocydapCTBEHHOrO
perynupoBaHua 6e3onacHoCcTU, KadyectBa U 3(hPeKTUBHOCTU JleKapCTBEHHbLIX CPeacTB
npu nx obpaweHum.
FTAPAHT:

CM. KoMMeHTapuii K ctaTbe 1 HacTosLlero PenepanbHOro 3akoHa

CraTtba 2. Cdepa npumeHeHnsa HacToswero ®egepanbHOro 3akoHa
Hactoawun depeparnbHbi 3aKOH MPUMEHAETCH K OTHOLLUEHUAM, BO3HMKAKOLMM MNpw
obpalleHnn nekapCcTBEHHbIX CPEeACTB Ha TeppuTopun Poccurckon ®enepauuu.
FTAPAHT:

CM. KOMMeHTapum K cTaTbe 2 HacToswero ®eaepanbHOro 3akoHa

CraTtba 3. 3akoHogaTenbcTBO 06 06paLLeHM NEKAPCTBEHHbIX CPEACTB

1. 3akoHogatenoctBO 006 oOpaweHun nekapcTBEHHbIX CpPeacTB COCTOUT U3
HacTosilwero defepanbHOro 3akoHa, Apyrux deaeparbHbIX 3aKOHOB M MHbIX HOPMaTMBHbIX
npaBoBbIX akToB Poccurckon degepaumn.

2. [dencteue HacTosiwero denepanbHOro 3akoHa pacnpocTpaHsaeTcs Ha obpalleHune
HapPKOTUYECKUX SIEKAPCTBEHHbBIX CPEACTB U MCUXOTPOMHbLIX NEKAPCTBEHHLIX CPEACTB C Y4ETOM
0COOEHHOCTEN, YCTAHOBMEHHbIX 3akoHopgaTtenbcTBOM Poccuickon ®depepaunmn o
HapKOTUYECKUX CpeacTBax, NCUXOTPOMHbIX BellecTBax 1 06 ux npekypcopax.
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3. Hencteue Hactosiwero degepanbHOro 3akoHa pacnpocTpaHseTca Ha obpalleHne
paguodapmaueBTUYECKUX  JIeKapCTBEHHbIX  CPeAcTB € y4eToM  ocoBeHHocTewn,
YCTaHOBMEHHbIX 3akoHopaTenbcTtBOoM Poccuiickon dPepepaumm B obnactn obecneyeHus
pagvaunoHHon 6e3onacHoCTu.

4. Ecnn mexpayHapoaHbiM goroBopoM Poccuinckon depgepaumm yCTaHOBIEHbI UHbIE
npaevna, 4Yem Te, KOTOpble npeayCcMOTpeHbl HacToAawmMm dPeaepanbHbIM - 3aKOHOM,
NPUMEHSIIOTCA NpaBuia MexayHapo4HOro orosopa.

5. B Poccuinckon ®depepaumm B COOTBETCTBUMM C MEXAYHAPOAHbIMM [OroBopamm
Poccunckon degepaumm u (Mnu) Ha OCHOBE NPUHUMMNA B3aMMHOCTU NPU3HAKOTCA pesynbTaThl
KNMMHNYECKMX UCCIefoBaHUN NekapCTBEHHbIX NpenapaTtoB AN MeAUUUHCKOrO MpUMEHEHMS,
npoBefeHHbIX 3a Npegenamu Tepputopun Poccurckon ®epepauuu.

FAPAHT:

CM. KoMmmeHTapui k ctaTbe 3 HacToswero ®egepanbHOro 3akoHa

CraTtbs 4. OCHOBHbIE MOHATUSA, UCNONb3yeMble B HacToswem PegepanbHOM 3aKOHe

Ana uenen HacTosiwero ®efepansbHOro 3akoHa UCMONb3YITCH cnefyolwne OCHOBHbIE
NOHATUSA:

1) nekapcTBeHHble cpeacTBa - BewecTBa WM MX KOMOMHauuw, BCTynawwme B
KOHTaKT C OPraHM3MOM YerioBEKA UMK XXMBOTHOIO, MPOHMKAOLLNE B OpraHbl, TKAHW opraHnama
yefioBeka WM  KUMBOTHOrO, TMpPUMEHsieMble ANa  NPOMUNIaKTUKKA, AWarHOCTUKM  (3a
WCKMIOYEHNEM BELLECTB UMN MX KOMOWHAUWIA, HE KOHTaKTUPYIOLWNX C OPraHM3MOM YernoBeka
UIN XXUBOTHOTO), NleveHus 3abonesaHus, peabunurauumn, ans coxpaHeHus, npeoTepaLleHuns
UM npepbiBaHns 6epeMEeHHOCTU U MOMyYEeHHble U3 KPOBW, MNa3mMbl KPOBW, M3 OPraHos,
TKaHen opraHM3Ma YesioBeka UM XXUBOTHOIO, pacTEHU, MMHeParioB MeToA4aMn CUHTEe3a Unu
C npuMMeHeHMeMm buonornyecknx TexHonornn. K nekapCTBEHHbIM CpeacTBaM OTHOCATCS
dhapmaueBTUYecKkme cybcTaHUUN 1 NeKapCTBEHHbIE NpenaparThl;

2) cpapmaueBTMYECKME CYOCTaHUMM - JEeKapCTBEHHbIE CpeacTBa B Buae
AENCTBYOWNX BewecTB Ouonormyeckoro, OMOTEXHOMOMMYECKOTO, MUHEPANIbHOMO UK
XMMUYECKOTO  MPOUCXOXAEHWUS,  obnagawowme  PapMakofiorM4eckor  akTUBHOCTBIO,
npegHasHayeHHble AOns NPOM3BOACTBA, W3rOTOBIEHUS JleKapCTBEHHbLIX MpenapaToB WU
onpegenswwme nx aoPEKTUBHOCTb;

3) BcnomoraTtesibHble BellecTBa - BellecTBa HeOpPraHM4yecKkoro Unnm opraHUyYeckoro
NPOUCXOXAEHNSA, NCNOMb3yEMblE B NPoOLECCe NPOU3BOACTBA, M3rOTOBMEHNSA NIEKAPCTBEHHbIX
npenapaToB 4N NpuaaHnUs UM HEOBXOAUMBIX (PUBNKO-XMMUYECKNX CBOMCTB;

4) nekapcTBeHHble npenapaTbl - JIEKAPCTBEHHbIE CPEACTBA B BMAE NIEKAPCTBEHHbLIX
dopM, npuMeHsieMble ONA  NpOoUNaKkTUKW, AWArHOCTUKW, JeyvyeHust 3aboneBaHus,
peabvnutaumm, 4ns coxpaHeHus, NpeaoTBpaLLEHNS UNK NpepbiBaHNS GEPEMEHHOCTH;

5) nekapcTtBeHHas ¢opmMa - COCTOSIHME  JIeKapCTBEHHOro  npenapaTa,
cooTBeTCTBYHOLEee cnocobam ero BBeAeHUs 1 NpuMeHeHna n obecneynsatoLiee JOCTUXKEHNE
HeobxoauMoro neyebHoro apdekTa;

6) nepe4vyeHb XW3HEHHO HeOOXOAUMMbLIX W BaXHEWWUX JeKapCTBEHHbIX
npenapaTtoB - eXerogHo yteepxgaembin [lpasutensctBom Poccunckon dPegepauyunm
nepeyvyeHb NleKapCTBEHHbIX MpenapaToB AN MeAULMHCKOrO NpUMeHeHns, obecneyvmBaroLLmx
npuopuTeTHble NOTPEOHOCTM 30pPaBOOXPAHEHUS B UENAX MNpoPUIakTUkM U feYyeHus
3aboneBaHun, B TOM Yucne npeobrnagaromx B CTpykType 3aboneBaemoctu B Poccuiickon
depepauunm;

7) wMMMyHOOMOMNoruvyeckume rneKkapCcTBeHHble nMnpenapaTbl - JIEKAPCTBEHHbIE
npenapaTtbl GUOMOrMYECKOro MPOUCXOXAEHMUS, NpeaHasHavyeHHble ANs UMMYHOMOrMYeCcKnX
ANArHOCTUKK, NPOUNAKTUKM U NeYeHnsa 3aboneBaHui;
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8) HapkoTuyeckume neKapCTBEHHble CpeAcTBa - JleKapCTBEHHble npenapaTbl U
dhapmaLeBTU4eCckMe cybCcTaHLmMK, codepXallme HapkoTUYecKne cpeactBa U BKIOYEHHbIE B
lNMepeyeHb HAPKOTUYECKMX CPeacTB, MNCUXOTPOMHbIX BeELWECTB W  WUX NPeKypcopos,
nognexawmx KoHTponto B Poccuiickon defepaummn, B COOTBETCTBUN C 3aKOHOOATENbCTBOM
Poccunckon ®depepaumn, mexgyHapogHbiMu gorosopamu Poccuiickon depepauuun, B TOM
yncne EamHon KoHBeHUMen o HapkoTuyecknx cpeacteax 1961 roaa;

9) ncuxoTponHble JeKapCcTBEeHHble cpeacTBa - JIeKapCTBEHHble npenapaTbl U
dhapmaLeBTU4eckme cybcTaHuuKn, cogepXalime NCUXOTPOrHble BELLecTBa U BKMOYEHHbIE B
lNMepeyeHb HAPKOTUYECKMX CPeacTB, MNCUXOTPOMHbIX BELWECTB W WX NPeKypcopos,
nognexawmx KoHTponto B Poccuiickon defepaummn, B COOTBETCTBUN C 3aKOHOOATENbCTBOM
Poccunckon ®depepaumn, mexayHapoaHbiMu gorosopamu Poccuickon depepauuu, B TOM
yncne KoHseHumen o ncnxoTponHbix Bewectsax 1971 roga;

10) paauocpapmaueBTUYECKME JIeKapCTBEHHbIE cpeAcTBa - JIeKapCTBEHHbIE
CpeacTBa, KOTopble coepxaT B roTOBOM AN1A UCNOSb30BaHMA hopMe OAMH PaavoHYKNUA Unu
HECKOJSbKO PaanoHYKNMA0B (pagnoakTUBHbBIX M30TOMOB);

11) opuruHanbHOe neKapCcTBEeHHOE CpeacTBO - JleKapCTBEHHOE CpenacTBo,
cogepxallee BnepBble MNOMYYEHHYH apMaueBTUYECKyd CybCTaHUMiO WU HOBYHO
KomOunHauuio dapmaueBTUYeckmx cybctaHumn, apdekTMBHOCTL N 6e30NacHOCTb KOTOPbIX
noaTBepXaeHbl pesynbTaTaMy OOKMUMHUYECKUX UCCNeoBaHUM JIEKapCTBEHHbIX CPeacTB U
KNMHNYECKMX NCCrneaoBaHu NekapCTBEHHbIX NpenapaTos;

12) BocnpousBefeHHOE JieKapCTBEHHOEe CpeaAcTBO - JleKapCTBEHHOEe CpencTBo,
cofepxallee Takylo xe dapMaueBTUYECKyld CYOCTaHUMIO UM KOMOBWHAUMIO Takux Xe
hapmaueBTUHECKUX CYOCTaHLUMIA B TakoW Xe nekapcTBeHHOW bopme, YTO U OpUrMHanbHoe
nekapcTBEHHOE CpeaCcTBO, U NoCcTynueLLee B obpalleHne nocne noctynneHus B obpalleHne
OpPUIrMHanNbHOro NeKkapcTBEHHOrO CPeacTBa;

13) nekapcTBeHHOEe pacTUTENbHOE CbIpbe - CBEXWE WUIMK BbICYLLIEHHbIE PaCTEHMUS
nmbo nx YacTtu, Ucnosib3yemble A5 NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB OpraHn3auusamMm
- MpOM3BOOMTENAMU FEKapCTBEHHbIX CPeACTB  WAW  U3rOTOBMIEHUS  NEeKapCTBEHHbIX
npenapatoB anTeYHbIMKM OpraHu3auusiMu, BeTepUHAPHbIMW anTeYHbIMU OpraHu3aunsamu,
MHOUBMAYaNbHbIMU NpeanpUHUMAaTENSMU, UMELWNMUN NNLEH3NI0 Ha chapmaueBTUYECKYH
DEeATEeNbHOCTb;

14) nekapCTBEHHbIW pacTUTeNbHbIA MpenapaTr - JEeKapCTBEHHbLIN npenapar,
npoun3seneHHbIN NN U3roTOBMEHHbIM N3 O4HOrO BuAa NIEKapCTBEHHOMO PacTUTENBLHOMO CbIpbsi
NI HECKONbKNX BUOOB TAKOro Cbipbs U peanudyemMbiil B pacacoBaHHOM BUAE BO BTOPUYHON
(NnoTpebuTenbLCcKon) ynakoBKe;

15) romeonaTtuyeckoe JrieKapCTBEHHOE CpeacTBO - JleKapCTBEHHOE CpeacTso,
npoun3sefeHHOE NN U3rOTOBIEHHOE MO crieumanbHON TEXHONOMu;

16) wMexayHapoaHoe HenaTeHTOBaHHOe HaMMeHOBaHWe JieKapCTBEHHOro
cpeacTBa - HaMMeHOBaHMe (hapMaLueBTUYECKON cybBcTaHuuK, pekomeHgoBaHHoe BecemumpHom
opraHusaumen 3gpaBoOXpaHeHus;

17) TOproBoe HauMeHOBaHME JIeKApCTBEHHOro cpeAcTBa - HauMMeHOBaHue
NeKapCTBEHHOMO CpeacTBa, NPUCBOEHHOE ero paspaboTynkom;

18) obwan chapmakonenHas ctaTbs - AOKYMEHT, YTBEPXAEHHbIA YNOMHOMOYEHHbIM
beepanbHbIM OpraHoOM MCMNOSMHUTENBHOW BrlacTU M codepXalun nepeveHb nokasaternen
KadectBa W (MNM) METOLAOB KOHTPOMS KadecTBa KOHKPETHOW JieKapCTBEHHOW opMbl,
NEKapCTBEHHOIO PaCTUTENBHOrO Cbipbsl, OMUCaAHUA BUONOrMYECKUX, BUOXMMUYECKUX,
MUKPOBMNONOrMYEcKNX, OU3NKO-XUMUYECKNX, (PU3NYECKUX, XUMUYECKMX WU OPYrMx MeTOAOB
aHanu3a nekapCTBEHHOro cpeacTaa Afi MeQULMHCKOro NPpMMEHEHUs, a Takke TpeboBaHus K
nUcnonb3yemMbiM B LEnsx MNpoBeAeHUs [OaHHOro aHanusa peakTMBaM, TUTPOBaHHbLIM
pacTtBopam, UHAMKaTopaw;
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19) dbapmakonemHass cTaTbs - [JOKYMEHT, YTBEPXAEHHbIN YNOSTHOMOYEHHbIM
defepanbHbIM OpraHOM UCMOMHUTENbLHOM BracTU U COAEPXalLMW nepeyeHb nokasarternien
KayecTBa M MeTOLOB KOHTPOSsl KavecTBa NeKapCTBEHHOro cpeactsa And MeLUUMHCKOro
NPUMEHeHUs;

20) HopmaTMBHasi AOKYMeHTauuss - [JOKYMEHT, coJepXalwun nepeyeHb
onpegensemMblx MO pesynbTatam COOTBETCTBYIOLINX IKCMNEpPTU3 rokasaTtenen Kadectsa
NeKapCTBEHHOro cpeactsa And  MeOVUMHCKOro NPUMEHEHUsi, MeTOOOB KOHTPOSs ero
KayecTBa W YCTaHOBIIEHHbIW €ro Npou3BoauTenem;

21) HopMaTUBHBLIN AOKYMEHT - JOKYMEHT, coaepXallnin nepeyeHb onpegensembsix no
pesynbTatam COOTBETCTBYIOLMX IKCMepTU3 nokasatenem kadecrsa u (Mnu) MeTonoB
KOHTPOMsl KadecTBa fEeKapCTBEHHOW (OpMbl, OnUcaHna OGMONornvyeckmx, GMoXMMMYecKkux,
MUKPOBUNONOrMYECKNX, (PU3NKO-XMMUYECKNX, (PU3UYECKUX, XUMUYECKMX W OpYrux MeTOAOB
aHanu3a neKapCTBEHHbIX CpPeACTB ANs BETEPUHAPHOro nNpuMeHeHusi, TpeboBaHus K
nucnonb3yembiM B UenAX nNpoBeAeHWs [OaHHOMo aHanu3a peakTtuBam, TUTPOBaHHbIM
pacTBopaMm, UHAMKATOpaM M YCTaHOBIIEHHbIA €ro NponsBoauTenew;

22) Ka4yeCcTBO JieKapCTBEHHOro cpeAcTBa - COOTBETCTBUE NEKAPCTBEHHOIO CpeacTBa
TpeboBaHnaM dapmakonenHon ctatbM nMBGO B crnyyae ee OTCYTCTBUA HOPMaTUBHOM
AOKYMEeHTauun uim HopMaTUBHOIO AOKYMEHTA;

23) 6e30nMacHOCTb JlIeKapCTBEHHOro cCpeacTBa - XapakTepuCTUKa JIeKapCTBEHHOrO
CpeAcTBa, OCHOBaHHasi Ha CpaBHUTENbHOM aHanu3e ero 3PgeKTUBHOCTM U puUcka
NPUYNHEHNA Bpeaa 340POBbIO;

24) acpheKTUBHOCTbL JeKapCTBEHHOro npenapara - XapakTepuctuka cTeneHu
NOJSTIOXUTENBHOIO BVUSHUA JIEKAPCTBEHHOrO npenaparta Ha TeyeHue, NpoLOSMKUTENbHOCTb
3aboneBaHusa nnu ero NpegoTBpalleHne, peabmnmraumio, Ha coxpaHeHue, npeaoTBpaLleHne
unu npepbiBaHne 6epeMeHHOCTH;

25) cepusi nNeKkapCTBEHHOro cpeacTBa - KOMMYECTBO NeKapCTBEHHOIO CpencTBa,
npounssefeHHOe B pe3yfnbTaTe OAHOr0 TEXHOMOMMYECKOro LMKa ero Npon3sBoauTenem;

26) perucrtpauMoHHOe yAoCTOBEpeHue NieKapCTBEHHOro npenapara - JOKYMEHT,
nogTeepxaaroLwmnm akT rocygapCTBEHHON perncTpauum nekapcTBEHHOro npenapara;

27) perucTpauMoHHbIA HOMep - KogoBoe O06O3Ha4YeHue, NPUCBOEHHOE
rfiekapCTBEHHOMY npenapaTy Npu ero rocygapCTBEHHOWN permcrTpauuu;

MHdopmaums 06 naMmeHeHusIx:

®edepanibHbIM 3akoHOM om 6 Oekabpss 2011 2. N 409-®3 e nyHkm 28 cmambu 4
Hacmosiweao PedepasibHO20 3aKOHa 6HEeCEeHbl U3MEeHeHUs, ecmynaruwue 8 cusy o
ucmeyeHuu mpuduyamu OHel rocne OHSA oghuyuanbHO20 onybsiukoeaHuUsi Ha38aHHO20
®edepasibHO20 3aKOHa

CmMm. mekcm nyHkma 8 rnpedbidywed pedakuuu

28) oOpalweHue neKapcTBeHHbIX cCpeacTB - paspaboTka, OOKIMHUYECKue
nccnenoBaHust, KIMHUYECKME WUCCNeaoBaHWs, 9KCNepTu3a, rocyaapCTBEHHaAs permcrpauus,
cTaHgapTM3aums 1 KOHTPOSb KayecTBa, MPON3BOACTBO, U3FOTOBMIEHNE, XpaHEHUE, NepeBO3Ka,
BBO3 B Poccunckyio ®epepauuio, BbiBO3 U3 Poccuickon ®epepauuu, pekrnama, OTNYCK,
peanusauus, nepefaya, NnpMMeHeHne, YHUUTOXEHNE NeKapCTBEHHbIX CPEACTB;

29) cybbekTbl obpalleHUs NeKapCTBEHHbIX CPeAcTB - u3nyeckme nuua, B TOM
yucne WHOuBMAOYanbHble MNpeanpuHUMaTeny, u puandeckne nuua, OocyLllecTBhAsowme
AEeATEeNbHOCTb Npu obpalleHnn NekapCTBEHHbIX CPEACTB;

30) pa3paboTumK nekapcTBEHHOro cpeacTBa - opraHusauus, obnagatowas npasamu
Ha pesynbTaTbl OOKIMHUYECKUX WCCNEeOBaHUN NEKapCTBEHHOrO CPEeACTBa, KAMHUYECKUX
nccnegoBaHW  NEeKapcTBEHHOrO rnpenapaTta, a Takke Ha TexXHOMOorni npou3BoacTBa
NeKkapCTBEHHOro cpeacTBa;
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31) NpoM3BOACTBO JleKAapCTBEHHbLIX CPEeACTB - AeATeNbHOCTb MO MPOW3BOACTBY
NeKapCTBEHHbIX CPeACTB OpraHM3auusiMm - NpoM3BOAUTENSIMU JIEKAPCTBEHHbLIX CPEACTB Ha
OOHOW CTaauu, HECKOSNbKMX MMM BCeX CTaausiX TEXHOMOrMYecKoro npouecca, a Takke Mo
XpaHEeHUIO 1 peanu3aumm Npon3BeaeHHbIX NeKapCTBEHHbIX CPEACTB;

32) npou3BoauTenb FeKapCTBEeHHbIX CPeACTB - OpraHM3auusi, OCyLLecTBNsoLLas
NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB B COOTBETCTBMM C TpeboBaHMSIMW HACTOSLLEro
denepanbHOro 3aKoHa;

33) cpapmaueBTUYECKas OeATENbHOCTb - AeATenbHOCTb, BKMoYakwas B cebs
ONTOBYK TOPFOBMIO F€KApCTBEHHbIMU CpeacTBaMM, MX XpaHeHue, NepeBo3ky W (1nw)
PO3HWYHYIO TOPrOBMIIO JIEKAPCTBEHHbLIMW MpenapatamMun, UX OTNYCK, XpaHeHue, NepeBO3KY,
N3roTOBMNEHME NEKAPCTBEHHbIX NPENapaToB;

34) opraHusauMss ONTOBOM TOProBNU JieKapCTBeHHbIMUM cpeAcTBaMU -
OopraHu3aumsi, OCYLLEeCTBMSIOLWAas ONTOBYH TOPrOBMIO JleKapCTBEHHbIMU CpeacTBaMu, WX
XpaHeHue, NepeBo3Ky B COOTBETCTBUM C TpeboBaHMsAMM HacTosilero ®eaepanbHOro 3akoHa;

MHdopmaumsa 06 nameHeHusax:

®edepasnibHbIM 3akoHOM om 25 Hosibpsi 2013 e. N 317-®3 e nyHkm 35 cmambu 4
Hacmosiuweao ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUST

CmM. mekcm nyHkma e rnpedbidyuwed pedakyuu

35) anTteyHas opraHu3auusa - oOpraHuMsauusi, CTPYKTYpHOe nojpasgeneHve
MEAMLUMHCKOW OpraHusaumm, OCYLLECTBNSAOWMNE PO3HUYHYIO TOProBMIO JfIEKAPCTBEHHbIMU
npenapatamu, xpaHeHue, NepeBOo3Ky, U3roTOBEHME M OTNYCK feKapCTBEHHbIX NpenapaTtoB
ANA  MeOULMHCKOro MNPUMEHEHUs B COOTBETCTBMM C  TpeboBaHMAMM  HACTOSLLENO
depneparnbHOro 3akoHa;

36) BeTepuMHapHas anTeyHasa oOpraHuMsaums - OpraHu3dauusi, CTPYKTYypHOe
nogpasgernieHne BeTepUMHapHOM OpraHusaunn, OCYLLECTBISIOWNE PO3HUYHYKO TOProBmio
NEeKapCTBEHHbIMX MpenapaTtamu, XpaHeHue, WU3roToBfieHME W OTNYCK JleKapCTBEHHbIX
npenapaToB ANA BETEPUHAPHOIo NPUMEHEHUS B COOTBETCTBMM C TPEOOBaAHUAMUN HACTOSLLErO
depepanbHOro 3akoHa;

37) chanbcudcuumpoBaHHOe nNekapcTBEHHOE CPeaAcTBO - JieKapCTBEHHOE CPEACTBO,
CconpoBOXaaemMoe JTIOXXHOW MHdopMaLnen o ero coctase 1 (Unu) NpomsBoanTene;

38) HepobpokayecTBEHHOE NeKapCTBEHHOE CPeACTBO - fleKapCTBEHHOE CPEeACTBO,
He cooTBeTCcTBYylOLee TpeboBaHMAM hapmakonerMHon ctaTtbn OO B Criydae ee OTCYyTCTBUSA
TpeboBaHNAM HOPMATUBHOW AOKYMEHTaLUN NN HOPMATUBHOIO AOKYMEHTA;

39) kKoHTpadhaKTHOEe neKapCTBEHHOE CpeacTBO - JIEKAapPCTBEHHOE CpPeAcTBoO,
HaxogsLeecs B 060poTe C HApyLLIEHMEM rpaXAaHCKOro 3akoHo4aTe bCTBa;

40) [OKNMHUYECKOEe uUccreaoBaHUe fieKapCTBEHHOro cpeacrtBa - Guonormyeckue,
MUKpoBUonornyeckne, UMMYHOSOMMYECKNEe,  TOKCUKOMOrmyeckme, apmakonornyeckue,
dusnyeckme, XxMMu4eckne u apyrme uccrnegoBaHWs JeKapCTBEHHOro CpeacTtBa nyTem
NPUMEHEHNA HayYHbIX METOAOB OLEHOK B Lensx nonyyeHus gokasatensctB 6e3onacHocTw,
KadecTBa M 9(pPEeKTUBHOCTU NNEKapCTBEHHOIO CPeACTBa;

41) KNUHUYECKOe uccnefoBaHME JEeKapCTBEHHOro npenapara - U3yyYeHue
ANArHOCTUYECKMX,  NeYebHbIX,  NpodUNakTU4ecknx,  apmMakonormyeckux  CBOWNCTB
NeKapCTBEHHOro npenaparta B MpoLecce ero NpuMeHEeHUs y 4YerioBeka, XXMBOTHOMO, B TOM
yucrne npoLeccoB BcacbiBaHWs, pacnpefeneHnsi, WU3MeHEeHUs W BblBEAEeHUs, NnyTem
NPUMEHEHNSA HaYYHbIX METOAOB OLEHOK B Lensx nonyyeHnsa gokasaTtenbctB 6e30nacHOCTMH,
KayecTBa U 3GdEKTMBHOCTM IE€KAPCTBEHHOrO npenaparta, AaHHbIX O HeXenaTenbHbIX
peakumsx opraHm3aMa 4YenoBeKka, XXMBOTHOIO Ha NPUMEHEeHWe NeKapCTBEHHOro npenaparta u
06 aodpdpekTe ero B3aMMOOENCTBMA C APYrMMU FeKapCTBEHHbIMW npenapatamu u (1nwu)
nULLEeBbIMM NPOAYKTAMU, KOPMaMu;
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42) MHOroueHTpPoOBOEe KIMHUYECKOEe MUCcrneaoBaHUe NeKapCTBEHHOro npenaparta
ANs  MeAULMHCKOro MNpUMEHEeHUA - KIIMHUYECKOe UCCredoBaHue nekapCTBEHHOro
npenaparta gns MeauvuMHCKOro npuMeHeHus, nposBoanumoe pas3paboTynMKoM NeKapCTBEHHOMO
npenapata B [ABYX W 0Oonee MeOULMHCKMX OpraHuM3auusax Mo eauHOMYy MpPOTOKONy
KNMHMYECKOro nccnefoBaHus fiekapCTBEHHOMO npenapara;

43) MeXxayHapoaHoe MHOroLeHTpoBOe KNUHU4Yeckoe uccnepoBaHue
fleKapCTBEHHOro rnpenapata AN MeOUUMHCKOro TMPUMEHEHUs -  KIMHU4Yeckoe
nccnefoBaHve nekapcTBEHHOro npenaparta ans MeauuuHCKOro NpUMeEHeHUs, npoBoauMoe
pa3paboTyMKoM NeKapCTBEHHOro npenapaTta B pasfMyHbIX CTpaHax Mo eguHoMy NPOTOKOMy
KNMHNYECKOro nccnefoBaHns NnekapCTBEHHOMo npenapara;

44) nocTperucTtpaumMoHHoe KIIMHUYeCcKoe uccriegoBaHue JsieKapCTBEHHOro
npenapata Ans  MeAULMHCKOro MNPUMEHeHUsa -  KIWMHWYEeCKoe  uccrnegosaHue
nekapCTBEHHOro npenapara ang MeguumMHCKOro npuMeHeHus, NpoBoAnMOe npoussoanTenem
NeKapCTBEHHOro npenapaTa, rpaxagaHckui o0OpOT KOTOPOro OCyLlecTBnseTcs nocne
rocygapCTBeHHOW pernctpauun, B Uensx [OnonHuTenbHoro cbopa pdaHHblIX O  ero
6e3onacHoCTM U  3(PMEKTUBHOCTN, pPaCLUMPEHNA MNOKA3aHUN K MPUMEHEHUK OaHHOro
NleKapCTBEHHOro npenapara, a TakkKe BbISBIEHUS HeXenaTernbHbIX peakuun nauuveHToB Ha
€ero JencTBue;

45) unccneposaHMe OMO3IKBUBANEHTHOCTU JleKaApCTBEHHOro rnpenaparta - Bug
KNMMHUYECKOro  UCCneaoBaHUs  NleKapCTBEHHOro  npenapaTta, npoBedeHue  KOTOPOro
ocywiecTBngeTca  Ansg  onpegeneHus CKOpPOCTU BCacCbIBaHMS " BblBEAEHUSA
drapmaLieBTUYECKON cybcTaHumn, KonuyecTtea dhapmaLeBTUYECKON cybcTaHumn,
AOCTUraloLLLEero CUCTEMHOIO KpOBOTOKA, 1 pe3ynbTaTbl KOTOPOro No3BOSIAKT caenaTb BbIBOA O
OMO3KBUBANEHTHOCTN BOCNPOU3BEAEHHOrO JIeKapCTBEHHOro rnpenapara B onpeaeneHHbIX
nekapCTBEHHON (hopMe M JO3MPOBKE COOTBETCTBYHOLLEMY OPUMMHANBHOMY fleKapCTBEHHOMY
npenapary;

46) wmccnepoBaHMe TepaneBTUYECKOW 3KBUMBASIEHTHOCTUM  NIeKapCTBEHHbIX
npenapaTtoB - BUA KITMHWYECKOrO UCCNeoBaHNSA NeKapCTBEHHbIX MpenapaTos, NnpoBeaeHne
KOTOPOro OCyLLUecTBMSieTCA ANd  BbISIBNEHUS OOMHAKOBbLIX CBOWCTB  JFlEKapCTBEHHbIX
npenapaToB oOnpeaenieHHoOW feKkapCTBEHHOM (OPMbl, a TakKkKe Hannuina OOMHAKOBbIX
nokasatenen 6e3onacHocT N 3PEPEKTUBHOCTU NEKAPCTBEHHbLIX MpenapaTtoB, OAUHAKOBbLIX
KITMHNYECKUX 3(PEKTOB Npu NX NPUMEHEHUN;

47) NPOTOKOSN KIIMHUYECKOro WuccriefoBaHUS JleKapCTBEHHOro npenaparta -
AOKYMEHT, B KOTOPOM OnNpefensioTcs uenu, opMbl OpraHusauun u MeToaosiorus
npoBeaeHUsT KIMMHUYECKOrO UCCreaoBaHusl, ctTatmctTmyeckme metoabl 06paboTkm pesynbTaToB
Takoro uccrnegoBaHuss M Mepbl Mo obecnedeHnto ©6e30NacHOCTM  PUBNYECKMX  NnL,
y4acTBYHOLLMX B KIMIMHUYECKOM UCCIed0BaHUN NekapCcTBEHHOroO nNpenapara;

48) 6politopa uccrnenoBartens - CBOAHOE U3NOXEHNe pe3yrbTaToB AOKMIMHUYECKOro
nccnegoBaHnsl NekapCTBEHHOMO CPeacTBa M KIMHUYECKOro UccnefoBaHUs fnekapCTBEHHOro
npenapaTa ans MeanuuuHCKOro NpuMeHeHus;

49) MH(pOPMALMOHHLIA FINCTOK MauueHTa - JOKYMEHT, B KOTOPOM coAepXaTcd B
AOCTynHOW dopMe CBedeHUd, Kacawwmecs npoBOAMMOIo KIIMHUYECKOro uccrnenoBaHus
nekapcTBEHHOro npenapara, U B NMCbMeHHon hopMme J0OpOBOSIbHOE cornacue naumMeHTa Ha
yyacTue B KIMHUYECKOM UCCnesoBaHUN NeKapCcTBEHHOro npenapara rnocrie 03HaKoOMIIEHUS C
0COBEHHOCTSAMU KIMMHNYECKOrO UCCeAoBaHUsA, UMEKOLNMN 3HAaYEeHNe ONs Bblpa)KeHUs1 Takoro
cornacus;

50) no6bo4yHOe AencTBUE - peakLmsi opraHMama, BO3HUKLLAS B CBA3N C MPUMEHEHUEM
NeKapCTBEHHOro npenapaTta B [03aX, PeKOMeHAYyeMbIX B MHCTPYKUMU MO €ro NpuMeHeHUHo,
Ans NpodUNakTUKK, ONarHOCTUKK, nedeHnsa 3abonesaHns nnu gnga peabvnutauuu;

51) cepbe3Hasa HexenarternbHas peakuus - HexenaTtenbHas peakuus opraHuama,



CBsi3aHHasi C NPUMEHEHNEM NEKapCTBEHHOIO Npenaparta, npueeaLwas K CMepTu, BPOXOEHHbIM
aHoOManuMsiM  WNU MnopokaMm pasBuTus NGO npeacTaensaowas cobon  yrposy KMU3HMU,
Tpebytowas rocnutanMsaumm unu npmBeaLLas K CTOMKOW yTpaTe TpyaoCcnocobHOCTU u (1nn)
WHBanNMOHOCTU;

52) HenpegBuaeHHasi HeXxenaTeNbHasi peakuua - HexenaTenbHas peakuus
opraHnama (B TOM 4ucrie CBSA3aHHasi C MPUMEHEHMEM IeKapCTBEHHOro npenapata B
COOTBETCTBUN C MHCTPYKUMEW MO €ro NPUMEHEHMUID), CYLIHOCTb M TSXKEeCTb KOTOPOW He
COOTBETCTBYHOT MH(pOPMALMKM O NIEKAapCTBEHHOM Npenapare, coaepkallencsa B MHCTPYKUMK MO
€ro NPMMeEHEHMUIO;

53) peuenT Ha JNeKapCTBEeHHbIW npenapatr - MUCbMEHHOEe Ha3HayeHue
NEeKapCTBEHHOro npenapata no YCTaHOBMEHHOM opMe, BblJaHHOE MEAUUUHCKUM  Wn
BeTepMHapHbIM paboTHMKOM, UMEKLWMUM Ha 3TO MNpaBO, B LENAX OTrnycka feKkapCTBEHHOro
npenapara unu ero M3roToBneHns 1 OTNycKa;

54) TpeboBaHMe MeAULIMHCKOW oOpraHusauum, BeTepuMHApPHOW opraHusauuum -
AOKYMEHT YCTaHOBMEHHOW (POpMbl, KOTOPbIA BbIMMCAH MEOUUMHCKAM WAN BETEPUHAPHbIM
pabOTHUKOM, MMEKLMM Ha 3TO NpaBO, U COOEPXUT B MNUCbMEHHOW ¢opMe YykasaHue
anTeyHon opraHm3aumm o6 oTnycke NeKkapCTBEHHOro npenapara WM O €ro U3roTOBIEHUN U
o6 otnycke ana obecneyeHuss nevyebHOro npouecca B MEOAULMHCKOM OpraHusauum,
BETEPUHAPHOM OpraHn3auuu.

TAPAHT:

CM. koMMeHTapui K cTaTbe 4 HacToswero ®eagepanbHOro 3akoHa

MaBa 2. NMonHomouuna chegepanbHbIX OPraHOB UCMOSTHUTENTbHOM BacTU, OpraHoB
MCNONHUTENIbLHOW BracTn cyobekToB Poccumnckon Pepgepaumm npu odpailueHumn
neKapCTBEHHbIX CpeacTB

Cratba 5. [lonHomouna denepanbHbiX OPraHoOB WCMOMHUTENBHOMW BRactu npu

obpalleHnn nekapCTBEHHbIX CPEACTB

K nonHomouuam denepanbHbiX OpraHoB WUCMOMHUTENBHOW BRacTu npu obpalyeHumn
rieKapcTBEHHbIX CPeACcTB OTHOCATCS:

1) npoBeneHne B Poccuiickon Pepepauumn enuHon rocyaapCTBEHHOW MONMUTUKU B
obnacTtu obecneveHnss nekapCTBEHHbIMU NpenapaTamMu rpaxkgaH Ha Tepputopumn Poccumnckon
depepaumm;

2) yTBepxaeHue obwux capmMmakonenHbIX cTaTten, dapmakonerHbIX cTaTen,
n3gaHue rocygapcteseHHoOn hapmMakoneu;

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKOHOM om 25 utoHs 2012 e. N 93-®3 6 nyHkm 3 cmambu 5 Hacmosiweao
®edepasibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmM. mekcm nyHkma e rpedbidywed pedakyuu
3) ocyuwiecTBneHMe rocyaapCTBEHHONo KOHTpons (Hagsopa) B cdepe obpalleHus
NeKapCTBEHHbIX CPEACTB;
4) nuueHanpoBaHMe MPOM3BOACTBA JlEeKApCTBEHHbLIX CPeACTB U dhapMaLeBTU4ECKON
AEATEeNbHOCTM B COOTBETCTBUM C 3akoHoaaTenbcTBoM Poccuickon ®enepauuu;
FTAPAHT:

Cm. TllonoxeHne 0O JNUUEH3MPOBAHMM NPOU3BOLCTBA  JIEKAPCTBEHHbLIX CPEACTB,
yTBEpPXAEHHOE nocTaHoBneHuem [lpasutensctea PO o1 6 uonsa 2012 r. N 686

5) opraHuMsaumsa 9SKCNepTU3bl JIEKAPCTBEHHbIX CPEACTB, 3TUYECKOW SKCNepTusbl

BO3MOXXHOCTWN MPOBeAEeHNA KIMHUYECKOrO UCCredoBaHUSA NeKapCTBEHHOro npenaparta ans
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MeANLMHCKOro NPUMEHEHWS;

6) Bblgava paspelleHnini Ha NpoBeAeHNe KIMHUYECKUX UCCNefoBaHNn NekapCTBEHHbIX
npenapaToB, Be[eHWe peecTpa BblAaHHbIX paspelleHur Ha npoBedeHue KIMHUYECKUX
nccneoBaHMii NekapCTBEHHbIX NpenapaTtos;

7) rocygapCTBeHHasi  perucrpauusi  NekapcTBEeHHbIX — npenapaTtoB,  BedeHue
rocyapCTBEHHOIo peecTpa fekapCTBEHHbIX CPeacTB;

8) uvHcnekTMpoBaHWe MNPOU3BOACTBA JIEKAPCTBEHHbIX CPeACTB Ha COOTBETCTBUE
npasBunamMm opraHusauuMmM NPOU3BOACTBA W KOHTPOSS KayecTBa JieKapCTBEHHbIX CPeacTs,
Bbldaya 3aknio4eHuin 0 COOTBETCTBUMN NPON3BOANTENS NIEKAPCTBEHHbIX CPeACcTB TpeboBaHUAM
npasus opraHnsaumm NpoM3BoACTBa U KOHTPONS KavyeCTBa NekapCTBEHHbIX CPEACTB;

9) rocygapcTBeHHasi permctpauuns yCTaHOBEHHbIX NPOU3BOAUTENAMM NIEKaPCTBEHHbIX
npenapatoB npeferbHbIX OTMYCKHbIX LEeH Ha XW3HEHHO Heobxoaumble U BaXKHewnwue
NeKkapCTBeHHble nMpenapaTtbl M BedeHWe rocyaapCTBEHHOro peecrtpa npeaenbHbIX
OTNYCKHbIX LleH Npou3BoauTENen Ha feKkapCcTBEHHbIE npenapaTbl, BKIOYEHHbIE B NepeYveHb
XW3HEHHO HEOBXOAMMBIX U BaXXHENLLMX JIEKAaPCTBEHHbIX NpenapaTos;

10) ycTaHoBneHMe nopsiaka BBO3a JleKApCTBEHHbIX CPeACTB Ha Tepputopuio
Poccunckon ®depepaumm n BbiBO3a NEKapCTBEHHbIX CPeAcTB C Tepputopumn Poccuickon
depepaumm;

11) co3gaHve coBeTOB MO BOMpPoOcCaM, CBA3aHHbIM C obpalleHWeM feKapCTBEHHbIX
CpPeAacTs;

12) atTectaums u cepTudukaums cneunanmcTos;

13) yTpaTtun cuny;

MHdopmaumsa 06 nameHeHusx:

Cm. mekem nyHkma 13 cmambu 5

14) MOHUTOPUHI 6e30NacHOCTU NeKapCTBEHHbIX NpenapaTos;

15) yyacTtne B MexagyHapogHOM COTPYOHUYECTBE;

16) nonyyeHMe NO 3anpocaM  YMNOSIHOMOYEHHOro  doefeparibHOro  opraHa
NCMONHUTENbHOM BracTU OT OpraHoOB WCMNOSNHUTENbHOM Bnactu cybbektoB Poccuinckon
depgepaumm, a Takke OT cybbeKkToB 0bpalleHNa NekapCTBEHHbIX CPeACTB AN MEQULMHCKOrO
npUMeHeHna unHdopMaumm Mo BOMNPOCaM YCTAHOBMEHUS U MPUMEHEHUS LeH Ha
neKkapCTBeHHble npenapaTbl U HagbaBOK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTM 3a HapyLLeHMe 3akoHodaTenbcTBa Poccunmnckon
depepauymn.

FTAPAHT:

CM. kKoMMeHTapuii K cTaTbe 5 HacToswero ®egepanbHOro 3akoHa

Cratba 6. lMonHOMOYMS OpraHOB WCMNONHUTENbHOM BRacTu cybbekta Poccunckon

depepaumm npu obpalleHnn nekapcTBEHHbIX CPEeacTB

K nonHomounsim opraHoB MCMNOSNTHUTENBHOM BnacTu cybbekta Poccuinckon degepauunm
npu obpaLleHnn fnekapcTBeHHbIX CpeacTB OTHOCATCS:

1) paspaboTka n peanusaums permoHasnbHbiX Nporpamm obecneyeHns HaceneHus
nekapCTBEHHbIMU NpenapaTtamu;

2) ycTaHOBfeHWe npefenbHbIX pa3MepoB ONTOBbLIX HaAbaBOK M npeaenbHbIX
pa3MepoB PO3HUYHLIX HaabaBOK K (PAKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
NPOM3BOOUTENSMN  JIEKAPCTBEHHbIX  MNpenapaToB, Ha JlieKapCTBEHHble npenaparbl,
BKIMIOYEHHbIE B rMepeYeHb >XU3HEHHO HeoOXOAMMbIX W BaXKHEWLWUX FeKapCTBEHHbIX
npenapaTos;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 25 utoHs 2012 e. N 93-®3 6 nyHkm 3 cmambu 6 Hacmosiweao
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®edeparnbHo20 3aKOHa 8HECEHbI U3MEHEHUS

CmM. mekcm nyHKkma 8 rpedbidyuwed pedakyuu
3) ocyLiecTBneHne permoHanbHOro rocyapCTBEHHOrO KOHTPONSA 3a NPUMEHEeHNEM LiEeH
Ha JeKapCTBEHHble npenapaTbl, BKMAOYEHHbIE B MNEpPeYeHb XU3HEHHO HeobGXoAUMbIX WU
Ba)XKHENLLMX JEKapCTBEHHbIX MpenapaToB, OpraHu3auusiMum ONTOBOW TOProOBMM, anTe4YHbIMU
opraHusaunamun, WHAMBMAYaNbHbIMW NPeanpUHUMATENAMU, WMELWNMM  JNIMLEH3NI0  Ha
dhapmaLieBTUYECKYI0 OeATENbHOCTb.
FAPAHT:

CMm. AgMumHucTpaTUBHbIN pernamMeHT PepepancHon cnyxbbl Mo Hagsopy B cdepe
3[1paBOOXpPaHEHUS N COUMAarnbHOMO Pa3BUTUS MO UCMOSTHEHUIO TOCY4apPCTBEHHOW (OYHKLMM MO
KOHTPOJSIIO 3@ NMPMMEHEHNEM LIEH Ha JleKapCTBEHHbIE NpenapaTbl, BKIOYEHHbLIE B NepeYeHb
XU3HEHHO HEeOoOXOOUMBbIX W BaXHEWLWMUX JeKapCTBEHHbIX MNpenapaTtoB, YTBEPXOEHHbIN
npukasom MuHagpascoupassutusa Poccum ot 3 oktabps 2011 r. N 1128H

CM. KOMMeHTapui K ctTaTbe 6 HacTosLero ®efepanbHOro 3akoHa

NnaBa 3. NlocynapcTtBeHHas cpapmakones

Cratba 7. PaspaboTtka u u3gaHue rocyaapcTBEHHOMW dapMakorneun, pasMeLleHne
JaHHbIX O Hen

1. MNMopa rocynapcTBeHHOM (hapmMakoneen noHMMaeTcs CBog obwmx dapmakonemHbIxX
cTtaten n dapmMakonemnHbIX CTaTeu.

2. Paspabotka o6wux dapmMakonenHblx cTaTem wn ¢apmMakonenHblX cTaTen W
BKMIOYEHNE WX B rOCYOQAPCTBEHHYHD (dapMakonel OCYLECTBAATCA B nopsake,
YyCTaHOBIIEHHOM YMOMMHOMOYEeHHbIM defeparbHbIM OpraHOM UCMONHUTESTbHOW BIiacTu.

3. Paspabotka apmakonemHom CcTaTbM Ha OpUrMHanbHOEe JleKapCTBEeHHoe
cpeacTBO U BKIOYEHWE ee B rocyapCTBEHHYK (papMakorer B TeyeHue cpoka OenCTBUS
3aWMTbl  UCKMNIOYUTESNbHOMO npaBa, YAOCTOBEPEHHOrO MAaTEeHTOM Ha  OpUrnMHanbHoe
neKkapcTBEHHOE CPeACTBO, OCYLLECTBNAOTCA C cornacusa ero paspaboTyumka.

4. [ocygapcTBeHHasi (hapmakonesi uM3gaeTcs YrnosIHOMO4YeHHbIM heaeparnbHbIM
OopraHoM WCMOMHUTENBbHON BNAcTU 3a CYET CPeAcTB defeparnbHOro Gromkera U nognexut
nepeusgaHnam He pexe 4Yem OOuH pa3 B NATb feT, B Nepuoa Mexay KOTOpbIMUM U3garTcs
NPUNOXEHNA K rocyaapcTBeHHOW apmakonee, cogepxawme obwme dapmakonenHbie
ctatbu u (Unu) pbapmakonenHble CTaTbW, YTBEPXKAEHHbIE NOCAe U34aHUSa Unvu nepensgaHns
rocyfapcTBeHHOW hapmakoneu.

FTAPAHT:

O rocygapcTtBeHHon dbapmakonee cM. npuka3 Munagpasa PO ot 24 anpenda 2003 r. N 182,
npuka3s MuHuCcTepcTBa 34paBOOXpaHEHUA U couuanbHoro passutma PO ot 31 aHBapsa
2007r.N 73

5. YNonHoMo4eHHbIn efeparnbHbii OpraH WCMNOMHUTENbHOMW BrliacTM pasmellaet
AaHHble O rocydapCTBEHHOM (hapmakonee n NpUNOXKEHUAX K HEW Ha CBOeM odumumanbHOM
cante B ceTu "VIHTepHeT" B yCTaHOBIIEHHOM UM rnopsake.

FTAPAHT:

CM. KOMMeHTapum K cTaTbe 7 HacTosiwero ®eaepanbHOro 3akoHa

MnaBa 4. l'ocyaapCTBeHHbIM KOHTPONb NpU obpalleHun nekapCcTBeHHbIX CpeacTB

Cratba 8. JlvueHaupoBaHMe MpPOM3BOACTBA  JIEKAPCTBEHHbIX CpeacTB W
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hapmaueBTUYECKON OeATENbHOCTU
1. JlnueHsnpoBaHMe Npou3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB M hapMaueBTUYECKOW
AeATerIbHOCTN OCYLLECTBSETCA B COOTBETCTBUM C 3akoHopaTeribcTBOM Poccunckon
depnepaumn.
FTAPAHT:

Cm. TonoxeHue O nUUEH3MPOBAHUM MNPOU3BOACTBA  JfIEKAPCTBEHHbLIX  CPEeAcCTB,
yTBEpXaeHHOe nocTtaHoBneHuem [pasutensctea P® ot 6 uonsa 2012 r. N 686
2. O6gszaTternbHbIM  YyCnoBMeM nNpefoCTaBfeHMs fUUEH3MM Ha NpOU3BOLCTBO
NEKapCTBEHHbIX CPEeACTB SBNAETCA MPUMOXKEHWE K 3asBMEHUI0 coucKkaTensa nuueH3un
nepeydHsa nekapcTBeHHbIX hopm 1 (Mnn) BUAOB dhapmaueBTUYECKUX CyOCTaHLUMN, KOTOpbIe
NPOV3BOAUTESNb NIEKAPCTBEHHbBIX CPEeaCTB HAMEpPEH NPON3BOANTb.
3. B cnyyae HeobxoanMMoCTM pacluMpeHnsa Npon3BoACTBa NEeKapCTBEHHbLIX CPEeACTB 3a
CYeT HOBbIX JIEKAPCTBEHHbIX (hOPM 1 BUOOB hapmaueBTUYECKMX CyOCTaHLMn Npon3BoaANTENDb
NEeKapCTBEHHbIX CPeacTB AOSMKEH MONyYuMTb HOBYK  JIMLUEH3WI Ha NpOW3BOACTBO
NeKapCTBEHHbIX CPEACTB.
FTAPAHT:

CM. koMmmeHTapui K ctaTbe 8 HacToswero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 25 urwHsa 20122. N93-®3 cmambss 9 Hacmosiuezo
®edeparnibHO20 3aKOHa U3/I0XeHa 8 Ho8oUl pedaKyuu

CM. mekcm cmamabu 8 rpeodbidyuwel pedakyuu
Cratba 9. [ocygapCTBEHHbI  KOHTponb  (Hag3op) B cdepe  obpalueHus
NeKapCTBEHHbIX CPeaCTB

1. [ocymapCTBEHHbIN KOHTpONb (Hag3op) B cdepe obpalleHuss NeKapCTBEHHbIX
CpeAcTB BKIKOYaeT B cebsi:

1) NMUEH3NOHHLIN KOHTPOSb B cdhepe Npon3BOACTBA NEKAPCTBEHHbLIX CPEACTB U B
chepe hapmaueBTMHECKON AEATENBHOCTY;

2) depepanbHbIi rOCYyOapCTBEHHBIN HAA30p B cdpepe obpalleHns nekapCTBEHHbIX
CpeAacTs.

2. JIMLUEH3NOHHBIN KOHTPOSMb B chepe MNPOM3BOACTBA JEKapCTBEHHbIX CPeaCcTB M B
cthepe  hapmMaueBTUYECKOW  OEATEeNbHOCTM  OCYLLECTBRSETCA  YNOSHOMOYEHHbIMU
deneparnbHbiM OpraHoOM WCMNOMHUTENBHOW BRacT U OpraHaMu MWCMOMHUTENbHON BNacTu
cybbekToB Poccuickon defepaumm CorfiacHoO MxX KOMMNETEHUUU B nopsigke, yCTaHOBIEHHOM
PegepanbHbIM  3akOHOM OT 26 paekabpsa 2008 roga N 294-03 "O 3awute npas
IOpUONYECKNX NUL, WU WMHOMBUAYAlNbHbIX NpeanpuHMMaTtenen npu  OCyLEeCTBIEHUN
rocydapCTBEHHOro KOHTpona (Hags3opa) W MYHUMLMNANbHOrO KOHTpons", C  yyYeToMm
0COOEHHOCTEN OpraHu3auun wn npoBeOeHUs MPOBEPOK, YCTaHOBMEHHbIX PepepanbHbIM
3akoHoM oT 4 wmas 2011 roga N99-®3 "O nuueHanpoBaHMM OTAEMbHbIX BWUOOB
neaTenbHocTn".

FTAPAHT:

CM. AAOMMHUCTPaATUMBHBLIM  pernameHT  ucnosHeHnss  MwuHnpomTtoprom  Poccum
rocyaapCTBEHHOM (PYHKLMM MO OCYLLECTBNEHUIO NULEH3MOHHOIMO KOHTPONA OeATENbHOCTU
No MPOM3BOACTBY JIEKAPCTBEHHbIX CPeAcTB  Ansd  MEOUUMHCKOro  NMPUMEHEHUS,
yTBEPXKAEHHLIN npuka3zom MunnpomTtopra Poccum ot 4 oktsi6pa 2013 r. N 1607
3. ®epepanbHbI rOCygapCTBEHHbIN HaA3op B cdepe obpalieHuss NekapCTBEHHbIX
CpeacTB OCYLLEeCTBNAETCH YNOSTHOMOYEHHbIMU (bedepanbHbIMU OpraHaMn UCMOSTHUTENbHOM
BNacTu (ganee - opraHbl rocygapCTBEHHOrO Haa30pa) CornacHo NX KoMNeTeHUUn B nopsiake,
ycTaHoBreHHoMm [NpaButensctBom Poccuiickon ®enepauuu.
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4. ®epepanbHbli roCcygapCTBEHHbIN HAA30p B cdepe obpaleHnsa nekapCTBEHHbIX
CpencTB BKIOYaEeT B cebs:

1) opraHusauuio M NpoBefeHMe MpPOBEepPoK cobnoaeHns cybbektamu obpalleHus
NeKapCTBEHHbIX CPeaCcTB YCTaHOBMEHHbIX HacToAWwmMM dPeaepanbHbIM 3aKOHOM U NPUHATLIMU
B COOTBETCTBMM C HUM WUHBbIMW HOPMAaTMBHbLIMW NPaBOBbIMK akTamn Poccuinckon ®epepaumm
TpeboBaHUN K AOKMMHUYECKUM MWCCIEeAOBaHUAM JeKapCTBEHHbIX CPeacTB, KIUMHUYECKUM
nccnenoBaHMsIM NEKapCTBEHHbIX MpenapaToB, XpaHeHuto, nepeBo3ke, BBO3Y B Poccuiickyto
depepaumio, OTNYCKYy, peanusaunn nekapCTBEeHHbIX CPeacTB, NPUMEHEHUIO NeKapCTBEHHbIX
npenapatoB, YHUYMTOXEHWIO  FNEKApCTBEHHbIX CpeacTs, a Takke  cobniogeHus
YNONTHOMOYEHHbBIMW OpraHamMun UCMNOSTHUTENBHOWM BriacTn cydbekToB Poccuiickon denepaumm
METOAMKN YCTAHOBMNEHUSA nNpeferibHblX pa3MepoB OMTOBbIX HaabaBoOK W npefenbHbIX
pasMepoB pPO3HUYHbIX HaAbaBOK K (QaKTUY4ECKUM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM
NPOu3BOAUTENSIMW  NIEeKApCTBEHHbIX  MpenapaToB, Ha JleKapCTBEHHble  npenaparthl,
BKMIOYEHHblE B MNepeyYeHb XKU3HEHHO HeOobXOoOUMbIX W BaXXHEWWMUX NeKapCTBEHHbIX
npenapaToB (ganee - obsi3atensHble TpeboBaHUS);

2) opraHuMsaumo 1 nNpoBedeHWe MNPOBEPOK COOTBETCTBUA JieKapCTBEHHbIX CPenacCTB,
HaxogALWmMXcs B obpaLleHnn, yCTaHOBNEHHbIM 065a3aTenbHbIM TPEOOBaHNSAM K X Ka4ecTBy;

3) Bblgadvy paspeLUleHnin Ha BBO3 NIEKAPCTBEHHbIX CPEACTB Ha TeppuToputio Poccuiickon
depepaumm;

4) opraHMsaumio U nNpoBedeHWe MOHUTOpUHra 6e3omacHOCTU  NieKapCTBEHHbIX
npenaparTos;

5) npumeHeHMe B nopsgke, YCTaHOBSIEHHOM 3akoHogaTenbCTBOM Poccuickon
depepaumm, Mep Mo NpPeceyvYeHuto BbIABMEHHbIX HapylleHun obs3aTernbHbIX TpeboBaHUN U
(Mnn) ycTpaHeHWo NOCHeACTBUMA TakUX HapylleHui, Bblgady npeanucaHui o6 yctpaHeHuu
BbISIBNIEHHbIX HapylleHun obs3aTenbHbiX TPpebGoBaHUM M MpuUBrEYEHNE K OTBETCTBEHHOCTU
N1, COBEPLUMBLLMX TaKMe HapyLUEHUS.

5. K oTHOLWEHMsIM, CBA3aHHbIM C OCyLlecTBreHneM deaepanbHOro rocyaapCTBEHHOIO
Haas3opa B ciepe obpalleHnss nekapCcTBEHHbIX CPEACTB, OpraHu3auvMer u npoBefeHneEM
npoBepoKk cyObekToB oOpalweHus neKkapCTBEHHbIX CPeAcCTB, MPUMEHSAOTCA MOMOXEHUS
PegepanbHOro 3akoHa ot 26 gekabps 2008 roga N 294-93 "O 3awuTe npas PUONYECKNX
iy M MHAMBMAYanNbHbIX NpegnpuHMMaTenein npu  OCyLEeCTBEHUN ToCcyaapCTBEHHOro
KOHTpOns (Hag3opa) U MyHMUMNAanbHOro KOHTpons".

6. [JomKHOCTHbIE LA opraHa rocygapCTBEHHOrO Haa3opa B nopsiake, yCTaHOBNEHHOM
3akoHogartenbcTtBoM Poccuinckon ®epepaumm, UMeKOT Npaso:

1) nonyyaTb Ha OCHOBAHWN MOTMBUPOBAHHbLIX MUCbMEHHbLIX 3arMpoOCOB OT CyObLEKTOB
obpalleHnsa neKkapCTBEHHbIX CPEeACTB, OpraHoOB WCMOSIHUTENbHOW BRacTn CcybbekToB
Poccuiickon degepaumm n opraHoB MECTHOrO camoyrnpaBieHUs JOKYMEHTbI 1 MHopmaunio
no Bonpocam obpalleHns neKkapCcTBEHHbIX CPeacTB;

2) ©GecnpensiTCTBEHHO MO MpeabsBNEHUN CNyXeOHOro YyAOCTOBEPEHUS M KOMUK
npukasa (pacnopsbkeHusl) opraHa rocygapCTBEHHOrO Haas3opa O Ha3HavyeHuuM NpPOBEpPKU
nocewiatb ncnosnb3yemble topUanN4ECKNMHN niuamm, NHONBMOYaNbHbIMU
npegnpuHuMaTenamm, SBNALWMMnca cybbektamm obpalleHnsi NekapCTBEHHbIX CPEACTB, Npu
OCYLLIECTBIIEHNN CBOEN AEATENIbHOCTM TEPPUTOPUM, 30aHUSA, NMOMELLEHUS U COOPYXEHUS B
Lenax NnpoBeaeHnsa MeponpuATUIA MO KOHTPOSIO;

3) npoBoanTb OTOOP 0OpPa3UOB NEKapCTBEHHbIX CPeACTB, NpefHasHa4yeHHbIX AN
peanu3auun un peanuayembix cybbekTamum oOpalleHna neKapCTBEHHbIX CPeAcTB, AN
NPOBEPKN WX KayecTBa, MPOBEOEHUS WCCNeAOBaHUN, WCNbITaHUA B COOTBETCTBMM C
npaesunammn otbéopa obpasLoB, YCTAHOBIIEHHBIMU YNOSTHOMOYEHHbIM (heaepanbHbiM OpraHoM
NCNOSTHUTENbHOW BNAcCTw;

4) BblgaBaTb CybObekTam obpalleHusi nekapCTBEHHbIX CpeacTB npeanucaHnsa o
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npekpaweHnn HapyweHun obssatenbHbiXx TpeboBaHMn M 006 yCTpaHEHUW BbISIBIIEHHbIX
HapyLeHun obasaTenbHbIX TpeboBaHui;

5) HanpaBnATb B YNOSIHOMOYEHHbIE OpraHbl Matepuanbl, CBA3aHHbIE C HAPYLUEHNAMMU
obsa3aTenbHbiX TpeboBaHWi, ONA pelleHusl BOMpPOCOB O BO3OYXAEHWM YronoBHbIX AeNn Mo
npu3Hakam npecTynieHni.

FAPAHT:

CM. KoMmeHTapun Kk ctaTbe 9 HacToswero ®egepanbHOro 3akoHa

Maga 5. Pa3pa60TKa, AOOKINMnHn4YecKune nccrnenoBaHusa rieKkapCctBeHHbIX CpeacTs, a
TaKXe KIiMMHn4eckKkue mccrnenoBaHus rnekKapCcTtBeHHbIX npenapaTtoB Ald BeTepuHapHoOro
npnMeHeHusA

CraTtbsa 10. PaspaboTka nekapCTBEHHbLIX CPeACTB

1. PaspaboTka nekapCTBEHHbIX CPeACTB BK4YaeT B cebda MNOMCK HOBbIX
bapMaKonorMyeckn akTUBHbIX BELLECTB, MOCMeaylLlee WU3yd4eHNe WX JeKapCTBEHHbIX
CBOWCTB, [OOKMMHMYECKME  UcCcnenoBaHusl, paspaboTky  TEXHOMNormi  Npou3BOACTBA
dapmaueBTUYECKMX CyOCTaHUMIA, pa3paboTKy COCTAaBOB W TEXHOMOMMA MpPOU3BOACTBA
NeKapCTBEeHHbIX NMpenaparTos.

2. ®uHaHcoBoOe obecrnedeHne paspaboTku NekapCcTBEHHbLIX CPEACTB OCYLLECTBNSETCA
3a cyer:

1) cpenctB heaepanbHoro GooxeTa;

2) cpeacTB pa3paboTyMKoB FIeKapCTBEHHbIX CPeACTB;

3) cpencTtB nNpou3BOAMTENEN NEKAPCTBEHHbIX CPEACTB MPWU BbINOSIHEHWM Hay4HO-
nccnepoBaTenbCkMx paboT No AOroBopy Mexay pa3paboTuMKOM feKapCTBEHHbIX CPeAcTB U
Npoun3BoaMTENEM NIEKAPCTBEHHbIX CPEACTB;

4) MHbIX He 3anpeLLeHHbIX 3akoHodaTenbCcTBOM Poccumnckon degepaumm NCTOHHUKOB.

3. lMNpaBa pa3paboTyuMka NEeKapCTBEHHOro CpeAcTBa OXPaHSAKTCA FpaXgaHCKUM
3aKoHoAaTeNbCTBOM.

FAPAHT:

CMm. kommeHTapui K ctaTbe 10 HacToswero ®efepanbHOro 3akoHa

Cratban 11. [oknuHM4eckoe wuccrnegoBaHWe NEKapCTBEHHOro cpeacrea  Ans
MEANLMHCKOro NPUMEHEHMS

1. loknMHMYeCcKoe uccrnegoBaHue fieKapcTBEHHOro cpeacTBa Ana MeAUUMHCKOro
NPUMEHEHNSA NPOBOAUTCA NMyTEM NPUMEHEHNSA HAY4YHbIX METOLOB OLEHOK B LENsAX NonyyeHus
AokasaTenbcTB 6e3onacHOCTH, kKavyecTBa N 3P PEKTUBHOCTN NNEKAPCTBEHHOIO CpeacTBa.

2. [oKnuHuyeckoe wuccrneaoBaHWe IeKapCTBEHHOrO cpeactBa And MeaMUMHCKOro
NPUMEHEHNA MPOBOAMNTCA B COOTBETCTBMM C npaBuriamm nabopaTopHOM NpPaKTUKMK,
YyTBEPXAEHHBIMW YNOHOMOYEHHbLIM (heaepanbHbIM OpraHOM UCMONTHUTENBHOW BNAcTW.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akoHoM om 2 utonss 2013 e. N 185-®3 8 yacmb 3 cmambu 11
Hacmosiweao PedeparibHO20 3aKOHa BHECEeHbl U3MeHeHUs, ecmynarowue e cusy c 1
ceHmsibps 2013 a.

Cm. mekcm yacmu 8 npedbidywel pedakyuu
3. [Ana opraHusauumn 1 nNpoBeneHUs OOKIMHUYECKOrO UCCNenoBaHNs NekapCTBEHHOIrO
cpeacTBa Ans MeavUMHCKOro npuMeHeHusi pas3paboTymku nekapCTBEHHbIX CPeacTB MOryT
npuBnekaTb Hay4HO-UccnegoBaTenbCkne opraHmsaumm, obpasoBaTeribHble OpraHu3auum
BbiClWEro o6pas3oBaHus, uMewwune HeobxooMMmy MaTepuanbHO-TEXHUYECKYD 6a3y u
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KBanMULUMPOBaHHbIX CNeLManncToB B COOTBETCTBYHOLLEN 061acTi nccnegoBaHus.

4. [oknuHuyeckoe wuccreaoBaHWe JEKapCTBEHHOIO cpeacTBa Anst MeAWMLMHCKOro
NPUMEHEHUS MPOBOAMUTCSH MO YTBEPXKAEHHOMY pa3paboTyMKOM NEeKapCTBEHHOrO CpeacTBa
nnaHy C BeAeHWeM MpOTOKOfia 3TOro MCCrNefoBaHUS M COCTaBIiEHMEM OT4yeTa, B KOTOPOM
cogepxatcs pesynbTaTbl 3TOM0 UCCNefoBaHUS U 3aKMYeHNne O BO3MOXHOCTM MPOBEAEHUS
KMMHWYECKOro nccneaoBaHus NekapCTBEHHOMO nNpenapaTa Anst MeauuMHCKOro NpuMeHeHUs.

5. MpoBeaeHne npoBepok cobroaeHns npasusn nabopaTopHoOM NPaKTUKK U NPaBOBbIX
HOPM  MCMOJb30BaHMUA KMBOTHLIX NPW  MPOBEAEHWMM  OOKIMHUYECKUX  UCCNeaoBaHMN
NeKapCTBEHHbIX  CPeacTB  Ans MEOMUMHCKOrO  MPUMEHEHUs  OCYLLEeCTBRsieTCs
YNONTHOMOY€EHHbIM hefeparnbHbIM OPraHOM UCMOSNTHUTENBHOWM BriacTw.

6. PesynbTaTbl [OKMMHUYECKOrO WCCreaoBaHUsl NEKapCTBEHHOrO cpeactsa  Ans
MeOMLIMHCKOro NPUMeEHeHUs1 MoryT ObiTb NpeacTaBneHbl B YNOMHOMOYEHHbIN dhefeparnbHbIi
opraH WCMNOSHUTENbHOM BNacTu B YCTaHOBMEHHOM MOPSAKE B LENSX rocygapCTBEHHON
permcTpaummn nekapCcTBEHHOro npenapara.

FAPAHT:

CM. kommeHTapun K ctaTbe 11 HacTosiwero ®egepanbHOro 3akoHa

CrtaTtbsa 12. [lokNnnMHMYECKOe UccreaoBaHne NekapCTBEHHOrO cpeacTBa M KIMHUYECKoe

nccnegoBaHve NekapcTBEHHOro npenapara Ansi BeTepuHapHOro NpuMeHeHus

1. [OKNMMHWYEeckoe wuccnedoBaHWe NEKapCTBEHHOIO CpeacTBa AN BETEpPUHAPHOro
NPUMEHEHUS NPOBOAMTCSA NyTEM NMPUMEHEHUSI HAYYHbIX METOAOB OLEHOK B LieNsX NonyyYeHus
AokasaTenbcTB 6e3onacHocTH, kadectTBa U 3dhheKTMBHOCTM fieKapCTBEHHOro cpeacTBa, B
TOM 4ucre onpedenieHnss cpoka ero BblBEAEHUS M3 opraHvMama >XMBOTHOFO, B LIENsiX
obecneyeHnss 6e30nacHOCTU MPOAYKUMM KUBOTHOTO MPOUCXOXKAEHUS MOcne NPUMEHEHMS
COOTBETCTBYIOLLEIO NleKapCTBEHHOrO nNpenaparTa.

2. [oknuHu4eckoe uccreaoBaHUEe IEKAPCTBEHHOTO CPeAcTBa WU KMMHUYECKoe
nccnefoBaHWe — NeKapCTBEHHOro  npenapata  ANns  BeTEPUHApPHOro  NPUMEHEHMs,
uccrnegoBaHue 6MO3KBUBANIEHTHOCTU YKa3aHHOMO NIEKApCTBEHHOMO NpenapaTta npoBoAsTCs
B COOTBETCTBMM C MpaBuniamu, yTBepXAeHHbIMU YNONIHOMOYEHHbIM dheaepanbHbIM OpraHoM
NCMNONMHUTENbHON BMacTu.

FAPAHT:

Cwm. MeToguyeckue yKasaHuA "lNpoBeneHne Ka4yeCTBEHHbIX nccnegoBaHun
OMO3KBMBANEHTHOCTN JIEKAPCTBEHHbBIX CPeAcTB", yTBepXAeHHble MuH3gpaBcoupas3BuTus
Poccum ot 30 asrycta 2004 r.

3. [oknuMHunyeckoe wuccrnegoBaHWe nNEKapCTBEHHOrNO CpeactBa W KIMHUYECKOEe
nccrnegoBaHue nekapCTBEHHOro npenapaTa Ansg BeTepUHaApPHOro NpMMEHEHUs1 NPoBOAATCS MO
YyTBEPXKOEHHOMY pa3paboTUMKOM NEKapCTBEHHOIO CpencTBa MNnaHy ¢ BeAEHUEM MPOTOKOSOB
3TUX UCCReAoBaHUN U COCTaBIEHMEM OTYETOB, B KOTOPbIX COAepXaTcs pes3ynbTaTbl 3TUX
nccnegoBaHUN.

4. [Ins opraHusaumm 1 npoBeaeHns OOKNMHUYECKOro UCCneaoBaHUs NeKkapCTBEHHOMO
cpeacTBa M KIIMHUYECKOrO UCCrenoBaHUSA NEKapCTBEHHOro npenaparta Afs BeTepUHapHOro
npUMeHeHns pa3paboTymK NEKaApCTBEHHOro CPeacTBa MOXET npuBMeKkaTb OpraHuMsauuu,
uMerwme HeobxooMmyrd MaTepuanbHO-TEXHMYECKYD 06asy UM KBannuuMpOBaHHbIX
crneumnanucToB B COOTBETCTBYIOLLEN 00nacTu nccrnegoBaHus.

5. KnuHn4yeckue nccnenoBaHuA NeKapCTBEeHHbIX NpenapartoB AN BETEPUHAPHOIo
NPUMEHEHNS  MNPOBOAATCSA B  BETEPUHApPHbIX OpraHm3aumMax W B OpraHu3aumsix,
OCYLLECTBNAIOWMX pa3BegeHne, BbipallBaHne U CogepxaHne XnBOTHbIX, B Lenax:

1) ycTaHOBREHWs NEePEeHOCUMOCTU  JIeKAapCTBEHHbIX nNpenapaTtoB  340pPOBbIMU
YKUBOTHbIMMU;
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2) nogbopa onTMManbHbIX O3UMPOBOK NEKApCTBEHHbLIX NPenapaToB M Kypca feyvyeHus
Ha KOHKPETHOW rpynne XMBOTHbIX C onpeaernieHHbIM 3aboneBaHnewm;

3) ycTaHoBrneHus 6Ge3onacHOCTM U 3PGEKTUBHOCTM FIEKAapCTBEHHOrO npenapara,
npegHasHa4yeHHOro And  fevyeHnsa  onpeferneHHblx  3aboneBaHWA  XKMBOTHbLIX,  WUNK
3(PPEKTUBHOCTM NEKAPCTBEHHOrO npenapaTta And npodunakTuku 3aboneBaHnin 300POBbIX
YKUBOTHBbIX;

4) n3y4yeHna BO3MOXXHOCTEN pacLmpeHnsa nokasaHum K NPUMEHEHNIO
3aperncTpMpoBaHHOrO NeKapCTBEHHOrO npenapata W BbISBEHUA paHee Heu3BEeCTHbIX
NoO6OYHbLIX AEUCTBUMA.

6. KnuHuyeckoe wnccnegoBaHMe fEKaApCTBEHHOro npenapata Ansi BeTepuMHapHOro
NPUMEHEHNS OCYLLECTBISIETCA 3a CYET CpeacTB pa3paboTymka nekapCTBEHHOrO cpeacTsa.

7. OT4eTbl O pesynbTaTax LOKIMHUYECKOrO UCCeaoBaHNSA NIEKapCTBEHHOIO cpeacTasa
N KIIMHUYECKOrO0 UCCregoBaHWA  NIEKApCTBEHHOrO  npenapata  Aans  BeTepUHapHOro
NPUMEHEHNA  COCTaBNATCA pa3paboTyMKOM  JIEKAapCTBEHHOrO CpeactBa € Y4ETOM
3aKMYeHNN opraHuMsaunn, MpUHUMaBLUMX yvacTue B OpraHu3aumMm u MNpoBeAeHUn 3TUX
nccnegoBaHun.

8. KoHTponb 3a npoBeaeHNeEM OOKNUHUYECKUX NCCIeg0BaHNN NEKAPCTBEHHbIX CPeacCTB
N KITMHUYECKNX UCCReaoBaHNIN NEKapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOIro NPUMEHEHUS
OCYLLEeCTBNAAEeTCS YNONHOMOYEHHbIM (hefepanbHbiM OpraHoM UCMOSTHUTENBHOW BNAcTW.

TAPAHT:

CM. koMmmeHTapui K cTaTbe 12 HacToswero ®enepanbHOro 3akoHa

MnaBa 6. OcyuwecTBrneHne rocyaapcTBeHHOM peructpauum nekapcTBeHHbIX
npenapaToB

CraTtbsa 13. [ocygapcTBeHHasi pernctpaums nekapcTBeHHbIX npenapaTtos

1. JlekapcTBeHHble npenapaTtbl BBOAATCA B rpaXgaHCKMA oBOpPOT Ha Tepputopum
Poccunckon depepauuu, ecnm OHU 3aperncTpupoBaHsbl COOTBETCTBYHOLLMM
yNnonHOMO4YeHHbIM heaepanbHbIM OpraHOM UCMOJNTHUTENLHOW BacTM.

2. [ocygapCTBEHHOW permcrTpauum noanexar:

1) opurnHanbHble NeKapcTBeHHbIE NpenapaThbl;

2) BOCrnpousBeAeHHbIe fieKapCTBEHHbIE nNpenaparhbl;

3) HOBble KOMBUHALUKN 3apernMCTPUPOBaHHbIX paHee NekapCTBEHHbIX NpenapaTos;

4) nekapcTBeHHble npenapaTbl, 3aperMcTpupoBaHHble paHee, HO NPou3BeLeHHble B
ApYrnx nekapcTBeHHbIX dOpMax, B HOBOWN LO3UPOBKE.

3. [ocygapcTBeHHast permcrTpauusi fekapCTBEHHbIX npenapaTtoB And MeAuUMHCKOro
NPUMEHEHNA OCYLLECTBASETCA MO pesynbTatam 3KCNepTU3bl FIeKapCTBEHHbIX CPeacTB U
3TUYECKOM  JKCNEPTU3bl  BO3MOXHOCTM  NPOBELEHUS  KIMHWYECKOro  UcCrneaoBaHus
NEeKapCTBEHHOro npenapata pAns MeauuMHCKOro MpuMeHeHus (ganee -  aTuvyeckas
aKkcnepTtmsa). [ocygapCTBEHHasi  perucTpauusi  fiekapCTBEHHbIX  MpenapaTtoB  Ans
BETEPMHAPHOro NPUMEHEHNST OCYLLLECTBNAETCA MO pe3dynbTaTaM 3KCNepPTU3bl NIEKaPCTBEHHbIX
CPeACTB AN BETEPMHAPHOIO NPUMEHEHUS.

FTAPAHT:

Cwm. lMpaBuna rocygapCTBEHHOW perncTpaumm NekapCTBEHHbIX CPeACTB OS5 KMBOTHbBIX W
KOpMOBbIX 406aBOK, yTBEPXXAEHHbIE NpukazomM MuHcenbxo3a P® ot 1 anpensa 2005 . N 48

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akOHOM om 25 Hos6ps 2013 e. N 317-©3 e yacmb 4 cmambu 13


garantf1://70092436.1005/
garantf1://12039714.1000/
garantf1://12039714.0/
garantf1://70414766.54002/

Hacmosweeo CDeOepaanoeo 3aKOHa 8HeCeHbl USMEeHEeHUs

CmM. mekcm yacmu 8 npeodbiOyuwel pedakyuu

4. locypoapcTBeHHast perncrtpaumns fekapCTBEHHbIX MpenapaTtoB OCYyLecTBNAeTCSA
COOTBETCTBYIOLUMM  YNOSIHOMOYEHHbIM enepanbHbIM OpPraHOM MCMONHUTENbHOWN
BflacTM B CPOK, He MpEBbILAKOWMA OBYXCOT OECATU paboymx OHEeW CO AOHA NPUHATUSA
3asiBlieHNs O roCcydapCTBEHHOW perncTpaunmn nekapcTBeHHOro npenapara. B ykasaHHbIN Cpok
BKMNtOYaeTcs BpeMs, Heobxoaumoe A9 NOBTOPHOrO NPoBeAEHMST AKCNEPTU3bl NIEKaPCTBEHHbIX
cpeactB M (UnM) 3TUYECKOM JKCMepTU3bl B COOTBETCTBUM CO cTaTben 25 HacTosLwlero
depepanbHoro 3akoHa. Cpok rocygapCTBEHHOW pernctpauumn fekapCTBEHHOro npenaparta
ncumcnseTcss Co OHS MPUHATUS  COOTBETCTBYIOLWMM  YNOSTHOMOYEHHbIM  ddefepalibHbIM
OpraHOM  MUCMOSIHUTENBbHOM BNacTM 3asiBNeHMst O rOoCyQapCTBEHHOW  perucTpauum
NEeKapCTBEHHOro npenaparta C MNpUnoXeHeM HeoOXOAMMbIX AOKYMEHTOB MO AEHb Bbloaun
perMcTpauMoHHOro yaoCTOBepeHUsi nekapcTBeHHOro npenaparta. Bpemss nposegeHus
KITMHUYECKOro MUcCreaoBaHUA NIEKapCTBEHHOrO npenapaTa, a Takke Bpemsi, Heobxogumoe
ANs  HanpaeneHusa YMNOSTHOMOYEHHbIM doefeparnbHbIM  OPraHoM WCMONHUTENBbHOM BRacTu
3anpoca O MpeacCTaBfeHUM HeodXoAMMbIX MaTepuanoB W MpeacTtaBfieHUst 3asaBUTENEM
OTBETa Ha [aHHblA 3anpoc B COOTBETCTBUM cO cTtatbaAMmu 16, 19, 22 n 23 HacTtosdLiero
depgepanbHOro 3akoHa, He YYuTbiBAaeTCs MNpU  UCYUCIIEHUM CpoKa rocyaapCTBEHHOM
perncTpauum Takoro NekapCTBEHHOro npenaparTa.

5. FocygapcTBeHHOW perucTpaumm He noasiexar:

1) nekapcTBeHHble npenapaTtbl, W3rOTOBIIEHHbIE aANTEYHbIMW  OpPraHM3aunsMu,
BETEPMHAPHbIMM anTeYHbIMX OpraHM3aumsiMn, WHAMBUAYaANbHbIMKM NpeanpPUHUMaTENAMM,
KOTOpble MMEKT JNMUEH3NI0 Ha dapMaueBTUYECKYD AEATENbHOCTb, MO peuentam Ha
neKapcTBeHHble npenapaTtbl U TpeboBaHNAM MEOULMHCKUX OpraHusaumin, BeTepuHapHbIX
opraHusaumnm,

2) neKkapcTBEHHOE pacTUTEsNIbHOE CbIPbe;

3) nekapCTBEHHbIE NpenapaThbl, NPMobpeTEHHbIE PU3MYECKMMU NNLAMK 3a Npeaenamm
Tepputopun Poccunckon degepaumm n npegHasHavyeHHble 4ns IMYHOMO MCNONb30BaHUS;

4) nekapCTBEHHbIE NpenapaTbl, NpegHa3Ha4YeHHble 415 3KCNopTa;

5) paavodapmaueBTMYECKME JieKapCTBEHHbIe rMpenapaTtbl, W3roTOBMEHHbLIE
HEenocpeacTBEHHO B MEOMUMHCKMX  OpraHu3dauusix B  nopsigke,  YCTaHOBIIEHHOM
YNONHOMOYEHHbIM hefepanbHbiM OPraHoOM UCMOMHUTENBHOW BNAcTW.

6. He gonyckaeTcs rocygapCTBeHHas perncrpauus:

1) pasnuuHbIX fEeKapCTBEHHbIX MpenapaTtoB MNO4  OOMHAKOBLIM  TOProBbIM
HanMeHOBaHMNEM;

2) OOHOro JfekapCTBEHHOro npenapaTta, BblNyCcKaeMoro npoussoguTenemM noa
pPasnMyHbIMN  TOProBbIMA HAMMEHOBAHUAMM W MPEACTABfEHHONO Ha rocy4apCTBEHHYHO
permctpauuio B Buae AByx 1 6ornee nekapcTBeHHbIX NpenapaTos.

TAPAHT:

CM. KommeHTapum K ctaTbe 13 HacToswero ®enepanbHOro 3akoHa

CraTtbsa 14. [MpuHUMNBLI 9KCNEPTU3bI NNEKapCTBEHHbLIX CPEACTB U 3TUYECKOW SKCNepTU3bl

1. OKkcnepTmnsa nekapCTBEHHbIX CPeACcTB M aTUYecKas 3KCrnepTM3a OCHOBbLIBAKOTCS Ha
NpUHUMNAax 3aKOHHOCTM, cobniogeHus npaB u cBobog 4YenoBeka W rpaxgaHuHa, npas
IOPMANYECKOTO N, HE3aBUCMMOCTU 3KCnepTa, 00 bEKTUBHOCTU, BCECTOPOHHOCTM M NOSTHOTHI
nccrnegoBaHnn, MNPOBOOMMBIX C  UCMOSIb30BAHMEM COBPEMEHHbIX OOCTUXXKEHUA Hayku U
TEXHWUKN, OTBETCTBEHHOCTU (hbedepanbHOro rocyfapCTBEHHOIO GHOMXKETHOro yypexaeHus no
NpoBeSEHMIO 3KCMEepPTU3bl NeKapCTBEHHbIX CPEACTB U 3KCNEpPTOB 3a NpoBeeHne U KayecTBO
3KCNepTuU3bl.
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2. JkcnepTum3a NekapCTBEHHbIX CPeaCcTB ANA MEOULMHCKOrO NpUMEHEeHNa NpoOBOANTCS
noaTanHo:

1) Ha nepBOM 3Tane - 3KCnepTu3a AOKYMEHTOB ANA MOMyYeHUs paspelleHus Ha
npoBegeHne KIMMHNYECKOrO UCCreaoBaHNA NekapcTBEHHOrO nNpenapara, 3a UCKITIYEHNEM:

a) NekapCTBEHHbIX NpenapaTtos, KOTOpble paspeLleHbl AN MeOULIMHCKOTO NPUMEHEHNSA
Ha Tepputopun Poccuiickon dPepepaumm 6onee apaguatv Net M B OTHOLIEHUM KOTOPbIX
HEBO3MOXXHO NPOBeAEHNE UCCreaoBaHNs OMO3KBNBANEHTHOCTY;

0) nekapcTBEHHbIX npenapaTtoB AN MEAMUUHCKOrO MNPUMEHEHUS, B OTHOLLEHUN
KOTOPbIX MpoOBeAeHbl MeXOyHapoAHble MHOroUeHTPOBbLIE KIIMHUYECKUue uccriefoBaHus,
YacTb U3 KOTOPbIX NpoBeAeHa Ha TeppuTopun Poccuinckon denepaumm;

2) Ha BTOpPOM 3Tane - 3KcnepTu3a npeasIoXeHHbIX MeTOOOB KOHTPONA KadecTsBa
NIEKapCTBEHHOINO CpeacTBa UM KadecTBa NpencTaBfieHHbIX 06pasuoB  fIEKapCTBEHHOIO
cpeacTBa C UCNOSb30BaHMEM 3TUX METOAOB (farnee - 3KCnepTr3a KayecTBa flekapCTBEHHOMO
CpencTBa) U 3KCNepTM3a OTHOLLEHNSA OXNOAEMOWM NOJSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NeKapCTBEHHOro npenaparta, OcCyWecTBndeMble Mocrne npoBefeHUst ero  KIMHUYEeCKOro
nccnegoBaHus.

3. JKkcnepTmnsa nekapCTBEHHbIX CPEACTB AN BETEPUHAPHOIro NPUMEHEHNSA NPOBOAUTCA
OAHO3TaNHO W BKNOYaeT B cebs 3KCnepTudy KavecTBa JieKapCTBEHHOro cpeacrtBa W
3KCNepTM3y OTHOWIEHUA OXMAAeMOM MOofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
rfieKapCTBEHHOro npenapara.

TAPAHT:

Cm. lNMonoxeHue O nopsgke 3KCNepTU3bl, UCMbITAHUS W PErncTpaunm BeTepUHapHbIX
npenapatoB B P®, yTBepxaeHHoe [NaBHbIM roCcygapCTBEHHbIM  BeTepUHapPHbIM
nHcnektopom PO 3 oktsabps 1995 r.

CM. KommeHTapum K ctaTbe 14 HacToswero ®eaepanbHOro 3akoHa

Cratba 15. ®epepanbHoe rocydapcTBeHHoe OlooKeTHoe — ydpexgeHue o
NpOBEAEHMIO IKCNEPTU3bI NTEKAPCTBEHHbIX CPeaCcTB

JKcnepTrsa nekapcTBEHHbIX CPeacTB NpoBoauTcsa eaepanbHbiM rocy4apCTBEHHbIM
OlOOXKETHBIM yYpeXaeHMeM COOTBETCTBYHOLLEro YMOMHOMOYEHHOro ¢heaepansHOro opraHa
NCMOMNHUTESNTIbHOW BRacTW, CO3A4aHHbIM ANns obecneyeHnst UCMNOSIHEHUS MOSIHOMOYMK 3TOro
doeepanbHOro opraHa no Bblgaye paspeLleHnin Ha NpoBeaeHNe KIMHUYECKNX NCCregoBaHni
NeKapCTBEHHbIX npenapatoB M (MnM) MO rocygapCTBEHHOW perncrpaumm fekapcTBEHHbIX
npenapaToB (ganee - 3KCnepTHoe yypexaeHue).

FTAPAHT:

CM. KommeHTapum K ctatbe 15 HacTosiwero ®eagepanbHOro 3akoHa

CrtaTtbsa 16. OpraHusauns nNpoBeaeHNst IKCNepPTU3bl NeKapCTBEHHbIX CPEACTB B LENsiX
NX rOCYapCTBEHHON perncTpaumm

1. OkcnepTmsa NeKapCTBEHHbIX CpPeacTB MNPOBOAUTCA  KOMWUCCUEW  3KCMepToB
SKCNEPTHOrO y4YpexaeHusl, Ha3HaYeHHON ero pPyKkoBOOAUTENEM, Ha OCHOBaHMMW 3adaHus Ha
nNpoBeAeHNe 3KCMepTu3bl eKapCTBEHHOrO CpeacTBa, BblOAHHOTO  YMONTHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOMHUTENbHOW BNacTu. PykoBoauTenb 3KCNEPTHOro y4pexaeHust
obecneuyvBaeT Haanexallee nNPOBEAEHME JKCMepTU3bl JEeKapCTBEHHbIX CpeacTB B
COOTBETCTBUM C 3adaHMeM, BblAaHHbIM YMNONMHOMOYEHHbIM deaepanbHbiM  OpraHoMm
NCMNONMHUTENbHOW BNacTu, U opraHn3yeT NOAroTOBKY CBOAHOIO 3aKiYeHns 3To komuccuu. B
COCTaB 3TOW KOMWUCCUM MO PELLUEHU0 PYKOBOAUTENS IKCMEPTHOIO YYpexaeHust MoryT ObiTb
BKIIOYEHbI B KAYeCTBe 9KCMePTOB Nuua, He paboTatolime B JaHHOM 3KCMEPTHOM YYpeXXaeHuu,
€CInn ux crneumanbHble 3HaHUs HeobXoaAMMbI A4S NPOBEAEHUS IKCMEPTU3bl U Takne 3KCnepThbl
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OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YUYPEXKAEHUMN.

2. OKcnepToM MO MPOBEAEHMIO 3KCMEPTU3bl JIEKAPCTBEHHbIX CPeAcTB SABNSAETCS
aTTeCToBaHHbIN pabOTHMK 3KCNEPTHOrO yYpeXaeHus, KOTopbi MMeeT BbiCLLEE MEANLIMHCKOE,
dapmaueBTuyeckoe, Ouonornyeckoe, BeTEPUMHAPHOE WU Xxumudeckoe obpasoBaHue U
NPOBOANT 3KCNEPTU3Y NIEKAPCTBEHHbIX CPEACTB B NOpsAKe UCMOMHEHNSA CBOMX AOMKHOCTHbIX
obsi3aHHOCTEN (Qanee - akcnepT).

3. lpn npoBegeHMn 3KCNEPTU3bl FEKAPCTBEHHbIX CPEACTB 3KCNepT He MOXeT
HaxoOUTbCA B Kakon-nMbo 3aBMCUMOCTM OT JNMua, Ha3HaYMBLUEro 3Ty 3IKCNepTusy,
paspaboTumKa rnekapcTBeHHOro cpeacTBa WUNW APYrux 3anHTepecoBaHHbLIX B pesyrbTaTax
3KCMNepTU3bl Nny,.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 25 Hosibpss 2013 e. N 317-®3 vacmb 4 cmambu 16
Hacmosiweao PedeparibHO20 3aKOHa U3roxXeHa 8 Hogol pedakuuu

CM. mekcm yacmu 8 npeobiOyuweli pedakyuu

4. Tlpu npoBeAeHMM IKCNEepTU3bl JIEKAPCTBEHHbIX CPEACTB He [oMycKaeTcs
nctpeboBatb y 3asButens nuMbo MHbIX NvL Matepuansl, Heobxogumble NS NPOBeOeHUs
aKcnepTu3bl. B crniyyae HeQoCcTaToOuHOCTU NPEeACTaBNEHHbIX IKCNEPTY MaTepuanos Ans gayvv
3aKMYeHNs 3KCNepT CTaBUT BOMPOC O MNpencTaBNeHMM eMy HeobXoauMbIX maTepuanos
nepeg pykoBoguMTENEM 9KCNEPTHOro  y4YpexaeHus, KOTOpPbI obpaluaeTcs c
COOTBETCTBYHOLLMM 3arpoCOM B YMOSMIHOMOYEHHbIN (hefepanbHbid opraH MCNOSTHUTENBHOM
BNacTu, BbldaBLLIMKA 3adaHMe Ha nNpOBEAEHME 3JKCMEPTM3bl JIEKApPCTBEHHOrO CpeacTaa.
YKkasaHHbIN heaepanbHbii opraH UCNOMHUTENBHOW BNacTn B TeyeHue natu paboynx gHen co
AHSA NOCTYNNEHNA 3anpoca pykoBOAMTENS 3KCNEPTHOrO yYpexaeHus HanpaBnseT 3asaBUTENIO
3anpoc o0 NpeacTaBneHnn HeobxoanMblx MaTepuanoB. [JaHHbIN 3anpoc MOXeT ObITb NepenaH
YNONTHOMOYEHHOMY MpPEeACTaBUTENIO 3asBUTENS JIMYHO NOA PacCnUCKy, HamnpaBfeH no nodte
3aKkasHbiIM MUCbMOM WKW nepefdaH B 3MeKTPOHHOW dopMe MO TeneKOMMYHUKALUWUOHHBLIM
KaHanam cBa3u. B cnyyae HanpaBneHus 4aHHOro 3anpoca Mo Mo4yTe 3akasHbiM NMUCbMOM OH
cyMTaeTcs Nosly4eHHbIM N0 UCTEYEHUM LLIECTN OHEN C AaTbl HanpaBeHns 3aka3Horo NMcbMa.

MHdopmaums 06 nameHeHusIx:

®dedepanbHbIM 3akOHOM om 25 Hosibps 2013 e. N 317-®3 cmambsi 16 Hacmosuwe20
®edeparnbHo20 3aKkoHa 0orosiHeHa Yacmbio 4.1
4.1. 3agsutenb o00s3aH nNpeactaBUTb OTBET Ha  3anpoc  YNOSIHOMOYEHHOro
doeepanbHOro opraHa WCMOMHUTENbHOM BNacTM B CPOK, HEe MNpeBbIalWMn AeBsHOCTa
paboynx [OHeW CcO [OHS ero nonyyeHusl. YNOfHOMOYEHHbIN deaeparibHblii - opraH
NCNOSTHUTENbHOW BMNacTW, BblAaBLUMA 3aJaHne Ha NpoBefeHUe IKCNepTU3bl SIeKapCTBEHHOIO
cpenctBa, B TeyeHue Nsatv paboymx OHEW CO AHSA MNOCTYnfeHus OT 3asiBUTens oTsBeTa Ha
AaHHbIA  3anpoC HanpaensieT TakoW OTBEeT B 9KCNEpTHOe yypexaeHwe. B cnydae
HenpeacTaBneHns No UCTEYEHUN OeBSHOCTa paboymx OHeW 3asiBUTenieM OTBEeTa Ha OaHHbIN
3anpoc YNOSIHOMOYEHHbLIM defeparnbHbii  OpraH  UCMNOMHUTENBbHOW BMlacTW, BblAaBLUNK
3aaHue Ha NpoBedeHne 3KCNepTU3bl NIEKAPCTBEHHOIO CpPeacTBa, B TedeHne Nsatu paboymx
OHen HanpaenseT B OKCMEepTHOEe ydpexaeHwe yBedoMSiIeHMe O HernpeactaBreHun
3asiBUTENIEM OTBETa Ha 3anpoc yKasaHHOro opraHa. Bpemsi co gHA HanpaBneHus 3anpoca
AKCMEPTHOro yypexaeHnsa B YrnofTHOMOYEHHbIN dheaepanbHblil OpraH UCNOSTHUTESNTbHOM BNacTu
A0 [OHSA NOSlyYeHUs IKCNEPTHbIM Yy4YpexaeHMem oTBeTa Ha 3anpoc Unv yBeAOMSEHUs O
HenpeacTaBneHMM OoTBeTa Ha 3arnpoc He YYMTbIBAEeTCHA NPU UCYUCIIEHUU CPOKa NpoBedeHUs
3KCNepTM3bl NEKAPCTBEHHOIO CpeacTBa.
5. OkcnepT npuv npoBedeHWM MOPYYEHHOW €My pPYKOBOOUTENEM 3KCMepTHOro
yupexneHusi aKCnepTuabl TekapCTBEHHOMO cpeacTBa 00653aH:
1) npoBecTn NOMHOEe uccnegoBaHWe NPencTaBieHHbIX eMy OOBLEKTOB, MaTepuarnos,
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AaTb 060CHOBaHHOE M OOBLEKTUBHOE 3aKNKYEeHUEe Mo MOCTaBMEHHLIM NMEpea HUM BOMpocam
UM  MOTUMBUPOBAHHOE 3aKMOYEHWE O HEBO3MOXHOCTU MPOBEAEHUS UM  3KCNepTu3bl
NekapCTBEHHOrO0 CpeacTBa, €Cnv  MOCTaBfIEHHbIE BOMPOCHI  BbIXOAAT 3a npedensl
crneumarnbHbIX 3HaHUMK 3KcnepTa, 0ObeKkTbl UCCNeaoBaHUn U MaTepuanbl HENPUro4HbI UK
HegoCTaTOYHbl AN NPOBEAEHUS UCCNEeOOoBaHUM M Aayvn 3akniodeHns nNnubo COBPEMEHHbIN
YPOBEHb Pa3BUTUA HAYKN HE NO3BOSISIET OTBETUTL HA NOCTABMIEHHbIE BOMPOCHI;

2) He pasrnaiwaTtb CBeJeHUs, KOTopble CTanM eMy U3BECTHbI B CBA3U C NpoBefeHVEM
9KCNepTM3bl  JIeKApCTBEHHOrO  CpeacTtBa, a  Takke  CBedeHusl,  COCTaBnswoLwme
rocyJapCTBEHHYH, KOMMEPYECKYIO UITU NHYIO OXPaHAEMY0 3aKOHOM TanHy;

3) obecneunTb COXpPaHHOCTb NPEACTaBMNEHHbIX OOBLEKTOB MCCreaoBaHUM W
MaTepuarnos.

6. OKcnepT He Bnpase:

1) npoBOAMTb  3KCMEpPTU3Yy  NEKApCTBEHHOro  cpeactBa No  obpalleHuto
HenocpeacTBEHHO K HEMY OpraHM3aunin nnm puandecknx nuu,;

2) camocToATenbHO cobupaTb MaTepuansl AN NPoBeAEeHUs  9KCNepTusbl
rleKapCTBEHHOIO CPeACTBa;

3) NpOBOANTL KCNEPTU3Y NIEKAPCTBEHHOrO CpeaCcTBa B KaYeCTBE HerocygapCTBEHHOIoO
aKcnepTa.

7. B cnyyae HeobxogumocTM 3KcrnepT BApaBe XodaTanWcTBoBaTb  nepen
PYKOBOAUTENEM SKCMEPTHOrO YYPEXOAEHUS O MPMBMAEYEHUM K MNPOBEAEHUIO IKCMEPTU3bI
rieKapcTBEHHOro cpeacTBa Apyrnx 9KCnepToB.

8. Kaxabin aKkcnepT, BXOOALWMA B COCTaB KOMWUCCUM IKCMEPTOB, KOTOPOW MOPYYEHO
npoBedeHne 3KCNepTU3bl JEKAPCTBEHHONO CPeacTBa, HE3aBUCMMO W CaMOCTOATENbHO
NpPoOBOAMT WCCNeaoBaHUs, OLEHMBAET pe3ynbTaTbl, MOMYyYEHHbIE UM JIMYHO W OPYrUMUK
akcnepTamn, U popMynupyeT BbIBOAblI OTHOCUTESIbLHO MOCTAaBMEHHbIX BOMPOCOB B Npegenax
CBOMX creumanbHbIX 3HaHUMN.

9. PesynbTaTbl 9KCNEpPTU3bl NIEKApCTBEHHOIO CpeacTBa OPOPMAATCA 3aKYeHneM
KOMMUCCUMM SKCMEepTOB. B  3aknyeHMMm KOMUCCUM 3IKCNEPTOB YKasbiBAOTCA MNEpevYeHb
nccrnegoBaHnn, o6bemM NPOBEOEHHbIX KaXKAbIM 3KCMEPTOM UCCneoBaHUM, YCTaHOBIIEHHbIE
KaXabiM M3 HUX akTbl U CAENaHHble B pesyrbTaTe UCCnenoBaHUK BbiBOAbI. OKCNepT,
MHEHME KOTOPOro He coBnagaeT C peLleHneM KOMUCCUM IKCNEPTOB, BrpaBe BblpasnTb CBOE
MHEHME B NMCbMEHHOM hopMe, KOTOpOoe NpMoBbLLaeTcs K 3aKNYEHNI0 KOMUCCUN SKCNEPTOB.

10. QkcnepTbl, BXOASALWME B COCTAB KOMUCCUN, NpeaynpexnatTcs 06 OTBETCTBEHHOCTU
B COOTBETCTBMW C 3akoHopaternibcTBoM Poccuinckon ®depepaumm 3a gady 3aknioyeHus,
cogepkallero HeobocHOBaHHble UM anbCndUUMpPoBaHHbIE BbIBOAbLI, O YEM OHW AatoT
noanucky.

11. OnpegeneHne ypoBHSA MpodeccnoHanbHON NOAroTOBKM 3KCMEPTOB M aTTecTtauus
NX Ha NpPaBoO NPOBEAEHMUSI IKCMEPTU3bI NIEKAPCTBEHHbLIX CPEACTB OCYLLECTBNATCS 3KCMNEPTHO-
KBanMuUKaumMoHHbIMW  KOMUCCUAMUM B NopsiAke, YCTAHOBMIEHHOM  COOTBETCTBYIOLLUM
YNOSTHOMOYEHHbIM  doefepanbHbIM — OpraHOM — UCMOMHUTENBbHOM  BRactu.  YPOBEHb
npodeccuoHanbHOM NOArOTOBKM 3KCMEPTOB MNOANEXUT NEPECMOTPY YKa3aHHbIMU KOMUCCUSMU
He peXxe YeM OAWH pas3 B NATb feT.

12. lNpaBnna npoBeaeHNs IKCNEePTU3bl NEKapCTBEHHbLIX CPEeACTB 1 hopma 3aKo4eHUs
KoMmnccum 3KCnepToB yCTaHaBnMBalTCs COOTBETCTBYIOLLUM YNOSTHOMOYEHHbIM
deaepanbHbIM OpraHOM UCNONTHUTENbHOW BRACTM.

FAPAHT:

CM. KommeHTapum Kk ctaTbe 16 HacTosiwero ®egepanbHOro 3akoHa

CraTtbsa 17. OTnyeckaa akcneptmsa
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1. OTnyeckasa akcnepTusa NPOBOAUTCA B LENsX Bblgayn 3akniodeHuss o6 aTmyeckon
060CHOBaHHOCTH BO3MOXHOCTU npoBeaeHus KNMUHUYECKOro uccrnepnoBaHus
rlekapcTBEHHOro npenapara Ansg MeOUUMHCKOrO MNPUMEHEHUA COBETOM MO  3TUKe,
CO3aHHbIM B MNopsdke, YCTAHOBMEHHOM YMNOSTHOMOYEHHbIM hedepasnbHbIM  OpraHoM
NCMONHUTESTbHOW BIacTu.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHoM om 2 uwrnsa 2013 2. N 185-®3 8 vacmb 2 cmambu 17
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbl U3MEeHEeHUs, ecmynarowue 6 cusny c 1
ceHmsibps 2013 a.

CmM. mekcm yacmu 8 npeodbiOyuwel pedakyuu

2. JkcnepTtamu coBeTa Mo 3TUKe MOryT ObITb NpeacTaBUTENN MEOULMHCKUX, Hay4YHbIX
opraHmsaumin, obpasoBaTeNbHbIX OpraHM3auun BbiClLero obpas3oBaHus, a TaKke
npeacTaBuTenM OOLLECTBEHHbIX OpraHu3auum, perirmo3HbiX OpraHu3aumMm wu CcpeacTts
MaccoBon WHGopmaumn. [NaHHble 3KCnepTbl He AOMKHbl HaxoauTbCs B Kakom-nmbo
3aBMCUMOCTM  OT  pas3paboTyMKOB  NEKapCTBEHHbIX MNpenapaTtoB W APYrMx  nuu,
3aMHTEpPECOBaHHbIX B pe3yfibTaTax 3TUYeCKOM 3KCNepTU3bl.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKkoHOM om 29 Hosibpss 2010e. N 313-©3 yacmb 3 cmambu 17
Hacmosuwezo PedeparibHO20 3aKOHa U3foXeHa 8 HoeolU pedakuuu, ecmynarouwel e cusy
co OHA o¢uyuanbHo2o onybnukoeaHusi Ha3gaHHo20 ®edeparibHO20 3aKoHa U
pacrpocmpaHsirowelicss Ha rnpasoomHOWeEHUs, 803HUKWUe ¢ 1 ceHmsbps 2010 e.

CmM. mekcm yacmu 6 npeobiOyweli pedakyuu

3. Onnata ycnyr 3KCnepToB coBeTa MO 3TUKE OCYLLEeCTBNAETCA Ha OCHOBaHWUU
Aorosopa, 3aKITH04EHHOIo Mexgy  YNONTHOMOYEHHbIM deepanbHbIM opraHom
NCNOJSTHUTENbHOW BNACcTKN, KOTOPbIM CO34aH COBET MO 3TUKE, N IKCMEePTOM COBETa Mo 3THKe, 3a
cyeT OHDKETHbIX aCCUrHOBaHUW, MNPenyCMOTPEHHbIX YMNOMHOMOYEHHOMY heaepansHOMy
OpraHy UCMOMHUTENBbHOW BNacTu, Co34aBLLEMY COBET MO 3TUKe, B (heaepansHOM BlogxkeTe Ha
COOTBETCTBYHOLWMI rog Ha obecrneyeHne ero AeaTenbHOCTU, N B pa3mepax, YCTaHOBIEHHbIX
MpaBuTtenbctsoMm Poccunckon denepauum.

4. JOkcrnepTbl coBeTa MO 3TUKE HECYyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHopaaTenbcTtBoM Poccurckon denepaumm.

5. CocTtaB coBeTa Mo 3TUKe, NoNoXeHne 06 3ToM coBeTe, NOPSAOK ero AesATeNbHOCTH,
TpeboBaHNA K KBanudpukaumm un onbiITy paboTbl MO SKCMEPTHOM OLUEHKE Hay4HbIX,
MEONUMHCKMX W 3TUYECKMX acfekTOB KIAWMHUYECKUX WUCCedoBaHUN  fneKapCTBEHHbIX
npenapatoB ANs MeOULMHCKOro MNpUMEHEHUs, NpeabsaBhAsieMble K 3KcnepTtam coBeTa Mo
3TUKe, NOPAAOK OpraHM3auMm 1 NpoBedeHUs 3TUYEeCKON aKCnepTusbl, hopma 3aknoyeHus
coBeTa MO 9TUKE YCTaHaBMMBAKOTCA  YNOSIHOMOYEHHbIM  dpefepanbHbiM - OpraHoM
UCronNHUTENbHOW Bnactu. Yucno npencraBuTenen MeOUUUHCKUX OpraHmsauumn He MOXeT
npeBbIlaTh NOMOBMHY OT OOLLEro YMca 3KCNepToB COBETA MO 3TUKE.

6. WHdopmaumss o coctaBe coBeTa MO 3TUKe, NnaHax ero paboTbl M Tekylien
AeATenbHOCTN pasMmelaeTca Ha oduunanbHOM canTe YMNOSHOMOYEHHOro deaeparibHOro
opraHa UcnosiHUTeNnbHOM Bnactu B cetn "MIHTepHeT" B yCTaHOBNEHHOM UM MOPSAKE.

FTAPAHT:

CM. KommeHTapum k ctaTbe 17 HacTosiwero ®egepanbHOro 3akoHa

Cratbsa 18. [Nlogaya n paccMmoTpeHue 3adBneHMn O rocydapCTBEHHOM perncrpauumm
NeKapCTBEHHbIX NpenapaToB v NpeacTaBneHne HeobXxoaMMbIX JOKYMEHTOB
1. [lna rocyoapCTBEHHOW perucTpauvMmM nekapcTBeHHOro npenaparta paspaboTymk
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NeKkapCTBEHHOro npenapara unu yrnoriHOMOYEeHHOe UM Apyroe topuandeckoe nuuo (fanee -
3asiBUTENb) MNpeacTaBnsieT B COOTBETCTBYIOLMA YNOSTHOMOYEHHbIN doedeparnbHbIi OopraH
NCMONHUTESTbHON BnacTtu, OCYLLEeCTBNALLNNI rocygapCTBEHHYHO pernctpaumto
NeKkapCTBEHHbIX NpenapaToB, 3asiBfieHne O rocyaapCTBEHHOM perncTpauumn nekapcTBeHHOro
npenapaTta, a Takke B nopsiake, YCTaHOBIIEHHOM COOTBETCTBYHOLIMM YMNOMHOMOYEHHbLIM
deneparnbHbIM OpraHOM WCMOSMHUTENBHOW BMacTn, HEOOXOAUMbIE AOKYMEHTbI, U3 KOTOpPbIX
dopMmnpyeTca  perucTpaumMoHHOe [OCbe Ha JeKapCTBEeHHbI npenapat (ganee -
permcTpaunoHHoe 40Che).

2. B 3adBneHun O rocydapCTBEHHOM perucTpauuMm nekapcTBEHHOro rnpenapara
YKa3blBalTCA:

1) HaumeHoBaHWe W agpec 3aaBuUTENs W (UNKM) NPou3BOAMTENSA feKapCTBEHHOIro
npenapata u agpec MecTa OCyLLEeCTBNeHUs NPON3BOACTBA NIEKapCTBEHHOro nNpenapara;

2) HauMeHoBaHWe iekapCTBEHHOro npenaparta (MexayHapoaHoe HenaTeHTOBaHHoOe
NN XMMNYECKOEe N TOProBoe HaMMeHOBaHUSA);

3) NepeyeHb BeLLECTB, BXOASLLMX B COCTaB JIEKapCTBEHHOrO npenapara, C ykadaHueMm
KONMYeCTBa KaXK4oro U3 Hux;

4) nekapcTBeHHas bopma, O03MpOBKa, CMOCOObI BBEAEHWA U MPUMEHEHUS, CPOK
rogHOCTU NleKapCTBEHHOro npenaparTa;

5) onucaHue dhapMakonorn4eckmx n hapMakognHaMmNYeCKNX nnm
MMMYHOBNONOrMYECKNX CBONCTB NeKapCTBEHHOIO npenapara;

6) 3asBNeHHas npou3BoAuTENEM NekapcTBEHHOro npenapara npegernbHas oTnyckHas
LeHa Ha NnekapCTBEHHbIN npenapar, BKKYEHHbIM B MepeyYeHb XU3HEHHO HEOOXOAUMbLIX U
Ba)KHEMLLNX NekapCTBEHHbIX MpenapaToB, B Cliy4ae ero rocyaapcTBEHHOW perncrpaumm;

7) oOTcyTCcTBME  HeOobXoOMMOCTM  MpPOBEAEHUSs  KIMHWYECKOro  uccrnegoBaHus,
nccrnegoBaHna OUMO3KBMBANEHTHOCTM NEeKapCTBEHHOrO MnpenapaTa, paspelleHHoro Aans
MeANLMHCKOro NpUMeEHeHNa Ha Tepputopun Poccunckon ®egepaunn 6onee agaguatu net,
yKaszaHnemM HOPMaTMBHbIX NPaBOBbIX aKTOB, NOATBEPXAALWMX JAHHBLIN CPOK MPUMEHEHUS.

3. PeructpaunmoHHoe Jocbe hopMupyeTcs U3 Crieayowmnx JOKYMEHTOB:

FTAPAHT:

CMm. MeToauyeckue pekomeHAauun MO COOEPXaHUIO N OOPMIIEHNIO HEOBXOANMbIX
AOKYMEHTOB, W3 KOTOpPbIX (POPMUPYETCA perucTpauuoHHOe [A0Cbe Ha JleKapCTBEHHbIN
npenapaTt Ans MeOULMHCKOro NPUMEHEHUs, B Lensax ero rocyaapCTBEHHOW perucrpauumu,
yTBEpXAeHHble npukaszom Munagpascoupassutus Poccum ot 23 Hos6ps 2011 r. N 1413H

1) NPOEKTbI MaKeTOB NEPBUYHON YMNAKOBKN M BTOPUYHOWN (NOTPEBUTENBCKON) YNaKOBKM
rfiekapCTBEHHOro npenapara;

2) OOKYMEHT, MEepeBEOEHHbI Ha PYCCKUN $A3blK, MOATBEPXAAKLWMA COOTBETCTBME
npou3BoauTENa PEruMcTpupyemMoro JfekapcTBeHHOro npenapaTta TpeboBaHuaM rnpaBun
opraHusauum npPouM3BOACTBA WM KOHTPOMNS KayecTBa NEKapCTBEHHbIX CPeAcTB, BblAAHHbIN
KOMMETEHTHbIM OpraHoM CTpaHbl NPOU3BOAUTENSA PETMCTPUPYEMOrO  fieKapCTBEHHOIO
npenapaTa v 3aBepeHHbIN B YCTAaHOBITIEHHOM MOpsiAKe;

3) MpPOEKT HOPMATUBHOW AOKYMEHTauuu WM HOPMATUBHOrO AOOKYyMeHTa Ha
NeKapCTBEHHbIN npenapaT NMbo ykaszaHne COOTBETCTBYHOLLLEN hapMaKONeNHON CTaTby;

4) cxema TEXHOJSIOrM4Yeckoro npowecca nNnpon3BoACTBa fieKapCTBEHHOrO npenapaTta, ee
onucaHue n (UNn) cxema TEXHONOMMYECKOro npoLecca Npoun3BOACTBa (hapmaueBTUYECKON
cybcTaHuum, ee onucaHue;

5) DOKyMeHT, nepeBedeHHbI Ha PYCCKUM $3blK, NOATBEPXAAKOLWMNA COOTBETCTBME
npoussoguTensa dapmMaueBTU4eckon cybctaHuum TpeboBaHUAM npaBusl  opraHusauum
NPOU3BOACTBA N KOHTPOMA KayecTBa feKapCTBEHHbIX CPeacCTB, BblOaHHbIA KOMMETEHTHbIM
OpraHoM CTpaHbl npou3BoauTensa apmMaueBTUYECKON CcybCcTaHuuK, 3aBepeHHbI B
YCTaHOBIIEHHOM MopsiAKe U cogepXaLlni:
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a) HanmMeHoBaHue hapmavneBTUYECKON cybcTaHumm (MexxgyHapoaHoe
HenaTeHTOBaHHOE UM XMMUYECKOe U TOProBoe HauMeHOBaHNS);

6) HanmeHoBaHWe 1 agpec Npom3BoaMTENs dapMaLeBTUYECKOM CyOCTaHUMK;

B) CPOK rogHOCTM hapmMaLeBTUYECKON cybcTaHumu;

6) OOKYMEHT, cofepalui cBeleHNa O rfnokasaTendx kayectBa (papmaueBTU4EeCKOm
cybcTaHuuK, ncnonb3yemMom npu NPon3BOACTBE NIEKAPCTBEHHbIX NPenapaTos;

7) HOpMaTUBHAA OOKYMEHTaUMs UM HOPMAaTMBHbBIA OOKYMEHT Ha hapmaueBTUYECKYHO
cybeTtaHuuio nnbo ykaszaHne COOTBETCTBYOLWEN ddapMaKoNenHON ctaThy;

8) MHpopmaums 06 ycrnoBuAX XpaHEeHUs, MepPeBO3KM NEKAapPCTBEHHOro npenapara u
NMHas NHopmMaums;

9) oTyeT O pesynbTaTax AOKIMHUYECKOrO MCCReLOBaHUSA NEKapCTBEHHOrO CpeacTBa
ANa MeOULMHCKOro NPUMEHEHUs, coepXalun onucaHue, pesynbTaTbl U CTaTUCTUYECKUN
aHanua pesynbTaToB AAaHHOrO AOKIMHMYECKOrO UCCeaoBaHus;

10) oT4eT O pesynbTaTax OKIIMHUYECKOrO NCCneaoBaHUs NekapCTBEHHOro cpeacTsa U
KNMHNYECKOro nccnenoBaHns nekapCTBEHHOro npenapaTa Ansi BeTEPUHAPHOro NPUMEHEHMS;

11) NPoeKT NpoToKona KINMHUYECKOro UccnefoBaHUs nekapCTBEHHOro npenapara ang
MEAMLMHCKOro NPUMEHEHUS;

12) 6powitopa uccrnepoBaTens;

13) nHcpopMaLMOHHbIN NIUCTOK NALMEHTA;

14) wvHopmaums 0O BbINAatTax W KOMMEHcauuax NauueHTam  (340pOoBbIM
AobpoBonbLam, 60MbHbIM) (4anee - NnaumMeHTbl), NPUBAEYEHHbIM K MPOBEAEHUIO KITMHUYECKNX
nccneoBaHUii NekapCTBEHHOMO npenapaTa Ans MeguuMHCKOro NpUMeHeHus, nccneaoBaHum
BGMO3KBMBANEHTHOCTU U (MNN) TepaneBTUYECKON SKBUBANIEHTHOCTMU;

15) oTyeT O pesynbTatax MeXAYHapOAHbIX MHOFOLUEHTPOBbLIX KIMUHUYECKUX
nccnegoBaHUIM NeKapCTBEHHOro npenaparta AnA MeguUUHCKOro NpUMeHeHus, 4acTb 13
KOTOpbIX NpoBeAeHa Ha Tepputopumn Poccuinckon ®epgepaunu;

16) NPOEKT MHCTPYKLUMM MO NPUMEHEHWUIO NEKApPCTBEHHOro npenapara, coaepKallini
crnegyrowue ceeeHus:

a) HaMMeHoBaHWe fneKapCTBEHHOro cpeacTBa (MeXxayHapoaHoe HenaTeHTOBAHHOE Ui
XMMUYECKOE 1 TOProBOE HaMMEHOBaHWS);

0) nekapcTBeHHas opmMa C YykaszaHMEM HaMMEHOBAHUN W  KONMYECTBEHHOIO
copepXaHung (aKTUBHOCTM) hapMaLeBTUYECKMX CYOCTaHUMIA 1 BCOMOraTerbHbIX BELECTB;

B) dhapmakoTepaneBTU4ecKas rpynna fiekapCcTBEHHOro npenapara;

r) nokasaHus aAnsg NpMMeHeHNs;

A) NPOTUBOMNOKa3aHUA AN NPUMEHEHUS;

€) pexum [O03upoBaHus, cnocob® BBeAEHUS, NMpuM HeobXoOMMOCTM BpeEMS npuema
rfieKkapCTBEHHOro npenaparta, NPOAOSPKUTENBHOCTL SleYeHus (B TOM Y1che y AeTen 4o 1 nocne
OAHOro roga);

) Mepbl NPegOCTOPOXHOCTU NPU NMPUMEHEHWM;

3) CMMMTOMbI Nepeao3nPOBKM, MePbI NO OKa3aHUK NOMOLLM NPV Nepeao3npPOBKE;

n) YykasaHue, npum HeobxogMMOCTW, OCOBEHHOCTEN [OEeWCTBUA NeKapCTBEHHOro
npenapara npu NepBoM npMemMme unm Npu ero oTMeHe;

K) onucaHue, npu HeobxoguMmocTu, OencTBUM Bpada (henbawepa), cneywanuicrta B
obnactn BeTepuHapun, naumeHTa, Bragernbla XXMBOTHOMO Npu Nponycke npuema ogHON Unu
HECKOSbKMX 403 NIeKapCTBEHHOrO npenaparTa;

1) BO3MOXHble NOGOYHbLIE AeACTBUS NPU NPUMEHEHMM NTEKAPCTBEHHOIO Npenapara;

M) B3aMMOOENCTBME C APYrMMM FIEKapCTBEHHbIMU Npenapatamn u (Mnu) NUeBbIMK
npoaykramu, Kopmamu;

H) YyKkasaHMe BO3MOXHOCTM W  OCODEHHOCTEM  MEOMLMHCKOTO  MPUMEHEHUS
NeKkapCcTBEHHOro npenapata 6epeMeHHbIMU KEHLUHAMK, KEHLWMHaMN B nepuog rpyaHoro



BCKapMIIMBaHWA, AeTbMU, B3POCbIMU, UMEIOLLMMUN XPOHMYECKne 3abonesaHms;

0) CBeAEeHMs1 O BO3MOXHOM BIMSIHUW NEKapCTBEHHOrO npenapara Ans MeauumHCKOro
NPUMEHEHNSA Ha CNOCOBHOCTb YNpPaBnsATb TPAHCNOPTHBIMU CPeacTBaMU, MEXaHU3MaMMU;

M) CPOK rOAHOCTU N yKa3aHWe Ha 3anpeT NPUMMEHEHUs1 NeKapCTBEHHOro npenapara no
NCTEeYEHNN CpoKa rOAHOCTY;

p) YCNOBUSA XPaHEHWS;

C) ykasaHuMe Ha HeobXxoOMMOCTb XpaHEeHWsa NeKapCTBEHHOro npenaparta B MecTax,
HEeAOCTYMHbIX ANa AeTew;

T) yKkasaHue, npu HeobxoouMOCTW, cneumnanbHbiX Mep NPefoCTOPOXHOCTU Mpu
YHUYTOXEHUN HENCMONb30BAHHbIX NTEKAPCTBEHHbIX NPenapaTos.;

y) CPOKN BO3MOXHOIO UCMOSb30BaHWUS NPOAYKLUUN XUBOTHOMO MPOUCXOXAEHUSI Nocrne
BBEJEHWSI XXMBOTHOMY FIEKAPCTBEHHOIO npenapaTa 419 BeTEPMHAPHOro NPUMEHEHUS;

&) HaumeHoBaHWe, agpec NPOM3BOAUTENS NeKapCTBEHHOro npenapaTa u agpec mMecta
NPOM3BOACTBA NIEKaPCTBEHHOIO Npenapara;

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKOHOM om 29 Hosi6ps 2010 a. N 313-®3 nyHkm 16 yacmu 3 cmambu 18
Hacmosiweao PedeparnbHO20 3aKoHa O0rosiHeH MoOrnyHKmMom "X", ecmynarowum 8 cusy
€0 OHs oghuyuanbHo20 onybsiukoeaHusi Ha3eaHHO20 PedepasibHO20 3aKOHa

X) yCrnoBusi OTMNYCKa;

17) nepeBefeHHasi Ha PyCCKNin s3blK N 3aBepeHHasi B YCTAHOBIIEHHOM MOpPsiAKe KOMus
AOKyMeHTa, noATBepXAatolero permcrpauuio fiekapCTBEHHOro npenapaTta B Crydae ero
perucTpauum BHe npeaenos Poccuickon ®epepaunu;

18) OoKymeHThl, NpeacTaBnsieMble B COOTBETCTBUN CO cTatbaMu 19 - 23 HacTosLero
depneparnbHOro 3akoHa.

4. Tlo xenaHuto 3asiBUTENs MOryT ObiTb nNpeacTaBfieHbl OTYETbl O MPOBEAEHHbLIX B
CTpaHe 3adBuUTens U OpYyrMx cCcTpaHax pesynbTaTax KIMHUYECKUX UccrnefoBaHuM,
uccriegoBaHuM  OMO3KBUBANEHTHOCTU U (MNK)  TepaneBTUYECKOW 9SKBMBANEHTHOCTU
NIeKapCTBEHHOro npenapaTta (BKN4Yas 3NUOEMUONIOTMYECKME UMAN  3MNN300TONOrMYecKkme
nccrnegoBaHna UMMyHOBUONOrMYECKNX NeKapCTBEHHbIX NpenapaToB, npeaHasHavyeHHbIX 44
UMMYHOMNOMMYECKON NPOUNAKTUKM U NEYEHUS UHAEKLMOHHBLIX 3aboneBaHni, B TOM Yucne y
aeTen), cogepxalime onvcaHus npoBefeHHbIX UCCNedoBaHWU NekapCTBEHHOro npenapara,
NX pe3ynbTaTbl U CTAaTUCTUYECKMIA aHanNn3 Nony4YeHHbIX pe3ynbTaToB.

5. K 3asgBneHnto O rocygapCTBEHHOW pernctpauumn JsiekapCTBEeHHOro npenaparta
npunaratoTcs:

1) OOKYMEHT, noaTBepXaatLlunin ynnaTty rocyaapCTBEHHOM MOLWSMHBLI 3a NpoBedeHue
3KCNepTM3bl [OOKYMEHTOB AN MONyYEHUS] pas3peLlleHnMid Ha MpoBEeAEHUE  KIMHUYECKUX
nccrnegoBaHUM fieKapCTBEHHOrO npenapara Angd MeguUMHCKOrO NMPUMEHEHUST U 3TUYECKOW
3KCnepTM3bl Npu obpalleHnn 3a rocygapCTBEHHOW perncrpauven  NekapCTBEHHOro
npenapara;

2) OOKYMEHT, noaTBepXaaroLWnin ynnaty rocygapCTBEHHON MOLWSUHBI 3a NpoBefeHne
3KCnepTu3bl KayecTBa JIEKAPCTBEHHOro CPeacTBa M IKCNEPTU3bl OTHOLUEHUS OXMOAEMOK
Nnonb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUS NIEKAPCTBEHHOMO rnpenapara, paspeLlleHHoro ans
MeOMLMHCKOrO NpUMEHeHUs1 Ha Tepputopun Poccunckon ®epgepaummn 6onee gsaguaTu ner,
npwv rocygapCTBEHHOW perncTpauum nekapCTBEHHOro npenapara;

3) AOKYMEHT, NOATBEPXAAOWNA ynnaTy rocyaapCTBEHHOM MOLUMUHLI 3a NpoBeAeHune
3KCrNepTuU3bl KayecTBa JIEKAPCTBEHHOINO CPeacTBa M 3KCNEPTU3bl OTHOLIEHUS OXUOAEMOW
Nnosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCcTBEHHOro npenaparta angd MeguumHCKOro
NPUMEHEHNSA, B OTHOLLUEHMM KOTOPOro MNPOBEAEHbl MeXAyHapoAHble MHOrOLEHTPOBbIe
KIMHUYeCKMe uccriefoBaHus, 4YacTb M3 KOTOPbIX NpoBedeHa Ha Tepputopum Poccuinckon
depepaumm, Npu rocyaapCTBEHHOM perMcTpaunmn nekapcTBeHHOro npenapara;
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4) [OKYMEHT, noATBepXKAalLWmMn ynniaTy rocyaapCTBEHHOM MOLWNUHBLI 3a NpoBedeHue
3KCNepTn3bl KavyecTBa NEKaApCTBEHHOrO CpPeacTBa M 3KCNEPTM3bl OTHOLUEHUSI OXMOAEeMOW
Nnosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro npenapaTa And BeTepuHapHOro
NPUMEHEHNS NPU Ero rocygapCTBEHHON pernctTpauun.

MHdopmaums 06 nsmMeHeHusix:

®edepanibHbIM 3akoHOM om 11 okmsabps 2010 e. N 271-®3 cmambsi 18 Hacmosiwezo
®edepanbHo20 3aKoHa OO0riofIHeHa Yacmbto 6, nNpuMeHsIrWelcsi K rnpasoomHOUWEHUSIM,
B803HUKWUM riocrie OHS ecmyrnieHUsi 8 cusy 0ns Poccutickolu ®@edepayuu npomokorsia o
npucoeduHeHuu Poccutickol @edepauyuu kK BcemupHoU mopaosoll opeaHu3ayuu
6. He ponyckaiTca nonyyvyeHue, pasrfalleHne, UCNOoNb30BaHME B KOMMEPYECKUX
Lensax u B LEensx rocyaapCTBEHHOW perucTpaumm nekapCTBEHHbIX NpenapaTtoB MHAOpMaL MK
O pesynbTatax AOKMUHUYECKUX WCCrEeaOBaHUN NEeKapCTBEHHbIX CPeACTB U KIMHUYECKUX
nccnegoBaHWA — NEKapCTBEHHbIX — NpenapaTtoB,  NPeACTaBfeHHOM  3asBUTENeM  Ons
rocygapCTBEHHOW perncrtpauumn fiekapCTBEHHbIX npenapartoB, 6e3 ero cornacusi B TeYeHue
LUEeCTW NeT C AaTbl rOCyAapCTBEHHOW perncTpawmm nekapcTBEHHOro npenaparTa.
HecobntogeHne 3anpeTa, YCTAHOBIIEHHOrO HACTOSILEN 4acTblo, BnevyeT 3a cobou
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccumnckon ®egepaumu.
Ha Tepputopun Poccurickon depepauumn 3anpeluaeTcs obpalieHne nekapcTBEHHbIX
CPeACTB, 3aperMcTpMpoBaHHbIX C HAPYLUEHMEM HACTOSILLLEN YaCTMW.
FAPAHT:

CM. kommeHTapui K ctaTbe 18 HacTosiwero degepanbHOro 3akoHa

Cratbsa 19. lNpuHATME pelleHns O Bblaavye IKCMEPTHOMY YYPEXAEHUIO M COBETY MO

3TUKe 3aJaHus Ha NpoBeAEeHNEe IKCNEePTU3bI SIEKAapCTBEHHbIX CPeaCcTB

1. B TeyeHne natu paboymx AHEN CO AOHS MPUHATUS 3asiBIIEHUS O rOCy4apCTBEHHON
permctpauumn fekapCTBEHHOro npenapata  YNofHOMOYEHHbIn  deaeparnbHbIi - opraH
WCMONHUTESNTIbHOW BNactTu NPOBOAUT MNPOBEPKY MOMHOTbI WU [OOCTOBEPHOCTU CBeAEHUN,
cogepxalwimxcss B npeacTaBrfeHHbIX 3asBuTeNneM Martepuanax, M npuHMMaeT pelueHune o
BblJade 3agaHus Ha NpoBeaeHune:

1) aKkcnepTusbl JleKapCTBEHHbIX CPeACTB B 4YacTuM 9KCNepTU3bl [LOKYMEHTOB ASis
nosly4eHuss paspelleHuss Ha npoBedeHNe KINMHUYECKOro WccrnefoBaHnsa nekapCTBEHHOro
npenapaTta Ang MeAWUUHCKOrO MPUMEHEHUS B COOTBETCTBUM C LENAMMU, yKasaHHbIMU B
cratbe 38 Hactodwero denepanbHOro 3akOHa, M ATUYECKOM IKCMEepTU3bl B OTHOLUEHUN
NeKapCTBEHHbIX NpenapaTtos, Afs KOTOPbIX HE NPOBOAUIUCE KIIMHMYECKME UCCreaoBaHUs Ha
Tepputopun Poccunckon degepaumnm, Ha OCHOBAHUM JOKYMEHTOB, yKa3aHHbIX B MyHKTax 1 -
9,11 - 14,17 yacti 3 un nyHkte 1 yactn 5 ctatbu 18 HacTosAwero PegepanbHOro 3aKoHa;

2) aKCnepTu3bl NEKapCTBEHHbIX CPEACTB B YacTM  3KCNepTu3bl  KavecTBa
NeKapCTBEHHOro CpeacTBa U 9KCMEPTU3bl OTHOLLEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY
PUCKY TMpPUMEHEHUs JIeKapCTBEHHOro npenapata Ang MeOWLUHCKOrOo MNpUMEHEHus B
OTHOLUEHUM NEKapCTBEHHbIX NpenapaToB, pa3peLleHHbIX A MegUUMHCKOro NpUMeHeHNsa Ha
Tepputopun Poccunckon Pepepauum bonee aBaguaTtu NeT, HA OCHOBAHUM OOKYMEHTOB,
ykasaHHblx B nyHktax 1-9, 16 yactm 3 u nyHkte 2 4yactu 5 crarbum 18 HacTosALwero
depepanbHOro 3akoHa, a TaKkKe JleKapCTBEHHbIX MpenapaTtoB, B OTHOLIEHUN KOTOPbIX
npoBefeHbl MexayHapoaHble MHOroUeHTPOBbIe KIIMHUYeCKue UccrnenoBaHus, 4yacTb U3
KOTOpbIX NpoBedeHa Ha Tepputopun Poccunckon denepaummn, Ha OCHOBaAHUM OOKYMEHTOB,
yKkasaHHbIX B nyHktax 1-9, 15-17 yactn 3 1 nyHkte 3 4yactm 5 ctatbmn 18 HacTosLero
depneparnbHOro 3akoHa;

3) 9KCnepTU3bl fIeKapCTBEHHOIO CPeACcTBa B OTHOLLUEHUU JIEKapCTBEHHbIX nNpenapaToB
ANs BeTepUHapHOro NpMMEHEeHUss Ha OCHOBAHWW OOKYMEHTOB, YKa3aHHbIX B nyHKTax 1 - 8,
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10, nognyHkTax "a" - "a", "x" - "M", "n" - "¢" nyHkTa 16, nyHkTe 17 yactn 3 n nyHkKre 4
yactu 5 ctatbm 18 HacTosdwero ®efepanbHOro 3akoHa.

2. YNOSIHOMOYEHHbIN doefiepalibHbIi OpraH UCMNOSMTHUTENBHOW BriacTu yBeoMIsieT B
NMMCbMEHHOW (popMe 3asBUTENS O NPUHATOM pELLUEHUM UIKM B Crydae OTKasa C yKka3aHuem
NPUYNH Takoro oTkasa.

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akOHOM om 25 Hosibps 2013 e. N 317-®3 cmambsi 19 Hacmosuwe2o
®edeparibHo20 3aKoHa 0orosiHeHa Yacmbio 2.1
21. B cnyyae BbISIBNEHUS HeOOCTOBEPHOCTU CBeAEHUMW, coAepXalmxca B
npeacTaBfieHHbIX 3asBUTeNneM Martepuanax, YMNoNHOMOYEHHbIN deaepanbHbIii  opraH
WCNOSNTHUTENbHOW BMacTW HanpaenseT 3asBUTENo 3anpoc 06 YTOYHEHWUM YKa3aHHbIX
cBegeHun. [laHHbIM 3anpoc MOXeT ObiTb nepedaH YNoSIHOMOYEHHOMY npeacTaBUTENO
3aaBUTENA NIMYHO NOA PacnuCKy, HanpaBfeH Mo No4YTe 3akasHbiM MMCbMOM WNKU nepedaH B
9NEKTPOHHOM (hopMe MO TeNeKOMMYHUKALMOHHBbIM KaHanam cBa3n. B cnydyae HanpaBneHus
AAHHOro 3anpoca no MnoyTe 3aka3HbIM MUCbMOM OH CYMTAETCsA MOSyYeHHbIM MO UCTEYEeHUN
LIeCTN OHeWN C AaTbl HaNpaBieHns 3akas3Horo NMcbma.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 25 Hos6ps 2013 e. N 317-©3 cmambsi 19 Hacmosuweao
®edeparnibHO20 3aKoHa O0roIHEHa Yacmbio 2.2
2.2. 3assutenb o06s3aH npeactaBuTb OTBET Ha 3anpoc  YNONTHOMOYEHHOro

degepanbHOro opraHa WCMOMHUTENbHOM BNacTM B CPOK, HE MNpeBbIWAalWNn AeBsHOCTa
paboumnx gHEN COo OHS NonyyeHus aaHHoro 3anpoca. Cpok, ykasaHHbIM B 4acTu 1 HacTosLwen
cTaTbu, NPUOCTaAHABNMBAETCH CO [HS HanpaBfeHus 3adBUTENHO 3anpoca YrNOofIHOMOYEHHOro
deaepanbHOro opraHa MCMNOSIHUTENBHOM BRacTu A0 AHSA MOfyYeHus UM OTBETa Ha AaHHbIN
3anpoc.

MHdopmaums 06 nameHeHusIx:

®edepasibHbIM 3aKOHOM om 25 Hosibpss 2013 e. N 317-©3 8 yacmb 3 cmambu 19
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmM. mekcm yacmu 8 npeodbidyweli pedakyuu

3. OcHoBaHMeM [nsi OTKasa B OpraHM3aumm 9KCNepTU3, YyKasaHHbIX B 4actu 1
HacTosILLEen CcTaTbW, SBNSETCA NpeacTtaBneHne HeobxXoauMblix AOnsi NPOBEAEHUS 3TUX
3KCrnepTu3 [OOKYMEHTOB, MNepeyucrieHHblx B 4Yactax 3 M 5 crareum 18 Hacrtosdwero
depgepanbHOro 3akoHa, B HenonHom oObeme, HenpeacTaBneHMe 3asBUTENEM B
YCTAHOBIEHHbIA CPOK OTBETa Ha YyKa3aHHbIM B 4Yactu 2.1 HacTosiwew ctaTtbuM 3anpoc
YNOSTHOMOYEHHOIo (hefiepanbHOro opraHa UCMOSIHUTENbHOW BNAacTU, a Takke npeacrasrieHne
AOKYMEHTOB, He coAep Kaluux NcyHepnbiBatoLLEro nepeyHs HeobxoanMbIX CBe4EHUN.
FAPAHT:

CM. KommeHTapum K ctaTbe 19 HacToswero ®enepanbHOro 3akoHa

Crtatba 20. OkcnepTu3a AOKYMEHTOB Afs MONyYeHWUs paspelleHus Ha nposeaeHue
KMMHUYECKOro UcCrneaoBaHUs NekapCcTBEHHOro npenapara ans MeguumMHCKoro

NMPUMEHEHUS! 1 3TUYECKOW IKCNEPTU3bI
1. Okcneptusa [OKYMEHTOB Ansl  MOMyYeHMs1 paspelleHusi Ha npoBedeHue
KMMHUYECKOro MCcrneqoBaHUs NeKkapCTBEHHOMO Npenaparta Anst MeAULMHCKOrO NpUMeHeHUs! B
COOTBETCTBUM C LENnsiMW, yKasaHHbiIMM B cTaTbe 38 HacTosiwero denepanbHOro 3akoHa,
3TUYecKasl aKcnepTn3a, COCTaBlEHNE KOMUCCUEN SKCMIEPTOB M COBETOM MO 3TUKE 3aKIOYeHUI
O BO3MOXHOCTU WM HEBO3MOXXHOCTWU MPOBEAEHUS TAKOrO KIMHUYECKOro WUCCreAoBaHus U
HanpaBeHne 3TUX 3aKNOYEeHU B YNONTHOMOYEHHbIM dpedepanbHblii opraH UCMONMHUTENBHOM
BMacTU OCYLLECTBMAKTCS B CPOK, He MpeBbllualowmin Tpuauatm pabounx OHel co AHs
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NoSly4YeHUs1 SKCMEPTHLIM ydpexaeHneM 3afaHus YNorHOMOYEHHOro efepanbHOro opraHa
NCMONHUTENbHOW BNACTU C NPUNOXEHNEM HEOOXOANMbBIX AOKYMEHTOB, YKa3aHHbIX B MYyHKTax
9, 11, 12 yactu 3 ctatbun 18 HacToswero ®enepanbHOro 3akoHa, JOKYMEHTOB, YKa3aHHbIX B
yactu 4 ctatbmu 18 Hactoswero PenepanbHOro 3akoHa M NPEACTABNEHHbIX MO XenaHuo
3asiBUTENd, W COBETOM MO 9TUKE 3aJaHus YMNONIHOMOYEHHOro efepansHOro opraHa
NCMNONHUTENbHOW BNACTU C NPUNOXEHNEM HEOOXOANMbBIX AOKYMEHTOB, YKa3aHHbIX B MYyHKTax
11 - 14 yactm 3 ctaTtbm 18 HacToswwero degepanbHOro 3akoHa.

2. [okyMeHTbl, cogepxawmecs B perncTtpauMoHHOM [Jocbe W MNOCTynMBLUME B
3KCNepTHOEe ydpeXxaeHune, COBeT MO 3TUKe AN OCYLLEeCTBNEeHUS UX 3KCNepTusbl B LENAX
noslyyYeHns paspelleHnss Ha npoBedeHNE KIMHUYECKOro WCCreaoBaHUsa feKkapCTBEHHOro
npenapaTta Ans MeOWUUHCKOrO MNPUMEHEHUA, noanexart BO3BpaTy B YNOMHOMOYEHHbIN
defepanbHbIn - OpraH  UCMOSTHATENbHOW  BflaCTM  OOHOBPEMEHHO C  3aKIHOYEHUAMU
COOTBETCTBYHLLMX IKCNEPTUS.

TAPAHT:

CM. kommeHTapui K ctaTbe 20 HacTosiwero degepanbHOro 3akoHa

Cratbsa 21. lNony4yeHne paspelleHns Ha NpoBeAEHME KITMHMYECKOro MccrnenoBaHus

niekapCTBEHHOro npenapara ans MeauumMHCKOro npuMeHeHns

1. B cpok, He npeBbiwakoWmi NATM pabounx AHEN CO OHSA NOSTyYEHUS 3aKIHYEHWUHN,
ykasaHHblx B cTatbe 20 Hactoswero ®efepanbHOro 3akoHa,  YNOSTHOMOYEHHbIN
deneparnbHbli  OpraH UCMOMHUTENBbHOW BMAacTM  OCYLLECTBNAET OUEHKY MOCTYNMBLUNX
3aKnYeHnn  Ona  onpegeneHuss  UX  COOTBETCTBUS  3aJaHusIM  Ha  npoBedeHue
COOTBETCTBYHOLUMX ISKCMEPTU3 W YyBeOOMMSeT 3asBuUTeNns B MNUCbMEHHOW dopmMe O
pesynbTatax MPOBEAEHHbIX 9KCMEPTU3 U O BO3MOXHOCTM UMM HEBO3MOXHOCTWU Bbloayu
3aABUTENI0 paspelleHnss Ha NpoBedeHWe KIIMHUYECKOro WUCCneoBaHUs neKkapCTBEHHOro
npenapaTa ans MeauuuHCKOro NpuMeHeHMs.

2. Tpn NPUHATUM pelleHnss 0 BO3MOXHOCTM Bbl4aun paspelleHus Ha npoBedeHue
KIMHMYECKOro nccnefoBaHus NekapCTBEHHOro npenaparta gns MeauvumHCKOro npuMeHeHus
YNOSTHOMOYEHHbIN  befeparnbHbii - OpraH  WUCMOMHUTENbHOM BNacTu MNpuocTaHasnuBaeT
npoBefeHne rocygapCTBEHHOW perucTpauum nekapcTBeHHOro npenapaTta Ao AHA nogayu
3aaBuTeneM B YNOHOMOYEHHbIN doeaepanbHbI OpraH UCNOMHUTENBHOW BIACTU 3aABEHNA O
noslyYeHMn paspelleHnsa Ha MpoBedeHne KIMHUYECKOro WCCrneaoBaHUsA nekapcTBEHHOro
npenapata Ans MeguUUHCKOro NPUMEHEHNS.

3. B cnyvyae nNpuHATUA peleHnss O HEeBO3MOXHOCTM BbldayuM paspelleHnsa Ha
npoBeAeHne KIMHUYECKOro MCCnefoBaHUA NeKapCTBEHHOro npenapata gns MeguLMHCKOro
NPUMEHEHNS YNONIHOMOYEHHbIN (hefepanbHbld OpraH UCNOSTHUTENBHOW BiacTu npekpawaet
npouenypy rocygapCTBEHHON pernctpauumn nekapcTBEHHOro npenapara.

FTAPAHT:

CM. KommeHTapum k ctaTbe 21 HacTosiwero ®egepanbHOro 3akoHa

Cratbsa 22. PeweHne o npoeegeHnn KrnmHM4eckoro mccneagoBaHunda nekapcrtBeHHOro
npenaparta gnd MeanunHCKoro rnpuMmeHeHunA

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHoM om 11 okmsbpsi 2010e2. N 271-©3 6 yacmb 1 cmambu 22
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbI U3MEHEHUSs

Cm. mekcm yacmu 8 npedbidywel pedakyuu
1. Ona nonydyeHusa paspelleHns Ha NpoBeAeHue KITMHUYEeCKOro wuccriefoBaHus
riekapcTBEeHHOro npenapara ans MeauuuHCKOro NpuMeHeHus 3adaBuUTeNb NpeacTaBnseT B
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YNONMHOMOYEHHbIN beaeparnbHbI OpraH UCNONHUTENBHOW BNACTU:

1) 3asgBneHMe O NONyyYeHUN paspelleHns Ha NpoBedeHWe [OAaHHOrO KITMHUYECKOro
nccrneaoBaHus;

2) cBegeHns o6 onbite paboTbl uccrnegoBaTeneM  MNo  COOTBETCTBYHOLLMM
crneumanbHOCTAM M UX OnbiTe paboTbl MO NPOBEAEHMIO KIMHUYECKUX UCCIEA0BaHUN;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoOHOM om 29 Hosibpst 2010 2. N 313-®3 nyHkm 3 yvacmu 1 cmambu 22
Hacmosiweao @edepasibHO20 3aKOHa U3/I0XKeH 8 Ho8oU pedakyuu, ecmynarouwel 8 cusny ¢
1 aHeaps 2011 a.

CmM. mekcm nyHKkma 8 rpedbidyuwel pedakyuu

3) konuto poroBopa 06s13aTENBHOIO CTPAXOBaHWUSA XW3HW, 340POBbSA MALMEHTOB,
YYaCTBYIOLLMX B KITMHUYECKOM MUCCIeA0BaHUN NIeKapCTBEHHOrO npenapaTta Anis MeanunuHCKOro
NnpUMeHeHNa (aanee - 4orosop 06s3aTenNbHOro CTpaxoBaHusl), 3aKIlOYEHHOIO B COOTBETCTBUM
C TUMOBLIMM nMpaBunamum 0053aTeNbHOIO0 CTPaxOBaHUS >KM3HW, 340POBbA MNaUMEHTA,
yyacTBYKOLLEro B  KIMHMYECKOM  WCCNeaoBaHUM  NEeKApCTBEHHOro  npenapata  Aang
MEAMUMHCKOro MpuUMeHeHus, yTBepxaeHHbiMu [paButenbctBom Poccuinckon Pepepaumm
(nanee - TunosBble npaBwuna o06s3aTeENbHOrO CTpPaxoBaHus), C YKasaHWemM npenenbHOn
YMCMEHHOCTM MALMEHTOB, YYacTBYOLWMX B KIIMHWUYECKOM WCCNefoBaHUN JieKapCTBEHHOIo
npenapara Anst Me4ULMHCKOrO NPUMEHEHUS;

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3akOHOM om 29 Hosi6ps 2010 e. N 313-@3 nyHkm 4 yacmu 1 cmambu 22
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEH 8 HOBOU pedaKkyuu, ecmynarmouwel 8 cusny ¢
1 aHeaps 2011 a.

CmM. mekcm nyHKkma e rnpedbidywed pedakuuu

4) cBeeHNsa 0 MeOMLMHCKUX OpraHmnsauusx, B KOTOPbIX NpeanonaraeTcs npoBeaeHne
KITMHUYECKMX UCCRefoBaHUM feKapCTBEHHOro npenaparta And MeauuMHCKOro npuMeHeHus
(nonNnHOoe ¥” CcOKpalleHHOE HaMMEHOBaHWS, OpraHM3auuoHHO-NpaBoBasi ¢opma, MecTo
HaxoXOeHUss W MeCTO OCYLLIECTBEHUS [OedATeNnbHOCTU, TenedoH, Tenedakc, agpec
3MEKTPOHHOWM NOYTbI MEAULMHCKON opraHmM3aummn);

5) npeanonaraemMble CpOKM npoBeaeHus KITMHWUYECKOro nccneagoBaHus
fleKapCTBEHHOro npenapara ans MeauLMHCKOro NPUMEHEHMS.

2. B cpok, He npeBbiWwawWwmnm NATM paboymx gHEW CO OHS MPUHSATUS yKa3aHHOro B
yactu 1 HacTosWEen cTaTbM 3asiBIEHUSA C MNPUMOXKEHMEM HEOOXOANMbIX [OOKYMEHTOB,
YNONMHOMOYEHHbIN beaepanbHbI OpraH UCNOSTHUTENBHOW BNACTU:

1) npoBOAMT NPOBEPKY MOMHOTbI M OOCTOBEPHOCTU CBEAEHWUA, COLEpPXKaLUMXCA B
npeacTaBnNeHHbIX 3asiBUTENEM MaTepuanax;

2) nNpuHMMaeT pelleHne O Bblgade paspelleHus Ha npoBefeHue  KIMHUYECKOro
nccrnegoBaHna NekapCcTBEHHOIO npenapaTa ang MeauumMHCKOro npuMeHeHnsa unm ob otkase B
BblJa4ye yKa3aHHOro paspeLueHus;

3) yBegomngaeT B NMCbMEHHON hopMe 3aaBUTENS O NPUHSATOM peLleHun Unu B criyyae
OoTKa3a C ykasaHMeM NpUYMH Takoro OTKasa;

4) BblgaeT paspelweHne Ha  NpoBedeHWe  KIMHMYECKOrOo  UccnenoBaHud
feKapCTBEHHOro npenapata Ans MeauvuMHCKOro npuMeHeHUs B nopsake, YCTaHOBIEHHOM
YNOSTHOMOYEHHbIM (hefeparbHbIM OpraHOM UCMONMHUTENBLHOM BNacTy.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 25 Hosi6ps 2013 2. N 317-©3 cmambsi 22 Hacmosiu,eao
®edeparnbHo20 3aKkoHa 0orosiHeHa Yacmbio 2.1

21. B cnyyae BbISIBNEHMS HEeOOCTOBEPHOCTU CBEAEHUM, coaepXalmxca B

npeacTaBnNeHHbIX 3asBUTenemM Marepuarnax, YnosIHOMOYEHHbIn enepanbHbii  opraH
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NCNOSNTHUTENbHOW BMacTM HanpaenseT 3asBUTENo 3anpoc 06 YTOYHEHWMM YyKa3aHHbIX
cBegeHun. [laHHbIM 3anpoc MOXeT OblTb nepedaH YNoNIHOMOYEHHOMY MNpeaCcTaBUTENO
3asBUTENS NIMYHO MO pacrnuvcKy, HanpasneH Mo noyTe 3akasHbiM MUCbMOM UMW nepedaH B
9NEKTPOHHOM (hopMe MO TeNeKOMMYHUKALMOHHBbIM KaHanam cBa3n. B cnyvyae HanpaBneHus
AaHHOro 3anpoca Mo noyTe 3aka3HbiM MUCbMOM OH CYMTAEeTCs MOMyYEeHHbIM MO UCTEeYeHUU
LWeCTN OHeW C AaTbl HanpaBrieHns 3aKka3Horo NMcbma.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 25 Hosibpsi 2013 e. N 317-©3 cmambsi 22 Hacmosiu,e2o
®edeparnbHo20 3aKoHa 00MosiHeHa Yacmbio 2.2
2.2. 3assutenb o06s3aH npeactaBuTb OTBET Ha 3anpoc  YNOSTHOMOYEHHOro

beiepanbHOro opraHa MWCMNOSIHUTENBHOM BMacTM B CPOK, He MnpeBbllaloWwmnn aeBsHOCTa
paboymnx gHEN COo OHS NonyyeHus aaHHoro 3anpoca. Cpok, ykasaHHbIA B 4acTu 2 HacTosLLEN
cTaTbu, NPUOCTaAHABNMBAETCH CO [HS HanpaBneHus 3adBUTENIO 3anpoca YrnofIHOMOYEHHOro
deaepanbHOro opraHa MCMNOMHUTENBHOM BMACcTU A0 AHA NOMyYeHUst UM OoTBeTa Ha AaHHbIN
3arnpoc.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akKOHOM om 25 Hosibpss 2013 e. N 317-®3 e yacmb 3 cmambu 22
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmM. mekcm yacmu 8 npeodbidyuwieli pedakyuu
3. OcHoBaHMsAMWN NS OTKasa B Bbldaye paspelleHnsd Ha npoBefeHuEe KIMHUYECKOro

nccnefoBaHWs NeKapCTBEHHOro npenapata Ans MeaMUMHCKOrO MPUMEHEHUS SBMSOTCS
HenpeacTaBneHne JOKYMEHTOB, YKa3aHHbIX B YyacTtu 1 HacToswen ctaTbl, HECOOTBETCTBME
cogepXaHusa npeacTaBrieHHbIX [OOKyMeHTOB TpeboBaHusaM Hactosiwero ®PegeparnbHOro
3aKoHa, HenpegcraBfieHne 3asiBUTENieM B YCTAHOBIIEHHbIM CPOK OTBETa Ha YKasaHHbIA B
yactm 2.1 HacToswen CcTaTbM 3anpoc YMNOSIHOMOYEHHOro dedepanbHOro opraHa
NCMONHUTENbHOW BriacTn NMBO Hanuyue 3akroyeHUsi KOMUCCUN SKCMEPTOB UMM 3aKITHOYEHMS
coBeTa MO 3TUKE O HEBO3MOXHOCTW NPOBEAEHUA  KIIMHUYECKOro  uccnegoBaHus
fleKkapCTBEHHOro npenapaTa gnsg MeguUMHCKOro NpUMEHEHNs Mo pesynbTaTtamM nNpoBefeHHbIX
3KcnepTns, NpegycMoTpeHHbIX ctatben 20 HacToswero PeaepanbHOro 3akoHa.

FTAPAHT:

CM. KoMMeHTapum K cTaTbe 22 HacTosiwero ®egepanbHOro 3akoHa

Cratba 23. OJkcnepTu3a KayecTBa JNEeKapCTBEHHONO CpeacTBa M 9KCNepTu3a
OTHOLWIEHUS OXWOaemMoW nofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
neKkapCTBEHHOro npenapaTa A5 MeAnLUHCKOro NPpUMEHEHMS

1. OKkcnepTusa KayecTBa JeKapCTBEHHOrO CpeacTBa M 9KCMepTM3a OTHOLIEHUS

OXMAAEMOW MNONb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA NekapCTBEHHOro npenapaTta nns
MEONLMHCKOrO MPUMEHEHUs, COCTaBfleHME KOMUCCUSIMU  JKCMEPTOB  3aKMOYEHUA MO
pesynbTatam [MpOBEAEHHbIX 3KCNepTU3 M HarnpasfieHWe Takux  3akNiyeHurM B
YNONMHOMOYEHHbIM dhefeparibHbI OpraH UCNOSTHUTENBHOW BAACTM OCYLLECTBASOTCA B CPOK,
He NMpeBbILALWNA CTa AeCATN pabounx AHEN CO AHS MONYyYEHUs] SKCMEPTHbIM ydYpexaeHnem
COOTBETCTBYHOLIEro 3afaHus YMNONMHOMOYEHHOro edepanbHOro opraHa WCNONMHUTENbHOM
BNacTm C [JOKyMeHTaMu, Yyka3aHHbiMM B nyHktax 1-8, 15-17 vyactm 3 cratbum 18
HacTosilwero ®egepanbHOro 3akoHa, U oT4eTa O NPOBEeAEHHOM KIMMHUYECKOM MccrnegoBaHum
neKkapCTBEeHHOro npenapara ans MeauumMHCKOro NnpuMeHeHus.
FAPAHT:

Cm. AgMmumHucTpaTuBHbIM pernameHT degepanbHon cnyxbbl nNo Hag3opy B cdepe

30paBOOXPaHEHMS 1 COLMANbHOMO Pa3BUTUS MO UCMONHEHNIO TOCYAapCTBEHHOW OYHKLUM MO
opraHu3auun npoBedeHUs 3KCnepTusbl kavectBa, 3eKTMBHOCTM UM BesonacHoCTH
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neKapCTBEHHbIX CpeacTB, YTBepXAeHHbIM npukaszom MwuH3gpascoupassutus PO ot 30
okTs6ps 2006 r. N 734

2. [Ina npoBefeHNsa yKasaHHbIX B 4acTu 1 HacToOSAWEN CTaTbW IKCMNEPTU3 3asiBUTENb
npeacrtaBnseT B YNOMHOMOYEHHbIN doeeparnbHbIi opraH UCNOSTHATENbHOW BIACTuU:

1) 3asBneHne O BO30OHOBMEHMM TOCYLAPCTBEHHOW perucTpaumm nekapCcTBEHHOrO
npenapaTa 1 NpoBeAEHNN yKa3aHHbIX B YacTu 1 HaCTOSLLEN CTaTbW SKCNEPTUS;

2) oT4yeT O NPOBEOEHHOM KIMHUYECKOM MCCrefoBaHUM JlekapCTBEHHOro rnpenapara
ANA MeULUMHCKOro NPUMEHEeHUs;

3) AOKYMEHT, NoATBepXAaloLWwmin ynnaTy rocyfapCTBEHHOW MOLUMUHLI 3a rnpoBedeHune
9KCMNepTM3bl KayecTBa NEKapCTBEHHOro CpeacTBa W 9KCMepTU3bl OTHOLUEHUS OXUAAeMOoWn
Nnosib3bl K BO3MOXHOMY PUCKY NPUMEHEHUS fnekapCTBEHHOro npenaparta and MeguunHCKOro
NPUMEHEHNA Npu ero rocyAapCTBEHHOW permcTpaumu.

3. B cpok, He npeBbiwakwowmi NATM pabounx AHEW CO OHSA MPUHATUS 3asBreHUst C
AOKYMEeHTaMn, ykKasaHHbiMM B 4Yact 1 M nyHKTax 2 U 3 4yacTu 2 HacCTosLWeN CTaTbM,
YNONMHOMOYEHHbIN bedeparnbHbI OpraH UCNONTHUTENBHOW BNACTU:

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akOHOM om 25 Hos6ps 2013 2. N 317-®3 e nyHkm 1 yacmu 3 cmambsu 23
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbI U3MEHEeHUS

CmM. mekcm nyHkma e rnpedbidywed pedakuuu

1) npoBOAMT NPOBEPKY MOSHOTbI M AOCTOBEPHOCTU AaHHbIX, COAEepXalumxcs B
NPeACTaBlEHHOM 3asiBUTENeM oOT4yeTe O MNpPOBEAEHUM  KIMHUYECKOrOo  UCCNeAOBaHuUS
NEeKapCTBEHHOro npenapata AN MeAWMUMHCKOrO  MNPUMEHEHWA U B [OKYMEHTaXx,
COLEPKALLNXCHA B PEMNCTPALMOHHOM OOChHE;

2) nMpuMHMMaeT peleHne O BO30OHOBNEHUM TOCYAApPCTBEHHOW perncrpaumm
NeKapCTBEHHOro npenaparta W NPOBEAEHUN YKa3aHHbIX B 4Yactu 1 HacToswen craTbu
aKcnepTn3 unn o6 otkase B BO30OGHOBNEHUN rOCyJapCTBEHHON perncTpaumm nekapcTBeHHOro
npenapara Anst MeAULMHCKOrO NPUMEHEHUS 1 NPOBEAEHUUN TAKUX SKCNEPTUS;

3) yBegomMnsaeT B NMCbMEHHON hopMe 3asBUTENSI O NPUHATOM peLUeHUN Unu B criyvyae
OTKasa C yKka3aHMeM NMPUYUH Takoro oTkasa.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKOHOM om 25 Hos6ps 2013 e. N 317-©3 cmambsi 23 Hacmosuweao
®edeparnibHO20 3aKoHa 0ornosiHeHa Yacmaero 3.1
3.1. B cnyyae BbISIBIEHUS HEOOCTOBEPHOCTU CBELEHUW, CcoAepXaluxcs B
npeacTaBfeHHbIX 3asiBUTENeM Martepuanax, YMNofHOMOYEHHbIN deaeparnbHblii  opraH
WCMONHUTENbHOM BRacTU HanpaenseT 3asiBUTEN0 3anpoc 06 YTOYHEHMM yKa3aHHbIX
ceBedeHun. [laHHbIN 3anpoc MoXeT ObiTb nepefaH YNoSIHOMOYEHHOMY MpeacTaBuUTENto
3asBUTENS NIMYHO MO PacnucKy, HanpasBfieH Mo MoyTe 3akasHbiM MUCbMOM WKW NepedaH B
3NEKTPOHHOM hopMe MO TeNeKOMMYHMKALMOHHBIM KaHanam cBssn. B cnyyae HanpaBneHus
AAHHOro 3anpoca Mo MnoyTe 3aka3HbiM MUCbMOM OH CUYMTAETCH MOSTYYEHHbIM MO UCTEYEHUU
LLECTX AHEN C AaTbl HANpPaBNeHUs 3aka3Horo NUcbMa.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 25 Hosibpsi 2013 e. N 317-©3 cmambsi 23 Hacmosiuezao
®edeparnbHo20 3aKoHa 00rnosiHeHa Yacmbio 3.2
3.2. 3assutenb o06s3aH npeacTtaBuTb OTBET Ha 3anpoc  YNOSTHOMOYEHHOro
beepanbHOro opraHa MCMOMHUTENBHOMW BracTuM B CPOK, He MpeBbllaloWmin OeBAHOCTa
paboymnx gHEN CO AHA nonydeHnsa gaHHoro 3anpoca. Cpok, yKasaHHbIN B YacTu 3 HacTosILWeN
cTaTbu, NPUOCTaHABNMBAETCH CO [HS HanpaBlieHUs 3asiBUTESTO 3anpoca YnofIHOMOYEHHOro
dhefepanbHOro opraHa MCMNOSIHUTENBHOM BRacTu A0 AHSA MOfydYeHus UM oTBeTa Ha AaHHbIN
3arnpoc.
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MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akoHOM om 25 Hosibps 2013 2. N 317-®3 e yacmb 4 cmambu 23
Hacmosiuweao ®edeparibHO20 3aKOHa 8HECEHbI U3MEHEeHUS

CmM. mekcm yacmu 8 npeobidyweli pedakuyuu

4. OcHoBaHveM p[nsi OTKa3a B BO30OHOBNEHWW TOCYAAPCTBEHHOW perucTpaumm
neKkapCTBEHHOro npenaparta M npoBedeHUMUM yKasaHHbIX B 4yactu 1 Hactosiwen cratbu
3KCNepTu3 ABMSeTCA npeacTtaBrieHne OOKYMEHTOB, YKa3aHHbIX B Yactv 1 v nyHktax 2 n 3
YyacTu 2 HacTosien cTaTbW, B HenoriHoM oObeme, HenpencTaBfieHMe 3asiBUTENEM B
YCTaHOBIIEHHbI CPOK OTBEeTa Ha yKasdaHHbIM B 4Yactu 3.1 HacTosiwewn ctaTtbu 3anpoc
YNOSTHOMOYEHHOro (pefepanbHOro opraHa MWCNOMHUTENbHOW BRactm WUNu npencraBreHne
AOKYMEHTOB, HE Coaep KalLmX ncHepnbiBarOLLEro nepeyHs Heob6xoaMMbIX CBEOEHNIA.
MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 29 Hosibpsi 2010 e. N 313-®3 e yacmb 5 cmambu 23
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbI U3MEHeHUs, ecmynaruwue e cusy c 1
sAAHeaps 2011 a.

CM. mekcm yacmu 8 npeobidywel pedakyuu

5. B TeyeHue nsaTHaguatu pabounmx OHEN CO OHA  MNOSYYEHUS  peLUEeHns
YNONTHOMOYEHHOIO (pefepanbHOro opraHa WCMONHUTENBbHOM BRactM O BO30OHOBEHUU
rocydapCTBEHHOM perncTpauumn nekapCTBEHHOro npenapaTta M NpoBedeHUM YKa3aHHbIX B
yacTu 1 HacTosILLEN CTaTbu IKCNEPTU3 3adBUTENb NPEACTaBSET B 3KCNEepTHOE yypexaeHue
ANSA NpoBeAeHNst aKCNepTU3bl KayecTBa fekapCTBEHHOrO cpeacTBa 0bpasLbl fIeKapCTBEHHOMO
npenapata Ansa MeguUMHCKOro MpUMEHEeHUsl, NpPOU3BEOEeHHOr0 B COOTBETCTBMM C
TpebOBaHNAMMN  OMbITHO-MPOMBILLNIEHHOMO W (MNXM)  MPOMBILLNIEHHONO  perfameHToB,
YTBEPXKAEHHbBIX PYKOBOAUTESNIEM MNPOU3BOAUTENS JIEKAPCTBEHHbIX CPEeACTB, a TakKkKe B
COOTBETCTBYHOLNX crnyyadax obpasey ¢apmaueBTMyeckon cybcTaHummM, TecT-luTamma
MUKPOOPraHM3MOB, KyrbTypbl KEeTOK, o0pasubl BewecTB, MPUMEHSIeMbIX Ofs KOHTpOnd
KayecTBa JNleKapCTBEHHONo CcpeacTBa MNyTeM CPaBHEHWA C  HUMU  UCCIegyemoro
NeKapCTBEHHOro CcpeacTBa, B KonmyecTBax, HeObXoaAnMbIX AS11 BOCMPOU3BEAEHUS METOA0B
KOHTPOMS KayecTBa.

6. lMNpu nonyyeHmn obBpasuyoB nekapCTBEHHOro npenapata W apmMaueBTU4EeCKon
cybCTaHUMM 3KCNepTHOE YyYpexaeHue BblOaeT 3asBUTENO OOKYMEHT, MOATBEepXAarloLmi
nosiyyeHMe ykasaHHbIX 00pasuoB, U B CPOK, He MpeBblalWwun Tpex pabounx AOHeRn,
yBeaoMnsaeT B MNUCbMEHHOW opme 06 3TOM YMNONHOMOYEHHbI doedeparnbHbIi  OpraH
NCMONHUTESNTbHOW BracTu.

7. Cpok Oonsa npeacraeneHuss 3aaBuTenieMm obpasuoB NeKkapCTBEHHOro npenapaTta u
hapmaueBTUYeCKON CyOCTaHLMM U CPOK YBEOOMIEHUS 3KCMEPTHBIM yypexaeHmem ob aTom B
NMUCbMEHHON opMe YMNONMHOMOYEHHOIO eaepanbHOro opraHa WCMOMHUTENbHOM BRacTw,
yKasaHHble B 4Yactax 5 M 6 HacTosiWen cTaTbW, He BKMNHYAKTCA B CPOK MpPOBEAEHUs
yKa3aHHbIX B YacTu 1 HacTosiLen ctaTbu 3KCNepTuUs.

8. [JoKyMeHTbl, NOCTYNUBLUME B IKCNEPTHOE yuypexaeHne ansa npoBeaeHust YKasaHHbIX
B yYactu 1 HacTtoswen cTaTbu 3IKCNepTus, noanexar BO3BpaTy B YNONHOMOYEHHbIN
degepanbHbli  OpraH  MUCMOSMIHUTENBHOM BNactTM OOHOBPEMEHHO C  3aKMOYEHUAMM MO
pesynbTaTtam yKasdaHHbIX 3KCMepTus.

FTAPAHT:

CM. KoMmeHTapum Kk ctaTbe 23 HacTosiwero ®egepanbHOro 3akoHa

Cratba 24. OkcnepTu3a kKadecTBa JIEKAPCTBEHHONO CpeactBa WM 3KcnepTmsa
OTHOLWIEHUS OXMOAeMOW nMomfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCTBEHHOro npenapara nsa BeTepuHapHOro npuMeHeHns
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1. OkcnepTu3a KayecTBa JleKapCTBEHHOrO CpeacTBa M JKCMepTM3a OTHOLIEHUS
oXngaemMon norb3bl K BO3MOXHOMY PWUCKY NMPUMEHEHUS NeKapCTBEHHOro rnpenapara ans
BETEPUHAPHOIO TMPUMEHEHUs, COCTaBfIEHME KOMWUCCUAMM IKCMEPTOB 3aKMYEeHUn no
pesynbTartam yKasaHHbIX 3KCNepTu3 N HanpasrieHWe Taknx 3aKrnovYeHUn B YNONMHOMOYEHHbIN
drefiepanbHbIA OpraH UCMOMNHUTESTbHOW BIIAaCTU OCYLLECTBASIOTCA B CPOK, HE MpeBblatowmn
cTa pecatm paboumx OHEeWn CcO [AHS NOSTyYeHUA IKCNepTHbIM  ydpexaeHunem 3adaHus
YNONMHOMOYEHHOIO  doefleparibHOro opraHa WCMOSTHATENBHOW BracTu C  JOKYMeHTaMu,
yKkasaHHbiMM B nyHKTax 1 - 8, 10, nognyHkTax "a" - "g", "x" - "m", "n" - "¢" nyHkTa 16 u
nyHkTe 17 yactu 3 ctatbmn 18 HacTodAwero efepanbHOro 3akoHa.

2. B TeyeHue naTHaguatM paboumx AOHENn CO OHA  NOSMyYEHUS  peLUeHus
YNONMHOMOYEHHOIO  (pefepanbHOro opraHa WCMOMHUTESNIbHOW BflaCTM O  NpoBefeHuun
YKa3aHHbIX B 4acTu 1 HacTosLLEN CTaTbW SKCNEPTM3 3asiBUTENb NpeacTaBnseT B aKCnepTHoe
yypexaeHve Ang npoBefeHUs aKCnepTusbl KadecTBa fIeKapCTBEHHOrO cpeacTtBa o6pasubl
NeKapCTBEHHOro npenapaTta Ans BeTepUHApHOro rMpuUMEeHeHusi, MNpPOu3BEOEeHHOro B
COOTBETCTBUM C  TpeboBaHWAMM  TEXHOMOIMYECKUX  PErfaMeHToB,  YTBEPXOEHHbIX
pykoBoauTenemMm  nNpou3BOAMTENS  NEKapCTBEHHbIX  Cpeacts, a Takke  obpasey,
hapmaueBTUYHECKON CyOCTaHUMM B KONMYecTBax, HeobxoauMMbiX [Afi BOCNpou3BeneHUs
MeTOJ0B KOHTPOISA KavecTsa.

3. lNpu nonyyeHmn obpasyoB nekapcTBEHHOro npenapata v dapmMaueBTU4eCKon
cybCTaHUMKM 3KCNepTHOE YyypexaeHue BblOaeT 3asBUTEN0 OOKYMEHT, MOATBepXAaloLmmn
nosiyyeHMe ykasaHHbIX 00pasuoB, W B CpPOK, He MpeBbllarwmm Tpex paboymx OHen,
yBeaoMNsaeT B MNUCbMEHHOW opme 06 3TOM YNONHOMOYEHHbI doedeparbHbIi  opraH
NCMONHUTESTbHOW BacTu.

4. Cpok Oona npeAcTtaBneHuns 3asBuTenem obpasuoB NekapCTBEHHOro npenaparta u
hapmaueBTUYeCKon CybCTaHLMM U CPOK YBEOOMIEHUS SKCMEPTHBIM ydpexaeHnem o6 aTom B
NMUCbMEHHON opMe YMNONMHOMOYEHHOIO eaepanbHOro opraHa WCMOMHUTENbHOM BRacTw,
yKasaHHble B 4YacTaAx 2 M 3 HacCTosIeW cTaTbW, He BKMHYAKTCA B CPOK MpPOBEAEeHUs
yKasaHHbIX B 4acTn 1 HACTOSLLEN CTaTbWN SKCNEPTUS.

5. [JOKyMeHTbl, NOCTYNUBLUME B IKCNEPTHOE yypexaeHue ansa npoBeaeHust ykasaHHbIX
B Yactm 1 HacTosdwen craTbW 3IKCNepTusd, nognexar BO3BpaTy B YMNOSIHOMOYEHHbIN
defepanbHbli - OpraH  MCMNOSIHUTENBHOM BNacTM OOHOBPEMEHHO C  3akKfYeHUsMU Mo
pesynbTaTtam ykasdaHHbIX 3KCrepTus.

FTAPAHT:

CM. KOMMeHTapuin k ctaTbe 24 HacTosLlero PeagepanbHOro 3akoHa

Cratba 25. [loBTOpHOE nNpoBedeHMEe 3JKCNepTU3bl JIeKapCTBEHHbIX CPeacTB U
3TUYECKOWN IKCNnepTusbl

1. B cnyvyaax HegoctaTtoyHOM 060CHOBAHHOCTW UMM HEMOSTHOThI 3aKMOYEHMUST KOMUCCUK
3KCNepToB UMM COBETa MO 3TUKE, HANM4usa B HEM NMPOTMBOPEYMBbLIX AaHHbIX, hanbcudukaumm
BbIBOAOB 3KCMNEPTU3bl NIEKAPCTBEHHOIO CpeacTBa M (UNnM) 3TUYECKOM 3KCNEPTU3bl, COKPbITUS
OT YMNOSIHOMOYEHHOro (pefepanbHOro opraHa WCMNOSIHUTESNTIbHOM BNacTM OCHOBaHWW AnNs
OTBOZa 3KchepTa BCReACTBME €ro 3auHTEPEeCOBAHHOCTM B pesynbTaTax COOTBETCTBYHOLLEN
9KCMNEepTM3bl, HanMMYMa AaHHbIX O NpPAMOM NGO KOCBEHHOM BMellaTeNnbCTBE B MNpoLEece
COOTBETCTBYHOLLEN IKCMEPTU3bI NML, HE Yy4acTBYKOLMX B €€ NpoBeOEeHMU, HO OKa3aBLUMUX
BNUSIHWE Ha Mpouecc U pesynbTaTbl ee npoBefeHUs, YMNOSITHOMOYEHHbIM doeaeparibHbIM
OpraHOM WCMOSIHUTENbHOM BlaCTU Ha3HayaeTCd MOBTOPHAA 3KCrnepTu3a JieKapCTBEHHOrO
cpeacTsa u (Unu) aTmyeckasa aKcnepTmaa.

2. TloBTopHas aKcnepTM3a JeKapCTBEHHOro cpefcTBa MNPOBOAUTCS B CPOK,
YCTaHOBIIEHHbIW YNOMHOMOYEHHbIM (hefeparnbHblM OpraHoOM WUCMOMHUTESTIbHOW BRacTu U He



npeBbILAOWMA copoka pabounmx AHe €O [OHS MOMyYeHUs1 IKCMEePTHbIM y4YpexaeHnem
3ajaHus Ha NpoOBe[eHWe MOBTOPHOM 3KCMEepTM3bl JIEKAPCTBEHHOTO CPEACTBa, MOBTOPHAas
aTMYeckas 3KCnepTM3a - B CPOK, He NpeBblallWmiA NATHaguUatTM paboymx OHen co OHs
nonyyYeHns COBETOM MO 3TMKE 3aaHusl Ha NpoBeAeHNe NOBTOPHOM 3TUYECKOW SKCNEePTU3bI.

3. ®uHaHcoBoe obecneyeHve BbLINONHEHUS 3afdaHUs Ha NpoBeAeHWe MOBTOPHOM
3KCNEepTU3bl NEeKapCTBEHHOINo CPeAcTBa He OCYLUECTBISIETCS, U CPeACTBa, NepeyncrieHHble
paHee Ha NpoBeAeHMe TakoW 3KCNepTU3bl, MoAnexaTt Bo3BpaTy B pedepanbHblii GroaxeT.

FAPAHT:

CM. KoMmeHTapum kK cTaTbe 25 HacTosiero ®eaepanbHOro 3akoHa

CraTbs 26. YckopeHHasi npouenypa aKCnepTm3bl NIeKapCTBEHHbIX CPEACTB

1. YckopeHHas npoueaypa 9KCNepTusbl JEeKapCTBEHHbIX CpPeAcTB B Lendax
rocygapCTBeHHOW pernctpaumm nekapcTBeHHbIX MpenapaToB MPUMEHAETCH B OTHOLUEHWUU
BOCMpOM3BEeAEHHbLIX JleKapCTBeHHbIX npenapaTtoB. [1pn npoBedeHUn Takon npouenypbl
npeacTaBnNATCA MHPOpMaUNA, NonyYeHHas Npu npoBedeHUn KIUHUYECKUX nccrnenoBaHum
NEeKapCTBEHHbIX MpenapatoB W OnyobnuKoBaHHas B CheuManuaMpoBaHHbIX MeYvaTHbIX
n3gaHusx, a Takke  [OOKYMEHThI, cogepxaiwime  pesynbTaTbl nccrnegoBaHns
OMo3aKBMBANEHTHOCTM KU (UNIM)  TepaneBTUYECKOM IKBUBANIEHTHOCTU  JIEKAPCTBEHHOTO
npenapata Ond  MeOUUMHCKOro  NPUMEHEHWs  unu  pesynbtatbl  UCCnefoBaHuS
OMO3KBMBANEHTHOCTN NNeKapCTBEHHOro Npenaparta Ans BeTepUHAPHOro NpUMeHeHNS.

2. YckopeHHasa npouefypa aKCnepTusbl NeKapCcTBEHHbIX CPeACTB He NMPUMEHSAETCS B
OTHOLUEHUM UMMYHOOBMONOrnyYecKMx riekapcTBeHHbIX NpenapaTos, NpenapaToB MHCYNMHA
N NeKkapCTBEHHbIX NpenapaToB, BNepBble pernctpupyemolx B Poccunckon degepaumm.

3. YckopeHHas npoueaypa 3KCnepTUsbl NEeKapCTBEHHbIX CPeAcTB MPOBOAUTCS MO
peLleHno COOTBETCTBYIOLLEro YMNONHOMOYEHHOro doefeparibHoro opraHa MCnosIHUTENbHOM
BNacTM B CPOK, He MNpeBblaWnA wectngecsatn padoymx gHen. pu aTOM 3kcnepTtusa
OOKYMEHTOB, COAepXaLlMxXcs B perncTpauuoHHOM A0Cbe, AN MofyyYeHus paspelleHus Ha
npoBegeHne KIMUHUYECKOro UCCnefoBaHUS NekapCTBEHHOro npenapaTta ans MeauuuMHCKOro
NPUMEHEHNA N 3TUYEecKas dKcrnepTuda NPOBOAATCH B CPOK, HE NpeBbIakWmnn NaTHaguaTm
paboynx OHEeNn, aKcnepTu3a KadecTBa JIEKapCTBEHHOrO CpeAcTBa M 3KCNepTu3a OTHOLUEHUS
OXngaemMomn norb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKkapCTBEHHOro npenaparta - B CPOK,
He NpeBbILWaloLWNn CopoKa NATU pabounx gHeN.

4. YckopeHHas npoueaypa 3KCNepTusbl JleKapCTBEHHbIX CPeacTB MNpoBOAUTCHA B
nopsigke, yctaHoBfeHHoM ctatbsamu 17 - 20, 23 n 24 HacToswero ®efepansbHOro 3akoHa, u
HEe O03HayaeT CHWKeHus TpeboBaHuM K ©e3onacHOCTU, Ka4vyecTBy W 3PPEKTUBHOCTU
nleKapCTBEHHbIX NpenapaTos.

FTAPAHT:

CM. KoMMeHTapum K cTaTbe 26 HacToswero ®enepanbHOro 3akoHa

CraTtbsa 27. PelueHne o rocygapCTBEHHOW pernctpaumm nekapCcTBEHHOro npenapaTa

1. B cpok, He npeBbiWwarowmin natn paboymx OHEN CO OHS MNONyYeHUsT 3aKniYeHUn
KOMMUCCUM 3KCNEPTOB MO pesynbTataM 9KCNepTu3bl KayecTBa JlekapCTBEHHOro cpeacrea U
9KCNEepTM3bl OTHOLWIEHUA OXWOAeMOW MONb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
NeKapCTBEHHOro rnpenapara, COOTBETCTBYHOLWINM YNOSTHOMOYEHHbIN defepanbHbii  opraH
NCMONHUTENbHOW BRacTu:

1) ocCyllecTBNAEeT OLUEHKY TakuX 3akmniovyeHun AOns onpeaeneHnss nx COOTBETCTBUS
3aaHuUI0 Ha NpoBeAEeHNE YKa3aHHbIX AKCMNEPTUS;

2) NpUHUMaET peLleHne O rocyaapCTBEHHOW perncTpauumn nekapcTBEHHOro npenapara
unu o6 oTkase B rocygapCTBEHHOM perncTpaumm nekapcTBeHHOro npenapara;



3) BHOCUT Mpu MPUHATUU PELLEHNA O rocydapCTBEHHOW perncrpaumm nekapcrBeHHOro
npenapata AaHHble O 3aperuMcTpypoBaHHOM fleKapCTBEHHOM MpernapaTte, B TOM 4ucne o
dapmaueBTU4eckorn cybCcTaHuuKn, BXOASLWEN B COCTaB JfleKapCTBEHHOro npenapaTta, B
rocyapCTBEHHbIN peecTp feKapCTBEHHbIX CPEACTB U BblAaeT 3asBUTENIO perncTpaLmMoHHoe
yOOCTOBEPEHNE  NeKapCTBEHHOro  npenaparta, @Qopma  KOTOporo  yTBepxaaeTcs
YMNOMHOMOYEHHbIM  (beepanbHbiM  OpraHOM  UCMOMHUTENBbHOW BrlacTW, COrfacoBaHHble
HOPMaTUBHYK [OKYMEHTauulo, HOPMaTUBHbIA [AOKYMEHT, WHCTPYKUMIO MO MNPUMEHEHUIO
NeKkapCTBEHHOro npenaparta U MakeTbl NepPBUYHON YNaKoBKU N BTOPUYHOW (MOTPEeObUTENbCKON)
YNaKOBKM C yKa3aHMEM Ha HUX HOMepa perMcTpauuoHHOro yAOCTOBEpPEHUsT NeKapCTBEHHOMO
npenaparta n gaTtbl €ero rocygapCTBEHHOW pernctpaumm unm B criydae npuHATUS pelleHus ob
OoTKase B roCyJapCTBEHHOW perncrpaumm nekapCTBEHHOro npenaparta yBedoMnseT B
NMCbMEHHOW popme 3asiBuTens 06 9TOM C ykasaHMeM NPUYMH Takoro oTkasa.

MHdopmaums 06 naMeHeHusix:

®edepanbHbIM 3akoHoM om 11 okmsbpss 20102. N 271-®3 e yacmb 2 cmambu 27
Hacmosiuweao ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUST

CmM. mekcm yacmu 6 npeodbiOyuwel pedakyuu

2. OcHoBaHMeM [fns OTKasa B rOCydapCTBEHHOW perncrpauumn nekapcTBEHHOro
npenapaTta 4BMAGeTCA pelleHne COOTBETCTBYHOLLEro YNOSHOMOYEHHOro eaepansHoro
opraHa WCMNOMHUTENbHOW BracTh O TOM, YTO KayectBO W (Mnn) 9dEPEKTUBHOCTb
perncTpmpyemMoro fekapcTBEHHOro npenapaTta He NoAaTBepXAeHbl MOMyYeHHbIMU AaHHbIMU
U YTO PUCK NPUYNHEHUS Bpeda 340POBbI0 YeNoBeEKa WIW XXMBOTHOMO BCNeacTBue npuema
rfieKkapCTBEHHOro npenapara npesbiwaeT 3(PdEeKTUBHOCTb €ro NPUMEHEHUS.

3. lNpun rocypapcTBeHHOW perncrtpauum nekapCcTBEHHOro npenapara, BKIIHOYEHHOro B
nepeyeHb >KU3HEHHO HeoOXOOMMBIX W  BaXHEWLWWUX JleKapCTBEHHbIX npenapaTos,
HeobxoaMMble AaHHblEe 3aHOCATCA B rocyapCcTBEHHbIN peecTp npeaesnbHbIX OTNYCKHbIX LiEeH
npoun3soauTenen Ha NekapCTBEHHbIe NpenapaTbl, BKIHOYEHHbIE B YKa3aHHbIN NepeYveHb.

FTAPAHT:

CM. kKoMMeHTapui K cTaTbe 27 HacToswero ®egepanbHOro 3akoHa

CraTtbs 28. PeructpaunoHHoe ygoCTOBEPEHUE NIEKAapCTBEHHOMO nNpenapaTa

1. PernctpaumoHHoOe yAoCTOBepeHue IEeKapCTBEHHOro npenapara C yKasaHuem
NEeKapCTBEHHbIX (OpPM M [O03UMPOBOK  BblgaeTcd 6GeccpoyHO, 3a  UCKIYEHMEM
PEermcTpaunoHHOro yAOCTOBEPEHUS FIEKAPCTBEHHOrO npenapara, Bbl4aBaeMOro CO CPOKOM
AencTBust nATb  neT, Ha BhepBble pernctpupyemble B  Poccurckon ®depepaunm
rfleKapCTBEHHbIE NpenapaTbl.

2. o wncteyeHnn ykasaHHOro B 4Yactu 1 HacTosiwen cTaTbM CpokKa BblaaeTcA
BeccpoyHoe perncTtpaumoHHoe yOOCTOBEPEHUEe neKkapCcTBEHHOro npenapaTta npu YCroBuu
noaTBepPXAeHUs ero rocygapCTBEHHON perucrpauum.

FTAPAHT:

CM. KoMmeHTapum kK ctaTbe 28 HacTosiwero ®egepanbHOro 3akoHa

Cratba 29. [logTtBepXaeHue rocydapCTBEHHOW pernctpauum nekapcTBeHHOro
npenapaTta

1. loatBepxgeHne rocygapCTBEHHOW pernctpauum nekapcTBEHHOro npenaparta

ocywlecTBngeTcss  nNpu  Bblgade  GECCPOYHOro  PermcTpauuoHHOro  yAOCTOBEPEHUS

NeKapCTBEHHOro npenaparta B Clnyyae, yka3aHHOM B 4acTu 2 cTaTbM 28 HaCTOSALLEro

depepanbHOro 3akoHa, B CPOK, He MpeBblawwmn gesBsHocTa pabounx OHen co OHS

nosly4eHuUsi COOTBETCTBYIOLLMM YMNONTHOMOYEHHbIM dbefeparibHbIM OpPraHoOM UCMONTHUTENBHOMN
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BNacTM 3asiBfieHnd O MNOATBEPXOEHUM roCcygapCTBEHHOW perncrpauun JiekapCTBeHHOro
npenapaTta, OMOPMNEHHON0O B COOTBETCTBUMM C 4acTbk 2 ctatbu 18 Hacroswero
depnepanbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3akoHOM om 29 Hosibpsi 2010e. N 313-©@3 yacmb 2 cmambu 29
Hacmosuwezo PedeparibHO20 3aKOHa U3/oXeHa 8 HoeolU pedakuuu, ecmynarouweu e cusy
c 1 aHeaps 2011 a.

CmM. mekcm yacmu 8 npeodbiOywel pedakyuu
2. [logTeBepxaeHwe rocydapCTBEHHOM perncTpaummn rfekapCTBEHHOro npenaparta
OoCywlecTBnsgeTcsa Mo pes3ynbTaTaM 3KCMNepTU3bl OTHOLWIEHUS OXuAaemMou nosib3bl K
BO3MOXXHOMY PUCKY MPUMEHEHNS NeKapCTBEHHOro npenapaTta, a Takke 3KCnepTu3bl KayecTsa
NeKapCTBEHHOro cpeacTsa, NPOBOAVMMOW B cllydae BHECEHUSI U3MEHEHUW B HOPMAaTUBHYHO
AOKYMEHTaUMIo UM HOPMAaTUBHbIN JOKYMEHT.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHOM om 29 Hosbps 2010e. N 313-©3 yacmb 3 cmambu 29
Hacmosiweao PedeparibHO20 3aKOHa U3/IoXXeHa 8 Hogol pedaKkyuu, ecmynarow,ed e cusny
c 1 sHeaps 2011 a.

CmM. mekcm yacmu 6 npeodbiOyuweli pedakyuu

3. K 3aaBneHntio 0 NoaTBEPXKOAEHUM FOCYLapCTBEHHOM perncTpaumm rnekapCcTtBeHHOro
npenapaTa npuraraTca AOKYMEHT, NOATBEPXKAALWNA ynnaTy rocyaapCTBEHHOM MOLSMHbI
3a noaTBEPXOEHME T[OoCyaapCTBEHHOW perucTpauuMm JeKkapCTBEHHOro npenaparta gnsg
MeOMUMHCKOrO MPUMEHEHUS WM FIeKapCTBEHHOro npenapaTta Ans  BeTepuHapHoro
NPUMEHEHNS,  OOKYMEHT, CcoAep)Xawun  pesynbTaTbl  MOHUTOpMHra  6e30nacHOCTU
NekapCTBEHHOro npenaparta, NpoBOAUMMOro 3aaBuTeneM, no ¢opme, YCTaHOBMEHHOW
COOTBETCTBYHOLLMM YMNOSTHOMOYEHHbIM defepanbHbiM OpraHoM WCMOMHUTENbHON BRNacTMy.
HopmaTtuBHas [JOKyMeHTauuMsi WM  HOPMAaTUBHbBIA  OOKYMEHT, MPOEKT MHCTPYKUMM MO
NPUMEHEHNIO TNEKAPCTBEHHOrO NpenapaTa, MPOEKTbl MAaKeTOB MEPBMYHOM YMNaKOBKA WU
BTOPUYHON (MOTPebuTenbLCckor) YnNakoBKW feKapCTBEHHOrO npenaparta npunaralTes K
3asiBMEHNI0 O MOATBEPXAEHMM TOCYAAapPCTBEHHOW perncTtpauumn fnekapcTBEHHOro npenapara
BHOBb TOJSIbKO B Clly4ae, e€Cfiv B HUX BHOCATCS U3MEHEHMUS.

4. B TeueHne pgecatn paboymx OHEN CO OHSA MPUHATUSA 3asiBIIEHUSI O NMOATBEPXAEHUMU
rocygapCTBEHHOW perucrpauum nekapcTBeHHOro npenaparta M HeobxoaMMbIX [LOKYMEHTOB
COOTBETCTBYHOLLNIN YNONTHOMOYEHHbIN doeaepanbHbI OpraH UCNOSTHATESNbHOW BNACTHU:

1) npoBOAMT NPOBEPKY MOMHOTbI M OOCTOBEPHOCTU CBEAEHWUN, codepXalmxca B
npencTaBnNeHHbIX 3asiBUTENEM MaTepuanax;

MHdopmaums 06 nameHeHusix:

®dedepanbHbIM 3akoHOM om 29 Hos6ps 2010 e. N 313-®3 nyHkm 2 yacmu 4 cmambu 29
Hacmosiuweao PedepasibHO20 3aKOHa U3JI0XKeH 8 HO80oU pedaKkyuu, ecmynaroweu e cusny C
1 aHeaps 2011 e.

Cm. mekcm riyHKkma 8 ripeodbidyuwel pedakyuu

2) NpUHUMaET pelleHne o npoBegeHuun unn o6 oTkase B MPOBEAEHUM IKCNEPTU3bI
OTHOLWIEHUS OXMAAeMOM MoJSib3bl K BO3MOXHOMY PUCKY TMPUMEHEHUS NeKapCTBEHHOro
npenaparta, a Takke 3KCrnepTu3bl KayecTBa flekapCTBEHHOro cpeacTea, NPOBOAMMON B Criyyae
BHECEHUS U3BMEHEHUI B HOPMATUBHYHO OKYMEHTAUUIO UMM HOPMATUBHBIA JOKYMEHT;

3) yBegomMnseT B MMCbMEHHOMN hOpMe 3asiBUTENS O MPUHATOM peLLUEHUN UK B Criyvae
NPUHATUA peleHns 006 oTkase B NPOBEAEHWMM IKCMEPTM3bl C yKasaHWeM MNPUYMH Takoro
oTKasa.

MHdopmaums 06 naMeHeHusix:
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®dedepanbHbIM 3akoHOM om 25 Hosibps 2013 2. N 317-®3 cmambsi 29 Hacmosuwe2o
®edeparnbHo20 3aKoHa 0orosiHeHa Yacmbio 4.1
41. B cnyyae BbiBriEeHUss HeOOCTOBEPHOCTUM CBeOEHWUN, CcoAepXalimxcs B
npeacTaBfieHHbIX 3asBUTeNneM Martepuanax, YMNoNHOMOYEHHbIN deaepanbHbii  opraH
NCNOSNTHUTENbHOW BMacTWM HanpaenseT 3asBUTenNto 3anpoc 06 YTOYHEHWMM YKa3aHHbIX
cBedeHun. [laHHbIM 3anpoc MOXeT ObiTb nepedaH YNoNIHOMOYEHHOMY MNpeacTaBUTENO
3asBUTENS NIMYHO NOL PacnucKy, HanpasfieH Mo rnoyTe 3akasHblM MUCbMOM WKW nepejaH B
9NEKTPOHHOM (hopMe MO TeNeKOMMYHUKALMOHHBbIM KaHanam cBa3n. B cnydyae HanpaBneHus
AaHHOro 3anpoca Mo noyTe 3aka3HbiM MUCbMOM OH CYMTAETCs MOMyYeHHbIM MO UCTEeYeHUU
LWeCTN OHeW C AaTbl HanpaBrieHMs 3akas3Horo NUcbma.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 25 Hosibpsi 2013 2. N 317-©3 cmambsi 29 Hacmosiu,ez2o
®edeparnbHo20 3aKoHa 0ornosiHeHa Yacmbto 4.2
4.2. 3agsutenb o00s3aH NpeacrtaBUTb  OTBET Ha  3anpoc  YNoSIHOMOYEHHOro
denepanbHOro opraHa MWCMNONMHUTENBbHOM BMacTM B CPOK, He MNpeBbllLaALWMA OeBAHOCTa
paboumnx gHEN COo OHS NonyyYeHus AaHHoro 3anpoca. Cpok, ykasaHHbIA B 4acTu 4 HacTosLLEN
cTaTbW, NPUOCTaHaABNNMBAETCA CO OHA HanpaBneHWsa 3asBUTEMO 3anpoca YNnoSIHOMOYEHHOro
deaepanbHOro opraHa MCMNOSIHUTENBHOM BRacTu A0 AHSA MOfyYeHus UM OTBETa Ha AaHHbIN
3anpoc M He y4uTbiBAeTCa MNPU WUCYUCIIEHMM CpOKa MOATBEPXKOAEHUS rocyaapCTBEHHOM
permctpauum nekapCTBEHHOro npenapara.

MHdopmaumsa 06 nameHeHusx:

®edepasnibHbIM 3akOHOM om 25 Hos6ps 2013 2. N 317-©3 e yacmb 5 cmambu 29
Hacmosiuweao ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUST

CmM. mekcm yacmu 6 npeodbiOywel pedakyuu

5. OcHoBaHveM pAnsi oTKasza B MPOBEAEHUN IKCMEPTM3bl OTHOLLEHUA OXMOAeMOoWn
Nosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NIEKAapCTBEHHOMO npenapaTta v (Unn) aKkcnepTusbl
KayecTBa NEKapCTBEHHOINO CpPeAcTBa SABMSAETCA NpeacTaBfieHne OOKYMEHTOB, YKa3aHHbIX B
yactax 1 u 3 HacTosiwen ctaTbl, B HEMONHOM Ob6bemMe, HenpeaCTaBfeHUe 3asiBUTENEM B
YCTAHOBIIEHHbIN CPOK OTBETa Ha YKasaHHbIM B 4actu 4.1 HacTosilwenm ctaTbu 3anpoc
YNONMHOMOYEHHOIro hefepanbHOro opraHa MCNOSIHUTENbHOW BRacTu, a Takke OTCYTCTBUE B
NPeaCTaBNEHHbIX [OOKYMEHTax MWCYEpnbiBaOWMX CBEOEHUWA, KOTOPble [OOMMKHblI  ObiTb
OTpa)keHbl B HUX.

MHdopmaums 06 nameHeHusix:

®dedepanbHbIM 3akoHOM om 29 Hos6ps 2010e. N 313-©3 vacmb 6 cmambu 29
Hacmosiweao ®edeparnbHO20 3aKOHa U3/10XKeHa 8 HO8oU pedakyuu, ecmynarou,el e cusy
co OHA oquuyuanbHo20 onybnukoeaHusi Ha3eaHHO20 ®edepasibHO20 3aKoHa U
pacrnpocmpaHsirouelicss Ha rnpasoomHOWEHUSs, 803HUKWUe ¢ 1 ceHmsbps 2010 e.

Cm. mekcm yacmu 8 npedbidywel pedakyuu

6. OKcnepTv3a OTHOLWIEHUS OXMOAEMOW MOfb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
feKkapCTBEHHOro npenaparta v (MnnM) 3KcnepTMsa KayecTBa NeKapCTBEHHOrO cpencTsa B
uenax noaTBepXaeHna rocygapCTBEHHOW  pernctpauum  fnekapCcTBEHHOro npenaparta
NPOBOOATCSH Ha OCHOBaHUM [OOKYMEHTOB, YKasaHHbIX B 4YacTtu 3 HacTosiwen crtatbu, B
nopsigke, YCTaHOBMEHHOM dYactamu 5-8 crtatbuM 23 © ctaTben 24 HacTosALWeEro
depnepanbHOro 3akoHa.

7. B nepuog npoBeaeHuns npouenypbl NOATBEPXOEHNA rOCYAapCTBEHHON pernctTpaumm
NIeKapCTBEHHOro npenapata ero rpaxgaHcknin obopoT OCYLEeCTBAAETCS Ha TeppuTopumn
Poccunckon ®enepaunn.

FAPAHT:

CM. KoMMmeHTapum K cTaTbe 29 HacToswero ®efepanbHOro 3akoHa
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CraTtbsa 30. BHeceHVe M3MEHEHUIN B JOKYMEHTbI, cogepXalunecss B permctpaumoHHOM
A0Cbe Ha 3aperncTpmpoBaHHbI NIEKAPCTBEHHbIN NpenapaT ans MeauUUMHCKOro

NPUMEHEHNS
1. B uensx BHeCeHUs U3MeHeHU B JOKYMEHTbI, cogepxallnecs B pernctpaumoHHOM
A0Cbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHbIM NpenapaT Ans MegUUMHCKOro NpUMEHEHUS,
3asiBUTENb NpeacTaBnseT B YNONHOMOYEHHbIN befepanbHbi OpraH UCNOSTHUTENBHOW BNacTu
3asiBfieHNE O BHECEHUM TaKMX U3MEHEHUN MO dopme, YCTAHOBMEHHOW YMNONTHOMOYEHHbLIM
defiepanbHbIM OpPraHOM MCMNOSTHUTENBHOW BRacTu, U NPUITOXEHHbIE K HEMY W3MEHEHUA B
yKa3aHHble OOKYMEHTbI, a Takke AOKYMEHTbl, NoATBepXaatrowme HeobxoaMMoCTb BHECEHUS
Takux U3MeHeHun. NpuHATME pelleHnst O BHECEHMM TakKMX U3MEHeHU unmn ob oTkase B UX
BHECEHMM OCYLLECTBMSAETCA B CPOK, HE MpeBbIlalOWMA AeBsHOCTa pabounx OHEen co OHS
NPUHATUSA YNOSTHOMOYEHHbIM dhefiepanbHbiM OpraHOM UCMNOSTHUTENBHOW BacTu 3asiBfieHUs1 O

BHECEHUN TaKUX U3MEHEHUI.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKkoHOM om 29 Hosibpss 2010 2. N 313-@3 68 yacmb 2 cmambu 30
Hacmosiweao PedeparnibHO20 3aKOHa BHECEHbI U3MEHEHUSs, ecmynaroujue 8 cusly co OHs
oghuyuanbHo20 onybsiukoeaHusi HadeaHHO20 PedepasibHO20 3aKOHa

CmM. mekcm yacmu 6 npeobiOyweli pedakyuu

2. B cnyyae BHeCeHWA U3MEHEHWN B MHCTPYKUUIO MO MPUMEHEHUIO NIEKapCTBEHHOro
npenapaTta B OTHOLUEHWUW CBEOEHWN, yKasaHHbIX B noanyHkrax “r" -"n", "x" nyHkra 16
yactu 3 crtarbum 18 HacTtosiwero degepanbHOro 3akoHa, B COCTaB JleKapCTBEHHOIo
npenapata Ansa  MeOUUMHCKOrOo  MNPUMEHEHUS, U3MEHEHMs  MecTa Npou3BOoACTBa
NleKapCTBEHHOro npenaparta Ans MeguUMHCKOro MNPUMEHEHUs, U3MEHEeHUs nokasaTenen
KayecTBa NEKapCTBEHHOro npenapara Ans MeaMuuHCKOro npuMeHeHuss n (unuv) mMeTonoB
KOHTPOSIS Ka4eCcTBa feKkapCTBEHHOMo npenapaTa aAns MeanumMHCKOro NpUMeHeHns, N3MeHeHNs
CpOKa rogHOCTU NEeKapCTBEHHOro npenapaTta Ans MeauUMHCKOro NPpUMEHEHUs NPOBOAUTCA
3KCnepTM3a NeKapCTBEHHbIX CPeACTB B 4YacTM JKCMepTU3bl KayecTBa JieKapCTBEHHOro
cpeactBa M (MNKU) 3KCMNEPTM3bl OTHOLLUEHUS OXWMOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNA NeKapCTBEHHOro npenapata Ans MeguuMHCKOro npumMeHeHus. B cnyvae
HEOOXOOMMOCTM BHECEHUS WHbIX W3MEHEHUM B [AAHHYK  MHCTPYKUMIO  3KCnepTuaa
NeKapCTBEHHOro  cpeactBa ANl BHECEHUs  TakMX U3MEHEHWA B CBedeHus O
3aperncTpupoBaHHOM NEeKapCTBEHHOM npenapaTe He NPOBOAUTCS.

3. C 3asBneHMem O BHECEHUN WU3MEHEeHUM B [OOKYMEHTbl, coaep)xawumeca B
PEermcTpauuoHHOM [OCbe Ha 3apermcTpMpoBaHHbIA  NIEKAPCTBEHHbLIA npenapaTt  Ans
MeANUMHCKOrO NPUMEHEHUSA, Hapsiay C AOKYMEHTaMM, yKa3aHHbIMM B 4acTtu 1 HacTtosLen
cTaTbu, NPeacTaBnAlTCA AOKYMEHTbI, NOATBEPXKAAOLLME YyNnaTy rocyaapCTBEHHOMW MOLUMNHbI
32 BHECEHME W3MEHEHUA B MHCTPYKUMIO MO NPUMEHEHUIO NEKapCTBEHHOro npenapata gng
MeANLMHCKOro NpUMEHEHWs, rocyapCTBEHHOM MOLUMNHLI 3@ BHECEHWE U3MEHEHU B COCTaB
niekapCTBEHHOro npenapara ans MeauumMHCKOro NpUMEHEHMS.

4. B TeueHne pecsatm paboumx OHEW CO OHA MOCTYNSEHUSI YKas3aHHOro B Yactu 1
HacTosien CcTaTbU 3asBfieHMss U HeobXOAMMbIX  OOKYMEHTOB  YMOSIHOMOYEHHbLIN
deaepanbHbIN OpraH UCNOSTHUTENBHOW BRacTu:

1) nNpoBOAMT NPOBEPKY MOMHOTbI M OOCTOBEPHOCTU CBEAEHWUA, CoAepXalumxca B
npeacTaBneHHbIX 3asiBUTeNneM maTepuanax;

2) NPUHUMaET pelleHne O MPOBEeAEHUN YKasaHHbIX B YacTu 2 HACTOSALLEN CTaTbu
COOTBETCTBYHLLUNX IKCNEPTU3 NIEKAPCTBEHHOIO CpeacTBa Unm 06 oTkase B X NPOBEAEHUM;

3) yBegomMnseT B MMCbMEHHOMN hOpMe 3asiBUTENS O MPUHATOM peLLUEHUN UK B Criyvae
NPUHATUA pelleHns o6 oTkase B NMPOBEOEeHUN COOTBETCTBYIOLLEN IKCMEPTU3bl C YKa3aHUEM
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NPUYNH TakKoro oTkasa.

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akoHOM om 25 Hosibps 2013 e. N 317-®3 cmambsi 30 Hacmosuwe2o
®edeparibHo20 3aKoHa dorosiHeHa Yacmbio 4.1
41. B cnyyae BbIABNiEHUss HeOOCTOBEPHOCTUM CBeOEHUW, coAepXaluxcs B
NpeaCTaBNeHHbIX 3asiBUTENEM Martepuanax, YrnoSIHOMOYEHHbIN denepanbHbli  opraH
WCNOSNTHUTENbHOW BMacTW HanpaenseT 3asBUTENo 3anpoc 06 YTOYHEHWUM YKa3aHHbIX
cBedeHun. [laHHbIM 3anpoc MOXeT ObiTb nepedaH YNoNIHOMOYEHHOMY MNpeacTaBUTENO
3aaBUTENA NIMYHO NOA PacnucKy, HanpaBfeH MO No4YTe 3akasHbiM MMCbMOM WNW nepedaH B
3MEKTPOHHOM OpMeE MO TEeNEKOMMYHUKALUNOHHBIM KaHanam cBsAsn. B cnyyae HanpasneHus
AAHHOro 3anpoca no MnoyTe 3aka3HbIM MUCbMOM OH CYMTAETCS MOSlyYeHHbIM MO UCTEeYEHUU
LIECTM AHEN C AaTbl HANpaBnNeHUs 3aka3HOro NUcbMa.

MHdopmaums 06 naMeHeHusix:

®PedepasibHbIM 3aKOHOM om 25 Hos6ps 2013 e. N 317-©3 cmambsi 30 Hacmosuweao
®edeparnbHo20 3aKoHa O0roIHEHa Yacmbio 4.2
4.2. 3agsutenb o00s3aH nNpeacrtaBUTb OTBET Ha  3anpoc  YNoOSIHOMOYEHHOro
denepanbHOro opraHa MCMNONHUTENbHOW BMacTM B CPOK, He NpeBbIAKLWNA OeBAHOCTA
paboumnx gHEN COo OHS NonyyYeHus aaHHoro 3anpoca. Cpok, ykasaHHbIA B 4acTu 4 HacTosLLEN
cTaTbW, NPUOCTaHaABNMBAETCHA CO OHA HanpaBNeHUs 3asBUTENO 3anpoca YNofIHOMOYEHHOro
denepanbHOro opraHa MCMNOMHUTESNBHOM BMACcTU A0 AHA NOMyYeHUs MM OTBETa Ha AaHHbIN
3anNpoc M He Y4YMTbIBAETCA MNPWU MCYUCIIEHUM CpOKa MNPUHATUS pPeELUEHMS O BHECEHUU
M3MEHEHUA B  [OKYMEHTbl, CoAepXalpuecs B  PErMcTpauMoHHOM  [OCbe  Ha
3aperncTpupOBaHHbIN NEKAapCTBEHHbIN NpenapaT Ana MeANLNHCKOTo NPUMEHEHUS.

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akoHOM om 25 Hosibps 2013 2. N 317-®3 e yacmb 5 cmambu 30
Hacmosiuwe2o ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS

CmM. mekcm yacmu 8 npeodbiOyweli pedakuyuu

5. OcHoBaHVeM AN OTka3a B NPOBEAEHUMN YKa3aHHbIX B 4acTU 2 HACTOSLLEN cTaTby
9KCNepTU3 SABNAETCA npeacTaBreHne [OOKYMEHTOB, MepeyYncrneHHblx B 4actax 1 u 3
HacTosILLen cTaTbW, B HEMOMHOM Obbeme, HenpeacTaBrieHe 3asiBUTENEM B YCTAHOBMEHHbIN
CpOK OTBeTa Ha yKasaHHbin B 4acTtu 4.1 HacTodwen crtaTbW 3anpoc YnoSITHOMOYEHHOro
heepanbHOro opraHa MCMNOMIHUTESNBHOW BNacTW, a Takke OTCYTCTBME B NpenCTaBEHHbIX
AOKYMEHTax [OOCTaTOYHbIX CBeAeHWW, NoaTBepXOawWwmux HeobxoaMMOoCTb BHECeHUs
N3MEHEHUN.

6. YKasaHHble B 4acTu 2 HacCTOosLWEN CTaTbWM IKCNEepTU3bl NPOBOAATCS B MOpSAOkKe,
YCTaHOBIEHHOM cTaTben 23 HacToswero ®egepansbHOro 3akoHa.

7. B cpok, He npeBbiwakWwmi NATU paboymx OHEW CO OHSA MONyYeHUs 3aKoYeHUn
KOMMCCUI 3KCMEPTOB MO pe3yribTaTaM yKasaHHbIX B 4acTU 2 HACTOSILLEN CTaTbU 3KCNEepTuUs,
YNONMHOMOYEHHbIN beaeparbHbI OpraH UCNONHUTENBHOW BNACTU:

1) NpyHUMaeT pelleHne O BHECEHUM U3MEHEHWA B OOKYMEHTbI, coaepXalumecs B
perucTpauuoHHoOM [OOCbe Ha 3aperucTpupoBaHHbIA  FIeKapCTBEHHbIM npenapar  Ans
MeANLMHCKOro NMPUMEHEHUS, NN 00 OTKase BO BHECEHUWN TaKMX UBMEHEHUI;

2) BHOCUT B rocygapCTBEeHHbLIN peecTp NEeKapCTBEHHbIX CPeACTB Ha OCHOBaHWUU
peleHns 0 BHECEHUN N3MEHEHUN B JOKYMEHTbI, coaepXalimecs B permcTpaumoHHOM 4OCbe
Ha 3apernmcTpMpoBaHHbIM JleKapCTBEHHbIM npenapaTt Ansg MeguUMHCKOro MpUMeHeHus,
HeobXxoauMble N3MEHEHMUS 1 BO3BpaLLaeT NX 3asBUTESTIO.

8. OcHoBaHMeM Ons OTkasa BO BHECEHUN M3MEHEHU B AOKYMEHTbI, cogepXalimecs B
perucTpauuoHHOM [OOCbe Ha 3aperucTpypoBaHHbIA  NIEKapCTBEHHbIM npenapaTt  Ans
MeONUMHCKOrO MpUMEHEHUs, SABNSAETCH 3akroyvyeHue YNONHOMOYEHHOro deaeparibHOro
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opraHa WCMOSNHUTENbHON BRacTM O BO3MOXHOCTM CHWXeHMsi 6e30macHOCTW, KavecTsa,
3achpekTMBHOCTH NekapcTBEHHOrO CpeACcTBa B Cllyyae BHECEHMS! TaKUX U3MEHEHWIA.

9. [lonyckaeTcs rpaxaaHckuii 060poT fekapCTBEHHbIX NpenapaToB AN MeaULMHCKOro
NPUMEHEHUs!, MPOU3BEAEHHbIX A0 MPUHATUS YMNOMHOMOYEHHbIM dedeparnbHbIM OpraHoMm
NCMNONMHUTENbHON BMAacTU PELUEHUS O BHECEHUM U3MEHEHUI B OOKYMEHTbI, codepKalimecs B
permcTpaLmMoHHOM A0Cbe Ha Takue feKapCTBEHHbIE Npenapathbl, N peleHnst o6 oTkase BO
BHECEHMM YKa3aHHbIX U3MEHEHUN.

FAPAHT:

CmMm. kommeHTapun k ctatbe 30 HacTosiero ®eaepanbHOro 3akoHa

CraTtbsa 31. BHeceHne M3MEHEHUI B JOKYMEHTbI, CoOAepXKalmecsa B permcTpaumoHHOM
AOCbe  Ha  3aperncTpupoBaHHbI  FIEKAPCTBEHHbLIN npenapat  ans
BETEPUHAPHOIO NPUMEHEHUS

1. B uenax BHeCeHUs U3MeHeHUn B OOKYMEHTbI, coaepalmecsa B permcrpaumMoHHOM
A0Cbe Ha 3aperMcTpmpoBaHHbIN NEKAPCTBEHHbIN NpenapaT A BETEPUHAPHOrO NPUMEHEHMS,
3asiBUTENb NpeacTaBnseT B YNONHOMOYEHHbIM bedepanbHbI OpraH UCNOSTHUTENBHOM BNacTu
3asiBfiEHNE O BHECEHUN TaKUX WM3MEHEHWA No ¢Oopme, YCTAHOBIIEHHOW YMOSHOMOYEHHbIM
deepanbHbIM OpraHoOM MCMNOSTHUTENBHOW BRAcCTU, U NPUITOXKEHHbIE K HEMY W3MEHEHUSA B
yKasaHHble OOKYMEHTbl, @ TakKke AOKYMEHTbl, NOATBEpXAalowme HeobxoaMMoCTb BHECEHUS
Taknx U3aMeHeHun. MNpuHATUE pelleHns O BHECEHUM TakMX U3MeHeHun unm ob oTkase B UX
BHECEHMM OCYLLECTBMSAETCA B CPOK, HE MpPEBbIAKOWMIA OeBAHOCTa pabounx OHEen co OHS
NPUHATUSA YNOSTHOMOYEHHbIM dhefepanbHbiM OpraHOM UCNOSTHUTENBHOW BNacTy 3asiBfieHUst O
BHECEHUN TaKUX U3MEHEHUI.

2. B cnyyae BHeCeHWS U3MEHEHWA B WHCTPYKUUIO MO MPUMEHEHUIO JIeKapCTBEHHOIO
npenapaTta Ona BEeTEPUMHAPHOrO0 MNPUMEHEHMSI B OTHOLUEHUM CBeAeHWn 06 WN3MEHEHUAX
A03UPOBKN, CPOKOB BO3MOXHOMO MCMONb30BAHUA MNPOAYKUUM KXUBOTHOMO MPOUCXOXOEHUS
nocrie nNPUMEHEHUs1 NEKapCTBEHHOro npenapata Anss BETEPUHAPHOrO  MPUMEHEHUS
NPOBOANTCA 3KCMEepTM3a NeKapCTBEHHOro cpeacrtBa And BETEpPUMHAPHOro npuMeHeHusi. B
cnyyae HeobGXOOUMOCTM BHECEHUS MHbIX M3MEHEHUN B AAHHYK MHCTPYKLUMIO 3KCnepTuaa
neKkapCTBEHHOro cpeacTBa Ansd BeTepUHAPHOro NpUMEHeHNs: He NPOBOAUTCA.

3. C 3asBneHMemMm O BHECEHMM W3MEHEHMA B [OOKYMEHTbl, coaepxalimecs B
perMcTpauuoHHOM [OCbe Ha 3aperncTpupoBaHHbIA  FIEKApPCTBEHHbLIM  npenapaT  Ans
BETEPUHAPHOIO NPUMEHEHUS, HaApsAYy C OOKYMEHTaMu, ykasaHHbiMW B 4acTu 1 HacTosiwen
cTaTbu, NPeacTaBnaAlTCa AOKYMEHThI, NOATBEPXKAAOLME yrnaTy rocyaapCTBEHHOMW MOLUMNHbI
3a BHECEHME W3MEHEHUA B WMHCTPYKUMIO MO NPUMEHEHUIO NEKApPCTBEHHOro npenaparta nng
BETEPUHAPHOIro NPUMEHEHMS.

4. B CpoK, He npeBbIaoLWnn ecaTn pabounx gHEN Co OHA NOCTYNNEHUS yKasaHHOro
B Yactu 1 HacToslleNn cTtaTbu 3asiBAEHUA U HEOBXOOUMbIX LOKYMEHTOB, YMNOSIHOMOYEHHbIN
doeaepanbHbIn opraH UCNOSTHATESNBHOW BACTU:

1) NpoBOAUT MNPOBEPKY MOMHOTbI U AOCTOBEPHOCTU CBEOEHWI, COoAepXalunxca B
npeacTaBneHHbIX 3asiBUTENEM OOKYMEHTaX;

2) NpUHMMaeT pelleHMe O NPOBEAEHUN IKCNEePTU3bl FIEKapCTBEHHOro cpencTBa Angd
BETEPUHAPHOIO NPMMEHeHUs unm o6 oTkase B ee NPOBEAEHWM;

3) yBeaomMnseT B MMCbMEHHON hOpMe 3asiBUTENS O MPUHATOM pPELLEHUN UK B Criyvae
NPUHATUSA peweHnst 06 OTkase B MPOBEOEHUM IKCMEPTU3bl NIEKAPCTBEHHOIO CpeacTea Ans
BETEPUHAPHOIO NMPUMEHEHUS C yKa3aHUEM NPUYMH TaKoro oTkasa.

5. OcHoBaHMeM ang oTkasa B NPOBEAEHMN SKCNEPTU3bl NIEKAPCTBEHHOIO cpeacTBa AN
BETEPUHAPHOIO NPUMEHEHNA SIBMSIETCA NpeacTaBneHne JOKYMEHTOB, YKa3aHHbIX B YacTax 1
n 3 HacTosiwen craTtbuM, B HEMNONMHOM o0ObeMe wnu OTCYTCTBME B MNpPenCcTaBEHHbIX



AOKYMEHTax [OOCTaTOYHbIX CBeAeHWW, NoaTBEpXOalWwmnx HeobXxoaMMOoCTb BHECEeHUs
N3MEHEHUN.

6. JKcnepTu3a NnekapcTBEHHOro cpeacTBa Ans BeTepUHapHOro NPUMEHEHUs B Lensix
BHECEHNS W3MEHEeHWn B [OKYMEHTbl, codepXalwmecs B perucTpaumMoHHOM [JOoCbe Ha
3aperncTpupoBaHHbI  NIEKAPCTBEHHbIM  NpenapaT ANd BeTEepUHAPHOro  NPUMEHEHUS,
OCYLLeCTBNSAETCA B Nopsake, YCTaHOBMNEHHOM cTaTbeu 24 Hactosuwero ®PeneparnbHOro
3aKoHa.

7. OcHOBaHMeM 118 OTKa3a BO BHECEHUN U3MEHEHWU B AOKYMEHTbI, cogepxalimnecs B
perucTpauuoHHOM [OOCbe Ha 3apermcTpypoBaHHbIA  JNIeKapCTBEHHbIM npenapaTt  Aans
BETEPMHAPHOIo MPUMEHEHUs, SABNAETCHA 3akfiyeHne YMNONIHOMOYEHHOro deaepansHoOro
opraHa MWCMOMHUTENbHON BRactm O BO3MOXHOCTU CHWXeHUss 6e30macHOCTH, KadecTBa,
3(pPeKTUBHOCTN NEeKapCTBEHHOro npenapaTta And BeTepuMHapHOro NpPUMEHEHUs B cry4vae
BHECEHUSI UIBMEHEHUN B YKa3aHHbIe JOKYMEHTbI.

8. [onyckaeTtca rpaxgaHckmi  0BOpOT  NekapCTBEHHbIX MpenapaTtoB  Ans
BETEPUHAPHOIO  MPUMEHEHUS,  NPOU3BEAEHHbIX OO0  MNPUHATUS  YNOSTHOMOYEHHbIM
deneparnbHbIM OpraHoM WCMOSTHUTENbHOW BriacTW pelleHnss O BHEeCEHUUM WU3MEHEeHUn B
AOKYMEHTbI, coAepXawueca B pPerncTpauMoHHOM [0Cbe Ha  3aperMcTpupoBaHHbIN
NeKkapCTBEHHbIA NpenapaTt And BeTepuHapHOro npuMeHeHus, unn ob oTkase BO BHeECEHWUU
yKa3aHHbIX NU3MEHEHWN.

FAPAHT:

CM. kommeHTapui K ctaTbe 31 HacToswero ®efepanbHOro 3akoHa

CraTtbsa 32. OTMeHa rocygapCTBEHHOW permcTpauumn nekapCTBEHHOMO npenapaTta

PeweHne 06 oTMeHe rocygapCTBEHHOM pernctpauumn fnekapcTBeHHOro npenapata u
NCKITIOYEHNN NEeKapCTBEHHOro npenapaTta M3 rocygapCTBEHHOrO peecTpa feKkapCTBEHHbIX
cpencTB NpUHUMAaETCs YNONHOMOYEHHbIM heeparibHbIM OpraHOM UCMOSIHUTENbHOM BNacTtu
B Crniyyae:

1) npegcrtaBneHus COOTBETCTBYHOLMM YMNOSHOMOYEHHbIM doedeparibHbIM  OpraHoMm
NCNOSTHUTENbHOW BRacTy 3akfioYeHnss 0 pucke nnmn ob yrpose 340pOBbIO, XKMU3HM YerioBeka
UM XXMBOTHOFO MpU  MPUMEHEHUU JIEKApCTBEHHOro npenapaTta, npeBbllWakrwmx ero
3(pPeKkTUBHOCTb, MO pesynbTatam OCYLECTBNSEMOrO MM MOHUTOpUHra 6e3onacHoCTU
rfiekapCTBEHHOro npenapara;

2) nogayn pas3paboTyMKOM fEeKapCTBEHHOro cpeacTBa WM YNOSIHOMOYEHHBIM UM
APYrMM  1lOpuanyeckum nuuoMm  3asiBfieHnss o6 OTMeHe roCydapCTBEHHOW perncrpaumm
NeKkapCcTBEHHOro npenaparTa;

3) HenoATBepXAEHUS TOCY4apCTBEHHOW perucTpauumm fiekapCTBEHHOro npenaparta no
NCTEeYEHNN CPOKa AENCTBUS PErMCTPaLMOHHOIO YAOCTOBEPEHMS, BbIAAHHOIO Ha NATb NET;

4) HenpeacTaBreHnst 3asiBuTeniemM MHopMaumm, KoTopasi MOXET MoBreYyb 3a cobown
HeobX04MMOCTb BHECEHUS M3MEHEHU B LOKYMEHTbl, CoAepXalmecss B pernctpauuoHHOM
A0Cbe Ha 3aperucTpupoBaHHbLIN NEeKapCTBEHHLIM NpenapaT, B TeyeHue TpuauaTtn paboumx
AHEeN CO OHSA HaCTYNMeHUs 3TUX U3MEHEHWU;

5) ocywecTBneHus rocyaapCTBEHHOM pernctpauumn nekapcTBEHHOro npenapaTta noj
TOProBbIM  HaMMEHOBaHMEM  3aperucTpupoBaHHOINO paHee nNog 3TUM  TOProBbIM
HanMeHoOBaHUWEM JfleKapCTBEHHOro npenapara,;

6) ocyLecTBneHns rocyaapCTBEHHOW perucrtpaumm 3asiButenem OAHOro M TOro xe
niekapCTBEHHOro npenapara noA pasfiMyHbIMU TOProBbIMWU HAUMEHOBaHUSIMU;

7) BblHECEHMSI CyAOM peleHna O HapyleHun npaB npaBoobnagatenss 06beKkToB
WHTEeNnNeKTyanbHOM COBCTBEHHOCTU NpK 0BpalLeHnn NIeKapCTBEHHbIX CPEACTB.

FTAPAHT:



CM. KommeHTapum k ctaTbe 32 HacTosiero ®egepanbHOro 3akoHa

CraTtbsa 33. [ocygapCTBEHHbIV PEECTP fIEKAPCTBEHHbIX CPEACTB
FTAPAHT:

Cwm. MonoxeHne o ['ocygapCTBEHHOM peECTpe NEeKapCTBEHHbIX CPEACTB, YTBEPXKOEHHOE
Mwunsgpasom PO 1 gekabpsa 1998 r. N 01/29-15

1. lFocypnapcTBeHHLIM peecTp JIEKAPCTBEHHbIX CPEACTB COAEPXKUT nepedveHb
NEeKapCTBEHHbIX NpenapaTtoB, MpoWeaWwnx rocyaapCTBEHHYIO perMcTpauunio, nepeveHb
hapmaLeBTUYECKUX CyBCTaHLMK, BXOOAWMX B COCTaB JfIeKapCTBEHHbIX MpenapaTos, W
cnegyoLLyo NHpopMauuio:

1) B OTHOLLEHUN NeKapCTBEHHbIX NpenapaTos:

a) HaMMeHoBaHWe NEeKapCTBEHHOro npenapaTa (MexayHapoaHoe HenaTeHTOBaHHoe
NI XMMUYECKOE N TOProBoe HaMMeHOBaHus);

0) nekapcTBeHHasa bopma C ykasaHMeM O03UPOBKWU flekapCTBEHHOroO npenapara u ero
Konu4yectBa B NOTPebUTenbCKoM YNakoBKe;

B) HaMMeHoBaHue pa3paboTymka nekapcTBEHHOro npenapara;

r) HaMMeHOBaHWe 1 agpec NPoOU3BOANTENS NEKAPCTBEHHOIO Npenapara;

A) dapmakoTepaneBTMYecKas rpynna fnekapcTBEHHOro npenaparTa;

€) NoKa3aHnsa 1 NPOTUBOMOKa3aHUA K NPUMEHEHUIO NTEKapPCTBEHHOIO npenapara;

X) NoB6oYHbIe AeNCTBUSA NEKapCTBEHHOro nNpenapara;

3) CPOK rOAHOCTU NekapCTBEHHOro npenapara;

N) yCroBUS XpaHEeHNs NekapCTBEHHOro nNpenapara;

K) yCnoBusi OTNycka nekapCTBEHHOro npenapara;

n) Homep apmakoneMHon cTaTbM WNNM B Cryvyae ee OTCYyTCTBUA HOMep
HOPMaTUBHOW AOKYMEHTaLuu inbo HOPMaTUBHOIO JOKYMEHTA;

M) AQata rocygapCTBEHHOW pernmctpauvMmM NekapcTBEHHOro npenapata W ero
perucTpauuoHHbLIN HOMEP;

2) B OTHOLEHWN hapMaLeBTUYECKNX CybCTaHUMI:

a) HanMeHoBaHue dhapmaLeBTUYECKON cybeTaHuum (mexxgyHapogHoe
HenaTeHTOBaHHOE UMM XMMUYECKOE N TOProBOEe HAaMMEHOBaHNSA);

0) HauMeHoBaHWe 1 agpec NPoOM3BOANTENS hapMaLeBTUYECKON cybcTaHUuu;

B) CPOK rogHOCTW hapmMaLeBTUYeCcKon cybctaHumm;

r) yCrnoBus xpaHeHusi oapmaLeBTUYECKON CyOCTaHLMK;

A) HoMep papMaKkonemHon CTaTbl UMK B Criydyae ee OTCYTCTBMA HOMEpP HOPMaTUBHOW
AOKYMeHTauumn nmbo HOpMaTUBHOIO JOKYMEHTA.

2. ®apmaueBTnyeckas  cybcTaHuusi,  Heucnonb3yemas npu  NPOU3BOACTBE
NEeKapCTBEHHbIX nNpenapaTtoB, MOXeT ObiTb BKMOYEHa B TOCYAAapCTBEHHbIN peecTp
NEKapCTBEHHbIX CPEACTB Ha OCHOBaHUM 3asiBfieHus paspaboTyvka, npou3BoauTens
NeKapCTBEHHOro cpeactsa NMMBO YyNOSTHOMOYEHHOTO UMW HOPUONYECKOrO nvua npu ycnosum
npoBedeHNsi B OTHOLUEHUW Takow dapmaueBTUYEeCKOM CyOGCcTaHuMM IKCnepTuabl KavecTBa
dapmaueBTUYECKOM CyOCTaHUMM B MNOPSAKE, YCTAHOBMEHHOM cTaTben 34 HacTosLEero
depeparnbHOro 3akoHa.

3. lMopsapok BeAeHWs rocygapCTBEHHOrO peecTpa JieKapCTBEHHbIX CpeacTB Ans
MEOMUMHCKOrO  MPUMEHEeHMs WU MopsAAoOK  BedeHMs  rocydapCTBEHHOro  peecTtpa
NeKapCTBEHHbIX cpeacTs ang BETEPMHaPHOro NpUMEHEHNS yTBEPXAATCA
COOTBETCTBYHOLUNM YNOMHOMOYEHHbIM doefeparnbHbIM OpraHoOM UCMNOSTHUTENbHOW BNAaCTW.

FTAPAHT:

CM. KommeHTapum K ctaTbe 33 HacToswero ®efepanbHOro 3akoHa
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Cratba 34. OkcnepTmnsa kadecTBa hapmMaLeBTUYECKOM CybCTaHLMK, HENCNONb3yEeMOM

npv NPoOM3BOACTBE fleKapCTBEHHbIX NpenapaToB

1. Ona BknwoveHna apmaueBTUHEeCKOM cybCcTaHLUMKU, HEUCNosrb3yemMon npu
NPOW3BOACTBE JleKapCTBEHHbIX MNpenapaTtoB, B roCyJapCTBEHHbIA peecTp NeKapCTBEHHbIX
cpencTB, NPOBOANTCA SKCNepTU3a ee KayecTsa.

2. JKcnepTm3a KavyecTBa yKkasaHHOM B 4acTu 1 HacToswen ctaTbn hapMaueBTUYECKON
cybCTaHuuK, COCTaBfiEHME KOMMUCCUEN IKCMEPTOB 3aKMYEeHUn no pesynbTaTtaM Takoum
3KCnepTuU3bl N UX HanpasneHne B YNOSIHOMOYEHHbIN hefeparibHblA OpraH UCMOSTHUTENbHOW
BNacCTU OCYLLECTBNAOTCA B CPOK, HE MpPEeBbIAWNA WecTnaecatTn paboynx AHen co AHS
NofnyyYeHnss 3KCNEepPTHbIM yypexxaeHWeM COOTBETCTBYIOLLEro 3afaHus YNONHOMOYEHHOro
beiepanbHOro opraHa MCNOSIHUTENbHOW BNAacTU N JOKYMEHTOB, YKa3aHHbIX B MyHKTax 4 - 7
yactu 3 ctatbm 18 HacTosdwero ®efepanbHOro 3akoHa.

3. [lna npoBedeHNa 3KcnepTu3bl KavyecTBa yKa3aHHOW B 4acTtu 1 HacTosiwen ctatbu
dapmaueBTudeckon  cybctaHuMm  3asiBUTENb  NpPeacTaBnsseT B YNONIHOMOYEHHbIN
dbefiepanbHbI OpraH UCMONHUTESTbHOW BacTu:

1) 3asBneHne O BKIHOYEHUN B rOCYAAPCTBEHHbIA PEECTP NeKapCTBEHHbIX CPeacTB
AaHHOW dhapmaueBTUYeCKON cybcTaHuuu;

2) OOKYMEHT, NoATBepXAalLwui ynnaTty rocyaapCTBEHHOW MOLUMMHBI 3a BKAKOYEHUE
hapmaueBTU4eckon cybCcTaHUMW, HEUCNosib3yemMon Npu MpPOou3BOACTBE JleKapCTBEHHbIX
npenapaToB, B rOCy4apCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB;

3) LOOKYMEHTbl, yKasaHHble B nyHKTax 4 -7 4actu 3 crtatbum 18 HacTosiwero
depneparnbHOro 3akoHa.

4. B TeyeHne natM paboumx OHEN CO OHA MNPUHATUA 3asiBIIEHUS O BKIHOYEHUN
ykazaHHom B 4actm 1 HacTosiwen craTbn (papmaueBTMYECKOM CyOCTaHuMM B
rocy4apCTBEHHbIV PeeCcTp feKapCTBEHHbIX CPeACTB U JOKYMEHTOB, NepedncrneHHbIX B YacTtu 1
MW nNyHKTe 2 Yactu 3 HacTodAwen CcTaTbM, YNOMHOMOYEHHbIM henepanbHbii  opraH
NCMONHUTESTbHOW BacTu:

MHdopmaums 06 nameHeHusix:

®dedepanbHbIM 3akOHOM om 25 Hos6ps 2013 2. N 317-®3 e nyHkm 1 yacmu 4 cmambu 34
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbI U3MEHEHUSs

CmMm. mekcm nyHkma 8 rnpedbidywed pedakuuu

1) npoBOAMT NPOBEPKY MOSMHOTbI M AOCTOBEPHOCTU [AaHHbIX, COAEepXalumxcs B
npeacTaBfieHHbIX 3adBUTENEM JOKYMEHTAX;

2) NpUHMMaeT pelleHMe O HanpaBfieHMM B IKCMEPTHOE YYpexaeHue 3afaHusa Ha
npoBeieHMe 3KCNepTu3bl KadecTBa YyKasaHHOM B 4Yactu 1 HacTodwen craTbu
hapmaueBTU4ecKon cybcTaHumnmn nnm o6 otkase B TaKOM HarnpasfeHuu;

3) yBegomMmngaeT B NMCbMEHHON hopMe 3aaBUTENS O NPUHATOM peLleHun Unu B criyyae
oTKasa C ykasaHneMm NpuymH Takoro oTkasa.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 25 Hosibpsi 2013 2. N 317-©3 cmambsi 34 Hacmosiuezao
®edeparnbHo20 3aKkoHa 0orosiHeHa Yacmbio 4.1
41. B cnyyae BbiBNEHUss HEOOCTOBEPHOCTM CBEOEHWW, COAepXXalMxcs B
npeacTaBneHHbIX 3asiBUTENEM MaTepuanax, YMNOfIHOMOYEHHbIN dedepanbHbli  OpraH
WCMONHUTENbHOW BRacTU HanpaenseT 3asiBUTENt0 3anpoc 06 YTOYHEeHUM YKasaHHbIX
cBegeHun. [laHHbIM 3anpoc MOXET ObiTb nepegaH YNoNIHOMOYEHHOMY MNpeacTaBUTENO
3as1BUTENS NIMYHO MO PacnucKy, HanpasBfieH Mo MoYTe 3akas3HbiM MMCbMOM UMW NepefaH B
3IEKTPOHHOM (bopMe MO TeNeKoOMMYHUKALMOHHbIM KaHanam cBasn. B cnyyae HanpaBneHus
AaHHOro 3anpoca Mo MoyTe 3aka3HbiM MUCbMOM OH CYMTAETCs MOMyYEHHbIM MO UCTEYEHUU
LecTn OQHEWN € AaTbl HanNpaBfeHUs 3akas3HOoro nucbma.


garantf1://70414766.5491/
garantf1://70414766.5492/

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akoHOM om 25 Hosibps 2013 e. N 317-®3 cmambsi 34 Hacmosuwe2o
®edeparibHo20 3aKoHa 00rnosiHeHa Yacmbio 4.2
4.2. 3asgsutenb 00a3aH npeactaBuTb OTBET Ha  3anpoc  YNOSIHOMOYEHHOro
doefepanbHOro opraHa WCMOSMMHUTESNIbHOM BNacTU B CPOK, He npeBblllalownn aeBsHoCcTa
paboynx gHen co AHS NonyveHus AaHHoro 3anpoca. Cpok, ykasaHHbIN B YacTu 4 HaCTOALLEN
cTaTbu, NPUOCTaAHABNMBAETCS CO [HS HanpaBneHus 3asBUTENIO 3anpoca YrNnOfIHOMOYEHHOIo
denepanbHOro opraHa MUCMOMHUTENBbHON BRAacTv 4O OHA NOSTyYEeHUS MM OTBETa Ha AaHHbIN
3anpoc 1 He YYMTbIBAeTCHA NPU UCHUCIIEHNN CPOKa IKCNEePTU3bl kKayecTBa hapmaueBTUYECKOM
cybCcTaHuumn, Hemcnonb3yemMou npu NPON3BOACTBE fIEKaPCTBEHHbIX NPenapaTos.

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akoHOM om 25 Hosibps 2013 2. N 317-®3 e yacmb 5 cmambu 34
Hacmosiuweao ®edeparibHO20 3aKOHa 8HECEHbI U3MEHEeHUS

CmM. mekcm yacmu 6 npeodbidyuweli pedakyuu

5. OcHoBaHMeM Ans oTKasa B HanpaBSieHUM B 9KCMEPTHOE ydpeXaeHwe 3afjaHus Ha
npoBeieHMe 3IKCNepTudbl KadecTBa YyKasaHHOM B 4actu 1 HacTodwen craTbu
(hapmaueBTUYECKON CyOCTaHUMM SBNAETCA HenpeacTaBneHne LJOKYMEHTOB, NepeyncrieHHbIX
B 4YacTM 2 M NyHKTe 2 YacTu 3 HacCTosAWeWn CcTaTbu, HenpeacTaBfieHue 3adBuTernem B
YCTaAHOBIEHHbIA CPOK OTBETa Ha yKasaHHbIM B 4Yactu 4.1 HacTosiwen ctaTtbu 3anpoc
YNOMHOMOYEHHOro defeparnbHOro opraHa MWCMOMHUTENbHON BRacTu WUNW npeacTaBneHve
AOKYMEHTOB, He coAep Kalumx ncyepnbiBatoLLero nepeyHs HeobxoanMbix CBeAeHUN.

6. B TeyeHue nsaTHaguatu pabounmx OHEN CO OHA  MNOMYYEHUS  peLUEeHUs
YNONMHOMOYEHHOIro doefeparibHOro opraHa WCNOSHUTENBLHOW BRacTM O HanpasfieHuUM B
3KCMNepTHOE y4pexaeHne 3afaHus Ha NpoBefeHne IKCNepTU3bl Ka4ecTBa yKa3aHHOM B YacTu
1 HacToswen cTatbM dQapmaueBTU4eckon cybcTaHumm 3aaBuUTENb MpeactaBnsgeTr B
3KCNepTHOE yupexaeHne ans npoBeaeHNsa aHHOW 3KenepTrabl 06pasubl hapmMaueBTUYECKON
cybcTaHuunM B KONMYEeCcTBe, HeobXoOMMOM ANns BOCMPOU3BEAEHUST METOLOB KOHTPOMs
KayecTBa. OKCMNepTHOE yuypexaeHwe npu nonyvyeHun o6pasuoB ykaszaHHOW B 4Yactn 1
HacToswen cTatbl dapmaueBTMYeckorM CyOCTaHUMM BblaaeT 3asiBUTEN0  JOKYMEHT,
noaTBepXaatoLnin nonyyeHne atmx obpasuos, N B CPOK, HE MPEBbILIAKOLWMIA Tpex pabodnx
AHen, yBegoMnisieT B NMUCbMEHHOW hopmMe 00 3TOM YNOSTHOMOYEHHbIN bedeparnbHbI OpraH
WCNOSTHUTENbHOW BrliacTU. OTU CPOKU He BKMYAKTCA B CPOK MpOBeAeHUs [AaHHOM
3KCNepTuU3bl.

7. [JOKyMeHTbI, NOCTYNMBLUNE B IKCMEPTHOE YUYpexaeHue Ansa npoBeaeHUst aKCnepTusbl
KayecTBa YykaszaHHOM B 4actm 1 HacTosiwen ctaTtbuM apMaueBTUYECKOW CyOCcTaHLuuM,
noanexar BO3BpaTy B YMNOSIHOMOYEHHbIN doedeparnbHbii OpraH MCNOMHUTENbHOW BRacTu
OAHOBPEMEHHO C 3aKNYEHUAMM MO pe3yrbTaTaM NpoBEAEeHHON 3KCNEePTU3bI.

8. B cpok, He npeBbiwaoWmin NATM paboumx OHENn CO OHA MONyvYeHUs 3aKIYeHUs
KOMMUCCUM IKCMEPTOB MO pesyrbTaTtaMm 3KCNepTudbl KadecTBa YykaszaHHOM B 4actu 1
HacTosILLen cTaTbn (hapmaueBTUYECKON CyOCTaHLMK, YNONMHOMOYEHHbIN dheaeparbHbli OpraH
NCMONHUTENbHOW BRacTu:

1) ocyLleCTBNAET OLUEHKY TaKkoro 3akfioYeHus Ons onpeneneHvus ero COoTBETCTBUS
3a4aHuIo Ha NpoBeAeHNE JAaHHOW 3KCNePTU3bI;

2) NpPUHUMaET pelleHMe O BKIIYEHUM YKa3aHHOWM B Yactu 1 HacToswen craTbu
hapmaueBTUYeCKON CybCTaHUMM B rOCYydapCTBEHHbIA PEECTP NEKapCTBEHHbIX CPeAcTB Unu
peweHne 06 OTkase B TaKOM BKIIHOYEHUN;

3) BHOCUT MpU NPUHATUN pELUEeHUs1 O BKITHOYEHMM yKa3aHHOW B 4acTu 1 HacCTosLEeNn
cTtatb (papmaueBTMYECKON CyOCTaHUMM B TFOCYAApPCTBEHHbLIN PEECTP JieKapCTBEHHbIX
CpencTB NpeaycMoTpPeHHY nyHKToM 2 4Yactu 1 ctatbu 33 Hactoswero denepanbHOro
3aKoHa MHopmaumo 1 ysegomnsieT o6 3ToM B MMCbMEHHOW bopMe 3asBUTENS.
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TAPAHT:
CM. kKommeHTapun k ctaTbe 34 HacTosiero ®eaepanbHOro 3akoHa

CraTtbsa 35. [MoBTOpHOE NpeacTaBreHne NEKAapCTBEHHOMO npenapara, He NpoLueaLlero
rocygapCTBEHHON pernctpauuu neKapCTBEHHbIX npenapaTos, Ha
rocyapCTBEHHYIO perMcTpaumio NekapCTBEHHbIX NpenapaToB

[MoBTOpHOE npeacTaBrieHne B COOTBETCTBYIOLLUA YNOSTHOMOYEHHbIN (heaepanbHbin

opraH  WCMOMHUTENbHOM  BNAcTM  JleKApCTBEHHOro  npenaparta, He  npowejuwero
rocygapCTBEHHOW perucTpaumm JiekapCTBEHHbIX npenapaTtoB WU MOMyYMBLUErOo OTKa3 B
YyKa3aHHOW perncrpauun n BnocneacTsun noaseprierocs U3MEeHeHUI0 B YacTu ero cocrasa,
paccMaTpuBaeTCsl Kak MpeAcTaBneHne HOBOro JIeKapCTBEHHOro npernapata Ha ero
roOCydapCTBEHHYID  perucTpaumio  He3aBUCMMO  OT  COXPaHeHWs  ero  NepBUYHOrO
HanMeHOBaHWA.

FTAPAHT:

CM. koMmMeHTapui K cTaTbe 35 HacTosiwero degepanbHOro 3akoHa

Cratba 36. OOGxanoBaHue pelweHns 06 oOTKase B Bbldaye paspelleHns Ha
npoBeAeHNEe KITMHUYECKMX WCCReaoBaHMI NeKapCTBEHHOro npenaparta wunu
peweHns 06 oOTkase B roCydapCTBEHHOM perucTpaumm neKkapCTBEHHOro
npenapara

PeweHune COOTBETCTBYIOLLENO YNOMHOMOYEHHOIo hbeneparnbHOro opraHa

NCNONHUTENbHOWM BnactM o6 OTkase B Bblgave paspeLleHUsi Ha NpoBefeHUe KIMHUYECKUX
nccnefoBaHM NeKkapCTBEHHOMO npenaparta unv peweHne o6 oTkase B rocyaapCTBEHHOM
pernctpauun nekapCTBEHHOro npenapata MOXeT OblTb 0GXanoBaHO B NOpsiake,
yCTaHOBIIEHHOM 3akoHoaaTenbcTBoM Poccunckon depepauumn.

FTAPAHT:

CM. KommeHTapum Kk ctaTbe 36 HacTosiero ®eaepanbHOro 3akoHa

Cratba 37. WIHMopmaumsa, cBsidaHHass C OCYLLUECTBIIEHMEM [OCYyAAPCTBEHHOM
pernctpauuu neKapCcTBEHHbIX npenapaTos, MHopMauus o}
3aperncTpupoBaHHbIX  fIEKapCTBEHHbIX npenapatax W  NeKapCTBEHHbIX
npenapaTax, WCKMIOYEHHbIX M3 rOCy4apCTBEHHOro peecTpa JleKapCTBEHHbIX
cpeacTs

1. CoOTBeTCTBYHOLWMMA YNONHOMOYEHHbIN deadeparibHblii  OpraH WUCMONHUTESTbHON

BflaCTU pasMellaeT Ha cBoeM oduumanbHoMm caute B ceTu "HTepHeT" uHdopmauumio,
CBSI3aHHYI0 C OCYLLECTBEHNEM rocygapCTBEHHOW perncTpaumm fiekapCTBEHHbIX NpenapaTos,
B TOM u4ucne npoBedeHMEM IKCNepTU3bl FEKapCTBEHHbIX CPeacTB, MHGOpMauuio o
3aperncTpupoOBaHHbIX  FIEKAPCTBEHHbLIX MNpenapatax W JleKapCTBEHHbIX npenapartax,
NCKIMIOYEHHbIX U3 rocyapCTBEHHOro peecTpa NekapCTBEHHbIX CPeACTB, He Mo3gHee Yewm
yepe3 nATb paboynmx AHEeNn CcOo [OHA MONyYeHWs COOTBETCTBYHOLMM  YMNOAHOMOYEHHbIM
deaepanbHbIM  OpraHOM  UCMOSTHATENBHOW  BNacTuU  3asiBieHUss O rocygapCTBEHHOW
permcTpauum nekapCTBEHHOro npenapara.

2. Cpoku u nopsifok pasMelleHuss ykasaHHoW B 4Yactu 1 HacTtoswen craTbu

I/IHC*)OpMaLlI/II/I yCTaHaBJIMBaAOTCA YNOJIHOMOYEHHbIM (*)e,D,epa.l'leblM opraHom
NCMNOSTHATENBHOW BACTW.
TAPAHT:

CM. KoMmmeHTapum K ctaTbe 37 HacToswero ®enepanbHOro 3akoHa
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MnaBa 7. KnuHnyeckune nccnenoBaHus JIeKapCTBeHHbIX npenapartoB Ans
MeaAUuUuMHCKOro npnMmeHeHus, ooroBop 06 nx npoeeaeHvun, npaBa nauneHToOB,
yYyacTBYyHOLWMUX B 3TUX UCCrieaoBaHUAX

Cratba 38. KnuHuMyeckne wnccnegoBaHMsi FEKapCTBEHHbIX npenapaTtoB  Ans
MEeANLMHCKOro NpMMeEHEHMS

1. KnnHnyeckne nccnenoBaHuA nekapCcTBeHHbIX npenapaTtoB 411 MeAULMHCKOro
NPUMEHEHNA, B TOM 4uUCre MeXAyHapoAHble MHOrOLEHTPOBbIE, MHOrOLEHTPOBbLIE,
NoCTpPerncTpauuoHHble, MPOBOAATCA ANSA rOoCy4apCTBEHHOW pernmctpaumm fnekapCTBEHHbIX
npenapaToB M MHOTO NpeAHasHayYeHnsa B OOHON MU HECKONbKMUX MEeAULMHCKUX OpraHn3aunsax
B COOTBETCTBUM C npaBusiaMy KIMMHUYECKON MPAKTUKWN, YTBEPXAEHHbIMU YNOTHOMOYEHHbIM
denepanbHbIM OpraHOM UCNOSTHUTENBHOW BNAcT, COOTBETCTBEHHO B CrieAyoLWmMX Lensax:

1) ycrtaHoBneHve 6e30MaCHOCTU FEeKapCTBEHHbIX MpenapaTtoB AN  300POBbIX
AobposonbLeB U (UN) NEPEHOCUMOCTU UX 300POBbIMU JOOPOBOSbLAMMU, 32 UCKITHOYEHMEM
Takux WccneaoBaHUM NEeKapCTBEHHbIX MpenapaToB, NPOWM3BEAEHHbIX 3a npegenamMmu
Poccuinckon ®epgepaunu;

2) nogbop onTMManbHbIX 403MPOBOK NIEKapCTBEHHOIO nNpenapara v Kypca nevyeHums ons
naumeHToB C onpegeneHHbiM 3aboneBaHMeM, OMTMMAanbHbIX 003 WM CXeM BaKuMHaLMK
NMMYHOBNONOrMYECKMMI NieKapCTBEHHBIMY NpenapaTamun 300poBbix 406pOBONbLEB;

3) ycTaHoBrieHne 6e30nacHOCTM fnekapcTBEHHOro npenapata u ero aeKTMBHOCTH
ANs NauMeHToB C onpeaenieHHbIM 3aboneBaHuMeM, NPodMNakTUYECKON 3PPEKTUBHOCTU
NMMYHOBNONOrMYECKNX NEKapCTBEHHbIX NpenapaToB AN 340pOBbIX 40OPOBONbLLEB;

4) n3yyeHne BO3MOXHOCTU pacLUMPEHUs NMOKa3aHWn AN MeOULMHCKOro NPpUMEHEHUS U
BbISIBNEHNSA paHee HEeM3BECTHbIX NOBOYHbLIX JENCTBUN 3aperncTpUpoBaHHbIX NEKapCTBEHHbIX
npenaparos.

2. B oTHoweHun Bocnpou3BefeHHbLIX JleKapCTBEHHbIX rMpenapaTtoB AN
MEAVLMHCKOrO MPUMEHEHNS NPOBOAATCA UccriefoBaHUsi OMO3KBUBANIEHTHOCTU U (MNn)
TepaneBTUYECKON SKBMBANEHTHOCTM B MNOpsiaKe, YCTAHOBMAEHHOM  YNOSIHOMOYEHHbIM
dreaepanbHbIM OpraHOM UCMNOSTHNTENBHOW BIIACTM.

3. Opranuzauuio npoBedeHnsa  KNUHUYECKUX  UCCReAOBaHUN  NIeKapCTBEHHOMO
npenaparta aAnsg MeguuUHCKOro NpuMeHeHns Bnpase OCyLLEeCTBNATD:

1) pa3paboTymK nekapCTBEHHOro npenapara UM ynoriHOMOYEeHHOE UM JIMLO;

MHdopmaums 06 nameHeHusix:

®dedepanbHbIiM 3akoHoM om 2 utonisa 2013 e. N 185-®3 nyHkm 2 yacmu 3 cmambsu 38
Hacmosiuwe2o PedeparibHO20 3aKOHa U3/10XKeH 8 HO8OU pedaKkyuu, ecmynaroujeli 8 cusy ¢
1 ceHms6bps 2013 a.

CmM. mekcm nyHkma e rpedbidywed pedakyuu

2) obpasoBaTenbHble  OpraHuM3auun  Bbiclwiero  obpasoBaHus,  OpraHu3auuu
AO0MNOSTHUTENBHOro NpodheccnoHanbHOro odpasoBaHus;

3) Hay4yHO-UccnenoBaTenbCKMe opraHn3auuun.

4. KnunHun4yeckne wuccrnefoBaHUs feKapCTBEHHbIX MpenapaToB A MeaULMHCKOro
NPUMEHEHNA MPOBOAATCA B MOpsdKe, YCTaHOBMEHHOM cTtatbsamu 20 - 22 HacToswero
depgepanbHOro 3akoHa, Ha OCHOBaHWWM paspelleHns Ha npoBedeHue  KIIMHUYECKOro
nccrnegoBaHnA NekapCTBEHHOro npenapaTa, BblJaHHOMO YMNOSIHOMOYEHHbIM dheaeparnbHbIM
OpraHoOM WCMOMHUTENBHON BRacTu, B COOTBETCTBUW C UENsIMWU, yKa3aHHbIMM B 4actu 1
HacTosLLen cTaTbW. YNONMHOMOYEHHbLIN dhefepanbHbii OpraH UCMONHUTENBHOW BracTu BegeT
peecTp BblAaHHbIX pa3peLleHnii Ha NpoBeAEHNE KITMHNYECKNX UCCeOBaHW NeKapCTBEHHbIX
npenapaToB, coAepXallnin ykazaHne Ha ux uernb unv uenu, B yCTaHOBMEHHOM 3TUM OpraHom
nopsigke.
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5. B cnyyae ocyuwectBrneHna rocygapCTBEHHOW perncrpaumm JekapCTBEHHOTrO
npenapata rocygapCTBeHHas MnoOLWMHa 3a MNpoBeAeHMe 3KCNepTU3bl [OKYMEHTOB Afis
noslyYeHus paspelleHur Ha npoBefdeHue KINMHUYECKUX WCCredoBaHnn nekapCTBEHHOro
npenaparta Ang MeauuUMHCKOrO MPUMEHEHUS N 3TUYECKOW 3KCMepTu3bl Npu obpalleHun 3a
rocygapCTBeHHOW perucTpaumen fekapCTBEHHOro npenaparta B COOTBETCTBUM C LIENbI0 Un
LensmMu, ykasaHHbIMU B YacTtu 1 HacTodALWen cTaTby, ynrnaynsaeTca OQHOKPaTHO.

6. K opraHMsaumm npoBefeHUs KIMHUYECKUX WCCNedoBaHUA  JFIeKapCTBEHHOIO
npenaparta Ang MeguuuHCKOro NpUMeHeHnsa paspaboTymMKoM nekapcTBeHHOro npenapara
MOryT MpuBreKaTbCAa topuaudeckne nuua nobon opraHnsaumoHHO-NPaBoBOM (POPMbI MpK
ycrnosun obecnevyeHns COOTBETCTBUS ITUX McCcnefoBaHun TpeboBaHMAM HacTOSILEro
®epnepanbHOro 3akoHa.

7. KnuHunyeckue wuccrnefoBaHUA JieKapCTBEHHbIX MpenapatoB Ans MeOuLMHCKOro
NpPUMeHeHns npoBOAATCS B MeOULUMHCKNX  OopraHmsayusix, aKKpeaMTOBaHHbIX
YNOMHOMOYEHHbIM  dpefepanbHbIM  OPraHOM  UCMOSIHUTENbHOW BNacTu B nopsake,
ycTaHoBreHHoMm [NpaButensctsom Poccuiickon ®epepauuu.

8. MNepeyeHb MeOULMHCKMX OpraHn3aunin, UMeLmMX NpaBo NPoOBOAUTb KIMHUYECKME
nccrnegoBaHNAa JeKapCTBEHHbIX MpenapaTtoB Ans MeAWUUHCKOro NPUMEHEHUSA, U peecTp
BblAaHHbIX paspeLleHnin Ha npoBeAEeHNEe KIMHUYECKMX WCCneaoBaHUA NeKapCTBEHHbIX
npenapaToB onybrIMKOBLIBAKOTCSA U pa3MeLlaroTca YNosTHOMOYEHHbIM beaeparibHbIM OpraHoOM
NCNOSTHUTENbHOW BRacTu B YCTAaHOBIIEHHOM MM MOpsAke Ha CBOeM oduvumanbHOM canTe B
cetn "HTepHeT".

FAPAHT:

CM. kommeHTapui K ctaTbe 38 HacToswero ®efepanbHOro 3akoHa

Cratba 39. MexagyHapogHOEe MHOFOLEHTPOBOE  KIMHMYECKOE  UccregoBaHue
nekapCTBEHHOro  npenapata And  MeOUUMHCKOrO  MPUMEHEHUa  UNu
NocTperncTpaLmoHHoe KITMHUYeckoe nccnegoBaHMe  NeKapCTBEHHOro
npenapaTta ans MeanuuHCKoro npuMeHeHus

1. MexgyHapogHoe MHOroLeHTpoBOe KIIMUHU4YecKoe uccnegoBaHue
NeKapCTBEHHOro npenapata pAana MeAULMHCKOro TMpPUMEHEeHUss Ha Tepputopuun
Poccuinckon  degepaumm  mnu - NOCTPErnCTpaLMOHHOE  KIMHUMYECKoe  uccrnegoBaHue
nekapCTBEHHOro npenaparta ans MeAuUMHCKOro MPUMEHEHUs NPOBOAUTCA Ha OCHOBaHWUK
paspeleHns Ha NpoBeAEeHME KIMHMYECKOro WCCNedoBaHWA JIEKapCTBEHHOro npenapara,
BblJAHHOIO  YMOMTHOMOYEHHbIM  doefepanbHbiM  OPraHOM  UCMOSIHUTESNbHOM  BRactu Mo
pesynbTatam 3SKCNepTu3bl OOKYMEHTOB, HEOOXOAMMbLIX ANS MNOMyYeHUs paspeLleHns Ha
npoeegeHne MeXayHapoaHoro MHOMOLLEHTPOBOrO KITMHWUYECKOro nccnengoBaHms
NIEKapCTBEHHOrO npenaparta WM NOCTPErnCcTPaLMOHHOIO KIMHUYECKOrO UCCneaoBaHus
neKapCTBEHHOro npenapara, U 3TU4eCKON 3KCNepTu3bl.

2. [Ina nonydeHusi paspeLlleHns Ha NpoBedeHne MexayHapo4HOro MHOMOLEHTPOBOrO
KITMHNYECKOro uccrnegoBaHUs feKapCTBEHHOro npenapata ans MeauUMHCKOro NpUMeHeHus
NN NOCTPErncCTPaUNoOHHOIO KIMMHUYECKOro MCCNnedoBaHUs NEKapCTBEHHOrO npenaparta ang
MEeONLMHCKOrO MPUMEHEHUS B YMOMHOMOYEHHbLIM defepanbHbli OpraH WUCMOMIHUTENBbHOMN
BflacTu 3aaBuUTENb NPeacTaBrsieT:

1) 3asBneHne O Bblgade paspelleHnss Ha MpoBefdeHne  MexayHapoOHOoro
MHOMOLIEHTPOBOIrO  KIIMHUYECKOrO0  UCCNedoBaHUs  NIEKapCTBEHHOro  npenapata  Ans
MEOMLMHCKOIO MPUMEHEHUSI WNWU  MNOCTPErMCTPALMOHHOIO KNUHUYECKOro UCCreaoBaHus
nekapCTBEHHOro npenapara ana MeguMunuHCKOro NpMMeHeHus;

2) [OKYMEHT, nogTeBepxgawowun ynnaTy rocyaapCTBEHHOW MOLWMMHLI 3a Bblgadvy
paspelleHnss Ha npoBedeHuMe  MEXAyHapOL4HOr0  MHOrOLEHTPOBOrO  KIMHWUYECKOro
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nccnepoBaHWs  fieKapCTBEHHOrO  npenapata  And MeOuUMHCKOro  NPUMEHEHMS  Unn
rocyapCTBEHHOM MOLWIMHbI 32 Bbl4ayy paspeLleHns Ha npoBefeHue nocTperMcTpaumoHHOro
KNMMHNYECKOro UccrefoBaHNA NekapCTBEHHOMo npenapara Ans MeaULMHCKOTo NPUMEHEHNS;

3) oT4eT O JOKIIMHUYECKUX UCCneaoBaHUAX NIeKapCTBEHHOro cpeacTBa M OTYET O
NPOBEAEHHbIX pPaHee KIMHUYECKMX WUCCNeaoBaHUAX JleKapCTBEHHOro npenapata [Ans
MEANLMHCKOro NpuMeHeHus (Npu Hanu4nm);

4) NpOeKT NPOTOKONa KIIMHWUYECKOrO MCCReaoBaHUA NeKapCTBEHHOro npenaparta ang
MeAVLMHCKOro NpUMEHEeHUS;

5) 6polwtopy uccnenosaTens;

6) WHGpOPMALMOHHbLIA JFUCTOK MauMeHTa, Y4yacTBYKOLWEro B  KIMHUYECKUX
nccnepoBaHMsX NekapCTBEHHOIo npenapara aAnsg MeguuMHCKOro NPUMEHEeHUs;

7) cBegeHns o6 onbite paboTbl uccnegoBaTeneM  nNo  COOTBETCTBYHOLLMM
crneumanbHOCTAM M UX OnbiTe paboTbl MO NPOBEAEHMIO KIMHUYECKUX UCCIEA0BaHUN;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKoHOM om 29 Hosibpsi 2010 2. N 313-®3 nyHkm 7.1 yacmu 2 cmambu 39
Hacmosiweao @edepasibHO20 3aKOHa U3/10XKeH 8 HOo8oU pedakyuu, ecmynarouwel 8 cusy ¢
1 aHeaps 2011 e.

CmM. mekcm nyHkma e rnpedbidywel pedakyuu
7.1) cBegeHns O MEOULMHCKMX oOpraHuM3aumsax, B KOTOpPbIX npeanonaraetcsa
npoBedeHne KIMHUYECKOro MUCCneaoBaHUsl NEKapCTBEHHOro npenaparta ans MeauumMHCKOro
NPUMEHEHNSA (NONHOE M COKpaLleHHOE HaMMEeHOBaHWUS, OpraHM3aunoHHO-NpaBoBas dopma,
MECTO HaxOXOEeHUs M MecCcTO OCYLLeCTBMNEeHUs OeAaTenbHOCTWU, TenedoH, Tenedakc, agpec
3MEKTPOHHOM NOYTblI MEAULMHCKOWN OpraHn3awumm);

MHdopmaumsa 06 nameHeHusax:

®edepanbHbIiM 3akoHOM om 11 okmsbps 2010e. N271-®3 yacmb 2 cmambu 39
Hacmosiweao ®edeparnibHO20 3aKoHa O0MNoSIHEHa MYHKMOM 7.2
7.2) npegnonaraemMble  CPOKM  MPOBEOAEHUA  KIMMHUYECKOTO  MCCReLoBaHus
NeKkapCTBEHHOro npenapaTa 415 MeANLMHCKOro NPpUMEHEHMS;

MHdopmaums 06 nameHeHusix:

®edepasibHbIM 3aKkOHOM om 29 Hosibpsi 2010 2. N 313-®3 nyHkm 8 yacmu 2 cmambu 39
Hacmosiweao ®edeparibHO20 3aKOHa U3J/I0XEH 8 HO8OU pedaKyuu, ecmynarouiel e cusy c
1 aHeaps 2011 e.

CmM. mekcm nyHKkma e rpedbidywed pedakyuu

8) konuo pgoroBopa 0b6sA3aTenbHOro CTpaxoBaHWsl, 3aKMOYEHHOr0 B COOTBETCTBUM C
TUMOBLIMU MpaBunamMmu 00s3aTeNbHOr0 CTPaxOBaHUS, C YKasaHMeM npeneribHou
YMCIMEHHOCTM MALMEHTOB, YYacTBYOLIMX B KIIMHUYECKOM MWCCNefoBaHUM JieKapCTBEHHOIo
npenapara ans MeauuuHCKOro NPUMeHeHNs;

9) nHdopmMaumo 0 CocTaBe fleKapCTBEHHOrO npenapaTa Ans NonyyYeHust paspeLueHuns
Ha nNpoBeAEHWE MEXOYHAapOAHOro  MHOMOLEHTPOBOIO  KIIMHMYECKOro  UCCnegoBaHus
NeKkapCTBEHHOro npenapara ans MeanLMHCKOro NpUMeHEeHNs;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akoHOM om 29 Hosi6psi 2010 2. N 313-®3 nyHkm 10 yacmu 2 cmambu 39
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEeH 8 HOB8oU pedakyuu, ecmynarouwel 8 cusny ¢
1 aHeaps 2011 e.

CmM. mekcm nyHkma & rpedbidyuwel pedakyuu
10) [OKyMEHT, COCTaBIIEHHbIN NPOM3BOOUTENEM JIEKAPCTBEHHOrO MpenapaTta u
cogepxalwimin nokasatenn (XxapakTepuCTUKW) FeKapCTBEHHOro npenapaTa, nNpou3sBegeHHOro
AnNa NpoBefeHNs KINMHUYECKUX UccrnegoBaHUN.
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3. B cpok, He npeBbiWwawoWmin NATM paboumx OHEen CO OHA NPUHATUSA yKa3aHHOro B
nyHkte 1 4Yactu 2 HacTosIlen CTaTbW 3asBfEHUS M HeobXoOuMMbIX [OKYMEHTOB,
YNONMHOMOYEHHbIN beaeparnbHbI OpraH UCNONTHUTENBHOW BNACTU:

1) npoBOAMT NPOBEPKY MOMHOTbI M OOCTOBEPHOCTU CBEAEHWUA, COLepXalunxca B
npeacTaBnNeHHbIX 3asBuTeneM AOKyMeHTax;

2) NPUHUMAET pelleHne O NPOBEeLEHUN IKCMEPTU3bl AOKYMEHTOB AN NOMyYeHus
paspelleHnss Ha npoBefeHuMe  MEeXAYyHapOAHOro  MHOrOLEHTPOBOrO  KIMHUYECKOro
nccrnegoBaHMa  NIEKApCTBEHHOrO  npenapata  Ans  MeaVMUMHCKOrOo  MPUMEHEHUS UK
NOCTPErnCTPauUnMoOHHOIO KIIMHUYECKOrO UCCrefoBaHUS JEeKapCTBEHHOro npenaparta Angd
MEAMLMHCKOrO MPUMEHEHUST U 3TUYECKOW 3KcnepTusbl nNnbo o6 oTkase B MNpoBeAEHUM
YKa3aHHbIX 9KCNepTus;

3) yBegomMnseT B MMCbMEHHOW hOpMe 3asiBUTENS O MPUHATOM pELLEHUN UMK B Criyvae
NPUHATUA pelleHnst 06 oTKase C yka3aHMeM NPUYMH Takoro oTkasa.

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akOHOM om 25 Hosibps 2013 e. N 317-©3 cmambsi 39 Hacmosuwe2o
®edeparnbHo20 3aKkoHa dorosiHeHa Yacmbio 3.1
3.1. B cnyyae BbISIBNEHMS HeOOCTOBEPHOCTU CBEAEHUM, COAepXKaluxcs B
NpeacCTaBNEeHHbIX 3asiBUTENEeM Martepuanax, YrnoSIHOMOYEHHbIN eaepanbHbIN  OpraH
NCNOSNTHUTENbHOW BMacTU HanpaenseT 3asBUTENo 3anpoc 06 YTOYHEHUM YKa3aHHbIX
cBegeHun. [laHHbIM 3anpoc MOXET ObiTb nepedaH YnoNIHOMOYEHHOMY MNpeacTaBUTENO
3aABUTENA NIMYHO NOA PacnuUCKy, HanpaBfeH Mo No4vte 3akasHbiM MUCbMOM UMW NepeaaH B
3MEKTPOHHOM POpME MO TEeNEKOMMYHUKALUWOHHBLIM KaHanam cBsa3n. B cnyyae HanpaeneHus
AAHHOro 3anpoca no MnoyTe 3akasHbIM MUCbMOM OH CYMTAEeTCs MOSlyYeHHbIM MO UCTEeYEeHUU
LLECTX AHEN C AaTbl HANpaBNeHUs 3aKka3HOro NUcbma.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKOHOM om 25 Hos6ps 2013 e. N 317-©3 cmambsi 39 Hacmosuweao
®edepanbHo20 3aKoHa 00roIHEHa Yacmbio 3.2
3.2. 3asButenp o06s3aH npeacTtaBuTb OTBET Ha 3anpoc  YNONTHOMOYEHHOro
denepanbHOro opraHa MWCMNONMHUTENBHOW BMacTM B CPOK, He NpeBblALWMA OeBAHOCTa
paboumnx gHEN COo OHS NonyyYeHus AaHHoro 3anpoca. Cpok, ykasaHHbI B YacTu 3 HacTosLEeN
cTaTbW, NPUOCTaHABNNMBAETCA CO OHA HanpaBneHWsa 3asiBUTENO 3anpoca YNofIHOMOYEHHOro
denepanbHOro opraHa MCMNONTHUTENBHOM BRacTu A0 AHSA MOfyYeHus UM OTBETA Ha AaHHbIN
3anNpocC W He Y4uMTbiBA€TCA MPU  WUCYUCNIEHMM CpOKa MPUHATUS  YNONHOMOYEHHbLIM
denepanbHbIM OpraHOM WCMOMHUTENBbHOM BNacTM pPeLleHns O NpoBEeAEHMU IKCMEPTU3bI
OOKYMEHTOB AN MOSflydeHuMsi  paspelleHust Ha  NpoBedeHMe  MeXOyHapo4HOro
MHOIFOLIEHTPOBOIO  KIIMHMYECKOrO0  UCCReaoBaHWA  JNIEKApCTBEHHOro  npenaparta  Ans
MEANLMHCKOrO MNPUMEHEHUS WUNU  MOCTPErMCTPALUMOHHOIO  KITMHMYECKOro UccnegoBaHus
NleKapCTBEHHOro npenapara ans MeauumMHCKOro NpUMEHEHMS.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akOHOM om 25 Hos6ps 2013 2. N 317-©3 8 yacmb 4 cmambu 34
Hacmosuweao ®edepasibHO20 3aKOHa 8HECEHbI U3SMEHEHUS

CmM. mekcm yacmu 6 npeobidywel pedakyuu

4. OcHOBaHMEM AN OTKasa B NPOBEOEHMM SKCMEPTU3bl AOKYMEHTOB ANS MONyYeHus
paspeleHnss Ha npoBefeHuMe  MEeXAYHapOAHOr0  MHOFOLEHTPOBOrO  KIMHWUYECKOro
nccrneoBaHUs  NekapCTBEHHOrO npenapata  ans  MeauUMHCKOrO  MPUMEHEHUs  Unu
NOCTPErncTpaLMoHHOro KIIMHNYEeCKOro uccneaoBaHUA NeKapCcTBEHHOro npenapara ans
MEeOULMHCKOro MnpuMMEeHeHUs U OTUYECKOW IKCMnepTuabl SBMAeTCs npeacTaBfeHue
AOKYMEHTOB, MNPefyCMOTPEHHbIX 4YacTbi 2 HACcTOsLWEW CTaTbW, B HenorHom obbewme,
HenpeacrasfieHNe 3asiBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETa Ha YyKasaHHbiM B 4actu 3.1
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HacTosLLen cTaTbM 3anpoc YMNOSIHOMOYEHHOro dyefepasnibHOro opraHa WCMNONHUTENbHON
Bnactm nmbo OTCyTCTBME B MNPEACTaBfIEHHbIX AOKYMEHTaxX WCYEPnbIBAOWEro MNepeyHs
HeobXxoauMbIX CBEAEHUN U MHPOPMaLMN, KOTOPbIe OOMKHbI OblTb OTPaXKEHbI B HUX.

5. MNMpoBeaeHne akcnepTU3bl AOKYMEHTOB OS5 MOMyYeHUs pa3peLleHnst Ha NnpoBeaeHne
MeXOYHapOoOHOro  MHOTFOLEHTPOBOIO  KIMHUYECKOro  UCCredoBaHWA  fieKapCTBEHHOro
npenapaTta Ans MeauUMHCKOro MNPUMEHEHUST WM NOCTPErnCTpPaunoHHOIO  KIUHUYECKOro
nccrnegoBaHUs NeKapCTBEHHOro npenaparta Ansg MeauuMHCKOro MPUMEHEHUS U 9TUYECKOM
3KCNepTM3bl N Bblgaya paspeLlleHns Ha NpoBedeHMEe MeXOyHapOoOHOro MHOrOLEHTPOBOrO
KITMHNYECKOro uccrnefoBaHUs fieKapCTBEHHOro npenaparta ans MeauuuMHCKOro npuMeHeHus
UM NOCTPErMCTPaLMOHHOIO KIMHUYECKOrO MCCReaoBaHUS feKapCTBEHHOro npenaparta Aans
MeANLMHCKOro NPUMEHEHNSA OCYLLEeCTBNATCA B Nopsake, yCTaHOBNEHHOM ctatbsimu 20 - 22
HacTosiero ®efepanbHOro 3akoHa.

6. PeweHna o6 oTkaze B NpOBEOEHUN ISKCMEPTM3bl LOKYMEHTOB ANS MOMyYeHus
paspeleHnss Ha NpoBeAEeHME  MEXAYHapOAHOro  MHOFOLEHTPOBOIO  KIMHWUYECKOro
nccrnegoBaHUs  NeKapCTBEHHOro npenapata  ans  MeAUUMHCKOrO  MPUMEHEHUs  Unu
NOCTPErNCTPaLMOHHOIO KIMHUYECKONO WCCNEeAoBaHUA NekapCTBEHHOro npenaparta  Aans
MEOMLMHCKOTO MPUMEHEHUST N 3ITUYECKOW 3IKCMEPTM3bl U B Bblgaye paspelleHus Ha
nposegeHne MeXayHapoaHoro MHOIOLIEHTPOBOIO KITMHUYECKOro nccneaoBaHus
nekapCTBEHHOro npenapaTta Ansg MeauUUHCKOro MPUMEHEHUsI UM MOCTPEerncTpaunuoHHOro
KIMHMYECKOro UCCNenoBaHUs NEKaApCTBEHHOrO npenaparta Anst MeauMLUMHCKOro MpUMEHEHMs
MOryT OblTb Ob6xanoBaHbl B nopsigke, YCTaHOBMEHHOM 3akoHoOaTenbCTBOM Poccumnckon
depepaumn.

FAPAHT:

CM. koMmmeHTapun K ctaTbe 39 HacTosiwero ®egepansHOro 3akoHa

Cratbsa 40. [NpoBegeHne KNMHUYECKOrO MCCNegoBaHUsl NIEKApPCTBEHHOro npenapata
ANs MeQULUMHCKOro NPUMEHEHUs

1. PykoBoguTenb MeOUUMHCKOM OpraHus3auuu, KoTopasi MpOBOAUT  KIMHUYECKOEe
nccnegoBaHne IEKapCTBEHHOro npenaparta Ans MeOuMUMHCKOro MNPUMEHEHUs, HasHayaeT
nccrnegoBartensi, OTBETCTBEHHOrO 3a MpPOBEAEHME TakKoro WCCrneaoBaHUs U UMEKLLEro
ne4yebHyro cneynanbHOCTb, COOTBETCTBYIOLLYK MPOBOANUMOMY KIMHUYECKOMY UCCIIEA0BaHMIO
NekapCTBEHHOro npenaparta, CO CcTaxem paboTbl N0 nporpamMmMam  KITMHUYECKUX
nccrneaoBaHNin NEKApCTBEHHbIX NpenapaToB HE MEHEE YeM MNATb NET U N0 ero NPeanoXeHno
Ha3Ha4yaeT couccriegoBaTtenemn n3 Yncna Bpadyen 3Ton MegMLMHCKON opraHn3auni.

2. WccnepoBatenb ocyllecTBnsieT BbiOOp MaUMEHTOB, KOTOPblE MO MEAULUHCKAM
nokasaHusiM MOryT OblTb NPUBIIEYEHbI K Y4acTUK B  KIMHMYECKOM MCCregoBaHUu
fleKapCTBEHHOro npenapara ans MeauLMHCKOro NPUMEHEHMS.

3. ViccnepoBaTtenb 1 couccrieaoBaTeniv AOSMKHbI ObiTb O3HAKOMITIEHBI C pe3ynibTaTtamu
AOKITMHMYECKOro MUCCnefoBaHMsl NEKapCTBEHHONO CpeacTBa, coaepxawmmucsa B Gpolutope
nccrniegoBartensi, NPOEKTOM MpPOToKoMa  KIMHWUYECKOro UCCNedoBaHUs NeKapCTBEHHOro
npenapata Ana  MEAUUMHCKOrO  MPUMEHEHUsl,  paspaboTaHHbIM  pa3paboTyYMKOM
neKapCTBEHHOro npenapaTa UM UHbIM IPUANYECKMM NULIOM, NPUBIEKaeMbIM K OpraHn3aumnm
npoBeAeHUst KITIMHUYECKOro MUCCNedoBaHUs NEeKapCTBEHHOro npenaparta afis MeguuMHCKOro
NPUMEHEHNSA, N OPYrMMU MaTepuanamMmm Takoro nccreoBaHust.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akoHOM om 29 Hosibpsi 2010 e. N 313-©3 cmambsi 40 Hacmosiueao
®edeparnibHo20 3aKoHa 0oriofiIHeHa Yacmbio 3.1, ecmynarowel e cusny ¢ 1 aHeaps 2011 a.
3.1. PykoBoauTenb MeOULMHCKOM OpraHuM3auunm B CPOK, He MNpeBblllaloWmnn Tpex
pabounx OHEeNn CO OHA Hadana NPOBEeAEHUS KIMMHUYECKOrOo UCCNeaoBaHWSA NeKapCTBEHHOrO
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npenapata Ans MeauMUMHCKOrO MpUMEHEeHUs, coobwaeTr 06 3TOM B YNOSIHOMOYEHHbIN
doefepanbHbIn OpraH UCMNONHUTENBHOW BNacTW, BblOaBLUMKA paspelleHMe Ha npoBefeHune
TaKoro uccnegoBaHusl, N0 YCTaHOBIIEHHOW UM oopMe.

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbiM 3akoHoM om 11 okmsbps 2010e. N 271-®3 8 yacmb 4 cmambu 40
Hacmosiuwe2o ®edeparibHO20 3aKOHa 8HECEHbI U3MEHEeHUS

CmM. mekcm yacmu 8 npeobidyweli pedakuyuu

4. OpraHuzauun, OCYLLUeCTBAKOLWME OpraHnsauuio npoBedeHna  KINMHUYECKOro
nccnegoBaHna nekapCTBEHHOro npenapata Angd MeauuUMHCKOro NpUMEHEHNSA N yYKa3aHHbIE B
yacTtu 3 ctatbu 38 HacToswero PegepanbHOro 3akoHa, B criy4ae Heo6Xo0ANMOCTM BHECEHMS
N3MEHEHNN B MNPOTOKOST KIMHUYECKOrO WCCNeaoBaHUs NEeKapCTBEHHOro npenaparta Ans
MEANLMHCKOro npuMMeHeHus coobuiatoT 06 3TOM B YMNOMHOMOYEHHbIN dheaepanbHbli opraH
NCMNONHUTENbHOW BMacTu, BblAaBLUMIA pa3peLlleHne Ha NpoBeaeHMe Takoro uccrneaoBaHus, no
YyCTaHOBIIEHHOWN UM bopMme.

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbiM 3akoHoM om 11 okmsbps 2010 2. N 271-®3 cmambsi 40 Hacmosiweao
®edeparnbHo20 3aKkoHa 0orosiHeHa Yacmbio 4.1

4.1. dopma coobuleHNss O BHECEHUM WUIMEHEHUA B MPOTOKOSN  KIAMHUYECKOro
nccrnegoBaHnsa nNekapcTBEHHOrO npenapaTta Ans MeaUMUMHCKOrO MPUMEHEHUs OOShKHa
cogepxaTtb cnegyoline ceegeHus:

1) HaumeHoBaHWe, NOEHTUMMKAUMOHHBIAN HOMEP M AdaTta MPOTOKOMa KIMHUYECKOro
nccneaoBaHus;

2) naTa BHECEHUSA N3MEHEHUIN B MPOTOKON KITMHMYECKOro UCCreaoBaHus;

3) HauMeHoBaHNe N MEeCTO HaxXOXAeHUs 3asaBUTeNS;

4) HanMeHOBaHME oOpraHu3aumm, MpUBMAEYEHHOW pa3paboTyMKOM FEKapCTBEHHOMO
npenapaTa K opraHu3aumm NpoBeaeHUs KITIMHMYECKOro nccneosanus (Npu Hanmyuum);

5) HanmMeHOBaHMSI U MeCTa HaxOXOEHUS MEOULMHCKMX OpraHu3auuni, B KOTOPbIX
NPOBOANTCA KITMHNYECKOE NCCreaoBaHue;

6) moata Bblgaun paspelleHnst Ha NPoBeAEHME KIMHUYECKOrO UCCNeaoBaHUs U HOMEpP
3TOro paspeLueHus:;

7) NUBMEHEHNS, BHOCUMbIE B MPOTOKOS KIMMHNYECKOIO UCCreaoBaHUs.

5. B cpok, He npeBbiwanwmu Tpuauatn paboymx gHen co gHS NoslyYeHUst ykasaHHOro
B YactM 4 HacTosiwen cTaTtbM COOOLLUEHUS, YNONMHOMOYEHHbIN doeaeparnbHbIi  opraH
NCMONHUTESNTbHOW BRAcTU paccmaTpuBaeT 37O COObLEeHNe B YCTAaHOBIIEHHOM MM nopsiake U
NPUHUMAET peLUEHNE O BHECEHUM U3MEHEHWNIA B MPOTOKON KITMHUYECKOro uccriegoBaHus
NeKkapCTBEHHOro npenapara ans MeamuuMHCKOro NnpuMeHeHnsa unm ob oTkase BO BHECEHUU
TakuX N3MEHEHUMN.

6. KnuHuyeckoe wuccnegoBaHMe nEKApCTBEHHOro npenapata Aans MeauuMHCKOro
NPUMEHEHNA MOXET ObiTb MNPUOCTAHOBMEHO WM MNPEKpaweHo, ecnn B Mpouecce ero
nposegeHnsi obBHapyXeHa OMacHOCTb AN KWU3HKW, 340poBbs  NauueHToB. B cnyvae
BO3HMKHOBEHNSI OMACHOCTU A4 XXMU3HKU, 300POBbs NauMeHTa, y4acTBYHOLLErO B KIMHUYECKOM
nccnegoBaHum neKapCTBEHHOro npenapara ans MeaNLMHCKOro NPUMEHEHUS,
nccnegosatenu o643aHbl NponHdopmMmMpoBatb 06 3TOM  pPyKOBOAUTENS MEOAMLMHCKOM
opraHuM3aummn 1 opraHusaumio, NonyyvMBLLYIO paspeLleHne ynorTHOMOYEHHOro heaepanbHOro
opraHa UCMONHUTENbHOM BIaCTU Ha OpraHn3aumio NpoBeaEHNST KIMMHMYECKOro nccrnegoBaHns
nekapcTBeHHOro npenapata. PeweHne 0 nNpuMOCTaHOBNEHUWN KANMHUYECKOrO MCCneaoBaHus
neKkapCTBEHHOro npenapaTta Ansg MeOUUMHCKOTO MPUMEHEHUsT MPUHMMALOT PYKOBOOUTESb
MEeOMUMHCKOW  opraHmsauum u  (Mnu)  opraHusauusi, nosyuvBLlas  paspelleHue
YNOSTHOMOYEHHOrO (pefepanbHOro oOpraHa WCMOSHUTENbHOM BNacT Ha opraHusauuto
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npoBefeHUsT KIMMHUYECKOro MUccnefoBaHUs NekapcTBEHHOro npenapaTta ans MeauumHCKOro
NPUMEHEHNS, peLleHre O NpeKpaLLleHnn Takoro nccrnefoBaHnsa NPUHUMaET YNONHOMOYEHHbIN
denepanbHbii OpraH MUCMNOMHUTENBHOW BMAcTM Ha OCHOBaHWM COOOLLEHMS B MUCbMEHHOM
dopme pykoBOAUTENS MEOULMHCKOW OpraHusaumm uWnuM  opraHusauus, nony4vvsLias
paspelleHne YrnoriHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENBHOW BRactu  Ha
opraHusauuio NpoBedeHUsT KITMHUYECKOrOo MCCneaoBaHMsA NekapCTBEHHOro npenapaTta Ans
MeANLMHCKOro NpUMEHEHUS.

7. B cCpok, He npeBbllaloWun nAatTM paboynmx AHEN CO [OHS  3aBepLleHus,
NPUOCTAHOBMNEHUA WM MpeKpalleHUs KIMHUYECKOro UCCredoBaHna  nekapcTBEHHOro
npenapata pAns MeauuMHCKOro npuMeHeHunsa, coobueHne o6 3ToM HanpasnseTcs
opraHuMsaumamMm, ykasaHHbiMW B Yactu 3 ctatbu 38 Hactodwero denepanbHOro 3akoHa, B
YNOSTHOMOYEHHbIN doefiepanbHbI OpraH WCMNOMHUTENbHOW BracTu MO YCTAHOBMEHHOW UM
¢dopme.

8. ®opma coobuieHnss O 3aBeplUeHMM, MPUOCTAHOBIIEHUN WM NpeKpaLleHun
KIMHMYECKOro nccnefoBaHus nekapCTBEHHOro npenaparta gns MeauvumHCKOro npuMeHeHus
OOIMKHA coaepXaThb:

1) uvHdopmMauMlo O MeOUUMHCKOW OpraHusauun unu MeguumHCKUX OpraHu3auumsix,
NpOBOAMBLUNX JAHHOEe UccnegoBaHue;

2) onucaHne JaHHOro uccrneoBaHus;

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akoHOM om 11 okmsibps 2010 2. N 271-®3 e nyHkm 3 yacmu 8 cmambu
40 Hacmosiwezo PedeparibHO20 3aKOHa BHECEHbI UBMEHEHUS

CmM. mekcm nyHkma e rnpedbidywed pedakuuu

3) OaHHble uccriegoBaTtens (pamunua, nms, oT4ecTBO, MecTo paboTbl, 3aHMMaemas
AOJDKHOCTb, CneuuanbHOCTb, CTax paboTbl MO nporpaMmaM KAMHUYECKUX WUCCReaoBaHWin
NEeKapCTBEHHbIX MpenapaTtoB, MepevYeHb KANMHUYECKUX WUCCnefoBaHUM  NeKapCTBEHHbIX
npenapaToB, B KOTOPbIX OH MPWUHMMAanN y4yactue (nepuoabl y4dacTusi) B KadecTBe
nuccrnegoBartens unm couccrnegosaTtens);

4) pesynbTaT [[aHHOrO WUccnenoBaHus (3aBeplleHne, MPUOCTaAHOBIIEHME UMK
npekpalleHne OaHHOro UCCredoBaHUSA C yKasaHWMEM UX MPUYMH U BAUSIHUSA Ha OLIEHKY ero
pes3ynbTaTtoB, OOLLYK OUEHKY puUcKa U OXMOAEMOW MNOMb3bl OT MPUMEHEHUS UCCeayemMoro
fleKapCTBEHHOro npenaparta, a Takke npegnonaraemble gansHenwme JencTBus).

9. YNonHOMO4YeHHbIN doeaeparnbHbIi OpraH UCNOMHUTENBHOW BNacTyu onybnukoBbiBaeT
N pasmMellaeT Ha cBoeM odmumanbHOM canTe B ceTu "MIHTepHeT" coobLLEeHME O 3aBEPLLUEHUMN,
NPUOCTAHOBNEHNN UMW NPEKpaLLEeHUM  KIUHMYECKOro UCCneaoBaHUs  NeKapCTBEHHOIo
npenapaTa ansa MeguumMHCKOro NnpuMeHeHnsa B CPOK, He MpeBbiaowmm Natu pabounx aHen
CO [HS €ro nonyyeHus, B yCTaHOBIIEHHOM UM NOpsiaKe.

10. YNONMHOMOYEHHbIN beaepanbHbIi OpraH UCMNOMHUTENBHON BNacTu OCyLecTBNdaeT
BeJeHue peecTpa wuccriegoBaTtesied, MpoBOAALLMX WM MPOBOAMBLUMX  KITMHUYECKME
nuccrnegoBaHMa  NEKapCTBEHHbIX  MpenapaTtoB  ANd  MEeOULMHCKOTO  MPUMEHEHUs, B
COOTBETCTBUU C YTBEPXKAEHHBLIMM UM MpaBuinamMm U pasmMeLLaeT ero Ha cBoeM oduvumnaribHOM
cante B ceTu "MIHTepHeT" B YCTaHOBMNEHHOM UM nopsake. YKasaHHbIA pPeecTp COOepXuT
MHdOpMaUUIo, NPeayCMOTPEHHYIO MYHKTOM 3 YacTu 8 HacTosLWeEN CTaTbu.

11. OT4yeT 0 pesynbTaTax KIMHUYECKOrOo UCCedoBaHUSA NekapCTBEHHOro npenapaTta
AN MeaNUUHCKOro NpUMeEHeHUs COCTaBnseTCcs opraHnsauuen, ykasaHHoM B YacTu 3 cTtaTtbu
38 Hactosiwwero ®degepanbHOro 3akoHa, HA OCHOBAHMWM  3aKMNKYEHUA  MeaULMHCKUX
opraHvsauun, NpoBOAUBLUMX 3TO MUCCredoBaHWe, U npeacraBnaAeTcsa B YNONHOMOYEHHbIV
defepanbHbli OpraH UCMOMHUTENbHOM BNAacTW, BblOABLUMW paspelleHne Ha npoBefeHue
3TOro MCCregoBaHus, B CPOK, He MpeBbllaklWmnn Tpex MecsueB CO OHS ero 3aBeplueHus,
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NPUOCTAHOBMNEHUA WM MNpekpaweHusi, B nopsgke, YCTAaHOBMIEHHOM  YNOMHOMOYEHHbIM
doeaepanbHbIM OpraHOM UCMNOSTHUTENBHOW BIIACTM.

12. HapyweHve npaBun KIMHUYECKOW MpPaKTUKK, danbcuukauma pesynbTaTos
KNMMHNYECKOro MCCrefoBaHUA NekapCTBEHHOro npenaparta ans MeauvUMHCKOro MpUMEHEHUS
BNEeKyT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUMM C 3aKOHOL4ATENbCTBOM Poccuickon
depnepaumn.

13. lNpn NpoBeAeHUn KNMHMYECKOro MUccrnefoBaHUs NeKapCTBEHHOro npenapara ans
MEeAMLMHCKOro NpuUMeHeHus gonyckaeTtcs 3abop y nauMeHToB BGUONorM4yecknx martepuanos
(oBbpasubl BMONOrMYecknx XMOKOCTEN, TKAHEW, CEKPETOB M MPOAYKTOB XM3HEAEATENbHOCTU
YyenoBeka, PU3NOMOMMYECKUX W NaTONOrMYeckux BblOeNeHUN, MaskoB, COCKODOOB, CMbIBOB,
MUKPOOPraHn3moB, BGMONCUNHBIA MaTepuan) ana ux m3ydeHnsa Ha Tepputopum Poccuiickon
depepaumm n (Mnn) 3a npegenammn Tepputopum Poccumnckon degepaumn.

14. Nopsipaok BBO3a Ha Tepputoputo Poccurckon denepaumm n BbiBO3a 3a npegensl
Tepputopun  Poccuinckon depepaumm  OMOMNOTMYECKMX MaTepuanos, MOMYYEHHbIX Mpu
npoBegeHNN KIMHMYECKOro UCCNedoBaHUS NeKapCTBEHHOro npenapaTta ans MeauuuHCKOro
npuMmeHeHns, yctaHaenueaetcs [paButensctBoMm Poccuinckon ®epepaunn.

FTAPAHT:

CMm. kKommeHTapum K ctaTbe 40 HacToswero ®eaepanbHOro 3akoHa

Crtatbsa 41. [JoroBop O NpoBEAEHUN KIMHWUYECKOro WCCreaoBaHUsI feKapCTBEHHOro
npenapaTa ans MeAnLUHCKOro NpUMeHeHus

1. KnuHu4yeckoe nccnegoBaHue nekapCTBeHHOro npenaparta aons MeauuuHCKOro
NPUMMEHEeHUA NPOBOOUTCA B COOTBETCTBUM C [OrOBOPOM O MPOBEAEHUN KIMHUYECKOro
nccrnegoBaHus fiekapcTBEHHOro npenapara Angd MeQUMUUMHCKOro NMPUMEHEHUS!, 3aKnioyYaeMbiM
MeXay opraHusaumen, nosyuymBlLLEN paspeLleHne YNorHOMOYEHHOro deaepasnibHoOro opraHa
WUCMOSTHATENIbHOW BRAcTM Ha OpraHM3auuilo  MNpoBedeHUs Takoro uccrnegoBaHusi, w
MeOMLINMHCKOW opraHn3aumen, OCyLLECTBNAIOLLEN NPOBeAEeHME TaKoro uccnegoBaHus.

2. [loroBop O NpoOBeAEHUM KIMHUYECKOro UCCreaoBaHNsa nekapCTBEHHOro npenaparta
AN MEQULIMHCKOrO NPUMEHEHNS OOMKEH CoaepaThb:

1) ycnosusi u Cpokn NpoBeaeHns 4aHHOro UCCneaoBaHus;

2) onpegenexHne obLien CToOMMOCTN NporpamMMbl AAHHOMO UCCNEeAOBaHNA C yKa3aHMEM
CyMMbI, NpefHasHavarLwencsa ong Belinnat nccnegosartensam, couccnenoBatensm;

3) onpegeneHue ¢OpMbl NPEACTaBMEHUs Pe3ynbTaTOB AAHHOIO WCCReaoBaHUs B
YNONMHOMOYEHHbIN beaepanbHbI OpraH UCNOSTHUTENBHOW BNACTMU.

FAPAHT:

CM. koMmmeHTapui K ctaTbe 41 HacToswero ®efepanbHOro 3akoHa

CraTtbs 42. dnHaHcoBoe obGecnevyeHmne KIMHUYECKOro UCCregoBaHus NnekapcTBEHHOIoO
npenapaTa aAns MeanuLUHCKOro NpMMeHeHus

durHaHcoBoe obecrneyeHne KNMHUYECKOro MCCrneaoBaHUs fIeKapCTBEHHOrO npenapara
ANS MeuUMHCKOro NPUMEHEHUs OCYLLLECTBISIETCS 3a CYeT:

1) cpencTB penepanbHoro 6rooxeTa;

2) cpenctB opraHusauun, MNOMyYMBLUMX paspelleHMe Ha OopraHusauuio NpoBeaeHus
AAHHOro uccnegoBaHusi, B COOTBETCTBUM C YCITOBMSIM JOrOBOpa O €ro NpoBeAeHUH;

3) MHbIX He 3anpeLleHHbIX 3akoHo4aTenbCTBOM Poccuinckon ®enepaumm MCTOYHUKOB.

FTAPAHT:

CM. KoMMeHTapum K cTaTbe 42 HacToswero ®enepanbHOro 3akoHa
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Cratba 43. [lpaBa nauMeHTOB, Yy4acTBYHOLWMUX B KIMHWYECKOM WCCreaoBaHUu
rneKkapcTBEHHOro npenapaTta ans MeauuMHCKOro NpuMeHeHus
1. YyacTne naumMeHTOB B KIMHUYECKOM MWCCNefoBaHUW NeKapCTBEHHOro npenapara
AN MeAULMHCKOrO NpUMeHeHus aBnseTcs J0O6pOBOSbHbLIM.
FAPAHT:

O6 opraHuzauun OTAENEHUN KIMHUYECKUX MCMbITaHWMK NeKapCTBEHHbIX NpenapaTtoB Ha
300poBbIxX JobpoBonbuax cM. npukas MuHsgpasa PO ot 25 asrycta 1992 r. N 235

2. lMaumeHT unn ero 3akoHHbLIN NpeacTaBUTENb AOMKEH ObiTb WMHOPMUPOBAH B
NUCbMEHHOW dhopMme:

1) O nekapcTBeHHOM npenapaTte ANd MeAUUMHCKOrO MNPUMEHEHUA U CyLLHOCTU
KNWHMYECKOro nccneoBaHus 3Toro siekapCTBEHHOro npenapara,;

2) o 6e30MacHOCTU NekapCTBEHHOro npenapaTta Ans MeauUnHCKOro NpUMEHEHWs, ero
oxngaemon apPEKTUBHOCTU N CTENEHU pUCKa AN NauneHTa;

3) 06 ycrnoBusAx y4yacTus naumeHTa B KIIMHUYECKOM UCCnefoBaHUW JeKapCTBEHHOro
npenapata Ans MeQULUHCKOrO NPUMEHEHNS;

4) 0 uenu wnn uUensax W MNPOAOCIPKUTENBHOCTN  KITMHUMYECKOrO UCCneoBaHUs
NeKkapCTBEHHOro npenapaTa 4ns MeANLMHCKOro NPUMEHEHMS;

5) o0 penctBuAX nauMeHTa B crydae HenpeaBuaeHHbIX 3EdEKTOB BNUSHUSA
rfiekapCTBEHHOro npenapara ans MeguumMHCKOro NpuMeHeHNst Ha COCTOSHNE ero 300POBbS;

6) 06 ycnoBusix 06a3aTeNbHOr0 CTPaxoBaHUs XXN3HN, 300POBbS NALVEHTA;

7) O rapaHTuaX KOHMWUAEHUMANbHOCTU yyacTua nauMeHTa B KIMHUMYECKOM
nccnegoBaHMM NekapCTBEHHOMo npenapara Ans MeAUUUHCKOTO NPUMEHEHNS.

3. [obpoBonbHOe cornacve nauueHTa Ha yydacTue B KIMHUYECKOM WcCregoBaHum
NeKkapCTBEHHOro npenapata Ans  MeAUUMHCKOrO MNPUMEHEHUs NOoATBepXOaeTcs ero
noanuCb0 UM MOAMUCLID €ro 3aKOHHOro npeacTaBuTeNiss Ha WMH(OPMAaUMOHHOM JfUCTKe
naumeHTa.

4. MNMauneHT unu ero 3aKoHHbIN NpeaCcTaBUTENb MMEET NPaBO OTKa3aTbCs OT y4acTus B
KNMHUYECKOM 1ccrneaoBaHMmM NekapCTBEHHOro npenapaTa Ans MeauUmMHCKOro NpMMEHeHUs Ha
nobon cTagum NpoBeAeHNs Takoro NccrnegoBaHus.

5. lpoBegeHue KIMHMYECKOTO WCCNEeoOBaHWUS FEKapCTBEHHOro npenaparta Ans
MeANLMHCKOro NPUMEHEHNA C y4acTMeEM B Ka4yeCTBe NauMeHTOB AeTeun JONYCKaeTCs TOMbKO C
corrnacuss B MUCbMEHHOM (opmMe UX poauTenen, ycolHoBuTenewn. [etn  moryT
paccMaTpmBaTbCA B KayecTBe MNOTEHUManbHbIX MAUWMEHTOB TaKoro MCCrnegoBaHus, TOMbKO
ecnn ero nposefeHne HeobXxoaMMO ANS YKpenneHus 340pOoBbsA AeTen unu npodunakTukum
MHGEKUNOHHBIX 3aboneBaHnin B 4ETCKOM BO3pacTe Nnbo ecnn uenbio Takoro nccrnegoBaHus
ABNAETCA MNONyYEeHWEe OaHHbIX O Haunyylen [O3UPOBKE NEeKapCTBEHHOro npenaparta Aans
nevyeHns pgeten. B aTux cnydadax TakoMy WCCnenoBaHUIO OOSDKHO MpefwecTBoBaTb
KNMHUYECKOe UccrneaoBaHue NekapcTBEHHOro npenapara aAng MeguumMHCKOro npuMeHeHns Ha
COBEpPLUEHHONETHUX rpaxkgaHax.

6. 3anpewaetca npoBefeHUE KIMHUYECKOrO WCCNeaoBaHWUs  NIeKapCTBEHHOro
npenapaTa ans MeauuUHCKOro NpUMEHEHUs C y4acTMeM B Ka4ecTBe NauneHToB:

1) beTen-cupoT n geten, octaBunxcs 6e3 nonevyeHnss poanTeneu;

2) XXeHLWWH B nepuog 6epemMeHHOCTH, XXEHLMWH B NEPUOA rPyLHOro BCKAapMnBaHus, 3a
WCKIMIOYEHNEM CrlyvaeB, ecnv MNpOBOAUTCA KIUHWUYECKOoe uWCcregoBaHue rnekapcTBEHHOro
npenapaTa, NpegHa3Ha4YeHHOro AN YKasaHHbIX XXEHLUWH, Mpu YCNoBUM HeobXoauMmMocTu
nonyyeHnss MHpopmauun TOMbKO BO BPEMS NPOBEAEHUA COOTBETCTBYIOLUMX KIMHUYECKUX
nccrnegoBaHnin U NPUHATUS BCEX HEOBXOAUMBIX MEpP MO UCKITIOYEHMIO pUCKa HaHECEeHUs Bpeaa
XeHLWwmHe B nepunog 6epeMeHHOCTU, XEHLWUHE B Nepuos rpyaHOro BCKapMnuBaHus, Nrogy
nnu pebeHky;

3) BOEHHOCNyXalWuxX, 3a MWCKMYEHMEM ClnyyYaeB MpoOBeAEeHUs  KIMHUYECKOro
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nccnenoBaHns NekapCTBEHHOrO npenapara, cneumanbHO pa3paboTaHHOro Anst NPUMEHEHMUS
B YCNOBUAX BOEHHbIX OEWCTBUN, 4Ypes3Bbl4arHbIX CUTyauun, MPpoOUIIakTUKN U nedyeHus
3aboneBaHUn N MOPaXXeHUN, MNOMyYeHHbIX B pe3ynbTaTe BO3AENCTBUS HebnaronpuATHbIX
XUMUYECKMX, BMONormyeckux, pagnaumoHHblx paktopos. KnnmHuyeckoe nccrnenoBaHne Takoro
NEeKapCTBEHHOro npenaparta MOXeT MpOBOAMTLCA C yyacTMeM B KayecTBe MauMeHTOB
BOEHHOCNYXaLUUX, 3a WUCKIOYEHUEM BOEHHOCHYXaLUMX, MPOXOAALMX BOEHHYH Cryx0y no
npu3biBy, C cobnoaeHnem TpeboBaHni, yCTaHOBMEHHbIX HacToAWwmMM PeaepanbHbIM 3aKOHOM
B OTHOLUEHUN rPpaXgaHCKUX NnL;

4) COTPYAHMKOB NPaBOOXPaHUTENbHbIX OPraHoB;

5) nuu, oTOGbIBalOWMX HakaszaHMe B MecTax nuweHus cBobofbl, a Takke nuu,
Haxo4ALWMXCS Nog, CTpaXken B CNeaCTBEHHbIX N30NATOpax.

7. [HonyckaeTcs npoBeaeHMe KIMHWYECKOro WUCCneaoBaHuUs  NeKapCTBEHHOro
npenaparta ans MeavUMHCKOro NpUMEHEHUs, NpeAHa3Ha4YeHHOro A NeYeHUsa NCUXmMYecknx
3aboneBaHun, C y4acTMem B KayecTBe MauMEeHTOB NUL, C NCUXMYECKMMU 3aboneBaHUsIMU,
NpU3HaHHbIX HeaeecrnocobHbiMM B MOpPsSiAKe, YCTAHOBMEHHOM 3akoHOA4ATEelNIbCTBOM
Poccuinckon ®epnepaumn. KnmHnyeckoe mnccriegoBaHWe NeKapCTBEHHOro npenaparta B 3TOM
crlydae npoBOAMTCS MNPWU  HanMMuMW  cornacusi B MUCbMEHHOW  (opMe  3aKOHHbIX
npeacraBuTenen ykasaHHblX nuu,.

FTAPAHT:

CM. KommeHTapum K cTaTbe 43 HacToswero ®eaepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHOM om 29 Hosibps 2010 2. N 313-®3 cmambsi 44 Hacmosuwezo
®edepanibHO20 3aKOHa U3/oXeHa 8 Hoeol pedakuuu, ecmynaroweu 8 cuny ¢ 1 sHeaps
2011 a.

CmMm. mekcm cmamabu 8 rpeodbiOywiel pedakyuu
CraTtbsa 44. Ob6da3aTtenbHOE CTpaxoBaHUE XWU3HW, 300POBbSA NaLMeHTa, y4acTBYHOLLENO
B KIIMHMYECKOM  MWCCMeaoBaHMM  NEeKapCTBEHHOro  npenapaTta  Ans
MEANLMHCKOro NPUMEHEHMS

1. OpraHmsaums, nonyYMBLIAA paspelleHne Ha OopraHu3auuio  npoBedeHus
KITMHMYECKOro UCCreaoBaHNs fieKapCTBEHHOrO npenapaTta Ansi MEAULMHCKOrO NPUMEHEHUs,
o0si3aHa B Ka4yecTBe CTpaxoBaTensl CTpaxoBaTb PUCK MPUYUHEHUS Bpeda >XWU3HW, 340POBbLHO
nauyveHta B peaynbTaTte MNpOBEAEHUS KIMHUYECKONO WCCReAoBaHUA neKkapCcTBEHHOIO
npenapata Ang MeAuUMHCKOro MPUMMEHEHUsI 3a CBOM CYET MyTeM 3akfiYeHust goroBopa
006s13aTeNbHOr0 CTpaxoBaHmS.

2. Ob6bekTomM 00s53aTeNbHOrO0 CTpPaxoBaHUS SBMSIETCA WMYLLECTBEHHbLIN UMHTEpPEC
naumeHTa, CBsI3aHHbIA C MPUYMHEHWEM Bpeda €ro >XU3HWU WNU 300pOBbH0 B pesyrbTaTe
NpoBeAEHNST KIMMHUYECKOTO MUCCNenoBaHMs NEKapCTBEHHOrO npenapaTta Aans MeauvuUHCKOro
NPUMEHEHNS.

3. CTpaxoBblM Criy4aem no AoroBopy 064A3aTenbHOro CTpaxoBaHUs SBMSIETCA CMepPTb
naumeHTa unu yxygleHue ero 3gopoBbsi, B TOM 4YMCre BRekylliee 3a cobor ycTaHOBMEHUe
WHBANUWAHOCTMX, NPU HanM4MM NPUYNHHO-CIEACTBEHHOW CBSA3N MeEXAy HaCTyMieHnem 3Toro
coObITMSA U y4acTUeM naumeHTa B KNMMHUYECKOM UCCeLoBaHUN NiekapCTBEHHOro npenapara.

4. TpeboBaHusa 0 BO3MELLEHUN Bpeaa, NPUYNHEHHOTO XXN3HU U 300POBbLI0 NALMEHTA,
NpeabsiBrsalTCSs B TEYEHWEe CPOKOB WCKOBOM [OABHOCTW, YCTAHOBMNEHHbIX rpa)KAaHCKUM
3aKoHo4aTeNbLCTBOM.

5. Pasvep cTpaxoBor BbinnaTbl MO A0roBopy 06s3aTenbHOro CTpaxoBaHuWs
COCTaBnseT:

1) B cny4yae cmepTu nauueHTa ABa MUIMMOHA pybnenm Ha KaXOoro naumeHTa,
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y4aCTBOBABLUErO B KMMHUYECKOM UCCeA0BaHNM NIEKapCTBEHHOIO npenapaTa;

2) Npy yxyALleHun 30opoBbs nauneHTa:

a) nosnekwem 3a cobon yCTaHOBREHWE WHBaNMAHOCTM | rpynnbl, OOWUH MWIMOH
NATbCOT ThiCAY pybrien Ha Kaxgoro nauueHTa, Yy4yacTBOBaBLUErO B KIMHUYECKOM
nccnegoBaHMM NeKapCTBEHHOMo nNpenapara;

0) nosnekwem 3a cobon ycTaHoBneHve uHBanuaHocth Il rpynnbl, OAWMH MWIFNOH
pybnen Ha Kaxgoro nauueHTa, Yy4yacTBOBaBLUErO B  KIMHUYECKOM  MCCreaoBaHUK
nekapcTBEHHOro npenaparTa;

B) noenekwem 3a cobon ycrtaHoBneHue uHBanugHocth Il rpynnbl, NATBCOT ThiCAY
pybnen Ha Kaxgoro nauueHTa, y4acTBOBaBLUEro B  KIIMHUYECKOM  UccrneaoBaHum
nekapCcTBEHHOro npenapara;

r) He noerekwem 3a cobon yCTaHOBMEHUA WMHBANMOHOCTU, He Gonee 4yem TpucTa
ThiCAY pybnen Ha KakOoro naumeHTa, y4acTBOBaBLUEro B KIMHWYECKOM UccnegoBaHum
nekapCcTBEHHOro npenaparTa.

6. Paamep cTpaxoBbix BbiNnaT MOXET OblTb YBENNYEH HA OCHOBaAHUW peELLEHUs cyaa.

7. Cpok poroBopa ob6si3aTenbHOr0 CTpaxoBaHUS HEe MOXET ObiTb MEHee, YeM CPOK
NpoBeAEeHNs KITMHNYECKOrO UCCreaoBaHUs NekapCTBEHHOro npenapara.

8. Ycnosua goroBopa o6s3aTenbHOro CTpaxoBaHus, B TOM YNCHE CTpaxoBble Tapudbl
no o6s3aTenbHOMY CTPaxoBaHWUIO, NepevYeHb HEOOXOANMbIX LOKYMEHTOB ANS OCYLLECTBNEHMUS
CTpaxoBOM  BbiNNaTbl, MNOPSAOK YCTAHOBMEHWs  CTpaxoBaTenem  WMHAMBUMAYaNbHOro
NOEHTU(UKAUMOHHOIO Koda naumeHTa, nopsgok MHGAOPMUPOBAHUA  CTpaxoBaTenem
CTpaxoBLUMKa O NPUBMEYEHHbIX K KIMMHUYECKOMY MCCIeAOBaHUI0 NleKapCTBEHHOro npenapara
ANA MeAULMHCKOrO NPUMEHEHUs nauueHTax, nopsagok ynnatbl CTPaxoBOW NpemMuun, Nopsagok
peanuaauuun onpegerneHHbIx HacToAwmnm PeaepanbHbIM 3aKOHOM U ApyrumMu doeepanbHbIMU
3aKkoHamu npaB M 006s3aHHOCTENM CTOPOH MO [A0oroBopy o06A3aTenbHOro CTpaxoBaHus
yCTaHaBNMBAOTCH TUMOBbLIMU NpaBusiamm ob6a3aTtenbHOro CTpaxoBaHUs.

9. B cnyyae NpuvyYnHEHUsa Bpeda XW3HW NauMeHTa, Y4acTBOBAaBLUErO B KIMHUYECKOM
nccnegoBaHMM  NeKapCTBEHHOro  npenaparta, BblrogonpuobpeTtatensamu Mo AOroBopy
0653aTenbLHOro CTpaxoBaHUA ABMSOTCA rpaxaaHe, nMetolme npaBo Ha BO3MeLleHve Bpeaa
B CNyyae CMepTu KopMuibLa B COOTBETCTBUM C FpaKAaHCKUM 3aKoHOAATesNbCTBOM, Mpu
OTCYTCTBMM TaKUX rpaxkgaH - poauTenu, cynpyr, 4eTu yMepLuero naumeHTa, y4acTBoBaBLUEro
B KIMMHMYECKOM WUCCNeOoBaHUM NeKapCTBEHHOro npenaparta, B Criyyae CMepTu nauueHTa,
y4acTBOBABLUErO B KITMHMYECKOM MCCreaoBaHMM NEeKapCTBEHHOrO NpenapaTta U He MMEBLLETO
CaMOCTOATENBHOrO Ao0xo4a, - rpaxnaHe, Ha WKAMBEHUM KOTOPbIX OH Haxoguncd, B
OTHOLLUEHMM BO3MELLEHNA pacxogoB Ha norpebeHne nauMeHTa, YyyacTBOBaBLUErO B
KNMHNYECKOM 1ccrneaoBaHum NekapCcTBEHHOro npenapara, - Mo, NOHeCLee Takmue pacxoab.

10. CTtpaxoBas BbinsaTa B cHET BO3MELLEHUSA Bpeaa, NPUYMHEHHOTO XXMU3HM NauueHTa,
yyacTBOBaBLUErO B KIIMHMYECKOM  WCCMEAOBaHUM  fleKapCTBEHHOro  npenapara,
pacnpegensieTcs Mexay BbirogonpuobpeTtatensamm nponopuMOHanbHO WX KOMUYEecTBYy B
paBHbIX AONAX.

11. lNMpn HacTynneHun CTPaxoBOro criydyas naumMeHT, y4acTBOBABLUMMA B KITMHUYECKOM
nccnegoBaHMM NEKapCTBEHHOrO npenaparta, BbirogonpuobpeTatens BnpaBe MNpeabsBuUTb
HenocpeaCcTBEHHO CTPaxOBLUMKY TpeboBaHMe O BO3MELLEHMM NPUYNHEHHOrO Bpeaa.
CtpaxoBasi Bbinfata OCYLLECTBNAETCA CTPaxOBLUMKOM B TeYEeHWe TpuauaTnm OHEN CO AHS
npeacTaBneHnss HeobXxoauMMbIX LOKYMEHTOB. [laumeHT, y4acTBOBaBLUMKA B  KIMHUYECKOM
nccnenoBaHMM niekapCTBEHHOMO npenapaTa, unu BbirogonpuobpetaTtens 0683aH coobwnTb
CTPaxOBLLUMKY ans OCYLLIECTBEHMS CTpaxoBou BbINaTbl NHONBMAYanbHbI
NOEHTUMUKAUMOHHBIN KoL MNauMeHTa, YCTaHOBIIEHHbIN CTpaxoBaTerieM B COOTBETCTBUMM C
TUNOBLIMU NpaBusiamm 06a3aTenlbHOro CTpaxoBaHUS.

12. [Jo nonHoro onpegeneHna pasmMepa noafiexailero BO3MELEeHUI0 Bpeaa
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CTPaxOBLUMK MO 3asiBNEHMIO NauueHTa, y4yacTBOBaBLUEro B KIMHWYECKOM WCCreaoBaHum
neKapcTBEHHOro npenaparta, Unu 3asiBfeHnto BbirogonpuobpeTaTens BnpaBe OCYyLLEeCTBUTb
4aCTb CTPaxoBOW BbINNaTbl, COOTBETCTBYHOLIYID (aAKTUYECKM OnpeaeneHHon 4acTtu
NPUYMHEHHOTO Bpeaa.

13. CTpaxoBasi Bbinnata B COOTBETCTBMU C [JOrOBOPOM 00S3aTENbHOrO CTpaxoBaHWs
OCYLLLECTBNSIETCS HE3aBUCUMO OT BbINfaT, MpUYMTaoWmnXCs No ApyruM BUaaM CTpaxoBaHus.

14. He ponyckaeTcsi yyacTve nauveHTa B NPOBEAEHUM KIMMHUYECKOro UcCcrenoBaHus
neKapCcTBEHHOro npenaparta npu oTCyTCTBUM A0oroBopa 06s3aTeNbHOro CTpaxoBaHusl.

15. KOHTponb 3a WCMNOMHEHWEM OpraHusaumen, MonyYMBLUEN paspelleHne Ha
OopraHu3aumio NpPoBeAeHUsT KIMHUYECKOTO MCCNeLoBaHUS NeKapCTBEHHOro npenapata ans
MEOMLMHCKOrO MNPUMEHEHMs!, YCTaAHOBMNEHHOW HacTosiWen cTatbeld 006S3aHHOCTM MO
06513aTENbHOMY CTPaxXOBaHWMIO KU3HW, 340POBbs NaLMEHTa, y4acTBYHOLLErO (y4acTBOBaBLUENO)
B KIMHMYECKOM  UCCReaoBaHWM  NIeKapCTBEHHOro  npenapaTta,  OCyLUeCTBRnsieTcs
YNONMHOMOY€EHHbIM  dbeaepanbHbiM ~ OPraHOM  UCMOSIHUTENbHOW  BriacT,  BblAaBLUMM
paspelleHre Ha NpoBeAeHMe KIMHUYECKUX UCCNEeAOBaHMI NleKapCTBEHHbIX npenapaToB Anis
MeOMLIMHCKOTro NPUMEHEHWS.

FAPAHT:

CM. KoMmeHTapum K ctaTbe 44 HacToswero ®eagepanbHOro 3akoHa

MmaBa 8. NMponsBoACTBO U MapKUpPOBKa NNeKapCTBEHHbIX CPeAcCTB

CraTtbs 45. [Mpon3BoacTBO NEKApCTBEHHbLIX CPEACTB

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akoHOM om 25 uwHsA 20122. N93-03 e uvacmb 1 cmambu 45
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbI U3MEHEHUS

CmM. mekcm yacmu 8 npeodbiOyweli pedakuyuu

1. NMpou3BOACTBO JeKapCTBEHHbLIX CPeAcTB OOMKHO COOTBETCTBOBATb MpaBunam
opraHuMsaummn NPou3BoACTBaA N KOHTPOSS KavyecTBa JIeKapCTBEHHbIX CPeACTB, YTBEPKAEHHbIM
YNONMHOMOYEHHbBIM pefepanbHbIM OPraHOM UCMNOMHUTENBHOW BNACTW.

2. MNpoun3BoacCTBO NEKApPCTBEHHbLIX CPeacTB Ha Tepputopum Poccuinckon depepauumm
OCYLLECTBMSAETCA NPOU3BOAUTENSMU NEKAPCTBEHHbLIX CPEACTB, UMEKLUMMU JFNLEH3UKD Ha
NPON3BOACTBO NEKapCTBEHHbLIX CPEACTB.

3. Tpou3BOACTBO NEKAPCTBEHHbLIX CPEeACTB OCYLWECTBNAeTcs C cobnogeHnem
TpeboBaHNN NPOMbLILWSIEHHOrO perfnamMeHTa, KOTOpbIA  yTBEPXKOAeTCs pykoBoauUTeNnem
Npon3BOAMTENSA JIEKAPCTBEHHbLIX CPEACTB W BKMNOYaeT B cebsa nepeyveHb MCNosib3yemblX
chapmMaueBTUYECKMX CYOCTaHUMMA ©N BCNoOMoraTesibHbIX BelWEeCTB C YyKa3aHUEM
KONMMyecTBa KaXaoro M3 HUX, AdaHHble 06 wucnonb3dyemoMm o6opyaoBaHuK, oOnucaHue
TEXHOSIOrMYeckKoro npouecca WM MeToO4OB KOHTPONA Ha BCex JTanax npousBoacTBa
NeKapCTBEHHbIX CPeCTB.

4. lMpn npounsBoaCcTBe NeKapCTBEHHbIX CPEeACTB MCMONb3yKTCA dhapMaueBTUdeckue
cybCcTaHuuK, BKITKOYEHHbIE B roCcyAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB.

5. 3anpewaeTca npon3BOACTBO:

1) nekapCTBEHHbIX CPEACTB, He BKMAYEHHbIX B [OCY4apCTBEHHbIA  peecTp
NeKapCTBEHHbIX CPeacTB, 3a WCKIIYEHUEM neKapCTBEHHbIX CPeacTB, MPOU3BOAUMBLIX ONS
npoBeaeHNs KIMMHNYECKNX UCCReaoBaHUN 1 ANs 9KCNopTa;

2) hanbcuunpoBaHHbIX NNEKAPCTBEHHbIX CPEACTB;

3) nekapCTBEHHbIX CpeacTB 6e3 NUuUeH3MM Ha NPON3BOACTBO NIEKAPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPEeACTB C HapyweHWEM npaBuIil OpraHusauum npou3BoacTBa U
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KOHTPOMS Ka4eCTBa fIeKapCTBEHHbIX CPEACTB.

6. Mpn BBOAE NEKAPCTBEHHbIX CPEACTB B rpaXgaHCKM 060pOT YNOSTHOMOYEHHOE NNLIO
NPOV3BOANTENS NEKAPCTBEHHbIX CPEeACTB OCYLLUECTBNAET NOATBEPXAEHWE COOTBETCTBUS
NeKkapCcTBEHHbIX cpeacts  TpeboBaHWsM, YCTAHOBMEHHbIM MNPU  UX rOCYyAapCTBEHHOM
perncTpauuun, u rapaHTUpyeT, YTO NeKapCTBEHHbIE CpeaCTBa NPOM3BEAEHbI B COOTBETCTBUN C
npaBuamMm NPON3BOACTBA U KOHTPOSS KayecTBa fleKapCTBEHHbIX CPeACTB.

7. YNONHOMOYEHHbIM JIMLIOM MPOM3BOAUTENS NEKAPCTBEHHbLIX CPEACTB SABNAETCHA €ro
paboTHUK, WMeLWNA Bbicllee dapMaueBTU4eckoe, Xumuyeckoe unu 6BGuonorndeckoe
obpasoBaHne nn6o npwu NPOU3BOACTBE JIEKAPCTBEHHbIX CPEACTB AN BeTepUHapHOro
NPUMeEHeEHNsA BeTepMHapHOe obpasoBaHue, cTax paboTbl HE MeHee YeM NATb NeT B obnacTtu
NMPOU3BOACTBA M KOHTPOSS Ka4yecTBa NeKapCTBEHHbIX CPEACTB M aTTECTOBAHHLIN B Nopsiake,
YCTaHOBMEHHOM YMNONTHOMOYEHHbIM heaepanbHbIM OpraHoM UCNOSNHUTENBHOM BacTy.

8. [lpousBoauntenn nekapCTBEHHbIX CPeaCcTB MOryT OCYLWEeCTBMATb NpoAaaxy
NeKapCTBEHHbIX CPeACcTB WM nepefaBatb WX B YCTAHOBMEHHOM 3aKOHOAATENbCTBOM
Poccunckon ®epepaumn nopagke:

1) OpyrMM  nNpou3BOAUTENAM  NEKapCTBEHHbIX CpPeacTB  ANns  Npou3BOACTBA
NeKapCTBEHHbIX CPEACTB;

2) opraH13aumsiMm OrnTOBOW TOProBIiM NeKapCTBEHHbIMU CpeACcTBaMu;

3) anTeyHbiM oOpraHu3auusM, BeTepPUHAPHbIM anTe4YHbIM  OpraHM3aumsm,
MHOUBMAOYaNbHbIM NpeanpuHUMaTensM, UMEKLWUM JNULEH3NI0 Ha apMaLeBTUYECKYIO
AEATENbHOCTb UMM NIMLEH3MIO HA MEANLMHCKYIO OeATENbHOCTD;

4) Hay4HO-uccnegoBaTeNbCKMM  OpraHmMsaumMsiM  Ans  Hay4HO-uccriefoBaTesibCKon
paboThl;

5) MeguUMHCKMM opraHm3aumam 1 BeTepUHapPHbIM OpraHmM3aumsam;

6) opraHusaumsiMm, OCYLLECTBASOLWMM pa3BedeHne, BblpallMBaHWE U coaepxaHue
XWBOTHbIX.

FTAPAHT:

CM. KoMmeHTapum K ctaTbe 45 HacTosiwero ®egepanbHOro 3akoHa

CraTtbsa 46. MapkupoBka nekapcTBEHHbIX CPEACTB

MHdopmaums 06 nameHeHusix:

®edepanbHbiM 3akoHoM om 11 okmsbps 2010e. N 271-®3 8 yacmb 1 cmambu 46
Hacmosiweao PedepalribHO20 3aKOHa BHECEHbI U3MEHEHUS

CmM. mekcm yacmu 8 npeodbiOyweli pedakuyuu

1. JlekapcTBeHHble npenapaTtbl, 3a WCKIOYEHNEM FlIEKapCTBEHHbIX MpenapaTos,
N3roTOBMEHHbIX anTe4YHbIMW OpraHn3aumsaMu, BeTEPUHAPHBIMU anTeYHbIMU OpraHM3aLmsMu,
MHOMBMAYANbHLIMU NpeanpuHMMaTENa MU, UMEKLLMMU JIMLEH3UIO Ha dapMaueBTUYECKYH
AEeATEeNbHOCTb, JOMKHbI NOCTYNaTh B 0bpalleHne, ecnu:

1) Ha UX NEepPBUYHON yNaKoBKE (3@ UCKMOYEHNEM NEPBUYHOM YNAKOBKN NIEKAPCTBEHHbIX
pacTUTEeNbHbIX MpenapaTtoB) XOPOLWO YMTaeMbIM LUPUAPTOM Ha PYCCKOM $3blKe YyKasaHbl
HaUMeHOBaHWE JEeKapCTBEHHOrO npenapaTta (MexayHapoaHoe HenaTeHTOBaHHoe, WUnu
XMMUYECKOE, WM TOProBoe HauMeHOBaHMe), HOMep cepuu, faTa Bbinycka (ans
UMMYHOBMONOrMYEeCKUX FEeKapCTBEHHbLIX MnpenapaToB), CPOK TrOAHOCTM, [OO3MpPOBKa WK
KOHLeHTpaums, 06beM, akTUBHOCTb B eAUHULAX 4EACTBUS UK KONMYECTBO A03;

2) Ha UX BTOPUYHOM (NOTPEOUTENBLCKOM) YNakoBKE XOPOLLUO YMTaeMbIM LIPUGTOM Ha
PYCCKOM $3blke yKasaHbl HauMMeHOBaHME JeKapCTBEHHOro npenaparta (MexagyHapogHoe
HenaTeHTOBaAHHOE WM XMMUYECKOe W  TOProBo€ HaMMEHOBaHWUS), HaMMEHOBaHMWe
Npoun3BOAMTENS NEeKapCTBEHHOro npenapata, HOMep cepwun, pata Bbinycka (4ns
MMMYHOOMONOrMYeCKUX JieKapCTBEHHbIX rMpenapaTtoB), HOMeEpP perncTpauuoHHOro
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yAOCTOBEPEHUS, CPOK FOAHOCTU, CNOCO6 NPUMEHEHNS, A03UPOBKA UNN KOHLIEHTPauus, o6bem,
aKTMBHOCTb B eQuHULAxX AenCcTBUS NMbO KONMYeCTBO 403 B YNaKOBKe, flekapcTBeHHasa hopMma,
yCroBua OTMycKa, YCNOBMSA XpaHeHus, npeaynpeauTenbHble Haanmcu.

2. ®apmaueBTMyeckMe CyoCTaHUMM OOSMKHbI NocTynaTb B obpalleHune, ecnm Ha ux
NMEPBMYHON YMaKOBKE XOPOLIO YMTAaeMbIM LIPUEPTOM Ha PYCCKOM A3blke yKasaHbl
HanMeHoBaHWe apmaueBTUYECKON CyOCTaHUMM (MexXayHapOAHOe HenaTeHTOBaHHOe WNu
XnMMmyeckoe " TOoproesoe HanMeHoBaHWs), HanMmeHoBaHue npon3BoauTEns
dapmaLeBTU4ECKOM CyObCTaHUMW, HOMep cepuM U AaTta W3roTOBIEHMS, KOSIMYECTBO B
yNakoBKe U eANHWLbI UIBMEPEHMS KONIMYECTBA, CPOK FTOAHOCTU U YCIOBUS XPaHEHUS.

3. JlekapcTBeHHbIE cpecTBa B Ka4eCTBe CbIBOPOTOK AOMMKHbI NOCTynaTh B obpalleHne
C YKa3aHMEM >XXWMBOTHOIO, U3 KPOBM, MNNasmbl KPOBW, OPraHOB W TKaHEN KOTOPOro OHMU
nosny4YeHbl.

4. Ha BTOpUYHYt0 (NOTPEeOMTENBCKYD) YNAKoBKY NIEKAapPCTBEHHbIX CPEACTB, NOMNyYEeHHbIX
M3 KpOBW, NNasmbl KPOBW, OPraHOB W TKaHeEW 4YenoBeka, AOSMKHA HaHOCUTBCA HaAnuchb:
"AHTnTena k BWY-1, BUY-2, k Bupycy renatmta C u NOBEPXHOCTHbIA aHTUreH BUpyca
renatuta B oTcyTcTBylOT".

5. Ha nepBuYHy0 ynakoBKy W BTOPUYHYIO (MOTPEOMTENbCKYK)  YNakoBKY
paguocdapmaueBTUYECKUX JIeKapCTBEHHbIX CpeacTB  [AO/MKEeH HaHOCUTLCA  3HaK
pagnaumoHHOM ONacHOCTU.

6. Ha BTOpUYHYyt0 (NOTPebuTenbCcKyt) ynakoBKy romeonatuvyeckux fekapcTBeHHbIX
npenaparoB A0SHKHA HAHOCUTBLCSA Haanucb: "lfomeonaTmnyecknin'.

7. Ha BTOpuWYHYyIO (MOTPEOMTENbCKYD) YNaKOBKY JeKapCTBEHHbIX pPacTUTerNbHbIX
npenapaToB OOS/MPKHA HAHOCUTBLCA Haanuce: "lMpoayKkums npolna paguaumoHHbIN KOHTPOSb".

8. Ha nepBMYHYlO ynakoBKy W BTOPUYHYK (MOTPEOUTENLCKYID)  YNakoBKY
NEeKapCTBEHHbIX MpenapaToB, NpeAHas3HayYeHHbIX AN KMMHUYECKUX MCCrefOoBaHUn, OOSKHA
HaHOCUTbCA Haanuck: "[Ons KNMHUYEeCcKux nccnegoBaHnin'.

9. YnakoBka meKapCTBEHHbIX CpeacTB, nNpeaHasHaYeHHbIX WCKIYUTENBHO AN
3KCMnopTa, MapKMpyeTcsa B COOTBETCTBUMN C TPEOOBaAHNAMU CTPaHbI-MMnopTepa.

10. Ha TpaHcnopTHyt Tapy, KoTopasi He npegHasHadeHa ana notpebutenen u B
KOTOpPYO MNOMELLEHO fleKapCTBEHHOE CpeAcTBO, AOSMKHA HaHOCUTbCA MHGOopMaums o
HaUMeHOBaHUN, cepun rieKapcTBEHHOro cpeacTBa, AaTe BbiMNyCcKa, KOMYEeCTBE BTOPUYHbIX
(noTpebuTenbCcknx) ynakoBOK NEKapCTBEHHOro CpeacTBa, Npou3BoauTENe NeKkapCTBEHHOro
cpefcTBa C ykazaHMeM HaMMeHOBaHUSA U MECTOHaXOXAEHNS NPON3BOAUTENS NeKapCTBEHHOIO
cpenctBa (agpec, B TOM 4ucne cTpaHa v (Mnm) MecTto Npou3BOACTBa feKapCTBEHHOIO
cpenctBa), a Takke O CpOKe rogHOCTU FeKapCTBEHHOro cpeactesa M o6 ycrnoBusiX ero
XpaHeHUs1 1 NepeBO3Kn, HeobxoauMble npeaynpeauTeribHble HaaNMCU U MaHUNyNATOPHbIEe
3HaKW.

11. Ha nepBuYHYyl0O ynNakoBKY W BTOPUYHYKO (NOTPEOUTENBCKYIO)  YMNaKOBKY
NEeKapCTBEHHbIX CPeacTB ANA BETEPUHAPHOro NPUMEHEHUSA OOSHKHA HAHOCUTbLCS HaAMUCh:
"[lNna BeTepUHAPHOro NpUMeHeHns".

12. Ha BTOpu4Hyto (NOTPebUTENbCKYD) YMAKOBKY JleKapCTBEHHOro npenaparta
HaHOCUTCSH LUTPMUXOBOM KOA,.

FTAPAHT:

CM. KoMmmeHTapum Kk ctaTbe 46 HacTosiwero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3akoHOM om 6 Oekabpss 2011 2. N 409-®3 8 HaumeHosaHue 2anasbi 9
Hacmosiweao ®DedeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue 8 cusy 1o
ucmeyeHuu mpuduamu OHel rocrne OHA oghuyuanbHO20 onybsiukoeaHusi Ha38aHHO20
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®edeparibHO20 3aKOHa
CM. mekcm HaumeHogaHUsl 8 rpeobiOywel pedakKyuu

MnaBa 9. BBo3 nekapcTBeHHbIX cpeacTB B Poccunckyro ®eaepaumio n BbiBO3
nekapcTBeHHbIX cpeacTB n3 Poccuinckon ®epepauumn

MHdopmaums 06 nsMeHeHusix:

®edepasibHbIM 3aKOHOM om 6 Oekabpsi 2011 2. N 409-®3 8 HaumeHosaHUe cmambu 47
Hacmosiwezo PedepanibHO20 3aKOHa B6HECEHbl U3MEHEHUs, ecmynarujue 8 cuJsly o
ucmeyeHuu mpuduyamu OHel rocrne OHA oghuyuanbHO20 onybsiukoeaHusi Ha38aHHO20
®edepasnibHO20 3aKOHa

CM. mekcm HaumeHogaHUsl 8 rpeobiOywel pedakyuu
Cratba 47. [Nopagok BBO3a NeKkapCTBEHHbIX cpeacTB B Poccuickyto ®epepauuio m
BblBO3a NeKapCTBEHHbIX cpeacTs n3 Poccunckon depepaumm

MHdopmaumsa 06 nameHeHusax:

®edepanibHbIM 3akoHOoM om 6 Oekabpsi 2011 2. N 409-O®3 6 yacmb 1 cmambu 47
Hacmosiuwezo ®edepanibHO20 3aKOHa B6HECEHbl U3MEHEHUs, ecmyrnarujue 8 cuJsly o
ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuanibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparnibHO20 3aKOHa

CmM. mekcm yacmu 8 npeodbiOywel pedakyuu
1. BB0o3 nekapctBeHHbIX cpeacts B Poccuinckyto depepaumio OCyLLECTBNAETCA B
nopsigke, ycraHosreHHoMm [lpasutenbctBom Poccurckon ®Pepepauumn, B COOTBETCTBUM C
TaMOXXeHHbIM 3aKoHoaaTerlbCTBOM TaMOXeHHOro coto3a B pamkax EBpA3OC (panee -
TamoxeHHbIN coto3) 1 (unu) 3akoHogaTenscTtBoM Poccuirckon degepauumnm 0 TaMOXEHHOM
aene.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKkoHoM om 6 Oekabpss 2011 2. N 409-®3 6 yacmb 2 cmambu 47
Hacmosiwezo ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue e cusy 1o
ucmeyeHuu mpuduyamu OHeli rnocrie OHA oghuyuanibHO20 onybsiukoeaHusi Ha38aHHO20
®edepanbHO20 3aKoHa

CmM. mekcm yacmu 6 npeobiOywel pedakyuu
2. Beosumble B Poccuiickyto degepaumio nekapcTBeHHbIE CPeacTBa AOSMKHbI ObiTb
BKMIOYEHbI B rocyapCTBEHHbIN PeecTp NekapcTBEHHbIX CPEeACTB.

MHdopmaums 06 nameHeHusix:

®edepanbHbIM 3akoHOM om 6 Oekabpsi 2011 2. N 409-O®3 6 yacmb 3 cmambu 47
Hacmosiweao ®DedeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue 8 cusy 1o
ucmedyeHuu mpuduamu OHel rocne OHS oghuyuanbHO20 onybsiukoeaHuUsi Ha38aHHO20
®eldeparnbHO20 3aKoHa

CmMm. mekcm yacmu 8 npeobidyuweli pedakuyuu

3. [Honyckaetca BBO3 B Poccuickyto depgepaumio  KOHKpPETHOM  napTuu
3apermcTpuMpoBaHHbiX M (MNM)  HE3aperncTpMpoBaHHbIX  NEKApCTBEHHbIX  CPEACTB,
npegHasHayeHHbIX Ang  MNPOBEAEHUS  KIMMHUYECKUX  UCCNeaoBaHuMM  NeKapCTBEHHbIX
npenapaToB, NPOBEAEHUs 3KCNepTu3bl JIEeKApPCTBEHHbIX CPeACTB AN OCYLEeCTBIEeHMUs
rocyadapCTBEHHOM  permctpaumMm  NeKapCTBEHHbIX NpenapaTtoB WM Ons  OKasaHus
MEANLMHCKOM MOMOLLN MO >XM3HEHHbIM MOoKa3aHWsIM KOHKPETHOro nauueHTa Ha OCHOBaHUU
paspeLleHnsi, BblOAHHOIO YMOSTHOMOYEHHbIM heaepanbHbiM  OpPraHOM  UCMONHUTENBHOM
BNacTW Mo 3asiBNEHUAM L, YKa3aHHbIX B cTtaTbe 48 Hactosiwero deaepanbHOro 3akoHa.
PaccmoTpeHne Takoro 3asiBfeHuUst U MPUHATUE PELLeHUs O Bblgaye paspelleHns Ha BBO3
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KOHKPETHOW NapTuM 3aperncTpupoBaHHbIX U (MNK) He3aperncTpupoBaHHbIX FEKapCTBEHHbIX
cpeacTB, NpeaHasHa4YeHHbIX ANs NPoOBeAeHUst KMMHUYECKMX UCCReLoBaHUM NneKapCTBEHHbIX
npenapaTtoB, MNPOBEAEHUS 3KCMEepPTU3bl JIeKapCTBEHHbIX CPeacTB [N  OCYLLEeCTBINEHMS
rocydapCTBEHHOW  perucTpaumMn  fekapCTBEHHbIX MpenapaToB WM ANs  OKasaHus
MeOMLIMHCKOM MOMOLLM MO KM3HEHHBIM MOKa3aHMsSIM KOHKPETHOro nauueHTta nmbo ob otkase B
Bbljaye yKka3aHHOro paspelleHusi MPOU3BOASITCA B CPOK, HEe MpeBbiaoWmMin Natn paboumx
AHen. MNnaTta 3a Bblaady yka3aHHOro paspeLleHnst He B3MMaeTcs.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKkoHOM om 6 Oekabpss 2011 2. N 409-®3 e yacmb 4 cmambu 47
Hacmosiweao ®DedeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue 8 cusy 1o
ucmeyeHuu mpuduamu OHel rocne OHA oghuyuasibHO20 onybsiuKkoeaHusi Ha3BaHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm yacmu 8 npeodbidyweli pedakuyuu
4. B Poccuickyto defepaumio MOXHO BBO3UTb JieKapCTBEHHbIE CpeacTBa, KayecTBO
KOTOpbIX NOATBEPXKOEHO CepTU(UKATOM NPOU3BOAUTENS  NIEKAPCTBEHHbIX  CPeacTs,
yOOCTOBEPSOWNM  COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHLIX CpPeAcTB  TpeboBaHMAM
dhapMakonenHblx ctaten nnbo B criydae MX OTCYTCTBMSI HOPMaTMBHOW OOKYMEHTauuMmM unu
HOPMaTUBHOIO JOKYMEHTA.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKkoHOoM om 6 Oekabpss 2011 e. N 409-®3 e yacmb 5 cmambu 47
Hacmosiweao ®DedeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue 8 cusy 1o
ucmeyeHuu mpuduamu OHel rocne OHS oghuyuasibHO20 onyb6siuKkoeaHusi Ha3BaHHO20
®edeparibHO20 3aKOHa

CmM. mekcm yacmu 8 npeodbidyweli pedakuyuu
5. 3anpewaetca BB0o3 B Poccunckyto ®Pepepauuio  hanbcudpurumMpoBaHHbIX
NeKapCTBEHHbIX CpeacTB, HeJOOPOKaYeCTBEHHbIX NIEKAPCTBEHHbIX CPeACTB, KOHTpa(aKTHbIX
NeKkapCTBEHHbIX CPEACTB.

MHdopmaumsa 06 nameHeHusax:

®edepanibHbIM 3akoHoM om 6 Oekabpsi 2011 2. N 409-O®3 6 yacmb 6 cmambu 47
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue e cusy 1o
ucmeyeHuu mpuduamu OHel rnocne OHA oghuyuanibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparnbHO20 3aKoHa

CmM. mekcm yacmu 6 npeobiOywel pedakyuu
6. danbcMdmunMpoBaHHbIE NEKApCTBEHHbIE CpPeAcTBa, HenobpokaydeCTBEHHbIE

NeKapCTBEHHbIEe CpeAcTBa Noanexar U3bATUIO U NocneayweMy YHUUTOXEHUIO Un BbIBO3Y
n3 Poccunckon Pepepaumnun, KoHTpaakTHble JEKApPCTBEHHbIE CpPeacTBa - M3bATUIO U
nocrnenywemMy YHUYTOXEHUIO. YHUYTOXEHME unu BbiIBO3 M3 Poccuiickon ®egepauunm
dhanbCcuUUNPOBaHHbIX NEKAapPCTBEHHbIX CPEeACTB, HeAobpOoKayeCTBEHHbIX flEKapCTBEHHbIX
CpencTB, KOHTpadaKTHbIX JIEKAapCTBEHHbIX CPEeACTB OCYLUECTBRASIETCA 3a Cc4veT nvua,
ocywiectBmBlero ux BB03. [lopsAAOK YHUYTOXEHUS WU3BATbIX danbCUPUUUPOBAHHBIX
NeKapCTBEHHbIX CPeAcTB, HeJOOPOKaYeCTBEHHbIX FIEKAPCTBEHHbIX CPeACTB, KOHTpAaKTHbIX
nekapCTBEHHbIX CpeacTB ycTaHaBnueaeTcs NpasutensctBoM Poccuinckon ®egepaunn.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKkoHOM om 6 Oekabpss 2011 2. N409-©3 6 yacmb 7 cmambu 47
Hacmosiweao ®edepasibHO20 3aKOHa BHECEHbl U3MEeHEHUs, ecmynaroujue e cusiy rio

ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuasibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm yacmu 6 npeobidywel pedakyuu
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7. Jlnya, ocyuwectensawwme Beo3 B Poccurckyto degepaunio dpanscnduumpoBaHHbIX
NeKapCTBEHHbIX CpeacTB, HefobpokadYeCTBEHHbIX NEeKapCTBEHHbIX CPEeACTB, KOHTpadaKTHbIX
NEeKapCTBEHHbIX CPeacTB, HEeCYyT OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM
3akoHopaTesribCTBOM TaMOXEHHOro cow3a M (Mnun) 3akoHopaTenbcTBOM Poccuickon
depnepaumm 0 TaMOXEHHOM aene.

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akoHOM om 25 Hosibpsi 2013 2. N 317-®3 e yacmb 8 cmambu 47
Hacmosiweao PedepasribHO20 3aKOHa 8HECEHbI U3MEHEeHUSs

CmM. mekcm yacmu 8 npeobidyweli pedakuyuu

8. BbiBO3 nekapcTBeHHbIX cpeacTs u3 Poccuickon depepauumn ocyuwlectensaerca 6e3
NPUMEHEHNSA  OFPaHMYEHUK,  YCTAHOBMEHHbIX  TaMOXEHHbIM  3aKoHo4aTeNlbLCTBOM
TamoxeHHOro cowsa U (4Mnm) 3akoHogaTenbcTBOM  Poccuinckon  depepauum o
rocyapCTBEHHOM perynmpoBaHuM BHELUHETOProBOW AeATenbHOCTU. BbiBO3 nekapCTBEHHbIX
npenapatoB pAnsi MEOUUUHCKOrO MPUMEHEHUS, MpeaHasHayYeHHbIX ANs ryMaHUTapHOM
nomowm (CooencTBmsl) UAM MNOMOLWM MPU  Ype3BblHaWHbIX CUTyaumsix, u3 Poccuimnckon
depgepaumm ocyllecTenseTcs B nopsiake, yctaHoBrneHHoM [lpaButensctBoM Poccumnckon
depepaumn.
FTAPAHT:

CM. KOMMeHTapuii k ctaTbe 47 HacTosilero ®eaepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 6 Oekabpsi 2011 2. N 409-®03 8 cmambto 48 Hacmosiuezao
®eldeparnbHo20 3aKOHa B6HECEHbl U3MEHEHUS, ecmynaroujue e cusly o ucmeyeHuu
mpudyamu OHel rnocsie OHS oghuyuanbHO20 onybrnukoeaHusi HasgeaHHO20 ®edepasibHO20
3aKoHa

CmM. mekcm cmamabu 8 rpeodbidywiel pedakyuu
CraTbs 48. lOpugunyeckne nvua, KOTOpbIM paspeLleH BBO3 fNIeKapCTBEHHbIX CPeacTB B
Poccuinckyto defepaumio

INekapcTtBeHHble cpeacTea B Poccunckyo degepauunio MOryT BBO3UTD:

1) NnponsBoANTENM NEKapCTBEHHbIX CPeacTB AN uenen cobCTBEHHOro NpovM3BoAcTBa
NeKapCTBEHHbIX CPEACTB;

2) VHOCTpaHHble pa3paboTyMKkM  FeKapCTBEHHbIX CPeACTB W MHOCTPaHHble
NPOVN3BOAUTENN NEKapPCTBEHHLIX CPEACTB UMW Apyrue opugudeckne nuua no nopyyvyeHuro
pa3paboTymKa nNeKapCTBEHHOro CpeacTBa Ans NPOBEAEHUSA KIMHUYECKUX WCcCrneaoBaHui
NeKkapCTBEHHOrO npenapara, OCYLLIECTBMNEHWS rocyaapCTBeHHON perncTpauum
rneKapcTBEHHOro npenapara, BKIIOMEHUSA dapmaueBTnyeckom cybcTaHumm B
rocydapCTBEHHbIN peecTp reKapCTBEHHbIX CPEeACTB, KOHTPOSS KavecTBa feKapCTBEHHbIX
CPpeAcTB  MPW  HanmuMyuu  paspelleHnss  YNorIHOMOYEeHHOro  dpefeparibHoro  opraHa
NCNOJSTHUTESbHOW BNACTN Ha BBO3 KOHKPETHOW NapTUW NeKkapCTBEHHbIX CPEACTB;

3) opraHu3sauum onToBOW TOProBIv fieKapCTBEHHLIMU CpeaACcTBaMu;

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbiM 3akoHoM om 2 uwnsa 2013 2. N 185-®3 e nyHkm 4 cmambu 48
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbl U3MeHeHUs, ecmynarowue 6 cusny c 1
ceHmsibps 2013 a.

Cm. mekcm riyHKkma 8 ripeobidyuwel pedakyuu

4) Hay4HO-UccnegoBaTenbCkne opraHusauuu, obpasoBaTtefibHble oOpraHusaumm
BbiClLero o0bpa3oBaHunsa, NPOM3BOAMTENW FNEKAPCTBEHHbLIX CPeactB Ans  paspaboTkuy,
nccnegoBaHnn, KoHTponst 6e3onacHoOCTW, KadecTBa, 3(EEKTUBHOCTU FEKapCTBEHHbIX
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CPEACTB MNpUM  HanMMuuM  paspelleHust  YNoNHOMOYEHHOro  dpedepanbHoro  opraHa
UCNONMHUTENBHOW BacTHK;

MHdopmaums 06 naMeHeHusix:

®edepanbHbiM 3akoHoM om 12 mapma 2014 2. N33-©3 6 nyHkm 5 cmambu 48
Hacmosiweao PedepasibHO20 3aKOHa BHECEHbI UBMEHEeHUSs

CmM. mekcm nyHKkma 8 rpedbidywied pedakyuu
5) MeaunuMHCKNe opraHmsaunn, UHble ykasaHHble B nyHkTax 1 - 4 HacTodwen craTbu

opraHuMsaummn ans okasaHna MeguLUMHCKOW MOMOLLN MO XXU3HEHHbBIM MOKa3aHUSIM KOHKPETHOro
naumeHTa npyv  HanuuMuM  paspelleHnsa  YnofIHOMOYEHHOro  pedepanbHOro  opraHa
UCMONHUTESNTIbHOW BMNacTM Ha BBO3 KOHKPETHOMW MnapTuUM NekapCcTBEHHOro npenapaTa,
Bbl@HHOIMO B YCTAHOBMIEHHOM MNopsake B hopMe 3NEKTPOHHOro OOKYMeHTa, NoAnUCcaHHOoro
YCUNEHHOWN KBannpuuMpoBaHHOW 3N1EKTPOHHOU NOAMNUCHIO.

FAPAHT:

CM. kommeHTapui K ctaTbe 48 HacToswero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKOHOM om 6 Oekabpsi 2011 2. N 409-®3 8 HaumeHogaHue cmambu 49
Hacmosiwezo ®edeparibHO20 3aKOHa B6HECEHbl U3MEHEeHUs, ecmyrnarujue 8 cuJsly 1o
ucmeyeHuu mpuduyamu OHel rocrne OHA oghuyuanibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparnibHO20 3aKOHa

CM. mekcm HaumeHogaHUs 8 rpeobiOywel pedakKyuu
Ctatba 49. [JoKkymeHTbl, NpeacTaBnsieMble B TaMOXEHHble opraHbl Poccuinckon
depepaumm Npm BBO3E NeKapCTBEHHbIX cpeacTB B Poccuinckyto ®efepaunio
MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 6 Odekabpss 2011 2. N 409-©3 6 vacmb 1 cmambu 49
Hacmosiweao ®DedeparibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmynaroujue 8 cusy 1o
ucmeyeHuu mpuduamu OHel rocne OHS oghuyuasibHO20 onyb6siuKoeaHusi Ha38aHHO20
®edeparibHO20 3aKOHa

CmM. mekcm yacmu 8 npeodbiOyweli pedakyuu

1. Mpu BBO3e nekapCTBEHHbIX cpeAcTB B Poccuinickyto defepaumio B TaMOXEHHbIEe
opraHbl Poccunckon Pegepauumn Hapsgy € OOKYMEHTaMu, MpeacTaBfieHMe  KOTopbIX
NpegycMoOTpPEeHO TaMOXEeHHbIM 3aKoHoAaTeNbCTBOM TaMOXEHHOro cows3a u (4nn)
3akoHopaTenbcTtBoMm Poccunckon Pegepaumm O TaMOXEHHOM faerne, npeacTaBnsoTCs
cnefyouwne JOKYMEHTbI:

1) cepTudumkat npoM3BOAUTENSA JIEKAPCTBEHHOrO CPEeACTBa, YOOCTOBEPSIOLLNN
COOTBETCTBME BBO3MMOIO JleKapCTBEHHOrO cpeacrtea TpeboBaHusM  dapmakonerMHou
cTaTbM NMBO B crnyyae ee OTCYTCTBUA HOPMATUBHOW OOKyMEHTauuu uim HOPMaTUBHOrO
AOKYMEHTa;

2) paspeLueHne yrnosiHOMOYEHHOro dpeaepanbHOro opraHa UCNOMHUTENBHON BNacTu Ha
BBO3 KOHKPETHOW MapTUWM NeKapCTBEHHOro CpeacTBa B Crydasx, YCTAHOBMEHHbIX YacTbio 3
ctatbun 47 HacToswero ®eagepanbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3akoHOM om 6 Oekabps 2011 2. N 409-©3 e vacmb 2 cmambu 49
Hacmosweao ®DedeparibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmynaroujue 8 cusy 1o
ucmeyeHuu mpuduamu OHel rocne OHA oghuyuasibHO20 onybsiukoeaHusi Ha38aHHO20
®edepanbHO20 3aKoHa

CmM. mekcm yacmu 6 npeobioywel pedakyuu
2. [JOKyMeHTbl, yKaszaHHble B nyHktax 1 u 2 vyactm 1 HacTosiwen cTaTby,
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NpeacTaBnaAlTCA B TaMOXeHHble opraHbl Poccuiickon ®egepaumm npyv  nNpubbiTym
nlekapCTBEHHbIX cpencTB B Poccuinckyto ®egepauumio.
FTAPAHT:

CM. koMmmeHTapui K ctaTbe 49 HacToswwero ®efepansbHOro 3akoHa

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 6 Oekabpsi 2011 2. N 409-®3 e HaumeHogaHue cmambu 50
Hacmosiweao ®DedeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue 8 cusy 1o
ucmeyeHuu mpuduamu OHel rnocne OHA oghuyuasibHO20 onyb6siuKkoeaHusi Ha38aHHO20
®edeparsibHO20 3aKOHa

CM. mekcm HaumeHogaHUsl 8 rpeobiOywel pedakKyuu
Cratba 50. BB0O3 nekapCTBeHHbIX npenapatoB B Poccuinckyto depepauuto ans
FINYHOTO NCNOJSIb30BaHMS U UHBIX HEKOMMEPYECKNX Lernen

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKkoHOM om 6 Odekabpss 2011 2. N 409-©®3 6 yacmb 1 cmambu 50
Hacmosiwezao ®edepanibHO20 3aKOHa B6HECEHbl U3MEHEHUs, ecmyrnarujue 8 cuJsly o
ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuanibHO20 onybsiukoeaHusi Ha38aHHO20
®edepasnibHO20 3aKOHa

CmM. mekcm yacmu 6 npeobiOyuwel pedakyuu

1. JlekapcTBeHHbIE npenapaTtbl MOryT ObiTb BBE3eHbl B Poccuinckyto degepaumo 6e3
yyeta TpeboBaHuM, NpeaycMOTpPeHHbIX 4Yactamu 1 -4 crtatbu 47, ctatbamu 48 un 49
HacTosilwero deaepanbHOro 3akoHa, €CnNu OHW NpeaHasHayYeHbl Ans:

1) NuYyHOro wmcnonb3oBaHus U3NYecKUMn nuuamn, npubbiBLUMMK B Poccuiickyro
depepaumio;

2) ncnosnb3oBaHUa paboTHMKaAMW AUNSIOMATUYECKOro Kopryca unv npeacraBuTensmm
MeXayHapoaHbIX opraHn3aunn, akkpeanTosaHHbIX B Poccunckon denepaumm;

3) neYeHus naccaxvpoB W YNEHOB JKUMaXeW TPaHCMOPTHbIX CPeacTB, MNOe3aHbIX
Opvrag n BoguMTenen TpaHCNOPTHbLIX CpeacTs, NpubbiBLINX B Poccuickyto ®enepaunio;

4) nevyeHns y4yaCTHUKOB MEXAYHaPOAHbIX KYNbTYPHbIX, CMOPTUBHbLIX MEPONPUATUA U
YYaCTHMKOB MEXAYHapPOAHbIX 3aKCneanLmi;

5) neyeHns KOHKPETHbIX XUBOTHbLIX B 300Mapkax, a TakkKe XWBOTHbIX, BBO3MMbIX B
Poccuiickyto ®efepaumnio ons y4actusi B CNOPTUBHBIX U 3PENULLHBIX MEPOMPUATUAX.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKkoHoM om 6 Oekabpss 2011 2. N 409-03 6 yacmb 2 cmambu 50
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue e cusy 1o
ucmeyeHuu mpuduyamu OHel rocrne OHA oghuyuasibHO20 onybsiukoeaHusi Ha38aHHO20
®edepanbHO20 3aKoHa

CM. mekcm yacmu 8 npeobidyuiel pedakyuu
2. B cny4asax, npeayCcMOTPeHHbIX YacTbio 1 HacTosWeN cTaTbu, JONYCKAeTCs BBO3 B
Poccunckyto ®depepaumio  nekapcTBEHHbIX MpenapaToB, He 3aperMcTpupoBaHHbIX B
Poccunckon denepaunn.

MHdopmaumsa 06 nameHeHusx:

®edepanbHbIM 3akoHOM om 6 Oekabpsi 2011 2. N 409-0@3 6 yacmb 3 cmambu 50
Hacmosweao ®DedeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue 8 cusy 1o
ucmeyeHuu mpuduamu OHel rocne OHA oghuyuasibHO20 onybsiukoeaHusi Ha38aHHO20
®edepanbHO20 3aKoHa

CmM. mekcm yacmu 6 npeobioywel pedakyuu
3. JlekapcTBeHHble npenapaTtbl, NpefHa3Ha4YeHHble ONsi TYMaHUTapHOW MOMOLLM
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(cogencTBna) MnNu NOMOLLUM MNPU  Ype3BblH4aWHbLIX CUTyauusix, BBO3ATCA B Poccuickyto
depgepaumio B nopsifgke, ycrtaHoBneHHoMm [lpaButenbctBoM Poccuinckon dPegepaumn.
3anpewaeTtcs BBo3 B Poccunckyto degepaumio He3aperMcTpupoBaHHbIX feKapCTBEHHbIX
npenaparos, NpeaHasHavYeHHbIX ANs r'yMaHUTapHOM NOMOLLM (CO4ENCTBUSA) UM NOMOLLM MpK
Ype3BblYarHbIX CUTyaLUNAX.

FAPAHT:

CM. kommeHTapun k ctaTbe 50 HacTosiero ®eaepanbHOro 3akoHa

Cratba 51. CoTpyaHudecTBOo bedepanbHOro opraHa WCNOSIHUTENbHOW BracTy,
YNOMHOMOYEHHOro B 06n1acT TaMOXeHHOro gena, u Apyrmx yrnorHOMOYEHHbIX
doeepanbHbIX OpraHoOB UCMONHUTENbHOW BNacTm

1. YnonHomMmo4eHHble hefepanbHble opraHbl MCNONHUTENBHOW BNacT NpeaoCcTaBnsaioT

B pacnopskeHuve egepanbHOro opraHa WCMNOSHUTENbHOW BNAcTW, YMOMHOMOYEHHOIO B
obnactv TaMOXeHHOro gena, rocygapCTBEHHbIA PeecTp NeKapCTBEHHbIX CPeACTB, a Takke
WHpOpMaUUIO O BblJAHHbIX paspelleHMsaX Ha BBO3 KOHKPETHOW napTuM NeKapCTBEHHbIX
CpeacTB B Criyvasix, YCTaHOBMEHHbIX 4YacTbiko 3 ctaTtbu 47 HacTosiwero PenepanbHOro
3aKoHa.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKkoHOM om 6 Oekabpss 2011 2. N 409-®3 6 yacmb 2 cmambu 51
Hacmosiwezo ®edepanibHO20 3aKOHa B6HECEHbl U3MEHEeHUs, ecmyrnarujue 8 cuJsly o
ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuanbHO20 onybsiukoeaHusi Ha38aHHO20
®edepasnibHO20 3aKOHa

CmM. mekcm yacmu 8 npeodbiOywel pedakyuu
2. ®epepanbHbld OpraH WCMOMHUTENBHOMW BNAcTW, YMNOMHOMOYEHHbLIN B obnactm

TaMOXeHHOro pgena, wuWHQoOpMMpyeT YyKasaHHble B 4Yactm 1 HacToswen craTbu
YNONHOMOYEHHbIE (heaepanbHble OpraHbl UCMOMHUTESTIbHOW BACTU O BBO3€ JIeKapCTBEHHbIX
cpeacts B Poccunckyto defepaumio M BbIBO3E NeKapCTBEHHbIX cpeacTB u3 Poccunckomn
depgepaumm no opme 1 B nopsagke, KOTopble ycTaHoBreHbl [paButensctBom Poccumnckon
depepaumn.

FTAPAHT:

CM. koMmmeHTapui K cTaTbe 51 HacToswero ®efgepanbHOro 3akoHa

MnaBa 10. ®apmaueBTUYECKas OeATENIbHOCTb

FTAPAHT:

Cm. ®epepanbHyro LeneByr nporpammy "Passutrne hapmMmaueBTUYECKON U MEOULMHCKOWN
npombiwneHHocTn Poccuimnckon depepaumm Ha nepuog oo 2020 roga v ganbHEWLWYH
nepcnekTuey", yTBEpPXAEHHyI0 nocTtaHoBrneHuem [lpasutensctea P® ot 17 despans
2011 r.N91

Cm. CTtpaTteruto passutnsa dpapmaueBTUYecKkon npomblwnieHHocTn PO Ha nepuoa ao 2020
r., yTBEpPXOeHHyo npukazom MuHnpomTopra Poccum ot 23 oktabpsa 2009 r. N 965

CraTtba 52. OcyulecTeneHve papmaLeBTUYECKON AeATENbHOCTY

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akOHOM om 25 Hosibps 2013 e. N 317-®3 e yacmb 1 cmambu 52
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbI U3MEHEHUSs

Cm. mekcm yacmu 8 npedbidywel pedakyuu
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1. ®apmaueBTUYecKas AeATerNIbHOCTbL OCYLLECTBMSETCH OpraHv3auvMsMy OMTOBOW
TOProBfiM NEKapCTBEHHbIMW CpeACcTBaMKM, anTeYHbIMW OpraHuM3auusMn, BeTepUHapHbIMU
anTeyHbIMM  OpraHu3auuMsMn,  UHAMBUAYanbHbLIMKM  NpeanpuHUMaTenaMu,  UMerLUMM
NMUEH3N0  Ha dapmaueBTUYECKYD AeATEeNbHOCTb, MEeAMLMHCKUMW  OpraHu3aunsamu,
NMELWMMN NULEH3NI0 Ha apMaLeBTUYECKYD AeATeNbHOCTb, U UX 060COo6reHHbIMM
nogpasgeneHunamn  (ambynatopusimu, penbawepckumn U enbalepcko-akyLepckuMmm
nyHKTamu, uUeHTpamu (oTgeneHnsmu) obwen BpavebHOM (CeMenHOW) MpaKTUKK),
PacronoXeHHbIMA B CErbCKMX HacerieHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusauum, U  BeTEepUHapHbIMKW  OpraHM3aunsaMy,  WUMEeLMMM  JNIULEH3UI0  Ha
dapmaueBTNYECKyIO OeATENbHOCTb.

FAPAHT:

Cwm. lMonoxeHue o nNuueH3MpoBaHUM hapMaueBTUYECKON OeATerbHOCTU, YTBEPXOAEHHOEe
nocrtaHoBrneHuem [pasutensctea PO ot 22 fekabpa 2011 r. N 1081

Cm. AgMuHucTpaTuUBHbIM pernameHT dPegepanbHon cnyxbbl nNo Hagsopy B cdepe
3[paBOOXPaHEHUS N COLUMarnbHOro pa3BUTUS MO UCMOMHEHMUIO FOCY4apCTBEHHON OYHKUUN NO
NULEH3NPOBaHUIO  (bapmMaueBTUYECKON  OEATENbHOCTW,  YTBEPXKAEHHbLIN  MPUKa3OM
Mwunagpascoupassutua Poccum ot 31 gekabps 2006 r. N 897

CM. meTogmyeckue ykKasaHuUs MO OCYLECTBIEHUIO OpraHaMn rocyaapCTBEHHOM BRacTu
cybbektoB P® nepegaHHbIX noniHoMoumn PO no nuueHsnpoBaHuio apmMaueBTUYEeCKON
AeATenbHOCTN, YTBEPXAEHHble npukazomMm MwuH3gpaBcoupassutna Poccun oT 6 uioHS
2008 r. N 263H

MHdopmaumsa 06 nameHeHusx:

®edepanbHbIiM 3akoHoM om 27 uwns 2010e. N 192-©3 vacmb 2 cmambu 52
Hacmosiweao PedeparibHO20 3aKOHa U3/ioXeHa 8 Hogol pedakyuu

CmM. mekcm yacmu 6 npeobiOywel pedakyuu
2. ®dusmyeckne nvua MOryT OCYLLEeCTBNSATb hapmaueBTUYECKYD AesTeNbHOCTb Mpu

HanMyuMM BbICLLErO0 WNKU cpegHero dapmaueBTMYeckoro obpasoBaHust M cepTudukaTa
crneuvannicTa, BbICLLUEro WNAM cpefHero BeTepuHapHOro obpasoBaHWs W cepTudukarta
crneuvanucTa, a Takke BbICLUErO MM cpeaHero MeaumumHcKoro obpasoBaHusi, cepTudnkarta
crneuvanucTa u OOMOSIHUTENbHOro npodeccnoHanbHoro obpas3oBaHUs B 4acTU PO3HUYHOWN
TOProBNM fEeKapCTBEHHbIMX nNpenapatamu npu ycrnoBunm wux pabotel B 060COBGMEHHbIX
nogpasgeneHusx MeanUUHCKMX opraHn3aunin, ykasaHHbIX B 4acTu 1 HacTosiLen cTaTbu.

FAPAHT:

CM. KoMMeHTapum K cTaTbe 52 HacToswero ®eagepanbHOro 3akoHa

Cratbsa 53. lNpogaxa, nepegada NeKapCTBEHHbIX CPEACTB OpraHu3aumsiMm OnTOBOW
TOProBMn fieKapCTBEHHbIMU CpeacTBamMm

OpraHusaumMm ONTOBOW TOProBfU JIeKAPCTBEHHbIMU cpeacTBaMuM  MOryT
OCYLLECTBNATb NPOAAXy nekapCTBEHHbIX CPeACTB WU nepegaBaTb MX B YCTaHOBIIEHHOM
3akoHogaTtenbcTBoM Poccuinckon ®egepaunmn nopsgke:

1) opyrMm opraHvMsaumsiM ONTOBOW TOProBIM NEKAaPCTBEHHbIMU CPeaCTBaMU;

2) npou3BOAUTENSM  JfleKApCTBEHHbIX CPeAcTB  And  uenenm  npou3BoaCTBa
neKapCTBEHHbIX CPeACTB;

3) anTe4HbIM opraHM3aunsam U BeTePMHAPHbBIM anTeYHbIM OpraHn3aunsaMm;

4) Hay4HO-uccnegoBaTeNbCKMM  OpraHM3auMsiM  Ans  Hay4HO-MCcCrefoBaTeNbCKon
paboThl;

5) nHAnBMOYyanbHbIM npeanpuHMMmaTensam, UMeLLMM NNLEH3UNIO Ha
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hapmMaueBTUYECKYIO AeATENbHOCTb UMW NULEH3MIO HA MeAULMHCKYHO AESTENBHOCTb;
6) MeanUMHCKUM opraHM3aunsmM, BeTepuHapHbIM OpraHn3aumsm;
7) opraHusauusiM, OCYLLECTBSIOWMM pas3BefeHne, BblpallMBaHWE U COAep)KaHue
XXUBOTHBIX.
FAPAHT:

CM. koMMeHTapui K cTaTbe 53 HacToswero ®egepansHOro 3akoHa

CtaTtba 54. [1paBurna onToBOM TOProBnn fiekapCTBEHHbIMU cpeacTBaMm

OnToBas TOoprosns nekapCTBEHHbIMU cpeacTBamu ocyLlecTBnaeTcH
npPou3BOAUTESNSIMU  JFIeKapCTBEHHbIX CpPeaAcTB U OpraHusauusiMm OMTOBOWM  TOProsmnuv
NeKapCTBEHHbIMX  CpeAcTBaMM N0 MpaBunam, YTBEpPXAEHHbIM  COOTBETCTBYHOLLUMMMU
YNONMHOMOYEHHbIMU dhefiepanbHbIMU OpraHaMmmn UCMOSNHUTENbHOMW BIacTu.
FAPAHT:

O6 o0cobeHHOCTSAX nNpoAdaXku neKkapcTBEHHbIX MpenapaTtoB W U3Oenuin MeauLMHCKOro
Ha3Ha4yeHns cM. noctaHoBneHue lNpasutenscTBa PO ot 19 aHBapsa 1998 r. N 55

CM. kKoMMeHTapui K ctaTbe 54 HacToswero ®egepansbHOro 3akoHa

CraTtba 55. [Nopagok po3HMYHOW TOProBN NekapCTBEHHbIMIU NpenapaTamMmum

MHdopmaumsa 06 nameHeHusax:

®PedepasnibHbIM 3akOHOM om 25 Hos6ps 2013 2. N 317-®3 e yacmb 1 cmambu 55
Hacmosiuweao PedepasibHO20 3aKOHa BHECEHbI U3MEHEHUS

CmM. mekcm yacmu 6 npeodbiOywel pedakyuu

1. PoO3HM4Haa TOproBnsa nekapCcTBEHHbIMW MNpenapaTtaMmy B KONMYECTBaX,
HeobXoauMbIX AN BbIMNOSIHEHUSA BpadebHbIX (penbalepCcknx) Ha3HaYeHUn UnNn HasHayYeHUn
cneunanucToB B obnactM BeTepuHapuKM, OCYLLECTBIISETCA anTe4YHbLIMU OpraHM3auusamMu,
BETEPMHAPHbIMM anTeYHbIMW OpraHM3auMsaMn, WHOMBUAYaNbHbIMU NpeanpuHUMaTENaMuU,
UMEKLWNMMA  FINLUEH3NI0  Ha  papMaueBTUYECKYD  AEATENbHOCTb,  MEAULMHCKAMMU
OpraHusauusaMn, MMEKLWMMN JNIULEH3NI0 Ha dapMaueBTUYECKY0 AeATEeNbHOCTb, W UX
060cob6neHHbIMM nogpasgeneHmsmmn (ambynaTtopuamn, denbawepckumm n enbaLepcKo-
aKylepCKUMn nyHKTamu, uUeHTpamun (oTgeneHuamu) obuwen BpadebHoOUW (cemenHon)
NPaKTUKN), PacrofiOXXEHHbIMU B CENbCKUX HACESNEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT
anTeyHble OpraHu3auun, M BEeTEPUMHApPHbIMK OpraHM3auuMsiMi, UMEKLUMU JIMLEH3UI0 Ha
dapmaueBTUYECKYD  OEeATEeNnbHOCTb.  PaspelleHa  po3HMYHasi  TOProBnsi  TOJbKO
NEeKapCTBEHHbIMX MNpenapaTamu, 3apermcTpupoBaHHbiMM B Poccunckon degepauumn mnm
N3roTOBIIEHHLIMWN anNTEYHbIMU OPraHn3aLms M1, BETEPUHAPHBIMU anTeYHbIMU OpraHn3aunsaMum,
MHOMBMAOYANbHbIMX NpeanpuHUMaTENAMUN, UMELWNMM JIMLEH3NIO Ha dapMaueBTUYECKYHO
AEATENbHOCTb.
FTAPAHT:

Cm. Tlopspok  oTnycka  JNIEKapCTBEHHbIX  CPeACTB,  YTBEPXAEHHbIA  MPUKa3oMm
MwuHsgpascoupassutus Poccum ot 14 gekabps 2005 . N 785

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 25 Hosibps 2013 e. N 317-®3 e yacmb 2 cmambu 55
Hacmosuweao ®edepasibHO20 3aKOHa 8HECEHbI U3SMEHEHUS

CmM. mekcm yacmu 8 npeobidywel pedakyuu
2. Bnabl anTeyHbIx opraHM3aunin 1 npaeuna oTnycka nekapcTBEHHbIX NpenapaTos A4
MeANLMHCKOro NPUMEHEHNS anTeYHbIMK opraHmsauusimMum, NHONBMAOYanbHbIMK


garantf1://12082719.1000/
garantf1://12008380.801/
garantf1://70414766.540131/
garantf1://12044352.1000/
garantf1://12044352.0/
garantf1://70414766.540132/
garantf1://12078675.1000/

npegnpuHUMaTensMn, UMeLWwuMn JIMUEH3UI0 Ha (apMaueBTUYEeCKY0 AOeATeNbHOCTb, a
Takke npaBuna OTMNyCcKa JeKapCTBEHHbIX MpenapaTtoB ANd MeOUUMHCKOro npuMeHeHUs
MEeANUMHCKAMM  OpraHusauusMmn,  MMeLWUMn  JIMUEH3UI0  Ha  dpapMaueBTUYECKYH
AeATenbHOCTb, U nX 060COBNEHHbIMM NoapasaeneHnamMm (ambynatopmsamm, denbaepCKumm
N denbalepcKo-akyLepckumMm MNyHKTaMu, ueHTpamu (oTaeneHusimn) obuien BpavyebHon
(cemenHon) NpakTUKK), PacCnONOXEHHbIMWU B CEMbCKUX HACENEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT arnTeyHble OpraHusauuu, YTBepXOarTca YMNOMHOMOYEHHbIM deaepanbHbIM
OpraHoOM UCMOSHUTESTbHOW BRacTu.

3. MpaBuna oTnycka HapKOTUYECKUX CPeACTB U MNCUXOTPOMHbLIX BeLIeCcTB,
3aperncTpupoBaHHbIX B KAYECTBE fleKapCTBEHHbIX NpenapaToB, IEKapCTBEHHbLIX NpenapaTos,
cogepxalimx HapkoTMYeckMe cpeacTBa W MCUXOTPOMHble BewecTBa, YTBepXxaaktTcs
YNONHOMOYEHHbIM doefieparibHbIM OpraHoOM MCMNOSTHATENBHOW BIlaCTU MO COrflacoBaHUO C
denepanbHbiM  OpraHOM  MCMNOSHUTENBbHOM  BNACTW, OCYLECTBAAKOWNM  YHKUUK MO
BblpaboTKe rocynapCTBEHHON MOMUTUKN, HOPMATUBHO-MPABOBOMY PErYNIMPOBAHUIO, KOHTPOSIHO
N Hags3opy B cepe obopoTa HaApPKOTUYECKUX CPenCTB, MCUXOTPOMHbIX BELEeCTB U UX
NPeKypcopoB, a Takke B 0611acTu NpOTMBOAENCTBUSA UX HE3AKOHHOMY 060POTY.

4. JlekapcTBeHHble NpenapaTtbl AN BETepUMHaApHOro NpUMEHeHna nognexaT OTnycKy
BETEPUHAPHbLIMM anTeYHbIMU opraHuMsaumsamu, BETEPUHAPHbLIMU opraHuMsaumnsamum,
MHOMBMAYaNbHbIMX NpeanpuHUMaTENAMUN, UMELNMM JIMLEH3NIO Ha dapMaueBTUYECKYHO
peatenbHocTb. [lpaBuna oOTNycka feKkapCcTBEHHbIX MNpenapaTtoB ANl  BETEPUHAPHOro
NPUMEHEHNSA YTBEPXAAKTCA YMNONTHOMOYEHHbIM beaepanbHbiM OpraHOM MCMONHUTENBHOM
BracTu.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akOHOM om 25 Hos6ps 2013 2. N 317-®3 e yacmb 5 cmambu 55
Hacmosiuweao ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUST

CmM. mekcm yacmu 6 npeobiOywel pedakyuu

5. MNepeyeHb MeONLIMHCKNX opraHusauuu, MMeEIoLLMX TNNLIEH3NIO Ha
hapMaueBTUYECKYD OeATeNbHOCTb, U X 060COBNEeHHbIX nogpasgeneHun (ambynaTopun,
denbawepcknx un  enbawepcko-akyLepPCKMX MyHKTOB, LUEHTPOB (OTAeneHun) obuien
Bpa4yebHON (CemMenHOM) MPaKTUKK), PaCnOSIOKEHHbIX B CEMbCKUX HaCeneHHbIX MyHKTax, B
KOTOpPbIX OTCYTCTBYIOT anTedHble opraHuMsaumm, a TakkKe nepevyeHb JfeKapCTBEHHbIX
npenapaTtoB (3a UCKIMOYEHNEM HAPKOTMYECKUX NeKapCTBEHHbLIX NPenapaToB U NCUXOTPOMHbIX
NeKapCTBEHHbIX MpenapaToB), NpoAaxa KOTOPbIX MOXET OCYLLEeCTBATbCA YKa3aHHbIMU
opraHmsaumsamMmn mn ux o6ocobneHHbIMKM noapasfeneHnsamMu, yCTaHaBNMBAKOTCA OpraHamu
NcnonHuTenbLHoM BrnacTn cybbvekToB Poccurckon ®epepaunn.

MHdopmaumsa 06 nameHeHusax:

®edepanibHbIM 3akoHOM om 25 Hosi6ps 2013 2. N 317-®3 vacmb 6 cmambu 55
Hacmosuweao ®edepalsibHO20 3aKOHa U3/10XXeHa 8 Ho8oU pedaKkyuu

CmM. mekcm yacmu 8 npeobidywel pedakyuu
6. AnTeyHble oOpraHusauuu, uvHOuBMAOYyanbHble nNpeanpuHUMaTenn, uMeroLlne
NNUEH3NI0 Ha dhapmaueBTUYECKYID AeATENbHOCTb, 0643aHbl obecnevnBaTb YTBEPXKOEHHbIN
lMpaButensctBoM Poccunckon denepaumm n opMnpyemsin B YCTaHOBIEHHOM UM MNopsaake
MUHUMarnbHbLIA aCCOPTUMEHT JIEKAapPCTBEHHbIX MpenapaToB, HEOOXoAMMbIX Ofs OKa3aHus
MeOULMHCKOM NOMOLLM.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akOHOM om 25 Hosibps 2013 e. N 317-®3 e yacmb 7 cmambu 55
Hacmosiweao PedepasibHO20 3aKOHa BHECEHbI U3MEHEHUS

Cm. mekcm yacmu 8 npedbidywel pedakyuu
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7. AnTeuyHble opraHusauuMu, UHAMBMAyalnbHble NpeanpuHUMaTteny, UMetolme
NULEH3MIO Ha (hapmaueBTUYECKYIO AeATEeNbHOCTb, Hapsay C NekapCTBEHHbIMU NpenapataMmu
UMeT npaBo npuobpetatb M NpoAdaBaTb MeAUMUMHCKME WU3Aenud, Oe3nHuumpyloLmne
cpeAacTBa, nNpegMeTbl U CPeAcTBa JIMMHOW TUIMEeHbl, nocydy Ans MeauUMHCKUMX Lenew,
npegmMeTbl U CpeacTBa, NpeAHasHayYeHHble Ansa yxoda 3a OGO0MbHbIMW, HOBOPOXOEHHBIMU U
AeTbMW, He OOCTUIUMMKW BO3pacTa TpexX feT, OYKOBYH ONTUKY W CpeAcTBa yxoda 3a Hew,
MUHepanbHble BOAbl, MPOAYKTbl nevyebHoro, [eTcKoro W  AMEeTUYECKOro MnuUTaHus,
Buonormyeckn akTMBHble obaBku, NnapdroMepHbIe N KOCMEeTUYeCKNe cpeacTsa, MeanLnHCKne
N CaHUTapHO-MPOCBETUTENbHbIE MNEeYaTHble M34aHus, npefHasHadeHHble And nponaraHabl
340pOBOro obpasa KnsHu.

8. [eatenbHOCTb anTeuyHbIX oOpraHusaumni BoopyxeHHblx Cun  Poccuickon
depepaumn, Opyrux BOWCK, BOMHCKMX (POPMUMPOBAHWA U  OpraHoB, B  KOTOpPbIX
3akoHopaTtenbcTBoM Poccuickon depepaumm npedyCMOTPEHO MPOXOXAEHWEe BOEHHOW WUIu
NpaBOOXpaHUTENBHON CryXbbl, pernameHTupyeTca HacToswmm deneparnbHbIM 3aKOHOM U
YyTBEPXXAEHHbIMW COOTBETCTBYHOLWMUMM doefeparnbHbIMKU OpraHamMn MCNOSTHUTENbHOW BRacTu
nonoxeHnamun. KoHTponb 3a cobrniogeHMeM YyKasaHHbIMU - anTeYHbIMW  OpraHu3auusamMm
nosioXXeHnn Hacrtodwero ®PefepanbHOro 3akoHa OCYLECTBAAETCS COOTBETCTBYHOLLMMU
doeaepanbHbIMU OpraHamMmm UCMNOSTHUTESTbHOM BNacTu.

FTAPAHT:

CM. kKoMMeHTapui K cTaTbe 55 HacTosiwero ®egepanbHOro 3akoHa

Cratbsa 56. NarotoBneHue n OTNYCK NekapCTBEHHbIX NMpenapaTtoB
TAPAHT:

Cm. EpuHble npaBuna oOQOPMIEHUs feKapcTB, MPUroTOBMSIEMbIX B anTeYHbIX
yypexaeHuax  (Npeganpuatusax) pasnuyHbiX  @opM  COBCTBEHHOCTW,  YTBEpPXAEHHble
MuHuctepcTBoM 3gpaBooxpaHeHnsa P® ot 24 nona 1997 r.

1. W3rotoBneHMe nekapCTBEHHbIX MNpenapaTtoB  anTeYHbIMW  OpraHM3auusMu,
BETEPUHAPHLIMA anTEeYHbIMU OpraHn3auusMn, WUHAUBUAYaANbHbIMU NpeanpuHUMaTensamu,
UMELWUMM  NNULUEH3NI0 Ha dapMaLeBTUYECKYD OeATeNbHOCTb, OCYLEeCcTBNseTcsa no
peuenTtam Ha nekapcTBeHHbIe npenapaTbl, N0 TpeboBaHNAM MeOULMHCKUX OpraHuM3auun,
BETEPMHAapHbIX OpraHv3auuMi B COOTBETCTBUM C MNpaBwunaMmuM W3rOTOBMEHMS W OTNycka
NeKapCTBEHHbIX MpenapaTtoB, YTBEPXKAEHHbIMU YMONHOMOYEHHbLIM (heaepanbHbiM OpraHoM
NCNOSTHUTENbHOW BNAaCTW.

2. lNpn wn3roToBNEHUN nekapcTBEHHbIX MNpenapaTtoB anTeYHbIMWU OpraHu3auusMu,
BeTEePUHAPHbLIMU anTe4yHbIMU OpraHM3aunsiMm, MHAMBUAYANbHbIMU NpeanpuHUMaTenamu,
UMEKLWNMM  JNULEH3NI0  Ha  (bapMaueBTUMYECKYld  AeATeSNIbHOCTb,  UCMOMb3YHTCS
dhapmaLeBTU4eckme cybcTtaHumm, BKNIOYEHHbIE COOTBETCTBEHHO B rOCyAapCTBEHHbIN peecTp
NEeKapCTBEHHbIX CPeAcTB ANA MeAUUMHCKOrO MNPUMEHEHUA W rOCy4apCTBEHHbIA peecTp
NeKapCTBEHHbIX CpeaCcTB AN BETEPUHAPHOro NpMMEHEeHUs B yCTaHOBMEeHHOM nopsgke. He
AOMNyCKaeTCs W3roToBfEHME anTeYyHbIMWU OpraHM3aumamu, BeTepuHapPHbIMU  anTeYHbIMU
opraHvsaumamMu, UWHOMBMAYanbHbIMW MpeanpuHUMaTensaMn, UMeWUMn MULEH3NK0  Ha
hapMaueBTUYECKYD OeATEeNbHOCTb, JIEKAaPCTBEHHbIX MpenapaToB, 3aperMcTpupoBaHHbIX B
Poccunckon ®enepaunn.

3. MapkupoBKa rieKkapCTBeHHbIX MpernapaTtoB, W3roTOBIEHHbIX anTe4YHbIMU
opraHvsauMamMu, BeTepuHapHbIMW  anTeYHbIMW  OpraHu3auusaMu,  UHOUBUAYaNbHbIMU
npegnpuHUMaTens My, MMeLWUMN JMUEH3NI0 Ha (apmMaueBTUYECKY0 OesATEeNbHOCTb, U
odpopMIieHMe Takux npenapaTos AOSMKHbl COOTBETCTBOBATL NpaBuiiamM, ykasdaHHbIM B Yactu 1
HacTosILLEN CTaTbW.

4. AnTeyHble opraHM3aunn, BeTepUHApPHbIE anTeYHble opraHn3aunn, MHanBuayanbHble
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npegnpuHMaTeny, UMmerwme nUUEH3NI0 Ha (apMaueBTUYECKYH0 AeATENbHOCTb, HecyT
OTBETCTBEHHOCTb 3a HecobnioaeHne npaBuil U3FOTOBNEHUS M OTMNyCKa NeKapCTBEHHbIX
npenapaToB B COOTBETCTBUM C 3aKoHOA4ATEeNbCTBOM Poccunckon denepaumm.

FAPAHT:

CM. KoMMmeHTapum Kk ctaTbe 56 HacTosiero ®eaepanbHOro 3akoHa

CraTtbsa 57. 3anpelwieHune npogaxu panbCcuuLMpoBaHHbIX JIEKAPCTBEHHbIX CPEACTB,
HeJoBpoKa4YeCTBEHHbIX neKapcTBEHHbIX cpencTs, KOHTpaaKTHbIX
NeKkapCTBEHHbIX CPeaCcTB

Mpogaxa ¢anbCcMPUUMPOBAHHbBIX NEKAPCTBEHHbIX CPeacTB, HeaobpoKayeCTBEHHbIX

NeKapCTBEHHbIX CPEACTB, KOHTPAMaKTHLIX SleKapCTBEHHbIX CPeaCcTB 3anpeLLaeTcs.
FTAPAHT:

CM. KoMMeHTapui K cTaTbe 57 HacToswwero ®efepansbHOro 3akoHa

CraTtbsa 58. XpaHeHne nekapcTBEHHbIX CPEACTB

1. XpaHeHne neKapCTBEHHbIX CPeACTB  OCYLWeCTBNseTcs  Npou3BoguTenamu
NIEKapCTBEHHbIX CPEACTB, OpraHM3aunsamMm onTOBON TOProBfiM NIEKAPCTBEHHBIMU CpeACTBaMU,
anTeyHbIMu opraHusaumsamm, BETEPUHAPHBLIMUN anTeyHbIMU opraHusaumnamm,
WHOMBMAYANbHLIMA NPeanpUHUMATENAMU, UMELWMMN NNLEH3NI0 Ha (hapMaLeBTUYeCKYH
OeATeNbHOCTb UMW JIMUEH3UKD Ha  MEOUUMHCKYI  OesTeNnbHOCTb, MeaULUHCKUMMU
opraHmMsaumsamu, BETEPUHAPHbIMMN opraHusaumsamm n WNHbIMU opraHuMsauusimMum,
ocyLlecTBNgALWNMM obpalleHne nekapCTBEeHHbIX CPeacTB.

2. lNpaBuna xpaHeHUs NeKapCTBEHHbIX CPEACTB YTBEPXOAKTCHA COOTBETCTBYHOLLUM
YNONHOMOY€EHHbIM hefeparnbHbIM OpraHoOM UCMNOMHUTENBHOW BNACTW.

3. XpaHeHne HapKOTUYECKNX NEKAapPCTBEHHbIX CPEACTB, NCUXOTPOMHbIX JIEKAPCTBEHHbLIX
cpencts, paguodapmaleBTMYECKMX  FIeKapCTBEHHbIX  CPeAcTB  OCyWecTBnsdeTcs B
COOTBETCTBUM C 3akoHoaaTenbcTtBoM Poccuinckon degepauum.

FAPAHT:

O mepax Mo ynyylweHuto ydeTa, XpaHeHUs, BbINMUCbIBAHUSA N UCMOSb30BaHUS HAPKOTUYECKNX
CpeacTB M MNCUXOTPOMHLIX BeLwecTs cM. npuka3 Munagpasa P® ot 12 Hosi6psa 1997 r. N 330

CM. koMmMeHTapui K ctaTbe 58 HacToswero ®efepanbHOro 3akoHa

MHdopmaums 06 naMmeHeHusix:

®dedepanbHbIM 3aKkOHOM om 25 Oekabps 2012 e. N 262-®3 enasa 10 Hacmosuweeo
®edeparnbHo20 3aKoHa doriofiHeHa cmameel 58.1, ecmynarowell 8 cusy rno ucmeyYyeHuuU
cma eocbmudecsimu OHel rocre OHS oguyuanbHo20 onybsiukoeaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

Cratba 58.1. [lpeaMeTHO-KONMYECTBEHHbLIN YYeT JleKapCTBEHHbIX CpPeacTB Angd

MEANLMHCKOro NPUMEHEHMS

1. MNMepeyeHb NekapCcTBEHHbIX CPEACTB ANsi MEeAULIMHCKOro NPUMEHEHNS, noanexatumx
npeaMeTHO-KONMMYECTBEHHOMY  YYEeTY, YTBEPXKOAETCA YMNONMHOMOYEHHbIM heaepanbHbIM
OpraHoOM UCMONHUTENbHOW BNacTu.

2. Mopsapok BKNIOYEHUSA NEKAPCTBEHHbLIX CPEeACTB ANs MEOULMHCKOTO MPUMEHEHUS B
nepe4YyeHb JEKAPCTBEHHbIX CPeACTB AN MEeAMLUMHCKOrOo MNPUMEHEHUs, noanexalumnx
npeaMeTHO-KONMMYECTBEHHOMY YYEeTYy, YCTaHaBNMBAETCHA YMNOSIHOMOYEHHbIM doeaeparibHbIM
OpraHoOM WCMOJSIHUTENbHOW BflAacTM NO  COMMacoBaHUIO C  dpedepanbHbiM — OpraHoM
NCMONHUTENbHOM BNAacTW, OCYLECTBNAKOWMUM (QYHKUMM NO BbipaboTKe rocyaapCTBEHHON
NONUTUKN, HOPMaTUBHO-NPaBOBOMY PErynmMpoBaHu1I0, KOHTPOMO U Haa3opy B cepe obopoTa
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HaPKOTMYECKNX CPEenCTB, MCUXOTPOMHbIX BELLECTB U UX MPEKYpPCOpPOB, a Takke B obnacTtu
NPOTUBOAENCTBUA X HE3AKOHHOMY 060pOTY.

3. lMpeamMeTHO-KONMMYECTBEHHbLIN YyYeT NeKapCTBEHHbIX CPEeACTB ANs MeAULMHCKOro
NPMMEHEHNa BeayT MNpoOM3BOAUTENMN FEKAPCTBEHHbIX CPEACTB, OpraHvM3auun OMTOBOM
TOProBNM NEKapCTBEHHbIMW CpPeACTBaMu, anTeuyHble OpraHu3auuu, WHAuBMAOYyarbHble
npeanpuHMUMaTeny, UMeKLMe IUUEH3NI0 Ha dapMaueBTMYECKYD OeATeNbHOCTb UMK
NULEH3MIO HA MEOULMHCKYO AEATENbHOCTb, U MEAULMHCKME OpraHM3aumm, OCyLlecTBNsAOLWMNE
obpalLeHne nekapCTBEHHbIX CPeACTB AN MEAULMHCKOrOo NPUMEHEHUS, NyTeM perncrpaumm
ntobbIX CBA3aHHbBIX C MX obpalleHnemM onepaumi, Npyu KOTOPbIX M3BMEHSETCS NX KONMYECTBO U
(Mnn) cocTosHMe, B cneuumarnbHbIX XXypHanax yyeTa onepaunn, CBA3aHHbIX C obpalleHmem
NeKapCTBEHHbIX CPEACTB ANA MeOULMHCKOro NpUMEHeHUs (aanee - cneumanbHble XXypHanbl).

4. lMpaBuna perncrpaumMm onepauun, CBaA3aHHbIX C obpalleHMeMm IeKapCTBEHHbIX
CPeACTB A5 MEOULMHCKOIO NPUMEHEHUS, BKNIOYEHHbIX B NEepeYeHb NeKapCTBEHHbIX CPeaCcTB
AN MEOUUMHCKOrO MPUMEHEHWs, Mognexawmx npeamMeTHO-KONMYECTBEHHOMY Y4eTy, B
crneumanbHbIX >XKypHanax W npaBufia BefeHMsl WU XpaHeHMs chneumarnbHbIX >XypHanoB
yTBEPXXOAKTCS YNOSTHOMOYEHHbIM (heeparnbHbIM OPraHOM MCMOSNTHUTENBHOW BACTL.

5. KoHTponb 3a cobniogeHvem npaBun peructpaumm onepauumn, CBA3aHHbIX C
obpalleHnemM neKkapcTBEHHbIX CPeACTB ANA MEAWMUMHCKOTO MPUMEHEHUS, BKITHOYEHHbIX B
nepeyeHb NEKApCTBEHHbIX CPeacTB ANns  MEeOULMHCKOrO MPUMEHEHUs, noanexalnx
NPeAMETHO-KONTMYECTBEHHOMY Y4YeTY, B CrneumanbHbiX XXypHanax, a Takke 3a cobnogeHmem
npaBun BEAEHUA U XpaHEHUs1 cneumnarnbHbIX XYPHaroB BO3faraeTcad Ha YNOSIHOMOYEHHbIEe
depepanbHble OpraHbl WCMOMHUTENbBHOM BRAcTU WM OpraHbl  MCMOSTHUTENBbHOW BRnacTu
cybbektoB Poccunckon ®depepaumm, ocyllecTBRsOWME NULEH3MPOBaHNE MNPON3BOACTBA
neKapCTBEHHbIX CpeacTB, hapMaLeBTUYECKON AEATENBHOCTU U MEANLIMHCKON OEeATENbHOCTH,
N OCYLLECTBNSETCS B paMKaX MMLEH3MOHHOIO KOHTPOSS.

MmaBa 11. YHUUYTOXEeHUe neKkapcTBeHHbIX CpeACcTB

CraTtbs 59. OcHOBaHUA N NOPALOK YHUUTOXEHUS NIEKAPCTBEHHbBIX CPeacTB

1. HepobpokayecTBeHHbIE NEKAPCTBEHHbIE CPeacTBa, danbcMuunMpoBaHHbIE
NeKapCTBEHHbIE CpeacTBa noanexart U3bATUI0 U3 rpaxxgaHcKoro ob6opoTa U YHUHTOXEHUIO B
nopsake, yctaHoBrneHHom [lpaButenbctBom Poccuinckon depepaumm. OcHoBaHnem ans
YHUYTOXEHUSI JIEKapCTBEHHbIX CPeACTB SBMSETCA pelleHne Bnagenbua NekapCTBEHHbIX
CPEeACTB, pelleHne COOTBETCTBYHOLIEro  YMNOMHOMOYEHHOro  bedepanbHOro  opraHa
NCMONHUTESbHOW BRAaCcTU Unn peLueHne cyaa.

2. KoHTpadhakTHble rnekapcTBeHHble cpeacTBa nognexar U3bATUIO U3
rpakgaHckoro obopoTta WM YHUMTOXEHWIO NO peweHuio cyda. [Mopsafok  yHUYTOXEHUS
KOHTpadaKTHbIX NeKapCTBEHHbIX CpeACTB ycTaHaBnusaeTcs [lpaBuTtensctBoM Poccumnckon
depepaumn.

3. Pacxogbl, cBsi3aHHbIe C YHUYTOXEHMEM KOHTpadaKTHbIX NeKapCTBEHHbIX CPencTB,
HeJOOpOKaYEeCTBEHHbBIX JIEKAPCTBEHHbBIX CPeAcTB, (hanbCUPUUMPOBAHHBIX JTEKaPCTBEHHbIX
cpencTB, BO3MELLAOTCA UX BNnagenbLeMm.

4. Brnapgeneu nekapcTBEHHbIX CPEeACTB [LOSMKEeH NpeacTaBUTb B YNOSTHOMOYEHHbIN
beaiepanbHbI OpraH UCNOSTHUTENBHOW BIACTU AOKYMEHT UNU 3aBEPEHHYIO B YCTAHOBINIEHHOM
nopsake ero Konv, NogTeepXaatolmne akT YHUMTOXEHNS NeKapCTBEHHbIX CPEeACTB.

5. CoOTBETCTBYHOLWMUN YNONTHOMOYEHHbIV doefepanbHbli  OpraH WCNOSHUTENbHOM
BNacTn, NPUHABLUMA pelleHne 06 YHUYTOXEHUM NeKapCTBEHHbIX CPeAcTB, OCyLLeCcTBNsSeT
KOHTPOJIb 3a UX YHUYTOXEHUEM.

6. YHUYTOXEHME NekapCTBEHHbIX CPeACTB NPOM3BOAUTCSA OpraHn3auusaMm, MMerLwmMMm
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COOTBETCTBYIOLLYIO NULEH3NI0, HA cneumanbHo 060pyaoBaHHbLIX MioLaaKkax, NnosiIMroHax u B
cneunanbHO 060pyaOBaHHbLIX NOMELLEHUAX ¢ cobnogeHmnem TpeboBaHu B 0611acTn oxpaHbl
OKpYy)XatoLlen cpebl B COOTBETCTBMU C 3akoHoaaTenbcTBoM Poccurickon ®epnepauyunu.

7. HapkoTuyeckne neKkapCTBEHHble CpeAacTBa, [MCUXOTPOMHbLIE FEKAPCTBEHHbIE
cpenctea, paguodapMaueBTUYEeCcKMe  JieKapCTBEHHble  CPedCcTBa  YHUYTOXAKTCA B
COOTBETCTBUU C 3aKoHoaaTenbLCcTBOM Poccuinckon degepaumn.

FAPAHT:

CM. koMMeHTapui K cTaTbe 59 HacToswwero ®efepansbHOro 3akoHa

MnaBa 12. locypapcTBeHHOE perynmpoBaHue LieH Ha nekapcTBeHHbIe npenapaTbl AN
MeAULMUHCKOro npumMeHeHus

Cratba 60. ocygapCcTBEHHOE perynvpoBaHME LEeH Ha NeKapCTBEHHbIE MpenapaTbl
AN MeQULMHCKOro NPUMeEHEHUs
ocygapcTBeHHOe  perynupoBaHMe LUeH Ha JekapCTBeHHble npenapatbl  Ans
MeANLMHCKOro NpUMEHEHMUST OCYLLECTBNAETCS NOCPeLCTBOM:

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3aKkoHOM om 25 Hos6ps 2013 2. N 317-©3 e nyHkm 1 cmambu 60
Hacmosiweao PedeparibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmM. mekcm nyHkma e rnpedbidywed pedakuuu

1) yrtBepxaenus [lpaButenbctBoM Poccuiickon ®degepaumm nepeyHs >KU3HEHHO
HEOOXOOUMbBIX U Ba)KHEMWLUMX JIeKapCTBEHHbIX MpenapaTtoB ANd MeOULMHCKOTO NpUMEHeHus,
KOTOpbIn CcOPMMPOBAH B YCTAHOBMEHHOM MM MOpsAke UM B KOTOPbIM  BKIOYAKOTCS
neKapCTBeHHble npenapaTbl ANS MeOUUMHCKOro MPUMEHEHUsl, B TOM 4uClle C y4eToM
CTaHOapTOB  MEAWUMHCKOW  MOMOLWM, MO4  MeXAyHapOoAHbIMW  HenaTeHTOBaHHbIMMU,
XUMUYECKUMU UNN  TPYNNUPOBOYHBIMX HAaMMEHOBaHUSIMW, COOTBETCTBYIOLLME CreayroLmm
KpUTEpUAM:

a) nNPUMEHEHWE KOHKPETHOro JieKapCTBEHHOro nmnpenapata pAnsa  OuarHOCTUKW,
npoomnakTukn, rnedyeHns 3aboneBaHui, B TOM u4ucne npeobnagarownux B CTPYKType
3abonesaemocTtn B Poccuinckon ®egepaunu;

6) NpenMyLLLeCTBO KOHKPETHOMO fIeKapCTBEHHOMO npenapaTa rno CPaBHEHUIO C APYrMMU
NeKapCTBEHHbIMM Mpenapatamy Npu  onpedeneHHblx 3aboneBaHun, CUHOPOME  UnuU
KNUHNYECKON CUTyauuu;

B) TepaneBTUYeCKad OKBMBANEHTHOCTb KOHKPETHOro JfleKapCTBEHHOro npenaparta
NeKapCTBEHHbIM NpenapaTtaM CO CXOXMM MeXaHM3MOM hapMaKonorm4eckoro AencTBus;

2) yTBEpXOEHWA MeTOAMKWA YCTaHOBIIEHMS NPOU3BOAUTENAMU JieKapCTBEHHbIX
npenapaToB npefenbHbIX OTMAYCKHbIX LIEeH Ha feKapCTBEHHble npenapaTbl, BKMOYEHHbIE B
nepeyeHb XN3HEHHO HEOOXOANMBIX U BaXXHEWLLMX NIEKapCTBEHHbIX NpenapaTos;

3) rocyaapCTBEHHOMW perncTpauumn yCTaHOBEHHbIX NPOU3BOAUTENAMM JIEKAPCTBEHHbIX
npenapaToB npefernbHbIX OTMYCKHbIX LEeH Ha NeKapCTBEHHble npenapaTbl, BKMIOYEHHble B
nepeyveHb XNU3HEHHO HEODXOOMMBIX U BaXKHENLLMX SIEKAapCTBEHHbIX NpenapaTos;

4) BedeHMss rocydapCTBEHHOro  peectpa  npefenbHblX — OTMAYCKHbIX — LIEH
npou3BoauTEeNen Ha nekapCcTBEHHble Mpenapatbl, BKIOYEHHble B Mepe4vYeHb >XU3HEHHO
HeobXo4MMbIX N BaXXHENLLNX NEeKapCTBEHHbIX NpenapaTos;

5) yTBepXOeHNs MeTOAMKWM YCTaHOBMEHUS OpraHaMmyv WCMOSIHUTENBHOMW BracTu
cybbektoB Poccunckon dPepepaumm npeaenbHbIX pasmMepoB  OMNTOBbIX HaabaBoOK U
npegenbHbiX pPasmMepoB PO3HUYHbIX HagbaBOK K  (PAKTMYECKMM  OTMAYCKHbIM  LieHaM,
YCTaHOBIIEHHbIM  MPOU3BOAUTENAMU  NEeKapCTBEHHbIX MpenapaToB, Ha JeKapCTBEHHble
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npenapatbl, BKMOYEHHbIE B MNEpeYeHb KMU3HEHHO HEOOXOAMMBbIX W BaXXHEWLUX
neKkapCcTBEHHbIX NpenapaTos;

6) ycTaHOBNeHUs npeaesibHbIX pa3MepoB ONTOBbIX HaAGaBOK U npeaerbHbIX
pa3MmepoB PO3HUYHbLIX HanbaBOK K (PAKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
npou3BoaMTENAMM  NEeKapCTBEHHbIX NpenapaTtoB, Ha  JlekapCTBEHHble  npenaparhl,
BKMIOYEHHble B MnepeyvyeHb XXU3HEHHO HeoOXOAMMBIX W BaKHENWWX JfeKapCTBEHHbIX
npenapaTos;

7) yTBEpXOeHUa nopsifka Bbldayu npeanucaHuMii opraHaMm MCMOMHUTENbHOW BracTu
cybbektoB Poccuiickon depepauumn o npuBedeHUn B COOTBETCTBME C 3aKOHOL4ATENbCTBOM
Poccunckon ®depepaumnmn pewieHmin o6 ycTaHOBMEHUW nNpedenbHbIX pas3MepoB OMNTOBbIX
HaabaBoOK M NpeaenbHbIX Ppa3aMepoB PO3HUYHBIX HaABaBOK K (PaKTUYECKUM OTMYCKHbIM LieHaMm,
YCTAHOBMEHHbIM MPOM3BOAUTENAMM NEKapCTBEHHbIX MpenapaToB, Ha JfleKapCTBEHHble
npenapatbl, BKIMOYEHHbIE B MEPEeYEeHb JKMU3HEHHO HEeOoOXOAMMbIX W BaKHENLIUX
NeKapCTBEHHbIX MpenapaToB, €CNM OHUM MNPUHATbI C  HapyleHWeM 3akoHogaTenbCTBa
Poccunckon depepaumn, B nopsake, YyctaHoBreHHoMm [lpaButensctBoM Poccuickon
depepaumm;

8) HanpaBfieHnst YNoNHOMOYEeHHbIM doefeparnbHbiM OpraHoM UCMOMHUTESNBbHOW BIlacTu
opraHam wucnonHuTenbHon Bnactn cybbektoB Poccurckon depepaumm npegnucaHni o
npueBegeHMn B COOTBETCTBME C 3akoHopaTenbCcTBoM Poccuickon depepauumn NpUHATBIX C
HapyleHMem 3akoHopatenbctBa Poccuiickon ®epepauumn peweHuin 06 yCTaHOBNEHUM
npegenbHbIX pa3MmepoB ONTOBbIX HAA0aBOK 1 npeaesibHbIX pa3MepoB PO3HMYHbLIX HAg0aBOK K
LeHaM Ha NneKkapCTBeHHble npenapaTbl, BKNIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOaNMbIX U
Ba)KHEMNLUNX NeKapCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbiM 3akoHOM om 25 utoHs 2012 2. N 93-®3 nyHkm 9 cmambu 60 Hacmosiweao
®edeparibHo20 3aKOHa U3/10)KeH 8 HO8oU pedakuuu

CmM. mekcm nyHkma 8 rnpedbidywed pedakuuu
9) ocywecTBneHus enepanbHOro rocygapCTBEHHOro Haasopa B cepe obpalleHus
NEKApPCTBEHHbIX CPEACTB U PErmMoHanbHOro rocygapCTBEHHOrO KOHTPONSA 3a MPUMMEHEHUEM
LEeH Ha nekapCTBEHHble npernapaTbl COOTBETCTBEHHO YMNOSIHOMOYEHHbIMU beaepanbHbIMU
opraHamn WCMONMHUTENbHOM BMNacTM W OpraHaMm WCMNONMHUTENbHOM BNactu CybbekToB
Poccunckon depgepauum cornacHO WX  KOMNETeHUMM B MOpsigke, YCTaHOBIIEHHOM
MpaBuTtenbctsoMm Poccunckon denepaumm;
10) npumeHeHs npeayCMOTPEHHbIX 3akoHodaTenbCcTBOM Poccuickon Pepepauunu
Mep OTBETCTBEHHOCTM 3a HapylleHne nopsgka UeHoobpas3oBaHUA Ha  KU3HEHHO
HeobxoauMble N BaXKHeWLLNEe NekapCTBEHHbIE NpenapaTbl.
FTAPAHT:

CM. KommeHTapum K ctaTbe 60 HacTosiwero ®eaepanbHOro 3akoHa

Cratba 61. [ocypapctBeHHas perncrpaumss yYCTaHOBIEHHbIX MNPOM3BOAUTENAMU
NeKapCTBEHHbIX npenapaTtoB npefernbHbIX OTMAYCKHbIX LUEH Ha >KMU3HEHHO
HeobXxo4MMble 1 BaKHENLIME NeKapCTBEHHbIE NpenapaThl 1 UX Nnpogaxa

1. YcTaHOBMEHHbIE NPOU3BOAUTENSAMM JIEKAPCTBEHHbIX MNpenapaToB npeaenbHble

OTNYCKHble LEeHbl Ha IeKapCTBEHHble rpernapartbl, BKMIOYEHHblE B MNepeyYeHb XU3HEHHO
HEOOXOOUMbBIX W BaXKHEWLIMX FEeKapCTBEHHbIX MNpenapaToB, MOANeXaT rocyaapCTBEHHON
peructpauuu.

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHoM om 11 okmsbpss 2010e. N 271-®3 e yacmb 2 cmambu 61
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbI U3MEHEHUS
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Cm. mekcm Yacmu 8 npedbidywel pedakyuu

2. YcTaHoBneHHas Mpou3BogUTENEM JleKapCTBEHHbIX npenapaTtoB npeaenbHas
OTNYCKHaA LeHa Ha JeKapCTBEHHbIN npenapart, BKOYEHHbIW B MNepedYeHb >KU3HEHHO
HeoBXOAMMBIX U BaKHEWLWMX NeKapCTBEHHbIX MNpenapatoB, MNOANEXUT rocyaapCTBEHHOM
peructpauuun, ecrnv oHa He npesbilaeT pasmep LeHbl Ha JaHHbIM NekapCTBEHHbIM npenapar,
pacCyMTaHHbIi B COOTBETCTBUM C YTBEPXAEHHOMW B MNopsigke, YCTaHOBIEHHOM
MpaButensctBoMm Poccunckon Pepepauuun, MeToAUMKOW YCTAHOBMEHUA MNPOU3BOAMTENAMU
NeKkapCTBEHHbIX NnpenapaTtoB MnpederibHbIX OTMYCKHbIX LEeH Ha fNekapCTBEHHble npenaparsl,
BKMIOYEHHbIE B MNepeYeHb XKU3HEHHO HeobXoOUMbIX W  BaXKHEWULWIMX NeKapCTBEHHbIX
npenapaTtoB. [laHHOM MeTOOAMKOW npefycMaTpuBaeTcs NS JIeKapCTBEHHbIX Mpenapartos,
Haxogawmxcs B obpaweHnn Ha Tepputopum  Poccuiickon  depgepaumn,  pacyet
cpefHeB3BeLLEeHHON (paKTUYeCcKOW LeHbl OTMycKa, CpeaHeB3BEeLUeHHOW (DaKTU4EeCKOM LieHbI
BBO3a JleKapCTBEHHOro npenapaTta 3a rod, npejwecTBYOWNN [ate npencraBneHus
npegenibHOM  OTMYCKHOM  LEeHbl NPOoM3BOAUTENSA Ha JNeKapCTBEHHbIM npenapaT Ha
rocygapCTBEHHYHO pernctpaumio, a Ans JfiekapCTBEHHbIX NpenapaTtoB, He MNOCTynaBlIMX B
obpalueHne Ha Tepputopun Poccuiickon degepaumm, n ons OpuUrmHanbHbIX NeKapcTBEHHbIX
npenapaToB pac4yeT POCCUNCKUMWN NPOU3BOAUTENAMM NIEKAPCTBEHHbIX NpenapaToB pacxonos,
CBSAI3aHHbIX C pa3paboTKoW, NPOU3BOACTBOM, peanusaumen nekapCTBEHHOro npenapara,
yKaszaHue WHOCTPaHHbIMM MPOU3BOAUTENSAMN pasMepa MUHUMAanbHOW OTMYCKHOW LeHbI
Npoun3BOAUTENS Ha IeKapCTBEHHbIM npenapaTt B rocygapctBe MNpoOU3BOAUTENS U APYrnX
rocygapcreax, rge OH 3apermctpupoBaH, C Y4eTOM pacxodoB, CBSA3AHHbBIX C TaMOXEHHbIM
opopMreHMeM (TaMOXEHHOW MOWSIMHbI M TaMOXeHHbIX CcOOpOB 3a TaMOXeHHoe
odoopMIiEHME), U TPAHCMOPTHBIX PACXO4OB.

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHoM om 11 okmsbps 2010 2. N 271-®3 cmambsi 61 Hacmosweao
®edeparnbHo20 3aKoHa 0orosiHeHa Yacmbio 2.1

2.1. Tpn npoBedeHUN pacyeTa NpeferibHoM OTMYCKHOW LEeHbl Hapsgy C AaHHbIMU,
nNpeaycMOTPEHHBIMU YacTbIO 2 HACTOALLEN CTaTbW, YYNTbIBAETCS:

1) B OTHOLEHUN POCCUNCKOrO MPOU3BOAUTENS - LeHa Ha aHanorndHble (no
MeXAyHapOoaHOMY HenaTeHTOBaHHOMY HauMEHOBAHUIO, NEeKapCTBEHHOM (hopMme 1 O3MPOBKE)
nekapCTBEHHbIe Npenaparbl, Npon3seneHHble Ha Tepputopun Poccunckon epepaumm, nmbo
B Cfny4ae uX OTCYTCTBMS LEHa Ha aHanornyHble MHOCTPaHHbIE FleKapCTBEHHble npenaparhbl,
HaxogsLmecs B rpaxxgaHckom obopoTte Ha Tepputopun Poccunckon degepauum;

2) B OTHOLWEHWN WHOCTPAHHOrO NPOU3BOAUTENSA - LEeHa Ha aHanorudHele (no
MeXOyHapogHOMY HenaTeHTOBaHHOMY HaMMEHOBaHUIO, NIeKapCTBEHHOMN hopMe U A03UPOBKE)
NeKkapCTBEHHble MpenapaTbl, Haxoaswumecs B rpaxgaHckom obopoTe Ha Tepputopum
Poccuinckon ®egepaunn.

MHdopmaums 06 nameHeHusIx:

®edepanbHbiM 3akoHoM om 11 okmsbps 2010 2. N 271-®3 cmambsi 61 Hacmosiweao
®edeparibHo20 3aKoHa 00rnosIHeHa Yacmbito 2.2
2.2. Ha ocHoBaHuK nogaHHoro Ao 1 okTaAbpsi Kaxgoro roga 3asiBfIEHUSI POCCUMCKOro
Npou3BOOMTENSA JEKAPCTBEHHbIX MpPEenapaTtoB, BKMKOYEHHbIX B MNEPEeYeHb KU3HEHHO
HEeobXoOuUMbIX W BaXHEMWUMX NEeKapCTBEHHbIX MpenapaTtoB, 3aperncTpMpoBaHHas
npenenbHasli OTNYCKHAsA LEeHa Ha NeKapCTBEHHbIM npenapaT B Crlyydae U3MEHEHUS LEH Ha
Cblpbe W MaTtepuvarbl, HakKnagHbIX pPacxO4oB, a TakkKe ucxoas W3  YCTaHOBMEHHOro
deaepanbHbIM 3aKOHOM O dhefepanbHOM OooKeTe Ha COOTBETCTBYHOLWMIA (OMHAHCOBBIN rof U
Ha  NMaHoBbIW  Nepuog  NPOrHO3MPYEMOro  YPOBHA  MHGNAUMKM  MoXeT  ObiTb
nepeperucTtpupoBaHa, HO He 4Yawe YeM OAuH pa3 B KanenHgapHoOM rogy B nopsiake,
YCTaHOBMEHHOM YacTsamMu 2 1 2.1 HaCTosILLEN CTaTbM.
3. MNpopaxka NnekapCTBEHHbIX NpPenapaToB, KOTOPbIE BKAOYEHbI B NEPEYEHb XXU3HEHHO
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HeoGXoOMMbIX W BaXHEWWWX JIeKapCTBEHHbIX MNpernapaTtoB W Ha KOTopble He
3aperncTpMpoBaHa YCTaHOBMEHHasi MNpPOM3BOAUTENSIMU  JIEKAapCTBEHHbLIX  NpenapaToB
npegenbHasi OTNycKHasi LeHa Ha NekapCTBEHHble npenapaTtbl, BKMYEHHbIE B MepeyeHb
YXM3HEHHO HEOBXOAMMbIX N BaXKHEMLLMX NEKAPCTBEHHbIX NpenapaToB, He AOoMyCcKaeTcs.

FAPAHT:

CM. koMmMeHTapun K cTaTbe 61 HacTosiwero ®egepanbHOro 3akoHa

CraTtbsa 62. [ocynapCTBEHHbIN peecTp npedenbHbIX OTMNYCKHbIX LeH Nponu3BoauTenemn
Ha JIeKapcTBEHHble rnpenapaTtbl, BKIOYEHHbIE B MepeyYeHb XU3HEHHO
Heo6XO4MMbIX N BaXXHENLLNX NEKapPCTBEHHbIX NpenapaTos

1. 3apeructpupoBaHHble npeferibHble OTMYCKHble LUeHbl Ha feKapCTBEHHble
npenapatbl, BK/MIOYEHHbIE B MNepe4YeHb JKU3HEHHO HEeOOXOAMMbBbIX W BaXXHEWLWUX
NeKapCTBEHHbIX nNpenapaTtoB, MoAanexaT BKIOYEHUI0 B roCyAapCTBEHHbIA peecTp
npefenbHbIX OTNYCKHbIX LEeH NpouM3BOAUTESNEN Ha NeKapCTBEHHbIE npenapatbl, BKIHOYEHHbIE
B NepeyeHb XN3HEHHO HEOOXOAMMBIX N BaXXHENLLMX NeKapCTBEHHbIX NpenapaTtos.

2. [ocynapCTBeHHbIN peecTp npedenbHblX OTMNYCKHbIX LEeH npousBoauTenen Ha
NeKkapCTBEHHble MpenapaTbl, BKIOYEHHblE B MNepeyvYeHb >KU3HEHHO HeobXxoauMbIX U
BaXKHEMLLMX NeKapCTBEHHbIX NpenapaTos, COAEPXUT B cebe cnenyoLuLyo MHopmauuio:

1) HaumeHoBaHWe NPOM3BOAUTENS SIeKapCTBEHHOrO Npenapara;

2) HaMeHoBaHWe NekapCcTBEHHOro npernapaTa (MexayHapoaHoe HenaTeHToBaHHoOe
NN XMMNYECKOEe N TOProBoe HaMMeHOBaHUSA);

3) HoMep perMcTpauMoHHOro yaocToBepeHusi neKkapcTBEeHHOro npenapara;

4) nekapcTBeHHas popma C ykasaHMeM LO3UPOBKM NEKapCTBEHHOro npenapata u ero
KOnn4yecTBa BO BTOPUYHOW (MNOTPebUTenLCKOM) yrnakoBKe;

5) 3apeructpmpoBaHHaga npeaenbHas oTnyckHasa LeHa B pybnsx;

6) p[aTa rocygapCTBEHHOW perncrtpaumm npeferibHoM  OTNYCKHOW  LEeHbl  Ha
NeKapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MNEpeyvYeHb >KU3HEHHO HeobXxoauMbIX U
BaXKHEMLLMX NeKapCTBEHHbIX NpenapaTos.

3. lNocygapcTtBeHHasa peructpaums npefesribHbiX OTNYCKHbIX LEH Ha JieKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MNepeyYeHb XU3HEHHO HEeOOXOAMMBbIX U BaKHEMWLUX
NeKapCTBEHHbIX MpenapaToB, BeAeHWe rocyfapCTBEHHOIO peectpa npeaeribHbIX OTMYCKHbIX
UeH Npoun3BoAuTENEen Ha NeKapCTBEHHble rnpenapaTtbl, BKIHOYEHHbIE B NepeyeHb XU3HEHHO
HeobXO4MMbIX M BaXXHEWLLMX FEeKapCTBEHHbIX npenapaToB, OCYLLECTBNATCA B MOpsAke,
ycTaHoBreHHoMm [NpaButensctBom Poccuiickon ®epepauuu.

FAPAHT:

Cm. AgmuHucTpatuBHbIN pernameHT MwuH3gpaBa Poccunm no  npegocTaBieHuMIo
rocyfapCTBEHHOW YCnyrn no rocyg4apCTBEHHOM perncTpaummn npegeribHbiX OTMYCKHbIX LEeH
Ha neKkapCTBEHHble npenapaTbl, BKMNIOYEHHbIE B MNepeyeHb >XU3HEHHO HeobXoanMbIX W
Ba)XXHEMLLUMX JIEKApPCTBEHHbIX MNpenapaToB, YTBEPXOEHHbIM npukazoMm MuHUCTepcTBa
3apaBooxpaHeHna oT 24 nona 2012 r. N 42H

CM. KOMMeHTapuK K cTaTbe 62 HacToswero ®enepanbHOro 3akoHa

Cratba 63. YcraHoBneHWe opraHamu WCMNOSIHUTENbHOM BRactm CybbekToB
Poccuiickon ®epepaumm npefenbHbiX pasMepoB  OMNTOBbIX HaabaBoOK U
npegenbHbiX pPasMepoB PO3HUYHLIX HaAbaBOK K (PAKTUYECKMM OTMYCKHbIM
LeHaM, YCTaHOBMNEHHbIM MPOU3BOAUTENSMUN NEeKapCTBEHHbIX MpenapaToB, Ha
nekapCTBEHHble npenapaThbl 4159 MeANLNHCKOro NpUMEHeHUs

1. OpraHbl  ucnonmHuTENbHOM BRactu cybbektoB Poccuiickon  depepauun

yCTaHaBnMBalT npeferibHble pa3Mepbl ONTOBbIX HaAabaBOK U npeaenbHblie pasMepbl


garantf1://70005178.1/
garantf1://52390025.0/
garantf1://70005178.1/
garantf1://70137012.1000/
garantf1://70137012.0/
garantf1://70211768.1000/

PO3HUYHbLIX  HaabGaBOK K  (pakTMYECKMM  OTMYCKHbIM  LEeHaMm,  YCTaHOBIIEHHbIM
npou3BoaMTENAMM  NEKApPCTBEHHbIX NpenapatoB, Ha JeKapCTBEHHble  npenaparhl,
BKIMIOYEHHbIE B MEPEeYEeHb XU3HEHHO HEOOXOAMMBLIX W BaXHEWULWIUX JEeKapCTBEHHbIX
npenapaToB, B COOTBETCTBUN C YTBEPXKAEHHOW B NOPsiAKE, YCTAaHOBMEHHOM [1paBUTENbCTBOM
Poccunckon depepaumm, MeToaMKOW YCTAaHOBMNEHUS OpraHaMyn MCMNOSTHATENbHOW BracTu
cybbektoB Poccuiickon ®depepaummn  npegenibHbIX  pa3MepoB  ONTOBbIX HagbaBok w
npegenbHbiX pa3MepoB PO3HMYHbIX HanbaBoK K (PakTUYECKMM  OTMYCKHbIM  LieHam,
YCTAHOBIEHHbIM MPOU3BOAUTENSAMU NEKApPCTBEHHbLIX MpenapaToB, Ha JEeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MNepeyYeHb XU3HEHHO HEOOXOAMMBbIX U BaXKHEMLIUX
fleKapCTBEHHbIX NpenapaTos.

FAPAHT:

Cwm. lMpaBuna ycrtaHoBnNeHUs npefesibHbIX pa3mMepoB OMTOBbLIX U NpedesibHbIX pa3MepoB
PO3HUYHbIX HagbaBOK K  (akTUYECKMM OTMYCKHbIM  LeHaM npou3BoauTenen Ha
neKkapCTBEHHble MpenapaTbl, BKMAYEHHblE B MepeyYeHb XU3HEHHO HEeOoOXOAUMbLIX U
BaXXHENLWWNX  JIeKapCTBEHHbIX MpenapaToB, B cybbektax P®, yTBepxaeHHble
noctaHoBneHuem lpasutensctea P® ot 29 oktabps 2010 r. N 865

2. OpraHusaumm onToBOW TOProBfn U (UNK) anTeyHble opraHn3auuu, MHaMBUAyarbHble
npegnpuHuMaTeny, UMelwue JNUMUEeH3MI Ha  dapmaueBTUYEeCKy  OeATeNbHOCTb,
OCYLIEeCTBMAIT peanu3aumio JfeKapCTBEHHbIX npenapaToB, BKIAYEHHbIX B MNepevYeHb
XN3HEHHO HEeOobBXOAMMbIX U BaXXHEWLLMX NeKapCTBEHHbIX npenapaToB, Mo LeHaMm, YPOBEHb
KOTOPbIX He npeBbllaeT CcymMMy akTU4eCKoM OTMNYCKHOW UeHbl, YCTaHOBJIEHHOM
npoun3BoaAMTENEM NeKapCTBEHHbIX NpenapaTtoB U He MpeBbllalowen 3aperncTpupoBaHHON
npenensHOM OTMYCKHOM LEHbl, N pa3Mep OnToBOW HagbaBku M (Unv) pasmep PO3HUYHOW
HanbaBkW, He MpeBbllaloue COOTBETCTBEHHO pa3mepa npefesibHoM OnNToBOWM HanbaBKu U
(vnn) pasmepa npegenbHOM PO3HUYHOW HagbaBKK, YCTAHOBIEHHbIX B CcybbekTe Poccuinckon
depepauymn.

3. OpraHbl ucnonHUTenbHOM BnacTu cybbektoB Poccuinckon defepaumm pasmeLlaroT
B ceTn "MIHTepHeT" nnun onybnmkoBbLIBalOT MHPOPMaLNIO O 3aperMcTpupoBaHHOM NpeaensHon
OTNYCKHOW LIEeHe Ha neKapCTBEHHble npenapatbl, BKAOYEHHbIE B MNepevYeHb XU3HEHHO
HeobXO4MMbIX N BaXHEWLUUX NeKapCTBEHHbIX npenapaTtoB, 06 YCTaHOBMEHHbIX B CybbekTe
Poccunckon ®depepaummn pasmepe npedenibHOM ontoBoW Hagbasku U (Unv) pasmepe
npegenbHOM PO3HMYHOM HagbaBKM K YCTAHOBIEHHbIM MNPOWU3BOAUTENSMWU fEKapCTBEHHbIX
npenapaToB PakTUYECKUM OTMYCKHbIM LieHaM Ha fieKapCTBEHHbIE NpenapaTbl, BKIOYEHHbIE B
nepeyYeHb >KM3HEHHO HeOoBXOAMMbIX W BaXHEWLWWUX feKapCTBEHHbIX npenapaTtoB, U 06
yKasaHHOW B Yactu 2 HacTtosiwen ctatbM cymme. WHdopmauus, npegycMOTpeHHas
HaCTOSILLEN YacTbio, AOIMKHA pasMeLLaTbCs Takke B anTeYHbIX OpraHuM3auusx B AOCTYMHOM
ANs  CcBefeHUss BCeX 3aMHTepecoBaHHbiX vy dopme Ku O0BHOBMATLCA MO Mepe ee
onybnukoBaHus.

4. MNpuHATbIE C HapyweHueM 3akoHopaTtenbcTBa Poccunckon degepaumm pelleHus
OpraHoB WCMNOMHUTENbHOW Bractnm cybvekta Poccunckon dPepepaumm 06 ycTaHOBREHUU
npegenbHbIX pasMepoB ONTOBbLIX HAA0aBOK N NpeaesibHbIX pa3MepoB PO3HUYHbLIX HaabaBoOK K
3aperncTpupoBaHHbIM MNpedernbHbIM  OTNYCKHbIM LleHaM Ha JeKkapcTBEeHHble MpenaparTbl,
BKMIOYEHHbIE B MepevYeHb XU3HEHHO HEOoOXOOUMbIX W BaXXHEWLWUX FeKapCTBEHHbIX
npenaparos, noanexaT oTMeHe B cyaebHOM nopsaake.

FTAPAHT:

CM. KoMmeHTapum kK ctaTbe 63 HacTosiwero ®egepanbHOro 3akoHa

FnaBa 13. MOHUTOpPUHI 6e30NacHOCTU JNTIeKapCTBEHHbIX NpenapaToB, HAXOAALWMXCA B
oGpalweHuun Ha Tepputopumn Poccumnckon Pepepauum
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CraTtbs 64. MoHUTOPUMHI 6€30MacCHOCTM NeKapCTBEHHbLIX NpenapaToB

1. JlekapcTBeHHble npenapaTbl, Haxodsdwmecs B oOOpalleHUM Ha TeppuTopum
Poccunckon depgepaumm, noanexat MOHUTOPUHTY 6e30MacHOCTM B LENAX BbIABNEHUSN
BO3MOXHbIX HEraTMBHbIX MOCMEeACTBUM UX NPUMEHEHUs, NpeaynpexaeHns naumeHToB U ux
3aLWmThbl OT MPUMEHEHUS TakuX NpenapaTos.

2. MoHuTopuHr 6e30MacHOCTU  NEKapCTBEHHbIX NpenapaTtoB  OCYLLEeCTBSETCS
YNONMHOMOYEHHbIM beeparibHbIM OpPraHOM MCMOSIHUTESNBHOM BlaCTU Ha BCEX 3Tanax Wux
obpalleHnsa Ha TeppuTtopumn Poccuinckon degepaumn.

3. Cybbektbl o0bpaleHuss JnekapCTBEHHbIX cpeacTB o06s3aHbl  coobuwatb B
YCTaHOBIIEHHOM  YMOSIHOMOYEHHbIM  (hefeparnbHbiM  OpPraHOM  UCMOJSTHUTENBHOW  BnacTtu
nopsgke o060 Bcex crydadax MnobOoYHbIX LOEWCTBUN, HE YyKa3aHHbIX B MHCTPYKUMW MO
NPUMEHEHNIO NEKApPCTBEHHOrO npenapaTta, O Cepbe3HbIX HexenaTesibHbIX peakuusax,
HenpeaBUAEHHbLIX HeXernaTenbHbIX peakuuax n[pu  NPUMEHEHUM NEeKapCTBEHHbIX
npenapaTtoB, 06 OCOBEHHOCTAX B3aMMOAENCTBUS NEKapCTBEHHbIX MNpenapaToB C ApYyrMmu
NleKapCTBEHHbIMM MNpenapaTaMn, KOTopble Obinn BbISIBNEHbI NMPU NPOBEAEHUU KITMHUYECKUX
nccnegoBaHnn U NPUMEHEHNN NIeKapCTBEHHbIX NpenapaTos.

4. 3a HecoobwEeHMEe WNM COKPbITUE CBEAEHUN, NPEenYyCMOTPEHHbIX YacTbi 3
HacTosILLen CTaTbW, Nvua, KOTOPbIM OHWU CTanu U3BECTHbI NO POAYy WX NpodecCroHaribHON
AeATenbHOCTN, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuickon
depepauymn.

5. Tllopagok  OCywWecTBfEHUS  MOHMTOpMHra  6e30nacHOCTM  NIEKapPCTBEHHbIX
npenapaToB, perncTpauum noboYHbIX AEUCTBUN, CEPbE3HbIX HeXenaTeNbHbIX peakuudu,
HenpeaBUAEHHbIX HEXeNnaTeNbHbIX Peakunin Npu NPUMEHEHUN NEKAaPCTBEHHbIX NpenapaTos, B
TOM 4ucne npeacraBneHna MHgopmMaumm ob 3ToM, ycTaHaBNMBaETCs YMNONIHOMOYEHHbLIM
dreaepanbHbIM OpraHOM UCMNOSTHNTENBHOW BIIACTM.

FTAPAHT:

CMm. Metoanyeckue pekomeHaauum "OpraHusaums cnyxbbl MOHUTOpUHra 6e3onacHocTn
neKapcTBeHHbIX  cpeactB  (tbapmakoHag3opa) B KOMMAHWAX — NpoOU3BOAMTENSAX
nekapCTBEHHbIX CPeACTB WM gepXaTenax  pPermcTpaumoHHbIX — yOOCTOBEpPEeHun",
yTBepXaeHHble Poc3apaBHaasopa ot 25 oktabps 2008 r.

CM. koMMeHTapui K cTaTbe 64 HacToswero ®enepanbHOro 3akoHa

CraTba 65. MpuocTtaHoBneHWe NpMMeHeHUs1 NekapCTBEHHOro npenapaTta

Mpw nonyyYeHun nHopMaLumn o NOBOYHbIX AENCTBUSX, HE YKa3aHHbIX B MHCTPYKLMMK MO
NPUMEHEHUIO  NIEKApPCTBEHHOTO  MnpenapaTa, Cepbe3HbIX HeXenaTemnbHbIX  peakuusix,
HenpeaABUOEHHbIX HEXenaTelbHbIX peakumsix nNpu NpMMeHEHUN NeKkapCcTBEHHOrO npenapara,
06 0coBEHHOCTSIX ero B3aMMOAeNCTBUS C APYrMMU fleKapCTBEHHbIMM NpenapaTtamMu, KoTopble
MOryT NPEeACTaBnATb Yrpo3y >XU3HWU WM 300POBbIO MaLMEHTOB, a TakkKe CBEAEHWUN, He
COOTBETCTBYIOLLMX CBEAEHUSIM O NleKapCTBEHHOM Mpenaparte, CoAepXKaluMMCsl B MHCTPYKLMK
Mo €ro MNPMMEHEHWIO, YMNMOMHOMOYEHHbIN deaepanbHbliii OpraH MCNOMHUTENbHON BRacTu
paccmaTtpuBaeT BOMPOC O BO3MOXHOCTM  MPUOCTAHOBMIEHUS  MPUMEHEHMSI  TaKoro
NeKapcTBEHHOro npenaparta B nopsiake, YCTaHOBIIEHHOM YMONTHOMOYEHHbIM dheaeparnbHbIM
OpraHoOM UCMONHUTENbHOW BRacTw.

FAPAHT:

O npepocTtaBneHnn TepputopuanbHbiMK Ynpaenennsamm Poc3apaBHagsopa nHgopmauum o
HegobpokavyecTBEHHbIX U (hanbCPUUMPOBaHHbLIX NIEKAPCTBEHHbLIX CPeacTBax CM. MpUKas
depepanbHoOM cnyx6bbl N0 Haa3o0py B chepe 30paBOOXPAHEHUS U COLMANBHOIO PasBmTUS OT
8 dbeBpans 2006 r. N 255-INp/06
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CM. KoMMeHTapum Kk cTaTbe 65 HacTosiero ®egepanbHOro 3akoHa

CraTtbsa 66. MHdopmauusa o pesynbTaTax MOHUTOPUHIa 6€30MacHOCTM NeKapCTBEHHbIX
npenapaTos

YnonHoMoyeHHbIn befepanbHbI opraH UCNOSTHATENBHOW BRacTW, OCYLLECTBAIOLLMN
MOHUTOPUHT 6€30MacHOCTM NEKApPCTBEHHbIX MpenapaToB, HaXOA4ALWMXCS B obpaweHun Ha
Tepputopun Poccuinckon ®epepaunn, No pesyribTataM MOHUTOPUHIra pasMeLlaeT Ha CBOEM
odomumansHOM canTte B ceTn "MIHTepHeT" MHopMaLMo O NPUHATBIX PeLUeHUsIX O BHECEHUMU
N3MEHEHUS B UHCTPYKLMIO MO MPUMEHEHUIO NTEKAapPCTBEHHOrO npenapaTa, O NPUOCTaHOBIIEHUN
NPUMEHEHNA NEeKapCTBEHHOro npenaparta, 06 u3bsaATMM U3 obpalleHus NeKapCTBEHHOrO
npenapara unm o Bo306HOBMNEHNM MPUMEHEHUS NTeKapCTBEHHOrO npenapara.

FTAPAHT:

CM. KOMMeHTapui K cTaTbe 66 HacToswero ®egepanbHOro 3akoHa

Nnasa 14. UHcpopmauma o nekapcTBEHHbIX Npenaparax

CraTtbsa 67. VIHpopmauma o nekapCTBEHHbIX NpenapaTax

1. WHdopmauua O rnekapCTBEHHbIX npenapartax, OTMycKkaeMblX MO peuenTty Ha
NeKkapCcTBeHHbLIW npenapar, [OOfPKHA CcoAaepXaTbCs TONbKO B ChneunanmnanpoBaHHbIX
n3gaHusx, npeAHasHadYeHHbIX Ans MeAUUMHCKMX, (hapMaueBTUYECKNX, BETEPUHAPHbIX
paboTHukoB. HpopmMmauuss 0 nekapcTBEHHbIX Mpenapartax Ans cneumanuctoB B obnactu
obpalleHnsa nekapCTBEHHbIX CPEACTB MOXET cofepXaTbCs B MOHOrpadusix, CnpaBOYHUKaX,
Hay4HbIX CTaTbdAX, B AOKNagax Ha KOHrpeccax, KOH(epeHUuusX, CMMMNo3nymax, Hay4HbIX
coBeTax, a TakkKe B MHCTPYKLMSX MO NPUMEHEHUIO NIEKAPCTBEHHbIX NpenapaTos.

2. NHdopmaumsa O nekapCTBEHHbIX npenapartax, oTnyckaemblx 6e3 peuenta Ha
NIEKapCTBEHHbIN MNpenapaT, MOXeT codepXaTbCa B nybnukaumsax n obbsiBNEHUAX CpPeacTs
MaccoBOM MHpOpMaLMK, creunanmampoBaHHbIX N OOLMX NeYaTHbIX U3OAHUAX, UHCTPYKUMSAX
No NPUMEHEHUIO FEKAPCTBEHHbIX MPEnapaTtoB, WHbIX M3OaHUAX CyObekToB obpalleHus
neKkapCTBeHHbIX cpeacTB. PeknamHble MaTepuanbl O JeKapCTBEHHOM npenaparTe,
oTnyckaemom 6e3 peuenta Ha JEeKapCTBEHHbIN npenapar, OOMKHbl COOTBETCTBOBATb
WHCTPYKLUUKN NO NPUMEHEHUIO NTEKAPCTBEHHOMO npenapara.

3. [onyckaetca mcnonb3oBaHue nOObLIX MaTtepuarnbHbIX HOCUTENEW, NO3BOSISAKOLLMX
XpaHuTb, NepedaBaTb M UCMOMb30BaTh MHAOPMAaLUIO O NIEKAapPCTBEHHbIX NpenapaTtax 6es3 ee
NCKaXXeHus.

FAPAHT:

CM. KoMMeHTapum K ctaTbe 67 HacTosiwero ®egepanbHOro 3akoHa

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 25 Hosibpsi 2013 2. N 317-®3 Hacmoswul ®PedeparbHbili
3aKoH OoriosiHeH anaesou 14.1

MmaBa 14.1. OrpaHnyeHuns, HanaraemMmble Ha opraHu3aLum, ocyllecTBnAOLWME
OeATeNbHOCTb NO OOpaLleHUI0 NieKapCTBEeHHbIX CpeacTB

Cratba 67.1. OrpaHuMyeHus, Hanaraemble NpU OCYLIECTBNEHUN [OEATENbHOCTU B
chepe obpalleHns nekapCcTBEHHbIX CPeacTB

1. OpraHunsauuu, 3aHumMaroLmecs paspaboTkon, NPon3BoACTBOM M (MNKN) peanusaunen

NeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NpUMEHEeHUd, opraHusaummn, obnagatowime


garantf1://70054618.0/
garantf1://70414766.540015/

npaBamMuM Ha MCMNONb30BaHWE TOProBOro HaMMEHOBaHUS JleKapCTBEHHOro npenapara Ans
MEeAMLMHCKOro NpUMEHEHWS, opraHn3aumm onToOBOWN TOProBMU fIEKapCTBEHHBIMU CpeacTBamMu,
anTeyHble opraHuMsauumn (UX npeacTaBUTENU, UHble pU3NYeckne u rpuandeckue nuua,
OCYLLIECTBNALWME CBOK [OeATENbHOCTb OT MMEHW 3TUX OpraHusauui) B OTHOLLEHMM
MeANLMHCKNX pabOTHUKOB U pyKoBOAUTENEN MEOULUMHCKUX OpraHn3auni He Bnpase:

1) BpydaTb nodapku, BbiNflauMBaTb [EHEeXHble cpeacTBa (3a  MCKIYeHMeM
BO3HArpaXXgeHnun no JoroBopaMm npu  MPOBEAEHUN  KITMHUYECKUX  UccnegoBaHumn
NeKkapCTBEHHbIX NpenapaTtoB AN MEOUUUHCKOTO NMPUMEHEHUS, BO3HArpaXxaeHun, cBs3aHHbIX
C OCYyLeCTBMEeHNeM MeaUUMHCKUM paboTHUKOM negarormyeckon u  (unu) HayyvyHowm
AeATenbHOCTM), B TOM YuChe onfnavvMsaTb pasBrieyeHus, oTablx, Npoess K MecTy OTAblxa, a
TaKke NpuMBreKaTb K y4acTUO B pasBneKkaTeslbHbIX MeponpuaTUSaX, NPOBOAMMBLIX 3a cyeT
CBOWX CPeacCTs;

2) 3aknmoyaTb COMMaweHusl O Ha3Ha4YeHun uWnu  pekoMeHgauuMm nauueHTam
NeKkapCTBEHHbIX NpenapaToB ANg MeauUUMHCKOro NpuMeHeHus (3a UCKNIYeHeM LOroBOpoOB O
NpoBeAEeHUN KIMUHUYECKMUX WCCNEeLOBaHUN NEeKapCTBEHHbIX npenapaTtoB Ans MeguUMHCKOro
NPUMEHEHUS);

3) npepocTaBnAaTb 00pasubl JleKapCTBEHHbIX MnpenapaTtoB ANns  MegULMHCKOro
NPUMEHEHNA B LEeNsX BpyYeHUs naumeHTam (3a WCKMNIYEHMEM CryvyaeB, CBSA3a@HHbIX C
npoBefeHNEM KIMMHUYECKNX UCCneoBaHUi NlekapCTBEHHbIX NpenapaTtoB A1 MeaULUHCKOro
NPUMEHEHUS);

4) npenocTaBnsaATb HEAOCTOBEPHYIO U (MNIN) HEMOMHYIO MHPOPMALMIO O NIeKapCTBEHHbIX
npenapartax ans MeauumMHCKOro NpUMeHeHus;

5) nocewatb nx B paboyee BpeMs Ha paboymx MecTax, 3a WUCKIHYEHUEM Cryvaes,
CBSI3aHHbIX C MpPOBeAEeHMEM KIMHUYECKMX UCCeaoBaHWUi NeKapCTBEHHbIX MpenapaToB A4S
MeOMUMHCKOrO MNPUMEHEHUs, C y4acTMem B nopsiake, YCTAHOBSIEHHOM pykoBoguTenem
MEeAVLMHCKOW opraHusauumn, B cobpaHmax MeanumnHCKnX paboTHUKOB N UHbIX MEPONPUATUSX,
HanpaBfieHHbIX Ha MOBbLIWEHNE UX NPOGECCUOHANBHOIO YPOBHA UMW Ha npefocTaBneHue
MHopmauuK, CBA3aHHOM C OCYLLECTBIIEHMEM MOHUTOPMHra 6e30NacHOCTU NeKapCTBEHHbIX
npenapaTos;

6) nobyxaaTb K BbINMCbIBAHUIO JEKAPCTBEHHbIX MpenapaToB Ang MeauLMHCKOro
npUMeHeHna Ha 6raHkax, cogepXawux MHOPMaLUMI0 peKNnaMHOro xapakrepa, a Takke Ha
peuenTypHbIx GraHkax, Ha KOTOPbIX 3apaHee HaneyaTaHO HaMMeHOBaHWE fEeKapCTBEHHOMO
npenapaTa ans MeanuuHCKOro NpUMeEHEHMS.

2. OpraHusaumn, ykasaHHble B ab3aue nepBomM 4Yactu 1 HacTosien ctatbu, U UX
npeacTaBUTENM B OTHOLIEHUN hapMaueBTUYECKUX pabOTHMKOB U PyKOBOOUTENEN anTeYHbIX
opraHu3auumn He Brnpase:

1) BpyyYaTb Nogapku, BbiNfnavyMBaTbh AEHEXHble CpeAcTBa, B TOM 4ucne onfavvBaTtb
pasBrneyeHus], oTAblX, Npoe3a K MecTy OTAbIXa, U NpuBNeKaTb K y4acTuio B pa3BreKkaTesnbHbIX
MEepPONPUATUAX, NPOBOAMMBbIX 3@ CHET CBOUX CPEACTB;

2) npepocTaBnATb 00pasubl fleKapCTBEHHbIX MpenapaToB And  MeauuUMHCKOro
NPUMEHEHNA A5 BPYYEHUST HACESEHWIO;

3) 3aknwyatb COrfnaweHuss O MNpeanoXeHUW  HaceneHuro  onpeaeneHHbiX
NeKapCTBEHHbIX NpenapaToB A4S MEOULIMHCKOTO NPUMEHEHNS;

4) npenocTaBnATb HEAOCTOBEPHYIO U (MMN) HEMOJSTHY MHOPMAaLMIO O NIeKapCTBEHHbIX
npenapaTtax Ans MeOULMHCKOrO MNPUMEHEHNA, B TOM YuUCNEe WMEKLWNX OAMHAKOBOE
MeXayHapogHoe HernaTeHToOBaHHOEe HanMeHOBaHue.

Cratba 67.2. TpeboBaHuA K opraHu3auuMm U NPOBEAEHUIO Hay4HbIX MEPOMNPUSTUMN,
WUHbIX MEPONPUATUIN, HaMNpaBfiEHHbIX Ha MNOBbIWEHNE NPOdeCcCCnOHaNLHOMO
YPOBHSA MeOUUUHCKUX pabOTHWKOB MM Ha npegocTtaBreHve MHgopmauunu,



CBSI3@HHOW C OCYLLECTBIEHMEM MOHUTOPUHra 6e30MacHOCTN NeKapCTBEHHbIX
npenapaTos

1. MNpu npoBefeHUN Hay4HbIX MEPONPUATUNA, UHBIX MEPOMNPUSATUA, HanpasfeHHbIX Ha
NnoBbllLEHME  MPOMECCUOHANBLHOMO  YPOBHA  MEAMUMHCKMX  paboOTHMKOB  MNM  Ha
npegocTaBneHne  CBA3aHHOM  C  OCYLLEeCTBfIEHMEM  MOHMTOpPUHra  Ge3onacHoCTu
NeKapCTBEHHbIX MpenapaToB UHGOPMaLUUK, OpraHn3yeMblX OpraHu3auusiMu, ykasaHHbIMU B
abzaue nepBom 4yactm 1 crtatbm 67.1 HacToswero degepanbHOro 3akoHa, WX
npegcrasutenaMmm n (unuv) UHaHCUPYEMbIX 3a CYET CPEeAcTB 3TUX OpraHmsauum mn ux
npegcraBuTernien, sanpeLllaeTcs NpPenaTcTBOBaTh Y4aCTUIO B YKa3aHHbIX MEPONPUATUAX UHBIX
opraHuM3aumn, KoTopble MNPOU3BOOAT UMW peanu3yloT JeKapCTBEHHble MpenapaTbl AN
MEANLMHCKOro NMPUMEHEHMNSI CO CXOXMUM MEXaHM3MOM (hapMakosriorm4eckoro AencTems, nmdo
co3faBaTb OUCKPUMUHALMOHHbBIE YCNOBUA N9 OOHUX YYACTHMKOB MO CPaBHEHUIO C APYrUMU
y4yacTHUKaMu, a UMEHHO:

1) npepocTaBnsATb pasnUMYHOE KONMYECTBO BPEMEHU ANl BbICTYMMEHUA Y4aCTHUKOB,
pasnuyHble MO pasMepy 3aHMMaeMoW nnowagn mMmecrta And AeMoHcTpauuu obpasuos
NleKapCTBEHHbIX NpenapaToB 4S5 MEAULUMHCKOrO NPUMEHEHUS U PeKITaMHbIX MaTepuanos O
nekapCTBEHHbIX npenapaTtax Ansi MeaUMUMHCKOrO NPUMEHEHUST Ha 3KCMNO3MUMAX, cTeHdax, 3a
WCKIMIOYEHNEM CITyYaEB, €CNN TakMe YCroBUS 3aKpenseHbl B COrnalleHnsiX 3TUX opraHm3aunn,
ux npegcrasutTened o ((PUHAHCMPOBaAHMM YKa3aHHbIX MeponpuaTun un  obycnossieHbl
pasnuyHbIMK 3aTpaTamMy y4aCTHUKOB Ha UX OpraHn3aumio;

2) ycTaHaBnuBaTb pas3Mep B3HOCa [ONA YYaCTHUKOB MEPOMPUATUIA, YKasaHHbIX B
ab3aue nepBOM HACTOALEN YacTW, NPEeBbIWAKLWNA CyMMY 3aTpaT Ha OpraHusauuio
YyKasaHHbIX MeponpuaATMn 1 Beaywmin K HeoDOCHOBAHHOMY OFpPaHUYEHU 4Yucna ux
Y4aCTHUKOB.

2. OpraHusaummn, ykasaHHble B a63aue nepsBom Yactu 1 cratbm 67.1 HacTosawero
depgepanbHOro 3akoHa, WX MNPeaCcTaBUTENM, OCYLLUECTBMAKOWME OpraHuM3aumio u (Mnm)
(PUHaHCUPOBaHUE MEpPONPUATUIA, YKa3aHHbIX B 4Yactu 1 HacTosiwen crtatbM, 065A3aHbl
obecneunBatb OOCTYyNn K MHopmMaumm O garte, MEcTe U BPEMEHU MNPOBEOEHMS YKa3aHHbIX
MEpPONPUATUA, NnaHax, nporpamMmmMax nMpoBeAEeHNsS YKa3aHHbIX MeponpuATUn uU  Temax,
nnaHMpyembiX AOnsi  pacCMOTPEHUsi, COCTaBe WX YYaCTHUMKOB MNyTeEM pasMeLleHus
COOTBETCTBYHOLEN MHPOPMAUUM Ha CBOUX OoduuManbHbIX canTax B ceTn "WIHTepHeT" He
nosgHee ABYyX MeCcsiLEB A0 Havarna npoBeAeHNs yKasaHHbIX MEPONPUATUMNA.

3. WHdpopmaumsa o npoBedeHUM MeponpusiTUi, ykasaHHbiXx B 4Yactu 1 HacTosiwen
cTaTby, B CPOK, YCTAHOBIIEHHbIN YacTb 2 HACTOSLWEN CTaTbW, AOIMKHA ObiTb HanpaBeHa B
befepanbHbI OpraH UCMNOSTHUTENBHOM BNAcTW, OCYLLECTBSIOWMIA (PYHKUMM MO KOHTPOSIO U
Hag30py B chepe 3a4paBOOXpaHEHUS, AN NOCMEaYOLLEro pasMeLLeHNsa ee Ha odmumanbHOM
canTe aToro opraHa B cetu "MIHTepHeT".

MmaBa 15. OTBeTCTBEHHOCTb 3a HapyLleHUe 3akoHoaaTtenbcTBa Poccumnckon
Penepaumnm npu obpaLleHnn fneKkapcTBEeHHbIX CPeACTB U BO3MelleHue Bpeaa,
NPUYUNHEHHOrO 340POBbLIO rpaXaaH BCreacTBue NPMMEHeHUs fleKapCTBEHHbIX

npenapatoB

Cratba 68. OTBETCTBEHHOCTb 3a HapylleHuMe 3akoHogaTenbcTBa Poccunckon
depgepaumm npu obpalleHnn NekapCTBEHHbIX CPeaCTB
HapyweHne 3akoHogaTtenbctBa Poccuickon  ®Pepepaumm npy  obpaweHun
NEeKapCTBEHHbIX CpeaCcTB BnedyeT 3a CcoboOM OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccunckon denepaumn.
FTAPAHT:



CM. KoMmeHTapum Kk ctaTbe 68 HacTosiero ®egepanbHOro 3akoHa

Cratba 69. Bo3melleHne Bpena, NPUYMHEHHOrO 340POBLI0 rpaXaaH BCreacTBue
NPUMEHEHNA NIeKapCTBEHHbIX NpenapaToB

1. lMpousBoguTenb rekapcTBEHHOro npenapata o0683aH BO3MECTUTb Bpe[,
NPUYMHEHHBIN 300POBLI0 FpaXkaaH BCMeACTBME NPUMEHEHUSI NeKapCTBEHHOro npenaparta,
€Cnn AoKasaHo, 4To:

1) nekapCTBEHHbIN npenapaTt MPUMEHSANCA MO Ha3HAYeHUI B COOTBETCTBUU C
WHCTPYKUMEN NO NPUMEHEHMIO NIEKAPCTBEHHOrO NpenapaTa 1 NpUYnHON Bpeaa siBUICS BBOS, B
rpaxkgaHckum ob6opoT Hego0BpPOKaYeCTBEHHOrO NeKapCTBEHHOro npenapara;

2) Bped 300pOBbHO  MPUYMHEH  BCNeACTBME  HEOOCTOBEPHOM  MHApopMaumu,
cogepxallemcsa B WMHCTPYKUMM MO MNPUMEHEHWUIO JleKapCTBEHHOro mnpenapaTta, u3gaHHou
Npoun3BoaMTENEM FIEKAPCTBEHHOMO nNpenaparTa.

MHdopmaumsa 06 nameHeHusx:

®edepasnibHbIM 3akOHOM om 25 Hos6ps 2013 2. N 317-©3 e yacmb 2 cmambu 69
Hacmosiuweao ®edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS

CmM. mekcm yacmu 6 npeodbiOyuwel pedakyuu

2. B cnyyae, ecnu Bpen 340pOBbIO rpaxaaH NPUYMHEH BCNeACTBME MPUMEHEHUS
NeKapCTBEHHOro npenapara, npuwegwero B HErogHOCTb B pesynbTaTe HapyLlleHWUst npaBun
XpaHEHUs1 NEeKapCTBEHHbIX CPeacTB, MpaBul  ONTOBOWM  TOProBnAM  NeKapCTBEHHbLIMU
npenapatamu, npaBun OTMNyCKa JIeKapCTBEHHbIX MNpenapaTtoB, MpaBUSl M3rOTOBMEHUA W
OTNyCKa NeKapCTBEHHbIX NpenapaToB, BO3MELLEHME Bpeda OCYLLECTBNAETCA COOTBETCTBEHHO
opraHvMsaumen onToOBOW TOProBIM NIEKApPCTBEHHbIMW CPpeacTBaMu, anTeYHOW OpraHu3aumen,
WHOMBMAYANbHLIM NpeanpuHMMaTeneM, MMELWMMN JNULEH3NI0 Ha (apMaueBTUYECKYHO
AEATENbHOCTb UMW NINLEH3NI0 HA MEOULMHCKYO AEATENbHOCTb, MEANLMHCKON OpraHn3aumnen,
UMEIOLLEN TNUUEH3NK0 Ha dapMaueBTUYECKYD AeATeNbHOCTb (ee  060CcobneHHbIM
nogpasgeneHvem (ambynatopuen, penbawepckum 1 enbalepcKo-akyLepckMM NyHKTamu,
ueHTpom (oTaoeneHnem) obuien BpadebHOM (CEMEMHOW) NpPaKTMKK), PacrnoSIOKEHHbIM B
CEefnbCKOM HacCeneHHOM MNyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHas opraHu3auus),
AONYCTUBLLUMMW NPOAAXY MM OTNYCK TAaKOro NekapcTBEHHOro nNpenapara.

3. BosmelleHune Bpena, NpUYMHEHHOrO 340POBLIO0 rpakaaH BCNeAcTBUME NPUMEHEHUS
NIEKAPCTBEHHbIX MNpenapaTtoB WAW COBEPLUEHUS NPOTMBOMNPABHbIX AEWCTBUM cybObLeKkTamm
obOpalleHMsa  nekapCcTBEHHbIX CpeacTB, OCYLECTBMAsSieTCs B COOTBETCTBUM  C
3akoHopaaTenbcTtBoM Poccurckon denepaumm.

FAPAHT:

CM. KoMMmeHTapum K ctaTbe 69 HacTosiwero ®egepanbHOro 3akoHa

MaBa 16. 3aknounuTeribHble NOJIOXeHUs

Cratba 70. O npusHaHUM yTpaTUBLUMMK CUITY OTAESbHbIX 3aKOHOAATENbHbIX aKTOB
(monoxeHu 3akoHoAaTenbHbIX akToB) Poccurckon ®epepauunm

[Mpu3HaTb yTpaTUBLUNMUK CUITY:

1) ®epepanbHbIA 3akoH OT 22 uoHA 1998 roga N 86-®3 "O nekapCTBEHHbIX
cpeactBax” (CobpaHue 3akoHogatenbctBa Poccuinckon ®enepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbIA 3akoH OT 2 aHBapsa 2000 roga N 5-03 "O BHeceHUN U3MEHEHNS n
pononHeHnn B PepepanbHblin - 3akoH  "O  nekapcTBeHHbIX cpeactBax"  (CobpaHue
3akoHopaTtenbcTBa Poccuickon Peagepaumm, 2000, N 2, cT. 126);

3) ctatbio 40 degepanbHoro 3akoHa ot 10 aHBaps 2003 roga N 15-d3 "O BHeceHWn
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N3MEHEHNN U OOMOSIHEHM B HEKOTOpPbIE 3akoHodaTesbHble akTbl Poccunckon depepauum B
cBA3M C npuHaTMem ®depepanbHoro 3akoHa "O nMUEH3UPOBAHUM OTAEMbHbIX BUAOOB
pearenbHocTn" (CobpaHune 3akoHogaTensctBa Poccuiickon ®egepaumm, 2003, N 2, cT. 167);

4) ctatbio 31 dPepepanbHoro 3akoHa ot 30 utoHs 2003 roga N 86-®3 "O BHeceHuu
N3MEHEHNN WU OOMNOSIHEHM B HEKOTOpble 3akoHoaaTenbHble akTbl Poccuickon depepaumn,
NPU3HaHUM  yTpPaTMBLUMMK CUIy OTAENbHbIX 3aKoHOAATEeNbHbIX akToB  Poccuinckon
depepaummn, NnpegocTaBNeHNN OTAENbHbLIX rAPAHTUIA COTPYAHWKAM OpPraHoB BHYTPEHHUX Aen,
OpraHoB MO KOHTPOSIKO 3a 0OOPOTOM HAPKOTUYECKUX CPEACTB U MCUXOTPOMHbLIX BELLECTB M
ynpasgHseMbix heaepanbHbIX OpraHOB HANOroBoW NOAMLNKN B CBA3W C OCYLLIECTBNEHNEM Mep
No COBEPLUEHCTBOBAHUIO rocyaapcTBeHHoro ynpaeneHus" (CobpaHune 3akoHoAaTenbCcTBa
Poccuinckon ®egepaunn, 2003, N 27, ct. 2700);

5) cratbro 101 depgepanbHoro 3akoHa ot 22 aerycta 2004 roga N 122-¢3 "O
BHECEHMM W3MEHEHMA B 3aKoHogaTemnbHble akTbl Poccuickon degepaumm M NpU3HaAHUK
yTpaTMBLLUMMMU CUSY HEKOTOPbIX 3aKOHoZaTesbHbIX akToB Poccuickon Pepepaunmn B CBA3N C
npuHATHEM defeparnbHbiX 3aKoHOB "O BHECEHUU U3MEHEHUN 1 JononHeHnn B ®eaepanbHbIn
3akoH "O6 o0wux npuvHUMNax opraHu3auMmM 3akoHodaTenbHbIX (NPeacTaBUTENbHbIX) U
NCMONHUTESbHBLIX OPraHoOB rocyAapCTBEHHOM Bnactu cybbektoB Poccuickon degepaunn” v
"O6 obLmMX NpMHUMNax opraHM3aunm MecTHoro camoynpasneHus B Poccuinckon ®egepaumnn”
(Cobpanue 3akoHogaTtenscTBa Poccurckon ®epgepauuun, 2004, N 35, ct. 3607);

6) crtatbro 28 depepanbHoro 3akoHa ot 18 pekabpsa 2006 roga N 231-3 "O
BBEJEHNUN B OENCTBME YacTu veTBepTon [paxgaHckoro kogekca Poccumnckon depepaumn”
(Cobpanue 3akoHogaTenbcTBa Poccuiickon ®epgepauuu, 2006, N 52, ct. 5497).

FAPAHT:

CM. kommeHTapun K ctaTbe 70 HacTosiwero ®egepansHOro 3akoHa

CraTtbsa 71. BctynneHue B cuny Hactoswero degepanbHOro 3akoHa

1. HacTtoawun degepanbHbin 3akoH BCcTynaeT B cuny ¢ 1 ceHTsbps 2010 roga.

2. JlekapcTBeHHble CpeacTBa, 3aperucTpypoBaHHble A0 AHSA BCTYMSIEHUS B CUNy
HacTosiwero deaepanbHOro 3akoHa, MoanexaTt BKIYEHW0 B roCyapCTBEHHbIE peecTpbl
NEeKapCTBEHHbIX CPEeACTB C BHECEHMEM YKasaHHbIX B 4Yactu 1 cratbu 33 HaCToOsILEro
depepanbHOro 3akoHa cBefeHun 06 3TUX NeKapCTBEHHbIX cpeacTBax 6e3 npoxoxaeHus
BHOBb NpoLeaypbl rocy4apCTBEHHOW perncTpaumm nekapCcTBEeHHbIX NpenapaTos.

MHdopmaums 06 nameHeHusIx:

®dedepanbHbiM 3akoHoM om 11 okmsbps 2010e. N 271-®3 e yacmb 3 cmambu 71
Hacmosiweao PedepalribHO20 3aKOHa BHECEHbI U3MEHEeHUS

CmM. mekcm yacmu 8 npeodbiOyuweli pedakuyuu
3. locygoapcTBeHHas perucrtpaumsi fiekapCTBEHHbIX MNpenapaTtoB, 3a WCKYEHUEM
NEeKapCTBEHHbIX NpenapatoB AN MEOUUUHCKOrO MNPUMEHEHUs, NpeacTaBfeHHbIX Ha
YKa3aHHYK perucrTpaumio 0O AHS BCTYNNeHus B cuny Hactoswero denepanbHOro 3akoHa,
OCYLLIECTBMNSETCA B COOTBETCTBMM C HacTtoswum PegepanbHbiM 3aKOHOM Ha OCHOBaHUU
OOKYMEHTOB W [AaHHblX, MNPeACTaBMNEeHHbIX [0 [AHA BCTYMNEHMSt B CUNY HACTOSILLEro
depeparnbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3akOHOM om 29 Hosibpsi 2010e. N 313-®3 vacmb 3.1 cmambu 71
Hacmosuwezo PedeparibHO20 3aKOHa U3/0XeHa 8 Hoeol pedakuuu, ecmynarouwel e cusy
co OHA oquuyuanbHo20 onybnukoeaHussi Ha3eaHHO20 ®edepasibHO20 3aKoHa U
pacrnpocmpaHsirouelicss Ha rnpasoomHOWEHUs, 803HUKWuUe ¢ 1 ceHmsbps 2010 e.

Cm. mekcm yacmu 8 npedbidyweu pedakyuu
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3.1. locypapcTBeHHasa perucrTpauus nekapcTBEHHbIX npenapaTtoB A MeauuUMHCKOro
NPUMEHeHNs, rnpeacTaBreHHbIX Ha rocydapCTBEHHYK perncrpaumio Ao OHA BCTYMMEHUA B
cuny Hactoswero ®efepansbHOro 3akoHa, U rocydapCTBEHHas perucrpaumst nekapCTBeHHbIX
npenapatoB And  MeOUUWHCKOro  NPUMEHEHWs, MpeacTaBfeHHbIX Ha  9KCnepTusy
NeKapCTBEHHbIX CPpeacTB 4O AHA BCTYNreHusa B cuny Hactosuwero degepansbHOro 3akoHa B
uensx ux nocrneayrowen rocygapCTtBEHHOW perucrpaumm, OCyLEecTBMATCA Ha OCHOBaHWUM
AOKYMEHTOB UM [aHHbIX, MpeAcTaBrfieHHbIX A0 [AHA BCTYNSIEHUS B CWUITy HaCTOSLEro
depepanbHOro 3akoHa, a Takke 3asiBNeHWs O [oCydapCTBEHHOW  perucrpauuu
NeKapCTBEHHOro  npenaparta, MpeAcTaBfieHHOro  Npou3BoguTeneM  JflekapCTBEHHbIX
npenapaToB U1 YNONHOMOYEHHbIM UM FIULIOM B COOTBETCTBUM C HacTosawmMm degepanbHbim
3aKOHOM B YMOSTHOMOYEHHbIV befeparibHbI OpraH UCMOMHUTENbHOW Briactm o 1 mapta
2011 ropga, 6e3 TpeboBaHMs ynnaTbl FOCYAAPCTBEHHOM MOLWMWHLI, MPeayCMOTPEHHOM
3akoHopaTenbcTBOM Poccuinckon degepauum o Hanorax n cbopax.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 29 Hosibps 2010 2. N 313-®3 yacmb 3.2 cmambu 71
Hacmosuwezo PedeparibHO20 3aKOHa U3foXeHa 8 HoeolU pedakuuu, ecmynarouweu e cusy
co OHA o¢uyuanbHo2o0 onybnukoeaHusi Ha3gaHHo20 ®edeparibHO20 3aKoHa U
pacrpocmpaHsirouelicss Ha rnpasoomHOWEHUs, 803HUKWuUe ¢ 1 ceHmMsbps 2010 e.

CmM. mekcm yacmu 8 npeodbidyuwieli pedakyuu

3.2. MNoaTBepxaeHue rocyaapcTBEHHOM perncTpaunm nekapCcTBeHHbIX npenapaTos Ang
MEAVLUMHCKOrO MNPUMEHEHUs, NpPeACTaBfeHHbIX AN NoATBEPXOEHUS rocyaapCTBEHHOM
permctpauum [O [OHA BCTynneHus B cuny Hactoduwero ®denepanbHOro 3akoHa, W
noaTBepXaeHne rocygapCTBEHHOW  peructpauuMmM  feKkapCTBEHHbIX MnpenapatoB  Anis
MeANLMHCKOrO NPUMEHEHNS, NpeacTaBfieHHbIX Ha 3KCNepTu3y JIeKapCTBEHHbIX CPeacTB [0
OHS BCTynneHuss B cuny Hactoswero ®defepanbHOro 3akoHa B UeNsxX nocreayoLwero
NnoaTBEPXAEHUS WX [OCYyAapCTBEHHOMW pernctpauuun, OCyLEeCTBNATCS Ha OCHOBaHUMU
OOKYMEHTOB W [aHHblX, MNpeACTaBNEeHHbIX [0 [AOHA BCTYMNMEHUMS B CUNYy HACTOSILLEro
degepanbHOro 3akoHa, a Takke 3asBNeHusi O MOATBEPXOEeHUMM ToCcyaapCTBEHHOM
perncTpauum NeKkapCTBEHHOrO npenapara, npeacTaBneHHOro npounsBoauTenem
NeKapCTBEHHbIX NpenapaToB UM ynosITHOMOYEHHbIM UM FINLOM B COOTBETCTBUU C HACTOSLLUM
depeparnbHbIM 3aKOHOM B YMOSTHOMOYEHHbIN doefepanbHbll OpraH UCNOMHUTENbHOW BRacTn
po 1 wmapta 2011roga, ©e3 TpeboBaHna ynnaTbl roCygapCTBEHHOW  MOLUSINHBI,
npenycMOTPEHHON 3akoHoaaTenbcTBoM Poccuiickon ®egepauum o Hanorax un cbopax.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3akOHOM om 29 Hosibpss 2010 2. N 313-®3 yacmb 3.3 cmambu 71
Hacmosiweao PedeparibHO20 3aKOHa U3/oXXKeHa 8 HO8oU pedaKyuu, ecmynarowed e cusny
co OHA oduyuanbHo20 onybsukoeaHuss HasgaHHo20 ®edepasribHO20 3aKoHa U
pacripocmpaHsirowelicsi Ha rnpasoomHOWeEHUs, 803HUKWuUe ¢ 1 ceHmsbps 2010 e.

CmM. mekcm yacmu 8 npeobidywel pedakyuu

3.3. lNpuHATNE pelleHns O BHECEHUN U3MEHEHUM B OOKYMEHTbI, cogepXalmecs B
perMcTpaunuoHHOM [OOCbe Ha 3aperncTpMpoBaHHbIA  FIEKApPCTBEHHbLIM npenapaT  Aans
MEOMLMHCKOrO NPUMEHEHNA U nNpeacTaBneHHble OO0 OHS BCTYMNSIEHUA B CUITYy HaCTOSLEro
depgepanbHOro 3akoHa, U MNPUHATUE pPELUeHUS] O BHECEHUU WU3MEHEHUW B [AOKYMEHTHI,
cogepxawmecs B pPerncTpauMoOHHOM [JOCbe Ha 3apermcTpupoBaHHbIA  JIEKAPCTBEHHbIN
npenapat And MeOVUMHCKOrOo MNPUMEHEHUs W NpeacTaBfieHHble Ha  3KCnepTuay
neKapCTBEHHbIX CPeAcTB OO AOHA BCTYMMeHMs B cuny Hactosuwero denepanbHOro 3akoHa,
OCYLLECTBMAAITCA Ha OCHOBaHMM [OOKYMEHTOB W [AaHHbIX, MpeacTaBfeHHbIX A0 [OHS
BCTYNSieHNa B cuny Hactosdwero denepanbHOro 3akoHa, a Takke 3adBneHUs O BHECEHUU
M3MEHEHWN B  [OKYMEHTbl, CoAepXawuecs B  pPermcTpaumMoHHOM  [OCbe  Ha
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3aperncTpupoBaHHbI  NIeKAapCTBEHHbIN  NpenapaT Angd  MeOUUMHCKOro  NPUMEHEHUS,
npeacTaBfieHHOro NPOu3BOAUTENEM NeKapCTBEHHbIX NpenapaTtoB UM YNOSIHOMOYEHHbIM UM
nMUoOM B COOTBETCTBUM C HacToswmm degeparnbHbIM  3aKOHOM B YNOSHOMOYEHHbIN
denepanbHbii opraH mcnonHutenoHon Bnactu go 1 mapta 2011 roga, 6e3 TpeboaHus
ynnaTbl rocygapCTBEHHOW MOLUMUHLI, NpesyCMOTPEHHOW 3akoHopaTerbcTBoM Poccuickon
depepaumm o Hanorax n coopax.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akOHOM om 29 Hosibpss 2010e. N 313-®3 yacmb 3.4 cmambu 71
Hacmosiuwezo PedeparnibHO20 3aKOHa U3NoXeHa 8 Hoeol pedakuuu, ecmynarouwel e cusy
co OHSA oquuyuanbHo20 onybnukoeaHussi Ha3gaHHO20 ®edepasibHO20 3aKoHa U
pacrnpocmpaHsirouelicss Ha rnpasoomHOWeHUs, 803HUKWuUe ¢ 1 ceHmsbps 2010 e.

CmM. mekcm yacmu 8 npeodbiOyuwel pedakyuu
3.4. Bblgaya paspelleHMr Ha NpoBedeHUEe  KIUHUYECKUX  uUccrnegoBaHumn
NeKapCTBEHHbIX NpenapaToB AN MeaULMHCKOro NPUMEHEeHUs1 Mo 3asBNeHnsaM, NogaHHbIM 40
OHSA BCTyNneHua B cuny Hacrtoswero denepanbHOro 3akoHa, a Takke Mo 3asiBNEeHUAM,
nodaHHbIM Mocne AHSA BCTynneHuss B cuny Hactoswero ®degepanbHOro 3akoHa Ha
OCHOBaHMN 3KCNEPTU3, NPOBEAEHHbIX A0 AHSA BCTYNMEHUsS B CUy HacTosawero ®eagepanbHOro
3aKOHa, OCYLUEeCTBMsieTCA B COOTBETCTBMM C Hactoswum PegeparnbHbiM  3aKOHOM  Ha
OCHOBaHUN AOKYMEHTOB W AaHHbIX, NPEeACTaBMEHHbLIX UMW MOMYyYEHHbIX OO AHS BCTYMNNEHUS B
cuny Hactosiwero ®egepanbHOro 3akoHa, a Takke Ha OCHOBaHWW KOMUK nNpenBapuTenbHOro
aoroBopa 00643aTenbHOr0 CTPaxOBaHUS >KM3HW, 300POBbS MAUMEHTOB, Y4YaCTBYHOLMX B
KIMHMYECKOM UCCeaoBaHUN NEKapCTBEHHOro npenapaTta Ana MeAUMLMUHCKOro NMpUMEeHEeHUs,
unM  Konum goroBopa 00643aTenNbHOr0  CTPaxoBaHUSA  XKM3HW, 300POBbSA  NALMEHTOB,
YYaCTBYIOLLMX B KITMHUYECKOM MCCeA0BaHUN NIeKapCTBEHHOIO npenapaTta Anis MeanunuHCKOro
NnpUMeEHeHnsa, nnbo npeacTaBNeHHOM KONMUK JoroBopa 00s13aTenbHOr0 CTpaxoBaHUs,
3aKMOYEHHOr0 B COOTBETCTBUM C TUMOBLIMW MpaBunamum 006s3aTEeNbHOrO CTPaxoBaHUA, C
yKkaszaHnem npeaenbHOM  YUCEHHOCTM  MNAUMEHTOB, Y4YacTBYHOLWMX B KIUMHUYECKOM
NUccrnegoBaHUM  NEKapCTBEHHOro npenapata  Aans  MeauuMHCKOro  npuMeHeHusi, 6e3
TpeboBaHnsA ynnaTtbl rocy4apCTBEHHON MOLUMUHLI, NPELYCMOTPEHHON 3aKOHOAATENIbCTBOM

Poccuinckon ®egepaunmn o Hanorax n coopax.

MHdopmaums 06 nameHeHusix:

®dedepanbHbiM 3akoHoM om 11 okmsbps 2010 2. N 271-®3 cmambsi 71 Hacmosweao
®edeparnbHo20 3aKkoHa 0orosiHeHa Yacmbio 3.5
3.5. 3apernctpupoBaHHble B WHOCTPaAHHOW BanTe [0 OHA BCTYNNEHUs B Ccuny
HacTosiwero ®degepanbHOro 3akoHa npefenbHble  OTMYCKHbIE  LiEeHbl  MHOCTPAaHHbIX
Npoun3BOAMTENEN Ha neKapCTBEHHble npenapartbl, BKIKOYEHHbIE B MNepevYeHb XWU3HEHHO
HeobXoaMMbIX N BaXXHENLUNX NIEKAPCTBEHHbBIX NpenapaToB, Noanexar nepecyety B pybnu no
Kypcy LUeHTpanbHoro 6aHka Poccunckon ®defepaumm Ha gaTty, YCTaAHOBJIIEHHYHO
MpaButenbctBoMm Poccurickon dPepepauumn, 6e3 npeactaBneHus 3asBreHUs O nepecdeTe
LieHbl C BHECEHMEM COOTBETCTBYHLUMX M3MEHEHUI B rOCY4apCTBEHHbIA PeecTp npeaenbHbIX
OTNYCKHbIX LieH NPOu3BOAUTENEN Ha NeKapCTBEHHbIE MpenapaTbl, BKMNOYEHHbIE B NepeyeHb
XN3HEHHO HEOBXOANMbIX U BaXKHEWLLMX NEKapCTBEHHbIX NpenapaTos.

MHdopmaums 06 naMeHeHusix:

®edepanbHbiM 3akoHoM om 11 okmsbps 2010 2. N 271-®3 cmambsi 71 Hacmosiweao
®edeparnbHo20 3aKoHa 0ornosiHeHa Yacmbio 3.6
3.6. 3aperncTtpmpoBaHHble 0O OHA BCTynsieHUs B cuny Hactoswero ®egepanbHOro
3aKoHa npepjesibHble OTMNYCKHble LeHbl POCCUUCKUX MNpOu3BOAMTENEeN Ha reKkapCTBEHHble
npenapaTbl, BKMIOYEHHbIE B MNEpeYeHb KU3HEHHO HEeoOXOoOMMbIX U BaXXHEWMLNX
NIEKApPCTBEHHbIX MNpenapaToB, noanexart uHaekcaumm ¢ 1 Hosbps 2010 roga mcxogsa w3


garantf1://10800200.200253/
garantf1://12080682.1311/
garantf1://12080682.1702/
garantf1://12180682.0/
garantf1://12080682.1704/
garantf1://10800200.200253/
garantf1://12079335.1112/
garantf1://7917.0/
garantf1://12079335.1112/

NMPOrHO3MPYEMOro YPOBHS MHMNAUUKW, YyCTaHOBREHHOro ®PepeparnibHbIM 3aKOHOM OT 2
aekabpsa 2009 roga N 308-®3 "O denepansHom Grogxkete Ha 2010 rog M Ha NMaHOBbLIN
nepuopg 2011 n 2012 rogos" Ha 2011 rog.

MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3akoOHOM om 6 Oekabps 2011 2. N 409-®3 e yacmb 3.7 cmambu 71
Hacmosiweao ®edeparibHO20 3aKOHa B6HECEHbI U3MEHEHUSs, ecmyrnaroujue 8 cuJsly o
ucmeyeHuu mpuduamu OHel rocne OHSA oghuyuasibHO20 onyb6siuKkoeaHusi Ha3BaHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm yacmu 8 npeobidyweli pedakuyuu

3.7. Nocne 1 mapta 2011 roga He gonyckalTcs NPOU3BOACTBO M BBO3 B Poccumnckyto
denepaumio nekapcTBEHHbIX MpenapaToB B YNakOBKax C MapKUPOBKOW, koTopasd Obina
HaHeceHa [0 OHSA BCTynsieHUMs B cuny Hactosiwero ®enepanbHoro 3akoHa. o ucrevyeHum
YKa3aHHOrO  CpoKa  [aHHble  JleKapCTBEHHble  npenapatbl  MOryT  OTMycKaTbCH,
peann3oBbIBaTLCS, NepefaBaTbCa N NPUMEHSTLCS A0 UCTEYEHUS UX CPOKa FOAHOCTM.

4. Co gHa BCTynneHusa B cuny Hactosiwero ®enepanbHoro 3akoHa n no 30 anpens
2011 roga BKAYUTENBHO A0OMNyCKaeTCs MNpoBedeHUe IKCNepTU3bl NEKApCTBEHHbIX CpeacTB
3KCNepTaMm SKCMEPTHOMO YYpexaeHUs A0 MNPOXOXKAEHUS UMK aTTecTauun B Nopsaake,
YCTaHOBIIEHHOM YMOMIHOMOYEHHbIM dhefeparbHbIM OPraHoM UCMOMHUTESNBHOW BlacTu.

5. Co gHa BcTynneHums B cuny Hactosiwero ®eagepanbHoro 3akoHa 1 no 31 gekabps
2013 roga BKIIOYMTENBHO OCYLLECTBASETCA nepexon K MNPOM3BOACTBY JleKapCTBEHHbIX
CpeAcTB B COOTBETCTBMM C MpaBwuiiaMmy OpraHv3aumu Npou3BOACTBA M KOHTPOSA KavecTsa
NeKapCTBEHHbIX CPeacTB, ykasaHHbiMM B 4actu 1 ctatbm 45 HacTtosiwero degeparnbHOro
3aKoHa, B nosiHoM obbeme. Cpoku nepexopa Npou3BOACTBA JIEKAPCTBEHHbLIX CPEACTB K UX
NPOn3BOACTBY B COOTBETCTBMM C KOHKPETHbIMW TpeboBaHUAMW AaHHbIX NpaBwusl, BKAOYas
CPOKMW aTTecTaumm ynosIHOMOYEHHbIX NNL, YKa3aHHbIX B YacTax 6 u 7 ctaTbu 45 HacTosiLwero
depepanbHOro 3akoHa, yctaHasnmeatoTcs NpasutensctBom Poccumrckon ®egepauuu.

6. JlMueH3nm Ha npomn3BOACTBO JNEKApPCTBEHHbIX CPEeACcTB, BblgaHHble 00 1 AHBaps
2014 ropa, peunctsytoT nocrie 1 aHBapsa 2014 roga OO UCTEYEHUsI cpoka UX AENCTBUS Mpu
YCroBUN COOTBETCTBUS NULEH3MaTa npaBusiam opraHvsauuMm npou3BOACTBA U KOHTPONS
KayecTBa JleKapCTBEHHbIX CPeaCTB, YKasaHHbiIM B 4actm 1 ctatbu 45 HacToswero
depeparnbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKkoHOM om 29 Hosibps 2010 2. N 313-®3 cmambsi 71 Hacmosuwezo

®edepanbHo20 3aKoHa OOrofIHEHa 4Yacmbio 7, ecmynarwweu e cusny Cco OHS

oghuyuanbHo20 onybsiukoeaHusi Ha3gaHHo20 PedepasibHO20 3aKOHa

7. dopmumpoBaHMe rocydapCTBEHHOrO 3adaHWs Ha NpoBeAeHMe  3KCNepTu3bl

NeKapCTBEHHbIX CpeacTs hepepanbHOMY rocygapCTBEHHOMY OHOIKETHOMY YYpexaeHUHo no
NPOBEAEHMIO  JKCMEPTU3bl JNEeKApCTBEHHbIX CpeacTB U dumHaHcoBoe obecneyeHune
BbIMOSTHEHUSA 3TOrO 3a4aHus OCYLLECTBAIOTCA B Nopsake, ycTaHOBNeHHOM PepeparnbHbIM
3akoHoM OT 12 aHBaps 1996 roga N 7-®3 "O HekoMMepYeCcKMx opraHn3aumsx"”.

FTAPAHT:

CM. KoMmeHTapum K cTaTbe 71 HacToswero ®enepanbHOro 3akoHa

MpesngeHT Poccuiickon degepaumm . MeoBenes

MockBa, Kpemrb
12 anpensa 2010 .
N 61-93
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