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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

12 anpens 2010 roga N 61-03

POCCUNCKASA ®EOEPALINA
®EAEPAINbHbIA 3AKOH

OB OBPALLEHUUN NEKAPCTBEHHbIX CPELCTB

MpunHar
MocynapctBeHHoM [dymon
24 mapTta 2010 roga

OpobpeH
CoseTom depepaumm
31 mapTta 2010 roga
Cn1COK N3MEHSIIOLLNX JOKYMEHTOB
(B pea. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-93,

ot 11.10.2010 N 271-$3, o1 29.11.2010 N 313-03,

oT1 06.12.2011 N 409-®3, o1 25.06.2012 N 93-03,

oT 25.12.2012 N 262-$3, o1 02.07.2013 N 185-03,

oT 25.11.2013 N 317-®3, o1 12.03.2014 N 33-03,

0T 22.10.2014 N 313-03, o1 22.12.2014 N 429-$3 (pea. 13.07.2015),
ot 08.03.2015 N 34-d3, o1 29.06.2015 N 160-03,
ot 13.07.2015 N 233-$3, o1 13.07.2015 N 241-03,
oT 13.07.2015 N 262-93, o1 14.12.2015 N 374-®3, 01 29.12.2015 N 389-03,
ot 02.06.2016 N 163-93, o1 03.07.2016 N 305-03,
o1 03.07.2016 N 350-93)

Mnasa 1. OBLLUE NOJNTIOXEHUA

Cratbs 1. NpeaomeTt perynupoBaHus HacTosilwero degepanbHOro 3akoHa

1. Hactoawmn degepanbHbll 3aKOH perynupyeT OTHOLUEHWs,, BO3HMKawwue B CBA3W C obpaweHuem -
pa3paboTkow, AOKIUHUYECKMMU UCCNEAOBAHUSAMM, KITUHUYECKMMMW WUCCNEAOBaHUSAMU, 3KCNEPTU3ON, rocyaapCTBEHHON
perucTpaumen, co cTaHgapTU3aumMen M C KOHTPONMEeM KayecTBa, MNPOU3BOACTBOM, W3rOTOBMEHUEM, XPaHEHWEM,
nepesoskon, BBo3oM B Poccuiickyto ®egepauunto, BbiBO3oM M3 Poccunckon Pegepauun, peknamon, OTNYCKOM,
peanusauuen, nepegayvei, NPUMEHEHNEM, YHUYTOXEHNEM NEKAPCTBEHHbIX CPEACTB.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Hactoawwmin depgepanbHbll  3aKOH yCTaHaBnMBaeT MpPUOPUTET  rOCyAapCTBEHHOTO  perynvpoBaHus
HesonacHocTu, kavecTBa 1 3 PEKTUBHOCTU NEKapCTBEHHbIX CPeACTB Npu Nx obpaLleHnu.

(B peq. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Ctatbsa 2. Cchepa npumeHeHus HacTosiwero degepanbHOro 3akoHa

HacTtoswmn ®egepanbHbIi 3aKOH NMPUMEHSETCS K OTHOLLEHUSIM, BO3HUKAIOLLMM MpU 0OpalleHnun NekapCTBEHHbIX
CpeacTB Ha Tepputopumn Poccuinckon degepaumn.

Cratbsa 3. 3akoHogaTenbCcTBO 06 06paLLeHM NekapcTBEHHbIX CPEACTB

1. 3akoHogaTenbCTBO 06 obpalleHn NekapCTBEHHbIX CPEACTB COCTOUT U3 Hactosiwero ®egepanbHOro 3akoHa,
Apyrux pegeparnbHbIX 3aKOHOB U MHbIX HOPMAaTMBHbIX NPaBOBbIX akToB Poccuickon degepaunn.

1.1. 3akoHogaTenbCTBO 06 0OOpalleHnn neKkapCTBEHHbIX CPeACTB B OTHOLIEHUW OpUONYECKUX MvL U
WHOMBUAOYanbHbIX NpeanpuHUMaTtenen, OCYLLECTBRASOWMX OEATEeNbHOCTb Ha  Tepputopun  MeXAyHapoaHOro
MEeOULMHCKOro KracTepa, MNpUMEHSeTCs C Y4eTOM OCOBEeHHOCTeNn, ycTaHoBneHHbIX ®PegepanbHbiM 3akoHoM "O
MeXOyHapoAHOM MeAMUUHCKOM KnacTepe U BHECEHUWN N3MEHEHUI B OTAENbHbIE 3aKkoHOoAaTeNbHble akTbl Poccuinckomn
denepaummn”.

(yacte 1.1 BBegeHa depepanbHbiM 3akoHoM oT 29.06.2015 N 160-D3)
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2. Jencteue HacTosiwero ®eaepanbHOro 3akoHa pPacnpocTpaHAeTcA Ha obpalleHne HapKOTUYECKMX NeKapCTBEHHbIX
CPeAcTB M MCUXOTPOMHbBIX JIEKApCTBEHHbIX CPEACTB C y4eTOM OCODOEeHHOCTEW, YCTaHOBIEHHbIX 3aKOHO4ATENbCTBOM
Poccuiickon denepaumm 0 HAPKOTUYECKMX CPEACTBAX, NMCUXOTPONMHBIX BeLLecTBax 1 06 UX NpeKkypcopax.

3. OevictBue HacToswero PenepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpaleHve pagunodapMaueBTUYeCcKnX
neKapCTBEHHbIX CPeACTB C Y4eTOM OCOBEHHOCTEN, YCTaHOBMEHHbIX 3akoHoaaTenscTtBom Poccuiickon depepaunm B
obnactu obecneveHns pagnaumMoHHoON 6e30NacHOCTK.

4. Ecnn mexxgyHapoaHbIM gorosopom Poccunckon degepaumm ycTaHOBMEHbl VMHble MpaBuna, Yem Te, KOoTopble
npegycMoTpeHbl HacToAwmm PeaeparnbHbiM 3aKOHOM, MPUMEHSAOTCS NpaBuia MeXayHapogHOro 4orosopa.

5. B Poccuiickon ®egepauum B COOTBETCTBMU C MeXAYyHapOoAHbIMKU AoroBopamu Poccunckon ®egepaumm n (unu)
Ha OCHOBE MPUHLMNA B3aUMHOCTW NPU3HAKOTCS pe3ynbTaTbl KIIMHUYECKMX WCCNEeLOBaHWUIA NeKkapCTBEHHbIX NpenapaTos
ANst MEOWLIMHCKOrO NPUMEHEHMWS, NPOBEAEHHbIX 3a Npeaenamu Tepputopumn Poccuiickon ®epepaunu.

CrtaTtbsl 4. OCHOBHbIE MOHATUSA, ncnosib3dyemMble B HacToALeM dDep,epaanOM 3aKOHe

Insa uenen HacToswero ®enepanbHOro 3akoHa UCMONb3YHOTCS CreayoLLMe OCHOBHbBIE NOHATUS:

1) nekapcTBeHHbIE CpeaCTBa - BELLECTBA UM UX KOMOMHALUUK, BCTyNatLLMe B KOHTAKT C OpPraHM3MoM 4YenoBeka
UMM SKUBOTHOIO, MPOHMKAKLWME B OpraHbl, TKAHW OpraHu3mMa 4erioBeka WM XMBOTHOMO, MNPUMEHseMble Ang
NPOUNaKTUKN, ONArHOCTUKU (32 WUCKITIOYEHNEM BELLECTB UMM UX KOMOMHAUWA, HE KOHTaKTUPYHOLIMX C OPraHu3mMom
yerioBeka WNW XMBOTHOIO), rleyeHus 3aboneBaHus, peabunuTaumu, ONS COXpaHeHus, NpegoTBpaLLeHUs Wunu
npepbiBaHNs BEPEMEHHOCTM M NOMYyYEHHbIE N3 KPOBW, NIia3mbl KDOBU, M3 OpPraHoB, TKAHEW OpraHuM3ma 4erioBeka unm
XMBOTHOTO, pPacTEHUN, MUHEepanoB MeTOA4aMW CUHTE3a WM C NpuUMEHeHneM OGuonormyeckmx TexHonormn. K
nekapcTBEHHbIM CpeacTBam OTHOCATCA hapMaLeBTUYeckme cybcTaHummn 1 nekapcTBeHHbIe NpenapaTbl;

2) cbapmaueBTUyeckas cybcTaHums - NekapCcTBEHHOE CPeACTBO B BMAE OLHOMO WM HECKOMbKMX 00nagaroLmx
dhapMakonorm4eckon akTMBHOCTLIO AEVCTBYHOLLMX BELLECTB BHE 3aBMCMMOCTM OT MPUPOAObl NMPOUCXOXAEHUS, KOTOpOe
npegHasHavYeHo AN NPON3BOACTBA, N3rOTOBIIEHNS NTIEKAPCTBEHHbBIX NPenapaToB 1 onpeaenseTt nx 3deKkTUBHOCTb;

(n. 2 B pea. PenepanbHoro 3akoHa o1 22.12.2014 N 429-03)

3) BcrnomoraTenbHble BellecTBa - BeLWecTBa HEOPraHW4eckoro WM OPraHMyeckoro MpPOMCXOXOEHUS,
ucnonb3yemble B MNpouecce MPOU3BOACTBA, M3rOTOBMEHMS JIEKAPCTBEHHbIX MNpenapaTtoB And npuvaaHus UM
HEOOXOAMMbIX (PU3NKO-XUMNYECKNX CBONCTB;

4) nekapcTBeHHble NpenapaTbl - NEKAPCTBEHHbIE CPEACTBA B BUAE JTEKAPCTBEHHbIX (DOPM, MPUMEHSsIEMble ANA
NpoUNaKkTUKN, ONArHOCTUKW, NneyveHus 3aboneBaHud, peabunutaumn, ONS COXPaHEHWsl, MNPeLoTBPALLEHUA UMK
npepbiBaHNst 6eEpEMEHHOCTY;

5) nekapcTtBeHHasa hopmMa - COCTOsIHME NEKAapPCTBEHHOrO nNpenapara, COOTBETCTBYOLLEE cnocobam ero BeBeAeHUsI
N NpuMeHeHus n obecneyvmBaloLLee AOCTMKEHNE HEOBX0aANMOro nevyebHoro adhpekTa;

5.1) po3npoBKa - cogepxaHue O4HOro UMM HECKOMNbKMX AEUCTBYIOLLMX BELLECTB B KOMUYECTBEHHOM BblpaXKeHUn
Ha eavHULYy [003bl, U1 eanHuLy obbemMa, UnNn eaMHULY Macchbl B COOTBETCTBUM C NeKapCTBeHHOW copmon nnbo ans
HEKOTOPbIX BUAOB NIEKAPCTBEHHBLIX POPM KONTIMYECTBO BbICBODOXAAEMOIro U3 NeKkapCTBEHHOM (hOpPMbl OENCTBYHOLLErO
BELLECTBa 3a €4MHULYY BPEMEHMY;

(n. 5.1 BBegeH PegepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

6) NnepeyveHb XXM3HEHHO HEOBXOANMBIX U BaXKHEWLLUX NEKapCTBEHHbIX MpenapaToB - €XerogHo yTBepKOaembin
MpaButensctesoM Poccuinckon ®enepauumn nepevyeHb NeKapCTBEHHbIX NpenapaToB Ans MEeOULUHCKOro MNpUMEHEHMs,
obecneynBaroLLMX NPUOPUTETHBIE NOTPEOHOCTM 30pPaBOOXPAHEHNS B LIENAX NPOUNAKTUKM U NNeYeHns 3aboneBaHuin, B
TOM 4ucre npeobnaganLLmx B CTpykType 3aboneBaemocTtu B Poccunckon ®enepauuu;

6.1) opdpaHHbIe NeKkapCTBEHHbIE NpenapaThl - NeKapCTBEHHbIE Mpenaparbl, NpegHa3Ha4YeHHbIE WCKIMIOYUTENbHO
ONS1 QUAarHOCTUKM UM NaTOreHEeTMYECKOro fneyeHns (ieYeHnsl, HanpaBeHHOro Ha MexaHu3M pa3BuTusl 3aborneBaHus)
pegknx (opdaHHbIX) 3abonesaHun;

(n. 6.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

6.2) Guonorvdeckne nekapcTBEHHble NpenapaTtbl - JeKkapCTBEHHblE MNpenapatbl, AENCTBYKOLlEE BELLECTBO
KOTOPbIX NPOM3BEAEHO UMW BbIAENEHO N3 BUONOIMYECKOro NCTOYHMKA U ANS onpedenieHns CBOMCTB 1 KavyecTBa KOTOPbIX
HeobxogvMa KoOMOVHaumst Guonormyecknx u U3nKo-xummuyecknx metogoB. K Buomornyeckum nekapCcTBEHHbIM
npenapaTam OTHOCATCA UMMyHOBKUonornyeckne nekapCTBEHHbIE NpenapaTbl, FIEKapCTBEHHbIE NpenapaTthbl, NoyyYeHHbIe
M3 KpOBW, Mnas3Mbl KPOBM YerioBeka W XMBOTHbIX (3@ WCKMOYEHMEM LUenbHOW KpoBu), GuoTexHonornyeckue
nekapcTBeHHbIe NpenapaTsbl, FreHoTepaneBTU4EeCKMe NeKkapCTBEHHbIE Npenaparhbl;

(n. 6.2 BBegeH PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7) MMMyHOBMONOrMYeckMe nekapcTBEHHblE MpenapaTthl - NeKapCTBEHHblE Npenapatbl, NpefHa3HayeHHble Ans
HPOPMMPOBaHUSA aKTUBHOIO UMM NAaCCUBHOIO MMMYyHUTETa MO0 OUArHOCTUKM Hanuuus MMMyHUTETa WU GUarHOCTUKK
cneumdpuyeckoro NpMobpeTEHHOr0 M3MEHEHUS UMMYHOMOTMYECKOro OTBeTa Ha anneprusvpytowme BeuwlectBa. K
UMMYHOBMONOrMYEeCKUM NEKapPCTBEHHBIM MpenapartaMm OTHOCATCA BakKUWHbI, aHaTOKCUHbI, TOKCUHbI, CbIBOPOTKW,
UMMYHOTNOBYNMHLI N annepreHbl;
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(n. 7 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) BuoTexHonornyeckme nekapcTBEHHble MpenapaThl - flekapCTBEHHblE Mpenapartbl, MPOU3BOACTBO KOTOPbIX
OCYLLEeCTBMAETCH C UCMONMb30BaHMeM BMOTEXHONOMMYECKMX NpoLueccoB U MeTogoB (B Tom yncne OHK-pekombuHaHTHOM
TEXHOMOrMM, TEXHONOMMN KOHTPONUPYEMOW 3SKCMPECCUN TEHOB, KOOMPYHOLMX OMONorMdeckn akTuBHble Oenku B
npokapvoTax M 3dykapuoTax, BKIoYasi M3MEHEHHbIE KMeTKM MrekonuTalowmx), rmbpuaoMHoro meToda M MeToga
MOHOKITOHasbHbIX aHTUTETT;

(n. 7.1 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7.2) reHoTepaneBTUYECKME NEKapCTBEHHbIE MpenapaTbl - JleKapCTBEHHble MpenapaTel, hapmaueBTUYeckas
CcybCTaHUMA KOTOPbIX SABMSIETCS PEKOMOWHAHTHOW HYKITEMHOBOW KUCMOTOW WNM BKoYaeT B ceba pekoMOMHaHTHYH
HYKNEUHOBYIO KMUCMOTY, MO3BOMSIIOLWLYI0O OCYLLECTBNATb perynMpoBaHue, penapauuilo, 3ameHy, nobasnenHve wnm
yoaneHue reHeTu4yecKkor nocneaoBaTesnibHOCTY;

(n. 7.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) HapkoTU4YecKkne nekapCcTBEHHbIE CPEACTBA - TEKAPCTBEHHbIE MpenapaTbl U dapmaleBTudeckme cybctaHumw,
cofeprKallme HapKoTMYeckne CpeacTBa M BKIOYEHHbIE B [TepevyeHb HAapKOTUYECKMX CPEACTB, MCUXOTPOMHbIX BELLECTB U
X NPEKypcopoB, nognexaliux KoHTpomnt B Poccuiickon ®epepauumn, B COOTBETCTBMM C 3aKOHOAATENbLCTBOM
Poccuiickon ®epepaummn, mexayHapoaHeiMu gorosopamu Poccuinckon depepaumm, B ToM Yncne EAMHON KOHBEHLMEN O
HapKoTu4eckux cpeacreax 1961 roaa;

9) NCMXOTPONMHbIE NEKAaPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE MpenapaTbl U dapMaueBTMYeckue cybcTaHumm,
cofepalme NCUXOTPOrHbIe BELLECTBA U BKIIOYEHHbIE B [lepevyeHb HAapKOTUYECKUX CPEeACTB, MCMXOTPOMHbIX BELLECTB U
X MPEeKypcopoB, noanexawmx koHTpomo B Poccuickon ®depgepaunn, B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauun, mexagyHapogHbiMu goroopamu Poccunckon ®degepaumn, B TOM uucne KoHBeHumeln o
NcuxoTponHbIX BelwecTsax 1971 roaa;

10) paguodapmaueBTMYECKNE NEKApCTBEHHbIE CPeAcTBa - NeKapCTBEHHble CPeACTBa, KOTOpble coaepxaTr B
roTOBOW AN1S UCMOMNb30BaHWsA (hopMe 0aVH PaanoHYKNUA Ui HECKONBKO PaanoHYKNUA0B (PagnoakTUBHBIX M30TOMOB);

11) pedepeHTHbIN NIEKAapPCTBEHHBIN NpenaparT - fiekapCTBEHHbIN NpenapaT, KOTOPbIA BNepBble 3aperncTpupoBaH B
Poccuiickon ®epepaumm, kayectBo, 3PGEKTUBHOCTb M 6€30MacHOCTL KOTOPOro JoKa3aHbl HA OCHOBAHWW pPe3ynbTaToB
OOKNMHNYECKUX UCCNEeOBaHWI NEKapCTBEHHbIX CPEACTB U KITMHUYECKUX MCCNeaoBaHuiA NeKapCTBEHHLIX NpenapaTtos,
NPOBEAEHHbIX B COOTBETCTBUM C TpeboBaHusMn yacten 6 u 7 ctatb 18 HacTtosiwero degepanbHOro 3akoHa B
OTHOLLEHMWN NNEKAPCTBEHHbLIX CPeacTB Anst MeAULMHCKOro NPUMEHEHUA NMMG0 B COOTBETCTBMU C TpebOoBaHWSIMU CTaTby
12 HacToswero PenepanbHOro 3akoHa B OTHOLUEHWM JIEKApPCTBEHHbIX CPeACTB ANsi BETEPUMHAPHOIO MPUMEHEHUS, U
KOTOPbIA WMCMOMb3yeTcss AN OUEHKU OMO3KBMBANEHTHOCTM WM TepaneBTUYECKOW 3SKBMBANEHTHOCTW, KayecTBa,
adpcpbekTMBHOCTM M ©e30nacHOCTM BOCMPOM3BEOEHHOro unn  6GuoaHanorooro (6uonogobHOro) rnekapCTBEHHOrO
npenapara;

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 13.07.2015 N 241-93)

12) BoCnpou3BeOeHHbI NeKapCTBEHHLIN MpenapaT - fNekapCcTBEHHbIM npenapaT, KOTOpbI UMEeeT Takon e
KayeCTBEHHbIN COCTaB N KONMYECTBEHHbIA COCTaB AENCTBYIOLLMX BELLECTB B TAKOW e feKkapCTBEHHOW copme, 4To U
pedepeHTHbIN NTIEKapCTBEHHBIN Npenapart, u BMO3KBMBANEHTHOCTL MU TepaneBTUYecKas 3KBMBANEHTHOCTb KOTOPOro
pedepeHTHOMY NeKapCTBEHHOMY NnpenapaTy NOATBEPXKAEeHa COOTBETCTBYIOLLMMM UCCIIE00BaHUAMY;

(n. 12 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

12.1) TepaneBTMYeckad 3KBMBANEHTHOCTb - AOCTUXKEHME KIIMHUYECKU COMOCTaBMMOrO TepaneBTUYEeCKOro
adhpbekTa Npy NpUMMEHEHUN NeKapCTBEHHbIX NpenapaToB ANs MeULMHCKOro NPUMEHEHNS ANs OOHOW U TON e rpynmbl
BONbHbIX MO OOHUM U TEM Ke MOKa3aHUsAM K MPUMEHEHUIO;

(n. 12.1 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

12.2) 6uoaHanoroBbivi (61MoNogo6HbIN) NEKAPCTBEHHbIV Npenapat (buoaHanor) - 6MonorMyecknin fIeKapCTBEHHbIN
npenapaT, CXOXWi MO napameTpaMm kKadecTBa, 3dPEeKTUBHOCTM M BGe3onacHOCTU C pedepeHTHbIM BUonornyeckum
nekapCTBEHHbIM NpenapaToM B TakoW e nekapCTBEHHON (hopMe Y MMEIOLLIMIN OEHTUYHBLIV cnocob BBeAeHUS;

(n. 12.2 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

12.3) B3aMMoO3aMeHsieMbll NEeKapCTBEHHbIA MpenapaTt - NeKapCTBEHHbI npenapatr C  [oKasaHHOW
TepaneBTUYECKON 3KBUBANEHTHOCTbIO UNU OMO3KBMBANEHTHOCTBIO B OTHOLWIEHUN pedepeHTHOro feKkapCTBEHHOMO
npenaparta, UMEOLNA 3KBUBANEHTHbIE EMY Ka4eCTBEHHbIN COCTaB U KONMMYECTBEHHbIN COCTaB AENCTBYIOLNX BELLECTB,
COCTaB BCNoOMOraTesnbHbIX BELLECTB, NIeKapCTBEHHYO hopMy 1 cnocob BBeoeHUS;

(n. 12.3 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-d3)

13) nekapcTBEHHOE PaCTUTENBHOE ChIPbEe - CBEXME UMW BbICYLLEHHbIE pacTeHUst MO0 MX YacTW, MCMonb3yemble
0N NPOM3BOACTBA JIEKAPCTBEHHBIX CPeACTB OpraHvM3aumsiMM - MNPOU3BOAUTENSAMWU NEKAPCTBEHHbIX CPEeACTB wnn
N3roTOBMEHUS NEKAPCTBEHHbIX NPenapaToB anTe4YHbIMM OpraHn3aumsamMu, BETEPMHAPHBIMU anTEYHbIMU OPraHn3auusamMu,
WHAVBUAYaNbHbIMWU NPEANPUHUMATENAMU, UMEIOLLMMY NTMLEH3MIO Ha (dapMaLeBTUYECKYIO OeATENbHOCTD;

14) nekapCTBEHHbIN pacTUTENbHbIA Npenapar - IEKAPCTBEHHbIV Npenapar, NPOU3BEAEHHbIA NN N3rOTOBMNEHHLIN
N3 OOHOro BMAA NEKApPCTBEHHONO PaCTUTENBbHOrO ChiPbsi MMM HECKOSbKMX BMAOB TaKOro Chipbsi U peanu3yembli B
paccacoBaHHOM BMAE BO BTOPUYHOW (NOTPEOUTENLCKON) YNAKOBKE;

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 3 n3 68
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

15) romeonaTUYecKkuii NEKAPCTBEHHbIM MNpenapat - JIeKapCTBEHHbIM MpenapaTt, MNpPOU3BEeAEHHbIN UMK
W3roTOBIIEHHbIN M3 dhapMaLeBTUYeCKon cybcTaHuMm wnn dapMaueBTUYECKMX CyOCTaHUMA B COOTBETCTBMM C
TpeboBaHUsIMN 00LLMX hapMaKonerHbIX CTaTen K rOMeonaTU4YeCcKMM NeKapCTBEHHbBIM NMpenaparam Unmn B COOTBETCTBUM
¢ TpeboBaHusMK chapMakonen CTpaHbl NPOM3BOAUTENS TAKOro NeKapCTBEHHOrO Npenapara;

(n. 15 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

16) MexgyHapogHOe HenaTeHTOBaHHOE HaMMEHOBaHME FeKapCTBEHHOTO cpeactBa -  HauMeHOBaHue
JevicTBylollero BellecTBa papmaueBTuyeckon cybcTaHuun, pekomMeHgoBaHHoe BcemupHoW — opraHu3aumen
30paBOOXPAHEHNS;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

17) TOproBoe HaMMeHOBaHME IeKapCTBEHHOIO0 CpeacTBa - HaMMEHOBaHWEe FIEKapCTBEHHOro CpPeacTBa,
NPUCBOEHHOE ero pa3paboTynkom, gepKaTenem unv BrnagenbLemM perMcTpaumoHHOro YA0OCTOBEPEHNST NTEKapCTBEHHOMO
npenapara;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

17.1) rpynnMpoBOYHOE HAaMMEHOBaHWE NeKapCTBEHHOTO Npenapara - HauMeHOoBaHWe NeKapCTBEHHOIO npenapara,
He MMEIOLLLEro MeXayHapoaHOro HenaTeHTOBAHHOIO HaUMEHOBaHMWS, UMW KOMOWHALMWM feKkapCTBEHHbIX Mpenapartos,
ucnonb3yemoe B Liensax obbeanHeHns ux B rpynny nog €4vHbIM HauMeHOBaHWEM WCXOA4s M3 OAMHAKOBOro cOCTaBa
OEencTByOLWNX BELLECTB;

(n. 17.1 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

18) obwasa dapmakonenHass ctaTbs - OOKYMEHT, YTBEPXAEHHbIN YNOMHOMOYEHHbIM doefepanbHbiM OpraHoM
WCMNOMHMTENBHOW BNacTy M cogepXalwmi nepedyeHb MokasaTtenen kadectBa M (MnM) MeToOOB KOHTPOMsS KayecTBa
KOHKPETHOW NEKapCTBEHHOW (QOPMbl, JIEKAPCTBEHHOINO pPACTUTENBbHOMO  Cbipbs,  OMNMUCaHUs  OMOMOrMyYecKmXx,
BMOXMMNYECKNX, MUKPOBMONOrMYECKNX, (PU3NKO-XUMUYECKMX, (DU3NYECKMX, XMMUYECKMX U APYrMX METOLOB aHanusa
nekapCTBEHHOrO CPeACTBa, a Takke TpeboBaHUS K UCMONb3yeMbIM B LieNsiX NPOBEAEHMS JaHHOTO aHanu3a peakTvMBam,
TUTPOBaHHbLIM pacTBOpaM, MHOUKaTOpaM;

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

19) dapmakonenHasa cTaTtbs - [OOKYMEHT, YTBEPXOAEHHbIA YMNOSIHOMOYEHHBIM hbeaeparnbHbIM  OpraHoM
WCMOSNTHUTENBHOM BNacTM W COAEPXalun MnepeyeHb MNokasaTenen KavyecTBa U METOOOB KOHTPONS  KayecTBa
NneKkapcTBEHHOro CPeacTBa;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

19.1) ctangapTHble 0Opasupl - BellecTBa, NMOCPEACTBOM CPaBHEHMSI C KOTOPbIMU OCYLLECTBMASIETCA KOHTPOSb
KayecTBa uccrnegyemMbixX JIEKapCTBEHHbIX CPEACTB C MOMOLLbI0 PUNKO-XMMUYECKMX M BUONOrMYecknx METOA0B B LiensiX
NOATBEPXXAEHUS COOTBETCTBUS JIEKAPCTBEHHbIX CPEACTB TpeboBaHMAM HOPMaTUBHOW OOKYMEHTAaUMKW, YCTAHOBIIEHHbLIM
npuv OCYLLECTBNEHNN TOCYOAPCTBEHHOW perncTpauum, M KoTopble MNPUMEHSIIOTCS ANs KanubpoBKM CTaHOAPTHBLIX
0bpasyoB Npou3BOANTENS NEKAPCTBEHHbLIX CPEACTB, MCMOMb3yeMbIX AMs KOHTPOMS KavyecTBa U WHbIX Lenen npu
obpalLeHnn nekapCcTBEHHbIX CPEACTB;

(n. 19.1 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

19.2) dapmakonenHbln cTaHAapTHbIM obpasel - cTaHOapTHbIM obOpasel, NPOVM3BEAEHHbIA B COOTBETCTBUM C
drapmakonenHom ctaTben;

(n. 19.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

20) HopmaTMBHas [AOKYMEHTauus - [OOKYMEHT, COAepXaluin nepeyeHb oOnpegensiemblXx Mo pesynbTtaTam
COOTBETCTBYIOLLMX 3SKCNEpTU3 nokasaTenen kavyecTtBa NeKapCTBEHHOro cpeacTBa Ans MEeAUUMHCKOro npUMeEHeEHMs,
METOZOB KOHTPOJSA €ro Ka4ecTBa U yCTAHOBIEHHbINA €ro NPON3BOANTENEM;

21) HOpMaTMBHbLIA [OOKYMEHT - [OOKYMEHT, COAEepXallMin MepeyeHb onpefenseMbix M0 pesynbTatam
COOTBETCTBYIOLLUX 3KCMIEPTU3 NoKa3aTenemn kadectsa M (MnmM) MeTOO4OB KOHTPOMS KayecTBa JleKapCTBEHHOW (popMbl,
onucaHusa Gnonornyecknx, DMOXMMUYECKNX, MUKPOBMONOrMYECKNX, (PUSUKO-XMMUYECKMX, (PU3UYECKUX, XUMUYECKUX U
OpyrMx MeToaoB aHanu3a nekapcTBEHHbIX CPEACTB 419 BETEPMHAPHOrO NpMMeHeHUs1, TpeboBaHUSA K UCNONb3yeMbIM B
Lenax npoBedeHMs OAHHOrO aHanu3a peakTuBam, TUTPOBaHHbIM pacTBOpaM, WHAUKATOpPaM M YCTAHOBIIEHHbIV €ro
npou3BoguTenemM;

21.1) obWMN TEXHWNYECKUA OOKYMEHT - KOMMIEKT LOKYMEHTOB M MaTepuarioB, COCTOALUA K3 HECKOIbKUX
pas3genoB - OOKYMEHTauMuM agMUHUCTPATMBHONO XapakTepa, XUMMUYECKOW, ¢apMaueBTUY4EeCKOM U  OUONornvyeckon
OOKyMeHTauuu, apmakosiormyeckon, TOKCUKOMOMMYECKOW  AOKYMEHTauuW,  KIIMHMYECKOM  OOKyMeHTauuu U
npeacraBnAemMbli O4HOBPEMEHHO C 3asdBMEHMEM O FOCYOapPCTBEHHOM peructpauumn nekapCcTBEHHOro npenapaTta gns
MEeAWLIMHCKOro NpUMeHeHnst B oopmaTe, YCTaHOBNEHHOM YNONTHOMOYEHHbIM dhefieparibHbIM OpraHOM WUCMONHUTENBHON
BNacTu;

(n. 21.1 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

22) KayecTBO 5EKapCTBEHHOIO CpeacTBa - COOTBETCTBME JIEKAapCTBEHHOro cpeactBa  TpeboBaHMAM
hapmakonernHon ctaTbn NMOO B criyvae ee OTCYTCTBUS HOPMATMBHOW JOKYMEHTALUN NN HOPMATUBHOIO AOKYMEHTA;

23) 6e30nacHOCTb NEeKapCTBEHHOrO CPEeACTBa - XapaKTepuUCTUKa NEeKapCTBEHHONo CPeAcTBa, OCHOBaHHas Ha
CpaBHUTENBHOM aHanuae ero 3a{EKTUBHOCTU 1 pUCKa NPUYMHEHNS Bpeaa 300POBbI0;
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24) 3dEeKTMBHOCTE JIEKAPCTBEHHOrO Mpenapata - XapakTepucTUKa CTEeneHU MONOXUTENbHOIO BMSHUSA
NeKkapCTBEHHOrO npenapata Ha TeyeHue, MNPOAOIDKMTENbHOCTE 3aboneBaHns wnM  ero  npegoTBpalleHue,
peabunuTaumto, Ha CoxpaHeHue, NpeaoTBpaLLeHne Unu npepbliBaHne 6epeMeHHOCTH;

25) cepusi nekapCTBEHHOIO CPeACTBa - KOJIMYECTBO JIEKAPCTBEHHOro cpeacTBa, NpousBedeHHoe B pesynbTaTte
O[HOr0 TEXHOMOMMYECKOro LiKa ero Nnpon3BoanTenem;

26) perncTtpauMoHHOEe YAOCTOBEPEHWE IEeKapCTBEHHOrO mnpenapaTa - AOKYMEHT, MOATBepXOarowmn akt
rocyJapCTBEHHOM perMcTpaunm ekapcTBEHHOTO Npenapara;

26.1) gepxartenb unu Briagenew, permcTpaurMoHHOro YaoCTOBEPEHWS NIEKapCTBEHHOTO npenaparta - pa3paboTyuk
rlekapCTBEHHOrO CPeACTBa, MPOU3BOAUTENb NEKAPCTBEHHLIX CPeacTB WM MHOE topuanyeckoe nuuo, obnapatowiee
npaBoM BRnadeHUsi PErncTpauuoHHbIM  YAOCTOBEPEHWEM, KOTOpble HEecyT OTBETCTBEHHOCTb 3@  KauyecTBo,
ahdeKkTMBHOCTL M 6E30NaCHOCTL NIEKAPCTBEHHOIO NpenapaTa;

(n. 26.1 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

27) perncrpauuoHHbIi HOMEp - KOAOBOe ODO03HayeHue, MPUCBOEHHOE feKapCTBEHHOMY NpenapaTty npu ero
rocygapCTBEHHON peructpaunu;

28) obpaweHne nekapcTBeHHbIX cpeacTB - paspaboTka, AOKNMHMYECKUWE WCCNedoBaHus,  KIMHUYECKue
nccrnefoBaHusi, akcrnepTM3a, rocyJapCTBEHHas permcTpaums, ctaHgapTusauus M KOHTPOSb KayecTBa, MpOW3BOACTEO,
N3roToBrieHue, XxpaHeHne, nepeso3ka, BB03 B Poccuinckyto Pefepauuio, BoiBo3 13 Poccuinckon depepaumn, peknama,
OTNyCK, peanusauus, nepegada, NpMMeHeHNEe, YHUYTOXXEHUE NeKapCTBEHHbLIX CPEACTB;

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) cybbekTbl obpalleHus nekapCTBEHHbIX CPeacTB - u3nyeckMe nuua, B TOM 4uCle WHAMBMAOYalbHble
npegnpuHMMaTenu, 1 pPUANYECKME NLA, OCYLLECTBSIOWME AESTENbHOCTL NPpY 06paLLeHn NekapCTBEHHbIX CPEACTB;

30) paspaboTumk nekapCTBEHHOro cpeacTBa - oOpraHusauumd, obnagatowias npaBamMy Ha pesynbTaTtbl
OOKIMUHUYECKNX UCCNESOBaHWIA NTEKapCTBEHHOMO CpeacTBa, KIMHUYECKUX UCCIef0BaHUI NekapCTBEHHOIO npenapaTta u
(Mnn) Ha TEXHOMOTNIO NPON3BOACTBA JIEKAPCTBEHHOIO CPEACTBA;

(B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

31) Npom3BOACTBO NEKAPCTBEHHbLIX CPEACTB - OEATENbHOCTb MO MPOU3BOACTBY FlE€KAPCTBEHHbIX CPEACTB
opraHu3auusiMu - Npou3BOAUTENSIMM NEKapCTBEHHLIX CPeACTB Ha OAHOW CTaauu, HECKONbKUX WKW BCEX CTagusix
TEXHOJOrMYECKOro NpoLiecca, a Takke No XpaHEHWIO 1 peanusaummn NponsBeaeHHbIX JIEKAapCTBEHHbIX CPeacTB;

31.1) npou3BOACTBEHHas nnowlagka - TeppuTopuanbHO  OOOCOGMEHHLIM  KOMMMEKC  NPOM3BOAUTENS
nekapCTBEHHbIX CPEACTB, NMpefHa3HaYeHHbI AN BbINOMHEHUS BCEro npouecca MpPou3BOACTBA JIEKAPCTBEHHbIX
CpeacTB UMW ero onpeaeneHHon cTaguu;

(n. 31.1 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

32) nponsBoanTENb NEKaPCTBEHHbIX CPEACTB - OpraHn3auusi, OCyLLEeCTBISoLWasi NPOM3BOACTBO NEKapPCTBEHHbIX
cpencTse B COOTBETCTBUM C TpeboBaHUsSMU HacTosiLero ®PefepanbHOro 3akoHa;

33) hapmaueBTUYeCKass [OesTENbHOCTb - [AesTeNbHOCTb, BKo4aowas B ceba  ONTOBYyH TOProBIO
nekapCcTBEHHbLIMU CPEACTBAMU, X XpaHEHWE, NeEPEBO3KY U (MNWN) PO3HUYHYIO TOPTrOBO NIEKAPCTBEHHBLIMY NpenapaTamu,
MX OTMYCK, XpPaHEHNe, NePEBO3KY, N3rOTOBIEHNE NEKAPCTBEHHbIX NpenapaTos;

34) opraHu3aums onTOBOM TOProBNM fiekapCTBEHHLIMU CPEACTBAMM - OpraHvM3auusi, OCyLLEeCTBASILWas OMNTOBYHO
TOPrOBIIO NIEKAPCTBEHHbIMM CpeacTBaMu, UX XpaHeHWe, NepeBO3Ky B COOTBETCTBUMM C TpebOBaHMSIMW HaCTOSILLEro
denepanbHOro 3akoHa;

35) anTedHas opraHuMsauus - oOpraHmM3auusl, CTPYKTYpHOe mfogpasfdeneHve MeauMUMHCKOM — OopraHv3aumu,
OCYLLECTBMAILME PO3HUYHYK TOPrOBMIO JIEKAPCTBEHHLIMU Mpenapatamu, XpaHeHue, NMepeBo3Ky, M3rOTOBMEHME W
OTMYCK NeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOTO NMPUMEHEHNs B COOTBETCTBUM C TpeboBaHMAMU HaCTOSALLErO
depnepanbHOro 3akoHa;

(B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTeyHas opraHuv3auus - opraHu3auusi, CTPYKTypHOe noApasgeneHne BeTepuHapHOn
opraHu3aumm, OCyLLECTBAIOLME PO3HUYHYIO TOPTrOBIO feKapCTBEHHLIMU MpenapaTamu, XpaHeHwe, WU3roTOBMEHUE W
OTMYCK NlekapCTBEHHbIX NPenapaToB Ansi BETEPUHAPHOrO NPUMEHEHNSI B COOTBETCTBUN C TpebOBaHMSAMN HaCTOSLLErO
depepanbHOro 3akoHa;

37) danbcudnunpoBaHHOe NEKapCTBEHHOE CPEACTBO - JIeKApCTBEHHOE CpencTBO, COMPOBOXOAEMOE JOXHOMN
MHcpopmaLmen o ero coctaee u (Unn) Npom3BoANTENE;

38) HepnobpokayeCTBEHHOE fEKapCTBEHHOE CPEACTBO - JIEKAapCTBEHHOE CPEeACTBO, He COOTBETCTBYHOLLEE
TpeboBaHNsiM hapMakonernHom CTaTby MO0 B Criy4ae ee oTCyTCTBMS TpeboBaHUAM HOPMATUBHOW JOKYMEHTaLMU UMK
HOPMAaTUBHOIO AOKYMEHTA;

39) KoHTpadaKTHOe nekapCTBEHHOE CPEACTBO - JIEKApCTBEHHOE CpeacTBO, Haxodsuieecs B obopote C
HapyLleHWeM rpaxaaHCKoro 3akoHOA4aTeNbCTBa;

40) poOKNUHMYECKOE WuccnegoBaHMEe IeKapCTBEHHOro cpeactBa - Guonornyeckue, MUKpoOuomnormyeckume,
MMMYHOJOTMYECKMe, TOKCMKOoMormyeckue, dapmakonornyeckme, usnmveckne, XMMmMYeckme u gpyrne muccnenoBaHus
NeKkapCTBEHHOIO CPEACTBa NMyTEM MPUMEHEHMSI HaydHbIX METOLOB OLEHOK B LensiXx MofyYeHust [oKkasaTenbCTB
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BesonacHocTn, kavyecTBa U 3hPEKTMBHOCTM NIEKAPCTBEHHOIO CPEACTBa;

41) KknNUHMYECKOe WccnedoBaHWe JEeKapCTBEHHOro mnpenapaTta - M3ydeHue AMarHOCTMYEeCKUX, reyebHbIX,
npodmnakTuieckmx, apMakosiornyeckmx CBOWCTB FIEKAPCTBEHHOro npenapata B MNpoLecce €ero npUMeHeHus y
yenoBseka, XMBOTHOMO, B TOM 4YMCrie MNPOLIECCOB BCACbIBAHWUA, pacnpedeneHvsi, U3MeHeHUss U BbiBeOEHUs, nyTem
NPUMEHEHMS1 HAyYHbIX METOAOB OLEHOK B LensX MonyyYeHus [okasaTenbCTB 0e3omacHoOCTW, KadyecTBa U
3(hbPEKTUBHOCTI NNEKAPCTBEHHOIO Npenapara, AaHHbIX O HeXenaTernbHbIX PeakumMax opraHu3ma 4erioBeka, XMBOTHOMO
Ha MPUMEHEHUE FeKapCTBEHHOro npenapaTta M 06 adcpekTe ero B3aMMOAEWCTBUS C APYTMMU  JNIEKApPCTBEHHBIMM
npenapatamu 1 (MUNu) NULWEBLIMU NPOAYKTaMu, KOpMamu;

42) MHOrOLEHTPOBOE KITMHUYECKOE MUCCneaoBaHMe NEKapCTBEHHOrO npenapara ansg MeguuMHCKOro NpuMeHeHus -
KNUHUYECKoe WUCCredoBaHMe IeKapCTBEHHOro mnpenapata  Ans  MeguLUMHCKOrO  MPUMEHEHMs,  MpOBOAMMOE
pa3paboTynMKOM feKapCTBEHHOrO Npenapata B ABYX M Oonee MeaMUMHCKMX OpraHusauusix no eguHoMy MnpoTOoKony
KNMMHUYECKOrO UCCMNEeLOBaHMSA NIekapCTBEHHOMO Npenapara;

43) MexagyHapoOHOEe MHOMOLEHTPOBOE KIMHMYECKOE MWCCMedoBaHWE JIEKApCTBEHHOro mnpenapaTta  Ans
MEOULMHCKOTO MNPUMEHEHUS] - KIIMHWYECKOE WCCrefoBaHWe JieKapCTBEHHOro npenapata  And  MeAMUUHCKOro
NPUMEHEHNs, NPOBOAMMOE pa3paboTUMKOM NeKapCTBEHHOMO NpenapaTa B pas3fiMyHbiX CTpaHax No eguMHOMY MPOTOKOMy
KIMHNYECKOro NccneaoBaHUs nekapCcTBEHHOro npenapara;

44) nocTperncTpaumoHHoOe KIUHWYEeCKoe WccrneaoBaHue IekapCTBEHHOro mnpenapata Ang  MeauuMHCKOro
NPUMEHEHMS - KITMHUYECKOE 1CCrefoBaHWe NeKkapCTBEHHOMO npenapara Ans MeguLMHCKOrO NPUMEHEHUS), NPOBOANMOE
npou3BoAMTENEM JEKapCTBEHHOrO  npenapaTa, rpaxgaHckmi  obopoT  KOTOPOro  OCyLLecTBAsieTCA  nocne
rocygapCTBEHHON peructpaumm, B Lensix AoNOoNHUTeNbHoro cbopa gaHHbIX O ero 6e3onacHocTn U 3dEKTUBHOCTH,
pacLMpeHns NokasaHUM K MPUMEHEHUIO JAHHOrO FIEKapCTBEHHOro npenapaTta, a Takke BbISIBIIEHUS HeXenaTerbHbIX
peakumi NauneHToB Ha ero AenCTBuE;

45) nccnepoBaHne GUO3KBUBANEHTHOCTU NIEKAPCTBEHHOro npenapaTta - BWA KIMHUYECKOro WCCrnefoBaHust
neKkapCTBEHHOro MpenapaTa, NpoBedeHMEe KOTOPOro OCYLUECTBMSETCS ANs OonpefenieHusl CKOPOCTU BCacbiBaHUS U
BbIBEAEHUS OOHOMO WIIN  HECKONbKMX OOnafarolimx (apMakoiormdecko akTMBHOCTbIO OEWCTBYIOLLMX BELLECTB,
KOnM4ecTBa NNekapCTBEHHOIo npenaparta, AOCTUraloLLero CUCTEMHOIO KpOBOTOKa, U pe3ynbTaTbl KOTOPOro MO3BOMAOT
caenatb BbiBOg O OWO3KBMBANEHTHOCTM BOCMPOU3BEAEHHOIO JIEKAPCTBEHHOrO npenapata B ONpeaeneHHbIX
nekapcTtBeHHo ¢opMe U [03UPOBKE, COOTBETCTBYHOLIMX OpME W  O03UPOBKE pPedepeHTHOro JeKapCTBEHHOMo
npenapaTa;

(n. 45 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

46) nccnefoBaHWe TepaneBTUYECKOW 3KBUBANEHTHOCTU JIEKAPCTBEHHbIX MNPenapaTtoB - BUA  KITMHUYECKOTO
nccrnefoBaHus nekapCTBEHHbIX MpenapaToB, NpPOBedeHMEe KOTOPOro OCYLLECTBISETCS ANS BbISABIIEHWS OOUHAKOBbIX
CBOWCTB JIEKAPCTBEHHbIX MpenapaTtoB OMNpedeNneHHOW neKkapCcTBEHHOM OpMbl, a Takke HanuMyuusa OAMHaKOBbIX
nokasartenen 6e3onacHocTN N 3PHEKTUBHOCTU NEKAPCTBEHHbIX NpenapaToB, OANHAKOBbIX KITMHUYECKUX ahdekToB npu
NX NPUMEHEHWNM;

47) NpOTOKON KIMMHUYECKOro UCCrefoBaHUS NeKapCTBEHHOTO Npenapara - OKYMEHT, B KOTOPOM onpeaenstoTcs
uenun, opmbl OpraHu3aumMnm M MeToOOoJSIOrMA MPOBEAEHUSA KITMHWYECKOTO WCCNEeAOoBaHWs, CTaTUCTUYEeCKne MeToabl
00paboTkn pe3ynbTaToOB TaKoro uccnegoBaHuss U Mepbl No obecneveHuto 6e30MacHOCTM  PUINYECKMX  JUL,
Y4aCTBYHOLLMX B KNMMHUYECKOM MUCCNeSOBaHMM NIEKApCTBEHHOrO npenaparTa;

48) Opowtopa wuccnegosatens - CBOOHOE WU3MNOXEHWE pe3ynbTaToB  AOKMIMHUMYECKOro  MccnegoBaHus
NeKkapcTBEHHOr0 CpeacTBa M KIMHUYECKOro UCCNeaoBaHMs  JieKapCTBEHHOro npenapata  Ang  MeguuMHCKOro
NPUMEHEHNS;

49) NHOPMALMOHHbIN NNCTOK NaUVeHTa - AOKYMEHT, B KOTOPOM COAepXaTcsi B AOCTYMHOW ¢hopMe CBeOeHus,
KacalLmecsi NpoBOAMMOrO KIMHMYECKOTO MCCNEeAOBaHWS JIEKAapCTBEHHOro npenapata, M B MNWCbMEHHOM dopMe
[o6poBOMbHOE cornacMe naumMeHTa Ha ydacTue B KITMHUYECKOM WCCegoBaHWMM NeKapCTBEHHOro npernapaTta nocne
O3HAKOMINEHNSA C OCOBEHHOCTAMU KIIMHUYECKOrO WUCCMeAoBaHUs, WUMEHLMMU 3HAYeHUe [ONs BbIpaXeHUst Takoro
cornacus;

50) noboyHoe oencTBmre - peakuusa opraHMama, BO3HMKLLAS B CBA3M C NMPMMEHEHWEM JEKapCTBEHHOrO npenapara
B 103aX, PEKOMEHAYEMbIX B MHCTPYKLMM MO €ro NPMMEHEHMIO, AN NPOUIaKTUKK, AMAarHOCTUKK, NleYeHns 3abonesaHuns
unun ans peabvnvraumu;

50.1) HexenaTenbHas peakuus - HenpegHaMmepeHHas HebnaronpusaTHas peakuusi opraHmsma, Kotopasi MOXeT
ObITb CBA3aHa C NPMMEHEHMEM fIeKapCTBEHHOrO npenapara;

(n. 50.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexXenaTenbHas peakuusi - HexernaTenbHasi peakuus opraHuama, CBs3aHHas C NMPUMEHEHUEM
rnekapCTBEHHOrO npenaparta, npvBedwas K CMepTW, BPOXOEHHbIM aHOManuaM WM Mopokam pasBuTus nunbo
npegctaenswolwas cobon yrposdy XusHu, Tpebywowas rocnutanuM3aumm unu  npuBefllas K CTOMKOM yTpaTe
TPYAOCNOCOBHOCTU U (M) UHBANMAHOCTY;

52) HenpegBuaeHHas HexenaTenbHasi peakums - HexenaTenbHas peakuusi opraHusma, KoTopasd CBsi3aHa C
npUMeHeHNeM NekapCcTBEHHOro npenapara B Jo3ax, PEKOMEeHAYEeMbIX B MPOTOKOMNe ero KIUHUYECKOro MccrneaoBaHus,
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OpoLutope ncecnegosaTtens, UK ¢ NPUMMEHEHNEM NEKAPCTBEHHOMO NpenapaTta B J03axX, PeKOMEHAYEMbIX B WHCTPYKUUM
Nno ero NPUMEeHeHMo Ans npodUNakTUKU, OUArHOCTUKK, JledeHust 3aboneBaHust UnuM MeauUMHCKOW peabunutaumm
naumeHTa, 1 CyLLHOCTb, TSXKECTb UMM UCXO0L KOTOPOM HEe COOTBETCTBYET MHGOPMAaLMKM O INeKapCTBEHHOM npenapare,
cofepXallemncss B NpOTOKOMNe €ero KIMHUYEeCKOro uccrniegoBaHus, Gpoluope uccrnepoBaTens Unu B MHCTPYKUMM MO
NPUMEHEHNIO NEKapCTBEHHOrO npenapara;

(n. 52 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

52.1) papmakoHag3op - BUA AeATENBHOCTM MO MOHUTOPUHIY 3(dEKTUBHOCTU N 6E30MacHOCTU JIEKapCTBEHHbIX
npenapaToB, HanpaBJieHHbIN Ha BbISIBIIEHME, OLEHKY U NMpefoTBpaLleHNne HexXenaTtesbHbIX MOCneaCcTBUN MPUMEHEHMS
NeKapCcTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-d3)

52.2) nnaH ynpaeneHus pyckamu - nogpobHoe onncaHve MeponpusiTuin No papMakoHaa3opy, HanpaBreHHbIX Ha
BbISIBIIEHWNE, OLEHKY M NPeAoTBpaLleHMe Unn MMHUMU3AUMI PUCKOB, CBA3AHHbIX C JIEKAapCTBEHHbIMW MNpenapartamu,
BKITHOYAs OLIEHKY 3(pEKTUBHOCTU AaHHbIX MEPONPUATUN;

(n. 52.2 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

53) peuenT Ha nekapCTBEHHLIN npenapaT - MUCbMEHHOE Ha3HA4YeHWe JeKapCTBEHHOro npenaparta Mo
YCTaHOBMEHHON hopMe, BblAaHHOE MEAULIMHCKUM UM BETEPUHAPHBIM PabOTHUKOM, MMEIOLLMM Ha 9TO NpaBo, B LEenax
OTNycKa NekapCTBEHHOro npenapara Unm ero M3roToBMeHns 1 OTMyCKa;

54) TpeboBaHMe MeQULMHCKOW OpraHM3auny, BETEPUHAPHOW OpraHM3aunm - AOKYMEHT YCTaHOBMEHHOW (OOpMbl,
KOTOpPLIA BbINMUCAH MEAWUMHCKMM WIN BeTepUHApHbIM pPabOTHUKOM, WMENLMM Ha 3TO NpaBo, U COOEPXUT B
NMACbMEHHOM ()OpMe yKasaHWe anTeyHoW opraHu3auum o6 OTnycke IeKapCTBEHHOro mnpenapara WM O  €ero
N3roToBreHUn n o6 otnycke ana obecnedeHus neyebHOro npouecca B MEOULMHCKOW OpraHu3auun, BeTEpUHapHOM
opraHusauuu;

55) komnnekcHaa oOLeHKa nekapCTBEHHOro npenapata - OLEeHKa 3aperMcTpupoBaHHOIO feKapCTBEHHOro
npenapaTa, BKMvawwasi B cebs aHanuid wunHdopMauMM O CPaBHUTENbHOM KMUHUYECKON 3GdEKTUBHOCTN U
©e3onacHOCTM NeKapCTBEHHOrO MpenapaTta, OLEHKY 9KOHOMWYECKMX TOCMEeACTBUA €ro MNPUMEHEHUs, U3y4YeHue
OOMNONHUTENBHbBIX NOCNEACTBUIA NPUMEHEHUS NEKAPCTBEHHOIO Npenapara B Lensax NPUHSATUS PELUEHUN O BO3MOXHOCTU
BKMIOYEHNS NEKapCTBEHHOrO npenapata B MepeyYeHb >XM3HEHHO HEOOXOOAMMbBbIX W BaXKHEWLUX JeKapCTBEHHbIX
npenapaToB, HOPMaTMBHbIE NPABOBbLIE aKTbl U MHblE AOKYMEHTbI, OonpedensiolimMe nopsaok okaszaHus MeLULMHCKON
MOMOLLN, UMW UCKIIOYEHUSA €ro U3 yKasaHHbIX NepeyHsl, akTOB U JOKYMEHTOB.

(n. 55 BBegeH ®epepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

nagsa 2. NOJTHOMO4YUA ®EOEPAJIIbHbLIX OPTAHOB VICI'IOJ'IHVITEHI:»I-JOVI 5
BITACTW, OPFAHOB UCMOJIHUTENBbHOW BITACTU CYBBEKTOB POCCUNCKOU
®EONEPALUU NPU OBPALLEHNN NIEKAPCTBEHHbLIX CPEACTB

CtaTtba 5. lNonHoMoums cbep,epaanblx opraHoB NCMNONHUTENBbHON BNacTn npu o6pau.|,eHV|v| JIEKapCTBEHHbIX
cpencrte

K nonHomounsim hbepepanbHbIX OpraHOB WCMONTHUTENbHOM BriacTM Npu obpalleHuM NeKapCTBEHHbIX CPeacTs
OTHOCATCS:

1) npoBegeHne B Poccuiickon Pepepauum eguHOW ToCyLapCTBEHHOW MOMUTMKM B obnactu obecneveHus
nekapcTBEHHbIMUW NpenapaTtamu rpaxkaaH B Poccuickon ®eagepauuu;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepxaeHue oOWux dapmakonenHblx cTaTten, dapmakonenHblX CcTaTen, W3gaHue rocydapCTBEHHOW

dhapmakoneu, co3gaHue u BeaeHve peectpa hapmMakonenHblx CTaH4apTHLIX 00pasuoB;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocyLlecTBNeHNe rocyAapcTBEHHOrO KOHTpons (Hag3opa) B cdepe obpalleHnsi NeKapCTBEHHbIX CPEACTB;
(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

4) nuUeH3aMpoBaHME MNPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB U (hbapmaueBTUYECKOW [AesTeNbHOCTN B
COOTBETCTBUM C 3aKoHOAaTeNnbCTBOM Poccunckon ®egepaunm;

5) opraHusauusa 3KCnepTu3bl NEKAPCTBEHHbIX CPEACTB, STUYECKOW 3KCMEepTM3bl BO3MOXHOCTU MpPOBEAEHUs
KIMHNYECKOro MccrneaoBaHus NekapCTBEHHOro npenapara ans MeguuMHCKOro NpUMEHEHMUS, 3KCNepTU3bl AOKYMEHTOB,
npeacTaBneHHbIX ANs onpeaeneHus BO3MOXHOCTM paccMmaTpuBaTb NIEKapCTBEHHLINM npenapar ans MeauumHCKOro
NPYMEHEHMS NPU roCy4apCTBEHHON perncTpaumm B kayectse opchaHHOro NiekapCTBEHHOrO Npenapara;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5.1) opraHusauus NnpoBeaeHNs1 KOMIMITEKCHOW OLEHKM NIEKAPCTBEHHOrO Npenapara B Lensax NPUHATUS peLueHuin o
BO3MOXHOCTWU BKIIHOUYEHMSI JIEKAPCTBEHHOrO rMpenaparta B MNepeYeHb >KU3HEHHO HEeobXOAMMbIX W BaXKHEMLIUX
nekapcTBEHHbIX NpenapaToB, HOPMaTUBHbLIE NPABOBbLIE aKTbl U MHblE OOKYMEHTbI, Onpefenstolmne nopsigoKk okasaHus
MEeAMLIMHCKON NOMOLLW NN UCKIMIOYEHUS €ro U3 yKa3aHHbIX NepeYvHsl, akTOB U JOKYMEHTOB;

(n. 5.1 BBegeH deneparnbHbIM 3akoHOM OT 22.12.2014 N 429-03)
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6) Bbigaya paspelleHuin Ha NpoBedeHME KIMHUYECKUX WCCIeJOBaHUA NeKapCTBEHHbIX MpenapaToB, BeAeHue
peecTpa BblAaHHbIX pa3peLLeHnii Ha NPOBEeAEHNE KITMHUYECKMX NCCNEeA0BaHUN NEKapPCTBEHHbIX NPenapaTos.;

7) rocygapcCTBEHHas perucrpauusi  fekapCTBEHHbIX MpenapaTtoB, BeAEeHWe T[OCyJapCTBEHHOro peecTpa
neKkapcTBEHHbIX CPeACTB;

8) opraHuzaumus u (MnM) NpoBELEHUE MHCMNEKTUPOBAHMS CyObLEKTOB ODOpalleHWsi NeKapCTBEHHbIX CPEACTB Ha
COOTBETCTBME MNpaBunaMm Hagnexailen rnabopaTopHOM NPakTWKX, NpaBuiaM Hagnexallen KIMHUYECKOW MPaKTUKK,
npaBunaMm Hagnexaiwlen MpakTUKA XpaHEeHUs M MepeBO3KWM NEKAapCTBEHHbIX MpenapaToB, MNpaBuiiam Hagnexallen
ONCTPUBBLIOTOPCKON NPAKTUKK, MpaBuUnam Hagexallen anTedHon NpaKTuKuy;

(n. 8 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

8.1) opraHusaums u (unu) npoBegeHne WHCNEKTUPOBaHUA CybObekToB obpalleHus NekapCTBEHHbIX CpeacTB Ha
cooTBeTCTBME TpeboBaHMAM NpaBuIl Hagexallen NpoM3BOLACTBEHHON NPaKTUKK, Bblgava 3aKoyYeHUn 0 COOTBETCTBUN
NpoM3BOAMTENS NTEKAPCTBEHHbIX CPEACTB TPeOOBaHUSAM NpaBuUI Haanexallen NPoOM3BOACTBEHHON MPAKTUKY;

(n. 8.1 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8.2) ycTtaHoBneHue nopsigka BEOEeHWs U BedeHWe rocygapCTBEHHOro peecTpa 3aKMiyeHMn O COOTBETCTBMM
Npon3BOaMTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHUAM NpaBmn Hagnexalen NponsBoLCTBEHHOW NMPaKTUKWY;

(n. 8.2 BBegeH depepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

9) rocyoapCTBeHHasa perucrTpaumsi yCTaHOBMEHHbIX NPOU3BOAUTENSMU NEKapCTBEHHbIX NpenapaToB npeaenbHbIX
OTMYCKHbIX LLEH HA XXW3HEHHO HEOOXOAUMbIE U BaXXHEWLLNE NEKapCTBEHHbIE NpenapaTbl U BedeHWe rocyaapCTBEHHOIO
peecTtpa npefenbHbIX OTMYCKHbIX LEH MPOVM3BOAMTENEWN Ha feKkapCTBEHHble NMpenaparbl, BKIOYEHHblIE B MNepeYeHb
XM3HEHHO HEOOXOOUMBIX N BaXKHEMNLLMX NTIEKapPCTBEHHbIX NpenapaTos;

9.1) cornacoBaHue NPOEKTOB PELLEHNN OPraHOB UCMONHUTENBHON BNacTn cybbekToB Poccuinckon depepaumm o6
YCTaAHOBMEHUMN 1 (MNN) UBMEHEHUUN NPEeENbHbIX PA3MEPOB OMTOBLIX HaabaBOK U MpeAenbHbIX PasMepoB PO3HUYHBLIX
HanbaBok K (haKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBSEHHbIM MPOM3BOAMTENSIMU JTEKAapCTBEHHbIX NPenapaToB, Ha
nekapCTBeHHbIE Npenaparbl, BKMOYEHHblE B MEPeYeHb XM3HEHHO HEOOXOOUMBIX W BaXKHEWLIMX EeKaPCTBEHHbIX
npenapaTos;

(n. 9.1 BBegeH PepepanbHbiM 3akoHOM OT 13.07.2015 N 241-03)

10) ycTaHOBNEeHWe nopsaka BBO3a JeKapCTBEHHbIX cpeacTB B Poccuickyio Pepepaunio M BbiBO3a
nekapcTBeHHbIX cpeacTts n3 Poccunckon degepaunu;

(n. 10 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

10.1) Bblga4va, ycTaHOBIEHNE NopsiAka Bbiaayun 1 opMbl JOKYMEHTA, KOTOPLIN NOATBEPXKAAET, YTO NPOM3BOACTBO
rniekapCTBEHHOro NpenapaTta OCyLLEeCTBMEHO B COOTBETCTBMU C TPeOOBaHUAMM MpaBuIl Haanexallen npon3BoaCTBEHHON
NpaKkTVkK, U NOANEXWUT NPeAcTaBneHutio No TpeboBaHMIO YMOSIHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYH BBO3UTCS
nekapcTBeHHbIN npenapar;

(n. 10.1 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-d3)

10.2) Bblgaya, ycTaHOBMeHWe Mopsiaka BbiaauM W (bopMbl OOKYMEHTa, CoAepXKallero cBefeHuss o cragusax
TEXHOJOIMYECKOro npolecca Mnpou3BOACTBA JIEKAPCTBEHHOrO CPeAcTBa  ANst  MEAULUMHCKOrO  MPUMEHEHUS,
OCyLLEeCTBNsiEMbIX Ha TeppuTopmmn EBpasniickoro 3kKOHOMMYECKOro CO33a;

(n. 10.2 BBepeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. PepepanbHoro 3akoHa oT 13.07.2015 N
241-03)

11) cosgaHue coBeTOB NO BONPOCcaM, CBA3aHHbIM C 0bpalleHneM nekapCTBEHHbIX CPEACTB;

12) aTTectaums n ceptTudukaums cneLmanmcTos;

13) ytpatun cuny c 1 ceHtabpsi 2013 roga. - PegepanbHbivi 3akoH ot 02.07.2013 N 185-03;

14) ocywiectBneHne hapmakoHagsopa;

(n. 14 B pea. PepepanbHoro 3akoHa o1 22.12.2014 N 429-03)

15) yyactne B MexgyHapogHOM COTPYAHNYECTBE;

16) nonyyeHne No 3anpocam YMNofIHOMOYEHHOro heaepanbHOro OpraHa WMCMOMIHUTENBHOW BNAacTU OT OpraHoB
ncnonHuTeNbHOM Bnactn cyobektoB Poccuiickon degepaumn, a Takke OT CyObLEKTOB oDOpalleHusi NekapCTBEHHbLIX
cpencTts Anst MEOUUMHCKOTO MNPUMEHEHNUs MHAOPMauMu MO BOMPOCaM YCTAHOBIEHWST W MPUMEHEHUS LUEH Ha
nekapCTBeHHbIe Npenapartbl 1 HaA0aBOK K HUM;

17) npymeHeHe Mep OTBETCTBEHHOCTM 3a HapyLLeHMe 3akoHogaTenbcTBa Poccunckon ®epepaunu;

18) yTBEpPXAEHME NpaBWi Hagnexallen nadbopaTopHOM NPaKTUKK, NPaBUIT Hagnexallen KINMHUYECKOM NPaKTUKu,
npaBun Hagnexawen npoM3BOACTBEHHOMW NPAKTMKK, MpaBUN Hagnexalwleh nNpakTUKU XpaHeHWss U MNepeBO3Ku
nekapCTBEHHbLIX MpenapaToB, MpaBun Haanexawen AMCTPUOLIOTOPCKON NPaKTUKW, MpaBui Hagfexalwen anTeyHou
NpakTVKK, NpaBuUN Haanexalwlenh npakTuku dapmakoHaa3opa JeKkapCTBEHHbIX MpenapaToB AN MeOULMHCKOro
NPYMEHEHNS;

(n. 18 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

19) ycraHoBneHue nopsgka OPMUPOBAHUSA PErNCTPALMOHHONO [OCbe Ha JleKapCTBEHHbIM npenapaTr U
TpeboBaHW K JOKYMEHTaM B €ro COCTaBe;

(n. 19 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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20) yTBepXAeHMe MpaBuil pauMoHaNbHOTO BbldOpa HAMMEHOBAHMW NEKAPCTBEHHbIX MpenapaToB  Anis

MEOULMHCKOTO MPUMEHEHUS;
(n. 20 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEPXKAEHME NEPEYHS HAMMEHOBAHUN NEKapPCTBEHHbIX hOpM;
(n. 21 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22) dopmupoBaHMe peecTpa TUMOBbIX WMHCTPYKUUA MO MEOULMHCKOMY MNPUMMEHEHMIO B3aMMO3aMeHSEMbIX
neKkapCTBEHHbIX NpenapaTos.;

(n. 22 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

23) yTBepxaeHue TpeboBaHUM K MHCTPYKLMU MO MEAULMHCKOMY MPUMEHEHNIO NEeKapCTBEHHbIX MpenapaTtoB U K
WHCTPYKLUUKN MO BETEPUHAPHOMY NPUMEHEHMIO NTEKapCTBEHHbIX NPENapaTos;

(n. 23 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

24) pocynebHoe 3aKpbiTVe CaWTOB, COAEpXalMX WHPOPMALMIO O PO3HWMYHOW Mpodaxe OUCTAHLMOHHBLIM
cnocobom, npeasnioxeHme o NpuobpeTeHnn QUCTaHUMOHHBIM CNocoboMm, AOCTaBke AUCTAHLMOHHLIM CNocobom u (Mnu)
nepegade uanyeckomy nuuy AWCTAHUMOHHBIM  CMOCODOOM  feKapCTBEHHbIX  MpenapaTtoB,  HapPKOTUYECKUX
NeKapCTBEHHbIX MpenapaToB U NCUXOTPOMHbLIX FIEKAPCTBEHHbLIX NPenapaToB, 3a NCKMIOYEHNEM Cry4aeB, yCTaHOBMNEHHbIX
MpasuTensctBoM Poccuiickon depepaumu.

(n. 24 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlnoC: npumeyaHue.

MonoxeHust ctaTb 5.1 pacnpocTpaHAKTCA Ha NONHOMOYMS doedeparnbHbIX OpPraHoOB WCMOMHUTENbHOW BIacTw,
KOTOpble He nepefaHbl AN OCyLLeCTBNEHNA OpraHam rocyaapCcTBeHHoN BnacTn cybwektoB Poccuiickon depepaumm u
opraHam MeCTHOro caMoyrnpaBfieHNs COOTBETCTBYHOLUMMU dpeaepanbHbIMU 3aKOHaMMU.

Cratba 5.1. lNepegada ocywecTBNeHNs NOMHOMOYMM edeparnbHbIX OpraHoB MCMOMHUTENBHOW BRactu npu
obpalleHnn nekapcTBEHHbIX CPeACTB OpraHam UCMONTHMTENbHOM BriacTu cybbekToB Poccunckon denepavinm
(BBegeHa denepanbHbiM 3akoHOM OT 13.07.2015 N 233-03)

MonHomouuns denepanbHbiX OpPraHOB WCMONHUTENbHOW BAAcTM npu oOpalleHnn nekapCTBEHHbIX CpeacTs,
npegycMoTpeHHble HacTodAwmum PegeparnbHbIM - 3aKOHOM, MOMyT MepedaBaTbCA ANA  OCYLLECTBMEHUA OpraHam
ucnonHuTenbHom Bnactu cybbektoB Poccunckon ®Pepepauum noctaHoBneHuamn [MpaButensctBa Poccuickon
depepaumm B nopsgke, ycraHoBrneHHoM PegepanbHbIM 3akOHOM OT 6 okTabpa 1999 roga N 184-03 "O6 obwmx
NpUHLUMNax opraHusaumm 3akoHoAaTernbHbIX (MpeacTaBUTENbHbIX) W UCMOMHUTENbHBLIX OPraHoB rOCygapCTBEHHOM
Bnactu cybbektoB Poccuiickon Pegepaummn”.

CrtaTtbs 6. [NonHOMOUMS opraHOB UCMONHUTENBHOM Bnactu cybbekta Poccuiickon depgepaumm npu obpalleHumn
J1eKapCTBEHHbIX CpeacTB

K nonHomouusim opraHoB McnonHuWTenbHoW Briactu cybwvekta Poccuiickon Pegepaumm npu  obpalieHum
nekapCTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka M peanu3aunsi pervoHanbHbiX MNporpamm obecnevyeHnss HaceneHusi feKkapCTBEHHbIMU
npenapaTtamu;

2) ycTaHOBNeHWe npeaernbHbIX pa3MepoB ONTOBbIX HaAOaBOK U NpeAeribHbIX pa3MepoB PO3HWYHbLIX HagbaBOK K
HaKTUYECKNM OTMYCKHbIM LIeHaM, YCTaHOBIIEHHbIM NPOU3BOAUTENAMW NEeKapCTBEHHbIX NPenapaToB, Ha NeKapCTBEHHbIe
npenapartbl, BKIOYEHHbIE B NepeYeHb XXN3HEHHO HEOOXOOUMBIX N BaXXHEWLLUMX JIEKApPCTBEHHbIX NPenaparos;

3) ocyllecTBrneHne pernoHanbHOro rocyfapCTBEHHOrO KOHTPOMS 3a MPUMMEHEHWEM LEH Ha FeKapCTBEHHble
npenapaTbl, BKIMYEHHbIE B MNEpPEYEHb XMU3HEHHO HEODXOOUMbBIX W BaXXHEMWUX JIEKAapCTBEHHbIX MNpenaparos,
opraHu3auMsmMu  ONTOBOW TOProBMAW, anTeYHbIMW  OpraHusauusaMn, WHAMBUOYanbHbIMW  NPEeAnpUHMMAaTENSMU,
UMeLWLMMUN NNLLEH3UI0 Ha hapMaLeBTUYECKYHO OeSTENbHOCTb.

(B pea. PegepanbHoro 3akoHa oT 25.06.2012 N 93-$3)

Mnaea 3. FOCYOAPCTBEHHAA ®APMAKONMEA
Cratbsa 7. PaspaboTka 1 usgaHue rocygapCTBeHHON hbapmakoneun, pasmeLleHne aHHbIX O HEeN

1. lNoga rocyaapcTBeHHOM bapmakoneer NoHMMaeTcs cBog, 06LLMX (papMakonenHbiX cTtaTen M dpapMakonenHbiX
crarten.

2. PaspaboTka obuwmx bapMakonenHbix ctaten n dapMakonerHbiX cTaTel, B TOM YMcne papMakonenHblx ctaTemn
Ha papmakonenHble CTaHAapTHble 06pasLbl, U BKIIOYEHNE NX B TOCYAAPCTBEHHYHO (hapMaKoMek OCYLLECTBSTCS B
nopsiake, yCTaHOBIEHHOM YNOSTHOMOYEHHbIM dheepanbHbIM OPraHoOM UCNONTHUTENBHON BNACTHU.
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

(B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

3. PaspaboTtka dhapmakonenHom ctaTtbu Ha pedepeHTHbIN NEKAPCTBEHHbIA Mpenapat M BKAOYEHWE ee B
rocyaapCTBEHHYK (hapMakoner B TeYeHMe cpoka OEWCTBUS 3alUMTbl MCKITHUUTENBHOIO MnpaBa, YAOCTOBEPEHHOro
naTeHToOM Ha ped)epeHTHbIN NekapCTBEHHbIM Npenapar, OCYLLECTBASITCA C cornacua ero paspabortuuka.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. ocypnapctBeHHas dapmakones wusgaeTca YrNonHOMOYEHHbIM deaepanbHbIM - OpraHoM  UCNONHUTENBHON
BMacTu 3a cYeT cpeacTB dpedepanbHOro 6oaKeTa n NOANEXUT NePEN3faHNsIM He peXe YeM OAMH pa3 B NSATb NeT, B
nepvog Mexay KOTOpbIMW M3OaloTCs MPUIIOXKEHMS K TFOCydapCTBEHHOW dapMakornee, cogepxawue obwme
dhapmakonerHble ctatbl U (Mnu) apmakonenHble CcTaTbW, YTBEPXOEHHbIE MNOCRe W3gaHus wnn nepeunsgaHns
rocygapcTBeHHON papmakonen.

5. YnonHoMoueHHbI oefeparnbHblil opraH MCMOMHUTENbHOW BracTv pasMellaeT AaHHble O rocygapCTBEHHOM
dapmakornee 1 NPUNOXeHNsIX K Hel Ha cBoeM ouumanbHOM carTe B ceT "MIHTepHeT" B yCTAaHOBNEHHOM UM MOpsiaKe.

Mnaea 4. TOCYOAPCTBEHHbIA KOHTPOIb NMPU OBPALLEHUU
JNNIEKAPCTBEHHbIX CPEACTB

CraTtbs 8. JluueHanpoBaHve Npom3BOACTBA fIEKapCTBEHHbIX CPEeACTB U hapMaLLeBTUYECKON AeATENbHOCTH

1. JlMueHsMpoBaHWe NPOU3BOACTBA IEKAPCTBEHHBLIX CPeACTB U dapmMaueBTUYecKon  AesiTENbHOCTU
OCYLLIECTBNSIETCA B COOTBETCTBUM C 3aKoHoAaTeNsCcTBOM Poccuiickoin denepaumm.

2. Obsi3aTenbHbIM YCrOBUMEM NPEAOCTABINEHUS NIULIEH3UM HA MPOU3BOACTBO JEKAPCTBEHHLIX CPEACTB SABMSiETCS
NPUNOXEHNE K 3asiBNEHNIO COUCKATENS NMULEH3NM NEPEYHS NNEKAPCTBEHHBLIX (PopM M (MnNn) BUAOB apMaueBTUHECKNX
CyGCTaHLMI, KOTOpbIE NMPOU3BOAMTENb NTEKAPCTBEHHBIX CPEACTB HAMEPEH NMPOU3BOAMNTD.

3. B cnyyae Heob6xoQMMOCTM paclUMpeHnsi MpPOM3BOACTBA JIEKAPCTBEHHLIX CPEACTB 3@ CYET  HOBbIX
nekapcTBeHHbIX hopM M BUAOB hapmaLeBTUYeckux CcybcTaHuMin NpousBOAUTENb NEKapCTBEHHbIX CPEACTB [OIMKEH
MonyYnTb HOBYIO NIMLIEH3NIO HA NMPOU3BOACTBO NEKAPCTBEHHbLIX CPEACTB.

Cratbs 9. [ocygapCTBEHHLIN KOHTPOIb (Hag3op) B cdepe obpalleHns NekapCTBEHHbIX CpeacTB
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

1. FocyoapcTBEHHbIN KOHTPOIb (Haa30p) B cchepe obpalleHunst nekapCTBEHHbLIX CPeACTB BKIOYaEeT B cebs:

1) NMLEH3NOHHbBIN KOHTPOMb B cdhepe NpoM3BOACTBA NEeKapCTBEHHbLIX CPeACcTB M B cdepe dapmaueBTUYECKOn
OesTenbHoCTy;

2) bepeparnbHbI rOCyaapCTBEHHbIN HAa30p B chepe obpalleHnst ekapCTBEHHbIX CPEACTB;

3) BbIBOPOYHbI KOHTPOSb KA4YEeCTBa fIeKapCTBEHHbLIX CPEACTB.

(n. 3 BBeaeH ®egeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

2. JIMLLEH3NOHHbBIN KOHTPOMb B chepe NPpOM3BOACTBA NEKapCTBEHHbIX CPeacTB M B cdepe dapmaueBTUYECKOn
OEesATeNbHOCTU OCYLLIECTBNSAETCA YMNOMHOMOYEHHBIMM (hefepanbHbiM OpraHoM MCMOSNHUTENBHOM BracTu M opraHamu
MCNonHMTENBHOW BriacTn cybbekToB Poccuickon ®efepanmm cornacHo X KOMMETEHUMM B Mopsigke, YCTaHOBIIEHHOM
depepanbHbIM 3akoHOM OT 26 aekabps 2008 roga N 294-93 "O 3awuTe NpaB OPUOUYECKUX NUL, U UHOUBUAYANbHbLIX
npegnpvHMMarenei Npu ocyLeCcTBIIEHUN TOCYAapCTBEHHOrO KOHTpONsA (Hagl3opa) M MyHUUMMNANbHOrO KOHTpons", ¢
y4yeToM 0COBEHHOCTEN OpraHM3aumm 1 NpoBeaeHns NpoBepoK, yCTaHOBMNEeHHbIX PeaepanbHbIM 3akoHOM OT 4 mas 2011
roga N 99-03 "O nuueH3nMpoBaHUM OTAENbHbIX BUAOB AeATEeNbHOCTM".

3. ®egepanbHbIi TOCYLApPCTBEHHBIN Haf3op B cdepe obpalleHusi NekapCTBEHHbIX CPEACTB OCYLLECTBMSETCS
YNOSTHOMOYEHHbIMU hefepanbHbIMKU OpraHaMu UCMONHUTENBHOW B1acTu (4arnee - opraHbl FocyAapCTBEHHOIO Hag3opa)
COrnacHo MX KOMMeTEeHUUN B nopsigke, ycTaHoBrneHHoM [NpaBuTtensctBom Poccuiickon ®epepauuu.

4. depepanbHbI rOCYy[apCTBEHHBIN Haa30p B cdepe obpalleHns NekapCTBEHHbIX CPeACTB BKOYaeT B cebs:

1) opraHmsauuio M npoBeaeHVMe NPOBEPOK cobnoaeHus cybbekTamm obpalleHns NeKkapCTBEHHbIX CPEeAcTB
YCTaHOBMEHHbIX HacTosAWMM PeaepanbHbiM 3aKOHOM U MPUHATBIMA B COOTBETCTBUM C HUM WHBIMW HOPMAaTMBHBIMMU
npaBoBbIMK akTamu Poccuiickon Pegepaumm TpedboBaHMIN K AOKITMHUYECKUM UCCNEL0BaHUSAM NIEKAPCTBEHHBIX CPEeacTB.,
KNMMHUYECKUM UCCNEeNOBaHUSAM JIEKapCTBEHHbBIX MpenapaToB, XpaHeHUo, NepeBo3ke, BBO3y B Poccuiickyio deaepauumio,
OTMYCKy, peanu3aumy JeKapCTBEHHbIX CPeACTB, MPUMEHEHMIO FEeKapCTBEHHbIX MpenapaTtoB,  YHUYTOXEHMWIO
NeKapCTBEHHbIX CPeACTB, a Takke COONIOOEHUSA YNONTHOMOYEHHBIMU OpraHamMm WCMOMIHUTENBHOM BNactu CyObekToB
Poccuiickon ®epgepauum MeTOAMKM YCTAHOBMEHUSA MpefdernbHbiX pa3MepoB ONTOBbIX HaabaBOK W npefenbHbIX
pasMepoB PO3HUYHbIX HaabaBoOK K (QaKTUY4ECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM  MPOU3BOAUTENSAMMU
nekapCTBEHHbIX MPeNapaToB, Ha JEeKapCTBEHHbIE Mpenaparbl, BKIOYEHHbLIE B NEpPEYeHb XXU3HEHHO HEeobXoaMMbIX U
BaXXKHEWLLNX NIEKAapCTBEHHbIX NpenapaTtoB (ganee - obs3arenbHble TpeboBaHus);

2) opraHusauuio 1 NpoBeaeHre NPOBEPOK COOTBETCTBUSA NEKAPCTBEHHbIX CPEeACTB, HAXOOALWMXCS B TPaXK4aHCKOM
obopoTe, yCTaHOBMNEHHLIM TPEOOBAHMAM K UX KAYECTBY;

3) opraHusauuto 1 npoeefeHne bapMakoHaa3opa;
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(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

4) NnpuMeHeHWe B NopsifKke, yCTaHOBNEHHOM 3aKkoHogaTenscTBOM Poccuiickon degepaumm, mep Mo MNpeceveHuto
BbISIBITEHHbIX HApyLLeHW oba3aTenbHbix TpeboBaHun 1 (MNnN) yCTPaHEHUO MOCNEACTBMA TakuMx HapyLleHUn, B TOM
yucne NPUHATUE PELLEeHNs O HaxOXOEHWM TeKapCTBEHHbIX cpeacTB B obpaleHuu, Bbigady npegnucaHun o6
YCTpaHeHUM BbISBIEHHbIX HapyleHun oba3aTenbHbiX TpeboBaHWA W NpuBRAedYeHne K OTBETCTBEHHOCTW nuu,
COBEPLUMBLUMX TaKMe HapyLUeHus.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. ®egepanbHbIvi rocyaapCTBEHHbIM HAA30p B cchepe oOpalleHnss NeKapCTBEHHbIX CPEACTB OCYLLECTBMSETCS B
nopsigke, yctaHoeneHHom degepanbHbiM 3akoHOM OT 26 gekabps 2008 roga N 294-93 "O 3awuTe npaB lopUanNYeCcKkmx
iy 1M vHAMBWMAYyanbHbIX NpeanpuHMMaTtenen npu  OCyLWecTBNeHMU TOoCyAapCTBEHHOIO KOHTponsd (Hagsopa) wu
MYHULMMNANbLHOrO KOHTpOns", ¢ y4eTOM OCOBGEHHOCTEN, YCTaHOBMEHHbIX HacToswen cTtaTeen. [lpegBaputensHoe
cornacoBaHue C opraHamy npoKypaTypbl CPOKOB MNPOBEAEHWS BHEMMaHOBOW MpoBepkn CcyObekToB obpallueHus
nekapCTBEHHbLIX CPeACTB, a TakKe MnNpedBapuTENbHOE YBEOOMJSIEHVME OPUOUYECKUX UL, WHAMBUAYaSbHbIX
npegnpuHMMaTenent o Hadane MNpoBeAEeHUs 3TOM MpoBepku He TpebyeTcsd. OpraHbl MPoOKypaTypbl M3BeLawTcsa O
NpOBEAEHUN BHEMMAHOBOW MPOBEPKM CyObEKTOB 0bOpalleHus NekapCTBEHHbIX CpPeacTB MOCPEACTBOM HamnpaslieHus
COOTBETCTBYIOLNX OOKYMEHTOB B TeYeHwe Tpex paboymx OHEeW C MOMEHTa OKOHYaHWs MpPOBEAEHUS YyKaszaHHOMW
BHENNaHOBOW NPOBEPKU.

(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. [omKHOCTHbIE NuuUa opraHa rocygapCTBEHHOro Hag3opa B NOpsifke, YCTaHOBMEHHOM 3aKOHOAATENbCTBOM
Poccunckon denepaumm, UMeroT npaeo:

1) nonyyaTe Ha OCHOBaHUN MOTMBMPOBAHHbIX MMCbMEHHbIX 3aMPOCOB OT CyOBHEKTOB OOpaLLeHNsi NeKapCTBEHHbIX
cpencTs, OpraHoB UCMONMHUTENbHOW BNnacTu cybbekToB Poccuiickon ®egepauum n opraHoB MECTHOMO CamoynpasreHus
OOKYMEHTbI M MHdopMaumio no Borpocam obpalleHns nekapCTBeHHbIX CPeacTs;

2) becnpenaTCTBEHHO NO NpeabsBEHNN CNyxebHOro yA0CTOBEPEHNSA 1 KOMUK NMprKasa (pacrnopsbkeHus) opraHa
rocygapCTBEHHOrO Haf3opa O Ha3Ha4YeHuM MpOBEpPKM MoceliaTb UCMOfb3yeMble  HPUAMYECKMMU  NULAMU,
WMHOVMBUAYaNbHLIMU NPEANPUHUMATENAMA, ABMASIOWMMUCS CyObekTamn OOpalleHUs JeKapCTBEHHbIX CpeacTs, Npu
OCYLLECTBMEHUN CBOEW AEATENbHOCTU TEPPUTOPMM, 34aHMS, MOMELLEHUA W COOPYXEHUS B Lensx npoBefeHus
MEpPONPUATUIA NO KOHTPOITIO;

3) npoBoauTb 0T6OP 06pPa3LOB NEKapPCTBEHHbIX CPEeACTB, MpefHasHaYeHHbIX ANS peanusauun n peanusyembix
cybbekTamu 00palleHus nekapcTBEHHbIX CpPeacTB, ANs MNPOBEpPKM WX KayecTBa, MpOBEAEHUs WCCnedoBaHWM,
UcnbiTaHW B COOTBETCTBMU C MpaBuramu otbopa oOpasuoB, YCTAHOBMEHHBIMM YMONIHOMOYEHHbBIM dhedeparbHbIM
OpraHoM UCMOMHMTENBHOW BNacTy;

4) BbligaBaTb cyObektam obpalleHusi NekapCTBEHHbIX CPeACTB MNPEeAnUCaHWs O MPEeKpalleHUn HapyLueHUn
ob6s3aTenbHbIX TpeboBaHWi 1 06 yCTpaHeHU BbiSIBMEHHbIX HapyLLeHN oba3aTenbHbIX TpeboBaHui;

5) HanpaBnsaTb B YMNOMHOMOYEHHble OpraHbl MaTepuanbl, CBSi3aHHble C HapylweHusMu obsasaTenbHbIX
TpeboBaHWi, ANs peLleHNsi BONMPOCOB O BO30Y>AEHUN YrONOBHbIX Aen Mo NpyM3HakaM nNpecTynneHuni.

7. BoIGOPOYHEIN KOHTPOIb KAa4ecTBa NEKaPCTBEHHbIX CPEACTB OCYLLECTBIAETCS YNONHOMOYEHHbIM (oeeparbHbIM
OpraHoM UCMOMHMTENBHOW BNacT B yCTAHOBIEHHOM UM MOPSIAKE U BKIOYaeT B cebs:

1) o6paboTKy cBegeHu, B 06s3aTenlbHOM Nopsiake nNpefocTaBnsiemMbix cybbekTamu obpalleHnst NekapCTBEHHbIX
CPeACTB, O cepusiX, MNapTUsiX JEeKapCTBEHHbIX CPEACTB, MNOCTynawwmx B rpaxpaHckunm obopot B Poccuiickon
depepauuy;

2) oTbop 06pasLoB fekapCTBEHHbIX CPEACTB Yy CyObLEKTOB obpalleHusi NekapCTBEHHbIX CPEeACTB B LensiX
NPOBEAEHUST MUCMBITAHUA Ha WX COOTBETCTBUE TpeboBaHWAM HOPMaTUBHOW LOKYMEHTaLUUU WM HOPMAaTUBHbIX
[OOKYMEHTOB;

3) nNpuHATME NO pes3ynbTaTaM NPOBEAEHHbIX WCMbITAHUA PEeleHns O [AanbHeneM rpaxgaHckom obopoTte
COOTBETCTBYIOLLErO NIeKapCTBEHHOrO CPeacTBa;

4) NpuUHATUE YMONTHOMOYEHHbLIM befeparnbHbiM  OpraHoM UCMOSNIHUTENBHON BracTu pelleHus O nepesofe
NeKapCTBEHHOrO CPeACTBa Ha MOCEPUMHBIN BbIGOPOYHBIA KOHTPOSb KayecTBa eKapCTBEHHbIX CPEACTB B Cryyae
NMOBTOPHOTO BbISIBNIEHUSI HECOOTBETCTBUS KA4eCTBa NEKAPCTBEHHOIO CPeACcTBa YCTaHOBMEHHbIM TpeboBaHMAM n (Mpu
HeoOX0AMMOCTU) O NpoBepke CcyObekTa 0OpaLleHns NekapCTBEHHbIX cpeAcTB. Pacxofgbl, CBA3aHHble C NpoBedeHVeM
NMOCEPUNHOTro BbLIGOPOYHOTO KOHTPOMsS KadecTBa JIEKAapCTBEHHbIX CpPeacTB, OMfayvMBaloTCs  Mpou3BoguTENeM
nekapCTBEHHOro cpeacTsa Nubo gepxaTenem nunu BriagenbLuemM pPerncTpauuoHHOro yAOCTOBEPEHUSA feKapCTBEHHOrO
npenapara.

(vacTb 7 BBegeHa denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

naea 5. PASPABOTKA, AOKITMHUYECKME NCCNEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUYECKWE NCCNEOOBAHUA
JIEKAPCTBEHHbIX NPEMNAPATOB AJ1A BETEPMHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapcTBeHHbIX CPeacTB
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[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

1. PaspaboTka nekapcTBeHHbIX CpeacTB BKNoYaeT B cebsi MOMCK HOBbIX (hapMaKONOrM4eckM akTMBHbIX BeLLEeCTB,
nocrnegyowee nlyyeHne UX neKapCTBEHHbIX CBOWCTB, AOKIMHWYECKME WCCMeAoBaHWs, pa3paboTKy TexHOMorunm
npon3BoAcTBa hapmaueBTUYeckMx cybcTaHumn, pa3paboTky COCTaBOB M TEXHOMOMMA MPOM3BOACTBA NEKapPCTBEHHbIX
npenapaTos.

2. duHaHcoBoe obecrneveHre pa3paboTKy NekapCTBEHHbIX CPEACTB OCYLLECTBMNSETCS 3a CHET:

1) cpeacTB dheaepansHoro GrooxeTa;

2) cpeacTB pa3paboTyMKOB fleKapCTBEHHbIX CPeacTB;

3) cpeacTB NponsBoAUTENel NekapCTBEHHbIX CPEACTB NMPU BbINOMHEHWN Hay4YHO-MccrefoBaTenscknx paboTt no
[0roBopy Mexay pa3paboTymMKoM fekapCTBEHHbIX CPeACcTB M NPOM3BOAMTENEM feKapCTBEHHbIX CPEACTB;

4) nHbIX He 3anpeLleHHbIX 3akoHogaTenbcTBOM Poccuinckon egepaumm NCTOYHMKOB.

3. NpaBa pa3paboTunka nekapCTBEHHOro CPEACTBA OXPAHATCH rPaXXAAHCKUM 3aKOHO4ATENbCTBOM.

Cratbsa 11. [oknnHnyeckoe nccnegoBaHue JIeKapCTBEHHOro cpeactea Aand MeguumMHCKOro npuMmeHeHuna

1. JloknMHMYecKoe nccrnenoBaHmne NEeKapcTBEHHONO CpeacTBa Ansd MeguULUHCKOro NPMMEHEHUS NPOBOAUTCS NyTEM
NnpuUMEeHeHnAa Hay4HbIX MEeTOoOOB OUEeHOK B Uendx nonyyvyeHua [OoKa3aTesibCTB 6e3OI'IaCHOCTI/I, KayectBa MU
3P EeKTMBHOCTM NEKAPCTBEHHOIO CpeCcTBa.

2. [loknMHUYecKoe uccrnefoBaHWe feKkapCTBEHHONO CPeAcTBa Ans MEeOULUMHCKOTO NMPUMEHEHWs NMpPOBOAUTCS B
COOTBETCTBMM C MpaBunamMu Hagnexawien nabopaTopHOM  MPaKTUKW,  YTBEPXOEHHbIMU  YNONHOMOYEHHbBIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOM BacTM.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. D,J'Iﬂ opraHusaunn 1 npoBeaeHna OOKIMMHUYECKOro uccrnegoBaHuUA JNeKapCTBEeHHOro cpeactBa  Ansd
MEeONLIMHCKOrO NPUMEHEHWS pa3paboTumKkn NeKapCTBEHHbIX CPEACTB MOryT MpuBreKaTb Hay4HO-UccnegoBaTenbCcKue
opraHm3auum, obpaszoBarerbHble opraHvsaumm BbICLUErO obpa3soBaHus, nmetoLme Heobxoanmyto
MaTepuanbHO-TEXHUYECKYI0 6a3y 1 KBannuuupoBaHHbIX CNeLManucToB B COOTBETCTBYOLLEN 06nacTh uccregoBaHus.
(B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [loknnHu4eckoe nccrnegoBaHne NekapCTBEHHOTO CPeacTBa AN MEAULMHCKOrO MPUMEHEHUS MPOBOAUTCA MO
YTBEPXXAEHHOMY pa3paboTyYnKOM NEKAPCTBEHHOrO CpeacTBa NfaHy C BeJeHWEM MNpOTOKoNa 3TOro MccnegoBaHust U
COCTaBMeHMEM OTYeTa, B KOTOPOM COAepXaTcs pesynbTaTbl 3TOr0 WCCNELOBaHWA W 3aKiOYEHWE O BO3MOXHOCTM
NpOBEeAEHUS KITMHNYECKOIO NCCNeoBaHNs NTEKapCTBEHHOIO nNpenapara Ans MeanLMHCKOro NPUMEHEHMS.

5. lNMpoBegeHne MpoBepok COOMAEHUS NpaBun Hagnexawen nabopaTopHOW MPaKTUKM M MPaBOBbIX HOPM
NCMOMb30BaHNA XMBOTHBIX MNPV  MPOBEAEHUN [OOKIIMHWYECKMX WCCNEOOBaHUM  fEeKapCTBEHHbIX CPeacTB  Ans
MeaQULMHCKOro npuMmeHeHuna ocywectBnaeTca ynosIHOMO4YEeHHbIM cpe,qepaanblm opraHomMm WUCMONMHUTENBHON BNacTu.

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. PesynbTaTbl OOKMMHMYECKOrO WCCNEAOBaHWS NEKApCTBEHHOrO cpeacTBa Ans MeAMUMHCKOro MpUMEHEHUs
MOryT ObITb MpeACcTaBfeHbl B YMNOMHOMOYEHHLIN (beaeparnbHblii OpraH MCMOSIHUTENbHOW BracTu B YCTAHOBIIEHHOM
nopsigke B LLeNsiX rocy4apCTBEHHOW perncTpauumn nekapCTBEHHOro npenapara.

Cratbsn 12. [OKNMMHMYECKOE WCCREedOBaHWE JEKapCTBEHHOrO CpeacTBa W KMMHMYECKOE  MCCrefoBaHue
JleKapCTBEeHHOro npenaparta anda setepnHapHoro npuMeHeHus

1. JoknuMHMYecKkoe uccrefoBaHWE NEKapCTBEHHOrO cpeacTBa ANl BETEPUHAPHOro NPUMEHEHUs NpoBOAUTCS
nyTeMm NPUMEHEHWUS] Hay4HbIX METOOOB OLEHOK B LensiX MofyvyeHus [okasatenbcTB 6e3onacHocTv, kavectBa MU
3p(PEeKTUBHOCTMN NEKAPCTBEHHOrO CPEACTBa, B TOM 4MCNe OnpederneHnsi cpoka ero BbiBEAEHWSI U3 opraHu3ma
XMBOTHOTO, B Uenax obecnevyeHnss 6e30MacHOCTM NPOOYKLUMM KUBOTHOTO MPOMCXOXOEHUS MOCMe MpUMEHEeHUs
COOTBETCTBYIOLLIErO NNEKAPCTBEHHOIO Npenapara.

2. [loknuHu4yeckoe unccnegoBaHWe IEKapCTBEHHOrO CpeacTBa WU KIIMHMYECKOE MCCredoBaHWe IeKapCTBEHHOrO
npenapaTta AN BeTEpPUHAPHOrO NMPUMEHEHUs!, UccrnefoBaHMe OWO3KBMBANEHTHOCTN YKa3aHHOIO JlekapCTBEHHOMO
npenapaTa NpoOBOAATCH B COOTBETCTBUM C MpaBuUiamMu, YTBEPXKAEHHBIMU YMOMHOMOYEHHbIM dhefeparnbHbiM OpraHoMm
MCMNONMHUTENbHOW BNACTU.

3. [JoknuHnyeckoe uccrnegoBaHue INeKapCTBEHHOIO CpeacTBa U KIMHUYECKOE WCCReAOBaHUE NEeKapCTBEHHOro
npenapaTta Ofs BETEPUMHAPHOrO MPUMEHEHUS NPOBOAATCA MO YTBEPXAEHHOMY pa3paboTyMKOM FEeKapCTBEHHOro
CpeacTBa nnaHy € BefeHueM MNPOTOKONIOB 3TUX UCCNeaoBaHUMW U COCTaBfieHMEM OTYHETOB, B KOTOPbIX COAepXaTtcs
pes3ynbTaTtbl 3TUX NCCNEOBAHNNA.

4. [Ina opraHM3auumn u NpoBeaeHns JOKIMHNYECKOro NCCNeAoBaHUS NEKapCTBEHHOIO cpeactBa UM KIMHUYECKOro
nccnegoBaHus NekapCTBEHHOMO NpenapaTa Ans BETEPUHAPHOro NpUMeHeHUsa pa3paboTymK NekapCTBEHHOIO cpeacTea
MOXET NpuBMeKaTb OpraHn3aunm, UMetLLmMe HeobXoaMMy0 MaTepuanbHO-TEXHUYECKYD 6ady M KBanMULMpPOBaHHbLIX
crneLManucToB B COOTBETCTBYOLEN obnactu uccnegoBaHms.

5. KnuHuyeckue nccnegoBaHnsa nekapcTBEHHbIX MpenapaTtoB AN BETEPUHAPHOro MpPUMEHEHUs NPoBOAATCS B
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BETEepPUHapHbIX OpraHnsaumsax M B OpraHM3aumsx, OCYLLECTBASAIOWMX pa3BedeHue, BblpaluMBaHME W copepaHue
XMBOTHbIX, B LIENsAX:

1) ycTaHOBNEHMS NEPEHOCUMOCTM NEKapCTBEHHbIX NPenapaToB 340POBLIMU XUBOTHLIMU;

2) nogbopa onTMMarnbHbIX OO3MPOBOK MEKapCTBEHHbLIX MpenapaToB M Kypca NeYeHUs Ha KOHKPETHOW rpynne
XXMBOTHbIX C onpeaeneHHbIM 3abonesaHuem;

3) ycrtaHoBneHus 6e3onacHocT U 3d(EeKTUBHOCTM fleKapCTBEHHOro npenapara, npegHasHayeHHoro Ans
neveHns onpefeneHHblx 3aboneBaHWA KMBOTHbIX, WNK  3(EKTUBHOCTM NeKapCTBEHHOro npenapaTta Ansg
npocunakTnkn 3abonesaHnin 340POBbIX XKNBOTHbIX;

4) n3yyeHus1 BO3MOXHOCTEN pacLUMPEeHUs MOKa3aHUM K MPUMEHEHMWIO 3aperncTpyMpoBaHHOINO feKkapCTBEHHOrO
npenaparta v BbiiBNIeHUS paHee Hen3BeCTHbIX NOBOYHbLIX ENCTBUN.

6. KnuHnyeckoe nccnegoBaHne nekapCTBEHHOMO npenapara Ans BeTEPUHAPHOro NPUMEHEHUS OCYLLECTBSETCS
3a cueT cpeacTB pa3paboTymKa NekapCTBEHHOro cpeacTBa.

7. OTyeTbl O pesynbTaTax [OOKIMHWUYECKOTO WCCNEAOBaHUS feKapCTBEHHOr0 CpeacTBa M KIMHUYECKOro
nccneaoBaHUs fekapCTBEHHOrO MpenapaTa ANs BeTEepUHapHOro  MPUMEHEHUS  COCTaBMAOTCA  paspaboTymkom
nekapCTBEHHOro CPeAcTBa C y4ETOM 3aKIMHYEHUA opraHM3auni, NpYHMMaBLUMX y4acTue B opraHu3aumMm u nposefeHun
3TUX UccnegoBaHun.

8. KoHTponb 3a npoBedeHMEM AOKMMHUYECKUX WCCrefoBaHUM FeKapCTBEHHbIX CPeACTB M KIMHUYECKUX
nccnefoBaHWA NeKkapCcTBEHHbIX NpenapaToB ANs BETEPUMHAPHOro NMPUMEHEHUs OCYLLEeCTBNAETCH  YMNONHOMOYEHHbIM
deneparnbHbIM OpraHOM UCMOSNTHUTENBHON BRACTW.

Mnaga 6. OCYLLECTBNEHUE FOCYOAPCTBEHHOW PETMCTPALIUA
JNIEKAPCTBEHHbIX MPEMNAPATOB

Cratbsa 13. [ocygapcTBeHHas perncrpaunsi nekapcTBEHHbIX NpenapaTos
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccunckon denepaumy O0MycKawTCs NPOU3BOACTBO, W3rOTOBIEHUE, XpaHeHue, nepeBo3ka, BBO3 B
Poccuiickyto ®epepaumto, BbiBO3 U3 Poccuiickon ®enepauun, peknama, OTnyck, peanusauusl, nepegada, npumMeHeHue,
YHUUYTOXEHNE NEKAPCTBEHHbIX MPEnapaToB, €CMU OHU 3aperncTpuypoBaHbl COOTBETCTBYHOLUUM  YMOMHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMNONTHUTENBHON BNAcTHU.

(vactb 1 B peq. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. [ocypapCTBEHHOW perncTpaumm nognexar:

1) BCe nekapcTBEHHbIE Npenaparthbl, Brepsble NoAnexalume Beogy B obpalleHne B Poccurickon ®eaepaunu;

2) nekapcTBEHHble Mpenaparbl, 3aperncTpupoOBaHHbIE paHee, HO MPOM3BEAEHHbIE B APYIrMX JeKapCTBEHHbIX
dopmax B COOTBETCTBUMN C NepeyHeM HaMMeHOBaHU NeKkapCTBEHHbIX )OPM, B HOBOM A03MPOBKE MpU JoKa3aTenscTee
€€ KIMHNYECKON 3HaYUMOCTU U 3PP EKTUBHOCTH;

3) HoBble KOMOUHALMKN 3apEernCTPMPOBAHHLIX PaHEEe NEKAapCTBEHHbLIX NPenapaToB.

3. locynapcTBeHHasa perucTpaumsi nekapcTBEHHbIX NpenapaTtoB OCYLLECTBASETCS Mo pesynbTatam aKcrnepTusbl
nekapcTBeHHbIX CPecTB, a rocyfapcTBEeHHas permctpauusa opgaHHbIX NeKapCTBEHHbIX MpenapaToB OCYLeCTBNSeTCs
no pesynbTatam 9KCNepTu3bl [LOKYMEHTOB, NPeACTaBfEHHbIX ANs onpeaeneHns BO3MOXHOCTM paccmaTpuBaTtbh
neKkapcTBEHHbIN NpenapaTt s MeAULUMHCKOro NPUMEHEHWUs] MpU OCYLLECTBIIEHUN FOCYAApCTBEHHOW perucrpaumm B
KayecTBe opchaHHOro nekapcTBEHHOro Npenapara, U No pesynbTaTam 3KCNEePTU3bl NEKAPCTBEHHbLIX CPEACTB.

4. TocypapcTBeHHast peructpauusi NekapCTBEHHOro  npenapata  OCYLIEeCTBNAETCH  COOTBETCTBYHOLLMM
YNOMHOMOYEHHbIM peiepanbHbIM OpraHOM WCMOMHUTENbHOW BRacTV B CPOK, HE MNPEBbILAOLWMIA CTa WeCcTuaecaTu
pabounx OHeN CO OHS NPUHATUS COOTBETCTBYHLLErO 3asiBNEHUS O FOCY4apCTBEHHOW perucTpauuy feKapCTBEHHOMo
npenapaTta. B ykasaHHbI CpOK BKIlOYaeTCA BpeMmsi, Heobxogumoe [Afsi MOBTOPHOIO MNPOBEOEHUST 3KCNepTU3bl
NeKkapCTBEHHOro cpeacTsa B COOTBETCTBMM CO cTaTbel 25 HacToswero degepanbHoro 3akoHa. Cpok rocyaapCTBEHHOM
perncTpauum nekapcTBEHHOro npenaparta UCYUCHAETCS CO OHA MPUHATUS COOTBETCTBYIOLLUMM  YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMHUTENbHOW BMACTW COOTBETCTBYIOLLEro 3asiBeHUs O roCyapCTBEHHOW permcrpauumu
nekapCTBEHHOrO npenaparta C MpUITOXKEHWEM HeoOXOoAMMbIX [OOKYMEHTOB MO [AeHb Bbldayu pPerncTpaumoHHOro
yOOCTOBEPEHUSA JeKapCTBEHHOrO mnpenapaTta. Bpewmsi, Heobxogumoe f[ns  HanpaBneHust  YNOSIHOMOYEHHbIM
denepanbHbiM OpPraHOM WCMOJIHUTENBHOW BMacTy 3anpoca O NpeAcTaBrneHMM HeobxoouMbiX MartepuarnoB U
npeacTaBneHns 3asiBuTesieM oTBeTa Ha AaHHbIA 3anpoc B COOTBETCTBUM cO cTaTbamu 16, 19 n 23 HacTtoswero
degepanbHOro 3akoHa, He YYMTbIBAaeTCs NPU UCYUCIIEHUM CPOKa roCyJapCTBEHHOM perucrpauumn nekapCTBEHHOro
npenaparTa.

5. locynapcTBeHHOW peructpalumm He noanexar:

1) nekapcTBeHHble MnpenapaTbl, M3rOTOBMEHHbIE aMNTEYHLIMU OPraHM3auusaMn, BETEPUHAPHBIMK  anTeYHbIMU
opraHusaumamu, MHAMBMAOYyanbHbIMW NpeanpuHMMaTensaIMn, KOTOpble WMMEKT JNULEH3MI0 Ha  dapMaueBTUYECKYIO
OedATenbHOCTb, MO peuenTtaM Ha fekapCcTBEHHble npenapatbl U TpebOBaHUAM  MEOUUMHCKMX —OpraHu3auun,
BETEPMHAPHbIX OpraHnu3auni;
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2) nekapcCTBeHHbIE Npenaparbl, NpuobpeTeHHble uanyeckMmm nuuamm 3a npegenamm Poccuickon ®egepauum n
npegHasHavYeHHble 518 NIMYHOrO UCTONb30BaHNS;

3) nekapcTBeHHbIE NpenapaTthl, BBO3uUMble B Poccunckyto Pegepaumio onst okasaHuss MeAULMHCKOW MOMOLUM MO
XM3HEHHbIM MOKa3aHUAM KOHKPETHOrO MauMeHTa Ha OCHOBaHWMM paspelleHusi, BblAAHHOMO  YMOMHOMOYEHHbIM
denepanbHbIM OpraHoM UCNONHUTENBHON BNAcTy;

4) nekapcTBeHHbIEe CpPeACTBa, BBO3MMble B Poccuiickyto Pefepaumio Ha OCHOBaHUN BblAAHHOMO YMOSTHOMOYEHHbBIM
denepanbHbIM OPraHOM UCMOSTHUTENBHOM BNAcTW paspelleHns U npegHasHadeHHble O51s NMPOBEAEHUS KITMHUYECKUX
NCCrefoBaHUM feKkapCTBEHHbIX MpenapaToB U (UNKn) NpPOBEAEHUS 3KCMEepPTMU3bl NEeKapCTBEHHbIX CPeAcTB  Ans
OCYLLIECTBMEHMS rOCYAAapPCTBEHHON pErMCTpaLMm NNEKapCTBEHHbIX NpenapaTos;

5) cbapmaueBTUyeckme cybectaHumm;

6) pagnodhapmaLieBTUHECKME NEKapCTBEHHbIE MpenapaThl, U3roTOBMEHHblIe HEMOCPEACTBEHHO B MeOULMHCKUX
opraHu3aumsax B Nopsifike, yCTaHOBIEHHOM YMNOMHOMOYEHHBIM dhedeparibHbIM OPraHOM UCMOSNTHUTENbHOW BNacCTK;

7) nekapcTBEHHbIE Npenapartbl, NPON3BOAMMbIE A9 3KCropTa.

6. He ponyckaeTca rocygapcTBeHHas permcrpauus:

1) nekapCTBEHHbIX NpenapaToB, OTNNYALUXCS APYr OT Apyra KayeCTBEHHbIM COCTAaBOM AENCTBYIOLLIMX BELLECTB,
noJ 04UHAKOBbIM TOProBbIM HAMMEHOBaHUEM;

2) oOHOro nekapCcTBEHHOro npenaparta, BbIMyCKaemMoro npousBoauTeNneM Mo4  pPas’fMyHbIMW - TOPrOBbIMU
HaVMEHOBaHUSIMM 1 MNPELCTaBMIEHHOIO Ha FOCYAApCTBEHHYHO perucTpauuio B Buae ABYX M Gonee nekapCTBEHHbIX
npenapaTos.

7. Mo 3anpocy (B 9nekTpoHHOW ¢opme mnm Ha GymMaxkHOM HocuTene) cybbekTa obpalleHusi NekapCTBEHHbIX
CPEeACTB COOTBETCTBYHLLUM YNOTHOMOYEHHBbIM dheepanbHbiM OPraHoM UCMOMHUTENBHOW BNAcTU, OCYLLECTBASOWUM
roCyapCTBEHHYIO PEerncTpauuio NeKkapCTBEHHbIX MpenapaTtoB, B YCTAHOBMEHHOM WM MNOPSAAKE OCYLLECTBRseTCs
Hay4YHOEe KOHCYMNbTUPOBaHME No BONPOCaM, CBA3aHHbIM C NpoBeAeHUeM LOKITMHUYECKUX WCCREeLOBaHUN, KIMHUYECKUX
nccrnefoBaHUn NeKkapCTBEHHbIX MpenapaToB, 3KCMEPTU3bl KAa4yecTBa JIEKApCTBEHHbIX CPeAcTB, 3(MdEKTUBHOCTN U
©esonacHoCTH, C OCYLLECTBIIEHNEM FOCYJapCTBEHHON perncTpaumMn nekapcTBeHHbIX npenapaTtoB. KoHCynbTMpoBaHWe
OCyLLecTBMAETCHa C npuBriedeHnem denepanbHbiX rOCY4apCTBEHHbBIX OIOMKETHBIX YYpexaeHWA, NoaBeOOMCTBEHHbIX
OaHHoMY dhefepanbHOMY OpraHy UCMONTHUTENBHOM BIACTM U HE YYaCTBYHOLUMX B OpraHM3aL MM NpoBeAEHUS SKCNEPTU3bI
KayecTBa NeKapCTBEHHbIX CPEACTB B LieNsiX OCYLUECTBNEHUS MX roCyaapCTBEHHOM perncrpaumm B COOTBETCTBMM CO
ctatben 16 Hactoswero ®deaepanbHOro 3akoHa, B Buae OTBeTa B MNUCbMEHHOW dopMe  YNONTHOMOYEHHOro
denepanbHOro opraHa UCMONTHUTENbHOW BNAacTh Ha 3anpoc. Paamep B3vMaeMown ¢ 3asBUTENS NnaTtbl onpeaensieTcs B
COOTBETCTBMM C 3akoHoAaTenbCcTBoM Poccuiickon ®egepauum 06 opraHnsaumn npefocTaBreHnst rocy4apCTBEHHbIX Y
MyHUUMnanbHbIX ycnyr. MHdopmaums 06 ocyLLecTBNEHUN HayYHOrO KOHCYNbTUPOBAHWS, B TOM YMcne cTatby, 0030pbl,
CrpaBoYHble MaTepuarnbl U1 UHAA MHGOpPMauus 06 OCYLIECTBNEHUM HAYYHOrO KOHCYNbTUPOBaHMS, pasMellaeTcsl Ha
odmumanbHOM canTe YNonHOMOYEHHOro dedeparnbHOro opraHa WCMNOoMHUTENbHOW Bnactu B cetn "MHTepHeT" ¢
cobnogeHNeM orpaHMYEHNn, YCTaHOBIEHHbIX 3aKOHOA4ATENLCTBOM O MEPCOHArNbHbLIX AAHHLIX, KOMMEPYECKON U (Mnn)
rocy1lapCTBEHHOW TanHe.

8. l'ocyaapcTBeHHas perncTpaums NekapCcTBEHHbIX NPenapaToB, KOTopble MpefHasHavyeHbl ANs NPYMEHEHUs B
YCIOBUSIX BOEHHbIX OENCTBUN, Ype3BbluYaiiHbIX CUTyauui, NPOMUNAKTUKM U feYeHns 3aborneBaHni U MNOpaKeHun,
Nony4YeHHbIX B pe3ynbTate BO3AENCTBUS HEBNMAronpusiTHbIX XMMUYECKNX, BUONOrMYecknx, pagmaLMoHHbIX ¢akTopoB, U
paspaboTaHbl N0 3agaHuio dhefepanbHbIX OPraHoB UCMONHUTENBHOM BNAcTW, YNOMIHOMOYEHHbLIX B Oobnactun o6OopOHbI
cTpaHbl 1 6e30NacHOCTM rocygapcTBa, OCYLLECTBNSETCA B Mnopsigke, YCTaHOBMEHHOM [lpaButenbctBoM Poccuickon
denepaumm.

Crtatbs 14. MNpuHUMNBI SKCNEPTU3bI TIEKAPCTBEHHLIX CPEACTB
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. DKcnepTr3a NekapcTBEHHbIX CPEACTB OCHOBLIBAETCA Ha NPMHLIMNAX 3aKOHHOCTU, cobrodeHns npas U ceo6oa
yenoBeka U rpaxxaaHvHa, Npae puanYeckoro nuua, He3aBUCUMMOCTU aKcnepTa, O0GbeKTUBHOCTU, BCECTOPOHHOCTU U
MONHOTbI UCCredoBaHWi, MPOBOAUMBIX C  WUCMOSb30BAHWMEM COBPEMEHHBLIX [OOCTWXKEHWA HaykM U TEXHUKW,
OTBETCTBEHHOCTM (beaeparnibHOr0 rocydapCTBEHHOrO GHOIKETHOrO  yYpexAeHWs Mo  NPOBEdEeHWU0  3KCMepTu3bl
NeKkapcTBEHHbIX CPEACTB M 3KCMepTOB 3a NPOBeAeHNE U KaYeCTBO SKCMepTUsbI.

2. OKcnepTusa nekapcTBEHHbIX NpenapaTtos Ana MeauLMHCKOro NpuMeHeHns BKnioYaeT B cebs:

1) aKcnepTU3y AOKYMEHTOB, NpeACcTaBneHHbIX AN onpeaeneHns BO3MOXHOCT paccMmaTtpuBaTb NeKapCTBEHHbI
npenapar ans MeauUMHCKOro NPMMEHEHNUS MPY OCYLLECTBIIEHUN rOCYAaPCTBEHHON perucTpaummn B kayecTse opgpaHHoro
nekapcTBEHHOro npenapara;

2) 9KCMepTM3y MpeAnoXKeHHbIX METOAOB KOHTPONs KayecTBa JeKapCTBEHHOr0 CcpeacTBa M KayecTBa
npeAcTaBrieHHbIX 06pa3LoB NeKapCTBEHHOro CpedcTBa C MCMOMb3oBaHMEM 3TUX MeTodoB (danee - aKcnepTusa
Ka4yecTBa NekapCTBEHHOMO CpeacTBa);

3) aKCnepTM3y OTHOLLEHUS 0XMaaeMol Nosb3bl K BO3MOXHOMY PUCKY NMPUMeHeHUs! NekapcTBEHHOro npenapara.
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3. OKcnepTusa nekapcTBEHHbIX MpenapaToB AN BeTepuHApPHOTO MPUMEHEHWs BKIoYaeT B cebs aKcrnepTusy
KayecTBa NIekapCTBEHHOIO CPEeACTBa U 3KCMIePTU3Yy OTHOLLEHWS! OXMAAEMON MOb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS
NeKkapcTBEHHOro npenapara.

Cratba 15. depepanbHoe rocyaapCTBEHHOe OlMKETHOe yuypexdeHne Mo MNPOBEAeHMI0  3KCMepTUsbl
NeKapcTBEHHbIX CpeAcTB

JKkcnepTnsa NekapCcTBEHHbIX CPEACTB NPOBOAMTCA dheAepanbHbIM FOCYAapCTBEHHbIM BIOAXETHBIM  yUpeXAeHNEM
COOTBETCTBYHOLLIErO YNOMIHOMOYEHHOro heepanibHOro opraHa UCNOMHUTENbHOW BNAacTu, Co3AaHHbIM Ans obecneyeHns
WCMNOMHEHNsT NOMHOMOYMI 3TOr0 dhefdepanbHOro opraHa no Bblgave paspelleHuin Ha npoBedeHue  KITMHUYECKMX
nccrefoBaHUin NekapCcTBEHHbIX NpenapaTos U (M) No rocyaapCTBEHHOW perncrpauumn fnekapcTBEeHHbIX npenapaTos
(oanee - akcnepTHOE y4pexaeHue).

Cratbsa 16. OpraHusaumst NpoBeAeHNs SKCNepTU3bl NEKaPCTBEHHBLIX CPEACTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OKcneptvsa nekapCTBEHHbIX CPeaCTB MPOBOAMTCS KOMWUCCUMEW 3KCMEPTOB IKCMEPTHOMO  yYpexaeHus,
Ha3Ha4YeHHOW ero pykoBoOUTENEM, HA OCHOBaHUW 3a[aHWsi Ha NPOBEAEHME IKCMEPTU3bl NEKAPCTBEHHONO CPEeACTBa,
BbIJAHHOIO YMOJTHOMOYEHHbIM deaepanbHbiM  OpPraHOM MCMOSIHUTENBHOW BriacTu. PykoBoguTenb  3KCMEPTHOrO
yupexgeHus obecneymBaeT Haanexallee npoBedeHMEe IKCMepTU3bl NEKAapCTBEHHbIX CPEeACTB B COOTBETCTBMM C
3a[aHueM, BblAaHHbIM YMOTHOMOYEHHbIM hefeparnbHbIM OPraHoM UCMONHUTENbHOM BracTh, U OpraHn3yeT NoaroToBKY
CBOZHOMO 3aKrnto4eHUsa aTon Komuccnn. B cocTaB aTOM KOMUCCUN MO PELLEHNIO PYKOBOAMUTENS SKCMEPTHOTO ydpexaeHus
MOryT ObITb BKMOYEHbI B KAYECTBE SKCNEPTOB NnLa, He paboTawlwme B OAHHOM 3SKCMNEPTHOM YUYPEXOAEHWW, ecrniv ux
cneumanbHble 3HAHWS HEOOXOAMMbI ONS MNPOBEAEHUSI 3KCNEepTM3bl U TaKWe IKCMepTbl OTCYTCTBYOT B [AHHOM
3KCMEPTHOM YUYPEXOAEHUN.

2. 3KkcnepTomM MO NPOBEAEHMIO 3KCMEepPTU3bl JIEKApPCTBEHHbIX CPEACTB SABMSETCA aTTeCTOBaHHbI pPabOTHMK
3KCMEPTHOrO  ydpeXOeHusi, KOTOpbIN MMeeT BbIClee MeauumHckoe, apmaueBTudeckoe, Guonoruveckoe,
BETEPMHAPHOE WNM XuMuyeckoe oOpasoBaHMe U NPOBOAUT 3IKCMEPTM3Y JEeKapCTBEHHbIX CPeacTB B nopsake
WCMNOSHEHUNSI CBOUX OOMMKHOCTHLIX 06513aHHOCTEN (aanee - akcnepr).

3. Mpu npoBegeHUN 3KCNEpPTU3bl NEKAPCTBEHHbLIX CPEACTB 3KCMEPT HEe MOXET HaxoouTbCs B KaKoOM-rmbo
3aBMCMMOCTU OT fMuUa, Ha3Ha4YMBLUEro 3Ty 3KCMepTuly, pas3paboTymka IeKapCTBEHHOrO Ccpeactsa Wnu  Opyrux
3aMHTEepPeCOBaHHbIX B pe3ynbTaTax 3KCnepTu3bl nuL.

4. MNpwn NnpoBeAeHMN SKCNEPTU3bI NIEKAPCTBEHHbLIX CPeACTB He JonyckaeTcsa nctpebosatb y 3asBUTENS MO0 MHbIX
nvy, maTepwuansl, He06xoanMble AN NPoBeaeHNA 3KCnepTM3bl. B cnyvyae He[oCTaTouHOCTU NPEACTaBEHHbIX 3KCMNEPTY
MaTepuanoB AMs Ja4yu 3aKNIOYEHNUsT SKCNEPT CTaBUT BOMNPOC O NPEACTaBNEHMN eMy HeobOXoouMbIX MaTepuarnoB nepes
PYyKOBOOUTENEM 3KCNEPTHOTO yYpexaeHusl, KOTopbIn obpallaeTcs ¢ COOTBETCTBYIOLUM 3arMpoCOM B YNOSIHOMOYEHHbIN
defepanbHbIi OpraH UCMOMHMTENBHOW BNacTW, BblOABLUMA 3aJaHuWe Ha MNpoBedeHMEe 3KCMepTU3bl fiekapCTBEHHOMO
CcpeAcTBa. YKasaHHbI hedeparnbHbIi OpraH UCMOSNTHUTENbHOM BNacTM B TeYeHMe nNsATu pabounMx OHEeW co  OHS
NOCTYNIIEHUS 3anpoca PYKOBOAUTENS 3KCMEPTHOrO ydpexaeHus HanpaBnsieT 3asdBMTENIO 3anpoc O MNpPeAcTaBneHuu
HeobxoaMMbIX MaTtepranoB. [aHHbI 3anpoc MoxeT ObiTb nepejaH YnorTHOMOYEHHOMY MPEeACTaBUTENO 3asBUTENS
NMYHO NOA pacnucKy, HanpaesfneH No noyTe 3aka3HbiM MUMCbMOM WM nNepefaH B 3MNeKTPoHHoW dopme no
TEeNneKOMMYHVKaLMOHHBIM KaHanaM cBsA3u. B cnyyae HanpaBneHust 4aHHOro 3anpoca no no4vte 3akasHbiM MUCbMOM OH
CcUYMTaEeTCs MNOSTyYEHHbIM MO UCTEYEHMM LIECTU AHEN C AaTbl HANpaBNeHUs 3aKa3Horo NcbMa.

(vacTb 4 B peq. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asButenb o006s3aH npeacTtaBuTb OTBET Ha 3anpoc  YMOSTHOMOYEHHOro dpedepanbHOro opraHa
WCNOSNTHUTENBHOM BNAacTU B CPOK, He MpeBblllalowmi AeBsHOCTa pabounx OHEM CO [OHA  €ero  nofydeHus.
YNONHOMOYEHHbIN heaepanbHbIi OpraH UCMOMHUTENBHOW BRacTW, BblAaBLUWA 3aJaHWe Ha NpoBeAeHMe IKCrnepTusbl
nekapCcTBEHHOrO CPeACTBa, B TEYEHNE NATM pabounx OHEN CO OHSI MOCTYMNEHUsA OT 3asBUTENS OTBETA Ha [aHHbIN
3anpoc HarnpaBnsieT Takon OTBET B 9KCNEPTHOE yypexaeHne. B cnyyae HenpegcTaBneHus MO MCTEYEHUM AeBAHOCTA
pabounx OHeN 3asBUTENIEM OTBETA Ha OaHHbIA 3anpoc YMOJTHOMOYEHHLIN dhedeparnbHbIi OpraH MWCMOSTHUTENbHON
BNacTu, Bbi4aBLUMIA 3aaHMe Ha NpoBeAEeHNE SKCNepTU3bl NEKAPCTBEHHOIO CPEACTBA, B TevyeHue naAtv paboumx pHen
HanpaenseT B 9KCNEPTHOE yuYpexaeHne yBegoMneHne 0 HenpeacTaBneHnm 3assBmuTtenem oTBeTa Ha 3anpoc ykasaHHOro
opraHa. Bpemsa co gHA HanpaBneHus 3anpoca 3KCMepPTHOro y4upexaeHusi B YMNOMHOMOYEHHbIV dbefeparnbHblii OpraH
WCMNOMHMTENBHOW BNacTy OO OHS MOMyYEeHWUs] SKCMEPTHbIM YYpEeXAEHMEM OTBETa Ha 3anpoc Unv yBeaoOMISIEHUS O
HenpeacTaBneHNM OTBEeTa Ha 3anpoCc He YYUTbIBAETCA MNpUM  WUCHMCNIEHUW CpOKa MPOBEAEHUA  IKCMEepTU3bl
neKkapCTBEHHOro CpeacTBa.

(vacTb 4.1 BBegeHa dPepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OkcnepT npuv nNpoBeOeHUM NOPYYEHHOW €My PYKOBOAUTENEM SKCMNEPTHOro YYpPEeXaeHus 3KCnepTusbl

nekapCTBEHHOro CpeAcTBa 00s3aH:
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[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

1) mpoBecTM MofHOEe WccnefoBaHWE MNPeACTaBliEHHbIX eMy OOBLEKTOB, MaTepuanoB, gaTb 0OOOCHOBaHHOE W
OOBbEKTMBHOE 3aK/OYEeHNEe MO MOCTaBIIEHHbIM Meped HUMM BOMPOCaM WM MOTMBMPOBAHHOE  3aKIlOYEeHMe O
HEBO3MOXXHOCTU MPOBEAEHNSA UM SKCNEPTU3bl NEKAPCTBEHHOIO CPEACTBA, €CNU MOCTaBfEHHbIE BOMPOCHI BbIXOAAT 3a
npegensl cneumanbHbIX 3HaHUA 3KcnepTa, 06beKTbl UCCNEeLOBaHNA 1 MaTepuanbsl HENPUIOAHbI UMW HEAOCTATOYHbI AN1S
NpOBeAEHUS UCCNESOBAHMIA U Aa4n 3aKNoYeHNsi MO0 COBPEMEHHbIV YPOBEHb Pa3BUTUS HAyKW HE MO3BOMSIET OTBETUTb
Ha NocTaBrEeHHbIE BOMNPOCHI;

2) He pasmawaTb CBEAEHUd, KOTOpble CTanMm €My MW3BECTHbl B CBA3WM C NPOBEOEHVMEM  IKCNEepPTU3bl
NekapCTBEHHOIO CpeAcTBa, a Takke CBedEeHMs, COCTaBMSOWME T[OCYyOAPCTBEHHY, KOMMEPYECKYD WU  WHYH0
OXpaHAeMyto 3aKOHOM TalHy;

3) obecneunTb COXPAHHOCTb NPeACTaBMNEHHbIX 0O BLEKTOB UCCNea0BaHUN U MaTepUanos.

6. OkcnepT He BRNpage:

1) NPOBOANTL IKCMEPTU3Y NEKAPCTBEHHOIO CPEACTBA MO 0OpaLLeHN0 HEMOCPEACTBEHHO K HEMY OpraHu3aLumn unm
PU3nNYECKMX NNL;

2) camocToATeNbHO cobmpaTb MaTtepuansl 418 NPOBEAEHUS SKCNEPTM3bl TEKapCTBEHHOTO CPeacTBa;

3) NpoBOANTL SKCMEPTUIY NTEKAPCTBEHHOIO CPeACTBa B KA4eCTBE HErOCYAapCTBEHHOrO 3KCMnepTa.

7. B cnyyae HeobGXxoaMMOCTH 3KCNepT BnpaBe xogaTancTBoBaTb Nepes pyKoBOAUTENEM 3KCNEPTHOro yupexaeHus
O NpuUBMEeYEeHNN K NPOBEAEHMUIO SKCMEPTU3bI NIEKAPCTBEHHOIO CpeacTBa APYrnx aKCNepToB.

8. KaxabIn akcnepT, BXOASLIMA B COCTaB KOMWCCUWM 3KCMEPTOB, KOTOPOMW MOPYYEHO MNPOBEAEHME IKCNEpPTU3bl
rNeKapCTBEHHOIO CPEACTBa, HE3aBUCUMMO M CaMOCTOATENbHO MNPOBOAWUT MWCCMEAOBaHMWS, OLEHWBaeT pes3ynbTaThl,
NoMy4YeHHbIE UM NINYHO U APYTMMU 3KCnepTamu, 1 OopMynupyeT BbiBOAbl OTHOCUTENBHO MOCTaBlIEHHbIX BOMPOCOB B
npegenax cBoux crneumarnbHbIX 3HaHUN.

9. PesynbTaTbhl 3KCNEPTM3bl NEKAPCTBEHHOrO cpeactBa OOpMNATCA 3aklYeHNeM KoOMUCCUMM akcnepTos. B
3aKIMYEHNM KOMUCCUM IKCMEPTOB YKa3blBAtOTCH NepeYveHb UCCrefoBaHun, 00bemM MNPOBEAEHHbIX KaXKObIM 3KCMEPTOM
nccrefoBaHUi, YCTaHOBIMEHHbBIE KaXKabiM U3 HUX dhakTbl U caenaHHble B pe3ynbTate UCCrefoBaHui BbIBOAbI. JKCNeEpT,
MHEHME KOTOPOro He COBMafaeT C pELUEHMEM KOMMUCCUMM IKCMEPTOB, BMpaBe BbIpa3uTb CBOE MHEHME B MUCbMEHHOMN
dopme, KoTopoe NpunobLLaeTcs K 3aKMOYEHNI0 KOMUCCUM SKCNIEPTOB.

10. 3OkcnepThl, BXoAsWME B COCTaB KOMUCCUM, NpepynpexparTcss 06 OTBETCTBEHHOCTUM B COOTBETCTBUM C
3akoHogartenbcTBoM Poccuiickon ®epepauumn  3a  gady  3aknouveHus, cogepxallero  HeobOCHOBaHHble MU
danbcuULIMpoBaHHbIE BbIBOAbI, O YEM OHU AAt0T NOAMMUCKY.

11. OnpegeneHne ypoBHsi NPOdeCCUOHAarbHOM NOArOTOBKN 3KCMEPTOB U aTTecTaums MX Ha MnpaBo MpoBefeHUs
3KCMEePTU3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBISAOTCA 3KCMEPTHO-KBANMMUKALMOHHBIMU KOMUCCUMSIMU B MOPSiAKe,
YCTaHOBMEHHOM COOTBETCTBYIOLLUMM YMONTHOMOYEHHbIM dedepanibHbiM OpraHOM MWCMOSTHUTENBHON BAAacTu. YpPOBEHb
npodeCccnoHanbHON NOAroTOBKN 3KCNEPTOB NOASEXMUT NEPECMOTPY YKa3aHHbIMU KOMUCCUSIMU HE pexe YeM OOWNH pa3 B
nsTb neT.

12. MNpaBuna npoBefeHNst IKCNEPTU3bl NTEKAPCTBEHHbIX CPEACTB U OCOBEHHOCTM 3KCMEPTU3bl OTAENbHLIX BUAOB
nekapCTBEHHbLIX MpenapaToB (pedepeHTHbIX JEKAPCTBEHHbLIX MpenapaToB, BOCMPOU3BEAEHHbLIX JEeKapCTBEHHbIX
npenapaTtoB, OWOMOrMYeckUx JEKApCTBEHHbIX MpenapaToB, 6OuoaHanorosbix (6MonNoAoOHLIX) NEKapCTBEHHbIX
npenapatoB (OnoaHanoroB), romeonaTMYecKMX JIEKAapCTBEHHbIX MpPEnapaToB, JIEKAPCTBEHHbIX pPacTUTENbHbIX
npenapaToB, KOMOMHALMI NeKapCTBEHHbIX NpenapaTtoB), OPMbI 3aKMIOYEHUN KOMUCCUM SKCMEPTOB YCTaHABNMBAKOTCSA
COOTBETCTBYIOLLMM YNONIHOMOYEHHbIM dheaepanbHbIM OpraHoOM UCMONTHUTENBHOW BNAcTuU.

(vactb 12 B pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

Cratbsa 17. [Nogaya n paccCMOTpPEHUE 3asIBNEHNS O FOCYAapCTBEHHOW perncTpaumv rekapcTBeHHOro npenapata
AN BETEPUHAPHOIO NPUMEHEHUS]
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Ona rocynapCTBEHHOW perucTpauuv nekapCTBEHHOro npenapara Ans  BeTEPUHAPHOMO  MPUMEHEHUs
pa3paboTunK TaKoro reKkapCTBEHHOro npenapaTa WM YMNOJNHOMOYEHHOe MM [pyroe lopuaudeckoe nvuo (ganee B
HacTosILLEel cTaTbe - 3asBUTENb) NPEACTABNAET B YNOSHOMOYEHHbI deaeparnbHblii opraH MCMNOSIHUTENbHON BRacTy,
OCYLLECTBSIOLLMIA rOCyAapCTBEHHYH0 PEFMCTPALIMIO NTEKAPCTBEHHBIX NPernapaToB Ans BeTEpPUHAPHOTO MPUMEHEHUs!, B
SMEKTPOHHOW hopMe WM Ha GymMakHOM HocuTese 3asiBfieHMe O roCyAapCTBEHHOW perucTpauun nekapcTBEHHOro
npenapata [AOnA BETEPWHAPHOrO MPUMEHeHUs, a Takke B MOopsake,  YCTAHOBMEHHOM COOTBETCTBYHOLLMM
YNOMHOMOYEHHBIM (befeparnbHbiM OPraHoOM WCMOMHUTENbHOW BMACTW, B 3MEKTPOHHOW copMe Mnu Ha ByMakHoM
HocuTerne HeobxoaNMble AOKYMEHTbI, U3 KOTOPbIX (DOPMUPYETCS PEMMCTPALMOHHOE AOChE Ha NEKapCTBEHHbIV Npenapar
AN BETEPUHAPHOIO NPUMEHEHWS.

2. B 3asiBNeHnn 0 rocyapCTBEHHON perucTpaumm riekapCTBeHHOro npenapaTa Ans BeTepuHapHOro nprMeHeHust
yKasblBarTCs:

1) HaMMeHoBaHWe W ajpec 3asBuTens, pas3paboTyMka M NPOM3BOAUTENS FEeKapCTBEHHOro npenapaTa Aans
BETEPUHAPHOrO MPUMEHEHUA U afpec MecTa OCYLEeCTBIIeHVWs NPOW3BOACTBA NeKkapCTBEHHOro npenaparta Ans
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BETEPVHAPHOIO MPUMEHEHMS (B Clyvae HanuMynsi HECKOSTbKMX YYaCTHMKOB Mpouecca Mpou3BoAcTBa HeOoOXOAMMO
yKasaTb KaXXgoro u3 Hux);

2) HaMMeHOBaHWEe neKapCTBEHHOrO Mpenapata Ansi BeTepUMHApPHOro  MpUMMEeHeHust  (MexayHapoaHoe
HenaTeHTOBaHHOE, UK FPYNNMPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAaUMEHOBaHMS);

3) nepeyeHb 4ENCTBYIOLLMX U BCMOMOraTesbHbIX BELLECTB, BXOASILLMX B COCTAB leKapCTBEHHOrO npenaparta ans
BETEPUHAPHOIO NPUMEHEHMS, C yKa3aHUeEM KONMYECTBA KaXXO0ro U3 HUX;

4) nekapcTBeHHas ¢opma, A03UpOBKa, cnocobbl BBEAEHWUS U MPUMEHEHWs!, CPOK FOAHOCTU JIeKapCTBEHHOrO
npenapata 41 BeTEPUHAPHOTO NPUMEHEHNS;

5) cbapmakoTepaneBTUyeCKas rpynna;

6) HeobXxoaMMOCTb MPUMMEHEHMST YCKOPEHHOM npoueaypbl 3KCNepTM3bl JeKapCTBEHHbIX CPEACTB B  LeEensx
rocygapCTBEHHONM perMcTpaumm nekapcTBEHHOrO Npenapara;

7) KOMMU JOKYMEHTOB, NOATBEPXKAAOLMX YNNaTy rocygapCTBEHHOM NOLUSUHDI:

a) 3a MpOBELEHUEe 3KCNepTM3bl KayecTBa JIEKAPCTBEHHOrO CPeACTBa WM 3KCMNEpPTM3bl OTHOLUEHUS OXuOaemoun
Nonb3bl K BO3MOXHOMY PWUCKY NMPUMEHEHWUS NEKapCTBEHHOro npenaparta Ansg BeTEepPMHapHOro MpUMMEHEHUsT Mpu ero
rocyapCTBEHHOWN perncTpaumu,;

6) 3a Bblgayy perncTpaunoHHOro ya40CTOBEPEHUS TeKapCTBEHHOMO Npenapara;

8) Hanuume cornacusi, NpPegycMOTPEHHOIO 4acTbld 7 HACTOsILLEW cTaTbM, €CNM C MOMEHTa perucrpauum
pedepeHTHOro NieKapCTBEHHOIO Npenapara A1 BeTEPUHAPHOTO NPUMEHEHUS NMPOLUIIO MEHEE YEM LLECTb NeET.

(B pea. PepepanbHoro 3akoHa oT 13.07.2015 N 241-93)

3. PeructpaunoHHoe gocke B Lensx aKCnepTuabl IEKapCTBEHHOrO npenapara Ans BeTepPMHapHOro MNpYMEHEHS
opMupyeTcs U3 creayowmnx JOKYMEHTOB:

1) KONWsi JOKYMEHTa Ha PYCCKOM $i3blke, BblAAaHHOIO KOMMETEHTHbIM OpraHoM CTpaHbl NPOM3BOAMTENS ANS
Ka)kOon Npon3BOACTBEHHOW NITOLLAAKN PEMMCTPUPYEMOTO NIEKAPCTBEHHOIO NpenapaTa Ansi BETEPUHAPHOro NPMMeEHEHNS
(8 TOM uucne ans npoussoauTens dapmaueBTUYECKON CyOCTaHUMM), 3aBEPEHHOro B YCTAHOBMIEHHOM MOpsike W
NMOATBEPXAAIOLLIEro COOTBETCTBME NPOU3BOAUTENST PETMCTPUPYEMOIO NIEKAPCTBEHHOMO Npenapata Ansi BETEPUHapHOro
npMMeHeHns TpeboBaHUAM MpaBui Hagfnexawen MNpOVM3BOACTBEHHOW MpPaKTUKM, NGO KOMUSA  NULEH3UM Ha
NMPOM3BOACTBO fEKAPCTBEHHbIX CPEACTB 4S5 BeTEPMHAPHOIO NPUMEHEHUS ANSi POCCUMCKMX NPOV3BOAUTENEN;

KoHcynbTaHTln0C: NpuMmeyaHue.
MyHKT 2 BCTynaet B cuny ¢ 1 aHBapsa 2017 roga.

2) KOMWS1 3aKMIOYEeHUss O COOTBETCTBUM NPOU3BOAUTENS JIEKApCTBEHHOrO Mpenapata Ans BeTepuHapHOro
NpMMeHeHns TpeboBaHWsIM NpaBun  Hagnexawlenh NPOWM3BOACTBEHHOW MNPaKTUKKW, BbIAAHHOIO  YMONHOMOYEHHBLIM
denepanbHbIM OpraHOM WCMOSNTHUTENbHOM BMNAcTWM AN KaXOOW NPOM3BOACTBEHHOW MoWaiku permcTpupyemoro
nekapCTBEHHOro npenapaTta Ans BETEPUHapHOro NpUMeHeHust (B TOM YMcne Ans npoussogutens dapmMaleBTUYEeCKon
cybcTaHuum), nMbo KoNust NIMUEH3MN Ha NPOM3BOACTBO JIEKAPCTBEHHbBIX CPEACTB AJ19 BETEPUHAPHOIO NPUMEHEHNS ANS
POCCUNCKMX Npomn3BoanTeENeun;

3) NPOeKT HopMaTMBHOIO JOKYMEHTa Ha NeKapCTBEHHbIV Npenapat A5 BeTEPMHAPHOIO NPUMEHEHUS;

4) [OOKyMEHT, cogepXawwmi criegyrlowyo  uHdopmaumio O hapMaueBTUYeCKoW  cyOcTaHumm — unm
hapmaLeBTMHECKMX CyOCTaHUUSX, BXOOSALWLMX B COCTaB NIEKAPCTBEHHOIO nNpenapaTa Ansi BETEPUHapHOro NpUMEHEHNS:

a) HaumeHoBaHve hapMaueBTUYeCcKon cybcTaHLmm, ee CTPyKTypa, obLime CBOMCTBA;

0) HaMMeHOBaHWe N agpec NPoM3BOAUTENS;

B) TEXHOMNoOrnsi NMpou3BOACTBA C OMWCAHMEM CTaauiA MPOM3BOACTBA M METOAOB KOHTPONS Ha BCeX CcTagusix
Npon3BOACTBA;

r) MHdhopmauusa o NpUMeECsix;

4) cneundukaumsa Ha hapMaLeBTUYECKYHO CyOCTaHUNIO;

€) onucaHve MeTOAMK KOHTPONS KayecTBa;

X) pesynbTaTbl aHanm3a cepuin papmaueBTMYECKON CybCcTaHLmuy;

3) nepeyeHb cTaHAapTHLIX 06pa3L OB MK BELLECTB, UCMOMb3yeMbIX NPY OCYLLECTBIEHUN KOHTPONS Ka4yecTBa;

n) onMcaHne XxapakTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTepunarnoB 1 YKYNOPOYHLIX CPeaCTB;

K) 4aHHble 0 CTabUNbHOCTK;

n) CPOK rOQHOCTU, YCINOBUSI XpPaHEHMS;

5) oTyeT O pesynbTaTax [AOKIUHWYECKOTNO WCCNEeAOoBaHWs JIEKAapCTBEHHOrO cpeacTBa AN BeTEepUHAPHOro
NPUMEHEHNS;

6) oTyeT O pesynbTaTax KMMHWYECKOTO WCCRefoBaHUS feKapCTBEHHOro npenapaTta Ansi BeTepuHapHOro
NPUMEHEHWS Y KaXK4oro BUAa XMBOTHbIX, YKasaHHbIX B MHCTPYKLMM N0 BETEPUHAPHOMY NPUMEHEHMIO;

7) NPOEKT MHCTPYKLUMM NO BETEPUHAPHOMY NMPUMEHEHMIO NIEKAPCTBEHHOrO MNpenapaTa, COAepXallel crneayroLlime
cBefeHus:

a) HaMMeHOBaHWE FeKapCTBEHHOrO Mpenapata Ans  BEeTEepUMHApPHOrO  MpPUMMEHeHus  (MexayHapogHoe
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HenaTeHTOBaHHOE, UNN FPYNMNMPOBOYHOE, NN XMMUYECKOE N TOPrOBOE HAUMEHOBAHMS);

6) nekapcTBeHHas hopma C yKkasaHWeM HanMEHOBaHUN N KONMYECTBEHHOIO COCTaBa OEWCTBYIOLLMX BELLECTB U
KayeCTBEHHOro cocTaBa BCMOMOraTefibHbIX BELLECTB;

B) onncaHmne BHELLHEro B1aa NekapCTBEHHOro npenapara Aansg BeTepuHapHoro NpUMeHeHs;

r) dapmakoTtepaneBTMyeckasd rpynna IeKkapCTBEHHOro npenapaTta Afs BETEPUMHAPHOro MPUMEHEHUS wnm
yKasaHue "romeonaTunyeckuii nekapcTBeHHbIN npenapaTt”;

4) apmakogMHammka U apmMakokMHeTUKa (3a UCKMNoYeHWeM  (bapMaKOKMHETUKM  FOMeonaTU4ecKmnx
nekapCTBEHHbIX MpenapaToB M pacTUTENbHbIX JIEKAapCTBEHHbIX NpenapatoB) WM OnNMcaHue MMMYHOBOMONOrMYecKmx
CBOWCTB leKapCTBEHHOro npenapara;

€) nokasaHunsa Ang npMMeHeHus;

X) NpoTMBONOKa3aHus Ans NpUMEHEHNS;

3) Mepbl MPEeOCTOPOXHOCTM NPY NPUMEHEHNN;

N) ykasaHme BO3MOXHOCTU M OCOBEHHOCTEN MpPUMEHEHUs y BGepeMEeHHbIX >XUBOTHbIX, Y >KUBOTHBIX B Nepuog
nakTaumm, y NOTOMCTBA XMBOTHbIX;

K) pexxmm J03MpoBaHust, cnocob BBeAEHUS U MPUMEHEHMUS, NPY HEOOXOOUMOCTM BpeEMS Npuema neKkapCTBEHHOIo
npenapaTa 41s BETEPMHAPHOro NPUMEHEHUS, NPOLAOMKUTENBHOCTb NIEYEeHUS;

1) BO3MOXHble NOOOYHbIE AENCTBUS, HexenaTesnbHble peakuuv npu NpUMEHEHWM NEeKapCTBEHHOro npenapaTta
ONS BETEPUHAPHOTO NPUMEHEHMUS;

M) CUMMTOMbI NEPEAO3NPOBKM, MEPbI MO OKa3aHUI0 MOMOLLM NpY NEPELO3NPOBKE;

H) B3aumMogewncTBue ¢ ApyrMMu fieKapCTBEHHbIMW NpenapaTtamMum U (M) KopMamu;

0) hopMbl BbiNycka fiekapCTBEHHOMo npenaparta Ans BEeTepUHaAPHOro NpUMeHeHus;

n) ykaszaHue (Npu HeobxoanmocTn) ocobeHHOCTEen AEeNCTBUSA NEeKapCTBEHHOro npenapara Ans BeTepuvHapHOro
NPUMEHEHNsI NPU NEePBOM NPUEME UNKU NpU ero OTMEHE;

p) onucaHue (Mpu HeobGXOOUMOCTW) OEWCTBUA BETEPUHAPHOrO Bpada (BeTepuHapHOro denbglwepa), WHOro
cneunanucTta B obrnactu BeTepyHapuv, BMnagernbla XXMBOTHOIO NPV MPOMyCcKe MnpuMema OAHOW WM HECKOSMbKUX 03
nekapCTBEHHOro npenaparta Ansi BETEPMHAPHOIo NPUMEHEHUS;

C) CPOK rOAHOCTU W yKasaHuMe Ha 3anpeT MpUMMEHeHMsl FeKapCTBEHHOro npenapata ANnd BeTepuHapHOro
NPUMEHEHNSI NO UCTEYEHMMN CPOKaA FOAHOCTY;

T) YCMNOBUS XPaHEHNS;

y) yKasaHne Ha HeobXoOAMMOCTb XpaHEHWsi NEeKapCTBEHHOro npenapaTta Ansi BETEPUHAPHOIO MPUMEHEHUS B
MecTax, HeOCTYMNHbIX ANs AeTew;

@) ykazaHue (npy HeobxoaMMOCTH) cneLmanbHbIX Mep NPeAOCTOPOXKHOCTM NPU YHUHTOXEHWUM HENCMONb30BaHHbIX
NeKapCTBEHHbIX MpenapaToB 4151 BETEPUHAPHOTO NPUMEHEHUS;

X) CPOKM BO3MOXHOFO WCMOMNb30BaHWS NPOOYKLUMU XMBOTHOrO MPOUCXOXAEHUS NOCNe BBEAEHUS XMBOTHOMY
nekapcTBEHHOro npenapara Ansi BeTepUHapHOro NpUMeEHEHMS;

L) yCnoBus OTMNycKa;

4) HAMMEHOBaHUA M agpeca MNPOM3BOACTBEHHLIX MIOLWAA0K MPOU3BOAUTENS NEKAPCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO NPUMEHEHMS;

L) HAMMEHOBaHWe, agpec opraHusauuun, yrnorHOMOYEHHOW AepxaTeneM Wnv Bnagenbuem perncTpauvoHHOro
YyOOCTOBEPEHUS NeKapCTBEHHOMO Npenapara Ha NPUHATUE NpeTeH3ni oT noTpebuTens;

8) npoekTbl MakeToB MNEepBUYHOW YMNAKOBKM U BTOPUMYHOW YMNAKOBKM JleKApCTBEHHOro npenapata Ans
BETEPUHAPHOIO NPUMEHEHMS;

9) cnegylowmne cBeeHNs O NeKapCTBEHHOM Npenapare A BETEPMHAPHOIO NPUMEHEHMS:

a) onucaHve n cocTaB JIeKapCTBEHHOIO NpenapaTa ANg BETEPUHAPHOrO NPUMEHEHNS;

0) onucaHue hapmaLeBTUYECKON pa3paboTku;

B) onucaHune npolecca NpPoM3BOACTBa U €ro KOHTPOIS;

) ONUcaHne KOHTPOIS KPUTUYECKMX CTaauin NpoM3BOACTBA Y MPOMEXYTOYHON NPOAYKLNY;

0) HanMeHoBaHuSA M agpeca paspaboTyvka, AepxaTens wnu Bnagenbla pPerncTpalMoHHOro yooCTOBEpeHUst
rnlekapCTBEHHOro npenaparta, MNpPOM3BOACTBEHHbIX MIOWAA0K MPOU3BOAUTENSA JEKAPCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO NPUMEHEHMS;

(B pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-3)

€) hapmaLieBTMYECKass COBMECTUMOCTb;

) MUKpoBUuonormyeckne xapakTepucTukm;

3) MaTepuanbHbi GanaHc Anst NPOM3BOACTBA CEPUU FOTOBOIO NPOAYKTa;

1) onMcaHne XapakTePUCTUK U CBOMNCTB YMAKOBOYHbIX MaTepmanoB N YKYNOPOYHbLIX CPeACTB;

K) LOKyMeHTarnbHoe noaTeBepXaeHne (Banngauust) npoLeccoB 1 (Mnn) nx OLEeHKa;

n) TpeboBaHMs K Ka4yecTBy BCMomMoraTesibHbIX BeLLecTB (cepTudumkaTt, cneumdumkaums Ha BcrnoMoraTesibHble
BelLecTBa U nx obocHoBaHue);

M) aHanuTuyeckne MeTOOUKWU, UCMOfMb3yeMble MPU OCYLLECTBMEHUN KOHTPOMsS KavyecTBa BCMNOMOraTeNbHbIX
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BELLEeCTB;

H) JOKyMeHTarnbHoe noATBepXXaeHue (Banugaums) aHanuTuyeckmx MeToauk, NCMoNb3yEMbIX NPU OCYLLIECTBIIEHWN
KOHTPOIS Ka4YeCcTBa BCMNOMOraTerbHbIX BELLECTB;

0) nHcopmaumsi 06 UCNONb30BaHUN BCMIOMOraTenbHbIX BELLECTB YENOBEYECKOro U XKUBOTHOIO NMPOUCXOXAEHUS;

n) nHdopmaums o6 MCnonb3oBaHUM HOBLIX BCMIOMOraTesbHbIX BELLECTB,;

p) TpeboBaHMA K Ka4yecTBY JlekapCTBEHHOro MpenapaTta Ans BETEPUHApPHOro MNpUMeEHeHust (cepTudmkar,
crneundmrKaumsa Ha NieKapCTBEHHbIV nNpenapaT u nx o6ocHoBaHue);

C) aHanmuMTU4eckne MEeTOAMKU, WCMONb3yeMble MPU OCYLLIECTBIIEHMN KOHTPONS KadecTBa MeKapCTBEHHOMO
npenapaTa 45 BETEPMHAPHOro NPUMEHEHUS;

T) JOKYMEHTanbHoe noaTBepXaeHne (Banuaaunsa) aHannTmyeckux MeToamK, UCNomnb3yeMbIX NpyU OCYLLECTBNEHUN
KOHTPOIs KayecTBa NekapCTBEHHOro npenapara ang BeTepuHapHoro NpuMeHeHus;

Y) AOKYMEHT, NOATBEPXAaloLLNiA Ka4eCTBO NeKapCTBEHHOro npenaparta TpexX MPOMbILUNEHHbIX cepuin (MPOTOKOM
aHanusa unu ceptudpmkaTt aHanmasa), ogHa cepusi KOTOPOro AOSPKHa CoBMajaTb C cepuen obpasua NekapCTBEHHOro
npenapaTa, NoAaHHOro Ha perucTpaumio;

&) xapakTepucTtuka npumecen;

X) nepeyveHb CTaHOapTHBIX 00pasL0B, UCNONb3YEMbIX MPU OCYLLECTBNEHUM KOHTPONSA KayecTBa feKapCTBEHHOro
npenapaTa Ans BeTEPUHAPHOro NpUMEHeHUs;

L) faHHble O CTabUNbHOCTU NEKAPCTBEHHOIO NpenapaTa Anst BETEPUHAPHOIro NPUMEHEHMS;

10) konMa [OKYMeHTa, coaepXallero MHPOpPMauuio O Hanmuuum unu o6 OoTCcyTCTBMM (hakTOB perncrpaumun
nekapCTBEHHOro npenaparta Ans BETepMHapHOro npumeHeHus 3a npegenamu Poccuickon ®egepauynu;

11) cornacve B nMCbMeHHON dhopme, NpeayCMOTPEHHOE YacTbio 7 HACTOSILEN CTaTbu, B Criy4yae permcrpauuu
BOCMNpOM3BEEHHOrO NeKapCTBEHHOIO Npenapara;

(B pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) konua JOKyMeHTa Ha PYCCKOM $3blke, 3aBEPEHHOro B YCTAHOBMEHHOM MoOpsiake UM noaTBepxAaaroLlero
NPaBOMOYHOCTb 3asiBNEHUS O roCydapCTBEHHOW perncrpaumm rnekapcTBeHHOro npenapata Ans BeTepuHapHoro
NpUMeHeHNs1 (0OBEPEHHOCTD).

4. Mpn npoBeAeHMM YCKOPEHHOM MNpOLeaypbl SKCNepTusbl NEKAapCTBEHHOrO npenapata gns BeTepUHApPHOro
NPUMEHEHNSI B LENaX ero rocyaapCTBEHHOW peructpauvMm MOXeT NpeactaBnaTbCs MHOopmauus, NonyvyeHHas npu
NPOBEAEHUN KITMHUYECKUX MCCrEeAOoBaHWM NIEKAPCTBEHHOro npenapaTta M onybrnvMkoBaHHas B Cneuuanm3npoBaHHbIX
neyaTHbIX W3OaHUSIX, a TakkKe [AOKYMEHTbl, CcoAepXalune pesynbTaTbl WUCCneaoBaHnsi OUO3KBUBANEHTHOCTU
nekapcTBeHHOro npenapara Ans BeTepuHapHoOro NpuMeHeHus!.

5. Ha akcnepTusy pasnuyHblX nekapcTBeHHbIX hOpM OOHOrMO M TOro e NeKapCTBEHHOro rnpenapata Ans
BETEPMHAPHOro NMPUMEHEHUS 3asiBUTENb NPeACTaBnseT OTAEeNbHbIE 3asBIIEHUS N PErUCTPALMOHHbIE JOCbE Ha KaXXAYH
nekapcTBeHHyto ¢opmy. lMpu ycnosun OQHOBPEMEHHOW MOA4AYM Ha 3KCMEepTM3y OAHOM NeKapCTBEHHOM opMbl C
pasnMyHbIMU JO3MPOBKOW, KOHLIEHTPaLMen, 00 beEMOM 3asiBUTENb NPEACTABNSAET OAHO 3asiBlIEHWE U PErMcTpaumMoHHOe
[0Cbe C NPUMNOXEHNEM MAKETOB YMAKOBOK HA KaXOyHo JO3NPOBKY, KaXOyl0 KOHLUEHTpauuio, Kaxabll obbeM K Kaxzgoe
KONMYecTBO 03 B YNaKOBKe.

6. 3asBuTenb BNpaBe NPeAcTaBUTb MO COOCTBEHHOW MHULMATMBE BMECTE C 3asiBlIEHMEM O FoCyAapCTBEHHON
perncTpauum nekapCTBEHHOro npenaparta Ansg BeTEePUHAPHOro MPUMEHEHUS LOKYMEHTbI, MOATBEpXaarlue ynnaTy
rocy4apCTBEHHOW MOLUMMHBI U YKa3aHHble B NYHKTE 7 YacTu 2 HacToswen ctatbn. B cnyyae mx HenpeacrtaBneHus
COOTBETCTBYIOLNIA YMNOMHOMOYEHHbI defeparnbHblid  opraH WCMONHUTENBbHOW BRAcTX npoBepsaeT akT ynnarhbl
3asBMTENEM roCy4apCTBEHHOW MOLUMMHbI MOCPEACTBOM MCMNONb30BaHUSA MHopMauum ob ynnaTe rocyaapCTBEHHOW
NOLLMWHbI, cofepxallenca B ocygapcTBEHHOW MHAOPMALMOHHOW CUCTEME O roCyAapCTBEHHbLIX U MyHUUUNANbHbIX
nnaTexax, Ha OCHOBaHWW MpeaCTaBreHHbIX 3asBUTENeM KONUW  OOKYMEHTOB, noATBepXxaalowux — ynnaty
rocygapCTBeHHOM MOLUSNHBI.

7. He ponyckaeTcsi MCMnonb3oBaHME B KOMMEPYECKMX LEenax WHgopmauum o pesynbTaTax [OKIMUMHUYECKUX
uccneaoBaHUMM  NEeKapCTBEHHbIX CPEACTB M KIIMHUYECKMX  UCCREedOBaHWW  NeKapCTBEHHbIX MpenapaTtoB  Ans
BETEpPMHAPHOro MNpuUMEHEeHUs, MNpeacTaBfeHHON 3asBuTenemM AN rocyfapCTBEHHOW perncTpauum nekapCTBEeHHbIX
npenapatoB, 6e3 ero corrmacus B TeYeHMEe LIeCTU NneT C AaTbl FOCYy4apCTBEHHOW peructpaumm pedepeHTHOro
nekapcTBeHHOro npenapara B Poccuiickon ®egepauuu.

Crtatbsa 18. Nogaya n paccMOTpeHNe 3asiBNEHNA O rOCYSApPCTBEHHOW perncTpauumn nekapCTBEHHOro npenapara
Ons MeaMLMHCKOro NpUMeEHEHUs
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ons rocygapCTBEHHOM pernctpauMy fekapCcTBEHHOro npenapata  Ans  MEeAMLMHCKOrO  MpUMeHeHust
lopyandeckoe NnLo, AencTeyioLlee B COBCTBEHHbIX MHTEpecax Uinv ynolHOMOYeHHOe NpeacTaBnsATb MHTepech! ApYroro
IOpUANYECKOro Nuua U 3asBrsiOLLee eKkapCTBEHHbI MnpenapaT Ha rocydapCTBEHHYO peructpauuio (ganee B
HacTosILLEN cTaTbe - 3asiBUTENb), NPeACTaBNseT B YNONHOMOYEHHbI defepanbHblii opraH UCMOMHWUTENbHOW BracTu,
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OCYLLeCTBMALWUA rocyAapCTBEHHYIO PErMcTpaLmio NnekapcTBeHHbIX npenapaTtoB Ans MeOUUMHCKOro NpUMEHEHUs, B
3NEKTPOHHON hopMe M Ha OyMaXHOM HocuTene 3asiBlieHne O [OCYyAapCTBEHHOW perncrpauun nekapCTBEHHOTO
npenapaTa gns MeAuMUMHCKOro NPUMEHEHNs, @ Takke B NopsaKe, yCTAHOBMEHHOM YMOMIHOMOYEHHbIM dhedepanbHbIM
OpraHoM UCMOMHWUTENBHOW BRacTu, B 9NEKTPOHHOW hopMe U Ha BymakHOM HocuTene HeobxoAumble OOKYMEHTbI, U3
KOTOpPbIX (hOpMUPYETCA perncTpaLmoHHoe JOChe Ha NeKkapCTBEHHbI npenapat Ans MeAULNHCKOro NpUMEHEHNS.

(vactb 1 B peq. enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

2. B 3asBneHnn o rocyaapCTBEHHOW perncTpaunm nekapcTBeHHOro npenapara ans MeauuMHCKOro npuMeHeHus
yKa3sblBaloTCA:

1) HaumeHoBaHME W agpec 3asBUTENS U NPOU3BOLMTENS JIEKAPCTBEHHOrO npenapata Ans MeguuMHCKOro
NPUMEHEHNST 1 afpec MecTa OCYLLECTBIIEHUS ero NPOM3BOACTBA (B Criyvae Hanu4umsi HECKOSbKMX Y4aCTHUKOB MpoLiecca
Npon3BOACTBa HEOOXOAMMO yKa3aTb KaXKOoro y4acTHMKa B COOTBETCTBUM C OCYLLIECTBNSEMON CTaanel NpoM3BOACTBA);

2) HaMMeHOBaHWe InekapCTBEHHOro npenapata Ang  MeguUWHCKOrOo  MpUMEHeHus  (MexayHapoaHoe
HenaTeHTOBaHHOE, UNN FPYNMNMPOBOYHOE, UMM XMMNYECKOE N TOPrOBOE HAUMEHOBAHMS);

3) nepeyeHb OENCTBYIOLLMX M BCMOMOraTerbHbIX BELLECTB, BXOASLIMX B COCTaB IEKapCTBEHHOro npenaparta ang
MEAMLIMHCKOro NPUMEHEHWS, C YKa3aHNEM KONMYECTBa KaXkaoro U3 HUX;

4) nekapcTBeHHas popma, A03UpOBKa, cnocobbl BBEAEHUS U NPUMEHEHWUS, CPOK FOAHOCTU fleKapCTBEHHOro
npenapaTa ans MeauLMHCKOro NpUMEHEHMS;

5) dapmakoTepaneBTMYeckad rpynna, Kog  aHaTOMO-TepaneBTUYEeCKO-XMMUYECKOW  Kraccudukauuu,
pekoMeHOoBaHHOW BcemMupHOn opraHusauuen 34paBoOXpaHeHWus, 3asdBnseMble MoKasaHua AN NpPUMeHeHUs
nekapcTBeHHOro npenapara Ans MeauLMHCKOro NpUMeHeHns;

6) oTcyTcTBME HEOOXOOMMOCTM MpenoCTaBfeHUa oTyeTa O pesynbTaTax KIMHUYECKOro  UccrnenoBaHus,
nccnegoBaHmsa GUOSKBMBANEHTHOCTU NNEKAPCTBEHHOTO Npenapara, pas3peLlleHHOro Ans MeaULUHCKOrO NMpUMEHEHUsa B
Poccuiickon ®epepaunn Gonee gsaguatv neT, ¢ yka3aHMEM HOPMATMBHBLIX MPABOBbLIX akTOB, MOATBEPXKOAOLLMX
[OaHHbINA CPOK NPUMEHEHMS;

7) HeobxogmmocTb OOPMIIEHMSA pa3pelleHnss Ha BBO3 B Poccuinckyito Pepepaumio KOHKPETHOW napTum
3aperncTpmpoBaHHbIX U (MNW) HE3apPEerMCTPUPOBaHHbIX NEKAPCTBEHHbIX CPeACTB, MpefHa3HaYeHHbIX ANs NPOBEAEHUS
3KCMNEPTM3bI NNEKAPCTBEHHbIX CPEACTB B LIENSAX roCyAapCTBEHHOW perncTpaumm;

8) HeobXxoaNMMOCTb NPOBEAEHUA 3KCMEPTM3bl JOKYMEHTOB, NpPeacTaBfieHHbIX ANS onpeaeneHvsi BO3MOXHOCTH
paccmaTtpuBaTb NeKapCTBEHHbIN npenapaT Ans MeOULUMHCKOro MPUMEHEHMUST MpU OCYLLECTBMEHUM rocyaapCTBEHHON
perncTpaumm B kayectse oppaHHOro nekapCTBEHHOro npenapara;

9) HeobXoAMMOCTb MPUMEHEHUSI YCKOPEHHOW mnpoueaypbl 3KCNEepTU3bl JIEKApCTBEHHbIX CPEACTB B LEnsx
rocyapCTBEHHOW perncrTpaumm nekapcTBeHHOro npenapara;

10) koMM SOKYMEHTOB, MOATBEPXKAAOLLMX YNaTy rocyaapCTBEHHOMN MOLUMMHbI;

a) 3a NpoBeAeHNe IKCNEPTU3bl JOKYMEHTOB, NPeACTaBMEHHbIX ANS onpeaeneHnss BO3MOXHOCTU paccMmaTtpuBaTh
nekapcTBeHHbIM NpenapaTt Ans MeAULMHCKOro NPUMEHEHWs Mpu OCYLLEeCTBIEHUN rOCyAapCTBEHHOW perucrpaumm B
KauecTBe ophaHHOro nekapcTBeHHOro npenapara;

0) 3a MpoBefeHNe 3KCNEepPTM3bl KayecTBa NEKAPCTBEHHONO CPEeACTBa M IKCNEpPTM3bl OTHOLLUEHUSA OXUOAEMOMN
nonb3bl K BO3MOXHOMY PWUCKY MPYMEHEHUS IeKapCTBEHHOro npenapaTa, paspeleHHoro ans  MeauuMHCKOro
npumeHeHusi B Poccuiickon ®epepauun 6onee gpaguatyv net, Npu OCYyLECTBNEHUN TOCYLapCTBEHHOW perncrpauumn
nekapcTBEHHOro npenapara;

B) 3a NpoBefeHWe 3KCMepTM3bl KayecTBa MEeKapCTBEHHOrO CPeACcTBa U SKCNepTU3bl OTHOLLUEHUSA OXuAaemomn
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapaTta Ans MeauUMHCKOro NpUMEHEeHUs nNpu ero
rocyapCTBEHHOWN perncrpaumu,;

) 3a MpoBedeHWe IKCMEepTM3bl KavyecTBa NEKapCTBEHHOIO CPEACTBa W 3KCMEPTU3bl OTHOLLEHWUS OXUOAeMOou
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUST NNEKAPCTBEHHOrO npenapara Anst MEAULUHCKOrO MPUMEHEHUS, B OTHOLLIEHWM
KOTOPOro NpoBeAeHbl MeXAYHapOaHble MHOTOLEHTPOBbIE KIMHUYECKME UCCnefoBaHus, YacTb U3 KOTOPbIX NpoOBeAEHa B
Poccuiickon ®enepauuu, npy OCyLLEeCTBNEHUM rOCYAapCTBEHHON perncTpaumnm nekapcTBeHHOro npenapara;

11) Hanu4ue cornacus NPou3BOAUTENS NEeKapCTBEHHOro nNpenapaTa, NPoM3BOACTBO KOTOPOro OCYyLLECTBNAETCH 3a
npegenamu Poccuiickon ®epepauuun, Ha nNpoBedeHWE WHCNEKTUPOBaHWSA MNPOU3BOAMTENS Ha COOTBETCTBUE
TpeboBaHNsM NpaBun Hagnexallen NPoM3BOACTBEHHON MPaKTUKK;

12) Hanuume cornacus, NpegyCMOTPEHHOro YacTblo 18 HacTosLen cTaTby;

13) ykasaHve Buaa nNEKapCTBEHHOroO npenapaTta, NPeACTaBMEHHOr0 Ha peructpauuto  (pedepeHTHbIN
nekapCTBEHHbIV NpenapaT, BOCNPOM3BELAEHHbIN NIEKAaPCTBEHHLIN NpenapaT, bUoNorMyeckuin NekapcTBEHHLIN npenapar,
BuroaHanoroBbIvi (6MONOAOOHEIN) NekapCTBEHHbIV NpenapaT (OuoaHanor), romeonaTU4ecknii NNekapCTBEHHbIV Npenapar,
nekapCTBEHHbIV pacTUTENbHBIN NpenaparT).

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PerncrtpaumnoHHoe gocbe Ha NekapCTBEHHbIM NpenapaTt Ang MeOULMHCKOrO NPUMEHEHWs npegocTaBnsieTcd B
dopme 0bLLErO TEXHUYECKOTO AOKYMEHTA.

(vacTb 3 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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4. Pazgen AOKyMeHTauMm agMUHUCTPaTMBHOIO XapakTepa BKIoYaeT B cebs:

1) 3asiBNeHne 0 rocyaapCTBEHHOW perncTpaummn NekapcTBEHHOro npenapaTta Ans MeguUMHCKOTO NMPUMEHEHUS B
3MEKTPOHHON hopme 1 Ha DyMaKHOM HOCUTENE;

2) KONV OOKyMEHTa Ha PYCCKOM f3blke, 3aBEepPEeHHOro B YCTAHOBMEHHOM Mopsike W MOATBEMKAANoLLEro
NPaBOMOYHOCTb 3asBUTENSA NOAABaTh 3asBlEHNE O roCyJapCTBEHHOM perucTpauuy nekapCTBEHHOro npenapata Ans
MEeOULMHCKOrO NPUMEHEHUS (0OBEPEHHOCTD);

3) KOMMIO NULEH3UN Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM  KOMWIO 3aKMOYEeHWss O COOTBETCTBUM
NpoM3BOAMTENS NEKaPCTBEHHbIX CPEACTB TpeboBaHMAM NpaBui Hagnexallen npon3BoaCTBEHHON NPAKTUKK, BblAAHHbIE
YMONTHOMOYEHHbIM dheaepanbHbIM OpraHOM MCMOMHUTENbHOW BnacTu, B criyyae, ecnv npou3BOACTBO feKkapCTBEHHOMO
npenapaTta ocywectensaercsa B Poccuickon depepaumy;

4) Konuio BbIAAHHOW YMNOMHOMOYEHHbBIM OpraHoOM CTpaHbl MNPOU3BOAMTENS JULEH3UWM Ha MPOU3BOACTBO
nekapCTBEHHOrO npenapata U ee MNepeBOL Ha PYCCKUN SA3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSAKE, U KOMUIO
3aKMYEHMs O COOTBETCTBUM MNPOM3BOAMTENSA JIEKapCTBEHHbIX CpeacTB  TpeboBaHMSAM MpaBun  Hagnexaiewn
NPOM3BOACTBEHHOW MPAKTUKK, BbIAAHHOIO YMOSIHOMOYEHHbIM (befepanbHbiM OpraHoOM WCMOSNTHUTENbHOW BRactu, B
cnyyae, ecnv NPoM3BOACTBO fNIeKapCTBEHHOIO NpenapaTa ocylecTBhseTcd 3a npegenamu Poccuiickon ®eagepaunu;

5) NPOeKT MHCTPYKLUMM NO MEANLMHCKOMY NPUMEHEHUIO NeKapCTBEHHOro npenapara, cogepxalen cnegywolime
cBefeHus:

a) HauMeHOBaHWe NeKapCTBEHHOIO Npenapara (MexayHapoaHoe HenaTeHTOBaHHOE, UMW TPynnMpOBOYHOE, UMK
XUMWNYECKOE N TOProBOE HAUMEHOBAHWS);

6) nekapcTBeHHas hopma C yKkasaHWeM HanMEHOBaHUN N KONMYECTBEHHOIO COCTaBa AEWCTBYIOLLMX BELLECTB U
KayeCTBEHHON0 COCTaBa BCMOMOraTenbHbIX BewecTB (Mpy  HEeobXOAMMOCTM  KONMMYECTBEHHOr0  cocTaBa
BCMoMoraTernbHbIX BELLECTB);

B) Onu1caHne BHELUHEro Buaa NekapCcTBEHHOro npenapaTa Ans MeguunHCKOro NpUMeHeHus;

r) PU3NKO-XMMUYECKne CBOMCTBA (AN paanodapmMaLeBTUHECKUX NeKapCTBEHHbIX NpenapaTos);

) dhapmakoTepaneBTMYecKas rpynna, koA JeKapCTBEHHOro npenapaTta And MeAWLMHCKOrO MPUMEHEHMS Mo
aHaToOMO-TepaneBTUYECKO-XMMUYECKON Kraccugukawmu, pekoMeHA0BaHHOM BcemupHon opraHusaumen
3[paBoOXpaHeHs, U1 ykasaHune "romeonaTM4eCckuUin nekapcTBEeHHbIN npenapar”;

e) capmakogmHammka © apMakoKMHETUKa (3a MCKMYeHneM  (PapMakoKMHETUKM  roMeonaTU4ecKmx
nekapcTBEHHbIX MpenapaToB U pacTUTENbHbIX NeKapCTBEHHbIX NpenapaTos);

) NokasaHus Anst NpUMeEHeHNs;

3) MPOTMBOMOKa3aHWst 115 MPUMEHEHUS;

1) Mepbl NPeAOCTOPOXHOCTU NPU NPUMEHEHWM;

K) yKasaHue BO3MOXHOCTM U OCODEHHOCTEN MpPUMEHEHUs MNeKapCTBEHHOro npenapata And MeguuUHCKOro
NPUMEHEHNsT BGEPEMEHHBIMU XKEHLLMHAMMI, XEHLIMHaMW B nepuog rpygHoOro BCKapMMBaHWA, AETbMU, B3POCMbIMU,
UMEIOLLIMMUN XPOHMYeCKkne 3aboneBaHus;

n) pexuvM [o3MpoBaHus, cnocobbl BBeAEHUS W MPUMEHEHUSA, MNpuM  HeobXoOuUMOCTM BpeMsi Mpuema
niekapCTBEHHOro npenaparta Anst MegULMHCKOTO NPUMEHEHUS, NPOAOIPKUTENBHOCTb NIEYEHNs], B TOM YMChe Yy AeTen 40 U1
nocne OfHOro roaa;

M) BO3MOXHbl€ HeXenaTenbHble peakuun npu NpUMEHEHUW NeKapCTBEHHOro npenaparta ans MeavuUHCKOro
NPUMEHEHNS;

H) CUMNTOMbI NEPeso3MPOBKU, MEPLI MO OKa3aHWUIo NOMOLLM MPU Nepeao3npPoBKe;

0) B3aMOAENCTBME C APYIMMU NEKAPCTBEHHLIMU NpenapaTamu 1 (Mnu) NULLEBBLIMU NPOAYKTaMU;

n) hbopMbl BbIMyCka NIEKAPCTBEHHOIO NpenapaTa;

p) ykasaHue (npu HeobxoouMocT) OCOBEHHOCTEN OEeNCTBUS JFIEKapCTBEHHOro npenaparta Ansi MeauumMHCKOro
NPUMEHEHNSI NPU NEPBOM NPUEME UMK NPU €ro OTMEHE;

C) onucaHue (Npy HeobxoaAMMocCTn) AencTBuA Bpada (henbAwepa) u (unu) naumMeHTa npu nponycke npvema
OOHOW UIN HECKONbKUX 003 NeKkapCTBEHHOro npenapaTta Ans MeguumHCKoro NpUMeHeHns;

T) BO3MOXHOE BNUSIHWE NEKAPCTBEHHOIO Npenapara A1 MeauUMHCKOro NPUMEHEHUsT Ha cnocobHOCTb yNpaBnsThb
TpaHCMOPTHLIMK CpeAcTBaMu, MEXaHU3MaMMU;

y) CPOK rogHOCTM W yKa3aHWe Ha 3anpeT MpUMEHEHUs FeKapCTBEHHOrO npenapata Afis MeauLUMHCKOro
NPUMEHEHNS MO NCTEYEHUN CPOKa rOgHOCTY;

&) ycnosus xpaHeHus;

X) yKkasaHue Ha HeobXxoOMMOCTb XpaHeHWs1 fekapCTBEHHOro npenaparta Anst MEOULUMHCKOrO MpUMEHEHMS B
MecTax, HeOCTYNHbIX ANst AeTew;

L) ykazaHue (Npy1 HeoOX0AMMOCTM) creunanbHbIX Mep NPeAOCTOPOXHOCTU MPU YHUHTOXEHUN HEUCTONb30BaHHbLIX
nekapCTBEHHbIX NpenapaToB AfS MeAULMHCKOTO NMPUMEHEHNS;

4) YCrOBUSA OTMYCKa;

L) HAaUMEHOBaHWA 1 agpeca NPOU3BOACTBEHHbLIX MIOLAA0K NPON3BOANTENS NEKAapPCTBEHHOro npenapaTa;

LLl) HaMMeHOBaHWe, agpec opraHusauuu, YnormHOMOYEHHOW AepXaTeneM unu BnagernbueM perncTpaumoHHOro
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"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

yOOCTOBEPEHUSA JIEKAapCTBEHHOrO Mpenapata Ans MeOUUMHCKOTO MPUMMEHEHUS Ha MPUHATUE MNPETEeH3Mn OoT
notpeburens;

6) WHCTPYKUMIO MO MEOMULMHCKOMY MNMPUMEHEHUIO WM KPaTKYI XapaKTepUCTUKY FEeKapCTBEHHOro npenapara,
YTBEPXAEHHbIE B CTPaHe Npom3BoauTens;

7) NpOEKTbl MakeToOB NEPBUYHON YNAKOBKN 1 BTOPUYHOWN YNaKOBKM NeKapCTBEHHOro npenapara Ans MeauumnHCKoro
NPUMEHEHNS;

8) NpoeKkT HopmaTMBHOW [OKYMEHTAUUW WM HOPMaTUBHOIO AOKYMEHTa Ha feKapCTBEHHbI npenapat Ans
MEAMLMHCKOro NpUMeEHeHUs b0 yka3aHne COOTBETCTBYHLLEN hapMakonenHom cTaTbu;

9) OOKYMEHT, cofepallunin MHpopMaLumo 0 Hanmyum unm o6 oTcyTCTBMM (PaKTOB pPEerMcTpaumum feKkapcTBEHHOro
npenapaTa 4na MeauLUMHCKOro NnpuMeHeHmns 3a npegenamm Poccuinckon ®epepauum;

10) KonMMM AOOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBMNEHHOM MOpsiAke W noaTBepxAarwlmx akt pernctpauum
nekapCTBEHHOrO npenapaTta B MHOCTPaHHbIX rocyAapcTBax B Ka4eCcTBe opdhaHHOro fiekapCTBEHHOMO Npenapara;

11) nnaH ynpaBneHuss puckamum And OMONOrMyeckMx JEeKapCTBEHHbIX MpenapaTtoB AN MeOUUUHCKOro
NPUMEHEHNS;

12) gOKyMeHT O cucTeme dapmakoHaz3opa AepxaTens wunu Bnagenbua pernctpaumoHHOro yAOCTOBEPEHUS
nekapcTBEHHOro npenapara;

13) DOKyMEHT, noaATBEPXAAOLLMI KAa4YeCTBO NIeKapCTBEHHOIO npenapaTa Tpex NPOMbILUIEHHbIX Cepuin (MPOTOKOM
aHanusa unu ceptucpmkaTt aHanmasa), ogHa cepusi KOTOPOro AOSPKHa CoBMajaTb C cepuen obpasua NekapCTBEHHOro
npenapata 4nsa MeAMLMHCKOro NpUMEHeHUs, NPeACcTaBEHHOro Ha rocy4apCTBEHHYO pPErMCcTpaLmio.

(vacTb 4 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xumunyeckon, dapmaueBTUHECKON M BUONOrMYECKOn LOKYMEHTauuu BKo4YaeT B cebs JOKYMEHTHI,
cogepxawme uHgopmaumioo o dapmaleBTUYeckon cybcTaHumMM M nekapcTBEHHOM npenapate Ans MeauUMHCKOro
NpUMeHeHUs1, NpoLiecce ero NpoM3BOACTBa U MeToAax KOHTPOIS KayecTBa, B TOM Yucre:

1) KONWMIO OOKYMEHTa, coAepKallero criefylLllylo uHdopMaumi o dapMaueBTUYeckon cybcTaHumMmM unm
dhapmaLeBTMHECKMX CyOCTaHUUSX, BXOOALWMX B COCTaB NIeKapCTBEHHOIO NpenaparTa:

a) HanmeHoBaHue hapmaueBTUYECKOM CybCTaHUUK, ee CTPYKTypa, o0LLMe CBONCTBA;

6) HaumeHoBaHWe 1 agpec NPOM3BOANTENS;

B) TEXHOMOMMA MPOU3BOACTBA C OMUCaHMEM CTaaui NPOU3BOACTBA U METOOOB KOHTPONSA Ha BCeX CTaausix
Npon3BoACTBa;

r) onMcaHue pa3paboTkM npoLiecca NPOM3BOACTBA;

4) ONMcaHne KOHTPOIS KPUTUYECKMX CTagUM NPON3BOACTBA U MPOMEXYTOYHOW NPOAYKLMK;

€) OKyMeHTanbHoe nogTeepXxaeHne (Banugaumns) NpoLeccoB v (M) Nx OLEHKa;

)K) CBOWCTBaA M CTPYKTypa AENCTBYIOLUX BELLECTB;

3) XapaKTepucTumka npumecen;

n) cneundukaums Ha hapMaLeBTUYECKYHO CyOCTaHUMIO U ee 0BGOCHOBaHNE;

K) aHanuMTU4ecKne MEeTOAMKM, UCMONb3yeMble MPU OCYLLECTBMEHUN KOHTPONS KadecTBa hapmaLeBTUYECKOM
cybcTaHuuuy;

n) gOKyMeHTanbHoe noarBepXaeHne (Banngaums) aHanuTuyeckmx MeToguk, UCMoNb3yeMbIX NPy OCYLLIECTBIIEHMN
KOHTpOIs KayecTBa hapmaLeBTMYECKOM cybcTaHuuu;

M) pe3ynbTaTbl aHanunsa cepui papmaLeBTUYeCcKon cybcTaHumm;

H) NepeYeHb CTaHA4apPTHbIX 00pa3LOB UMM BELLECTB, UCMOSb3YEMbIX MPU OCYLLECTBIEHNM KOHTPOSS Ka4ecTBa;

0) onucaHne xapakTePUCTMK Y CBOWCTB YNAKOBOYHbLIX MAaTEPMAIIOB M YKYNMOPOYHbIX CPEACTB;

n) OaHHble O CTAabUNbHOCTN hapmMaLleBTUYECKON CyOCTaHUMK;

p) CPOK rogHOCTY;

2) [OOKYMEHT, cofepXalumMi crnegyllmne CBeAEHVMsI O JIeKapCTBEHHOM npenapaTte Aangd  MeauuUMHCKOro
NPUMEHeHNs:

a) onucaHue 1 CocTaB fekapCTBEHHOro npenapaTta Ans MegULMHCKOro NpUMEHEHUS;

6) onucaHve hapmaueBTUdeCKon pa3paboTkm (0O0CHOBaHMe BbIOOpa cocTaBa, NePBUYHON YNAKOBKA U UHOTO);

B) TEXHONOMMsi MPOU3BOACTBA C OMWCAHWEM CTaaui MPOU3BOACTBA M METOAOB KOHTPONSA HAa BCEX CTagusix
Npon3BOACTBA;

r) ONUCaHne KOHTPOIS KPUTUYECKMUX CTaguin npoLecca NnpovM3BoaCcTBa M MPOMEXYTOYHON NPOoAyKUnN;

[) HauMeHoBaHue 1 agpec MecTa OCyLLEeCTBNEHNS NPON3BOACTBA NEKAPCTBEHHOIO NpenapaTa Ans MeguLMHCKOro
NPUMEHeHUs (B Criyqae Hanu4ymsi HECKOMbKMX Y4aCTHUKOB MpoLecca Npou3BoacTBa HeobXoAMMO ykasaTb Kagoro v3
HUX);

e) dhapmaLeBTNYECKas COBMECTUMOCTb;

X) MUKPOBUNONOrMYeCcKkme XapakTepuCTmKu;

3) maTepuanbHbIn 6anaHc ons NpoM3BoACTBa CEPUN FOTOBOMO NPOAYKTA;

1) ONUCaHne XapaKTepPMUCTMK U CBOMCTB YNAKOBOYHbIX MaTepMarnoB 1 YKYNOPOYHbIX CPEACTB;

K) LOKyMeHTarnbHoe noaTsepxaeHne (Banngauus) npoueccoB NpomM3BoACcTBa U (UNK) NX OLEHKa;
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(c usm. u gon., BCTYN....

n) TpeboBaHMSA K KayecTBy BCMOMOratenbHbIX BewecTB (cepTudmkar, crneuyndukaums Ha BCNOMOraTenbHble
BellecTBa U nx obocHoBaHue);

M) aHanuTU4eckne MeTOOUKWU, UCMOSMb3yeMble MPU OCYLLECTBMEHUN KOHTPOMsS KayecTBa BCMOMOraTesbHbIX
BELLEeCTB;

H) AOKYMeHTanbHoe noaTBepXaeHve (Banugaumns) aHanutuyecknx MeToAMK, UCMOoMNb3yeMbliX MPU OCYLLECTBNEHUN
KOHTPOIsi Ka4YeCTBa BCMOMOraTesibHbIX BELLECTB;

0) nHdopMaLms 06 UCNoMNb30BaHNM BCMIOMOraTerbHbIX BELLECTB YENOBEYECKOrO U XMBOTHOMO MPONCXOXOEHMS;

n) nHdopmaums o6 MCNoNb30BaHUM HOBLIX BCMIOMOraTenbHbIX BELLECTB;

p) TpeboBaHMA K KayecCcTBY JI€KApPCTBEHHOro npenapaTta Ans MeOULMHCKOrO MpUMEHeHusa (cepTudpumkar,
crneundmrkaumsa Ha nekapcTBeHHbIV npenapar u nx obocHoBaHue);

C) aHanuTu4eckMe MeTOAMKW, WCMNONb3yeMble MpU OCYLLECTBIEHUN KOHTPOMS KayecTBa NeKapCTBEHHOro
npenapata 4ns MeAULMHCKOro NpUMEHEHUS;

T) AOKYMEeHTarnbHOe noATBepXaeHne (Banvgaums) aHanMTU4ecknx MeToamK, NCMOSb3yeMbIX NMPU OCYLLECTBEHUN
KOHTPOsi KaYecTBa JlIekapCTBEHHOIo npenapaTa Anst MeguuUHCKOro NPUMEHEHUS;

y) pesynbTaTbl aHanun30B Cepuii ieKapCTBEHHOTO Npenapara 4515 MEAULMHCKOrO NPUMEHEHNS;

&) xapakTepucTtuka npumecen;

X) NepeyveHb CTaHOapTHbIX 06pa3LoB, UCMOSMb3YEMbIX MPU OCYLLECTBIIEHUM KOHTPOSS KayecTBa JeKapCTBEHHOroO
npenapata 4ns MeAULMHCKOro NpUMEHEHUS;

L) AaHHble O CTabuNbHOCTU NEKAapCTBEHHOIO NpenapaTta Anst MegULMHCKOrO NPUMEHEHWS.

(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen ghapmMakonornyeckon, TOKCUKONOrMYECKOM LOKYMEHTaLMM BKMoYaeT B cebsi OoT4eTbl O pesynbTaTtax
OOKNMHNYECKUX UCCNeoBaHWI NeKapCcTBEHHOIO CpeacTBa ANst MeAULMHCKOro NPUMEHEHNS], B TOM YMChe:

1) oTueT 0 hapmakognHaMNYECKUX UCCnegoBaHuUsX;

2) OTYET 0 (hapMaKOKMHETUYECKNX UCCINEOOBAHUSX;

3) OT4ET O TOKCUKOSOTMYECKMX MCCIEeA0BaHMSX.

(vacTb 6 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KnMHUYeCcKon AOKYMEHTaL MM BKMoYaeT B ceba oTyeTbl O pesynbTatax KIMHUYECKMX WUCCreaoBaHUn
nekapcTBEHHOro npenapara Anst MEAULIMHCKOrO NPUMEHEHNs, B TOM Yucne:

1) otyeTbl 06 uccrnegoBaHUsAX OMOOOCTYMHOCTM U OMOSKBMBANEHTHOCTW, UCCNEOOBaHUSIX, YCTaHaBMMBAKOLLMX
KOppensaumio pesynbTaTtoB, NOSyYEHHbIX B YCMOBUSX in Vitro u in vivo;

2) oT4eTbl 0 hapMaKkOKUHETUYECKUX UCCIIEN0BaHUSX;

3) oTyeTbl 0 hapmakoANHAMNYECKUX UCCIEegOBaAHMSX;

4) oTYETbI O KMMHMUYECKNX NccneaoBaHUaxX 3dEKTMBHOCTN 1 6e30nacHOCTY;

5) oT4eT 0 NOCTPErncTpPaLMoOHHOM ONbITE NMPUMEHEHMUS (NPY HaNU4uu).

(vacTb 7 BBegeHa denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8. TpeboBaHus kK 06bemMy MHpOpMaLUN, NPeOCTaBSAEMON B COCTaBE PErMCTPALMOHHOIO A0Cke, AN OTAENbHbIX
BMOOB Jl€KApCTBEHHbLIX MpenapaToB ANd  MEOMLUMHCKOrO MPUMEHEHUSA YCTaHaBMMBAKTCA  YMOMHOMOYEHHBLIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOM BacTu.

(4acTb 8 BBegeHa PegeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9. B oTHOLWEHMM NeKkapCTBEHHbIX NpenapaTtoB, paspelUueHHbIX ANS MeaWUMHCKOro npumeHeHust B Poccuinckon
depepaummn Gonee gBaguatv net (3a MCKMOYEHMEM OMONOrMYECKMX JeKapCTBEHHbIX MpenapaTtoB), [AonyckaeTcs
BKITIOYEHNE B COCTaB pasgena apmakonorMyeckomn, TOKCUKONOMMYECKOM OOKYMeHTaumM U pasgena  KIMHUYECKON
OOKyMeHTaumMM BMeCTO oTyeTa paspaboTumka o peaynbTatax CoOOCTBEHHbIX [OOKMIMHUYECKUX  WCCeaoBaHWM
nekapCTBEHHbIX CPeACTB U KITMHUYECKMX UCCNeaoBaHNiA NeKapCTBEHHbIX NpenapaToB Anss MeAVLMHCKOro MNpUMEHEHNS
o63opa Hay4yHbIXx paboT O pesynbTaTax AOKMMHUYECKMX WUCCMEeLOBaHUM NEKapCTBEHHbIX CPeACTB U KIMHUYECKUX
nuccnefoBaHUM OaHHbIX NEKApCTBEHHbIX MpenapaTtoB, B TOM YUCRE BKAOYas OMbIT MX MOCTPErUCTPaLMOHHOMo
NPUMEHEHNS.

(vacTb 9 BBeeHa defepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

10. MNMpun rocygapCTBEHHOW perncTpaumm BOCMNPOU3BEAEHHbIX NEKAPCTBEHHbLIX MpenapaTtoB ANA MeAWLUHCKOro
NPYMEHEHWS JOMyCKaeTCs BKIIOYEHNE B COCTaB pasgena (apmMakonormyeckon, TOKCUKOMOrMYECKON OOKyMeHTauuu wu
pasgena KnvHUYeCcKoW AOKYyMEHTauMu BMECTO oTyeTa paspaboTyumka O pesynbratax COOCTBEHHbIX AOKMMHUYECKUX
nuccnegoBaHM NeKkapCTBEHHbIX CPeAcTB 0030pa HaydHblX paboT O pesynbTatax AOKMMHUYECKUX UccnenoBaHum
pedepeHTHOro fiekapCTBEHHOTO NpenapaTta U NpPeACcTaBneHne BMECTO KITMHUYECKMX UCCNeaoBaHNi B NOTHOM 06beMe,
YCTaHOBMNEHHOM pa3fesioM KNMHUYECKOW AOKYMEHTaL MK, oT4eTa O pesynbTaTax MCCNefoBaHWUiA OUO3KBUBANEHTHOCTU
BOCMPOM3BEAEHHOIO NEKapCTBEHHOIO MNpenaparta Afs MeauUMHCKOro npuMmeHeHusi. He TpebyeTca npegcrtaBneHue
oT4yeTa O pesynbTaTtax UCCNefoBaHUN OVMOIKBMBANEHTHOCTM BOCMPOM3BEAEHHOIO NeKapCTBEHHOrO npenaparta Aang
MEOVUMHCKOrO MNPUMEHEHUS,, €CNU  PErMCTPUPYHOTCS  BOCMNPOU3BELEHHbIE JNEKAapCTBEHHblE  npenapartbl  Ans
MEAMLIMHCKOro NPUMEHEHMS, KOTOpPbIE:

1) npegHasHayeHbl ANA NapeHTepanbHOro (MOAKOXHOMO, BHYTPUMbILLIEYHOrO, BHYTPUBEHHOIO, BHYTPUrMasHOro,

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 23 13 68
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”
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[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

BHYTPUMOMOCTHOIrO, BHYTPUCYCTaBHOIO, BHYyTPUKOPOHAPHOI0) BBEAEHNS U NpeacTaBnstoT cobor BOAHbIE pacTBOPSI;

2) npegcTaensaoT cobON pacTBOpbI A9 NepoparnbHOrO NPUMEHEHUS;

3) nponsBeaeHbl B hopme NOPOLLKOB U NModmnnmsaToB AN NPUroToBNeHUsS pacTBOPOB;

4) aBna0TCA rasamu;

5) ABMAIOTCA YWHLIMWU WNW MasHbIMU fleKapCTBEHHLIMU MpenapaTaMmu, Npou3BeAeHHbIMU B popMe BOAHbIX
pacTBOPOB;

6) NnpegHa3HayeHbl 451 MECTHOIO MPUMEHEHUS 1 NPUrOTOBIEHbI B 0OPME BOOHbLIX PAacTBOPOB;

7) NpeAcTaBnsitoT co00M BOAHbIE pacTBOPbLI 4151 UCMOSb30BaHUs B hopMe MHransiumm ¢ NoMoLLbio Hebynansepa
UNN B KaYeCTBE Ha3albHbIX CNPeeB, NPUMEHSEMbIX C MOMOLLIbIO CXOAHbIX YCTPONCTB.

(vacTb 10 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. Ona cnydaes, ykasaHHblX B nyHktax 1-3,5-7 vactm 10 HacTodwen cTaTtbl, BOCMNPOU3BEAEHHbLIN
nekapCTBEHHbIV NpenapaTt ANs MeAULMHCKOro NPUMMEHEHUS OOJDKEH CoAepXaTb TakMe e BCroMoraTenbHble BellecTBa
B TaKMX XXe KONMMYEeCTBaX, Kak U pedepeHTHbIN NekapCcTBEHHbIN NpenapaT. Ecnn coctaBbl BCMOMOraTenbHbIX BELLECTB
pasnuyaroTCcs, 3as8BUTENb AOMKEH NPEeACTaBUTb AOKa3aTenbCTBa TOro, YTO UCMOMb3yeMble B AaHHbIX KOHLUEHTpauusix
BCMOMOraTernbHble BellecTBa He BNUAIT Ha 6e30nacHOCTb 1 (Mnn) addekTBHOCTL JeKapCTBEHHOro npenaparta Ans
MeOULMHCKOro npuMmeHeHuns. B cnyyae, ecnu 3agButenb He MOXeT NpeacTaBuTb Takue JokasaTensctBa v (Mnu) He
UMeeT [OCTyna K COOTBETCTBYHOLWIMM [aHHbIM, OH [OIDKEH MPOBECTU COOTBETCTBYHOLUME WCCregoBaHus Ans
JoKasaTenbCTBa OTCYTCTBUS BNUSIHUSI pa3HbIX BCMOMOraTesibHbIX BELECTB WM BCMOMOraTerbHbIX YCTPOWCTB Ha
BesonacHocTb U (Mnn) 3pdEKTUBHOCTb NEKAPCTBEHHOIO Mpenapata Ans MeOUUUHCKOrO MPUMEHEHUS B Mopsake,
YyCTaHOBMNEHHOM YMNOMHOMOY€EHHbBIM (hedeparibHbIM OPraHOM UCMOSTHUTENbHOW BNACTU.

(vacTb 11 BBegeHa depepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

12. IMpu rocygapcTBEHHOM perncTpauum KombuHauun paHee 3aperMcTpupoBaHHbLIX NEKapCTBEHHbIX NpenapaTos
ANA MeauLMHCKOro NpMMeHeHns AonyCcKkaeTCs BKIOYeHne B COCTaB pasgena hapMakonormyeckon, TOKCUKONOrMYeCKon
OOKYMeHTauuu 1 pasgerna KnMHUYeCcKkon AOKYMEHTauMum BMECTO oT4yeTa paspaboTuuka O pesynbTratax COOCTBEHHbIX
OOKIMMHNYECKNX WCCNEAOBaHWIA JIEKapCTBEHHbIX CPeACcTB 0b30pa HayyHbix paboT O pesynbTaTax AOKIMHUYECKUX
uccrnefoBaHun pedepeHTHbIX JIEKapCTBEHHbIX MpenapaTtoB, BXOAAWMX B COCTaB KOMOWHaUUKM NeKapCTBEHHbIX
npenapaTos, U 06 OTCYTCTBMM UX B3aMMOLEWNCTBUSA B OOHOMN NeKapCTBEHHOW hopMe.

(vacTb 12 BBegeHa deaepanbHbiM 3akoHOM oT 22.12.2014 N 429-93)

13. Ha aKkcnepTusy pasnuuHbiXx nekapCTBeHHbIX (POopM OOHOMo WM TOrO >Xe feKkapCTBEHHOro npenapata Aans
MeOULMHCKOTO NPUMEHEHUS 3asiBUTENb NpeacTaBnseT OTAeNbHbIE 3a8BIEHNS U PEMMCTPaLMOHHbIE [OCbE HA KaXayto
nekapcTBeHHyo cdopmy. Npy ycnoBum OgHOBPEMEHHOW MOLAYM HA SKCNEPTM3Yy OOHOM JIEKAPCTBEHHOW hOpMbl C
pasnuyHbIMU JO3MPOBKOW, KOHLIEHTpaLmen, 00 beMOM 3asBMTENb NPEACTABNSAET OOHO 3asBIIEHWE U PErMcTpauMoHHOe
[0Cbe C NPUMNOXEHNEM MaKeTOB YNaKOBOK Ha KaXKOyHo OO3MPOBKY, KaXayl0 KOHLUEHTpauuio, Kaxdbln obbem u Kaxgoe
KONMMYeCTBO J03 B yNaKkoBKe.

(vacTb 13 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

14. Tpu rocygapcTBEHHOW peructpauum opdaHHOro fekapCTBEHHOrO npernaparta  3asiBUTENb MpeacraBnser
MHdopmaLmo, HeobxoaMmMyto Anst POPMMPOBaHUA pasgena KIMHUYECKOM OOKyMeHTauun, B 00beme, YCTaHOBIIEHHOM
YNONTHOMOYEHHbIM pefepanbHbIM OpraHoM UCMOMHUTENBHOW BracTu.

(vacTb 14 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

15. lMpu peructpaumm BGMONOrMYECKOro NekapcTBEHHOro npenapaTa, NOMyYeHHOro U3 KPOoBW, Nria3mbl KpPOBU
YyeroBeka, B COCTaBe PerncTpaumoHHOro 4OCbe Ha NekapCTBEHHbIN npenapaT ANA MeAULMHCKOro NPUMEHEHUS JOMXHbI
ObITb NpeacTaBneHbl AONOMHUTENBHO:

1) B pasgene AOKyMeHTauMn agMUHUCTPATUBHOIO XapakTepa AOKYMEHT, COAepXaLLmMin MHopmaLmio o cyobekTax
oOpalleHnst JOHOPCKOW KPOBU U (MNN) ee KOMIMOHEHTOB, O TOM, rae Obina ocyllecTBrieHa goHauust (kpoBu u (Mnn)
nnasMbl KpoBMW), a Takke faHHble 00 WH(EKUMOHHbIX 3aboneBaHusx, nepedalowmnxcs napeHTepanbHbiM NyTeMm,
nHpopmaums o cybbektax obpaleHuss OOHOPCKOM KpoBUM WU (MNn) ee KOMMOHEHTOB, B OTHOLUEHUW KOTOPbIX
OCYLLECTBMAETCH KOHTPONb AOHOPCKON KPOBM U (UNIN) ee KOMMNOHEHTOB;

2) B pasgerne XumMu4eckon, dhapMaLeBTUYECKON 1 OMONOrMYeckon JOKYMEHTaLNK:

a) kputepum 1 cnocobbl 0T6opa, TPaHCNOPTUPOBAHNS U XPAHEHWUST LOHOPCKOW KPOBM U (UNTN) €€ KOMMOHEHTOB;

0) pesynbTaTbl UCCNEAOBaHUN OTOOPaHHbLIX OOHOPCKOM KPOBWM M (MNK) nrasmMbl KPOBM U MyNIOB Ha Hanuudune
BO3OyaMTENnen MHeKunn, BKMYas WHGopMaumio 06 UCMOMb30BaHHLIX MEeToAMKax WCCrnegoBaHUM U B criyyae
nuccrnenoBaHus nynoB Nna3Mbl KPOBM pesynbTaTbl JOKYMEHTaNbHOro nogTrBepXaeHus (Banugaumm) MCrnonb30BaHHbIX
MeTOoaNK;

B) TEXHMYECKUE XapaKTEPUCTUKM YNakoBKW ONA OTOOpa LOHOPCKOW KpPOBM U (UNuM) nnasmbl KpOBW, BKKOYas
MHdopmaLmo 06 NCNOMb30BaHHbIX pacTBOpax aHTUKOArynsiHTOB.

(vacTtb 15 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

16. KnuHunyeckne uccnegoBaHUs NekapCTBEHHOro npenapaTta Ans MeOVMUWHCKOro MpUMEHeHMst B Lensx ero
rocygapcTBeHHOMN peructpauuy nposogatcs B Poccuiickon ®egepauun B nopsgke, YCTaHOBAEHHOM cTaTbamu 38 - 44
HacTosiwero ®epepancHoro 3akoHa. OTY4EeT O MNPOBEAEHHbIX WCCNEedoBaHMSAX BKMNOYaeTCs B COCTaB pasgena
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

KNMMHWUYECKOW AOKYMEHTaLMN PErMcTpaLnoHHOro JOChE Ha flekapCTBEHHbIN NpenapaTt Anst MegUUMHCKOTO NPUMEHEHWS.
[nsa nekapcTBeHHbIX NpenapaToB ANs MEOULMHCKOIO MPUMEHEHUS, B OTHOLLIEHUN KOTOPbLIX B pe3ynbTaTe 3KCNepTu3bl
OOKYMEHTOB, MpeAcTaBreHHbIX AMs onpefeneHns BO3MOXHOCTM paccMaTpvBaTh feKapCTBEHHbIN npenapat Ans
MeOULMHCKOro NPUMEHEHUS B KayecTBe opd)aHHOro fekapCTBEHHOro npenapaTa, Takas BO3MOXHOCTb MpU3HaHa u B
OTHOLLEHMWN KOTOPbIX NPpoBeAeHbl KNMHMYECKUe nccneaoBaHns, BeliNONHEHHbIE 3a npegenamn Poccuiickon depepauun
B COOTBETCTBMM C MpaBuiiaMn Hagnexallen nadopaTtopHOW MPaKTUKA W MpaBuriamMun  Hagnexawewm KIMHUYEeCKOW
NpaKkTVKK, AOMYCKAETCs BKIIOYEHNE B COCTaB pasferia KIMHUYEeCKOW OOKYMEeHTauun BMECTO OoTyeTa O pesyrbTatax
KNMMHUYECKUX WCCNedoBaHWA JIeKapCTBEHHOrO npenapata Ans MEeOWUMHCKOrO MPUMEHEHUsl, MNpPOBEAEHHbIX B
Poccuiickon ®depepaumm, otyeta O pesynbTatax KIMHWYECKMX WCCregoBaHWW, BbIMOMHEHHbIX 3a  npegenamu
Poccuiickon ®eaepaunn.

(vyacTb 16 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

17. 3asBuTENb BNpaBe NPEACTaBUTL MO COOCTBEHHOW MHMLUMATMBE BMECTE C 3asiBNIEHMEM O rOCyaapCTBEHHON
pervctpaummM nekapCcTBEHHOrO npenapata Ans MeOUUMHCKOTO NMPUMEHEHUs OOKYMEHTbI, MOATBEpXAawLme ynnarty
rocygapCTBEHHOM MOLWNHBI U yKa3aHHble B nyHKTe 10 yacTu 2 HacTosiwen ctaTbn. B cnyyae vx HenpeacTaBneHus
COOTBETCTBYIOLLNIA YMNONMHOMOYEHHbIM dbefeparnbHbid  opraH WCMNOMNHUTENbHOW BMNacTy npoBepseT dakT ynnarhbl
rocygapCTBEHHON NOLWNHBI 3asBuUTENeM MOCPEeACTBOM WCMOMb30BaHMA MHGopMaumn ob ynnate rocygapCTBeHHON
nownuHbl, cogepxatlercs B ocyaapCTBEHHON MHAOPMALMOHHON CUCTEME O TFOCYAApCTBEHHbIX W MyHULMNANbHbLIX
nnatexax, Ha OCHOBaHUW NPEACTaBMEHHbIX 3asiBUTENEM KOMUI [OOKYMEHTOB, MOATBEPXAAKWMX  ynnaty
rocygapCTBEHHOM MOLUSNHbI.

(vacTtb 17 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

18. He ponyckaeTca vcnonb3oBaHMe B KOMMEPYeCKUX uensx WHdopmauum o pesynbratax AOKITUHUYECKMX
NCCrefoBaHUn  NEeKapCTBEHHbIX CPEeACTB WM KIUMHWYECKUX UCCNEedOBaHUMM  fekapCTBEHHbIX npenapaToB  Ans
MeOULMHCKOrO NPUMEHEHWs, NpeACcTaBNeHHOW 3asBUTENeM AN roCcyAapCTBEHHOW perncTpauun fekapCcTBEHHOro
npenapata, 6e3 ero cornacusi B TeYEHWe LWECTU feT C [AaTbl FoCyAapCTBEHHOW perncrpauum pedepeHTHoro
nekapcTBeHHoro npenapaTta B Poccunckon ®egepaumn.

(vacTtb 18 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

19. [epxatens wnu Brnageney perncTpauuoHHOrO YAOCTOBEPEHWUs NEeKapCTBEHHOro mnpenapata Ha
BroTexHonornyecknin unu opdaHHbIv NekapcTBEHHbIM npenapaTt oba3aH npefocTaBnAaTb Ha BO3ME3OHOW OCHOBE
obpasubl pedepeHTHOro nekapcTBEHHOro npenapaTta 3asBuUTensM Ans NpoBeAeHUs KIMHUYECKUX MCccreaoBaHUi.
CtomMmocTb obpasua pedepeHTHOro NieKapCTBEHHOIO Npenapara, BKIMIOYEHHOTO B NMepeYeHb XXM3HEHHO HEOOXOOUMBIX U
BaXXHEWLUNX JIEKapCTBEHHbIX NMpenapaToB, He AOMKHA NpPeBbIaTh 3aperMcTpMpoBaHHy0 NpeaenibHy0 OTMYCKHYH LieHY
Ha pedepeHTHbIN TeKapCTBEHHbIV NpenapaT Unn LeHy Ha NnekapcTBEHHbIN npenapaT B CTpaHe Npov3BOANTENS.

(vacTb 19 BBegeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20. 3agBneHve O TrocygapCTBEHHON perucTpaumyM BOCMPOU3BEOEHHOro NEeKapCTBEHHOro npenapaTta  Ang
MEONLIMHCKOrO NPUMEHEHNS MOXeT ObITb MOAAHO B YNOMHOMOYEHHBIN deaepanbHbli OpraH WCMOMHUTENbHOW BracTy,
OCYLLECTBMAKLLMIA rOCYySapPCTBEHHYIO PEMMCTPALMIO NIEKAPCTBEHHBIX NPenapaToB, N0 UCTEYEHUN YETbIPEX NeT C aaThl
rocyiapCTBEHHOW perncrTpaumm pedepeHTHOro nekapcTBeHHoro npenapara B Poccuiickon degepaumm.

(vacTb 20 BBegeHa dPeaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

21. 3asiBneHune o rocygapcTBEHHON pernctpauun buoaHanoroeoro (6MonogobHOro) nekapcTtBEHHOro npenapara
(buwoaHanora) mMoxeT OblTb NOAAHO B  YNOMHOMOYEHHbIN dedeparnbHbii - OpraH  WCMONHUTENbHOW  BRacTy,
OCYLLECTBMAILWMN rOCYyAAPCTBEHHYIO PErucTpaumio fekapCcTBEHHbIX NpenapatoB, N0 UCTEYEeHUW Tpex net ¢ aatbl
rocy1lapCTBEHHOW perncrpaumm pedepeHTHOro nekapcTBeHHoro npenapara B Poccuiickon degepaumu.

(vacTb 21 BBegeHa depepanbHbIM 3aKoHOM 0T 22.12.2014 N 429-03)

22. [lepxatenb unv Bnagenew pernctpaLmMoHHOro yaqoCcTOBEPEHMS NIEKAPCTBEHHOIO nNpenaparta npeacTaBnaeT B
YNOSTHOMOYEHHbIN beaeparibHbI OpraH UCMOMHUTENbHOW BIaCTW, OCYLLECTBSOWMIA (PYHKUUN NO KOHTPOMO 1 Haa30py
B cpepe 3apaBOOXpaHeHusl, OTYET No pesynbTatam papmakoHag3opa oguH pas B LUECTb MeCcsLEB B Te4eHue AByX net
nocne rocyaapcTBEHHOW perncrpauum nekapcTBeHHoro npenapata B Poccuiickon Pefepaumm, exerogHo B TedeHue
nocneayoLmx Tpex fneT u B anbHenwemM oguH pas B NsTb feT.

(yacTb 22 BBegeHa depepanbHbIM 3aKoHOM 0T 22.12.2014 N 429-03)

Cratbs 19. lNpUHATME pelleHMs O Bblgade 3KCMEPTHOMY YYPEXAEHWIO 3afaHus Ha NPOBEAEHME SKCMEePTU3bl
nekapCcTBEHHOro cpeacTaa
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TeyeHve pecATM pabounx JOHEN CO [OHS MNPUHATMA 3asBNEHUA O TOCyOapCTBEHHOW permcrpaumm
NeKkapCTBEHHOro npenapaTta COOTBETCTBYHOLLMIA YNOSTHOMOYEHHbIM hbedeparnbHbli OpraH MCMNOSIHUTENbHOW BRAcTU
NPOBOAUT MNPOBEPKY MNOMHOTHI, [AOCTOBEPHOCTU W MNPaBUIILHOCTU OMOPMIMEHUS nNpeacTaBneHHbIX [OOKYMEHTOB
perncTpaumMoHHOro ocbe Ha ﬂeKapCTBeHHbIVI npenapart n npuHMMaeT pelleHne O Bblaave 3agaHua Ha nposegeHune:

1) akcnepTu3bl AOKYMEHTOB, NpeACTaBNeHHbIX AN onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbIN
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[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

npenapat 48 MeANLMHCKOro NMPMMEHEHMS NMPU OCYLLLECTBIIEHNM rOCY4apCTBEHHONM perMcTpaunm B kKa4ecTse opgaHHoro
rniekapCTBEHHOrO npenapara;

2) aKCnepTM3bl FEeKapCTBEHHOrO cpeacTBa B 4acTuM 3KCMEPTU3bl KavyecTBa JleKapCTBEHHOro cpeacTBa W
3KCMNEPTM3bl OTHOLUEHUS] OXMOAEMOMW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenaparta Ans
MEeOWLIMHCKOro NpUMeHeHus;

3) aKcnepTu3bl JEKAapCTBEHHOrO CPeACcTBA B 4YaCTU 3KCMEpTM3bl KadecTBa JIEKAPCTBEHHONO CpeAcTBa M
3KCMEPTM3bl OTHOLUEHUS OXMOAEMOW MOSMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOro npenaparta Ans
MEeOULMHCKOTO MPUMEHEHUS B NOPSOKE YCKOPEHHOW Npoueaypbl 3KCNepTU3bl NIeKapCTBEHHbIX CPEACTB B COOTBETCTBMU
€O cTaTben 26 HacTosiwero ®eaepansHOro 3akoHa;

4) aKkcnepTusbl NEKapCTBEHHOro cpeacTBa B OTHOLIEHMU FeKapCTBEHHOro mnpenapaTta Ans BeTepuHapHOro
NPUMEHEHNS.

2. YNONHOMOYEHHbIN befiepanbHbli OpraH UCNONMHUTENBHOW BNAacTU yBeJOMMSET B AMIEKTPOHHOM (hopMe Unu Ha
DyMaxHOM HocUTErNe 3asiBUTENS U 3KCMEPTHOE YUYpEXAEHNE O NPUHATOM PELLEHUN O BblAaye 3afaHnA Ha NpoBeAeHue
3KCMepTn3, NPedyCMOTPEHHbIX YacTbio 1 HAacTodALWen CTaTbu, U B Criyvyae HeobxoauMoOCTM O Bblgaye paspeLleHus Ha
BBO3 B Poccunckyto ®egepaumio KOHKPETHOW MapTun, Cepun 3aperncTpupoBaHHbIX U (MnM) He3aperncTpupoBaHHbIX
neKkapcTBEHHbIX CpeacTB unu o6 oTkase B NpoBeAEeHMM NPeayCMOTPEHHBLIX 3KCMEPTM3 C yKazaHMeM MPUYMH Takoro
oTKasa.

3. B cny4ae BbISIBNEHNSI OTCYTCTBMS UMM HEAOCTOBEPHOCTU MHOpPMaLuK, CoAaepXKallencs B NpeacTaBfeHHbIX
3aABUTENEM OOKYMEHTaX, YNOSIHOMOYEHHbIV ddeeparnbHbIii OpraH MCMOSMIHUTENbHOW BRacTW HanpaensieT 3adBUTENHO
3anpoc 06 yTOUYHEHMM 3TOM MHOpMaLUK (ganee - 3anpoc ynosIHOMOYEHHOro dpeaeparnbHOro opraHa WCMoSTHUTENbHOM
BMacTu), KOTOPbIA MOXeT ObiTb mepedaH YNOMHOMOYEHHOMY MpeacTaBuTENo 3asBUTENS NWYHO NO4  PacruckKy,
HanpaeneH No NoYTe 3aKka3HbIM MMCbMOM UNKU NepeaaH B ANEKTPOHHOM ¢opMe NO TENEKOMMYHUKALMOHHBIM KaHanam
cBA3n. B cnyyae HanpaBneHus 3anpoca ynonHOMOYEHHOro peepanbHOro opraHa UCMONHUTENBHOW BracTM Mo noyte
3aKa3HbIM MUCbMOM OH CYMTAETCS NOMNy4YEeHHbBIM MO UCTEYEHUN LLECTU AHEN C AaTbl HAaNPaBeHNsi 3aka3HOro NMcbma.

4. 3aaBuTenb 00683aH NpeacTaBnTb OTBET HA 3anpoc YNofHOMOYEHHOro dheAeparnibHOro opraHa MCMNONHUTENbHON
BNACTU B CPOK, HE MPEBbLILLAKLNA OEeBSHOCTA paboyvmMx OHe co AHs ero nosnydeHusi. Cpok, ykasaHHbI B Yactu 1
HacTosLLEen cTaTbyl, NPUOCTaHABNNBAETCHA CO AHS HanpaBrneHus 3asiBUTENto 3anpoca ynomHOMOYEHHOro deaepansHoro
opraHa UCMNOMNHUTENBbHON BNACTN A0 AHA MOMYyYeHUsS UM COOTBETCTBYIOLLEro OTBETA.

5. OcHoBaHMeM Ons OTKasa B OpraHu3auum 3KCnepTus, MpedyCMOTPEHHbIX YacTbio 1 HacToswen cratby,
SIBNSETCA NpeacTaBneHne HeobxoanmbIX ANsi NPOBEAEHUS NPedyCMOTPEHHbIX 3KCMEPTU3 LOKYMEHTOB B HEMOITHOM
obbemMe wunNM HenpeacTaBrneHUEe 3asfABUTENEM B YCTaHOBMEHHbIM CPOK OTBETA Ha 3anpoc  YMOSTHOMOYEHHOrO
dedepanbHOro opraHa WCMONHUTENbHOW BMAAacTWM, a Takke npeAcTaBneHne [OOKYMEHTOB, He  codepalumx
NcYepnbIBaoLLEro NepeYHs HeODXOANMbIX CBEOEHUN.

Cratba 20. OkcnepTv3a [OKYMEHTOB, NPEACTaBMEHHbIX AONSA onpefeneHnss BO3MOXHOCTM paccmaTpuBatb
neKkapcTBEHHbIV NpenapaTt ANns MeaULMHCKOrO MPUMEHEHMSI NMPU OCYLLECTBIEHMN FOCYAAPCTBEHHOW perucrtpaumn B
KayecTBe ophaHHOro fekapcTBEHHOrO nNpenapaTa

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. SkcnepTn3a AOKYMEHTOB, NpeAcCTaBMNeHHbIX AN onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbIN
npenapar 415 MeAULMHCKOro NpYMEHeHUs Npu OCyLLeCTBNEHNM rOCYAapCTBEHHOM perncTpauumn B ka4ectse opgpaHHOro
nekapcTBEHHOro npenapara, CoCTaBleHne KOMUCCUEN 3KCMEPTOB 3aKIOYEHUsT O BO3MOXHOCTU WMNU HEBO3MOXHOCTU
paccmaTtpuBaTb NeKapCcTBEHHbIN npenapaT Ans MeAUUMHCKOro MPUMEHEHUS MNpU OCYLLEeCTBMEeHUM rocyaapCTBEHHON
peructpaumm B KavecTBe OpP@aHHOro IeKapCTBEHHOro mnpenapata W HanpaeneHne [AaHHOro 3akryeHus B
YNOSTHOMOYEHHbIN hbedeparibHbI OpraH MCMONHUTENbHOW BracTU OCYLWECTBASATCA B CPOK, He MpeBbllarowmm
TpyauaTtn pabounx gHen co AHA MNOMYYEeHUss IKCMEPTHbIM YuypeXaeHUeM 3afaHus YynosIHOMOYEHHOro dheaepansHoro
opraHa UCMOMHUTENbHOM BNAcTh U B 3NIEKTPOHHOM (DOPME UM Ha BGyMaXkHbIX HOCUTENsSIX HeobXoaMMbIX OOKYMEHTOB,
yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B Yactn 7 ctatbn 18 HacTosero ®eaepansHOro 3akoHa.

2. [lokyMeHTbI, cofepxalinecs B permcTpauumoHHOM O0Cbe Ha FekapCTBEHHbIM npenapat U NocTynuBLUME Ha
DyMaXKHbIX HOCUTENAX B SKCNEPTHOE yupexaeHne AN OCyLEeCTBNEHMS X 3KCNePTU3bl ANA ONpeaeneHns BO3MOXHOCTH
paccmaTtpuBaTh fIEKAapPCTBEHHBIN NpenapaT s MeAUUMHCKOro MPUMEHEHUS B KadecTBe OpdaHHOro IekapCTBEHHOMO
npenaparta, nognexart Bo3BpaTy B YNONHOMOYEHHbIN dpefepanbHbli OpraH UCNOMHUTENBHOW BNacTy OOHOBPEMEHHO C
3aKIYEHUSIMU COOTBETCTBYIOLLINX SKCNEepTU3.

Cratba 21. PelweHne O BO3MOXHOCTM paccMmaTpuBaTb JEKApCTBEHHbLIA MpenapaTt npu OCYyLLEeCTBIEHWU
rocy4apCTBEHHON perncTpaummn B kayectse ophaHHOro NiekapCTBEHHOro npenapara
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cpok, He npeBbIlLaoLLmMi NATU paboUnx AHen co OHA NoNyyYeHUs 3aKmioyYeHnsl, ykasaHHOro B 4acTu 1 cTaTtbu
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20 Hactosiwero ®denepanbHOro 3akoHa, YMNOMHOMOYEHHbIN deaepanbHbIi  OopraH  UCMOMHUTENbHOW  BracTu
OCYLLECTBMSAET OLEHKY MOJSTyYEeHHOro 3aKYeHus Ans onpederieHWs ero COOTBETCTBMS 3afaHui0 Ha MpoBedeHune
COOTBETCTBYIOLLIEN 3KCNEPTM3bl U YBEAOMNSAET 3asBUTENS B 3MEKTPOHHOM opMe mnm Ha OymaKHOM HocuTene o
pesynbTatax MpOBEOEHHOW 3KCMEPTU3bl C MNPUNOXKEHMEM KOMUU ISKCMEPTHOrO  3akniodeHuss (C  COXpaHeHuem
KOH(MAEHUMaNbHOCTN NHGPOPMAaLMM O COCTaBe 3KCMEPTHOM KOMUCCUM) M O BO3MOXHOCTU WU  HEBO3MOXHOCTMU
paccMaTpvBaTh NIEKAPCTBEHHLIN Mpenapat ANns MeOULMHCKOrO MPMMEHEHUS MPU OCYLLECTBIIEHMM TOCYAapPCTBEHHON
pervctpaumm B kKa4ecTBe OpghaHHOro fieKapCTBEHHOIO npenapara.

2. lpn BbIHECEHUN KOMWUCCUEW SKCMEPTOB 3aKMOYEHNA O BO3MOXHOCTW paccMaTpuBaTb JieKapCTBEHHbIN
npenapar 415 MEAULMHCKOro NPUMEHEHUS NPU OCYLLECTBNEHNM rOCY4ApPCTBEHHOM perncTpauumn B kayectee opgaHHoro
nekapCTBEHHOro npenapata YNONHOMOYEHHbIM dedepanbHbii OpraH  UCMOMHUTENbHOW BNactu B CPOK, He
npeBsbiWaLWni NATM pabounx gHEN Co OHSA NONyYeHUs AaHHOroO 3aKMYeHusl, NPUHMMaEeT peLleHne O Bbldade 3agaHus
Ha NpoBefeHNE IKCNEPTU3bl KayecTBa flekapCTBEHHOINO CPEACTBA M 9KCMEPTU3bl OTHOLUEHUS OXWOAEMOW MNOMb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHWs NTEKapCTBEHHOIO Npenapara AN MeAWLMHCKOro MPUMEHEHMST B MOPSAKE YCKOPEHHOMW
npouenypbl 3KCNepTM3bl NEKApPCTBEHHOIO CPEACTBA B COOTBETCTBUMN CO CTaTben 26 HacToswero PenepanbHOro 3akoHa.

3. B cnyyae npuHATMA peleHnss O HEBO3MOXHOCTM paccMmaTpuMBaTb JIEKApPCTBEHHbIM npenapaT Aans
MEeAMLMHCKOro NPUMEHEHNsI Npu rocyaapCTBEHHON perncTpauum B Kadyectse opcpaHHOro nekapcTBEHHOro npenapara
YMNONMHOMOYEHHbIV  befiepanbHblA  OpraH WCNONHUTENbHOM BRAcTU  MpekpawiaetT npouenypy rocygapcTBeHHOM
pervcTpaumm fiekapcTBEHHOTO npenapara. 3assuTens Bnpase obpaTUTbCA B PEMMCTPUPYIOLLMIA OpraH C 3asiBIIEHNEM O
rocygapCTBEHHOWM PeErMcTpaumm yka3aHHOro fiekapCTBEHHOTO MNpenapata B COOTBETCTBUMM CO cTaTben 18 HacTtosdwero
depnepanbHOro 3akoHa.

Cratba 22. YTpatuna cuny c 1 nionsa 2015 roga. - PegepanbHbiin 3akoH 0T 22.12.2014 N 429-93.

CraTtbs 23. OkcnepTnsa kayecTBa NIEKAPCTBEHHOIO CPpeACcTBa UM JKCMEPTU3a OTHOLUEHWUS! OXMAAEMOMN MNONb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHUSI NNEKAPCTBEHHOIO NpenapaTta Ans MeauUMHCKOro NpUMeHeHNs
(B pen. PemepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcnepTu3a kavecTBa IeKapCTBEHHOrO CpeacTBa W 9KCMepTM3a OTHOLUEHUS OXuOaemMou nonb3bl K
BO3MOXHOMY PUCKY TMPUMEHEHUS NeKkapCTBEHHOro npenapata Ansg MeOUUMHCKOTO MNPUMEHEHWUs, COCTaBreHue
KOMUCCUSIMU SKCNEPTOB 3aKMOYeHU No pedyrnbTaTtam NPOoBEeAEHHbIX 3KCNEPTU3 U HanpaBneHue 3TUX 3akyYeHun B
YMOJSTHOMOYEHHbIN hefeparnbHbIi OpraH UCMONHUTENbLHON BIacTu OCYLLECTBNSAIOTCA B CPOK, HE NpEBbILAOWNA cTa
aecaTtn paboymx gHen Co AHA NOMYYEeHUs SKCNEepPTHbIM yYpexaeHWeM COOTBETCTBYHOLLErO 3adaHus YNOSHOMOYEHHOro
dedepanbHOro opraHa WUCMOMHUTENbHOW BNAcTM U HEOOXOOUMbIX AOKYMEHTOB B 3MeKTPOHHOM dopme unu Ha
ByMaxHbIX HOCUTENSX.

2. B TeyeHue pgeBAHOCTA [AHEN CO [HA MNONYYEHUS peLUeHWUs YMNONHOMOYEHHOro enepanbHOro opraHa
UCMNOMHUTENBHOW BRacTy O NpoBedeHWUM SKCNepTu3, MpedyCMOTPEHHbIX 4acTbio 1 HacToslWen craTbW, 3asBUTENb
npeacTaBnseT B 9KCMEPTHOEe yupexaeHne Ans NpoBedeHUs IKCnepTM3bl KayecTBa fiekapCTBEHHOro cpeactesa obpasubl
neKapcTBEHHOro npenaparta Ans MeAVMLMHCKOro MpUMEHEHWs, NPOU3BEAEHHOro B COOTBETCTBMM C TpeboBaHusMM
OMbITHO-MPOMBILLFIEHHOrO U (UNX) NPOMBILLUFIEHHOrO PerfamMeHToB, YTBEPXKAEHHbIX PyKOBOOUTENEM Npou3BOAUTENS
nekapCTBEHHbIX CPeAcTB, a Takke B COOTBETCTBYWOLLMX criyyasx obpasubl ¢apmauesTnyeckon cybctaHumw,
TecT-lWTaMMa MWKPOOPraHM3MOB, KyrnbTypbl KNeTOK, 00pasubl BeLLecTB, NPUMEHSIEMbIX [ANs KOHTPOMNs KayecTsa
neKkapCcTBEHHOro CpeacTBa MyTeM CpPaBHEHWS C HUMW UCCNedyemoro JieKapCTBEHHOro cpeficTsa, B KONMMYecTBax,
HeobX0oaMMbIX ANS BOCNPON3BEAEHNS MeTOA0B KOHTPOMS KavecTBa.

3. Mpn nony4yeHun obpasuLoOB NeKkapCTBEHHOro npenapata u dapmaueBTUYecKon CcybCcTaHuuM SKcnepTHoe
yupexgeHue BblgaeT 3asBUTEN0 OOKYMEHT, MOATBEPXKAAIWMN MOnyyYeHue ykasaHHblXx obpasuoB, M B CpOK, He
npesblWaLWni Tpex paboymx OHew, yBeOAOMNSeT B 3MeKTPOHHOW dopme mnu Ha BymaxHoM Hocutene ob 3ToM
YMOSTHOMOYEHHbIN hefepanbHbIi opraH UCMOSTHUTENbHOW BNACTU.

4. YKazaHHble B 4acTax 2 M 3 HacTosilen cTaTbW CPOK AN npeacTaBfneHnss 3asBuTeneMm obpasuoB
neKkapcTBEHHOro npenapara n dapMaueBTUYeCcKon CyoCcTaHUMmM U CPOK YBEAOMIIEHUS 3KCMEPTHbIM yypexaeHnem o6
3TOM Ha ByMaXXHOM HOocuTene ynorHOMOYEHHOro dheepanbHOro opraHa MUCMONHUTENbHOW BRAAcTW He BKYalTCA B
CPOK NpoBefeHNs IKCNepTu3, NpeayCMOTPEHHbIX YacTblo 1 HacTosALWEen cTaTby.

5. [JoKyMeHTbI, MOCTYNMBLUME B 3KCNEPTHOE yupexaeHue A58 NpoBeAeHUs aKCnepTus, NpeaycMOTPEHHbIX HYacTbio
1 HacTosilen cTaTbW, nognexart BO3BpaTy B YMNONHOMOYEHHbLIN dyefepanbHbll opraH MWCMONHUTENLHOW BracTu
O[HOBPEMEHHO C 3aKITIO4YEHUSMU, NOMy4YEeHHbIMU N0 pe3ynbTaTaM COOTBETCTBYOLLMX SKCNEPTUS.

Cratbs 24. JkcnepTusa kayecTBa JIeKapCTBEHHOMO CPeACTBa U 3KCMepTU3a OTHOLUEHUS OXMOAEeMOW Nomb3bl K
BO3MOXHOMY PUCKY NPMMEHEHUS NeKapCTBEHHOro Npenapara Ans BeTepuHapHOro NpuMeHeHust

1. SKcnemesa KavyecTBa J1eKapCTBEHHOro cpeacrtsa W 3Kcneptun3a OTHOLUEeHUA oXmgaemom nonb3bl K
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 12.11,2016

(c usm. u gon., BCTYN....

BO3MOXHOMY PUCKY MPUMEHEHUS INeKapCTBEHHOro mnpenapaTta [Ansg BeTepuHapHOro MpUMEHEHUs, COCTaBrieHue
KOMUCCUSIMU SKCMEPTOB 3aKIMYEHUA NO pes3ynbTaTaM YKa3aHHbIX 3KCNEepTU3 W HanpasieHWe TakuX 3aknioveHun B
YNONMHOMOYEHHbIV dhefeparibHbIi OpraH UCMOMHUTENbHOW BacTW OCYLLECTBSKOTCSA B CPOK, He MNpeBbIWAKWUN cTa
necatn paboumx OHEN CO OHSA MNOMNyYeHUs IKCMEPTHbIM YyYpexaeHUeM 3afaHus YynonHOMOYEHHOro dedeparnbHOoro
opraHa WCMOMNHUTENbHON BNAcTU C OOKYMEHTaMu, YKa3aHHbiMW B 4acTu 3 ctatbu 17 Hactodwero depepanbHOro
3aKoHa.

(B pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-03)

2. B Te4yeHune naTHaguaT pabounx gHen co AHSA NONyYeHUst peLleHns YorTHOMOYEHHOro dpeaepanbHOro opraHa
WCMNOMHMTENBHOW BNacTu O NPOBeAeHNM yKka3aHHbIX B 4acTh 1 HacTosWwen ctaTbu 3KCNepTM3 3asdBuTenb Npeacrasnset
B OKCMepTHOEe yuypexaeHve AONnd nNpoBedeHUs 3KCMepTu3bl KavyecTBa JieKapCTBEHHOro cpefactsa obpasupl
nekapCTBEHHOrO npenapata Ansi BETEPUHAPHOIO MPUMEHEHMUS!, MPOU3BEAEHHOIO B COOTBETCTBUM C TpeboBaHWsAMM
TEXHOMNOrMYeCcKNX pernaMmeHToB, YTBEPXKAEHHbIX PyKOBOAUTENEM NPOU3BOAUTENS NEKapCTBEHHbLIX CPeAcTB, a Takke
obpasel, hapMaLleBTU4eCckon cybcTaHLMn B KONMYecTBax, HeEOOXoOUMbIX Afs BOCMPOW3BEAEHMS METOOOB KOHTPONs
KauyecTBa.

3. Mpun nonyyeHun obpasuoB nekapCTBEHHOro npenapata u apmaueBTUYECKON CyOCcTaHUMM 3IKCnepTHoe
yypexgeHve BblAaeT 3asBUTENO OOKYMEHT, MOATBEPKAAIWMN MonyyYeHue ykasaHHblX obpasuoB, M B CpOK, He
npeBbiaLWnii Tpex pabounx gHeN, yBeAOMNsieT B MUCbMEHHON opMe 06 3TOM YMNONHOMOYEHHLIN dhenepanbHbIi
opraH UCNONHUTENBLHOW BNacTu.

4. Cpok Ona npeacraeneHus 3asBuTenem o0pasuoB JleKapCTBEHHOrO npenapata v dapMaleBTUYECKon
cybCcTaHuuM 1M CpoK yBEOOMIIEHMSI 3KCMEPTHbIM y4pexaeHnem o6 3TOM B MMCbMEHHON ¢hopme YMONTHOMOYEHHOrOo
deepanbHOro opraHa UCMNOMHUTENBbHOW BAACTU, YKa3aHHbIe B YacTax 2 U 3 HacTOosILWEeN cTaTby, HE BKITOYAKTCA B CPOK
NpoBeAeHNs yKaszaHHbIX B YacTu 1 HACTOsLLEN CTaTby AKCNEpPTUS.

5. JokyMeHTbI, NOCTYNMBLUME B 3KCMEPTHOE YypexaeHue Onsi NpoBeAeHUs YKadaHHbIX B 4actu 1 HacTosiwen
cTaTby 3KCNepTus3, nognexaTr BO3BpaTy B YNOMHOMOYEHHbIN dedepanbHbIii OpraH  UCMOMHUTENbHOW  BriacTu
OLIHOBPEMEHHO C 3aKMYeHNsSMN Mo pesyrbTaTaM yKasaHHbIX SKCNepTus.

CraTtbs 25. [ToBTOPHOE NpoBeAEHNE IKCMEPTU3bI NIEKaPCTBEHHbIX CPeACTB
(B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. B cnyyasix HegocTaTo4YHOM 060CHOBAHHOCTU UMM HEMOSHOTLI 3aKMOYEHUS KOMWUCCUWM 3KCMEPTOB, Hanuuus B
HEM NPOTUBOPEYMBLIX OaHHbIX, hanbcndukaumm BbIBOAOB 3KCMEPTU3bl JIEKAPCTBEHHOrO CPEACTBa, COKPbITUS OT
YMNOSTHOMOYEHHOTO heaepanbHOro opraHa UCMONMHUTENbHOW BNacT OCHOBaHUIM Ansi 0TBOAA 3KCnepTa BCNeacTBUE ero
3aMHTEePECOBAHHOCTU B pe3ynbTaTax COOTBETCTBYIOLLEN 3KCNEpPTU3bl, HaNM4Yus AaHHbIX O NPSIMOM fMGO KOCBEHHOM
BMeLLaTeNbCTBE B MPOLIECC COOTBETCTBYHIOLLEN SKCNEPTM3bI NUL, HE Yy4acTBYIOLMX B €e MPOBEAEHMU, HO OKasaBLUMX
BMNMSIHWE Ha MpOLECC U pe3ynbTaTbl ee NPoBefeHUs, YNONMHOMOYEHHbIM (hedepanbHbiM OpraHoOM WUCMOSHUTENBHOWM
BMacTu Ha3Ha4yaeTCs MOBTOPHAs 3KCMepTU3a NeKapCTBEHHOTO CpeacTBa M (MnK) aTnYecKkas aKkcnepTusa.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. [NoBTOpHas 3KCnepTM3a NiekapCTBEHHOIO CpeaCcTBa NPOBOAMTCS C YY4E€TOM pes3yrnbTaTOB paHee NpOBEAEHHOMN
3KCMEepTU3bl B CPOK, YCTAHOBIEHHLIN YNOMHOMOYEHHbIM defdepanbHbiM OpraHoOM MWCMOMHUTENbHOW BRactu U He
npesblaLWni TpuauatTM pabounx OHEr cO OHS MOMYyYEeHWUs SKCMNEPTHbIM y4ypexaeHuem 3adaHusi Ha npoBeAeHue
NMOBTOPHOW 3KCNEPTM3bl NTEKAPCTBEHHOIO cpeacTsa.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. duHaHcoBoe obecneyeHne BLINOMHEHNS] 3adaHMs Ha NPOBEAEHME MOBTOPHOW 3KCMEPTU3bl NEKAPCTBEHHOTO
CpeAcTBa He OCyLLEeCTBsieTCs.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CraTtbs 26. YCKOpeHHaH npouenypa aKkcnepTuabl NeKkapCTBEHHbIX CpeacTs

1. YcKkopeHHas npouedypa 3KCnepTu3bl NEKApCTBEHHbIX CPEACTB B LENAX rocy4apCTBEHHOW perncrpaumun
nekapCTBEHHbIX MpenapaToB MPUMEHSETCSA B OTHOLEHMU OpdaHHbIX JIEKAPCTBEHHbIX MpenapaTtoB, MNepBbIX Tpex
NneKkapcTBEHHbIX MpenapatoB, pernctpupyembix B Poccuiickon ®degepaumm B KayecTBe  BOCMPOU3BEAEHHbIX
nekapcTBEHHbIX MpenapaToB, O4epPefHOCTb KOTOPbIX ONpeaenseTcss B COOTBETCTBUM C HOMEPOM W OATOW BXOASALLMX
3a8BNeHN O roCyfapCTBEHHOW perucTpauumn nekapCTBEHHbIX MpenapaToB B paMKax OLHOM0 MeXOyHapOAHOro
HenaTeHTOBaHHOrO HAaMMEHOBaHUS NEKAPCTBEHHOMO Npenapara U rpynnupoBOYHOrO HAMMEHOBaHUSA NEKapCTBEHHOMO
npenapata, W  JE€KapCTBEHHbIX  MpenapaToB, MpedHa3Ha4YeHHbIX  MCKIIYMTENbHO  Anis NPUMEHEHNS
HECOBEPLUEHHONETHUMM rpaXkgaHamu.

(B pen. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-03)

2. YckopeHHas npouefypa 9KCnepTusbl NEeKapCTBEHHbIX CPeACTB B LENsX roCygapCTBEHHOW perumcrpauuu

nekapcTBEHHbIX NpenapaToB He NPUMEHSETCA B OTHOLLUEHUM:
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(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 12.11,2016

(c usm. u gon., BCTYN....

1) GBnoananorosbix (6ronogobHbIX) NeKapCTBEHHbIX NpenapaToB (OMoaHanoros);

2) pedhepeHTHbIX NeKapCTBEHHbIX NpenapaToB (3a NCKNoYeHneM opdaHHbIX eKapCTBEHHbIX NpenapaTtoB);

3) BocnpousBedeHHbIX NEeKapCTBEHHbIX NpenapatoB (3a WCKNIOYEHWEM MNePBbIX TPeX perucTpupyemblx B
Poccuiickon ®egepaunn B kadecTBe BOCNPOM3BEAEHHbIX NTEKapCTBEHHbIX NpenapaTtoB U feKapCTBEHHbIX NpenapaTtos,
npefHasHavYeHHbIX UCKNIOYMTENBHO AN NPUMEHEHNST HECOBEPLUEHHONETHUMU rpaxaaHamu);

4) HOBbIX KOMOMHALIMI 3aperncTpUpoBaHHbIX paHee NekapCcTBEHHbIX NpenapaTos;

5) nekapCTBeHHbIX MpenapaToB, 3aperucTpMpoOBaHHbIX paHee, HO MNPOU3BEAEHHbIX B OPYrMX NeKapCTBEHHbIX
dopmax B COOTBETCTBUU C NepeYHEM HaMMEHOBAHWNI NIeKapCTBEHHbLIX (POPM 1 B HOBOW JO3MPOBKE.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. YckopeHHas npoueaypa SKCnepTu3bl NeKkapCTBEHHbIX CPeACTB NPOBOAUTCS MO PELUEHUI0 COOTBETCTBYHOLLErO
YMOSTHOMOYEHHOro (befepansHOro opraHa UCMOMNHUTENBHOW BriacTN Ha OCHOBaHUWN 3asiBNEHUS 3asBUTENs B CPOK, He
NpeBbIALWLMIA BOCbMMAECATU pabounx aHewn. [pn aToM akcnepTnsa JOKYMEHTOB, COAEPXKaLUMXCH B perncTpaumMoHHOM
AOCbe Ha NnekapCTBEHHbIN npenapart, NPOBOAWUTCA B CPOK, He MpeBbIAWMN AecATn pabounx AHeW, akcnepTtusa
KayecTBa NlekapCTBEHHOrO CpeacTBa M 3KCMepTM3a OTHOLLEHWS OXXNOaeMOoW NoMb3bl K BO3MOXXHOMY PUCKY MPUMEHEHWs
nekapCTBEHHOro npenapaTta NPoBOAATCS B CPOK, HE MPEeBbILIaoLWNIA LeCcTMaecaTn pabounx gHen.

(vacTb 3 B peq. PeaepanbHoOro 3akoHa ot 22.12.2014 N 429-$3)

3.1. B oTHoweHun opdaHHbIX NeKapCTBEHHbIX MpenapaToB MoryT ObiTb npeacTaBneHbl  pesynbTaTbl
OOKINMHUYECKMX UCCNEAOBaHNIA NEKAPCTBEHHbIX CPEACTB U KNMHUYECKMX WCCNEeLOBaHW feKapCTBEeHHbIX npenapaTos
Ans MeaMLIMHCKOrO NPMMEHEHNs, BbINOMHEHHbIX 3a npedenamu Poccunckon degepaunm B COOTBETCTBUM C NpaBuiamu
Hagnexallen nabopaTopHON NPaKTUKN 1 MpaBUamMn Hagnexallen KIMHUYECKOM NpaKTUKN.

(vacTb 3.1 BBegeHa dPepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

4. YckopeHHas npoueaypa 9KCnepTu3bl NeKapCTBEHHbIX CPeACTB MPOBOAUTCHA B MOPSAKe, YCTaHOBMEHHOM
ctateamm 17 - 20, 23 n 24 HacToswero PegepanbHOro 3akoHa, U He 03Ha4YaeT CHKEHUs TpeboBaHUIM Kk Ge3onacHoCTy,
KayecTBY 1 9(pHEKTUBHOCTY NeKapCTBEHHbIX NpenapaTos.

CraTtbs 27. PelleHne o rocygapCTBEHHOM permctpauumn NekapCTBEHHOro npenapara

1. B cpoK, He npeBbILaloLWmMn AecaTn pabounx AHEeNn Co AHA MONyYeHUs 3akiioYeHW KOMUCCUU IKCMepToB MO
pesynbTataMm 3KCNepTu3bl KayecTBa NEKapCTBEHHOrO CPeacTBa WM IKCNEpPTU3bl OTHOLLUEHUSA OXMAAeMoW NomMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWsI NEeKapCTBEHHOrO npenapara, COOTBETCTBYHOLLMIA YNOMHOMOYEHHbIN dhenepanbHbli
OpraH UCMOMHWUTENBHOW BNacTu:

(B pean. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) pasmellaeTt Ha cBoeM odmumanbHOM canTe B ceTu "MHTepHeT" COOTBETCTBYHOLUME 3aKMOYEHUS KOMUCCUM
3KCMNEPTOB U OCYLLECTBNSAET NX OLEHKY ANd onpefeneHns COOTBETCTBUSA 3a4aHN0 Ha NPOBEAEHME 3TUX IKCNEPTUS;
(n. 1 B pea. ®enepanbHoro 3akoHa o1 22.12.2014 N 429-03)

2) NpUHMMaeT pelleHne O ToCydapCTBEHHOW perncrpauum rnekapCTBEHHOro npenapata unn ob oTkase B
rocyJapCTBEHHOM perMcTpaunm nekapcTBEHHOTO Npenapara;

3) BHOCUT MpW MPUHATMU peELUeHMs O roCyJapCTBEHHOM permctpaumv NeKapCTBEHHOro mnpenapaTta gaHHble O
3aperncTpupoBaHHOM FekapCTBEHHOM Mpenaparte, B TOM 4ucne o capMaueBTUYeckon cybcTaHuumn, Bxoasuien B
COCTaB NeKapCTBEHHOro npenapaTta, B rOCyJapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEeACTB M BblAaeT 3asBUTEMIO
perncTpaumoHHoe yAOCTOBEpPEeHUEe IeKapCTBEHHOro npenapaTa, opma KOTOporo yTBepXaaeTcs YNONHOMOYEHHbIM
denepanbHbIM OpraHoOM WCMONHUTENBHOW BNAcTW, COrMAacoBaHHbIE HOPMAaTUBHYK [OOKYMEHTaLui, HOPMAaTUBHLIN
OOKYMEHT, MHCTPYKLMIO MO NMPUMEHEHUIO NIEKApCTBEHHOTO Mnpenapata M MakeTbl MEePBUYHON YMaKOBKM UM BTOPUYHOW
(moTpebunTenbCckon) ynakoBKM C yKa3aHWEeM Ha HUX HOMepa PervcTpauMoOHHOrO YAOOCTOBEPEHUS JIEKAapPCTBEHHOIo
npenapaTa u gaTbl €ro rocyaapCTBEHHON perncTpaumm unm B criyvae npuHSaTUS pelieHus ob otkase B rocygapCTBEHHOM
perncTpauum nekapCcTBEHHOro npenapara ysegoMnsaeT B MMCbMEHHOM hopme 3asaBuTens ob 3ToM € ykaszaHuemM npUYmnH
Takoro oOTkasa. 3a Bblgadyy perucTpauMoHHOro  YAOCTOBEPEHUS  fIeKapCTBEHHOro npenapata B3uMaeTcs
rocygapCTBeHHas NoLfvHa B COOTBETCTBMM C 3akoHoAaTenbCcTBOM Poccuiickon ®egepauum o Hanorax u cbopax.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. OcHoBaHMeM ONnd OTKa3a B roCyAapCTBEHHOW permcTpauumn NeKapcTBEHHOro npenapaTta SBNSeTCs pelleHve
COOTBETCTBYIOLLIErO YNOMHOMOYEHHOro doefeparnbHOro opraHa UCNONMHUTENBHON BNACcTM O TOM, YTO KayecTBo M (Mnu)
3h(PEeKTUBHOCTb PETMCTPUPYEMOTO NIEKAPCTBEHHOMO NpenapaTa He MNOoATBEPXKAEHbI MOMYYEHHbIMU AAHHBIMU WU 4YTO
pUCK MPUYUHEHUS Bpeda 340pOBbi0 YenoBeKa UMW XMBOTHOrO BCMeACTBME MpuMemMa HneKkapCTBEHHOro npenapaTa
npesbiwaeT 3hPEKTUBHOCTb Er0 MPUMEHEHMS.

(B pea. PepepanbHoro 3akoHa oT 11.10.2010 N 271-93)

3. NoBTOpHOE NpefcTaBneHne B COOTBETCTBYHOLLMIA YNOSTHOMOYEHHbIN dedepasibHbli OpraH WUCMOSNHUTESTbHON
BNAacCTU NEKapCTBEHHOro npenaparta, B OTHOLUEHUM KOTOPOro MnoflydeH OTKa3 B rocy4apCTBEHHOM perncrpauum wu
KOTOpbIN BNOCNEACTBUM NOABEPrCA N3MEHEHMIO B YaCTU €ro cocTaBa, paccMaTpuBaeTCsl Kak npeacTaBfieHne HOBOTO
nekapcTBEHHOro npenaparta Ha ero rocyfapCTBEHHYI PErncrpaumio He3aBMCUMO OT COXPaHEeHUs ero nepBUYHOro
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 12.11,2016

(c usm. u gon., BCTYN....

HaMMeHOBaHWs.
(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 27.1. MNopsagok onpegeneHns B3aMMO3aMEHSIEMOCTU NEKapCTBEHHbIX MpenapaTtoB And MegULMHCKOro
NPUMeEHeHNs
(BBegeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

1. B3anmosamMeHsieMOCTb JeKapCTBEHHbIX MpenapaToB ANA MEeAUMLMHCKOro MpUMEHEeHUsa onpeaenseTcd B
nopsigke, yctaHosrneHHoM [Npasutenscteom Poccunckon ®egepaumm, Ha OCHOBaHWM CReayoWwmnx napameTpoB:

1) akBuBaneHTHOCTb (Ans 6uoaHanoroBbix (6MONOAOBHLIX) neKkapcTBEHHbIX npenapaTtoB (buoaHanoros) -
COMOCTaBUMOCTb) KA4EeCTBEHHbIX U KONTIMYECTBEHHbIX XapaKTepUCTUK hapmaLeBTU4eCKMX cybGCcTaHumiA (MCnonb3oBaHmne
pasnuyHbIX conen, apmpoBs, KOMMIEKCOB, N30MEPOB, KpUCTamNIMYeckux opm 1 Apyrux Npon3BoaHbIX OOHOrO U TOro Xe
OeViCTBYIOLLIEro BELLECTBA He ABMNSAETCA NPensaTcTBUEM ANS B3aUMO3aMEHAEMOCTU NeKapCTBEHHbIX MnpenapaToB, ecrnu
npu NpoBeAeHWV uccrnefoBaHns OMOIKBMBANIEHTHOCTW NEKApCTBEHHOro npenapata wnuM B Cnyvae HEeBO3MOXHOCTU
npoBedeHUs 3TOro WCcnegoBaHWss MpuM  MNPOBEAEHUW  UCCMNEedOBaHMsS  TepaneBTMYECKOW  3KBUBANEHTHOCTU
nekapCTBEHHOro npenapaTta AoKa3aHO OTCYTCTBUE KIMHWYECKU 3HAYUMbIX pasnuumin  apMakokUHETUKM u  (1num)
6e3onacHOCTM 1 3PPEKTMBHOCTM NEKAPCTBEHHOIO NpenapaTta Ana MeguLUMHCKOro NPUMEHEHNs);

2) 3KBUBArEHTHOCTb NeKapCTBEHHON PopMbl (MO 3KBUBANEHTHLIMW NEKApPCTBEHHbIMU (bopMamMu NMOHUMAOTCS
pasHble neKkapcTBeHHble (POpPMbl, UMelLMe OAuHaKoBble cnocob BBeAeHWs M crnocob npuvMeHeHusi, obragatowime
conocTaBUMbIMU (hapMaKOKMHETNYECKMMUN XapaKkTepucTnkamm u oapMakonormyecknum gencrenem n obecneunsaroLiye
Takke [OCTWXKeHMe Heobxoaumoro KnuvHudeckoro adppekta. Pasnmums nekapcTBeHHbIX (opM  He  SaBnsATCS
npenaTcTBMeM Ans WX B3aMMO3aMEHSeMOCTW, €eCnu npu npoBedeHuM uccnegoBaHuss  BUMO3KBMBANEHTHOCTU
nekapCcTBEHHOro npenapata unu B Criydae HEBO3MOXHOCTU MPOBEAEHUS 3TOr0 UCCNedoBaHMsA nNpu NpoBedeHuu
nccrefoBaHus TepaneBTUYECKON 3KBUMBANEHTHOCTM IeKapCTBEHHOro npenaparta [oka3aHO OTCYTCTBUE KIMHUYECKU
3HaYMMbIX pPas3nMymMn apMakokMHeTMKM 1 (Mnn) GesonacHoCcTM U 3PEKTUBHOCTU NEeKapCTBEHHOro npenapaTta ang
MEONLMHCKOrO NPUMEHEHMS);

3) aKBMBANEHTHOCTb MIN COMOCTaBMMOCTb COCTaBa BCMOMOraTesbHbIX BELeCTB NeKapCTBEHHOMO Npenapata Ans
MEeOULMHCKOTO MNPUMEHEHNs (pasnuyums cocTaBa BCMOMOraTeNibHbIX BeLeCTB feKapCTBEHHOro npenaparta Ang
MEeOULMHCKOTO MPUMEHEHUS He ABMSOTCHA NPEenAaTCTBMEM AN UX B3aMMO3aMEHSeMOCTW, ecnv npu npoBeaeHun
nccnefoBaHnsi GMO3KBUBANEHTHOCTU NEKApCTBEHHOro npenapata Ans MeAWMUMHCKOrO MPUMEHEHUs unuM B Ccrnydae
HEBO3MOXHOCTU  NPOBEAEeHUs  3TOro  UCCMNefoBaHMA NpU  MPOBEAEHUN  UCCrefoBaHUsA  TepaneBTUYeCcKon
3KBMBAIIEHTHOCTN FEKapCTBEHHOro rnpenapara Aff MEeOULUMHCKOro MNMPUMEHEHUs [OoKa3aHO OTCYTCTBUE KITMHUYECKM
3HAYUMBbIX pa3nuyunn papmakoknHeTnkn n (unn) 6esonacHoCcTM n APPEKTUBHOCTN NEKApCTBEHHOMO npenaparta Ans
MeOULMHCKOro NpuMeHeHus. [pn 3ToM pasnnuusa coctaBa BCNOMOraTerfbHbIX BELLECTB He AOMKHbI MPUBOAUTL K PUCKY
BO3HWKHOBEHWSI CEPbE3HbIX HeXenaTernbHbIX peakuni y OTAEeNbHbIX rPynn MauuMeHToB MU MOBbIWEHUSA YacToTbl WX
BO3HWKHOBEHWS);

4) AeHTUYHOCTbL cnocoba BBeAeHWS U NMPUMEHEHWS;

5) OTCyTCTBME KIMHUYECKN 3HAYMMbIX pasnMuMn npu MNpoBeAeHUU uccrenoBaHns  BUO3KBMBaNEHTHOCTU
nekapCTBEHHOro npenapaTa Wnu B criydyae HEBO3MOXHOCTM NPOBEeAEeHNs 3TOro NCCNeaoBaHnss OTCYTCTBME KIMHUYECKU
3HaYMMbIX pa3nuyuin nokasaternen 6es3onacHOCTM U 3PPEKTUBHOCTM JEKapCTBEHHOro npenaparta npyv nposBefeHum
nuccrnefoBaHusa  TepaneBTUYECKOW  SKBMBANEHTHOCTW. [aHHbIn  napameTp He nNpUMEHSIeTCs B OTHOLUEHUM
BOCMPOU3BEAEHHbIX NEKapCTBEHHbIX MNpenapaTtoB, YykKasaHHblX B 4acth 10 ctatbm 18 HacTtosiwero ®depepansHoOro
3akoHa. B oTHoweHun GuoaHanorosbix (6nonogobHbLIX) NekapCTBEHHbIX MpenapaTtoB (OuoaHanoroB) AaHHble 06
OTCYTCTBMM KIUHWYECKN 3HaYMMbIX pasnuumin 6e3onacHocTw, 3PEHEKTVBHOCTN M MMMYHOTE€HHOCTU NeKapCTBEHHOro
npenapata no pesynbTaTam NPOBEAEHUS KITMHUYECKMX UCCNEeAoBaHWI NPeaoCTaBnsanTca B Nopsiake, yCTaHOBEHHOM
HacCTOosLLEN YacTblo;

6) cooTBeTCTBME MPOWM3BOAUTENS NEKAapCTBEHHOrO CpeacTBa TpeboBaHWAM Haanexallen Npou3BOACTBEHHON
NpaKkTuKn.

2. CpaBHeHve napameTpoB PermcTpupyeMbiX feKapCTBEHHbIX MpenapaTtoB AN MeAMUMHCKOro MNpUMEHeHus
OCYLLECTBAETCH KOMUCCUEN JKCMEPTOB IKCMEPTHOIO YUPEXAeHNS NPy NPOBEAEHNN SKCNEPTU3bl TaKUX JNeKapCTBEHHbIX
npenapaToB B Mnpouecce WX rocygapCTBEHHOW permctpaumv. BbiBogbl 9KCnepToB O B3aMMO3aMEHSEMOCTW UMK
HeB3aVMO3aMEHSIEMOCTU NEKapCTBEHHbIX NpenapaTtoB AN MEeAWMLUHCKOro NpUMEHeHusl, caenaHHble B pesynbrarte
3TOro CpaBHEHUS, OPOPMAAITCA B BUOE MNPUIOXKEHUS K 3aKMIOYEHMIO 3JKCMepToB MO opme, YTBEPXAEHHOMW
YMOSTHOMOYEHHbIM pefiepanbHbIM OpraHoM UCNONMHUTENBHOWN BracTu.

3. MNonoxeHna HacToslLLen cTaTbyM He pacnpoCTPaHAlTCA Ha pedepeHTHble NeKapCcTBEHHble npenaparTsl,
nekapcTBeHHble pacTUTerbHble npenapartbl, roMeonaTU4eckne JneKkapCcTBEHHble rMpenapaTbl W JNleKapCTBEHHbIE
npenapaTbl, KOTOpble pa3peLleHbl AN MeanLUMHCKOro npuMmeHeHns B Poccuiickon ®egepauun 6onee aBaguatu net v B
OTHOLUEHMWN KOTOPbIX HEBO3MOXHO NpOBeAEeHNe nccneoBaHns ux BUO3KBUBANEHTHOCTH.
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

Cratbs 28. PernctpaumnoHHoe yooCcTOBEPEHUE NEKAPCTBEHHOO Npenapara

1. PerncrpaumMoHHoe yLOCTOBEPEHME FIEKAPCTBEHHOrO npenapata C YyKas3aHMeM JeKkapCTBEHHbIX (YOpPM U
[031POBOK BblgaeTcs 6ECCPOYHO, 3a UCKIIOYEHMEM PErMCTPaLMOHHOIO yOOCTOBEPEHUS NEKapCTBEHHOro npenapara,
BbllaBaeMOoro co CpOKOM AENCTBUSA NSATb NeT, Ha BNepBble perncrpupyemsle B Poccuinckon deaepaumm nekapcTBeHHbIe
npenapatbl.

2. Mo ucteyeHnn ykasaHHOro B 4YacTM 1 HacTosLWEN cTaTbW CPoOKa BblgaeTcss GeccpovHoe perncTpaumMoHHoe
YOOCTOBEPEHME NIeKapCTBEHHOrO nNpenapara npu ycrnoBmn NOATBEPXKAEHWS €ro rocy4apCTBEHHON perncTpauuu.

3. B cnyyae BHeceHusa B cootBeTcTBMM €O ctaTbsiMu 30 1 31 HacToswero ®enepanbHOro 3akoHa M3MEHEHU B
cogepxawmecss B perucTpauMoHHOM [OCbe Ha 3apermcTpupoBaHHbI MEKApCTBEHHbIM npenapaT  OOKYMEHTHI,
3aTparumBalolnX CBEeAEHUs, OTPaXeHHble B pPerMcTpauuoHHOM YOOCTOBEPEHWW NeKapCTBEHHOro mnpenapaTa,
YNOMHOMOYEHHbIV (befiepanbHbI OpraH MCMOMHUTENLHOW BNAacTW BblAaeT HOBOE perucTpauuMoHHOe YOOCTOBepeHue
nekapcTBEHHOro npenapaTta, cogepallee BHECEHHbIE B HEFO N3MEHEHUS.

(vacTtb 3 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTtpaTbl UM MOBPEXOEHUS PErMcTpauMoOHHOrO yAOCTOBEPEHMS NEKApCTBEHHOrO npenapaTta no
3asBNeHNo B NMCbMEHHON hopMe AepxaTtensa unu Brnagenbla PerMcTpalyMoHHOrO yoOCTOBEPEHUS NEKapCTBEHHOIo
npenapaTta WnM YNOMIHOMOYEHHOIO UMW OPYroro puau4eckoro nuua o Bbigade Aybnukata peructpaumoHHOro
yOOCTOBEPEHMUS NeKapCTBEHHOro npenapaTa ynorTHOMOYEHHbIN dheaepanbHbIi opraH UCNONHUTENBHOW BNAcT B CPOK,
He npeBblALWUA AecaTn paboumx OHEW CO OHA MOCTYNfeHus 3asiBreHus, BblgaeT OyOnuvkaT perMctpaumoHHOro
YOOCTOBEPEHMS NEKAapCTBEHHOro npenapata. 3a  Bblgadyy Aaybnukata  perncrpaumMoHHOrO  yOOCTOBEPEHMS
NEKapCTBEHHOrO npenapata B3MMAaeTCsl rocydapCTBEHHas MOLWMHA B COOTBETCTBMM C 3aKoOHOAATENbCTBOM
Poccuiickon ®egepaunm o Hanorax u cbopax.

(vacTb 4 BBegeHa denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlNoC: NnpumeyaHue.
B cootBetctBUM ¢ PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03 c 1 auBapa 2017 roga cratbda 29 6Gyaet
N3noxeHa B HOBOW peaakunu.

Cratbs 29. NogTBepXaeHne rocygapCTBEHHOM permcTpauumn NekapCTBEHHOro nNpenapara

1. NoaTBepxaeHne rocyqapcTBEHHOW permcTpauumn nekapCcTBEHHOro npenapaTta OCyLeCcTBNAETCA Npu Bblaaye
©eccpoYHOro permcTpaLmMoHHOro yaoCTOBEPEHMS NIEKAPCTBEHHOrO NpenapaTta B Cly4ae, ykazaHHOM B 4acTu 2 cTaTby
28 Hactoswero PenepanbHOro 3akoHa, B CPOK, He MPEBbILIAIOWMA AeBAHOCTA pabounMx OHEM co OHSA MonydeHust
COOTBETCTBYIOLLMM YNONTHOMOYEHHbIM doefieparnibHbIM OpraHoM UCMOMHUTENbHOW BNACcTW 3asBNEeHNa O NOATBEPXAEHUN
rocyqapCTBEHHON perncTpaumm nekapcTBEHHOro npenapata And MeAWUUHCKOro MNPUMEHEHUs, O(OPMIIEHHOrO B
COOTBETCTBMM C 4YacTblo 2 cTaTbu 18 HacTosiwero depepanbHOro 3akoHa, MO0 3asBMNeHWss O MNOATBEPXAEHUU
rocyAapCTBEHHOW perncTpaumm fnekapcTBEHHOro npenaparta Ans BETEPUMHAPHOrO MNpPUMMEHEHUs, O(OPMMEHHOro B
COOTBETCTBUW C YacTblo 2 cTaTtbn 17 HacTosiwero PeaepanbHOro 3akoHa.

(B pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. TllogTBepxdeHWe rocygapCTBEHHOM perncTpauum nekapcTBEHHOro npenapata  OCyLWecTBNgeTcs no
pesynbTatam 3KCNepTu3bl OTHOLIEHUA OXWMAAEMOW MOoMfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FNEeKapCTBEHHOIo
npenapaTa, a Takke SKCNepTU3bl Ka4eCcTBa NeKapCTBEHHOIO CPeACTBa, NPOBOAMMON B CllyYae BHECEHUA W3MEHEHUIN B
HOPMaTUBHYIO AOKYMEHTALMIO UM HOPMATMUBHbIA JOKYMEHT.

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. K 3agBneHuio O MOATBEPXOEHUW rOCyNapCTBEHHOW perucTpauum nekapcTBEHHOro npenapata Ans
MeOVLUMHCKOro NpUMEHEHUs npunaralTca OOKYMEHT, noATBepXAalwlMin ynnaty rocyaapCTBEHHOW MOLUMUHBI 3a
NnoaTBEPXOEHNE rOCYQapCTBEHHOM pernctpaumm IekapCTBEeHHOro npenapata Ans MeauUMHCKOro MNpUMEHEHUS,
OOKYMEHT, copepXaluin pesynbTtaTtbl MOHUMTOPWHra 6e30nacHOCTM NEeKapCTBEHHOro npenaparta Ans MeOULUHCKOro
NPUMEHEHNs!, MPOBOAUMOro 3asdBuTenemM, no ¢opme, YCTAHOBMEHHON COOTBETCTBYHOLIMM  YNONHOMOYEHHbIM
denepanbHbIM OpraHoOM WUCMOSNTHUTENBHOM BNAcTW, OOKYMEHT, MepeBefeHHbI Ha PYyCCKUM A3blK, NOATBEPXAaoLLUN
COOTBETCTBME MNPOU3BOAUTENS NEKAPCTBEHHOrO Npenapata Ans MeauuUHCKOro NpuMeHeHus TpebGoBaHWsIM npaBun
Hagnexawen npovM3BOACTBEHHON NPaKTUKW, BblOAHHbIA  KOMMETEHTHLIM OpPraHoM  CTpaHbl  MPOM3BOAUTENS
neKkapCcTBEHHOro npenapaTa Ang MeANLMHCKOro NPUMEHEHNA U 3aBEPEHHbI B YCTAHOBIIEHHOM MOpsAaKe, OOKYMEHT,
nepeBefEeHHbIN Ha PYCCKUIA A3bIK, MOATBEPXKAAOLNA COOTBETCTBUE MNpoM3BOAUTENS (hapMaueBTUYEeCKOM cybcTaHuum
TpeboBaHMsM MpaBun Hagnexawlen nPOU3BOACTBEHHON NPaKTUKW, BblAAHHbLIA KOMMETEHTHBIM OpPraHoM CTpPaHbl
npousBoguTens apmMaueBTU4ecko CcybCcTaHuuW, 3aBEepeHHbIi B YCTAHOBMIEHHOM MOpsSiAKE W copepKaliui
HaVMeHOBaHWe apMaLeBTUYECKON CyOCTaHUMM (MeXOyHapoOHOe HenaTeHTOBaHHOE WM XMMUYECKOE W TOProBoe
HaVMEHOBaHWUs), HauMEHOBaHWE W adpec npou3BoauTens dapMaueBTM4eckon cybcTaHumMn, CpoK FO4HOCTU
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

hapmaLieBTMYECKON CcybCTaHLmK.
(vacTb 3 B peq. PenepanbHoro 3akoHa ot 29.12.2015 N 389-93)

3.1. K 3asBneHnio o0 nOATBEPXOEHUN TOCYOAPCTBEHHOW perncTpauum fnekapcTBEHHOro npenaparta Ans
BETEPMHAPHOrO MPUMEHEHUS MpunaralTcs AOKYMEHT, MOATBEPXOalWniA ynnaty rocyaapCTBEHHOM MOLWMMHbI 3a
noaTBepXAeHWe rocyaapCTBEHHON perucrTpaumMmM nekapcTBEHHOro mnpenapaTta Ans BeTepuHapHOro npuUMeEHeEHUs,
OOKYMEHT, cofepXalumi pesynbTaTbl MOHMTOpPMHra ©0e30MacHOCTU FeKkapCTBEHHOro npenaparta, MNpoBOAMMOrO
3agButeneM, no opMe, YCTAHOBIIEHHOMW COOTBETCTBYHOLUMM  YMOMIHOMOYEHHBIM  doefeparnbHbiM  OpraHoMm
WCMOJTHUTENBHOW BAcCTK, a Takke AOKYMEHTbI, yKka3aHHble B MyHkTe 1 m nognyHktax "a", "6", "k", "n" nyHkTa 4 yactn 3
ctatbu 17 HacToswero deaepanbHOro 3akoHa.

(vacTb 3.1 BBegeHa dPepepanbHbiM 3akoHoM oT 13.07.2015 N 241-93)

3.2. HopmaTtuBHas [OOKYMeHTaLMs WNU HOPMATUBHLIA [AOKYMEHT, MNPOEKT WHCTPYKUUM MO NPUMEHEHUIO
nekapCTBEHHOrO Mpenaparta, NMPOeKTbl MaKETOB MEPBUYHOW YMAKOBKM U BTOPUYHOM (MOTPEOUTENBLCKOWM) YMNakoBKM
rnlekapCTBEHHOrO npenaparta npunaralTca K 3asBMEHUI0 O MOATBEPXOEHWM TOCYyAapCTBEHHOW perncrpauum
nekapCTBEHHOrO npenapaTta BHOBb TOMbKO B CIly4Yae, €CfiM B HUX BHOCATCH U3MEHEHUS.

(vacTb 3.2 BBegeHa PepepanbHbiM 3akoHoM oT 13.07.2015 N 241-93)

4. B TeyeHue gecatn pabouumx OHEM CO AHA NPUHATUS 3asBfeHus O MOATBEMKAEHUM roCygapCTBEHHOM
perucTpaummM nekapcTBEHHOrO npenapata M HeobOXoOUMbIX [OOKYMEHTOB COOTBETCTBYIOLUA  YNOSIHOMOYEHHbIV
deaepanbHbI opraH UCNOSTHUTENBHOW BacTu:

1) NpoBOAMT NPOBEPKY MOMHOTHI U JOCTOBEPHOCTU CBEAEHWUN, COAEPXKALLUMXCS B MpeACTaBIEHHbIX 3asiBUTENEM
MaTepuanax;

2) NpYHMMaEeT pelleHMe O MNpoBedeHUM unn ob OTkase B MPOBELAEHMM IKCMEPTU3bl OTHOLLUEHUS OXMOAEMOW
Nnonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWsT NeKapCTBEHHOro mnpenapata, a Takke 9KCNepTu3bl KavecTBa
neKkapcTBEHHOro CpeacTBa, NPOBOAMMOW B Clyyae BHECEHUSI U3MEHEHWA B HOPMATUBHYI [JOKYMEHTauuo unm
HOPMaTUBHbIV LOKYMEHT;

(n. 2 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3) yBegomnsaeT B NMUCbMEHHOW hOpMe 3asdBUTENS O MPUHSATOM pELUEeHMU UMW B Clyvae MPUHATUSA pelueHnss o6
OTKa3e B NPOBELEHUN SKCNEPTU3bl C YKa3aHNEM NPUYUH TaKOro oTkasa.

4.1. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTM CBEAEHMMN, COAEPXaluxXcs B NpPeAcTaBMNEeHHbIX 3asBUTENEM
MaTepuanax, yrnorHOMOYeHHbIN beaepanbHbli OpraH WUCMONHUTENbHOW BNAacTWU HanpaensieT 3asBUTEND 3anpoc o6
YTOMHEHUWN YKa3aHHbIX cBefeHui. [aHHbI 3anpoc MoxeT OblTb nepefaH YNoNTHOMOYEHHOMY NPEeACTaBUTEND
3a8BUTENS NIMYHO MO PacnMCKy, HAaMpaBMeH Mo No4YTe 3aka3HbIM MUCbBMOM WIW MepefaH B 3NEKTPOHHOW ¢hopme Mo
TEeNeKOMMYHVKaLMOHHBIM KaHanaMm CBs3u. B cnyyae HanpaBneHusi JaHHOro 3anpoca no noyte 3akasHbiM MUCbMOM OH
CcUMTaeTCs NOMYy4YEHHbIM MO UCTEYEHUN LLIECTU OHEN C AaThl HANPaBEHUS 3aKa3HOro NUcbma.

(vacTb 4.1 BBegeHa dPepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. 3asiBuTenb 00s3aH npeacTaBuUTb OTBET Ha 3anpoc  YMONIHOMOYEHHOro defdepanbHoro opraHa
NCMNOMHMTENBHOW BNAcTU B CPOK, HE NPEeBbILIALLNA AeBAHOCTa paboymx AHEN CO OHS MONyYeHUs AaHHOro 3arnpoca.
CpokK, ykasaHHbI B 4YacTu 4 HacTosllen cTaTbW, NMPUOCTaHaBNMBAETCA CO OHSA HamnpaBreHus 3asBUMTENio 3anpoca
YMOSTHOMOYEHHOrOo befeparnbHOro opraHa UCMOSTHUTENbBHOM BNACTW 4O OHS NOMyYEeHUs UM OTBETa Ha AaHHbIA 3anpoc U
He y4YnTbIBAETCA NMPU UCHUCTIEHUN CPOKa MOATBEPXKOAEHNSA rOCYJapCTBEHHOW perncTpauumn nekapCTBEHHOro npenapara.
(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHMeM nsi OTKa3a B NPOBEAEHMM IKCMEPTU3bl OTHOLUEHUS] OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NPYMEHEHNA NEKAPCTBEHHOro mnpenapata W (UnNKM) 3KCMepTU3bl KavyecTBa JIEKAPCTBEHHOrO CpeacTBa  SABMSETCS
npefcTaBneHne JOKYMEHTOB, yKa3aHHbIX B 4acTax 1 M 3 HAcTosiLWen cTaTby, B HEMOMHOM obbeMe, HenpeacTaBreHve
3asiBUTENEM B YCTAHOBMEHHbIN CPOK OTBETA HA YyKa3aHHbIN B YacTu 4.1 HacTosLWeN cTaTbk 3anpoc YNOfHOMOYEHHOIo
denepanbHOro opraHa MWCMOMHMTENbHOW BNacTu, a Takke OTCYTCTBUME B MNPEACTaBMEHHbIX  [OOKYMEHTax
ncyepnbIBaloLLMX CBEAEHWI, KOTOPbIE OOSMKHbI ObITh OTPaXXeHbl B HUX.

(B pea. PenepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 25.11.2013 N 317-93)

6. OkcnepTr3a OTHOLLEHMS 0XMAAEMON NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMWS NEKApPCTBEHHOIO nNpenapaTa v
(Mnn) akcnepTM3a kavecTBa NEKAPCTBEHHOIO CpeacTBa B LENAX MOATBEPKAEHUS TFOCYyOApCTBEHHOW perncrpaumm
nekapCTBEHHOro npenapata NpoBOAATCSA Ha OCHOBaHUWM [AOKYMEHTOB, yKa3aHHbIX B 4YacTu 3 HAacTOSALWEeW CTaTbu, B
nopsiake, yCTaHOBIEHHOM YacTsiMu 5 - 8 ctatbm 23 1 ctatben 24 HacToswero ®eaepanbHOro 3akoHa.

(vacTb 6 B pen. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7. B nepvop npoBefeHnsa npouenypbl NOATBEPXAEHWUS TOCYAApCTBEHHOW perncrpaumm nekapcTBEHHOro
npenaparta ero rpaxgaHcknii 06opoT OCYLLECTBIISETCS Ha TeppuTopun Poccuiickon Pegepaumm.

8. OcHoBaHveM ansi OTka3a B MOATBEPXXAEHUM FOCYOApPCTBEHHOW perumcrpauvm INeKkapCTBEHHOro npenapara
SBNSETCH pelleHne COOTBETCTBYHOLLEro YNOSIHOMOYEHHOro oejeparbHOro opraHa UCMOSTHUTENbHOW BNAcT O TOM, 4TO
KayecTBO U (Unn) aPPEKTUBHOCTL NTEKAPCTBEHHOIO MnpernapaTta He NoaTBEPXAEHbl MOMYyYEHHbIMU AaHHbIMU UK YTO
pUCK MPUYUHEHUS Bpeda 340pOBbI0 YEnoBeKa WM XMBOTHOTO BCMEeACTBME MpuMeMa HNeKkapCTBEHHOro npenapaTa
npeBbIWaeT 3PPEKTUBHOCTb €r0 NPUMEHEHNS.
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

(vacTb 8 BBegeHa PegepanbHbiM 3akoHoM OT 22.10.2014 N 313-93)

KoHcynbTaHTlnoC: npumeyaHue.

OepxaTenn vnu Bnagernblbl PErMcTPaUMOHHBIX YAOCTOBEPEHUA NEKAPCTBEHHbIX MpenapaToB MOryT noaartb
3agaBneHns o6 onpegeneHun B3anMo3aMEHSIEMOCTU NIEKAPCTBEHHbIX MpenapaToB A MEeAWLMHCKOro MpUMEHEHUs B
nopsiake, ycraHoeneHHom ctatbeint 30 (B peg. ot 22.12.2014), go 31 pekabpsi 2016 roga (PepepanbHbli 3aKOH OT
22.12.2014 N 429-93).

Cratba 30. BHeceHMe W3MeHeHWA B [OOKYMEHTbl, CoAepXallMecss B perucTpauMoHHOM [ocbe Ha
3aperncTpupoBaHHbI NeKapCTBEHHbIN NpenapaTt Ana MeAULUHCKOro NpUMeHeHns

KoHcynbTaHTlnoC: npumeyaHue.
B cooTtBeTcTBUM C DenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03 ¢ 1 auBaps 2017 roga 4actb 1 ctatbn 30
OyaeT usnoxeHa B HOBOW pefakunm.

1. B uensx BHeCeHMS WU3MEHeHMW B [OOKYMeHTbl, COoAepxXaluecsa B pPerucTpaumMoHHOM [OCbe Ha
3aperucTpupoBaHHbIN NEeKapCTBEHHbLIW npenapat Ans MeOUUMHCKOrO MNPUMEHEHWs, 3asBuUTeNb NpeacTaBnseT B
YMONHOMOYEHHbIN hefepanbHbI OpraH UCMONHUTENBHON BNAcTK 3asiBfieHne 0 BHECEHUN TakMX M3MEHeHU no dopme,
YCTaHOBMIEHHON YMONHOMOYEHHbIM hefeparnbHbiM OPraHOM WCMOMHWUTENbHON BNAcTW, W MPUMIOXKEHHbIE K Hemy
N3MEHEHUs1 B YyKasaHHble OOKYMEHTbl, a Takke OOKYMEHTbl, MOATBepXaawolime HeobxoOMMOCTb BHECEHMS Takux
nameHeHuin. NprHATHE peLlleHns O BHECEHUM TakMX U3MEHEHUA Nnn 06 OTkase B MX BHECEHWM OCYLLECTBISETCH B CPOK,
He npeBblWaWNn AeBsHOCTa pabounx AHEen CO AHA MPUHATUS  YNONMHOMOYEHHbIM dedeparnbHbiM - OpraHoM
NCMNOMHUTENBHOW BNaCcTW 3a8BlEHNSI O BHECEHUU TaKNX U3MEHEHWUNA.

2. 3kcnepTusa nekapCcTBEHHbIX CPEeACTB B YacTWM 9KCMEepTU3bl KavyecTBa feKapCTBEHHOro cpeactsa U (unwu)
3KCNEepPTU3bl OTHOLLEHMSA OXWMAAEeMON MOoNb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS NeKapCTBEHHOro npenapaTta Ang
MEOVNLMHCKOrO MPUMEHEHUs MPOBOAWUTCA B Criydae BHECEHVUS W3MEHEHUWW B [OKYMEHTbl, COAepxalumecs B
pervcTpaumoHHOM A0Chbe Ha 3aperMcTpupoBaHHbI NeKapCTBEHHbIV Npenapar, B OTHOLLEHWN:

1) cBeaeHUn, ykasaHHbIX B UHCTPYKLUM MO MEANLMHCKOMY NPUMEHEHUIO NeKapCTBEHHOrO npenapara:

a) nekapcTBeHHas popma C ykasaHMeM HauMeHOBaHWUMN U KONTMYECTBEHHOrO COCTaBa AENCTBYIOLWMX BELLECTB U
Ka4eCTBEHHOrOo CcOCTaBa BCMoMoraTenbHbIX BewecTB (Npy  HeobxoOMMOCTM  KONMYECTBEHHOro  cocTaBa
BCMoOMOraTerbHbIX BELeCcTB);

6) dapmakoguHamuka 1 dapMakoKMHETMKA (3a WUCKIYeHWeM  (PapMakoKUHETUKM  roMeonaTn4ecKmx
nekapCTBEHHbIX NpenapaToB U pacTUTENbHbIX NlekapCTBEHHbIX NpenapaTos);

B) NOKasaHus Ans NpUMEHeHMs:;

r) NpOTUBONOKa3aHWs AN NPUMEHEHNS;

A) Mepbl NPegoCTOPOXHOCTM NPU NPUMEHEHUN;

€) ykasaHue BO3MOXHOCTU UM OCODEHHOCTEN MPUMEHEHWS feKapCTBEHHOro mnpenapata Ans MeAMUMHCKOro
NPUMEHEHNs GepeMeHHbIMU KEHLLUMHAMM, XeHLWUHaMu B nepuog rpygHoro BCKapMivMBaHWsS, A€TbMM, B3POCIbIMMU,
NMeLLMMIN XpOoHMYeckne 3aboneBaHus;

X) pexuvM [03MpOoBaHMs, CMOCOoObl BBEAEHWS W MPUMEHEHUs, npu HeobxoaMmocTM Bpems npuema
nekapCcTBEHHOro npenapara, NPOAOIPKUTENBHOCTb NeYeHns, B TOM Y1che Y AeTen 40 U Nocne 0gHOro roaa;

3) BO3MOXHble NOBGOYHblE AENCTBUS U HEeXenaTenbHble peakumMn Npy NpUMMEeHeHNW NekapcTBEHHOro NpenapaTa;

1) CUMNTOMbI MEPe03MPOBKM, Mepbl MO OKa3aHUIO NOMOLLM NPU NePefo3MPOBKE;

K) B3aMmodemncTBue ¢ ApyrMMu NekapCTBEHHbIMW Npenapatamu u (Mnu) NuLeBbIMU NPOAYKTaMu;

n) dopMbl BbiMyCKa fieKapCTBEHHOro npenapara;

M) ykasaHue (npy HeobxoanmMocTn) ocobeHHOCTEN AENCTBUA NEeKapCTBEHHOrO npenapaTta npu nepBoM npueme
WNN Npu ero oTMeHe;

H) cBedeHWss O BO3MOXHOM BIIMSHUM NEKapCTBEHHOro npenapata Ans MeAWUMHCKOro MPUMEHEHUs Ha
CNOCOBHOCTL YNPaBnsATb TPAHCMOPTHBIMW CPEACTBaMU, MEXaHU3MaMK;

0) CPOK FOAHOCTM U1 yKa3aHve Ha 3anpeT NpUMEHeHNs NekapCTBEHHOro npenapaTa No MCTeYeHUn CpoKa rogHOCTY;

n) YCNoBusi XpaHeHus;

p) yCrioBusa OTNycCKa;

2) cocTtaBa nekapCTBeHHOro npenapata Ansg MeguumMHCKOro NpUMeHeHNs;

3) usmeHeHus1 MecTa NPON3BOACTBA NEKAPCTBEHHOrO NpenapaTta Ana MeguUMHCKOro NpUMEeHeHNs;

4) n3meHeHus nokasaTenen kayecTBa JleKapCTBEHHOro npenapaTta And MeOUUMHCKOrO NMpUMEHeHus u (Mnu)
MeTOO0B KOHTPOSIS Ka4ecTBa JlekapCTBEHHOro npenapara AN MeanLUMHCKOrO NPpUMEHEHWS;

5) nameHeHus cpoka rogHOCTW NeKkapCTBEHHOMO npenapara Ans MeauuMHCKOro NPUMEHEHNS;

6) cBegeHW 0 HeoBXOOMMOCTU BHECEHUSA WHbIX M3MEHEHUM B WHCTPYKLUMIO NO MEeAULMHCKOMY MPUMEHEHUIO
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

nekapcTBEHHOro npenapaTta, a Takke B WHble [OOKYMEHTbl, coAepxaluecs B pPerucTpauuoHHOM [JoCbe Ha
3aperncTpupoBaHHbI  NekapcTBeHHbIM npenapaT. [lpu 9TOM pelleHve O MNpoBedEeHUN 3KCNepTUsbl KayecTBa
NEeKapCTBEHHbIX CPeACTB U (MNN) SKCNEPTU3bl OTHOLUEHUSI OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
NneKkapcTBEHHOro npenaparta Ans MeAMLUMHCKOrO MPUMEHEHUS MNPUHUMAETCs B COOTBETCTBUM C  YTBEPXKAEHHOW
YNONHOMOYEHHbIM hbeepanbHbIM OpraHOM MCMOMHUTENbHOW BRacTu Knaccudpukaunen W3MeHeHUn, BHOCUMbIX B
JOKYMEHTbI, coaepallmecs B permcTpaumoHHOM A0ChE Ha 3aperucTpypoBaHHbIN NeKapCTBEHHbIN Npenapar.

(4acTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. C 3asBneHMemM O BHECEHUN WU3MEHEHWN B OOKYMEHTbI, COAepXaluecs B perncrpauuMoHHOM [JOCbe Ha
3apPEerncTpUpOBaHHbIA NEKAPCTBEHHBLIN MpenapaT Ans MEeOUUWHCKOTO MPUMEHEHUs, Hapsgy C  OOKYMEHTaMMu,
yKasaHHbIMK B YacTu 1 HACTOsILLEN CTaTbW, 3adBUTENb NPEACTABMASET KOMUM OOKYMEHTOB, MOATBEpXAaloWmX ynnaTy
rocyapCTBEHHON MOLMMHbI 3a BHECEeHWe B [OOKYMEHTbl, cojepXallMeca B perucrpaumMoHHOM [OCbe Ha
3aperMcTpUpOBaHHbLIA  NEKAPCTBEHHbIA Npenapat  Afs  MEeAWUMHCKOrO MNPUMEHEHUS, W3MEHEHWIN, TpebyroLwmx
NpOBEAEHUS 3KCMEPTU3bI NIEKAPCTBEHHBIX CPEACTB B YacTM IKCNEepPTU3bl KayecTBa JIeKapCTBEHHOrO cpeactsa M (Mnm)
3KCNEepPTU3bl OTHOLIEHUS OXMAAEMOW NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ans
MEOVLUMHCKOrO  NPUMEHEHUsI,  FOCYJapCTBEHHOM  MOLUMMHbI 3@ BHECEHWEe B [JOKYMEHTbl, coaepXawmecss B
perncTpaumoHHOM O0Cbe Ha 3aperncTpupoOBaHHbIA MEKApPCTBEHHBIM npenapaT Ans MeAUMUMHCKOro npUMEHEHNs,
N3MEHEHU, He TpebyloLlwmx NpOoBedEeHMsT 3KCMEepPTM3bl NEKapCTBEHHOIO cpeacTea, MO0 BnpaBe NpPeAcTaBuUTb MO
COBCTBEHHOW MHULMATMBE YKa3aHHblE OKYMEHTbI. B cnyvyae mnx HenpeacTtaBneHMsi YNOMHOMOYEHHBIN dbenepanbHbIi
opraH WCNONHUTENbHOW BNacTu nposepseT akT ynnaTtbl rocygapCTBEHHbIX MOWWH 3asBUTENeM MnocpeacTBOM
ucnonb3oBaHusa wuHdopMaumMm 06 ynnate rocydapCTBEHHbIX MOLWUMMH, coaepxawencss B [ocygapCTBEHHOM
WH(POPMALIMOHHOM CUCTEME O FOCYAAPCTBEHHbIX M MyHUUMMNAmNbHbLIX MfaTexax, Ha OCHOBaHMM NpeacTaBEHHbIX
3aaBUTENEM KOMUIN JOKYMEHTOB, MOATBEPXKOAIOLWNX YNaTy rocy4apCTBEHHON NOLLUMMHbI.

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. B TeueHne gecatn paboymx gHew co AHSA NOCTYMIEHNs YKa3aHHOro B 4acTu 1 HacTosAwen cTaTtby 3asiBNEHWS U
HeOOXOAMMbIX JOKYMEHTOB YMOSIHOMOYEHHbIV doeeparbHbI OpraH UCMOMTHUTENbHON BacTu:

1) NpoBOAMT NPOBEPKY MOMHOTHI U JOCTOBEPHOCTU CBEAEHUN, COAEPXKALLUMXCS B MpeACTaBIEHHbIX 3asiBUTENEM
MaTtepuanax;

2) NpUHMMAET peLLeHne O NPOBEAEHUN YKa3aHHbIX B YacTW 2 HacTosLWEeNn cTaTbl COOTBETCTBYIOLUMX IKCNEepTU3
nekapCTBEHHOro CpeAcTBa Uinn 06 oTkase B UX NPOBELEHUN;

3) yBedoMNseT B 9MNEKTPOHHOW UMM NUCbMEHHOW (bopMe 3asiBUTENs O MPUHATOM peLlUeHun unu B chnydae
NPUHATUSA pelleHns 06 0Tka3e B NMPOBEAEHUN COOTBETCTBYIOLLEN IKCMEPTU3bI C YKa3aHNEM NPUYUH Takoro oTkasa.

(B pean. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTM CBEAEHMWIN, COAEPXalUXCs B MNPeACTaBMNEHHbIX 3asBUTENEM
MaTepuanax, yrnornHOMOYEHHbIN (beaepanbHbii OpraH WUCMONMHUTENbHON BRacTU HanpasnseT 3asBuTento 3anpoc ob
YTOMHEHUWN YyKa3aHHbIX cBefeHui. [aHHbIM 3anpoc MoxeT OblTb nepegaH YNnoNTHOMOYEHHOMY NPEACTaBUTEND
3aaBuUTENs NUYHO NOA PacnuCcKy, HanpaeneH fno Novte 3akasHbiM MUCbLMOM UMW NepefaH B SMEeKTPOHHOW dopme no
TenekoMMYHWKaLMOHHbLIM KaHanam cBA3u. B crniyyae HanpasneHusa gaHHOro 3anpoca no noyte 3akasHbiM MUCbMOM OH
cunTaeTcs NOoMy4YeHHbIM N0 UCTEYEHUN LWECTU AHEN C AaTbl HanpaBneHnsa 3akasHoro nucbma.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. 3asButenb o00sA3aH npeacTtaBuTb OTBET Ha 3anpoc  YMOMHOMOYEHHOro dhedepanbHOro opraHa
NCMNOMHMTENBHOW BNacTu B CPOK, HE NPEeBbILIALWLNA AeBAHOCTa paboymx AHEN CO OHS MONyYeHUs AaHHOro 3arnpoca.
CpokK, ykasaHHbIA B 4acTu 4 HacToslen cTaTbW, MPUOCTaHaABNMBAETCs CO AHSA HanpasfeHus 3asiBUTEMN0 3anpoca
YNONHOMOYEHHOro befieparbHOro opraHa UCNONHUTENbHOW BNACTN 40 OHA MNOMYyYeHUs UM OTBETA Ha AaHHbIN 3anpoc n
He y4YUTbIBAETCA MPU UCHUCIIEHUUN CPOKA NPUHATUSA PELLUEHNS O BHECEHUN N3MEHEHUIA B JOKYMEHTbI, coepXxalumecs B
perncTpaumoHHOM A0Cbe Ha 3aperncTpMpoOBaHHbIA NEeKapCTBEHHLIN NpenapaT ANs MeAULMHCKOro NPUMEHEHMS.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHoOM oT 25.11.2013 N 317-93)

5. OcHoBaHueM Ans OTkasa B MPOBEAEHWM YKa3aHHbIX B YacTU 2 HaACTosLLen CTaTbU 3KCMEpPTU3 SBNAETCH
npeacTaBneHMe [OOKYMEHTOB, MEPEeYUCIIEHHbIX B 4acTax 1 1M 3 HacToslen cTaTbW, B HenorHom obbewme,
HenpeacTaBneHue 3asBUTENEM B YCTAHOBIEHHbIM CPOK OTBETA Ha YyKasaHHbIN B YacTu 4.1 HacTosLlen cTaTb 3anpoc
YNOMHOMOYEHHOro hbefiepanbHOr0 opraHa MCMOMHUTENbLHOW BRacTW, a Takke OTCYTCTBME B NpeacTaBneHHbIX
OOKyMEHTax [OCTaTOYHbIX CBEAEHWMN, NOATBEPXKAANLMX HEODXOOAMMOCTb BHECEHMSI WU3MEHEHWW, WM OTCyTCTBUE
WHopmaLmn, NoATBepXAaKoLWen hakT ynnatbl rocy4apCTBEHHbIX NMOLLUMMH, YKa3aHHbIX B YacTN 3 HaCTOsILLEN CTaTbMm.

(B pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

6. YkazaHHble B YacTu 2 HacTosILen cTaTbM 3KCMEepPTU3bl MPOBOAATCA B NOpsake, YCTAHOBMEHHOM CTaTben 23
HacToswero denepanbHOro 3akoHa.

7. B cpok, He npeBbiwaoLLmii 4eCATM pabounx OHEW CO OHSA MOJTyYeHUs 3aKIOYEeHUMIA KOMUCCUIA SKCMEepPTOB MO
pesynbTataM yKasaHHbIX B 4YacTuM 2 HacCTOAWeEeWn cTaTbM SKCMepTu3, YMONMHOMOYEHHbLIN deadepanbHbI - opraH
NCNOSTHUTENBHOM BNacTu:

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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[ata coxpaHeHus: 12.11.2016

1) NIpyHUMaET peLueHe O BHECEHNN U3MEHEHU B AOKYMEHTbI, coaepxXallnecs B PermcTpauyMoHHOM AOCbe Ha
3aperncTpMpoBaHHbIN NEKapCTBEHHbIN NpenapaT ANs MeAULMHCKOro NpUMeHeHuns, unm o6 oTkasze BO BHECEHMM TaKmX
U3MEHEHUN;

2) BHOCUT B rOCy4apCTBEHHbIV peecTp NekapCTBEHHbIX CPEACTB HA OCHOBaHUN PELUEHUA O BHECEHUU WU3MEHEHUN
B AOKYMEHTbI, cogepxalimecss B permcTpaumMoHHOM [OCbe Ha 3aperncTpyupoBaHHbIN NEKapCTBEHHbIN npenapat Ans
MeONLMHCKOrO NPUMEHEHWs!, HeobXoaNMble U3MEHEHMS 1 BO3BPaLLAET NX 3asiBUTENIO;

3) BblgaeT 3asBUTEN0 HOBOE perncTpauMoHHOEe YOOCTOBEpPEeHME IeKapCTBEHHOro fnpenapata B cryyae
N3MEHeHUs1 CBEAEHWN, COAEPXKaLLMXCA B HEM.

(n. 3 BBeaeH PegepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

8. OcHoBaHveM AN oTka3a BO BHECEHUU U3MEHEHWI B AOKYMEHTbI, coAepxallmecss B perncrpauuoHHOM [OoCbe
Ha 3aperMcTpupoBaHHbLIV FEeKapCTBEHHbIM npenapat Ans MeAUUMHCKOro MNpUMEHEHUs, SBMsSeTCs  3aknoyeHue
YMONHOMOYEHHOro hbefepanbHOro opraHa WCMONHWUTENbHOM BRactv O BO3MOXHOCTUM CHWDKEHMS ©e30nacHoCTH,
KayecTBa, 3(pheKTMBHOCTY NEeKapCTBEHHOIO CpeacTBa B Cry4ae BHECEHNS TakMX U3MEHEHWA.

9. flonyckaeTcsa obpalleHne nekapcTBEHHbIX NpenapaToB Ans MEeAULMHCKOrO MPUMEHEHUS OO0 UCTEYEHWs cpoka
roOOHOCTW, MPOU3BEAEHHbIX B TeYeHue CTa BOCbMWAECHATUM [AHENW Mnocrne AaTtbl NPUHATUS  YNONHOMOYEHHbIM
dedeparnbHbIM OpraHOM UCMONHUTENBbHON BNAcTW PeLLeHnUs O BHECEHUN U3MEHEHWUA B OOKYMEHTbI, Coaepxalumecs B
pervcTpaumoHHOM A0Ckbe, B COOTBETCTBUM C MH(pOpMaUUen, cogepxallenca B AOKYMEHTaxX PerncTpauuoHHOro AocCbe
Ha nekapcTBEeHHbIN NpenapaT A0 AaTbl NPUHATUS TaKoro peLueHuns.

(4acTb 9 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbss 31. BHeceHne uW3MEeHEHUN B [OOKYMEHTbl, CcoAepXawmecss B pPerncrtpauMoHHOM [0Cbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHbIM Npenapart Ansl BETEPMHAPHOIO NPUMEHEHUS

1. B uensix BHeCeHMS] MW3MEHEHMN B [OKYMEHTbl, COAepXaluecsa B pPerucTpauMoHHOM [OCbe Ha
3aperMcTpMpoBaHHbIA NIEKApCTBEHHbIM MpenapaTt Afs BeTepUMHApPHOro MNPUMEHEHWs, OepXaTenb unu Briageney
pervcTpaumoHHOro YAOCTOBEPEHNS JIEKapCTBEHHOIO nNpenapara Unm ynoriHOMOYEHHOE UM Jpyroe opuanyeckoe nuuo
(oanee B HacTosILLEN CTaTbe - 3asBUTENb) NPEACTABNSET B YNONHOMOYEHHbIV befepanbHbli OpraH WUCMOSTHUTENBHON
BNacTu 3asBfieHWe O BHECEHWM TaKuX M3MEHEeHUN No PopMe, YCTaHOBIEHHOW YMNOMHOMOYEHHbIM beaepanbHbIM
OpraHoM UCMOMHUTENBHOW BRacTU, Y NPUNOXEHHbIE K HEMY U3MEHEHUS B YKa3aHHbIE JJOKYMEHTbI, @ TakkKe [OKYMEHTbI,
NoATBEPXAALWME HEOOXOAMMOCTb BHECEHMWS TAaKUX NU3MEHEHWNIA. [IpUHATME peLleHMs O BHECEHUN TaKUX WU3MEHEHMWN
unmn ob oTkase B X BHECEHMM OCYLLECTBIAETCH B CPOK, HE MPEBbILIAOLWNI AeBSHOCTa pabovmx AHEN CO OHSA MPUHATUS
YMONTHOMOYEHHbIM pefiepanbHbIM OpraHoM UCMONHUTENBHOWM BrAcTu 3asiBNEHUS O BHECEHUN TaKUX U3MEHEHWN.

(B pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. B cnyyae BHeCEHWss M3MEHEHWA B [OKYMEHTbI, cofepxaliMecs B perucTpauMoHHOM [OCbe Ha
3aperucTpupoBaHHbLIN  NEeKapCTBEHHbLIN MpenapaTt Ans BEeTEepPUHapHOro NPUMEHEHWs, B OTHOLWEHWM CBedeHUN,
yKasaHHbIX B nognyHkTax "e", "x", "k", "n", "n", "c", "x" nyHkTa 7 yactu 3 ctatbun 17 HacToswero ®eaepanbHOro 3akoHa,
N3MEHEHUST U (MNM) OOMNOMHEHUS NPOM3BOACTBEHHOW MIOLWAAKM JIEKAapCTBEHHOrO CpeAcTBa, a Takke B cry4ae
N3MEHEHMs NoKa3aTernen KayecTBa NIEKapCTBEHHOro npenaparta 4/ BETEPUHAPHOro MPUMMEHEHUs U (Mnn) MeTodoB
KOHTPOMs KayecTBa feKapCTBEHHOro mnpenapata Ans BeTepMHapHOro MPUMEHEHUS NPOBOAWUTCH  3JKCnepTusa
nekapCTBEHHOro CpeacTBa ANA BETePMHAPHOro NpumMeHeHus. B cnyvyae HeOBX0AMMOCTU BHECEHNS MHBIX U3MEHEHUIN B
OOKYMEHTbI, codepXalwmecs B pPermcTpalMoHHOM [OCbe Ha 3aperMcTpupoBaHHbLIM NeKapCTBEHHbIM npenapaT Aansg
BETEPUHAPHOIO NPUMEHEHMS, 3KCMEPTM3a NIEKAPCTBEHHOIO CpeACcTBa A1 BETEPMHAPHOIO NPUMEHEHUS HE MPOBOAMTCS.
(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. C 3asBneHMemM O BHECEHUN WU3MEHEHWMN B OOKYMEHTbI, COAepXalumecd B pPerncrpauuMoHHOM [JOCbe Ha
3aperucTpupoBaHHbIA  NeKapCTBEHHbIM MNpenapaT ANd BeTEepUHApHOro MNPUMMEHEHWs, Hapsgy C  OOKyMeHTamu,
yKasaHHbIMW B 4acTu 1 HaCTosLLen cTaTbul, NPEACTaBNATCA JOKYMEHTbI, NogTBepXKaatoLwue ynnaTty rocyaapCcTBeHHON
NnowNmMHbl 3a BHECEHWEe B [OOKYMEHTbl, cogepXawmecs B pPerncTtpaumMoHHOM [AOCbe Ha 3aperucTpupoBaHHbIN
nekapCTBEHHbIV NpenapaTt Afs BEeTEPUHAPHOIO MNPUMEHEHUsl, W3MEHEHWI, TPeObylLnX NpoBeaeHUs 3KCNepTU3bl
rniekapCTBEHHOro CPeACTBa AN BETEPMHAPHOIO MPUMEHEHUS, UM U3MEHEHWUI, HE TPeOYOLMX NPOBEAEHUS SKCMEPTU3bI
nekapCTBEHHOro CpeACcTBa AN BETEPUHAPHOIO NMPUMEHEHNS.

(B pen. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

4. B cpokK, He NpeBbIaloWmMn Aecatn pabodnx AHen CO AHA MOCTYNNEHUS yKasaHHOro B YacTu 1 HacTosLen
cTaTby 3asiBNEeHNs 1 HeOBXOANMbIX JOKYMEHTOB, YNONIHOMOYEHHbIV dheaepanbHbli OpraH UCMONHUTENBHON BRacTy:

1) NpoBOAMT NPOBEPKY MOMHOTHI U JOCTOBEPHOCTU CBEAEHWUNA, COAEPXKALLUMXCS B MpeAcTaBIEHHbLIX 3asiBUTENEM
OOKyMeHTax;

2) NPUHMMAET peLLeHrEe O NPOBEAEHUN IKCNEPTU3bI NTIEKAPCTBEHHOIO CpeacTBa AMsi BETEPUHAPHOrO NPYMEHEHNS
unun ob oTkase B ee NpoBeAeHUN;

3) yBegomnseT B NUCbMEHHOW (hopMe 3asdBUTENS O MPUHATOM peLleHMn UKW B Clyvae MPUHATUSA pelueHns o6
OTKa3e B NpoBeAeHUN IKCNepTU3bl NieKapCTBEHHOro CpeacTBa Anst BETEPUHAPHOro MNMPUMEHEHUS C YKasaHUeMm MpUYvH
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Takoro oTkasa.

5. OcHoBaHveM il OTKasa B MPOBEAEHUM IKCMEpTM3bl JIEKApCTBEHHOrO cpeacTBa ANd BeTepUHapHOro
NPUMEHEeHNs SBNSAeTCA NpeacTaBrneHne AOKYMEHTOB, YKadaHHbIX B 4Yactax 1w 3 HacTosiwen cratbW, B HEMNOMHOM
obbeme unm oTcyTCTBME B NPeACTaBeHHbIX AOKYyMEHTax A0CTaTO4YHbIX CBeAEeHUA, noaTBepXaalwmnx HeobxoamMMocCTb
BHECEHWSI U3MEHEHUIA.

6. OkcnepTu3a NekapCTBEHHOIO CPEACTBA ANsl BETEPMHAPHOIO MPUMEHEHUS B LIENsX BHECEHUS U3MEHEHWUA B
OOKYMEHTBI, cogepXaljnecs B PermcrpalMoHHOM [OCbE Ha 3aperMcTpUpOBaHHbIV NEKAapCTBEHHbIM MpenapaTt Aans
BETEPMHAPHOIO NPMMEHEHMS!, OCYLLECTBMSIETCA B MOPSAKe, YCTaHOBMNEHHOM cTaTben 24 Hactoswero degepanbHoOro
3aKoHa.

6.1. B cpok, He npeBblWwaoLWwmi NATM pabounx AHEN CO AHSA MOSyYeHMsT 3aKkiioYeHUs KOMUCCMM 3KCMEepTOoB Mo
pesynbTataM yKasaHHOW B 4acTW 2 HacCTOsILLEN CTaTbW OKCNepTu3bl, YMNOMHOMOYEHHbIN deaepanbHbin - opraH
NCNOMHUTENBHOW BNacTu:

1) NpMHUMAET peLLeHNe O BHECEHUN U3MEHEHMI B AOKYMEHThI, coAepXallmecss B perucTpaumMoHHOM [J0oCbe Ha
3aperncTpMpoBaHHbIv NeKapCTBEHHbIV Npenapar Ans BETEPUHAPHOro NPUMEHEHWs, nnn o6 oTka3e BO BHECEHUW TaKuXx
N3MEHEHUN;

2) BHOCUT B rOCy4apCTBEHHbIV peecTp NeKkapCTBEHHbIX CPEACTB HA OCHOBAHUN PELUEHUA O BHECEHUU WU3MEHEHUN
B AOKYMEHTbI, cogepxalimecss B permcTpaumMoHHOM [OCbe Ha 3aperncTpyupoBaHHbIN NEKapCTBEHHbIN npenapaT Ans
BETEPUHAPHOIO NPUMEHEHMS1, HEOOXOOUMbIE U3MEHEHUS U BO3BpALLAET 3TU JOKYMEHTbI 3aABUTENIO.

(yacTb 6.1 BBegeHa depepanbHbiM 3akoHoM oT 22.10.2014 N 313-03)

7. OcHOBaHVEM AMs OTKa3a BO BHECEHMU M3MEHEHWI B AOKYMEHTbI, coAepXallmecss B perncrpauuoHHOM [OCbe
Ha 3aperucTpupoBaHHbIA NEKapCTBEHHbIN MpenapaT Ans BeTEepUMHApHOrO MNPUMEHEHUS, SABMSETCH 3aknioyveHue
YMOSTHOMOYEHHOro beaepanbHOro opraHa MWCMOMHUTENBHON BRactu O BO3MOXHOCTU CHUXEHWs GesonacHocTy,
KayecTBa, 3a(PPEKTUBHOCTN NEKapCTBEHHOrO npenapata ANd BeTepUHapHOro MNpUMEHEHUs B Clydae BHeCeHus
N3MEHEHUI B yKa3aHHbIE JOKYMEHTHI.

8. NonyckaeTca obpalleHne NnekapCTBEHHbIX NPenapaToB A9 BETEPMHAPHOIO MPUMEHEHUS 0 NCTEYEHUS CPOKa
rOOHOCTW, MPOM3BEAEHHbIX B TeYeHMe CTa BOCBMWAECHATUM [OHENW Mocre AdaTtbl MNPUHATUS  YNONMHOMOYEHHBIM
degeparnbHbIM OPraHOM UCMONTHUTENbHON BNACTW PELLEHNS O BHECEHUN U3MEHEHWU B OOKYMEHTbI, Coaepalumecs B
perncTpaumoHHOM O0Cbe Ha feKapCTBEHHbLIN MpenapaT, B COOTBETCTBUM C WHopmaumen, coaepxalliencs B
OOKYMeHTax permcTpaumMoHHOro 4OCbe Ha NeKkapCTBEHHbIV Npenapart A0 AaTbl NPUHATUS Takoro peLLeHuns.

(vacTb 8 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 32. OTMeHa rocyqapCTBEHHOW permcTpaumumn riekapCTBEHHOMo npenaparta

PeweHne 06 oTMeHe rocygapCTBEHHOM perncrpaumm nekapCTBEHHOro npernapata WM UCKITHYEHUU
nekapcTBEHHOro npenapara U3 rocyAapCTBEHHOro peecTpa NeKkapcTBEHHbIX CPeACTB MPUHUMAaETCs YNONTHOMOYEHHbIM
deneparnbHbIM OPraHoOM UCMOSNTHUTENBHONM BNAcTh B CNy4ae:

1) nNpepctaBneHMst COOTBETCTBYHOLLUMM YMOSTHOMOYEHHbIM dedeparnbHbIM OpraHoOM WUCMOMHUTENBbHOW BracTu
3aKYeHNs O pucke unm o6 yrpose 300pOBbI, XKM3HW YeroBeKa UNKN XXMBOTHOTO MPU MPUMEHEHUN FEeKapCTBEHHOrO
npenapaTa, NpeBbIaLLmMX ero apeKkTUBHOCTL, NO pe3ynbTaTamM OCYLLECTBSEMOro UM MOHUTOPWUHra ©e3onacHoOCTU
nekapcTBEHHOro npenapara;

2) nopauu gepxaTtenem unu BnagenbuemM perncTpaumoHHOro yAOCTOBEPEHUs NeKkapCTBEHHOro npenapaTta wunm
YMOMTHOMOYEHHBIM UM APYTMM  OPUAMYECKUM TNULOM 3asiBNieHMst 00 OTMeHe TrOoCyJapCTBEHHOW perucrpauum
rfiekapCTBEHHOrO npenapara;

(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HEMoATBEPXOEHNA rOCY4apCTBEHHOM perMcTpaLlmm NekapcTBEHHOro npenapara no UCTe4YeHun cpoka AenNcTBus
perncTpaumoHHOro YaoCToBEPEHUS, BbIAAHHOIO Ha NATb NeT;

4) HenpeacTaBneHns 3asiBUTeNemM MHopmMaLmn, KOTopas MOXET NoBMeYb 3a cobon HeobXOoOUMOCTb BHECEHUS
N3MEHEHUA B [OKYMEHTbI, COAEPXalLLUMEcs B PErncrpauymoHHOM [OCbe Ha 3apernmcTpyMpoBaHHbIN  JIEKapCTBEHHLIN
npenapar, B Te4eHNe Tpuauat padboumx AHEN CO OHS HACTYMMNEHUSA 3TUX UBMEHEHWN;

5) ocyliecTBneHns rocyqapCTBEHHOW perncTpaumm nekapcTBEHHOrO npenaparta nog TOpProBblM HaMMEHOBAHMEM
3aperncTpupoBaHHOrO paHee Mo 3TUM TOProBbIM HaMMEHOBaHMEM FNEKApPCTBEHHOrO MpenapaTa, OT/MYaloLLerocs
KayeCTBEHHbIM COCTaBOM AENCTBYIOLLNX BELLECTB;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) ocyLLecTBNeHMs rocy4apCTBEHHOW pPermcTpaLmmn 3asBUTeniemMm O4HOrO M TOrO XXe JiekapCTBEHHOro npernapara
noA pasnuyHbIMM TOProBbIMM HAMMEHOBaHUAMU;

7) BblHECEHMS CYOOM peELlEeHMS O HapylweHun npaB npaBoobnagatens OOBLEKTOB MHTENMeKTyarnbHOW
cob6CTBEHHOCTM Npu 06paLLeHUN NEKapCTBEHHbIX CPEACTB;

8) oTcyTCTBUA NEKapCTBEHHOro npenapara B obpalleHmun B Poccuiickon depepaumm B TeyeHne tpex m Gonee
ner;
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(n. 8 BBeaeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9) HEBbLINONHEHMS1 AepXaTereM Wnu BnagenblemM pPermcTpauMoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro
npenapata NMbo ynofHOMOYEHHbIM UMW APYTUM OPUANYECKMM FIMLOM MEpPONpUsTUA no obecneyeHunto GeaonacHocTh
nekapCTBEHHbIX NpenapaToB, YCTAaHOBIEHHLIX YNONHOMOYEHHbIM doefepanbHbiM OpraHOM WCMONMHUTENbHOW BNacTu B
cooTBeTCTBMM C vactamm 3 n 4 ctatbn 64 Hactoswero ®PegepanbHOro 3akoHa, B paMKax —OCYLLECTBIEHMS
hapmakoHaa3opa;

(n. 9 BBeaeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

10) oTkasa gepxxatens vnu Bragenbla PerucTpaumoHHOrO YOOCTOBEPEHUSI NeKapCTBEHHOro npenapaTta nvbo
YNOMTHOMOYEHHOIO UMW APYroro HpUaNYeckoro nuua OT BHECEeHWSs W3MEHEHWA B WHCTPYKUMIO MO  NPUMEHEHUIO
NeKkapCTBEHHOrO npenaparta, KacaloWMXCS HOBbIX MOATBEPKAEHHbLIX OaHHbIX O TOM, YTO PUCK MPUYMHEHMSI Bpeaa
3[10POBbIO YEITOBEKA MMM XKMBOTHOMO BCNEACTBME NpMeMa fiekapCTBEHHOro npenapara npesbillaeT 3pdekTUBHOCTb €ro
NPUMEHEeHUS.

(n. 10 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Cratbsa 33. [ocygapCTBEHHbIN peecTp NekapCTBEHHbIX CPeacTB

1. TocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB COAEPXKUT MepedeHb feKapCTBEHHbIX Mpenapartos,
npoLweawnx rocyaapCTBEHHYK peructpauuio, nepeyeHb apmaueBTUYeCKNX cybcTaHuui, BXogsdWwMX B COCTaB
nekapcTBEeHHbIX MpenapaTos, U creayoLLyo MHpopMaLUmIo:

1) B OTHOLUEHMM NEKAPCTBEHHBIX NpenapaToB:

a) HaMeHOBaHWe NeKapCTBEHHOro npenapara (MexayHapoaHOe HenaTeHTOBaHHOe, MMM TpynnUpOBOYHOE, WU
XUMUYECKOE M TOProBOE HaMMEHOBaHUS);

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) nekapcTBeHHass ¢opma C Yyka3aHMeM [O3MPOBKU JIeKapCTBEHHOrO Mpenapata W ero KonvdectBa B
noTpebnTensLCcKon ynakoBke;

B) HAMMEHOBaHMe aepXxaTensa unu Bnagenbla permcTpauuoHHOro yaoCTOBEPEHUS NNEKapCTBEHHOIO Npenapara;
(nn. "B" B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

) HaUMeHoBaHWE 1 agpec NPOU3BOAUTENS NEKapCTBEHHOrO Npenapara;

4) dapmakoTepaneBTMyeckas rpynna, Kog nekapCTBeHHOro npenapara no aHaToMo-TepaneBTUYEeCKO-XMMUYECKOW
Knaccudpukaumm, pekoMeHgoBaHHON BcemMumpHoOM opraHmsaunen 3agpaBooXpaHeHus;

(nmn. "g" B peg. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-903)

€) NoKasaHus 1 NPOTUBOMNOKA3aHUS K MPUMEHEHUIO NIEKapCTBEHHOIO Npenapara;

X) NoGoYHbLIE ENCTBUNA NNEKAPCTBEHHOrO Npenapara;

3) CPOK rOAHOCTM NEKAapPCTBEHHOrO Npenapara;

1) YCroBUsl XpaHEHUs NekapCTBEHHOro npenapara;

K) yCnoBus oTrnycka NekapCTBEHHOro npenapara;

n) Homep dapMakonmemHon cTaTbW UMM B Cly4yae ee OTCYTCTBUA HOMEpP HOPMAaTMBHOM [OKYMeHTauuu nmbo
HOPMaTUBHOIO AOKYMEHTA;

M) OaTa rocyfapCTBEHHOW perMctpauum nekapCTBEHHOro npenapaTta M ero perMcTpauuoHHbli HoMep, data
3aMeHbl PErncTpaumMoOHHOrO yOOCTOBEPEHUS NEeKapCTBEHHOro npenapata Ha 6GeccpoyHoe perucrpauuoHHoe
yOOCTOBEpPEHME NEeKapCTBEHHOro npenapaTta, gaTa nodayn 3asdBfeHust O MOATBEPXOAEHUU roCyAapCTBEHHOW
perncTpauum nekapcTBeHHOro npenapara, fata OTMeHbl roCyJapCTBEHHOW perncTpauumn nekapCTBEHHOro npenapara;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

H) Ka4eCTBEHHbIA COCTaB W KONMMYECTBEHHLIN COCTAB [OEWCTBYIOLLUMX BELIECTB U KAYeCTBEHHbIA COCTaB
BCMoOMoraTesbHbIX BELLECTB NIEKapCTBEHHOMO npenaparTa;

(nn. "H" BBeaeH ®egeparnbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

0) nHdopMaLmst 060 BCeX pa3peLLeHHbIX BUaaxX BTOPUYHOW (NOTPeBUTENbCKON) yNaKkoBKY;
(nn. "o" BBeaeH d®enepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

n) gata NpUHATUS PeLLEHNS O BO3MOXHOCTU paccMaTtpuBaThb JIEKapCTBEHHbIA MpenapaT Mnpu rocyaapCTBEHHON
peructpauumn B Ka4ectee ophaHHOro nekapcTBeHHOro npenapara;
(nn. "n" BBegeH PegepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

p) HanuMuMe nekapCTBEHHOro npenaparta B NepeyvyHe XM3HEHHO HeobXOoOMMbIX U BaXXHEWLUMX NeKapCTBEHHbIX
npenapaTos;

(nn. "p" BBeaeH d®enepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

C) HanNn4une B NeKapCTBEHHOM MpenapaTte HapKOTUYECKUX CPeacTB, MCMXOTPONHbIX BELLECTB M WX MPEKYpCOpOB,
noanexawumx KoHTponto B Poccuickon ®enepaunm, B COOTBETCTBUM C 3akoHodaTenbCcTBoM Poccunckon depepauun,
MexayHapoaHbiMu goroBopamu Poccuiickon depepaumu, B TOM uucne EOuHOM KOHBEHUMEN O HapKOTUYECKUX
cpeacteax 1961 roga n KoHBeHumeln o NcMxoTponHbix Bewectsax 1971 roaa;

(nn. "c" BBegeH ®enepansHbiM 3akoHOM OT 22.12.2014 N 429-03)
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T) MHdOpPMaUnMa O TOM, SBMSAETCA NM [AaHHbIA NEeKapCTBEHHbIN npenapat pedepeHTHbIM feKapCTBEHHbIM
npenapaTtom;
(nn. "1" BBeaeH ®egepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

y) cBeAeHus 0 nogaye 3asiBNeHUs O BHECEHUN U3MEHEHUN B [OKYMEHTbI, CoAepaluMecs B pernctpauyoHHOM
[0Cbe Ha NnekapCTBEHHbIV npenapar;
(nn. "y" BBegeH ®enepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlNoC: npumeyaHue.

UHdopmaLmsa o B3anmo3ameHAEMOCTI NIeKapCTBEHHbIX NpenapaToB A5 MEAULMHCKOrO MPUMEHEHUS NOONEXMUT
BKIMIOYEHMNI0 B rOCYapCTBEHHbIN peecTp nekapcTBeHHbIX cpeactB ¢ 1 sHBaps 2018 ropga (PepeparnbHbii 3aKOH OT
22.12.2014 N 429-03).

&) cBeaeHnsi 0 B3aMMO3aMEHSIEMOCTM FIEKAPCTBEHHOrO Npenapara;
(nn. "d" BBeaeH PeagepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

X) CPOK BBEEHWSs NTIEKapCTBEHHOIO Npenapara B rpaxaaHckuin 06opor;
(nn. "x" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOLLIEHUN hapMaLlEBTUYECKMX CyBCTaHLMN:

a) HanmeHoBaHMe hapmMaLeBTUYECKON cybCcTaHUMM (MeXayHapogHOe HenaTeHTOBaHHOE, MMM TPynnMpoBOYHOE,
UM XMMNYECKoe N TOProBoe HaMMeHOBaHNS);

(B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

6) HaumeHoBaHVe U agpec NPoM3BOAMTENS (dapMaLlEBTUHECKON CyOCTaHLNK;

B) CPOK rogHOCTU chapmMaueBTUYecKon cybcTaHumuy;

r) ycnoBusi XxpaHeHus doapmaLeBTUYeCKON cybcTaHumu;

4) Homep dhapMaKoMenHoOn cTaTbM UM B Cllydae ee OTCYTCTBUSI HOMEpP HOpPMaTMBHOW OOKyMeHTauum nunbo
HOPMaTUBHOIO JOKYMEHTA;

€) Hannume hapmaLleBTUYECKON CyBCTaHLMM B NepeyHe HapKoTUYECKUX CPEeACTB, MCUXOTPOMHbIX BELLECTB U UX
NpeKypcopoB, noanexawux KoHTponto B Poccuickon ®enepauuun, B COOTBETCTBUM C 3aKoHOAATENbCTBOM Poccuiickon
depnepaummn, MexayHapoaHbiMu goroBopamm Poccuickon depepauum, B ToM uucne EAuHOW KOHBeHUMen o
HapkoTu4eckux cpeacreax 1961 roga n KoHBeHUmMen o NcMxoTponHbIX Bewectsax 1971 roga.

(nn. "e" BBeaeH denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

2. ®apmaueBTudeckas cyOCTaHuWs, Mpou3BedeHHasd [Ans  peanusauun, MoxeT ObiTb BKMOYeHa B
rocyapCTBEHHbIA PEeecTp NeKapCTBEHHbLIX CPEACTB HAa OCHOBaHMM 3asBreHus paspaboTynka MnvM nNpPou3BOAMTENS
nekapCTBEHHOro cpeacTsa NMMbOo YNoSTHOMOYEHHOTO MU OPUONYECKOTO NULIA NPW YCIOBUM MNPOBEAEHUS B OTHOLLEHWUU
Takon cpapmaueBTUYECKOM CyOCTaHUMM 3SKCnepTu3bl KadecTBa dapmaueBTMdeckol cybcTaHuMnm B nopsiake,
yCTaHOBMNeHHOM cTaTben 34 HacTosiwero ®egepanbHOro 3akoHa. B oTHoweHuun capmaueBTnyecknx cybctaHumn,
npoussefeHHbIX 415 peanusauumn, B rocy4apCTBEHHOM peecTpe NeKapCTBEHHbIX CPeACTB COAEPXKUTCH creaytowas
WHopmaums:

1) HaumeHoBaHue hbapmavueBTUYecKkon cybecTaHuumn (MexayHapogHoe HenaTeHTOBaHHOe, UMW rPynnMpoBOYHOE,
U1 XMMN4Yeckoe 1 TOproBoe HaMMeHOBaHNS);

2) HauMeHOBaHWE U aapec NPoM3BOAMTENSA dapMaLleBTUYECKON CyOCTaHUuK;

3) cpok rogHoCTM dhapmaLleBTUYECKON CyOCcTaHUmw;

4) ycnoBusi XxpaHeHus hapMaueBTuieckon cybctaHumm;

5) Homep dhapmakonenHon ctaTbuM NMOO B criyyae ee OTCYTCTBMSA HOMEP HOPMATUBHOM LOKYMEHTaLMK Unu
HOPMaTUBHOIO JOKYMEHTA;

6) Hanuume hapmMaLeBTUYECKON CybCcTaHLUMM B NepeyHe HAapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U WX
NpeKypcopoB, noanexalux KoHTponto B Poccuickon ®efepauuu, B COOTBETCTBUM C 3aKoHOAATeENbCTBOM Poccuiickon
depepaumn, MexayHapoaHbiMu goroBopamm Poccuickon depepauum, B ToM uucne EauHOW KOHBeHUMen o
HapkoTudeckux cpeacreax 1961 roga n KoHBeHUmnen o NcMxoTponHbIX Bewectsax 1971 roga;

7) Aata BKINIOYEeHNs hapMaLieBTUYECKON CyOCTaHUMM B roCy4apCTBEHHbIN peecTp NekapCTBEHHbIX CPEACTB, AaTta
BHECEHNS WU3MEHEeHWW B [OKyMeHTbl hapmaueBTUYEeCKON CcybCcTaHuMM, Aata WCKAYeHus  dapMaueBTUYeCcKon
cybCcTaHumMmn 13 rocygapCcTBEHHOIO peecTpa fiekapCTBEHHbLIX CPeaCTB.

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Nopsgok BegeHus rocyAapCTBEHHOIO peecTpa NeKapCTBEeHHbIX CPeACcTB ANd MeOULMHCKOro MNpUMEHEHUs U
nopsgok BedeHUst TOoCydapCTBEHHOrO peecTpa feKapCTBEHHbIX CpeacTtB  And  BETEPUHAPHOro  NPUMEHEHUS
YTBEPXKAAKTCS COOTBETCTBYIOLLMM YNONTHOMOYEHHbIM dheaeparnbHbIM OpraHoOM UCMONTHUTENBHON BNACTHU.

Crtatba 34. BknioyeHve B FOCWJ,apCTBeHHbIﬁ peecTp nneKapCTBEHHbIX CpeacTtB W UCKIKOYeHne un3s
rocygapCTtBeHHOro peectpa J1eKapCTBEHHbIX CpeacTs (bapmau,eBTquCKon CyGCTaHLI,VIl/I, I'IpOl/I3Beﬂ,eHHOl7I ansa
peann3auunn
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 12.11,2016

(c usm. u gon., BCTYN....

(B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. Ona BknioYeHUs dapMaueBTMYeCcKon cybcTaHuMu, NpousBedeHHOW AN peanusauuun, B rocygapCTBEHHbIN
peecTp NeKkapCTBEHHbIX CPeACTB, NPOBOAMTCS SKCNEPTU3a €€ KadecTBa.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. DkcnepTur3a kavyecTBa yka3aHHOWM B YacTh 1 HaCTosiLeln cTaTbn dhapMaLeBTUYECKON CyGCTaHLMM, COCTaBneHne
KOMMCCMEN SKCMEPTOB 3aKMYEHUN MO pe3ynbTaTam 3TOW 3KCNepTM3bl U WX HanpaBfeHue B  YNOSTHOMOYEHHbIN
drenepanbHbI OpraH UCMOSNTHUTENBHON BNACTU OCYLLECTBSIOTCA B CPOK, HE NpPEBbIIANWMIA WecTngecatn paboumx
OHeW Co OHSA NONYyYEHUs1 3KCMEPTHbIM YYPEXOEHMEM COOTBETCTBYHOLIEro 3adaHusi YNOSIHOMOYEHHOro dheaepanbHoro
opraHa UCMNOMNHUTENBbHON BNACTU N CreayLmx AOKYMEHTOB:

1) Konusa nNUUEH3n Ha NPOW3BOLACTBO IEKAPCTBEHHbLIX CPEACTB WU KOMUS 3aKMYeHWss O COOTBETCTBUU
NpOoM3BOAMTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHMAM NpaBun Hagnexallen npon3BoaCTBEHHOW NPAKTUKK, BblAaHHbIE
YMOSTHOMOYEHHbIM heepanbHbIM OPraHOM UCMONMHUTENBHOW BRacTu, B Clyyae, ecnv MNpou3BOACTBO fleKapCTBEHHOMO
npenapaTta ocywecTtensietca B Poccuickon degepaumy;

2) Komus BbIJAHHOW YMOSIHOMOYEHHbIM OPraHoOM CTpaHbl MPOU3BOAUTENS NMUEH3MM Ha MNPOM3BOACTBO
NeKapCcTBEHHOrO CpeacTBa M ee MNepeBof Ha pPYCCKUM A3blK, 3aBepeHHble B YCTAHOBMEHHOM MOpPSAAKe, U Konus
3aKMOYeHUst O COOTBETCTBMU MPOU3BOAUTENS NEKapCTBEHHbIX CpPeacTB TpeboBaHMAM npaBun  Hagnexallen
NPOM3BOACTBEHHOW MNPAKTUKK, BblAAHHOIO YMOJSIHOMOYEHHbLIM (befepanbHbiM OpraHoM WCMONTHUTENbHOW BRacTu, B
crny4ae, ecnv NpoM3BOACTBO NIEKAPCTBEHHOIO CPEACTBA OCYLLECTBNSAETCS 3a npegenamu Poccunckon egepaumu;

3) AOKYMEHT, coaepallmi cnegyrowmne cBegeHnst o dhapmaueBTUYECKON CyOCTaHUMK:

a) HaumeHoBaHue hapmaueBTU4eckon cybcTaHumm, ee CTpyKTypa, obLime CBONCTBA;

6) HaumeHoBaHWe 1 agpec NPOM3BOAUTENS;

B) TEXHOMOrMA NMPOU3BOACTBA C OnNuUcaHMeM CTaaui NPOU3BOACTBA U METOOOB KOHTPONSA Ha BCeX CTaausix
Npon3BOACTBA;

r) onMcaHue pa3paboTkM npoLecca NPOM3BOACTBA;

4) onMcaHue KOHTPOIS KPUTUYECKMX CTagun npouecca Npon3BoACcTBa U MPOMEXKYTOYHOW NPOAYKLMK;

€) JOKyMeHTanbHoe nogTeepXxaeHne (Banugaumns) npoLeccoB v (Mn) Nx OLEHKa;

) CBOWCTBA M CTPYKTypa AENCTBYIOLUX BELLECTB;

3) XapaKkTepucTuKa npumecen;

n) cneundukaumsa Ha hapMaLeBTUYECKYHO CyOCTaHUMIO U ee 0BOCHOBAHNE;

K) aHanMTU4eckne MeTOAMKM, UCMOMb3yeMble MpPU OCYLLECTBMEHUN KOHTPONS KavecTBa hapmaleBTUYECKON
cybecTaHuuy;

n) AOKYMeHTanbHoe noaTBepPXAeHMe (Banngauus) aHanmTuyecknx MeToamk, UCNosnb3yemblX NPU OCyLLLECTBIIEHUN
KOHTpOns KayecTBa hapmaLieBTMYeCKOM cybcTaHuuu;

M) pe3ynbTaTbl aHanmMsa cepuii hapMaLeBTUYECKON CybCcTaHumK;

H) NepeYeHb CTaHOapTHbIX 0Opa3LOB UMM BELLECTB, UCMOSb3YEMbIX NMPU OCYLLECTBIIEHNM KOHTPONS Ka4ecTBa;

0) onucaHne XapakTePUCTMK Y CBOWCTB YNAKOBOYHbLIX MaTEPMAIIOB M YKYNMOPOYHbIX CPEACTB;

n) AaHHble 0 cTabnNbHOCTM hapmMaLEeBTUYECKON CyOCTaHUMK;

p) CPOK rogHOCTH.

(vacTb 2 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. Ons npoBegeHMs aKcnepTusbl KavyecTBa yka3aHHOMW B 4acTu 1 HacToswen cratbl hapmaleBTU4eckomn
cybcTaHuum 3aaBuTeNb NPEACTaBNSAET B YNOJTHOMOYEHHbIV doeeparbHbI OpraH UCMONTHUTENBHOW BNacTU:

1) 3asiBNeHMe O BKIOYEHWM B FOCYAAPCTBEHHbIV PEECTP feKapCTBEHHbLIX CPeACTB AaHHOW (hapmaLeBTUYECKON
cybecTaHuuy;

2) Konus JOKyMEeHTa, MOATBEPXKAAOLEro ynnaty rocyaapCTBEHHOW MOLUMMHbI 3@ BKIOYEHUE B roCy4apCTBEHHbIN
peecTp NeKapCTBEHHbIX CpeacTB hapmaueBTudeckon cybcTaHuun, Npou3BedeHHOM nAns peanu3auun, nmbo no
COOCTBEHHOW MHULUMATMBE YKa3aHHbIA OOKYMEHT. B cnydae ero HenpepacTaBrneHus 3asiBUTENEM  YMONTHOMOYEHHbI
denepanbHbI OpraH UCMOSTHUTENBHOW BNAacTh NpoBepsieT (oakT ynnaTbl roCy4apCTBEHHOW MOLUNUHBI 3asiBUTENEM C
ncnonb3oBaHneM WHdopmaumm o6 ynnaTe rocygapCTBEHHOW MOWNMHLI, coaepxallenca B [ocygapcTBEHHOM
MH(OPMALIMOHHOW CUCTEME O FOCYOapCTBEHHbIX U MyHUUMMANbHbIX MfAatexax, Ha OCHOBaHWW npeacTaBrieHHON
3a8BUTENEM KONUWU JOKYMEHTA, MOATBEPXKAAMOLLErO yNnaTy rocy4apCTBEHHOW MOLUSNHBI;

(n. 2 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) AOKYMEHThbI, YKa3aHHbIe B YacTu 2 HACTOSLLEN CTaTby;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3afBneHne O Bblgavye paspelweHns Ha BB03 B Poccuickylo ®Pefepaunio  KOHKPETHOM  MapTum
He3aperMcTpupoBaHHOIO fiekapCTBEHHOIO CPeACTBa, NpeaHa3Ha4YeHHOro AN NpoBeeHNs yKa3aHHOM 3KCnepTU3bl.

(n. 4 BBeaeH ®egepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

4. B TeveHne gecaTtn paboumx AHeN co OHS NPUHATUS 3asBNEHMS O BKINIOYEHUM YKka3aHHOW B YacTu 1 HacTosLwwen
cTaTbu hapmMaueBTUYEeCKOW CybCTaHUMM B TrOCYOAPCTBEHHLIN pPEeecTp JleKkapCTBEHHbIX CPeacTB U OOKYMEHTOB,
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

nepeynucneHHbIXx B Yactu 1 M NyHKTe 2 yacTu 3 HacToswen CcTaTbW, YMNOSTHOMOYEHHbIN defeparnbHbld — opraH
NCMNOMHMTENBHOW BNacTu:
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) NnpoBOAWT NPOBEPKY MOMHOTbI U JOCTOBEPHOCTU AaHHBbIX, COAEpXalUMXCA B NPeACTaBMEHHbIX 3asBUTENEM
OOKyMeHTax;

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpuHMMaeT peLUeHne O HarnpaBfeHUW B 3KCMEPTHOE y4vpexaeHuWe 3adaHus Ha MpoBedeHne 3IKCnepTusbl
KayecTBa yKas3aHHOM B 4acTu 1 HacToswen ctaTbM papMaueBTUYECKOM cyOcTaHumMM unmM o6 OTkase B TakoMm
HanpasneHuu;

3) yBegomnseT B 9NIEKTPOHHON UNWN MUCbMEHHON (bopme 3asBUTENS O NPUHATOM peLUeHMU UNn B criyvae oTkasa C
yKasaHueM Npu4MH Takoro oTkasa.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBIEHUS HEOQOCTOBEPHOCTU CBEAEHWUW, COAEpXaluxcs B NPEeACTaBlEHHbIX 3asiBUTENEM
MaTepuanax, ynoslHOMOYEHHbIN dedepanbHbIii OpraH UCMONTHUTENBHOM BNACTU HanpaBnsieT 3asBUTENO 3anpoc o6
YTOYHEHUN yKa3aHHbIX CBefeHun. [laHHbin 3anpoc MOXeT ObiTb nepedaH YNoOfIHOMOYEHHOMY MpencTaBUTENIO
3aaBUTENS NNMYHO NOA PacnMCKy, HanpaeneH no Novte 3akasHbiM MUCbMOM WK NepedaH B SMEKTPOHHOW dopme Mo
TENeKoOMMYHWUKaLIMOHHbIM KaHanam cBA3u. B crniyyae HanpaBneHusa gaHHOro 3anpoca no noyte 3akasHbiM MUCbMOM OH
cyYUTaEeTCs MONyYEHHbIM MO UCTEYEHMM LIECTU OHEN C AaTbl HAMpPaBNeHUsA 3aKa3Horo NcbMa.

(vacTb 4.1 BBegeHa dPepepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asiButenb o006s3aH npeacTtaBuTb OTBET Ha 3anpoc  YMOSIHOMOYEHHOro dedepanbHOro opraHa
NCMNOMHMTENBHOW BriacTu B CPOK, HE NpeBbiLIaloLWLni AeBSHOCTa paboymx AHEN CO OHS NOMNyYeHUs AaHHOro 3arnpoca.
Cpok, ykasaHHbI B 4acTu 4 HacTosWen cTaTbW, NPUOCTaHaBMMBAETCA CO OHSA HanpaBreHus 3asiBUTento 3anpoca
YNOMHOMOYEHHOro befieparnbHOro opraHa UCNONHUTENBHON BNACTU 40 OHA NOMYYEHUS MM OTBETA Ha AaHHbIN 3anpoc n
He y4MTbIBaAETCA NPU UCHUCIIEHMMN CPOKA SKCMepPTU3bl Ka4ecTBa hapMaueBTUYECKOM CybCTaHL MM, HEMCNONb3YyeMON Mpu
NpPOM3BOACTBE NEKapCTBEHHbIX NpenapaTos.

(4acTb 4.2 BBegeHa depeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHVeM Ans OTKa3a B HanMpaBfeHUn B IKCMEPTHOE YYpexaeHue 3agaHus Ha npoBedeHue dKCnepTusbl
KayecTBa yKasaHHOM B 4acTu 1 HacTosien ctaTbu dapMaueBTUHEeCKOW CyOCTaHuuMM sBNsSeTCs HenpeacTaBreHune
[OKYMEHTOB, YKa3aHHbIX B 4aCTu 2 HacToslLLeln cTaTbl, OTCYTCTBME MHOpMauuun, noarsepxaarolien ¢akt ynnatbl
rocyJapCTBEHHOM MOLWNHBI 32 BKITIOYEHUE (hapMaLeBTUYECKON CyOCcTaHuMM, NMpou3BEeOEeHHOW Ans peanu3auun, B
rocyapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB, HENpeaCcTaBNeHNe 3asBMTENEM B YCTAHOBIIEHHbIN CPOK OTBETa Ha
yKasaHHbIN B 4acTu 4.1 HacTosLen CTaTby 3anpoc YyNosTHOMOYEHHOIrO (heaepanbHOro opraHa UCNoSTHUTENBHOW BRacTu
Unun npegcTraBneHne JOKYMEHTOB, He cogepXKallux ncHepnbiBatoLLero nepeyHs Heo6xoauMbIX CBEAEHNN.

(vacTb 5 B peq. PeaepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6. B TeyeHne nsaTHaguaTn pabounx QHEN Co OHS NONYyYEHUS peLleHnst YNoNTHOMOYEHHOro dedepanbHOro opraHa
WCMNOSMHMTENBHOW BNlacT! O HanpaBfieHMN B 3KCNEPTHOE yupexaeHne 3adaHus Ha NMpPOBELEHWE 3KCMepTM3bl kavyecTBa
yKasaHHOW B YacTu 1 HacTosweln ctatbl apmaueBTUYECKON CyOCTaHUMM 3asiBUTENb NPeAcTaBnseT B 3KCMNepTHoe
yypexgeHve Ond npoBedeHus [OaHHOW 3KCnepTu3bl obpasubl hapmaueBTuYeckor cybcTaHuum B KONMYECTBE,
HeoOxoAMMOM [Afis BOCNPOM3BEAEHUS MeTOOOB KOHTPOMS KayecTBa. OKCMEpTHOE YYpexaeHue npu nonyyeHun
00pasuoB ykazaHHOM B 4YacTu 1 HacTosAwen cTatbl dapmaueBTUYECKON CyOCTaHUMKM BblOaeT 3asdABMTENO LOKYMEHT,
NOATBEPXAAOWMIA NOMyYeHne 3TMX oOpasLoB, M B CPOK, HE MpeBblalWMA Tpex pabovmx gHeRn, yBeJoMIsieT B
3NEKTPOHHOWN NN NMMCbMEHHON hopmMe 06 3TOM YNONMHOMOYEHHbI doefeparbHbIA OpraH UCMONHUTENBHOM Bnactn. 3Tu
CPOKM He BKIOYalTCS B CPOK MPOBEAEHUS aHHOW 3KCNepTU3bl.

(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. [OKyMEHTbI, MOCTYNMBLUNE B 3KCMEPTHOE YYpeXaeHne ans npoBefeHUs 3KCNepTu3bl KavyecTBa YKa3aHHOW B
Yyactu 1 HacTosWwen cTaTbn hbapmaueBTUYeckon cybecTaHummn, NoanexaT Bo3BpaTy B YNOMHOMOYEHHbIN deaepanbHbIv
opraH MCNONHUTENBHON BNACTN OAHOBPEMEHHO C 3aKMioYeHUAMU Mo pesynbTaTam NPoBeAEHHON SKCNepTU3bl.

8. B cpok, He npeBbllWwaWmA NATU pabovmx OHEW CO OHSA MOMYYEHUS 3aKMHYEHUS KOMUCCUM IKCMEPTOB MO
pesynbTataM 3KCNepTu3bl KayecTBa YykasaHHOW B 4YacTu 1 HacTodwen cTaTbM apmaueBTUYECKOW CcyOcTaHumw,
YNOSTHOMOYEHHbIN doeaeparnbHbIi OpraH UCMNOSTHUTENBHOW BNaCTK:

1) ocyLlecTBNSAET OLEHKY TaKOro 3aknyeHus Ans onpedenieHvsl ero COOTBETCTBUS 3adaHuIo Ha MnpoBedeHue
[aHHOW 3KCNepTun3bl;

2) NPUHMMAET peLLeHME O BKITIOYEHMUM YKa3aHHOW B YacTu 1 HacTosiLen ctaTbk hbapmaueBTudeckon cybctaHumm
B rOCY[1apCTBEHHbIV PEECTP NEKAaPCTBEHHbIX CPEACTB UMW pelleHne 06 0Tka3e B TakOM BKIHOYEHUN;

3) BHOCUT Npuv NPUHATUM PELLEHNSI O BKITIOYEHUM YKa3aHHOW B 4acTu 1 HacToswen ctaTbu chapmMaueBTU4ECKOW
cyOCTaHUUKN B TOCY4apCTBEHHbIA PEECTp NEKapCTBEHHbLIX CPeACTB MPeAyCMOTPEHHYH MyHKTOM 2 YacTu 1 ctatbn 33
HacToswero PepepanbHOro 3akoHa nHdopmMaLlmio 1 yBegoMnaet 06 3TOM B SMEKTPOHHOW WM MUCbMEHHON dhopme
3aaBuTens.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

9. OcHoBaHveM [Jfi OTKasa BO BKIKOYEHWM YyKas3aHHOW B 4yacTu 1 HacTosiwen ctaTbuM ¢apmaueBTUYECKON
cybCcTaHuuM B TrOCYydapCTBEHHbI PEECTp JleKapCTBEHHbIX CPEACTB SBMNSETCA pelieHne COOTBETCTBYHOLLEro
YMNOSIHOMOYEHHOro hbeepanbHOro opraHa WCMNOSMHUTENBHOM BRacTM O TOM, YTO KavyecTBO dhapmaueBTUYECKON
cybCTaHUUKM He NOATBEPXKAEHO MOMYyYEHHbIMU JAHHBIMW.

(vacTb 9 BBegeHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-03)

10. He gonyckaeTcs BKIOYEHME B roOCYyapCTBEHHbIN peecTp nekapcTBEHHbIX CpeacTB OAHOW hbapMaLeBTU4ECKON
cybcTaHuumn, NponsBedeHHON ANs peanu3auum U BbiNyCKaeMon OOHMM U TEM Xe Npou3BoguTeneM, B BuAe ABYX U
fornee peecTpoBbIX 3anNnNcen.

(vactb 10 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. BHeceHWe uamMeHeHnn B JOKYMEHTbI Ha (hapMaLueBTMYeCcKyo CybCcTaHLmMio, Mpon3BeaeHHy0 ANns peanusauum
N BKMIOYEHHYIO B FOCYJapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB, OCYLLUEeCTBASETCS B MNopsake, YyCTaHOBNEHHOM
ctatbamn 30 1 31 HacTosiwero defepanbHOro 3akoHa, C ynnaTtou rocygapCTBEHHOW MOLMWUHBI, NpegyCMOTPEHHOM
3akoHogartenbcTBoM Poccuiickon degepaumm o Hanorax u cbopax.

(vacTtb 11 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

12. JonyckaeTcsa obpalleHve dapmaleBTMieckux cybcTaHuuin, nponssBedeHHbIX Ans peanv3aumm, B TeYeHre cTa
BOCbMUAECATU OHEW OO0 W NOCne MPUHATUSA YNONMHOMOYEHHbIM dhedepanbHbiM OpraHoM WUCMOMHUTENBHON BNacTu
pELLEHMSI O BHECEHMUN U3MEHEHWIA B AOKYMEHTbI Ha hapMaLeBTUHECKYO CyOCTaHLmI0, MPON3BEOEHHYIO AN peanusaumm
N BKIIOYEHHYIO B rOCYapCTBEHHbIV PEECTP NleKapCTBEHHbLIX CPEACTB.

(4acTb 12 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

13. PeweHne o6 uCKNIOYEHMM M3 TOCYOApPCTBEHHOIO peecTpa JIeKapCTBEHHbIX CPeAcTB dhapMaueBTUYECKON
cybCTaHuuKM, NpOM3BEAEHHOW NS peanu3auum, MPUHUMAETCS  YMNOMIHOMOYEHHbIM  hbeaepanbHbIM  OpraHom
NCNOSNTHUTENBHOW BNacTu B Criyyae:

1) npenctaBneHns COOTBETCTBYHOLUM YMNOMHOMOYEHHbIM dhefepanbHbiM OpraHoM UCMOMHUTENbHOW BnacTu
3aKMYeHUs O pucke MM o6 yrpo3e XW3HU WM 300POBbK  4YeroBeka b0 >KMBOTHOrO MpU  UCMOMb30BaHWM
rfiekapCTBEHHOro CPeACTBa;

2) nogaym pas3paboTynkoM NEKAapCTBEHHOrO CpeAcTBa WM NPOM3BOAMTENEM NEKapCTBEHHOro cpeactBa nmbo
YNOMTHOMOYEHHBIM UMW OPYIMM IOPUANYECKUM FMLIOM 3asiBNEeHns 00 WCKMIOYEeHUM U3 rOCyOapCTBEHHOro peecTpa
nekapcTBEHHbIX cpeacTs hapmaueBTU4eckon cybcTaHummn, NponM3BeAEHHON AN peanv3auuu;

3) oTcyTCcTBMA (hapMaueBTUYECKon cybcTaHLmMmn, Npon3BedeHHoON ansa peanusauumn, B obpalleHun B Poccuinckon
depepaummn B TeveHne Tpex 1 bonee ner.

(vacTb 13 BBegeHa depepanbHbIM 3aKoHOM 0T 22.12.2014 N 429-03)

Cratba 35. YTpatuna cuny c 1 nionsa 2015 roga. - PegepanbHbiin 3akoH 0T 22.12.2014 N 429-93.

Cratbsa 36. ObGxanoBaHue pelleHust o6 oOTkase B Bblgaye paspelleHnss Ha npoBedeHue KMMHUYECKOro
nccnefoBaHuUsi NEKApCTBEHHOIO NpenapaTa, pelweHnss o6 oTkase B roCyAapCTBEHHOW perMcTpauum nekapcTBEHHOro
npenapara, 3aKn4YeHNs1 KOMUCCUM SKCNEPTOB SKCMEPTHOIO YUPEXAEHUS UMK 3aKIOUYEHNsI COBETA MO 3TUKE

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

PelueHne cooTBETCTBYIOLLIErO YNONMHOMOYEHHOro oefepansHOro opraHa UCNONHUTENBHOM Bnactu o6 oTkase B
Bblgayve paspeLlleHus Ha NpoBeAeHMe KIMHUYECKOTO UCCNeSOBaHNs NIeKapCTBEHHOMO Npenapara, pelleHne ykasaHHoro
defepanbHOro opraHa WCMOMHUTENBHOW BnacTm 00 OTka3e B rOCyAapCTBEHHOW perncTpauumn nekapCTBEHHOrO
npenaparta, 3aKk/toYyeHne KOMUCCUN SKCMEPTOB 3KCMEPTHOIO YYPEXOEHUS WKW 3aKMoYeHMe coBeTa MO 3TUKE MOXeT
ObITb 0GXanoBaHoO B Nopsiake, yCTAaHOBIIEHHOM 3akoHogaTenbCcTBOM Poccuiickonn degepaumn. 3aknioveHne 3Kcnepra,
O)OPMITIEHHOE MO WUTOram 3KCNepTM3bl B LENsX OnpenerieHnsl B3anMOo3aMEeHSIEMOCTU  3aperMcTprMpoBaHHOIO
nekapCTBEHHOro npenaparta, MoXeT OblTb o6anoBaHO JdepxaTenem unu Bnagenbuem perncTpalmoHHOro
YOOCTOBEPEHUS NTEKAPCTBEHHOMO NpenapaTta B KOMUCCUIO 3KCMEPTOB 3KCMEPTHOMO yupexaeHusl. 3aknoyeHne KoOMUCCUm
3KCMEPTOB IKCMEPTHOrO YYpEXAEHUS!, OPOPMITEHHOE NO UTOram MnepecMoTpa 0OXanoBaHHOIO 3aKIKYEHWUs] 3KCNepTa,
MOXeT ObITb OCNOPEHO AepXXaTenem nnv Bnagernbuem permcTpauoHHOro Y4OCTOBEPEHMS NIEKapCTBEHHOrO npenapara
6o yNonmHOMOYEHHBbIM UMM NTMLIOM B MOPSIAKE, YCTaHOBIIEHHOM 3akoHogaTenbcTBoM Poccuickon ®epepauun. MNpu
0obXxanoBaHUM peLLeHns YyNOoNIHOMOYEHHOrO dheaeparnbHOro opraHa MCMONMHUTENbHOW BRacTW, 3aKIYeHUst aKcnepTa
MW KOMUCCUN 3KCMEPTOB IKCMEPTHOrO YYpeaeHusi, 3akiioyeHust coBeTa MO 3TUKe [epXaTenb WnvM Brageney
PErMCTPaLMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOro Mpenapata nvMbo  YNOMHOMOYEHHOE UMW NMLO  Bnpase
NpeacTaBuUTb pe3yrbTaTbhl 3KCMEPTU3bl FIEKAPCTBEHHOIO MpenapaTa, NPOTOKOMbl MOMYYEHHbIX aKKpeAUTOBaHHbIMU
ucnbelTatenbHbIMU NabopaTopmsamm (LeHTpamun) pe3ynbTaToB UCCIEJ0BaHUNA, UCNbITAHWUNA.

Cratba 37. VIHdopmaums, CBA3aHHas C OCYLUECTBIIEHWEM rOCy4apCTBEHHOM perncTpaumm nekapcTBEHHbIX
npenapaTtoB, WHMOPMaLUNS O 3aperncTpuMpoBaHHbIX NEKapCTBEHHbIX nNpenapatax W NekapcTBEHHbIX npenapartax,
WCKINIOYEHHbIX U3 rocyAapCTBEHHOro peecTpa fekapCTBEHHbIX CPeACTB
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

1. COOTBETCTBYIOLLMIA YNONMHOMOYEHHbIN ddefeparnbHbii OpraH UCMOSTHUTENBHOW BracTM pasMeljaeT Ha CBOEM
odmumansHoMm cante B ceTu "MHTepHeT" nHdopMauuio, CBA3aHHYIO C OCYLLIECTBIEHMEM roCy4apCTBEHHOW perncTpaumm
nekapcTBEHHbIX MpenapaToB, B TOM YMCIe NPOBEAEHNEM IKCNEPTU3bI NIEKAPCTBEHHbIX CPEACTB (BKNOYas pesynbrathl
ee nNpoBefeHuns), MHOPMaLUIO O 3aperMcTPMPOBaHHBLIX NEKapCTBEHHbLIX Npenapatax M NekapCTBEHHbIX npenapartax,
WCKIMIOYEHHbIX N3 rOCYLapCTBEHHOIO peecTpa NIEKAapCTBEHHLIX CPeACTB, He MO3aHee YeM Yepe3 NsaTb paboynx OHEN co
[OHA NonyYeHns COOTBETCTBYIOLUM YMOMHOMOYEHHbIM doefieparibHbIM OpraHoM UCMOSTHUTENLHOW BnacTu 3asdBfeHus O
rocyapCTBEHHOW perncrTpaumm nekapcTBeHHOro npenapara.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. Cpoku 1 nopsaok pasMeLLeHns yka3aHHOMW B YacTM 1 HacTosiwen ctatbn MHOpMauum yCTaHaBrMBalTCHA
YNONHOMOYEHHbIM dheepanbHbIM OpraHoM UCMONTHUTENBHOM BracTu. MHopmaums, ykaszaHHaa B Yactu 1 HacTosien
cTaTbM, ABMSAETCS OTKPLITON U 0OLeOCTYNHON U MpefoCcTaBriseTcsl 3anHTEPEeCOBaHHbIM NULAM B COOTBETCTBMMU C
3akoHogaTenbcTBOM Poccuiickon ®epepaunn.

(B pean. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

naea 7. KMTMHWYECKUE UCCNEONOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ANA MEOULMHCKOIO NPUMEHEHUA, OTOBOP
OB X NPOBEAEHUW, NPABA NALUMEHTOB, YHACTBYIOLLKX
B 3TUX UCCNEAOBAHUAX

CtaTbsa 38. KnuHnyeckne nccnegosaHus NeKapCTBEHHbIX NMpenapaTtoB And MegnumMHCKOro npuMmeHeHus

1. KnuHnyeckne nccrnenoBaHUS NEKapCTBEHHbIX MpenapaTtoB Anst MEAUMUMHCKOTO MPUMEHEHUs, B TOM 4ucne
MeXayHapoAHble MHOTOLEHTPOBbIE, MHOTOLIEHTPOBbIE, MOCTPErMCTPaLNOHHBIE, MPOBOAATCA B OOHOW WM HECKONbKUX
MeOULMHCKUX OpraHM3aumsx B COOTBETCTBMM C MpaBunaMy Hagnexailel KrMHUYECKOW MpaKTUKW, YTBEepXAEHHbIMU
YMNOSTHOMOYEHHbLIM hefiepanbHbIM OpraHoM UCNONHUTENBHOM BracTh, COOTBETCTBEHHO B CreAyLMX Lensix:

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) ycTtaHoBneHne 0e30MacHOCTU fEKAPCTBEHHbLIX MpenapaTtoB Ans  340poBbiX  AobpoBonbueB u  (Mnw)
NepeHOCMOCTUN NX 300pOBbIMK A0OPOBONbLAMM, 3a UCKIMIOYEHNEM TaKNX UCCIEAOBaHUN NeKapCTBEHHbIX MpenapaTos,
nponsBeneHHbIX 3a npegenamm Poccunckon Gegepaunu;

2) nogbop onTMManbHbIX [OO3MPOBOK EeKapCTBEHHOIO Mpenapata U Kypca nedeHusi Ans NauueHToB C
onpegeneHHbIM 3aboneBaHMeM, ONTUMAarbHbIX 403 WU CXeM BaKUMHALMU MMMYHOOMONOrMYeckuMy neKapCTBEHHbIMU
npenapaTamu 300pPOBbIX 40OPOBOSLLEB;

3) ycrtaHoBneHne ©e30MacHOCTU feKapCTBEHHOrO npenapata W ero 3dgeKTMBHOCTM AN MAaUUEHTOB C
onpegeneHHolM 3aboneBaHveM, NpodUNaKkTUYeckon IPQEKTUBHOCTY  UMMYHOOUOMNOrMYECKUX  JTIEKAapCTBEHHbIX
npenapaToB ANs 340pOBbIX 4OOPOBONbLEB;

4) n3yyeHne BO3MOXHOCTM pacCLUMPEHUs1 MoKasaHWA Anst MeOUUMHCKOTO NPUMEHEHUST W BbISBNEHWUS paHee
HEN3BECTHbIX MOBGOYHbIX AEUCTBUI 3aperMcTPUpPOBaHHbIX NEKAPCTBEHHLIX NpenapaTos.

2. B OTHOLLIEHMM BOCNPON3BEAEHHbIX NTEKAPCTBEHHbIX NpenapaToB AN MeaULUHCKOro MPUMEHEHUS MpoBOAATCS
uccrieqoBaHusa GUO3KBUBANEHTHOCTU U (MNM) TepaneBTUYECKOW SKBUBANIEHTHOCTU B MNOpsSAKe, YCTAHOBIIEHHOM
YNOSTHOMOYEHHbIM pefiepanbHbIM OpraHoM MCMOMHUTENBHON BRacTu.

3. OpraHuzaumio NpoBeOeHUs KIMHUYECKUX WCCNeaoBaHWMI NEeKapCTBEHHOro npenaparta Ansi MeauLUHCKOro
NPUMEHEHWs BnpaBe OCYLLECTBNATb:

1) paspaboTunk nekapcTBEHHOro nNpenapara unu ynosiHoMOYeHHOe 1M NnLO;

2) obOpasoBaTtenbHble  OpraHusauuu BbICLLErO obpasoBaHus, opraHusaumm [OOMNOMNHUTENBHOO
npodeccnoHanbHoro obpasoBaHns;

(n. 2 B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4HO-MUccregoBaTeNbCKME OpraHn3aUmm.

4. KnuHu4yeckne nccrneaoBaHust NekapcTBEHHOro npenapaTta Ans MeAWLUMHCKOro MpUMEHEHUs1 MPOBOASTCS Ha
OCHOBaHWUM paspeLleHnsi Ha NpoBeAeHMEe KIMHMYECKOrO WCCreAoBaHus JekapCTBEHHOro rnpenapaTa, BblAaHHOMO
YNOSTHOMOYEHHbLIM  (befiepanbHbiM - OpraHOM  UCMOSNHUTENBHOW BnacTu. YMNOMHOMOYEHHbIN beaepanbHbli  opraH
WCMONTHUTENBLHOW BNacTW BeAeT pPEeecTp BblAaHHbIX paspelleHuidi Ha npoBedeHMe KIMMHUYECKUX UccrenoBaHuii
rfiekapCTBEHHOrO npenaparta, CoOAepXallui yKkasaHue Ha X Lefb U1 Lenu, B yCTAaHOBIEHHOM 3TMM OpraHoOM Nopsigke.
(B peqa. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-93)

5. Ytpatun cuny ¢ 1 niona 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-93.

6. K opraHusauum npoBefeHust KMMHUYECKUX WCCINEedOBaHWIA NeKapCTBEHHOro npenapaTta Ans MeguumMHCKOro
NpMMeHeHns1 pa3paboTyMKOM FeKapCTBEHHOIO MNpenapata MOryT MpuBrekaTbCs topugudeckne nuua  nobon
OpraHM3auMoHHO-NPaBoOBOM POPMbI MpPU YCrnoBUM obecrneyeHnsi COOTBETCTBUSI ITUX UCCNedoBaHWiA TpeboBaHUAM
HacTosiero PeaepanbHOro 3akoHa.

7. KnuHnyeckne wnccrnedoBaHUSA NEKapCTBEHHbIX MpenapaTtoB AN MeOUUWMHCKOrO MPUMMEHEHUST NMPOBOAATCSA B
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 12.11,2016

(c usm. u gon., BCTYN....

MEeOULMHCKUX OpraHM3aumnsx, akkpeauToBaHHbIX YNONMHOMOYEHHbIM hefepanbHbIM OpraHoM UCMONTHUTENLHOW BRacTv B
nopsiake, ycraHoeneHHom lNMpaButenbctBoM Poccunckon ®egepaumn.

8. llepeyeHb MeOUMUMHCKMX OpraHuM3auun, WUMEerLMX npaBo MNPOBOAUTb  KIMWHWYECKUME WUCCreaoBaHUs
NeKapcTBEHHbIX MpenapaTtoB Afs MEAUUMHCKOrO MPUMEHEHMS, N peecTp BblaHHbIX pa3pelleHuin Ha npoBeaeHune
KNMMHUYECKUX WCCNEeLoBaHUN NEeKapCTBEHHbLIX NpenapaTtoB OnyOrvMKOBLIBAIOTCS M pPa3MELLAOTCA  YNONTHOMOYEHHbLIM
denepanbHbIM OPraHOM WCMOMHUTENBHOW BNacTy B YCTAHOBIIEHHOM MM MOpPsiAKE Ha CBOEM oduuManbHOM cainTe B
cetn "HTepHeT".

Cratba 39. PeweHve o0 npoBedeHMU KIUMHWYECKOrO MWCCMedoBaHWMS NeKapCTBEHHOro npenapata  Ans
MeOULMHCKOrO NPUMEHEHNS
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. KnMHuyeckoe vccnegoBaHve NEKapCTBEHHOrO npenaparta A MeauuUMHCKOro NPUMEHEHWUs] NMPOBOAWUTCS Ha
OCHOBaHWM paspeLleHnst Ha NpoBeAEeHME KIMHUYECKOTO MWCCMeAoBaHus NEeKapCTBEHHOro mnpenapaTa, BblAaHHOMO
YMNOSTHOMOYEHHbIM dheepanbHbIM OpPraHOM WCMOSNTHUTENbHOW BfacTM MO  pe3ynbTaTam  SKCMepPTU3bl OOKYMEHTOB,
HeobXxo4MMBIX AN NONyyYeHUs paspeLleHns Ha NpoBeaeHUe KIMHNYECKOro UccrneaoBaHus nekapcTBEHHOro npenapaTta
N 9TMYECKOW IKCNEPTU3bI.

2. [Ins nonyyeHus paspeLleHns Ha NpoBeaeHNE KIMHUYECKOTO MCCredoBaHMs NEKapCTBEHHOrO npenapaTta Ans
MEOULMHCKOTO MPUMEHEHUS 3asBUTENb MNPeACcTaBnsieT B YMONHOMOYEHHbIV doefeparnbHbll OpraH WMCMONTHUTENbHON
BNacTu:

1) 3asiBneHne o BblAaye paspeLleHns Ha NPoBeAeHME KITMHUYECKOro UCCeaoBaHUs NEeKapCTBEHHOro npenapara
Ons MeaMLUMHCKOro NPUMEHEHMS;

2) Konuu [OKYMEHTOB, MOATBEPXOAWWMX YNnaTy rocygapCTBEHHOM MOLWMUHBI 3@ NPOBEAEHME 3TUYECKOW
3KCMEePTU3bl, IKCMEPTU3bl AOKYMEHTOB Ha JEKAapCTBEHHbIA Mpenapart Afis MOSNyYeHus1 pas3peLleHus Ha npoBedeHve
KINMMHUYECKOrO MCCNeAoBaHMS NIEKapCTBEHHOIO nNpenapara A MeanUMHCKOro NPUMEHEHWS, 3a Bbi4ayy paspeLleHns Ha
npoBedeHNEe KITMHWYECKOrO MWCCNEeAoBaHWs flekapCTBEHHOro npenapata Ans  MeOUUUHCKOrO  MNMPUYMEHEHWs, 3a
npoBefEeHne SKCNepPTU3bl AOKYMEHTOB Ha JleKapCTBEHHbIN MpernapaT Afs NonyyYeHus paspelleHus Ha npoBefeHue
MEXAYyHApOAHOro MHOrOLEHTPOBOro KIIMHUYECKOro WUCCreaoBaHUsA NEeKapCTBEHHOro npenapata ang MeguuuHCKOro
NPUMEHEHWs, 3a Bblgayy paspelleHnss Ha npoBedeHne MeXOyHapoOoHOro  MHOFOLEHTPOBOrO  KMMHMYECKOro
nccrefoBaHus fiekapCTBEHHOMO nNpenapaTa Ans MeAMLMHCKOro NPUMEHEHWS, 338 NMPOBeAEeHNe 3TUYECKON 3IKCMepTusbl,
3KCMEepTM3bl [OOKYMEHTOB Ha JIEKApCTBEHHbIM MpenapaTt Ans  MOofyyYeHWs  paspelleHMss Ha  NpoBeAeHue
NOCTPErnMcTpaLMoHHOIO KIMHUYECKOro MCCeAoBaHMs NIEKapCTBEHHOrO npenapara Ans MeOULUHCKOro NpUMEHeHus, 3a
Bbldayy paspelleHnss Ha npoBeAeHMEe MNOCTPErNCTPALMOHHOINO  KIMMHMYECKOrO  MCCNeaoBaHWUs  NIEeKapCTBEHHOMO
npenapaTa gns MeAuUMHCKOro MPUMEHEHUS, UMM NO COBCTBEHHOW MHMLUMATUBE YyKasaHHble OOKYMeHTbl. B cnydae
HenpeacTaBneHus 3asdBUTENeM YKa3aHHbIX JOKYMEHTOB YMOMHOMOYEHHbI defeparnbHblii opraH WCNONHUTENbHON
Bnactu npoBepsieT akT ynnaTel rOCy4apCTBEHHOM MOLWMMHBLI C UCMOMb30BaHWEM WHopmauum 06 ynnaTe
rocygapCTBEHHOM NOLWMNHBI, cogepXallencs B focyaapCTBEHHON WHEAOPMALMOHHONW CUCTEME O FOCYOAPCTBEHHBLIX U
MYHULMNAnNbHbIX NaTexax, Ha OCHOBaHWW NPEACTaBIEHHbIX 3asBUTENEM KON JOKYMEHTOB;

3) MPOTOKON KMMHMYECKOrO UCCneaoBaHns NeKapCTBEHHOIO NpenapaTa 418 MegULMHCKOro NPUMEHEHMS;

4) 6poLutopy nccnepoBaTens;

5) nHOPMAaLMOHHBIV NMUCTOK NALUEHTa;

6) cBegeHust 06 onbiTe paboTbl UccredoBaTenen No COOTBETCTBYOLLUM CMNELManbHOCTAM M UX onbiTe paboTel No
NPOBEAEHMIO KITMHUYECKNX NCCNEaOBaHNN;

7) cBedeHuMs O MEOMUUMHCKMX OpraHu3auusx, B KOTOPbIX MNpeanoriaraeTcs MpoBeAeHWe  KIMHUYECKOTO
nccnegoBaHus NeKkapCTBEHHOMO npenapata ans MeguuMHCKOro NpMMEHEHUs (MofTHoe U COoKpaLLeHHoOe HaMMEHOBaHUS,
OpraHn3auMoHHO-NpaBoBas hopma, MECTO HAXOXAEHMS U MECTO OCYLLECTBMNEHUSA OeATENbHOCTH, TenedoH, Tenedakc,
aZipec ANEKTPOHHON MOYTbI KAXA0W MeANLIMHCKOW OpraHn3aumm);

8) cBegeHns o npegnonaraeMbix CPOKax NPOBEAEHUs KIMMHUYECKOTO UCCNeAOBaHNs NEeKapCTBEHHOTO MpenapaTta
AN MeAWLMHCKOTo NPUMEHEHMS;

9) konumio goroBopa 0653aTenbHOr0 CTPaxoBaHWs, 3aKIKOYEHHOro B COOTBETCTBMM C TUMOBbLIMW MpaBuiaMu
00a3aTenbHOro CTpaxoBaHWsi, C YKa3aHWEM MpPeAenbHON YMCNEHHOCTU MaLMEHTOB, YYaCTBYHLUMX B KIMHUYECKOM
nccnegoBaHMKM niekapCTBEHHOMO npenapaTta ans MeguuuMHCKOro NpMMeEHeHUs;

10) uHcpopmaLmio 0 cocTaBe NekapcTBEHHOro nNpenapaTa Ans MeAULUMHCKOro NpUMEHeHUs;

11) OOKYMEHT, COCTaBIIEHHbIN NPON3BOAUTENEM NEKAPCTBEHHOMO NpenapaTta aAnst MeAuLMHCKOro MpPUMEHEHUS U
cofepXXallMn nokasaTenu (xapakTepucCTuKM), a Takke CBeOEeHWsi O NeKapCTBEHHOM npenapaTte Ans MeguuUHCKOro
NPVYMEHEHWS, MPOU3BEAEHHOM 4151 MPOBEAEHUS KITMHUYECKUX UCCIEef0BaHUNM;

12) KOMu1Io NULIEH3UN Ha NPOM3BOACTBO JIEKAPCTBEHHbBIX CPEACTB B Cllyyae, eCriv nNpoun3BOACTBO JTE€KApCTBEHHOMO
npenapaTta ocywectensietca B Poccunckon degepaumm, nnm KONUIO 3akMOYEHUA O COOTBETCTBUM MPOM3BOAUTENS
nekapcTBEHHOro npenapata TpeboBaHMAM NpaBun Hagnexawen npou3BOACTBEHHOW NPaAKTUKM,  BbIOAHHOMO
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

KOMMNETEHTHbIM YNONHOMOYEHHbLIM OpPraHoOM CTpaHbl NPOU3BOAMUTENS NeKapCTBEHHOro nNpenapara.

3. B cpok, He npeBblWakLWmii NATK paboyvmx gHE Co OHA MPUHATUS YKa3aHHOro B MyHKTe 1 4acTu 2 HacTosiewn
CcTaTby 3asiBNEHNSA 1 HEOOXOANMBIX JOKYMEHTOB, YNONMHOMOYEHHbIN doeaepanbHbIi opraH UCMOMHUTENBHOW BNACTK:

1) npoBOAMT NPOBEPKY NOSTHOTHI U AOCTOBEPHOCTU CBEOEHUN, COOEpPXaLUMXCA B MPEACTaBMEHHbIX 3asBUTENEM
OOKyMeHTax;

2) NpYHMMaET pelleHre O NPOBEeAEHUN SKCNepTn3bl JOKYMEHTOB AN MOMyvYeHUs1 paspelleHns Ha nposefeHue
KIMHNYECKOro nccrnefioBaHns nekapcTBeHHOro npenaparta Ansg MeAuUMHCKOro NPUMEHEHUs U 3TUYECKOW 3KCMepTuUsbl
unun ob oTkase B NPOBEAEHUN YKa3aHHbIX 9KCNEPTUS3;

3) yBegomMnsieT B SNEKTPOHHOM hopMe Unm Ha ByMaKHOM HocuTene 3asiBUTensd O NPUHATOM pelweHun nnbo B
cny4dae npuHATUS pelleHns o6 oTkase Takke C yKkasaHMeM NpUYMH Takoro 0Tkasa;

4) nogrotaBnvMBaeT W HanpaBnsdeT B 9KCMEPTHOE yuypexaeHue K COBeT MO 3TWKe 3ajaHue Ha npoBefeHue
COOTBETCTBYIOLLNX SKCNEPTU3.

4. B crnyyae BbISIBNIEHWSA HEMOSHOTLI U (M) HEAOCTOBEPHOCTU MHAOPMAaLIMK, coaepKalLlencs B NpeacTaBneHHbIX
3aaBUTENEM JOKYMEHTax, yNonHOMOYEHHbIN pefepanbHbIi opraH UCMNOSTHUTENBLHOW BNacTW HanpasnseT 3asBuUTento
3anpoc 06 YTOYHEHMM YKa3aHHOW MWHdopmauun. [aHHbIA 3anpoc MOXET ObiTb nepedaH  YNoOSIHOMOYEHHOMY
npeacTaBUTENO 3asBUTENS NIMYHO MOA pacrMCKy, HarnpaBfeH Mo noyTte 3akasHbiM MMCbMOM WNW nepejaH B
3NEeKTPOHHON hopme NO TENEKOMMYHUKALIMOHHBIM KaHanam cBasu. B cnyvyae HanpaBneHus aHHOro 3anpoca no noyte
3aKasHbIM MUCbMOM OH CHUTaETCs NOMYyYEHHbIM MO UCTEYEHUM LLIEeCTU AHEN C AaTbl HanpaBfeHUs1 3aKasHoro nucbMma.
3aaBuTenb 0683aH NpeacTaBUTb OTBET HA 3aMpoc YNOHOMOYEHHOro doejeparibHOro opraHa WCMOSTHUTENbHOW BNacTu
B CPOK, HE NPEBbLILLIALWNA OEBAHOCTA pabounx gHEeN co aHA ero nonyyeHus. Cpok, ykasaHHbIA B YacTu 3 HaCTOALLEN
cTaTbW, NPUOCTaHaABNMBAETCH CO OHA HarnpaeneHus 3asiBUTEM 3anpoca YMNOMHOMOYEHHOro defeparnbHOro opraHa
WCNOSTHUTENBHOM BNAcTX A0 AHS MONyYEeHUS MM COOTBETCTBYIOLLLErO OTBETA U HE YUMTBIBAETCA NPU UCYUCIIEHUN CpokKa
NPUHATUSA YNONHOMOYEHHbIM dheaepanbHbiM OpraHoOM UCMNONMHUTENBHOM BNACTU peLlleHns O MpOoBefeHUN 3KCNepTusbl
JOKYMEHTOB ANd MonyyYyeHus paspeLleHnsi Ha npoBefeHue KIMHUYECKOro uccrnefoBaHuUsl NekapcTBEHHOro npenapaTta
Ona MeaMLUMHCKOro NpUMEHeEHMS.

5. OcHoBaHVeM Ansi 0Tka3a B NPOBEAEHUN KCNEPTU3bl JOKYMEHTOB A1 MOMYyYeHUs paspeLleHnsi Ha NpoBeaeHne
KITMHNYECKOro NCCneaoBaHUS NEKapCTBEHHOrO npenapara Anst MeAUUMHCKOro NMPUMEHEHUST U 3TUYECKOW 3KCMEepTuU3bl
SABNSieTCA MNpeAacTaBfeHne [AOKYMEHTOB, MNPEeAYyCMOTPEHHbIX YacTblo 2 HACTOAWEN cTaTbW, B HeMnofnHoMm obbeme,
HenpeacTaBrneHne 3asBUTENEM B YCTAHOBIIEHHbIA CPOK OTBETa Ha YyKasaHHbI B 4acTu 4 HacCTOosILLEN cTaTbM 3anpoc
YNOSTHOMOYEHHOTIO (hefiepanbHOro opraHa UCNONHUTENBHOW BNAcTu NMb0O OTCYTCTBME B MPeACTaBEHHbIX AOKYMEHTax
ncYepnbiBalLEro NepeyHs HeoOxoAMMON NHOPMaLIMK UK NHAOPMaLIMK, KOTopas 4OMMKHA ObITb OTpaXkeHa B HMX, a
Takke OTCYTCTBME WHGOpMauuK, noaTeepxgarowen ¢akt ynnaTbl rocygapCTBEHHOW MOLWWHBLI 3@ NpoBedeHue
3TUYECKON SKCMEPTU3bl, 3KCMEPTM3bl JOKYMEHTOB Ha JIEKApPCTBEHHbIA NpenapaTt And MNofyvyeHus paspelleHnsa Ha
npoBeAeHne KNMHNYECKOrO NCCIeAOBaHNA NEKAapCTBEHHOrO npenaparta Ans MeOUUMHCKOro MPUMEHEHMS, 3a Bbiaadvy
paspelleHns Ha npoBedeHue KIMHUYECKOro WCCrefoBaHWs nekapCTBEHHOro npenapata  And  MeauumMHCKOro
NpUMeEHeHWs1, 3a NpPoBeieHMe IKCMePTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIN NpenapaTt Ans NonyyYeHnss paspelleHnst Ha
npoBefeHne MexayHapoAHOro MHOrOLEHTPOBOrO KIMHUYECKOro UcCnefoBaHWs fekapCcTBEHHOro npenaparta  Ang
MeOVUMHCKOro MNpUMEHEHUs, 3a Bblgayy paspelleHuss Ha rpoBedeHne MeXOyHapoO4HOro  MHOrOLEHTPOBOro
KITMHUYECKOro UccrieaoBaHus NekapCTBEHHOMo npenapaTta 4n1s MeAUUMHCKOro NPUMEHeEHNs1, 3a NPOBEAEHNE 3TUYECKON
3KCMNEePTM3bI, IKCNEPTU3bl JOKYMEHTOB Ha fEKApCTBEHHbIN npenapaT Ans NONyyYeHus paspellueHusl Ha npoBefeHue
NOCTPErNCTPALIMOHHOIO KITMHNYECKOro UCCNeaoBaHMs NekapCcTBEHHOro npenapara Ansg MeguuuHCKOro NnpuMeHeHusl, 3a
Bbldayy paspelleHuss Ha npoBedeHuMe MNOCTPErnCTPaLMOHHONO  KIMHUYECKOrO  UCCNeaoBaHWUs  NeKapCTBEHHOMO
npenapaTa ans MeauuUMHCKOro NpUMeHeHMs.

6. [llpoBegeHne aKcnepTM3bl [OOKYMEHTOB ANSA MOMyYEeHUA paspelleHus Ha npoBefdeHne  KIMHUYEeCKOro
nccnenoBaHus NekapCTBEHHOMo npenaparta ansg MeguuUHCKOro NMPUMEHEHUS U 3TUYECKOW 3KCNepTU3bl, COCTaBIieHUe
KOMUCCHEN IKCMEPTOB U COBETOM MO ITUKE 3aKMHOYEHUA O BO3MOXHOCTU UMM HEBO3MOXHOCTM MPOBELEHUS TaKOro
KNMUHNYECKOTO WCCMEeAOBaHNA W HanpasfeHue 9TUX 3aKMioYeHUWn B YMOMHOMOYEHHbIN  hedepanbHbIi - OpraH
NCMNOMHUTENBHOW BNAcT OCYLLIECTBNSAKTCSA B CPOK, HE MpeBbIlWaWmMiA Tpuauatn paboumx AHEN CO OHS MonyyYeHus
3KCNEPTHLIM  yypexaeHnemM 3afaHusa  YrnonHOMOYEHHOro hedepanbHOro opraHa UCMOSHUTENbHOW BRactu  C
NPUNOXeHNeM [LOKYMEHTOB, YyKasaHHbIX B nyHkTax 3, 4, 10 n 11 yactn 2 HacTosiwen ctatbM, U COBETOM MO 3ITUKE
3a[aHus yNosIHOMOYEHHOro heaeparnibHOro opraHa UCMoSTHUTENbHOM BIACTK C MPUMOXEHMEM [AOKYMEHTOB, YKa3aHHbIX
B NyHkTax 3 - 6, 8 1 9 yacTn 2 HacTosALLEN CTaTbU.

7. B cpok, He npeBblWwawWwmii NATM pabounx OHEN CO OHS MOMyYEeHWUsl 3aKMYEHUR, yKasaHHbIX B 4acTn 6
HacToslLLEeN cTaTbn, YNONHOMOYEHHbIN dhefeparbHbli OpraH UCNONHUTENbHON BNACTH:

1) ocyLlecTBNSAET OUEHKY MOCTYMUBLUMX 3aK/OYeHWA [nis onpedeneHus WX COOTBETCTBMSA 3afaHuWsIM  Ha
npoBefeHne COOTBETCTBYIOLLMX IKCNEPTUS;

2) NpyHMMaET peLleHne O Bblaave pas3peLleHns Ha NpoBefeHNEe KIMHUYECKOrO WCCRNEeAOBaHUSA NEKapCTBEHHOro
npenapaTa ans MeauLUMHCKOro NpuMeHeHns unu ob oTkase B Bbljavye YKasaHHOro paspeLueHms;

3) BblJaeT paspelleHve Ha NpoBedeHUEe KMMHMYECKOro UCCneaoBaHUs NeKapCTBEHHOro npenapata Ans
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MEeOULMHCKOTO NPUMEHEHNS UK peLueHne o6 0TKa3e B Bblgave yKa3aHHOro paspeLleHnsi C yka3aHueM Npu4mH oTkasa.

8. OcHoBaHveM pans oTka3a B Bbldaye paspelleHnsi Ha MpoBedEeHMe  KITMHUYECKOro WCCreaoBaHus
nekapcTBEHHOro npenapara Anst MEAULMHCKOrO NPUMEHEHNS SIBNSIETCA Hannyne 3akmnio4eHns KOMMCCUKN SKCNePTOB Un
3aKrloYeHnss coBeTa MO 3TMKE O HEBO3MOXHOCTU MNPOBEOEHUSA KITMHUYECKOro WUCCreaoBaHUs NeKkapCTBEHHOro
npenapaTa gns MeauLMHCKOro NPUMEHeHns No pesynbTaTamM NPOBEAEHHbIX 3KCMEepPTM3, NpeayCMOTPEHHbIX YacTblo 6
HacTosLLEN cTaTbW.

9. PewweHune o6 oTKa3e B NpOBEAEHMN 3KCMEPTU3bl AOKYMEHTOB AN MOMyYEHUS paspelleHus Ha MpoBedeHue
KITMHUYECKOro NCCrneaoBaHUs NNEKapCTBEHHOIroO npenapara Anst MEAULMHCKOTO NPUMEHEHNST N STUYMECKOWM 3KCMEPTU3bl U
B Bblade paspeLleHnst Ha NpoBeAeHNE KITMHNYECKOro NCCeaoBaHUsA NEKapCTBEHHOrO npenapara ans MeguuMHCKOro
NPUMEHEHNsT MOXET ObITb 0BOXXanoBaHo B Nopsiake, yCTaHOBNEHHOM 3akoHoaaTenbcTBoM Poccuiickon deaepaumm.

CtaTba 39.1. OTnyeckas akcnepTumaa
(BBepeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

1. OTuueckas akcnepTMsa nNPOBOAMTCS COBETOM MO 3TUKE, CO3L4aHHbIM B MOPsSAKe,  YCTaHOBIIEHHOM
YNONHOMOYEHHbIM dheeparnbHbiM OpraHoOM WCMOSTHUTENBHOM BacTv, B LENAX Bbigayuu 3aknioveHus o6 3Tuyeckom
060CHOBaAHHOCTM BO3MOXHOCTM MPOBEAEHUS  KITMHWYECKOTO WCCINEAOBaHWUSA JIEKAPCTBEHHOro npenapata Ans
MeaULIMHCKOro NpUMEHeEHUs.

2. 3kcnepTamu coBeTa Mo 3TUKe MOryT OblTb NPEACTaBUTENN MEOULMHCKUX OPraHn3aLni, HayYHbIX OpraHu3auun,
obpasoBaTenbHbIX OpraHM3auuin BbiCLIEro obpasoBaHus, a Takke MpeacTaBuTeNn OOLWECTBEHHbIX OpraHusauun,
pPenUrmosHblX opraHu3auuMm M cpeacts MaccoBou MHopmauuu. [aHHble 3SKCnepTbl He [OMMKHbI HaxoAMTbCA B
Kakon-nnbo 3aBUCMMOCTU OT pa3paboTuMKOB NEeKapCTBEHHbLIX MPenapaTtoB WM APYrMX nul, 3aMHTEepPecoBaHHbIX B
pesynbTaTtax 3TU4EeCKON AKCNepTU3bl.

3. OnnaTta ycnyr aKcnepToB coBeTa MO 3TUKE OCYLLLECTBSETCA Ha OCHOBaHUW [OroBOpa, 3akMiUYEeHHOro mexay
YNONHOMOYEHHbIM heiepanbHbIM OpraHOM UCMOMNHUTENBbHON BNACTU, KOTOPbIM CO3aH COBET MO 3TUKE, U SKCMepToM
coBeTa Mo 3THKe, 3a CHET BIOAKETHBIX aCCUrHOBaHWUW, NPEeAYyCMOTPEHHBIX YMOMHOMOYEHHOMY deadepanbHOMY OpraHy
NCNOSTHUTENBHOM BNACTK, KOTOPLIM CO34aH COBET MO 3TuKe, B doefepanbHOM OHomKeTe Ha COOTBETCTBYHOLUMIA ro4 Ha
obecneyeHune ero 4eATenbLHOCTK, B pasMmepax, ycTaHoBeHHbIX [pasutenscTBom Poccuiickon ®egepauun.

4. JkcnepTbl coBeTa MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoAaTenbCTBOM Poccumnckon
denepaumm.

5. CoctaB coBeTa MO 3TuKe, MOMNOXeHMe OO 3TOM COBETE, MOPSAOK ero pAestenbHocTn, TpeboBaHua K
KBanudmkaumm n onbITy paboTbl NO 3KCMEPTHOM OLEHKE Hay4HbIX, MEOMLUHCKMX WM 3TUYECKUX acrekTOB KIMHUYECKUX
nccnegoBaHWM NeKapCTBEHHLIX NMpenapaToB AMsi MEOULMHCKOrO MPUMEHEHUS, NpeabsaBnseMble K 3KCnepTaM coBeTa no
3TUKe, MOPSAOK OpraHusaumm wn MnpoBeAeHUs 3STUYECKOM 3IKCMepTu3bl, opMa 3aKMniovyeHus coBeTa Mo 3TuKe
yCTaHaBMNMBAKOTCA YMOMHOMOYEHHbIM befepanbHbIM OpraHOM WCMONHUTENbHOM Bnactu. Yucno npeacraBuTenen
MEeOULMHCKUX OpraHn3aLmin He MOXET MpeBbILATh NOSIOBUHY OT 0OLLIEro YMcra 3KCNepToB COBETA MO 3TUMKE.

6. lHdbopmaumsa o coctaBe coBeTa Mo 3TUKe, NlaHax ero paboTbl U TeKyllen OesTeNbHOCTU pa3mellaeTcsd Ha
odmumansHOM canTe ynosIHOMOYEHHOrO hefepanbHOro opraHa MCNOSIHMTENbHOM BRactu B cetu "UHTepHeT" B
YCTaHOBMEHHOM UM MOpsiaKe.

Cratba 40. I'Ipose/J,eHme KIMNHNYECKOro uccriegoBaHnA JneKapCTBeHHOro npenaparta Anda MeauunHCKOro
NPpUMeHEeHUA

1. PykoBoguTenb MeauuUMHCKON opraHn3aumm, kKotopasi MpoBOAUT KIMHUYECKOE WUCCredoBaHUe JieKapCTBEHHOro
npenapaTta gnsi MeAuMUMHCKOro NPUMEHEHWUs, HasHavaeT uccrnenoBaTtens, OTBETCTBEHHOIO 3a MpoBeAeHue TaKoro
uccnegoBaHMs U UMEKLWEro  fneyebHyld  cneuManbHOCTb, COOTBETCTBYIOLWLYIO MPOBOAMMOMY  KITMHUYECKOMY
nccneaoBaHMIO NEeKapCcTBEHHOINO npenapaTta, co CcTaxem paboTbl MO nporpammMaM  KAMHUYECKUX UcCneaoBaHui
nekapcTBEHHbIX MpenapaTtoB He MeHee YeM TpU roda 1 Nno ero NpeanoXeHUo Ha3Ha4yaeT couccrnegoBaTtenen M3 4ducna
Bpa4ven 3TOM MegULMHCKON opraHn3aLumm.

(B pean. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. WiccnepoBatenb ocyllecTBnsaeT BblOOp MauMeHTOB, KOTOPbIE MO MEAULMHCKMM MOKa3aHusiM MoryT ObiTb
npuBneYeHbl K y4acTuio B KITMHUYECKOM UCCeA0BaHUN NeKapCTBEHHOroO npenapara Ans MeanLMHCKOro NpUMeHeHus.

3. WccnepoBatenb u couccrnegoBatenu OOMKHbI OblTb O3HAKOMIEHbl C pe3ynbTaTamy  AOKIMHUYECKOrO
nccnegoBaHMst NeKapCTBEHHOrO CpPeAcTBa, coAepXaluMmmcss B Opoluope uccnegoBaTtensi, NPOEKTOM MNPOTOKona
KITMHUYECKOro WCCreAoBaHUS NEeKapCTBEHHOro mnpenapata And  MeOUUUHCKOro  MpUMEHeHusl, pa3paboTaHHbIM
pa3paboTUMKOM NEKApCTBEHHOrO Mpenaparta WM MHbIM  HOPUOMYECKAM NULOM, NPUBMIEKAEMbIM K OpraHvM3auuu
NpoBeAEHNS KIMHUYECKOTO UCCIEeA0BaHNA NNEKAPCTBEHHOrO npenaparta Ans MEOUUMHCKOrO NPUMEHEHUs, 1 ApYrumu
MaTepuanamm Takoro uccneoBaHus.

3.1. PykoBoguTens MeQULMHCKON OpraHu3aumnn B CPOK, He NPEBbILLAWNA Tpex pabounmx AHel co AHS Hadana
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NpOBEeAEHUS KITMHNYECKOrO UCCIef0BaHUA fiekapCTBEHHOIO npenapaTa Ansg MeAuLMHCKOro NpMMeHeHus, coobaet ob
3TOM B YMNOMIHOMOYEHHbLIN doefepanbHbli opraH UCNOSTHUTENBHOW BRacTW, BblOaBLUMA paspelleHne Ha npoBedeHue
TaKoro nccriefioBaHns, no ycTtaHoBNeHHOM UM opme.

(vacTb 3.1 BBegeHa dPepepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

4. OpraHusaunn, OCyLLEeCTBNSAIOWME OpPraHU3aumio NpoBEAEHUS KIMHUYECKOro UCCrefoBaHUsA nekapCTBEHHOro
npenapata 4N MeanLUMHCKOro NPUMEHEHNSA U yKa3aHHble B 4YacTu 3 ctaTbn 38 HacTosiwero PegepanbHOro 3akoHa, B
cny4yae HeobXxoOUMOCTUN BHECEHMS UBMEHEHWIA B MPOTOKOS KIMHUYECKOrO MUCCRefoBaHUS feKapCTBEHHOrO npenapara
AN MEeOMUMHCKOro MpUMEHeHMs1 coobwaloT 06 3TOM B YMOSTHOMOYEHHLIN dhedeparnbHbIi OpraH UCMOSTHUTENbHOM
BMacTu, BblAaBLUMI paspeLleHne Ha NpoBeAeHne Takoro uccregoBaHusg, no yCTaHOBEHHOW UM chopMe.

(B pea. PegepanbHoro 3akoHa oT 11.10.2010 N 271-93)

4.1. dopma cooOLEHNS O BHECEHUM W3MEHEHWA B MPOTOKON KIMHWYECKOro WUCCrefoBaHWs rekapCTBEHHOro
npenapata 4nsa MeAMLMHCKOro NpMMEHEHWs OOMMKHA cogepXkaTb CreayoLwme CBEAEHNS:

1) HaMMeHoBaHNe, MOEHTUMMKALMOHHBIA HOMEP M AaTa NPOTOKONa KNMHWYECKOTO MCCIeAoBaHus;

2) pata BHECEHWSI U3BMEHEHWI B MPOTOKOS KIMMHUYECKOrO UCCrefoBaHUs;

3) HaMMeHOBaHMNE N MECTO HaXOXOEeHUSA 3asBUTENS;

4) HavMeHoBaHWe OopraHu3auuu, NpUBMEYEHHON pa3paboTYMKOM FNEeKapCTBEHHOrO npenaparta K opraHusauum
NpoBeLEeHNs KNMMHUYECKOrO UccrnefoBaHns (Mpy Hanmuum);

5) HaMMeHOBaHUSA M MecTa HaxOXOEHUs MeOMUUHCKMX OpraHu3auui, B KOTOPbIX MNPOBOAUTCHA KIIMHUYECKOE
uccrefoBaHue;

6) faTa Bblgayun paspeLLeHnsi Ha NPoBeaeHNE KIMHUYECKOrO MCCNeAoBaHns 1 HOMEP 3TOro paspeLUeHNs;

7) N3MEHeHUs, BHOCUMbIe B NPOTOKOM KIMHUYECKOro NCCNneaoBaHus.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

5. B cpok, He npeBblllaoLWwmi Tpuauatn pabounx OHen CO OHsI MOSyYeHWst yKasaHHOro B 4acTu 4 HacTosien
CcTaTbW COOOLLEHUNS, YNTONTHOMOYEHHbIV heaepanbHbI OpraH UCMOMHUTENBHOW BriacTU paccMaTpuBaeT 3To coobLieHne
B YCTaQHOBMEHHOM WM MOpsAKe W MPUHMMAaeT peLeHne O BHECEeHWM W3MEHEHWA B MPOTOKOM  KIMHUYECKOTO
nccrnefoBaHusa NeKapCTBEHHOMO npenaparta Ans MeOMUMHCKOrO MpUMEHEeHWs unn ob OoTka3e BO BHECEHWMM Takux
nameHeHun. Mpu paccMoTpeHun coobLieHns 0 HEOOXOAMMOCTM BHECEHWUS M3MEHEHWA B MNPOTOKOM  KIMHWYECKOrO
nccrnegoBaHusa NekapCTBEHHOMo npenaparta Ans MeOMUMHCKOrO MNPUMEHEHUs B LensxX OueHKM OBOCHOBaHHOCTU
npegnaraemblx U3BMEHEHU N onpeaeneHns CTENeHN pucka Ans NauueHToB, NPUHUMAIOLWMX ydYacTue B KIMHUYECKUX
nccrefoBaHUsX, YynomHOMOYEHHBIM dhedeparnbHbIM OPraHOM MCMONMHUTENBHOW BNacTy MOTYT MPUBIIEKATbCS 3KCMEepThl
coBeTa Mo 3TUKE.

(B pean. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. KnuHnyeckoe mccrnegoBaHWe nekapCTBEHHOrO npenaparta Ans MeaWUMHCKOrO MNPUMEHEHUS MOXeT ObiTb
NMPUOCTaHOBINEHO UMW NpeKpaLLeHo, eCnn B NpoLecce ero nposegeHus obHapyxeHa onacHOCTb AN XW3HW, 340POBbS
naumeHToB. B cny4yae BO3HWKHOBEHWS OMAacHOCTU AONS XM3HW, 300pOBbS MauMeHTa, y4acTBYHOLEro B KIMHUYECKOM
nccrefoBaHUM  NEKAapCTBEHHOTO Mpenapata  Ans  MeAMUMHCKOro  NPUMEHEHUsl,  uccnegosaTteny  obsi3aHbl
npouHcgopmMupoBaTe 06 3TOM PYKOBOAMTENSA MEAMLMHCKON OpraHusauMn M opraHv3auuio, MofyuuBLUYHO paspeLueHve
YMONTHOMOYEHHOro befepanbHOro opraHa WMCMONMHUTENbHOW BNAacTy Ha OpraHn3auui MNpPOBEAEHUS  KITMHMYECKOrO
nuccregoBaHUSA  fekapCTBEHHOro  npenaparta. PelweHve 0O NpUOCTaAHOBMEHWM  KIMMHUYECKOrO  UccrefoBaHus
nekapcTBEHHOro npenapara 4nst MEAULMHCKOro NPUMEHEHNST NPUHNMAIOT PYKOBOAMTENb MEOULVHCKON OpraHu3auum u
(Mnn) opraHusaums, Nnony4YuBLLas paspeLleHne YnorTHOMOYEHHOro dheaeparnbHOro opraHa MCMONMHUTENBLHOW BracTu Ha
opraHu3aumio NpPoBeAEHUS KITMHUYECKOro UCCIef0BaHUSA NiekapCTBEHHOMO npenapaTta Anst MEAUMLUHCKOTO MpUMEHEHUS,
peLleHre O NPEKPaLLEHNM TaKOro NCCregoBaHNs NPUHMMAET YNONMHOMOYEHHBIN dhedeparnbHbIi OpraH MCMONTHUTENbHON
BMacTu Ha OCHOBaHUMN COOOLLEHMS B MMCbMEHHOW (hOPME PYKOBOAUTENS MEOULIMHCKOW OpraHvM3aunm Ui opraHusauus,
nonyymBllasl paspeLleHne yYrnorHOMOYEHHOro degepanbHOro opraHa WCMNOMHMTENbHOW BriacTM Ha opraHusauumio
NpoBeAEeHUs KITMHNYECKOro nccneoBaHns fiekapcTBEHHOro npenapara Ans MeauumMHCKOro NpuMeHeHus.

7. B cpok, He npeBblaoWwunin NATh pabounx OHEW CO OHSA 3aBepLleHusl, NPUOCTAHOBMEHUS UMW NpeKpalleHus
KNMMHUYECKOTO UCCNENOBaHUS NEKapCTBEHHOIO npenaparta A MeAWMLUMHCKOro MpUMEHeHMsl, cooblleHne o006 aTom
HanpaBnseTcs opraHusauusmn, YykasaHHeiMM B 4YacTm 3 ctatbum 38 Hactosdwero ®PegepanbHOro 3akoHa, B
YNOSTHOMOYEHHbIN doeaeparibHbIi OpraH UCMOMHUTENBHOW BNacTh MO YCTaHOBIIEHHOW UM hopMe.

8. dopma cooOLeHns O 3aBepLUEHUUN, MPUOCTAHOBIIEHUN WUNN MPEKPALLEHUM KITMHUYECKOro WccnegoBaHus
nekapCTBEHHOro npenaparta Ans MeguumMHCKOro NpUMeHeHNs AoIMKHa coaepxaTb:

1) wHpopmaumo 0 MeAULMHCKOW oOpraHmsaumMm unM MeauUMHCKUX OpraHusaumsix, npoBOAMBLUMX [aHHOE
uccrefoBaHue;

2) onucaHne JaHHOro NCCnefoBaHus;

3) AaHHble nccnegoBatens (Pamunus, UMsl, OTYECTBO, MECTO paboTbl, 3aHMMaeMas JOIMKHOCTb, CNeLManbHOCTb,
CcTax paboTbl MO nporpammMam KIMHUYECKUX WCCRegoBaHW NeKapCTBEHHbIX MpenapaToB, nepeyeHb KIUMHUYECKMX
nuccnegoBaHUM NEeKapCTBEHHbIX MpenapaToB, B KOTOPbIX OH MpUMHUMan y4yactve (nepuogbl yvactusi) B KayecTBe
uccriegoBaTens unu couccrneposarens);
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[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

(B pea. PepepanbHoro 3akoHa oT 11.10.2010 N 271-93)

4) pesynbTaT [aHHOIO MWCCNeAoBaHWS  (3aBeplueHVe, MpPUOCTaHOBIIEHME WM MpeKpalleHne OaHHOro
nccrnegoBaHus € ykasaHueM UX NPUYKH 1 BAMSIHUS Ha OLIEHKY ero pesynbTaToB, OOLLYy OLEeHKY pucka U OXugaemomn
nonb3bl OT MNPUMMEHEHWs WCCneayemMoro JIekapCcTBEeHHOro mnpenapaTta, a Takke npeanonaraemble parnbHenwmve
nencrsus).

8.1. lNpu BbiSBNEHUN deaepanbHbLIM OpPraHoOM WCNONHUTENBHOW BNACTW, OCYLLECTBASIOWNUM  (PYyHKUMM MO
KOHTPOMO M Haa3opy B cdepe 34paBOOXpaHEeHWUd, HapylleHWn npasBurl Hagnexaiwlenh KNMHUYECKOW NpakTUKU Mpu
NpOBEAEHUN KITMHUYECKOrO NCCEeA0BaHMS NIEKAPCTBEHHOIO npenaparta, BAMSLWUX Ha NOMHOTY U (M) AOCTOBEPHOCTb
OaHHOTO KIMHNYECKOro UCCnefoBaHus, ykasaHHbIN begepanbHbil OpraH MCNONHUTENBHOW BNacTM MpuocTaHaBnvBaeT
npoBedeHne JaHHOMO KITMHUYECKOro UccrnegoBaHns M BbIHOCUT MEAMLMHCKOWM OpraHu3auuu, B KOTOPOW MpPOBOAMTCSH
AaHHOe KIMHUYecKoe wuccrneqoBaHue, npeanucaHue o6 ycTpaHeHWM BbISIBMEHHbIX HapylleHuwid. Mpu HeycTpaHeHun
MEeOVLMHCKON opraHn3aumMen BbISIBMIEHHbIX HapyWeHUWN B YCTAHOBMEHHbIN B MPeAnucaHun CpoK  yKasaHHbIN
defepanbHbll OpraH UCMOMHUTENbHOW BriacTM NPUHUMAaET pelleHWe O MNpeKpalleHUun npoBeAeHUs KIMHUYECKOro
uccnegoBaHMsa NekapCTBEHHOro npenapata W HanpaenseT B efeparnbHblid OpraH WCMOSTHUTENBLHOW BracTw,
OCyLLEeCTBAAIWMIN (PyHKUMM NO BbipaboTke M peanu3auun rocyaapCTBEHHOW MOMUTUKM U HOPMaTUBHO-NPaBOBOMY
perynupoBaHuio B cdepe 34paBOOXPAHEHUS, 3aKMoYeHMe O BbISIBNEHWM MpU NPOBEAEHWU OAHHOrO KIMHWUYECKOro
NCcCcnefoBaHUst HapyLleHUn NpaBwum Hagnexalwlenh KIMHUYECKOW NpaKkTUKM Anst MPUHATUMSA pelleHnss o6 OTMmeHe
paspelleHnsa Ha opraHusauuilo MpoBeAeHUs AaHHOro KMWMHUYECKOro WUCCrnedoBaHWA C AaTbl MPUHATUS pelleHus o
NPUOCTaAHOBIIEHUUN NPOBEAEHUSA KIMHUYECKOrO UCCNefOoBaHNS NekapCcTBEHHOro npenapara.

(vacTb 8.1 B peq. PepepanbHoro 3akoHa oT 13.07.2015 N 241-93)

9. YnonHoMouYeHHbI dhedeparnbHbI OpraH MCNOMHUTENBHOM BRactTu onybnvkoBbiBaeT M pasMellaeT Ha CBOEM
odmumansHom canmte B ceTu "UHTepHeT" cooblieHne O 3aBeplleHUM, MPUOCTAHOBMEHUU WK NpekpalleHnm
KNMHUYECKOro UCCeaoBaHus NekapcTBEHHOro npenapara ans MeanuMHCKOro NPUMEHEHNs B CPOK, He MpeBblLLatoLLmi
NsTU pabounx AHEN Co OHSI ero NOMny4YeHus, B yCTaHOBINIEHHOM UM MOpPSAKeE.

10. YnonHomMo4YeHHbI peaepanbHbIA OpraH UCMONHUTENbLHOW BriacTM  OCYLLEeCTBRSeT BedeHWe peecTtpa
uccnegosarernen, NPOBOAALMX UMM NPOBOAMBLUMX KIMHUYECKNE UCCReOoBaHUS NeKkapCTBEHHbIX npenapaTtoB Ans
MEOULMHCKOTO MPUMEHEHNs,, B COOTBETCTBUM C YTBEPXKAEHHbIMU MM NpasBunamm 1M pasmellaeT ero Ha CBOEM
odmumansHom cante B ceTu "MIHTepHeT" B yCTaHOBNEHHOM WM Nopsiake. YKasaHHbI peecTp coaepXuT MHgopmMauuio,
NpeayCMOTPEHHY0 MYHKTOM 3 4YacTu 8 HacTosLwen cTaTby.

11. OTyeT 0 pesynbTaTax KIMHUYECKOrO UWCCreoBaHUs FeKkapCTBEHHOro npenapaTta Angd MeauuuHCKOro
NpPUMEHeHNs1 COCTaBNSAETCS opraHusaumen, ykasaHHon B 4acTu 3 ctatbu 38 HacTosduwero defepanbHOro 3akoHa, Ha
OCHOBaHWWN 3aKIMYEHUA MeOUUMHCKUX OpraHuM3auun, npoBOAMBLUMX 3TO WUCcnedoBaHWe, W NpeacTaBnseTcs B
YMNONMHOMOYEHHbIN befieparnibHbli OpraH WCNONHUTENBHOW BNAacTW, BblAaBLUMKA paspelleHne Ha npoBefeHue 3TOoro
nuccrnegoBaHus, B CpOK, He MpeBbIAaloWmMn Tpex MecsdueB CO [HA €ero 3aBeplUeHWsl, MPUOCTaAHOBMEHMS UMK
npekpaweHus, B nopsgke, yCTaHOBEHHOM YMONTHOMOYEHHbLIM beaepanbHbIM OpraHoOM UCMONHUTENBHOW BriacTu.

12. HapyleHue npaBun Hagnexailen KrMHUYEeCKOM MpakTUKK, danbcugukaums pesynbTaToB  KIMHUYECKOro
nccrefoBaHus NekapCTBEHHOrO npenapata Ans MeQULUWHCKOrO MpUMEHEHUs BIeKyT 3a COoOOW OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOAaTeNnbCTBOM Poccunckon ®egepaunn.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

13. lNpun npoBegeHUn KNMHUYECKOro NccrneoBaHNs NeKkapCTBEHHOMO NpenapaTta Ans MeavLMHCKOro nNpuMeHeHus
aonyckaeTtcsi 3abop y nauneHToB Guonornyeckux marepmanos (06pasLbl BUONOrMyYecknx XMOKOCTEN, TKaHeN, CeKpeToB
N NPOOYKTOB XU3HEOEeATENbHOCTU YenoBeka, OU3MONOTMYECKMX M MaTONOMMYECKMX BbIAENEHUA, Ma3KoB, COCKOOOB,
CMbIBOB, MWKPOOPraHn3MoB, OuoncuiiHbIi MaTepuan) Ans ux msydyenusa B Poccunckon degepaumm un  (unn) 3a
npegenamu Poccuiickon Peagepaumm.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

14. Mopsagok Beo3a B Poccunckyto Pegepaumio 1 BbiBo3a 3a npegensl Poccuinckon depepaumm O6r1onormyeckmnx
MaTepuanoB, MOMYYeHHbIX MpPU MNPOBEAEHUN KITMHUYECKOro UCCneaoBaHWs NekapCTBEHHOro npenapaTta  Ans
MeaMLMHCKOro NnpuMeHeHus1, yctaHasnueaeTcs NpasuTtensctBom Poccuiickon ®epepauuu.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 41. [JoroBop 0 NpoBeAeHUN KNMHUYECKOro UCCrieqoBaHnsa NekapCTBeHHOro npenapara Ans MeauUuHCKOro
NpUMeHeHns:

1. KnuHnuyeckoe uccrnedoBaHve reKkapCTBEHHOro npenapaTta Ons MeAULMHCKOro MpPUMEHEHUS NMPOBOAWUTCS B
COOTBETCTBMW C [OrOBOPOM O TMpPOBEAEHWM KIMHWYECKOro UCCIeQoBaHUsi FeKkapCTBEHHOro Mpenaparta  Aans
MEAMLMHCKOrO NMPUMEHEHUS!, 3aKIIlOYaeMbiM MeXOy OpraHusaumer, MonyymBLLEN paspeLleHne YrNOoSTHOMOYEHHOIOo
dhenepanbHOro opraHa UCNOMHUTENBHOW BMACTX HA OpraH1M3aLuio NPOBEOEHNA TaKoro UCCMNeaoBaHns, U MeaULIMHCKON
opraHusaumei, ocyLLIeCTBNALLEN NPoBeaeHNe Takoro uccnenoBaHus.

2. [oroBop O MpOBeAEHUM KIMHUYECKOTO WCCReaoBaHusl reKapCTBEHHOro npenapata Ans MeauuMHCKOro
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NPYMEHEHNS JOIMKEH COAepXaThb:

1) ycrnoBusi u Cpoku NpoBEAEHUS 4aHHOTO UCCegOBaHUS;

2) onpegeneHve oOWeNn CTOMMOCTM MNpPOrpaMmbl [OAHHOIO  MCCrefoBaHWst C  yKasaHMeM  CyMMbl,
npegHasHavaroLLencs Ansg BeinnaTt uccnegosartensam, CouccrneaoBaTensam;

3) onpegeneHve dopMbl  MPeACTaBneHUs pes3ynbTaTtoB [AaHHOro  MUCCnefoBaHust B YNOSIHOMOYEHHbIN
deaepanbHbI opraH UCNOSTHUTENBHOW BacTu.

Cratbs 42. ®uHaHcoBoe obecrievyeHue KIMHUYECKOTO WCCNedoBaHMsl JleKapCTBEHHOro mnpenaparta Aans
MEAMLIMHCKOro NPUMEHEHNs

®PuHaHcoBoe obecneyeHne KIMHUYECKOTO WCCNedOBaHWA fekapCTBEHHOro mnpenapata Ans  MegUUMHCKOro
NPUMEHEHMS OCYLLECTBISETCS 3a CYET:

1) cpeacTB dhegepansHoro SrooxeTa;

2) cpefcTB opraHM3auunii, NOMy4YnBLLMX paspeLleHne Ha OpraHusauuio NpoBedeHus OaHHOrO UccrefoBaHus, B
COOTBETCTBMM C YCIOBUSIMU JOroBOpa O ero NpoBegeHnm;

3) MHbIX He 3anpeLLeHHbIX 3akoHoaaTenbCcTBoM Poccuickon ®egepaunm MCTOYHMKOB.

CtaTb4a 43. I'IpaBa NnauyneHToB, y4aCTBYHOLWMNX B KIIMHUYECKOM WUCCNenoBaHUM J1eKapCTBEHHOro npenaparta Ana
MeaNLMHCKOIro npuMeHeHund

1. YyacTme nauMeHTOB B KIAMHMYECKOM WCCMNEAOBaHUM JEKapCTBEHHOrO npenapata Ans MeauUMHCKOro
NpUMeHeHNst ABNAETCSA A0OPOBOSIbHbBIM.

2. MaumneHT unu ero 3akoHHLIN NpeacTaBUTENb JOSMKEH ObITb MHPOPMMPOBAH B MMCbMEHHOW (DOpPME:

1) o nekapcTBeHHOM npenapaTe Ans MeAULMHCKOro NPUMEHEHUS U CYLLLHOCTU KIMHUYECKOro UccneaoBaHus aToro
nekapcTBeHHOro npenapara;

2) o0 0GesonacHOCTM JeKapCTBEHHOro Mpenapata Ansg MEeOUUMHCKOTO MNPUMEHEHWsl, €ero  OXunaaemown
3APPEKTUBHOCTU U CTEMNEHN pUCKa ANA NAUUEHTa;

3) o6 ycrnoBusx y4vacTusi naumeHTa B KAMHMYECKOM WCCNEeAOBaHUM NEKapCTBEHHOro npenapata Ans
MEeOULIMHCKOro NpUMeHeHus;

4) o uenu unn Uenax U NpoAOMKUTENBHOCTU KMMHUYECKOro UccnefoBaHWs NekapcTBEHHOro npenaparta ansg
MeaULIMHCKOro NpUMeHeHus;

5) 0 pencTBMAX nauueHta B criyvyae HenpeaBMAEHHbIX 3dEKTOB BMMSIHUS JIEKApCTBEHHOro npenapara Ansi
MEAMLMHCKOro NPUMEHEHMS Ha COCTOSIHNE €ro 300POBbS;

6) 06 ycnoBusax o6a3aTenbHOro CTPaxoBaHUS XXU3HW, 300P0BbS NALUEHTA;

7) O rapaHTuAX KOH(MAEHUManbHOCTU yyacTusa naumMeHTa B KIMWMHUYECKOM MWCCNeaoBaHUM feKapCTBEHHOro
npenapaTa ans MeauLUMHCKOro NpUMeHeHMs.

3. obpoBonkHOe cornacue nauMeHTa Ha ydactme B KIMHUYECKOM WCCNedoBaHWM NeKapCTBEHHOro npenapaTta
ONa MeaMLUMHCKOro NpUMEHeHUs NOATBEPXKAAETCSA ero MOAMUCbI0 UMW NoAMNUCbI0 ero 3akOHHOro npeacTtaBuTens Ha
WHOPMALIMOHHOM NNCTKE NnauueHTa.

4. TlauneHT MM ero 3akOHHbIN MpefcTaBuTENb MMEET npaBO OTKasaTbCA OT Yy4yacTus B KIIMHUYECKOM
nccrnefoBaHUM NekapCTBEHHOIO NpenapaTa aAns MeguuuHCKOro NMpUMeHeHus Ha nobol cTagum npoBefeHust Takoro
nuccnenoBaHus.

5. lNpoBeaeHne KNMHNYECKOro UccneaoBaHusa fekapCTBEHHOro npenaparta Ansg MeOUUUHCKOrO MPUMEHEHUS C
y4YacTMeEM B KayecTBe MaLMEHTOB AeTell JOMycKaeTcs TOMbKO C COrflacnd B MUCbMEHHOW dopMe X poauTenewn,
yCbiHOBUTENEN. [JeTn MOryT pacCMaTpuBaThbCs B Ka4eCTBE NOTEHUManbHbIX MaUMEHTOB TakKOro WCCNeaoBaHWs, TOJbKO
ecnuM ero nposedeHne HeobxoaMMO ANns yKpenneHus 300poBbs AeTen unv  NpodUNakTUKU  MHPEKLUMOHHbIX
3aboneBaHnii B OeTCKOM BO3pacTe nMbO ecnu Lenbilo TaKoro WCCNedoBaHus SBMSIETCsl MOMyYeHWe [aHHbIX O
Haunydyllen OO3UPOBKE NEeKapCTBEHHOro npenapata And nedveHusa aeterd. B aTux cnyyasdx TakoMy WCCredoBaHWMio
OOIMKHO NpeawecTBoBaTh KIMMHUYECKOE UccnefoBaHe nekapcTBeHHOro npenapara ans MeauumHCKOro MnpuMeHeHUs
Ha COBepLUEHHONETHUX rpaxaaHax, 3a WCKMIYeHWEeM CcryvaeB, ecrniv uccnegyemMbld fekapCTBEHHbINM npenapaTt ans
MEAMLMHCKOro NPpUMEHEHUS NpeaHas3HayYeH NCKMIYNTENBHO ANs UCNOMb30BaHMS HECOBEPLUEHHOMNETHUMUY IpaXKaaHaMMm.
(B pea. PegepanbHoro 3akoHa oT 22.10.2014 N 313-93)

6. 3anpellaetca npoBedeHMe KIMHUYECKOr0 UCCNeaoBaHMS NeKapCTBEHHOro npenapata And MeauuuHCKOro
NPUMEHEHUs C y4acTMeM B KayecTBe NalUUeHTOB:

1) oeTen-cnpoT n aeTen, octaBumnxcsa 6e3 nonevyeHns pogutenen;

2) XeHLWWH B nepmnod 6epeMeHHOCTH, XKEHLLMH B NEPUOL TPyOHOr0 BCKapMIIMBaHWUS, 3a MCKIIOYEHWEM Cry4aes,
€Ccnn NpoBOAUTCSA KIMHMYECKOE WCCreAoBaHUE JeKapCTBEHHOrO mnpenapara, MpefHa3HaAYeHHOro ANns  yKasaHHbIX
XKEHLUMH, NpY yCNOBUKN HEOHXOOMMOCTM MOMyYeHUs MHOpPMauUMM TOMbKO BO BpeMsi MPOBELEHUS COOTBETCTBYHOLLMX
KNMMHUYECKNX UCCIEeL0BaHUN N MPUHSTUS BCEX HEOBXOAMMBIX MEP MO UCKITIOYEHUIO pUCKa HAHECEHNSI BPEAA KEHLLMHE B
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nepuop 6epemMeHHOCTH, XXeHLUUHe B Nepuo rpyaHoro BCKapMnmMBaHus, nrogdy nnu pebeHxky;

3) BOEHHOCMyXaluMX, 3a WCKIMIOYEeHMEeM CryyYyaeB NPOBEAEHWS KIMHUYECKOrOo WUCCNEedoBaHWs reKkapCTBEHHOro
npenapara, cneumansHO pa3paboTaHHOro A4S NPUMMEHEHWS B YCNOBUSAX BOEHHbIX 4ENCTBUN, Ype3BblYalHbIX CUTyaLun,
NpOUNaKTUKN U NeveHns 3aboneBaHMn 1 MOpaXeHUn, MOSyYeHHbIX B pesynbTaTe BO3AEeWCTBUS HebnaronpusTHbIX
XMMUYECKMX, Ouonormyeckmx, pagmaumoHHbIX ¢akTopoB. KnvHMYeckoe wccrnegoBaHWe Takoro — fekapCTBEHHOro
npenapata MOXeT MNpPOBOAUTLCH C Y4YacTUEM B Ka4vyeCcTBE MAUMEHTOB BOEHHOCHYXalmx, 3a WCKIYEHUEM
BOEHHOCNYXaLUMX, NPOXOAALUMX BOEHHYK cnyxby Mo npusbiBy, C cobniogeHnem TpebGoBaHWIN, YCTaHOBMEHHbIX
HacToswmm PegeparnbHbIM 3aKOHOM B OTHOLLEHWM FPaXKOAaHCKMX Nl

4) cOTPYAHMKOB NPaBOOXPaHUTENbHbLIX OPraHoB.;

5) nuu, oTbbiBalOLWNX HakasaHWe B MecTax nueHus cBobofbl, a Takke Nul, HaxogsAWwMXCs MNo4 CTpaxen B
CNeACTBEHHbIX n3onaTopax.

7. Donyckaetcs npoBefeHWe KIMHUYECKOTO UCCNEAOBaHUA NEKapCcTBEHHOro npenaparta Ans  MeauuMHCKOro
NPUMEHEeHWs, NPeAHa3HaYeHHOro As NeYyeHns NCuXnyecknx sabonesaHni, ¢ y4actmeM B KayecTse MauMeHTOB nuu C
NCUXMYECKMMM 3aboneBaHnsMK, MPU3HAHHbIX HeaeecrnocobHbIMM B MOPSAKE, YCTAHOBNEHHOM 3aKOHOOATENbCTBOM
Poccuickon ®egepauun. KnuHuyeckoe nccnegoBaHve NekapcTBEHHOrO npenapata B 9TOM Cryvyae npoBoAuTCHA npw
HanuyMn cornacus B NMCbMEHHON PopMe 3aKOHHbIX NpeAcTaBuUTENEN YKa3aHHbIX N,

Cratbss 44. Ob6sA3aTenbHoe CTpaxoBaHUe XW3HW, 300pOBbA NauueHTa, ydacTBywwero B  KIWHUYECKOM
ncenegoBaHnMm nekapcTtBeHHOro npenaparta and MmeguumHCKOro npuMmeHeHund

(B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusaums, nonyyuBlIas paspelleHne Ha OopraHuv3aumio NpoBedeHUsT KITMHWUYECKOro wuccregoBaHust
neKkapCTBEHHOro npenapara Ans MeauLUMHCKOro npuMeHeHus, obs3aHa B KayecTBe CTpaxoBaTens CTpaxoBaTb PUCK
NPUYMHEHUs Bpeda XWU3HW, 300POBbIO0 MauMeHTa B pesynbTarte MpoBeAeHUs  KIMHUYECKOro uccnenoBaHus
nekapcTBeHHOro npenapara And MeAMUUHCKOrO MNPUMEHEHWs 3a CBOW CYeT MyTeM 3akmioveHus Jorosopa
0653aTeNbHOro CTpaxoBaHums.

2. ObbeKkTOM 0b6sA3aTENbHOrO CTPaxXOBaHWS SABMSETCH WMMYLLECTBEHHbI WHTEpPeC nauueHTa, CBA3aHHbIA C
NpuUYMHEHNEM Bpeda €ero >XW3HW WNWM 300pOBbl0 B pesynbTare nNpoBedeHUs  KITMHWYECKOro  uccnegoBaHus
nekapcTBeHHOro npenapata Ans MeguumHCKoro NpUMeEHeHNs.

3. CTpaxoBbIM crly4yaeM No AOroBopy 0643aTenbHOro CTpaxoBaHWsa SABNSETCA CMepTb NauneHTa unu yxyaweHue
€ro 340pOoBbs, B TOM YuCrie BriekyLlee 3a cobon yCTaHOBNEHNE MHBANUAHOCTU, NMPU HaNMynM MNPUYUHHO-CrEACTBEHHOMW
CBSA3M MeXAy HacTynneHmeMm 3Toro cobbiTMs M yyacTMeM nauueHTa B KNMHWMYECKOM WUCCregoBaHUWM fekapCTBEHHOro
npenapara.

4. TpeboBaH/a O BO3MELLEHUWN Bpeda, NPUUMHEHHOTO XKM3HW WM 300POBbIO MauMeHTa, NPeabsBNSTCS B
TeYeHne CPOKOB UCKOBOW AaBHOCTU, YCTAHOBIEHHbIX MPaXKAaHCKMM 3aKOHOOATENbCTBOM.

5. Paamep cTpaxoBow BbinnaTbl N0 JOrOBOPY 00A3aTeNbHOro CTPaxoBaHNs COCTaBnseT:

1) B cnyvae cMepTy naumeHTa ABa MUNNnoHa pybnen Ha Kaxgoro nauueHTa, y4acTBOBaBLUEro B KIMHWYECKOM
nuccrnegoBaHuM nekapcTBEHHOMo Npenapara;

2) npu yxyaweHun 340poBbA naumneHTa:

a) noBnekwem 3a cobon ycTaHOBMEHWe MHBaNMAHOCTM | rpynnbl, OAMH MUINMOH MATLCOT ThicAY pybnen Ha
KaXx[oro nauueHTa, y4acTBOBaBLUEro B KNIMHUYECKOM UCCIEA0BaHUN NeKapCTBEHHOIO npenapaTa;

6) noBnekwem 3a cobon yctaHoBNeHne nHBanuaHocTu |l rpynnbl, OAMH MUAMWOH pybren Ha Kaxaoro nauueHTa,
y4acTBOBaBLLErO B KIMHUYECKOM UCCIef0BaHUN fNiekapCTBEHHOro npenaparTa;

B) NoBnekwem 3a cobow yctaHoBneHne nHeanugHocTu Il rpynnel, NTBCOT ThiCAY pybnen Ha Kaxgoro naumeHTa,
y4acTBOBAaBLLErO B KNMHWYECKOM UCCrefoBaHUN fiekapCTBEHHOro nNpenapaTa;

r) He NoBrekweMm 3a coboN yCTaHOBMNEHUS UHBANMOHOCTW, He Oonee 4em Tpucta ThicAY pybnen Ha Kaxgoro
nauveHTa, y4acTBOBaBLUErO B KIMMHUYECKOM WCCrefoBaHUW feKkapCTBEHHOro npenapaTa, UCXoAdst U3 HOpMaTWBOB,
OTpaxaloLLMX XapaKkTep 1 CTeNneHb NMOBPEXAEHNS 300POBbSA, a Takke (PakTUYeCKM MOHECEHHbIX MauMeHTOM pacxonos,
BbI3BaHHbIX NMOBPEXAEHNEM 300POBbS, Ha MEAVNLMHCKYIO MOMOLLb, MPUobpeTeHne NnekapcTBEHHbIX NpenapaTos.

(nn. "r" B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 nons 2015 roga. - PegepanbHbii 3akoH 0T 22.12.2014 N 429-03.

7. Cpok poroBopa 06s13aTefnbHOro CTpaxoBaHusa He MOXeT ObiTb MeHee, YeM CPOK MpPOBefEeHUs KIMHUYECKOro
nccriefoBaHuA NeKkapCcTBEHHOro npenapara.

8. Ycnosus porosopa 0653aTenbHOro CTpaxoBaHUs, B TOM 4YuChe CTpaxoBble Tapudbl Mno obssaTenbHoMy
CTPaxoBaHWiO, nNepeyvyeHb HeobOXOAMMbIX [OKYMEHTOB [Afs OCYLUECTBMEHWS CTPaxOoBOW BbiMfaTbl, MNOPSAAOK
YyCTaHOBIMEHUSA CcTpaxoBaTenemM UHAMBUAyanbHOro MAEHTUMUKALMOHHOIO Koda naumeHTa, nopsgok MHGopMupoBaHus
cTpaxoBaTenem CTpaxoBLUMKa O MPUBMEYEHHbIX K KIMHUYECKOMY WCCNedoBaHWIO NeKapCTBEHHOro npenaparta Aans
MeOULMHCKOro NPUMEHEHNS NaumneHTax, MopsaoK ynnatbl CTPaxoBOW NpeMuu, nopsagok peanusauumn onpegeneHHbIX
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

HacToswmm PegeparnbHbIM 3aKOHOM 1 ApyruMu dedeparnbHbIMU 3aKOHaM1 nNpaB U 0683aHHOCTEN CTOPOH MO [OroBOpy
obs3aTenbHOro CTpaxoBaHus, a Takke HOpMaTMBbI, OTpaXcarlliMe XapakTep M CTeneHb MOBPEeXOEHUs 300pOoBbS,
yCTaHaBMNMBakTCs TUMOBLIMU NpaBuiaMm ob693aTenbHOro CTpaxoBaHus.

(B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

9. B cnyyae npuvuMHeHUs Bpeda XWM3HU naumeHTa, Yy4yacTBOBaBLIErO B  KIMHWMYECKOM  UccnegoBaHuu
nekapcTBEHHOro npenapaTa, BblrogonpuobpeTarensMnm nNo [OroBopy 06SA3aTenbHOro CTPAxOBaHWs  ABMSKOTCA
rpaxaaHe, UMeloLLMe NpaBo Ha BO3MELLEHVe Bpeaa B Crydyae CMepTuM KOpMuIibLa B COOTBETCTBUWN C rpaOaHCKUM
3aKoHO4aTerbCTBOM, MPU OTCYTCTBUU TaKUX rpadkaaH - poauTenu, cynpyr, AeTW ymepLuero nauueHTa, yy4acTBOBaBLUEro
B KIMMHMYECKOM WCCNeaoBaHMU IeKapCTBEHHOro npernapaTta, B clnyyae CMepTu naumMeHTa, y4yacTBOBaBLUEro B
KIMHWYECKOM MccnenoBaHuy nekapcTBEHHOro npenapara U He MMeBLLEero CaMOCTOATENbHOrO Aoxoda, - rpaxpaHe, Ha
WXXAMBEHUM KOTOPbIX OH HAXOAUICSH, B OTHOLLIEHUM BO3MELLEHUSA pacxodoB Ha norpebeHne nauneHTa, y4acTBOBaBLLEro
B KITMHUYECKOM MCCrefoBaHMU NekapCcTBEHHOro npenapara, - NMUUOo, NOHeCLlee TakMe pacxoabl.

10. CtpaxoBas Bbinfata B CYeT BO3MELLEHUS Bpeda, MPWYMHEHHOrO >KW3HW nauveHTa, Yy4YacTBOBAaBLUEro B
KMMHMYECKOM MCCreaoBaHMM NeKapCTBEHHOrO npenaparta, pacnpegenseTcda Mexgy Bblrogonpuobperarensmu
NPONOPLMOHarnbHO UX KONMYECTBY B PaBHbIX AOMAX.

11. lpu HacTynneHun CTPaxoBOro cnyvas MauueHT, Yy4acTBOBaBWWWA B  KIIMHWYECKOM UCCNefoBaHUu
neKkapCTBEHHOro npenapara, BbirogonpuobpeTarterns Bnpase npeabsBUTb HENOCPEACTBEHHO CTPaXOBLUMKY TpeboBaHue
0 BO3MeLLeHMU nNpuynHeHHoro Bpeaa. CTpaxoBas Bbinnarta oCyLLECTBSAETCS CTPaXOBLUUMKOM B TeYeHWe Tpuauat AHewn
CO [OHA npefcTaBneHns HeobXoauMMblX LOKYMeHTOB. [lauueHT, y4yacTBOBaBLWWA B KIMHUYECKOM WCCIEeLoBaHWM
neKkapcTBEHHOro npenapara, unu BbirogonpuobpeTtatens o06s3aH COOGWMTb CTPaxOBLUMKY ANS  OCYLLEeCTBNEeHUs
CTPaxoBOW BbINMaThl UHAUBMAYaNbHbIN WAEHTUMUKALMOHHLIA KOO nauueHTa, YCTaHOBMEHHBLIW CcTpaxosBaTenem B
COOTBETCTBMM C TUMOBbLIMMW NpaBunaMmy 06a3aTenbHOro CTpaxoBaHUS.

12. o nonHoro onpegenexHvs pasmepa noanexawero BO3MELLEHUIO Bpeda CTPaxOBLUMK MO  3asBMEHUIO
nauveHTa, y4yacTBOBaBLUErO B  KIMHWYECKOM WCCrefOoBaHUW NEKapCTBEHHOrO npenaparta, Wnuv  3asBrneHuto
BblrogonpuobpeTtaTtens BnpaBe OCYLWECTBUTb YacTb CTPaxOBOW BbiNfaTbl, COOTBETCTBYIOLWY  haKTUYECKU
onpeaerieHHon 4acTu NpuYMHEeHHOro Bpeaa.

13. CrpaxoBas BbiMnaTa B COOTBETCTBUM C [AOroBOPOM 06s3aTenbHOro CTpaxoBaHUsS OCYLLECTBNAETCA
He3aBMCMMO OT BbINMAaT, MPUYUTAOLLMXCA N0 APYTUM BUAAM CTPaxoBaHus.

14. He gonyckaeTcsa y4acTve nauueHTa B NpoBeaeHNU KIMHUYECKOro UccneaoBaHns NekapcTBEHHOro npenaparta
npu OTCYTCTBUM AOroBopa 0683aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a WCMOSIHEHWEM oOpraHu3auven, MonyyMBlUEN paspelleHne Ha opraHuM3auuio npoBedeHus
KNMWUHWYECKOrO WUCCrefoBaHNA TeKapCTBEHHOro npernaparta Anf  MeAUUMHCKOro  MPUMEHEHUs, YCTaHOBIEHHOM
HacTosilen cTaTbein 0b6a3aHHOCTM MO 0b6A3aTenbHOMY CTPaxOBaHWIO KU3HW, 300pOBbS MauMeHTa, Yy4yacTBYHOLLEro
(yyacTBOBaBLUErO) B KIIMHUYECKOM WCCneaoBaHUM NeKapCTBEHHOrO npenaparta, OCyLEeCTBASeTCH YMNONTHOMOYEHHbIM
degepanbHbIM - OpraHOM  UCMONMHWUTENbHOW — BriacTW, BblAaBUMM  paspelleHne Ha npoBedeHue  KIMHUYECKUX
nccriefoBaHU NekapcTBEeHHbIX NpenapaToB AnS MeOULMHCKOTO NPUMEHEHNS.

Mnaea 8. NIPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
CtaTbsa 45. NMpon3BoACTBO NIEKAPCTBEHHbLIX CPEACTB

1. NMpoun3BOACTBO NEKAPCTBEHHbIX CPEACTB [OOMKHO COOTBETCTBOBAaTb TpebOOBaHMAM NpaBunl Hagnexaien
NPON3BOACTBEHHOW MPAKTUKK, YTBEPXKOEHHBIM YMNOSIHOMOYEHHbIM (hbeaepanbHbIM OpraHOM MCMOMHUTENBHOW BRAcTMy.
OcobeHHOCTM Nepexoaa NPon3BOACTBA OTAEMbHbIX NEKApCTBEHHbIX CPEACTB K MX MPOM3BOACTBY B COOTBETCTBMMU C
TpeboBaHNsIMM NPaBUN Haanexallen NPOM3BOACTBEHHON MNPaKTUKU ycTaHaenueatoTcsa [paBuTensctBoM Poccuiickon
depnepaumn. Bolgada 3aknodeHUii 0 COOTBETCTBMM MPOU3BOAUTENS] NEKAPCTBEHHLIX CPEACTB TpebOoBaHWSM MpaBun
Hagnexaller NpoV3BOACTBEHHOW MPaKTUKM OCYLLECTBNSETCA MO pe3ynbTaTaM MHCNEKTUPOBAHMSA MNpOou3BOaUTENEN
NeKapCTBEHHbIX CPEACTB B NOpsiAke, yCcTaHoBreHHOM [lpaBuTtenbctBom Poccuiickon depepaumn. Pasamep nnatbl 3a
Bbldauvy 3aKkSIFO4YEHMS O COOTBETCTBMM MNPOU3BOAMTENS JEKAPCTBEHHbLIX CPEACTB TpebOoBaHWSM MpaBunl Hagnexailen
NPOn3BOACTBEHHOW NPaKTUKK ycTaHaBnueaeTtcs [lpaButensctBom Poccuiickon depepauun. MNopsigok opraHmusaumm u
NpoBeAEeHUs1 UHCMEKTMPOBAHMUS NPOU3BOAMTENEN NEeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHMSM NpaBun
Haanexalluen NpoM3BOACTBEHHOM NPaKTUKKN ycTaHaBnueaeTcs MNpaBuTtensctBoM Poccuiickon ®epepauumu.

(B pea. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2. Tpon3BoacTBO NEKapCTBEHHbIX cpeacTB B Poccunckon degepaumm OCYLLECTBMASETCS NPOU3BOAUTENSMM
NEKapCTBEHHbIX CPeAcCTB, WMEKWMMN JULEH3NO Ha MPOU3BOACTBO JEKApCTBEHHbLIX cpeacTB. [loaTeBepxaeHve
COOTBETCTBMS IMLEH3naTa npasunam Hagnexawien npou3BOACTBEHHON MPaKTUKM OCYLLECTBASIETCA B paMKax
NMLIEH3NOHHOIO KOHTPOSIS B COOTBETCTBUM C 3akoHogaTenscTtBoM Poccuiickon ®egepaunm ¢ y4eToM OCOOEHHOCTEN,
yKa3aHHbIX B 4acTu 1 HacTosALLEN CTaTby.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

3. lpon3BOACTBO fNeEKapCTBEHHbIX CPEACTB OCYLWEeCTBNSAeTCA C cobnogeHnem TpeboBaHWM  MPOMBILLNIEHHOMO
pernameHTa, KOTOPbIA YTBEPXXAAETCHA PyKOBOAUTENEM NPON3BOAUTENST JIEKAPCTBEHHBLIX CPeACTB W BKIo4YaeT B cebs
nepeyeHb MCNonb3yemMbix oapMaLeBTUYECKMX CyOCTaHLUMIA M BCroMOraTeNibHbIX BELECTB C YKa3aHWEM Konun4yecTBa
Kagoro mM3 HuX, aHHble 06 Mcnonb3yeMoMm o6opyaoBaHMM, ONMCaHWe TEXHOMOrM4yeckoro npouecca M MeTOLOB
KOHTPOSIA Ha BCEX dTanax Npou3BoACTBa NEKapCTBEHHbIX CPEACTB.

4. Ipn NpoM3BOACTBE NEKAPCTBEHHBLIX CPEACTB UCMNONb3YTCA bapmaueBTUYeckne cybcTaHuum, BKMOYEHHbIE B
roCyJapCTBEHHBIN PeecTp NIeKapCTBEHHbIX CPEACTB, 3a UCKMYeHMeM apMaLeBTUYeckux cybcTaHuuin, Npon3Boanmbix
Ons NpoBeAeHnNs KIMHUYECKNX uccrnedoBaHuin u anga akcnopta. K npoueccy npou3BoacTBa (hpapmaueBTUYeCcKon
cybCcTaHuun oTHOoCATCA ntobble CTagum TEXHOMOrMYEecKoro npouecca, MOo3BONALWME MOMYYNTb TOTOBBLIM MPOAYKT,
cooTBeTCTBYOWMNA TpeboBaHnaM dapMakonenHon cTtaTtbl, B TOM uucne epMeHTaumsi, SKCTpakumsl, O4YUCTKa,
BblAeneHue, nepekpucTannmnsaumsi, BolCyLLMBaHUE, N3MENbYEHNE.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. TlepeveHb nEeKapCTBEHHbIX MpenapaTtoB AN MEOULMHCKOrO MNPUMEHEHUS, B  OTHOLLUEHUM KOTOPbIX
yCTaHaBnmBatoTcs TpeboBaHMs K 00beMy Tapbl, YNakoBKE M KOMIMIIEKTHOCTU, MepeyYeHb eKapCTBEHHLIX NpenapaToB
05151 BETEPMHAPHOIrO MPUMEHEHUS, B OTHOLLEHUN KOTOPbIX YCTaHaBnuBalTCA TpeboBaHWs k oObemy Tapbl, a Takke
TpeboBaHus K 06BEMY Tapbl, yNAKOBKE M KOMMMEKTHOCTU NEeKapCTBEHHbIX NpenapaToB ANg MeOULUHCKOrO NPUMEHEHUS,
TpeboBaHNst kK 0ObeMy Tapbl JlekapCTBEHHbLIX MpenapaToB AN BETEPUHAPHOrO MPUMEHEHUS onpenensoTcs
COOTBETCTBYIOLUMN  YMONTHOMOYEHHBIMU  (befeparnbHbiIMM  OpraHaMyM  UCMOMHWUTENBHOM  BnacTM B MOpPSAKe,
ycTaHoBneHHoM [NpasutenscTBoM Poccuiickon deaepavmm.

(vacTb 4.1 B peq. PenepanbHoro 3akoHa oT 14.12.2015 N 374-93)

KoHcynbTaHTlnoC: npumeyaHue.
C 1 anBapsa 2017 roga PenepanbHbiM 3akoHoMm oT 03.07.2016 N 261-P3 ctatbsa 45 gononHaeTcss HOBOW 4acTbio
4.2. Cm. TekcT B ByayLuen pegakuum.

5. 3anpeLaeTca Nnpon3BoacTBO:

1) nekapCTBEHHbIX CPEACTB, He BKIIOYEHHbIX B rOCYAapCTBEHHbI peecTp NekapCTBEHHbIX CpeacTB, 3a
WCKITIOYEHMEM NeKapCTBEHHbIX CPeacTB, MPOM3BOAUMBIX ANA NPOBEAEHMS KITMHUYECKUX UCCNea0BaHUA 1 ANs 9KCNopTa;

2) dhanbcnrLMpPOBaHHbIX NNEKAPCTBEHHbIX CPEACTB;

3) nekapCTBEHHbIX CpeAcTB 6e3 NMLUEeH3NM Ha NPON3BOACTBO NEKapCTBEHHbIX CPEACTB;

4) nekapcTBEHHbIX CPEACTB C HapyLleHMeM MpaBuil OpraHuW3auMuM NPOM3BOACTBA W KOHTPONS KavecTBa
neKapCTBEHHbIX CPeACTB.

6. MNpn BBOAE NeEKapCTBEHHbIX CPEACTB B rpaaaHCKuiA OBOpOT YNOMHOMOYEHHOE fMLUO MNpOou3BOAMTENS
neKapCTBEHHbIX CPEACTB OCYLUECTBNSET MOATBEPXKAEHWE COOTBETCTBMSA IEKapCTBEHHbIX CpeacTB TpeboBaHWAM,
YCTaHOBIIEHHbIM MPWU NX rOCY4AapCTBEHHON perncTpaumu, U rapaHTMpyeT, YTO ekapCTBEHHbIe CPeacTBa Npon3BeaeHbl B
COOTBETCTBMU C TpeboBaHMAMN NPaBun Haanexallen NPON3BOACTBEHHON MPAKTUKW.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. YNONMHOMOYEHHbIM NULIOM NPOU3BOAUTENNS NEKapCTBEHHbIX CPeACTB ABNSAETCA ero paboTHWK, aTTECTOBaHHbLIN B
YCTaHOBIIEHHOM YMNOMHOMOYEHHbIM defepanbHblM  OpraHoM  MCTONMHUTENbHOW BRacTu Nopsiake M MMEeKLWuid cTax
paboTbl He MeHee YeM NsATb NneT B obnactu nNpom3BoAcTBa M (MNM) KOHTPOMS KavecTBa NeKapCTBEHHbIX CpPeacTBs,
BbiCLLEee 0bpa3oBaHMe COOTBETCTBEHHO MO OAHOM U3 cneunanbHOCTen U (MM) OOHOMY W3 HanpaBfieHU MOArOTOBKU:
Buonorna, BMoTexHonorns, BeTepuHapus, KMMHWYecKkas MeavuuHa, pagumaumoHHas, xumudeckas u  Buonornyeckas
3awuTa, hapmauusi, pyHaaMmeHTanbHast MeauLmHa, XMMuyeckasi TEXHOMNOMUS, XUMUSL.

(vacTb 7 B peq. PepepanbHoro 3akoHa ot 22.10.2014 N 313-$3)

8. MNpounsBoanTenn nekapcTBEHHbIX CPEACTB MOryT OCYLUECTBMATb MNPOAAXy reKapCTBEHHbIX CPEACTB Mnu
nepeaaBaTb UX B YCTAHOBEHHOM 3aKoHoAaTenbCTBOM Poccuiickon ®Penepaumm nopsake:

1) ApyrMm Nnpom3BoanNTENSAM NEKapCTBEHHbIX CPEACTB ANA NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;

2) opraHv3aumam ONTOBOW TOProBfv NeKapCTBEHHbIMU CpeacTBamu;

3) anTeyHbIM opraHM3aLunsaM, BETEPMHAPHBIM anTeYHbIM OpraHu3auusiM, UHAMBMAYaANbHbIM NpeanpuHMMaTensm,
NMEIOLLMM NULIEH3MI0 Ha hapMaLeBTUYECKYIO AEATENbHOCTb UMW NULEH3NI0 HA MEOULIMHCKYHO OESTENbHOCTD;

4) Hay4HO-UccneaoBaTeNbCKMM OpraHM3aumnsamM A HayvyHo-nccneaoBaTenbckon paboTs;

5) MeaMLMHCKUM OpraHn3aumsm 1 BeTepuMHapHbIM OpraH1M3auunsamM;

6) opraHv3aumaM, OCyLLEeCTBMAIOWNM pa3BedeHne, BblpalliMBaHne U COAep)aHne XNBOTHbIX.

CrtaTbsa 46. MapkupoBka nekapCTBEHHbIX CPeACTB
1. JlekapcTBeHHble npenapaTbl, 3a WUCKIYEHUEM NEKapCTBEHHbIX MPenapaToB, W3rOTOBMEHHbLIX anTeyYHbIMU

opraHnsaumamm, BeTepnHapHbIMMN anTe4YHbIMU OpraHn3aumamMmmn, ntHoneuagyarnbHbIMU nNpeanpuHnMaTtenamm, MMmerwmnmMmin
JIMUEH3UIK0 Ha (bapMaU,eBTVI‘-IeCKYIO 0eATEeNIbHOCTb, OO0JDKHbI NOCTYNaThb B o6pau.|,eH|/|e, ecnu:
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(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

1) Ha MX NEPBUYHON yNaKkoBKe (3a MCKIHOYEHMEM MEPBMYHON YMAKOBKU JIEKAPCTBEHHBLIX pPacTUTENbHbLIX MpenapaToB)
XOpOWO YMTaembiM LWPUAPTOM Ha PYCCKOM A3bIKE YyKasaHbl HaMMEHOBaHWE FeKapCTBEHHOIO npenaparta
(MexgyHapogHoe HenaTeHTOBaHHOE, UMK IPYNMUPOBOYHOE, UMM XUMMUYECKOE, UMM TOProBOE HaMMEHOBaHME), HOMeEp
cepuu, gata Bbinycka (4ns MMMYHOOMOMOrMYecKnx NeKapCTBEHHbIX MpenapaToB), CPOK FO4HOCTM, LO3MPOBKA UMK
KOHLEHTpauus, 06beM, aKTMBHOCTb B eANHMLAX OENCTBUS MW KONIMYECTBO J03;

(B pea. ®enepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2) Ha ux BTOPUYHOW (MOTPEOMTENBCKOWN) YNakoBKE XOPOLLIO YMTAeMbiM LIPUEGTOM Ha PYCCKOM S3bIKE YyKasaHbl
HaVMEHOBaHWe IeKapCTBEHHOrO npenaparta (MeXgyHapogHoe HenaTeHTOBaHHOe, WKW rPynnMpOBOYHOE,  UIU
XUMUYECKOE 1 TOProBOE HaMMEHOBAHWS), HAMMEHOBaHME NPON3BOAMUTENS NIEKAPCTBEHHOIO npenapaTta, HOMEpP Cepuu,
JaTa Bbinycka (419 UMMYyHOBMONOrMYecknx NnekapcTBEHHbIX NpenapaTtoB), HOMEP PEerucTpaumMoOHHOIO YAOCTOBEpPEHNS,
CPOK rofHOCTN, CNocob NpUMEHeHUs, A03UPOBKa MUIN KOHLUEHTpauusi, 06beM, akTUBHOCTb B e€AuHUULAax Aencteust nnbo
KONMMYeCcTBO 03 B YMaKOBKE, NIEKAPCTBEHHas bopma, YCnoBus OTMNycKka, YCIOBUS XpaHeHUsl, npegynpeauTerbHble
Haanmcum.

(B peqa. PepepanbHbix 3akoHOB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2. dapmaueBTU4eckmMe CcybcTaHUMM OOMKHbLI NOCTyNaTh B oOpalleHne, eCnmn Ha Ux NEPBUYHON YNakOBKE XOPOLLIO
YynTaembIM LIPUETOM Ha PYCCKOM A3bIKE yKaszaHbl HauMeHoBaHMe dapmaleBTUYeckon cybcTaHuum (MexagyHapogHoe
HenaTeHToBaHHOE, WNW TPYNNnMPOBOYHOE, WMNN XUMUYECKOEe W TOProBoe  HauMMEHOBaHWs), HauMMeHOBaHWe
npoussoguTens dapMmaleBTUYeCcKon cybCcTaHUMM, HOMEp cepun M gaTa M3roTOBMEHMS, KONMYECTBO B YMaKOBKE U
€VHWLIbI U3MEPEHNsT KONMYECTBa, CPOK FOAHOCTU U YCIOBUS XpaHEHNs.

(B pean. PenepanbHoro 3akoHa ot 22.12.2014 N 429-903)

3. JlekapcTBEHHbIE CPeACTBa B KQYECTBE CbIBOPOTOK AOSMKHbBI NOCTYNaTh B oOpalleHMe C yKasaHUEM >KUBOTHOTO,
N3 KpOBW, Nfa3mMbl KPOBU, OPraHOB M TKaAHEW KOTOPOro OHWU MOMyYeEHbI.

4. Ha BTOpMYHYIO (MOTPEOMTENBCKYH0) YNAKOBKY FIeKapCTBEHHbLIX CPEACTB, NOMyYEeHHbIX U3 KPOBM, Mra3mbl KPOBW,
OpraHoB M TKaHel 4enoBeka, [OMXHa HaHocuTbcA Haanuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta C u
NOBEPXHOCTHLIN aHTUreH Bupyca renatuta B oTcyTcTByoT".

5. Ha nepBuyHyt0 ymakoBKy W BTOPWYHYK (MOTPEOMTENbCKYO) YNakoBKY  pagvodapMaueBTU4EeCKnx
NeKapCTBEHHbIX CPeACTB A0JMKEH HAHOCUTLCS 3HAK pagMaLMOHHOW ONacHOCTU.

6. Ha BTOpuyHylo (NOTPedOMTENbCKyHD) YMaKoBKY TFOMeOnaTU4eCKMX FeKapCTBEHHbIX MNpenapaTtoB [AOJSKHa
HaHocuTbCS Hagnuek: "FomeonaTuyeckmin”.

7. Ha BTOpUYHYO (NOTpebuTenbCcKyto) yNnakoBKY NeKapCTBEHHbIX pacTUTENbHbBIX NPenapaToB AOSMMKHA HAHOCUTLCS
Hagnuce: "MNpoaykuuna npoluna pagnaumoHHbIN KOHTPOnb".

8. Ha nepBu4yHylo ynakoBKy (ecrnm And 3TOr0 CywlecTByeT TexHMYeckas BO3MOXHOCTb) M BTOPUYHYIO
(MOTPEbUTENBCKYI) YNakoBKY NEKapCTBEHHbLIX NpPenapaTtoB, MpPeAHA3HAYeHHbIX AN KIMHUYECKUX WUCCreaoBaHunm,
JOMmKHa HaHOCUTbCA Haanuck: "Ona KNMMHWYECKNX nccneaoBaHuin”.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. YnakoBka NneKapCTBEHHbIX CPeAcTB, MpefHa3HaYeHHbIX WCKIMIOYUTENBbHO ANA  3KCMopTa, MapkupyeTcs B
COOTBETCTBMM C TpeOOBaHMAMU CTpaHbI-uMnopTepa.

10. Ha TpaHCnOpTHYK Tapy, KOoTopasi He npegHasHadyeHa nAns notpebuTtenen M B KOTOPYH MOMELEHO
neKkapcTBEHHOE CPeACTBO, AOIMKHA HAHOCUTBLCS WHOpMaUMs O HaMMEHOBaHWW, CEpPUM FIEKAapPCTBEHHOro CpPeacTBa,
[aTe BbINycka, KONMUYECTBE BTOPUYHBLIX (MOTPEOUTENBCKMX) YMAKOBOK NEKapCTBEHHOrNO CpeacTBa, NpousBoauTene
NeKkapcTBEHHOro CpeAacTBa C ykazaHMEM HauMMEHOBaHWSE UM MEeCTOHaxOXAEeHWs NPOU3BOAUTENS NeKapCTBEHHOro
cpenctea (agpec, B TOM Yucne cTpaHa u (unn) MecTo MpoM3BOACTBa JIEKApCTBEHHOrO CpeacTBa), a Takke O Cpoke
rogAHOCTM NIEKAapCTBEHHOIO cpeacTBa U 06 YCNOBMSX €r0 XpaHEHMST N NepeBO3kKu, Heobxoaumble NpeaynpeamnTeribHble
HaAMMCK U MaHUNYIATOPHbBIE 3HAKM.

11. Ha nepBuyHyto ynakoBKy W BTOPUYHYIO (MOTPeOMTENbCKyl0) YMaKOBKY HeKapCTBEHHbIX CPeAacTB Aans
BETEPMHAPHOro NPMMEHEHWs AOMKHa HAHOCUTBLCS Haanueb: "[na BeTepnHapHOro NnpuMeHeHns".

12. Ha BTOpUYHYto (NOTpebuUTENbCKYI0) YNaKoBKY NeKapCTBEHHOMO NpenapaTta HaHOCUTCS LUTPUXOBOW Kog,.

_ Inaea 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUMCKYIO ®ELQEPALIMIO U BbIBO3 NNEKAPCTBEHHbLIX CPEACTB
N3 POCCUNCKOU ®EOQEPALIUUA

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratbsa 47. lNopsaaok BBO3a nekapCTBEHHbIX cpedcTB B Poccuiickyio depnepaumio M BbiBO3a fNeKapCTBEHHbIX
cpencTtB u3 Poccuinckon depepaumm
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeacTB B Poccunckyio degepaumio OCyLLEeCTBASETCH B nopsgke, YCTaHOBNEHHOM
MpaButenbctBOM Poccuiickon degepauunmn, B COOTBETCTBUN C TAMOXEHHbLIM 3aKOHOA4ATENTbLCTBOM TaMOXEHHOro Ccok3a
B pamkax EBpA3OC (nanee - TaMOXeHHbIN CO03) U (MNn) 3akoHoAaTenbcTBOM Poccuiickon defepaumm o TaMoXXeHHOM
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aene.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. BBo3aumble B Poccuiickyto Pepepauunio  nekapCTBEHHble cpeactBa  AOSMKHbl  ObiTb  BKIKOYEHbI B
rocyapCTBEHHbIN PEECTP NEeKapCTBEHHbIX CPEACTB.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. [HonyckaeTtca BB03 B Poccuiickyto ®defepaumio KOHKPETHOW MNapTUM  3aperucTpupoBaHHbIX U (Mnn)
He3aperMcTpUpOBaHHbIX JIEKaPCTBEHHbBIX CPEACTB, NPEeAHA3HaYeHHbIX AN MPOBEAEHUS KITMHWYECKUX WCCrefoBaHWi
nekapCTBEHHbIX MpenapaTtoB, MNPOBEAEHMS  9KCMepTu3bl  NIEKApCTBEHHbIX CPEeACTB  Afs  OCyLeCTBreHus
rocyapCTBEHHOWN perncTpaumm nekapCTBEHHbIX NpenapaToB Uin Afs okasaHus MegULMHCKON MOMOLLM MO XKU3HEHHbIM
NMOKa3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBaHMM paspelleHusl, BblAaHHOMO YMNOSHOMOYEHHbIM defeparnbHbIM
OpraHoM UCMOSMTHUTENBLHOM BNACTU NO 3asiBNIEHNAM NUL, ykasaHHbIX B cTaTbe 48 HacTtoswero ®enepanbHOro 3akoHa.
PaccMoTpeHne Takoro 3asiBMEHUS U MPUHATUE PELUEHUS O Bbidaye paspelleHMsl Ha BBO3 KOHKPETHOM napTum
3aperncTpmpoBaHHbIX U (MNW) HE3APErMCTPUPOBAHHbIX NEKAPCTBEHHbLIX CPeACTB, MpefHa3HaYeHHbIX ANs NPOBEAEHUS
KNMMHUYECKUX WUCCIeJOBaHUM NeKapCTBEHHbIX MpenapaToB, NMPOBEAEHUSA 3KCMEepTM3bl NEKapCTBEHHbIX CPeAcTB Aris
OCYLLECTBMEHNS TOCYAApPCTBEHHOW perucTpauuMmM IeKkapCTBEHHbIX MNpenapaToB WM Ana oKasaHus MeOULMHCKON
MOMOLLM MO XM3HEHHbIM MOKa3aHWsIM KOHKPETHOro naumeHta nubo o6 oTkase B Bbldaye yKa3aHHOro paspelueHus
NpOM3BOAATCA B CPOK, He MpeBbllaloWwmi NSt paboumx gHen. MNnata 3a Bblgady Yka3aHHOTO paspelleHusl He
B3MMaeTCs.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4. B Poccuiickyto degepaumio MOXHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBA, KauyeCTBO KOTOPLIX MOATBEPXOEHO
cepTMdUKaTOM NMPON3BOANTENS NEKAPCTBEHHBLIX CPEACTB, YAOCTOBEPSIOLUM COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX
cpencts TpeboBaHWsaM apMakonenHblX cTtaTerd nMbo B cryyae WX OTCYTCTBUS HOPMaTUBHOW AOKYMEHTauuMum unm
HOPMaTUBHOIO JOKYMEHTA.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

5. 3anpewaetca Beo3 B Poccunckyto depepaumio  anbCuUpULUMPOBaHHBLIX  NIEKAPCTBEHHBIX  CPeacTB.,
HeJoOpOoKayYeCTBEHHbIX JIEKAPCTBEHHbBIX CPEeACTB, KOHTpadhakTHbIX JIEKAPCTBEHHbBIX CPEeACTB.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-3)

6. ®danbcmduuMpoBaHHble NEeKapCTBEHHble CpeacTBa, HenobpokavyecTBEHHbIE NeKapCTBEHHble CcpeacTBa
nognexaTr M3bATUI0O W NocneaylLlemMy YHUYTOXEHUIO Mnn BbiIBO3Y M3 Poccuiickon depepauumm, KoHTpadakTHble
nekapCTBEHHbIE CPEACTBA - U3BbATUIO M MOCNEOYIOWEMY YHUUTOXEHUIO. YHUYTOXEHME unu BbiBO3 M3 Poccuiickon
depepaummn  anbCPUUNPOBAHHBIX NEKAPCTBEHHbLIX CPEACTB, HeJOOPOKAYEeCTBEHHBIX JIEKAPCTBEHHbIX CPEAcCTB,
KOHTpadaKTHbIX NEeKapCTBEHHbIX CPEACTB OCYLLIECTBNSAETCA 3a CYeT nvua, OCyllecTBMBLUEro ux BBO3. [lopsagok
YHUUTOXEHUSA U3bATBIX (hanbCnULMPOBaHHBLIX FEKAPCTBEHHbIX CPeacTB, HeobpOoKayeCTBEHHbLIX JFEKapPCTBEHHbIX
CpeAcTB, KOHTpadaKkTHbIX NEKAapPCTBEHHbIX CPeacTB ycTaHaBnmBaeTcs NpasutensctBom Poccuiickon ®epepauun.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Nuua, ocywectensowme BBo3 B Poccuinckyio ®efepauunio anscnuLUmMpoBaHHbIX NeKapCTBEHHbIX CPeacTs,
HeJ0OpOKayYeCTBEHHbIX JIEKAPCTBEHHBIX CPEACTB, KOHTPAaKTHBIX JIEKapCTBEHHbIX CPEACTB, HECYT OTBETCTBEHHOCTb B
COOTBETCTBMM C TAMOXEHHbIM 3aKOHOA4ATENbCTBOM TaMOXEHHOro cowsa U (Mnu) 3akoHoZaTenbCTBOM Poccuimckon
depepaumm 0 TaMOXEHHOM gere.

(B pea. PegepanbHoro 3akoHa oT 06.12.2011 N 409-93)

8. BbIBO3 nekapcTBeEHHbIX CpeacTB u3 Poccuiickon Pepepaumm ocyLlecTBnsieTcss 6e3 NPUMEHEHUST OrpaHUYEHUI,
YCTaHOBIMEHHbIX TAaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cot3a M (Mnu) 3akoHopaTenbCcTBoM Poccuinckon
depepaumm o rocyaapCTBEHHOM PEryrMpoBaHUN BHELLHETOPIOBOWN AeATENBHOCTY.

(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 25.11.2013 N 317-03, o1 22.12.2014 N 429-$3)

CraTtba 48. lOpuanyeckme nuua, KOTOPLIM paspeLleH BBO3 flekapCTBeHHbIX cpeAcTs B Poccuiickyto ®egepauuio
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTtBa B Poccuiickyto Pefepaumto MoryT BBO3UTb:
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nponsBogmMTENM NEKapCTBEHHbIX CPEACTB AN Lenen CO6CTBEHHOIro NPOM3BOACTBA NIEKAPCTBEHHbIX CPEACTB;

2) MHOCTpaHHble pa3paboTyUMKM NEeKapCTBEHHbIX CPEACTB W MHOCTPaHHble MpOu3BOAUTENU JEeKapCTBEHHbIX
CcpencTs Unv Apyrue lopugnyeckme nuua no nopyydeHuio paspaboTymka fekapCTBEHHOIO CpeacTBa Ansi NPOBeAeHUs
KMUHWYECKUX UCCNEdOBaHUA  NekapCTBEHHOrO MpenapaTa, OCYLUECTBMEHUS  roCcydapCTBEHHOW  perncrpaumu
neKkapcTBEHHOrO npenapara, BKoveHUs dapmaLeBTUYeckon cybcTaHLMM B rOCyAapCTBEHHbIN PEECTP NEeKapCTBEHHbIX
CPeaCTB, KOHTPOMS KAaYyecTBa fIeKapCTBEHHbIX CPEACTB MPU HanMMyMM paspeLleHnst YNoNTHOMOYEHHOro dheaepanbHoro
opraHa MCMOJSTHNTENBHOW BNAacTu Ha BBO3 KOHerTHOI7I napTun nekapCTtBeHHbIX CPeacTs;

3) opraHn3aumm onToBOW TOProBny fekapCTBEHHbIMW CPeaACcTBaMu;

4) HayuyHo-UccrnegoBaTernbCkMe opraHusauun, obpasoBaTenbHble OpraHusauuMu Bbiclero obpasoBaHus,
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NPON3BOAMTENN NEeKapCTBEHHbIX CPeACTB And paspaboTkv, uccrnegoBaHW, KOHTpons 6e3onacHOCTH, KayecTsa,
3(PPEKTUBHOCTN NEKAPCTBEHHbLIX CPEACTB MPU Hanuyuuu paspellueHns YNoriIHOMOYEHHOro dhefepansHoro opraHa
NCNoMHMTENBbHOW BNacTu;

(B pea. PegepanbHoro 3akoHa oT 02.07.2013 N 185-93)

5) MeauLMHCKMe opraHn3aumu, nHble ykasaHHble B NMyHKTax 1 - 4 HacTOsILLEN cTaTby OpraHu3auumn ansg okasaHusi
MEOULMHCKON MNOMOLLM MO XMU3HEHHbIM MOKa3aHMAM KOHKPETHOro nauuMeHTa npu  HanmuMuemm  paspelleHus
YMOJSTHOMOYEHHOro defeparnbHOro opraHa WCMONMHUTENbHON BracTW Ha BBO3 KOHKPETHOM MapTUWM fekapCTBEHHOro
npenapara, BblJAHHOMO B YCTaHOBMEHHOM MopaaKke B popmMe 3MeKTPOHHOro AOKYMEHTa, MOoAMMCaHHOro YCUITeHHON
KBanMUUMpPOBaHHOW SMNEKTPOHHOM NOANMUCHIO.

(B pea. PegepanbHoro 3akoHa oT 12.03.2014 N 33-$3)

Ctatbsa 49. [lokymeHTbl, npeacTaBnsemMble B TaMOXeHHble opraHbl Poccuiickon ®epepauuun npu BBO3e
nekapcTBeHHbIX cpeacTB B Poccuiickyto Penepauuto
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. MNpu BBO3e nekapCTBeHHbIX cpedcTB B Poccuiickyto Pegepaunio B TaMOXeHHble opraHbl Poccuinckon
degepaummn Hapsgy € AOKYMEHTaMu, NpefcTaBfieHMe KOTOpbIX NPeayCMOTPEHO TaMOXEHHbIM 3aKOHOA4ATeNbCTBOM
TamoxxeHHoro cotosa u (Mnu) 3akoHogaTen,cTBOM Poccuiickon depepaumm 0 TaMOXEHHOM Aene, NpeAcTaBnstoTcs
crnegyowmne JOKYMEHThI:

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudmkaT npomsBOAUTENS FEeKapCTBEHHONO CPEeACTBa, YAOCTOBEPSIOWMNA COOTBETCTBUME BBO3UMOIO
nekapCcTBEeHHOro cpeactBa TpebosaHuaAM dapmMakonemHom crtatbM nMBO B Criydyae ee OTCYTCTBUS HOPMAaTUBHOW
OOKYMeHTauum unum HopMaTUBHOIO JOKYMEHTa;

2) paspeLueHne ynonHoOMoYeHHOro dheeparnbHOro opraHa UCNoNHUTENBHOWM BIacTu Ha BBO3 KOHKPETHOW MnapTum
rniekapCTBEHHOro CPeACTBa B Cryyasix, YCTaHOBMEHHbIX YacTbio 3 cTaTbun 47 HacToswero PenepanbHOro 3akoHa.

2. [JokyMeHTbI, YKkasaHHble B NyHKTax 1 1 2 yactn 1 HacTodaLWen cTaTbn, NPeaCcTaBNATCS B TAMOXEHHbIE OpraHbl
Poccuickon ®egepaunn npm npubbiTumn nekapcTBeHHbIX cpedcTs B Poccuiickyto ®egepauuio.

(B pea. PegepanbHoro 3akoHa oT 06.12.2011 N 409-93)

Crtatbsa 50. BB03 nekapcTtBeHHbIX NpenapatoB B Poccuiickyto ®efepaumio Ans IMYHOrO UCMNOMNb30BaHUA U UHbIX
HEKOMMEPYECKNX Liener, a Takke ANst UCMOMb30BaHNs Ha TEPPUTOPUM MEXAYHAPOAHOIrO0 MEANLIMHCKOrO Knacrepa
(B peqa. PepepanbHbix 3akoHoB oT 06.12.2011 N 409-93, ot 29.06.2015 N 160-d3)

1. JlekapcTBeHHble npenapaTbl MOryT ObiTb BBe3eHbl B Poccuiickyto ®depepaumo 6e3 yyeta TpeboBaHum,
nNpeaycMoTpeHHbIX Yactamu 1 -4 ctatem 47, ctatbammn 48 n 49 Hactodwero denepansHOro 3akoHa, €crnv OHU
npegHasHadeHbl Ans:

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) NMYHOroO Mcnosnb3oBaHWUS PUINYECKMMU NNLAMK, NprnbbIBLIMMK B Poccunckyto Pegepaumto. Npn aTom BBO3 B
Poccuiickyto denepaumio  NekapcTBEHHbIX MpenapaTtoB, COAEPXalUX CUMbHOO4ENCTBYHOWME U (MnK) S00BUTbIE
BELLECTBA, BKIMIOYEHHbIE COOTBETCTBEHHO B CMUCOK CUIMbHOAEWCTBYIOLIMX BELEeCTB AN  Lenen  YrorioBHOro
3akoHoaaTenscTBa Poccunckon depepaumm 1 B CNMCOK SO0BUTLIX BELECTB AN Lenen yronoBHOro 3akoHofaTenbcTea
Poccuiickon ®epepauuu, yteepxaeHHole MNpaButensctBoMm Poccuiickon ®depepauumu, ocyLlecTBnsieTcs npyu HanuMyuum
OOKYMEHTOB (3aBEpPEHHbIX KOMUA JOKYMEHTOB WM 3aBEPEHHbLIX BBLIMMCOK M3 HUX), NOATBEPXOAKLWMX Ha3Ha4veHue
PU3MYECKOMY ULy YKa3aHHbIX JEeKapCTBEHHbIX MpenapaToB (3a MWCKIHYEHMEM JIEKapCTBEHHbIX MNpenaparos,
3aperncTpmpoBaHHbiX B Poccunckon depepauum n otnyckaembix B Poccuitickon ®depepaumm 6e3 peuenta Ha
nekapcTBeHHbIN Npenapar). MNoaTeepxaatoLme JOKYMEHTbI (MX 3aBEPEHHbIE KONUW UMK 3aBEPEHHbIE BbINMUCKA U3 HUX)
OOIMKHBI coaepaTb CBeAeHWUs 0 HAMMEHOBAHWM U KONMYECTBE Ha3HaA4YeHHOro NekapCTBEHHOro npenapata. B cnydae,
€Cnv MNOATBEPXKAALWMNE [OOKYMEHTbI (UX 3aBEPEHHbIE KOMUW UMW 3aBEPEHHbIE BLIMUCKA U3 HUX) COCTaBMEHbl Ha
WHOCTPaHHOM $A3bIKe, K HAM NpuraraeTcsl HoTapuanbHO 3aBEPEHHBIN MeEPEBO, Ha PYCCKUI A3bIK;

(n. 1 B pea. ®egepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) ucnonb3oBaHWsA pPabOoTHUKaAMKU OUNNOMATUYECKOro Kopryca Wnu NpeAacTaBuTENsaMUM  MeXOyHapOOHbIX
opraHunsauui, akkpeanToBaHHbIX B Poccuiickon depepaumm;

3) nevyeHuss naccaXkMpoB M YNEHOB SKUMaXeW TPaHCMOPTHLIX CPEeACTB, Moe3fdHblx Opurag v BoauTenewn
TpaHCMOPTHLIX cpeacTs, NpunbbiBLINX B Poccuickyto defepaumio;

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHNst y4aCTHUKOB MeXOYyHAPOAHbIX KyNbTYPHbIX, CIOPTUBHBIX MEPONPUSTUN U YH4ACTHUKOB MEXOYHAPOAHbIX
akcneamuny;

5) neyeHns KOHKPETHLIX XXMBOTHbLIX B 300MapKax, a Takke XUBOTHbIX, BBO3UMbIX B Poccuiickyto ®enepaumio ans
y4acTusi B CNOPTUBHbIX U 3pENULLHBIX MEPONPUATUSAX;
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(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6) MCnonb3oBaHWA Ha TEPPUTOPUN MEXOYHapPOAHOrO MEANLIMHCKOrO KrnacTepa.
(n. 6 BBeaeH PegepanbHbIM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnyyasx, npegycMOTpeHHbIX YacTbio 1 HacTosdwen ctatbn, gonyckaetcs BBO3 B Poccuiickyio depepaumio
nekapCcTBEHHbIX NpenapaToB, He 3apercTpupoBaHHbIX B Poccuinckon ®egepaumu.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHble Npenapartbl, NpeAHa3Ha4YeHHble Ans ryMaHUTapHON NOMOLLM (COAENCTBMSA) MK MOMOLLM Mpu
ypesBbl4anHbIX cUTyaumsx, BBO3ATCA B Poccuiickyto Pegepaumio B nopsake, ycrtaHoBneHHoMm [paBuTensCcTBOM
Poccuinckon ®epgepauun. 3anpewaetca BBo3 B Poccunckyio degepauunio He3apermcTpupoBaHHbIX NEKapPCTBEHHbIX
npenapaTtoB, npefHasHa4YeHHbIX AfS FYMaHWTapHOW MNOMOLWM (COAENCTBMSA) UMM MOMOLLM MpU  Ype3BblYanHbIX
cuUTyauusix.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratbsa 51. CoTpyaHudecTBO dhegepanbHOro opraHa MCMOSHUTENbHOW BIiacTv, YMOJTHOMOYEHHOro B obnactu
TaMOXeHHOro gena, n gpyrux ynofiHOMoO4YeHHbIX q)e,u,epaanblx opraHoB WCMNONHUTENBHOM BNacTn

1. YnonHomoueHHble denepanbHble opraHbl WCMOMHUTENbHOW BNacTM NPedoCTaBnsloT B pacrnopsikeHue
defepanbHOro opraHa UCNOMHUTENBHOWM BIACTU, YNOTHOMOYEHHOIO B 061acTh TaMOXEHHOTO [erna, rocyaapCTBEHHbIV
peecTp NekapCTBEHHbIX CPeACTB, a Takke MHOPMAaLUUIO O BblAaHHbLIX paspelleHUAX Ha BBO3 KOHKPETHOW napTum
nekapCTBEHHbIX CPeACTB B Cly4asix, yCTAHOBIEHHbIX YacTbio 3 cTaTtbu 47 HacToswero degepanbHOro 3akoHa.

2. ®depepanbHbli OpraH WCMONHUTENbHOM BRAcTW, YMOMHOMOYEHHbI B 06facTM  TaMOXeHHOro gena,
WMHOPMUPYET yKasaHHble B 4YacTu 1 HacTosien CTaTbu YMNONTHOMOYEHHblE (hbefepanbHble OpraHbl UCMOMHUTENbHOW
BNacTM O BBO3€ NeEKapCTBEHHbIX cpeAcTB B Poccunckyio defepaumio U BbIBO3€ NEKapCTBEHHbIX CpPeacTB U3
Poccuiickon ®enepauuun no oopmMe 1 B nopsifke, KOTopble ycTaHoBMneHbl MNMpasutensctBoM Poccunckon ®enepauun.

(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-93)

naea 10. PAPMALIEBTUYECKAS OEATENBHOCTb
Cratbsa 52. OcyuiectBneHme hapmaleBTUYECKON OEATENBHOCTU

1. ®apmaueBTMyecKkasl AeATENbHOCTb OCYLLIECTBMSETCS OpraHu3aumsiMm OMTOBOW TOPrOBMM JE€KapCTBEHHbLIMM
cpeactBaMn, anTevyHbiMM  OpraHvM3auusiMK, BEeTEpPUHAPHbBIMW  anTeYHbIMWU  OpraHuM3auusMuK, WUHAUBUAYaNbHbIMU
npeanpuHMMaTensiMm, UMeLLMMY NNLEH3NI0 Ha dhapMaLeBTUYECKYIO OeATENbHOCTb, MEOULIMHCKUMM OpraHn3aLmsamu,
UMEKLMMN  NIULEH3NI0  Ha (apMaueBTUYECKYylD [AeATenbHOCTb, M WX 000COONEHHbIMW  noapasgeneHnsa Mmn
(ambynatopusimu, henbawepckuMmm n enbaepcKo-akyLLEPCKUMN  NMYHKTaMK, LeHTpaMu (oTaeneHusamu) obLuen
BpayebHOM (CeMeNHOW) NpaKTUKK), PacrofioXEHHbIMU B CEITbCKMX HACEeNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYHOT
anTeyHble oOpraHu3auun, M BETEPUHAPHbIMKM OpraHu3aumnsMn, UMEKLLMMU JNULEH3UI0 Ha  dhapMaueBTUYECKYHO
[EeATenbHOCTb.

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. ®usmdeckme nvua MOryT OCYLLECTBNSATb hapMaLeBTUYECKYID OEATENbHOCTb MPU HanMM4YuM BbICLLETO UMK
cpeaHero papmaueBTMYeckoro obpasoBanns 1 ceptudmkara cneumanncTa, BbICLIETO WKW CpefHero BeTEPUMHAPHOro
obpasoBaHMs W cepTudumkata cneunanucta, a Takke BbICLIErO WM CpeaHero MeauumMHCcKoro obpasoBaHus,
cepTudukata crneymanucrta M AOMOSTHMTENBHOro NpodeccuoHanbHOro obpasoBaHUs B YacTU PO3HUYHOW TOProBMU
neKkapcTBEHHbIMM MnpenapataMmy nNpu  ycrnoBunm ux paboTtel B 060COGMNEHHbIX MoApasfeneHusax  MeauUMHCKMX
opraHunsauui, ykasaHHbIX B 4acTn 1 HacTosiLen cTaTbMm.

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 27.07.2010 N 192-93)

Cratbs 53. lNpogaxa, nepegava fekapCTBEHHbIX CPeACTB OpraHM3auusiMu OMNTOBOM TOProBfM JEeKapCTBEHHbIMU
cpencresamu

OpraHusauum onToBOW TOProBNU NEKapCTBEHHbLIMU CPeACTBAaMM MOTYT OCYLLECTBNATL NpoAaxy nekapCTBEHHbIX
CcpencTB WY nepefaBaThb MX B yCTAHOBNIEHHOM 3akoHoAaTenbcTBoM Poccuiickon ®egepauny nopsigke:

1) OpyrvM opraHv3aumsiM ONTOBOW TOProBNW fIEKApCTBEHHLIMU CPEACTBaMU;

2) NpoM3BOAUTENSIM NEKAPCTBEHHbIX CPEeACTB ANs1 Liefiell NPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB;

3) anTey4HbIM OpraHn3aumsiM 1 BeTepUHaAPHbIM anTe4YHbIM OpraHM3auusm;

4) Hay4HO-UccneaoBaTenbCKUM OpraHmM3aLmaM Ansg HayYyHo-uccnegoBaTensckon paboThbl;

5) nHamBuAyanbHbIM NpeanpuHMMaTensM, MMeLWMM MULUEH3NI0 Ha (bapMaueBTUYEeCKY0 AeATeNbHOCTb Mnu
NLIEH3MIO HA MEOUNLIMHCKYIO OESATENBHOCT;

6) MeanLUMHCKMM OpraHvM3aunsiM, BEeTepUHapHbIM OpraHM3aumsam;
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7) opraH13aumsaM, OCyLLEeCTBASOLWMM pa3BedeHne, BbipallmBaHue 1 CoaepaHue XUBOTHbIX.
Cratbsa 54. [NpaBuna onToBOW TOProBnu NeKapCcTBEHHbIMU CpeacTBamMm

OnTtoBas TOpProeris NekapCcTBEHHbIMWU CPEACTBAMU OCYLLECTBSIETCS NPON3BOAUTENSMN JNEKAPCTBEHHbBIX CPeaCTB
U opraH13auusiMy onTOBOW TOProBNM NEKAPCTBEHHLIMK CPEeACTBAMM MO NMpaBunam Hagnexailein AUCTPUBLIOTOPCKON
NpaKTWKX 1 NpaBunam Hagnexallen NPpakTUKN XpPaHeHWs U MepeBO3KM JIEKapCTBEHHbIX MpenapaToB, YTBEPXAEHHbLIM
COOTBETCTBYHOLLUMM YMONTHOMOYEHHBIMU cheaepanbHbIMU OpraHamy UCMOSNTHUTENBHOWM BNacTy.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 55. MopAaok po3HUYHON TOProBNY NekapcTBEHHbIMK NpenapaTamu

1. Po3HM4Hasa TOProBns fekapCTBEHHbIMU MpenapataMyM B KOMMYECTBaX, HEOOXOOUMbIX AMsi BbIMNOMHEHUS
BpadeOHbIX (henbawepcknx) Ha3Ha4YeHNN UM HasHavYeHU cneunanucToB B obnactM BeTepuHapun, OCyLLECTBSETCH
anTeYyHbIMU OpraHn3aumMsaMu, BeTEPUHAPHbIMU anTEYHbIMU OpraHn3aLmsaMm, MHOMBUOYanNbHbIMU NpeanpuHMMaTensiMu,
UMEILLUMUN NIMLIEH3UIO HA hapMaLEBTUYECKYIO OeATENBHOCTb, MEAULMHCKMMU OpraHn3aumsaMmn, UMELMMA  STIMLEH3NIO
Ha hapMaLeBTUYECKYIO AEATENLHOCTb, M X 060COBNEHHbIMY Nogpa3aeneHnamMm (amoynaTtopusiMmm, penbaLepckumm 1
denbaLIepcKo-aKyLLepCKMMM  MyHKTaMW, LUeHTpamu (oTaeneHusmn) obwen BpadyebHOM (CEMENHOW) NpakTuku),
pacnonoOXeHHbIMU B CENbCKUX HACENEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHusauuun, u
BETEPVMHAPHBIMM  OpraHM3auusaMn, MMEKLWMMM JMLEH3NI0 Ha dapMaueBTUYecKkylo adesTenbHocTb. PaspeleHa
pO3HUYHAasA TOProBMs TONbKO NEKapCTBEHHbIMM NpenapaTamu, 3aperucTpupoBaHHbiMn B Poccuiickon ®epepauun mnu
W3rOTOBMEHHBIMW aNTEYHbIMU OpraHu3auuaMn, BeTEepPUHAPHbIMKM  anTeYHbIMXM  OpraHM3aumsiMyM, WHOMBUOYaNbHbIMU
npeanpyHMMaTtensMyM, UMEKLWUMM  JNUMLEH3NI0  Ha  dapMaueBTUYECKY0 OeATenbHOCTb. PoO3HMYHasi Toprosns
nekapCcTBEHHLIMU MpenapaTtaMy OCYLUECTBISETCS MO NpaBuiam Hagnexallen anTe4yHOW NPaKTUKK, YTBEepPXOEHHbIM
YNOSTHOMOYEHHbIM hefiepanbHbIM OpraHoM MCMOMHUTENBHON BRacTu.

(B peqa. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

2. Bugbl anTedHbix OpraHusauMi W npaBuna OTNyCcKa JeKapCTBEHHbIX NpenapatoB AN MeOULUHCKOro
NPUMEHEHNST anTeYHbIMU OpraHM3aLMaMu, WHOMBUAOYANbHBIMW MpPeanpuUHUMATENAMKY, UMEHLUMU  JIMLEH3UI0  Ha
apmMaLeBTUYECKYI0 OEATENbHOCTb, @ Takke npaBuna OTMyCcKa MeKapCTBEHHbIX MpenapatoB Ans MeaUUMHCKOro
NPUMEHEHNS MEOMLMHCKUMW OpraHvM3aumsiMM, UMeEKLWUMN NNLEH3NI0 Ha hapMaueBTUYECKYI0 OeSATENbHOCTb, U KX
060ocobneHHbIMM nogpasaeneHnaMmy (ambynaTopusamn, enbawepckuMm U denbalepcKo-akyLepPCKUMU NyHKTaMu,
LeHTpamn (oTaeneHusamu) oblien BpadebHOM (CeMeHON) MPaKTUKK), PacroSIOKEHHbIMU B CENbCKUX HaCEeNeHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3auuun, yTBepXaarTcs YNoNTHOMOYEHHbIM heaepanbHbIM OpraHoMm
NCNOSTHUTENBHOM BacTu.

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. lMpaBuna oTnycka HapPKOTUYECKMX CPeaCTB WM MCUMXOTPOMHbLIX BELLECTB, 3aperMcTpUpoBaHHbIX B KayecTBe
nekapCTBEHHbIX NpenapaToB, JIEKapCTBEHHbIX MPenapaToB, COAEPXalUMX HapKOTU4YeCKMe cpeactBa M MCUXOTPOMHbIE
BELLECTBA, yTBEPXKAAlTCs YNONMHOMOYEHHbIM ddeeparnbHblM OpraHoOM WCMOSNTHUTENbHOW BAAcTM MO COrNacoBaHWMIO C
degeparnbHbIM OpraHOM UCMOSNTHUTENBbHOM BNACTH, YNONMHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(B pea. PegepanbHoro 3akoHa oT 03.07.2016 N 305-93)

4. JlekapcTBeHHbIE NpenapaThbl A1s1 BETEPMHAPHOrO NPUMEHEHUS noanexaT OTNyCcKy BETEPUHAPHBIMU anTeYHbIMU
opraHu3aumsamMun, BeTepMHAPHLIMU OPraHn3auusaMn, MHOUBMAYaNbHBIMU NPeanpUHMMATENSMUA, UMEIOLWMMU JTMLEH3MNIO
Ha (apmaLeBTUYECKYD [OeATenbHOCTb. [lpaBuna oOTMnycka IeKapCTBEHHbIX MNpenapaTtoB Afs  BETEPUHAPHOro
NPYMEHEHMS YyTBEPXKOATCS YNONMHOMOYEHHbIM doejeparibHbIM OpraHoOM UCMONTHUTENbHOW BNACTU.

5. NepeyeHb MeOUUUHCKUX OpraHu3auui, UMELMX NULEH3NI0 Ha apMaueBTUYECKYy0 OesTeNbHOCTb, U KX
o6ocobneHHbIX noapasgeneHuin (ambynaTopun, enbawepckux u - penbawepcKko-akyLepcknux MyHKTOB, LIEeHTPOB
(oToeneHuin) obwen BpayebHoOM (CeEMENHON) NPAKTUKK), PACNONOXKEHHbIX B CETbCKMX HAaceNeHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTedHble OpraHuM3aumuM, a Takke MepedeHb JeKapCTBEHHbIX MpenapaTtoB (3a  MCKIHOYEHUEM
HaPKOTUYECKMX NTEKaPCTBEHHbIX MpenapaToB U MCUXOTPOMHbIX NIEKAPCTBEHHBIX MPenapaToB), Mpogaxa KOTOpbIX MOXeT
OCYLLECTBNATLCSA YKa3aHHbIMW OpraHn3aumsamMu n nx o6ocobneHHbIMM NnogpasgeneHmsamMu, yCTaHaBNnMBaroTCA opraHaMmuy
ncnonHuTenbHoM Bnactu cybbektoB Poccunckon ®egepaumn.

(B pea. PegepanbHoro 3akoHa oT 25.11.2013 N 317-93)

6. AnTeuHble opraHM3auuun, UHAuBMAyanbHble NpeanpuHMMaTenu, UMetoLLmMe NULEH3NI0 Ha apmMaueBTU4ecKyto
OesTenbHocTb, 0653aHbl 0becneunBaTh yTBEPXKAEHHLIN MNpaBuTenscTBoM Poccuiickon degepaumm 1 hopMupyembli B
YCTaHOBMNEHHOM UM MOpsSAKE MUHUMArbHbBIA aCCOPTUMEHT JIEKapCTBEHHbIX MPenapaToB, HEOOXOAMMbIX ANS OKa3aHus
MeANLIMHCKOM NMOMOLLIN.

(vacTb 6 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuHble opraHusauum, UHANBMAYanbHble NPeAnpUHUMAaTENM, UMEKOLLNE NULEH3NI0 Ha dapMaLeBTUYECKYHO

OesTenbHOCTb, Hapsgy C NeKapCTBEHHbIMM NpenapaTtaMmyM uUMmeloT npaeBo npuobpeTtaTb M NpogaBaTb MegUUMHCKME
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usgenus, aesnHouumpyoLlme cpeacTsa, npegMeTbl U cpecTBa NUYHOW TUIMEHbl, Nocyady Ans MeOUUMHCKUX Lenen,
npeaMeTbl U cpeacTBa, NpefHasHadeHHble Ans yxoda 3a 60MbHbIMW, HOBOPOXAEHHBIMWU W OETbMW, HE AOCTUMLUMMU
BO3pacTa Tpex feT, OYKOBYIO ONTUKY M CPEACTBa yxo4a 3a Hel, MMHepanbHble BOAbl, MPOAYKTbI le4ebHOoro, 4EeTCKOro u
ONeTNYeCcKoro NTaHms, BUonormyeckn akTuBHble OBaBKM, NapdOMEpPHbIE N KOCMETUYECKUe CPeacTBa, MeOULUHCKUE
N CaHWUTapPHO-MPOCBETUTENBHbLIE NeYaTHbIE U3aaHus, NpegHa3HavYeHHble AN nponaraHabl 340pOBOro obpasa KuU3Hu.

(B pea. ®enepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-93)

8. esTenbHOCTb anTe4vHbIX opraHunsaumn BoopyxeHHbix Cun Poccuiickon ®egepaunn, OpYrux BOWCK, BOMHCKMX
OpMMPOBaHWIA 1 OPraHoB, B KOTOPbIX 3akoHogaTernbcTBOM Poccuiickon ®Pepepaummn npegycMOTPEHO MPOXOXAeHWe
BOEHHOM cnyxbbl unu degepansHON rocyaapCTBEHHOW CNYx0Obl, CBA3aHHOW C MPaBOOXPaHUTENbLHON OeATENbHOCTbLIO,
pernameHTupyeTca Hactosawum degepanbHbIM 3aKOHOM U YyTBEPXKAEHHbIMM COOTBETCTBYHOLWMMN  beaepanbHbIMu
opraHamu WCMNOSHUTENbHOW Bnactu nonoxeHnsiMu. KoHTponb 3a coOMpeHWeM  ykasaHHbIMKW - anTeYHbIMU
opraHusaumMsMy  NonoxeHwn Hactoswero dedepanbHOr0 — 3aKOHa  OCYLLECTBMSIETCS  COOTBETCTBYHOLUMMMU
denepanbHbIMM OpraHamMu UCNONMHUTENBHOKW BNacTu.

(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 262-93)

Cratbsa 56. M3roToBneHne n oTnyck fiekapCTBEHHbIX NpenapaTos

1. N3roToBrneHMe mnekapCTBEHHbLIX MpenapaTtoB anTe4YyHbIMWU OpraHn3aumMsiMM, BeTepuHapHbIMK anTe4YyHbIMU
opraHusauusamu, VHOMBMAYanbHbIMWM  NpeanpvHUMaTensMi, WMEKWUMU  NUUEH3N0  Ha  dapMaLeBTUYECKYHD
[esATeNbHOCTb, OCYLUECTBNSAETCA MO peuentam Ha JeKapCTBEHHble npenapatbl, Mo TpebOoBaHWSAM MeOULMHCKUX
OopraHusauui, BeTepMHapHbIX OpraHnsauui B COOTBETCTBUM C NpaBuiaMy U3rOTOBIIEHUS U OTMyCKa NEeKapCTBEHHbIX
npenapaToB, YTBEPKAEHHBIMU YNONTHOMOYEHHBIM dbeaepanibHbIM OPraHOM UCNONHUTENBHON BNAcTuU.

2. [Mpn N3rotoBNEHNN NEKapPCTBEHHbLIX NpenapaToB anTeYHbIMXM OpraHuM3aunsamMu, BETEPMHAPHLIMU anTeYHbIMU
opraHusauuamu, VHOMBMAYanbHbIMKM  NpeanpvHUMaTensiMvM, WMEKWUMU  NULUEH3N  Ha  dapMaLeBTUYECKYHD
OesATenbHOCTb, MCNONb3YHTCA (hapmaueBTUYECKNEe CyOCTaHLMKU, BKITHOYEHHbIE COOTBETCTBEHHO B TOCY4APCTBEHHbIN
peecTp NekapCTBEHHbIX CPEACTB AN MeOULMHCKOrO MPUMEHEHMUS U rOCYAAPCTBEHHbIA PEECTP JNIEKAapCTBEHHbIX CpeacTB
0N BETEPUMHAPHOro MPUMEHEHUs B YCTAHOBIMIEHHOM nopsake. He pgonyckaeTcsa  W3roToOBMEHWE  anTeYHbIMU
opraHusaumsiMy, BeTepuHapHbIMM anTeYHbIMU OpraHn3aLmMaMm, MHOMBUAYANbHBIMW NPeAnpUHUMATENAMM, MMEKLWUMU
NNUEH3MIO Ha hapMaLEeBTUYECKYIO AeATENbHOCTb, NEeKapCTBEHHbLIX NpenapaTtoB, 3aperucTpuMpoBaHHbIX B Poccuinckom
denepaumm.

3. MapknpoBKa fekapCTBEHHbLIX NMpenapaTtoB, WU3rOTOBIEHHbIX anTEeYHbIMU OpraHu3auusMun, BeTepUHapHbLIMU
anTeYyHbIMU OpraHM3aLMaMu, HOUBUOYanbHBIMU NMpeanpUHUMaTENSAMUN, UMEIOLLMMN NIMLEH3NIO Ha (hapMaLEeBTUYECKYHD
OeATenbHOCTb, 1 OohopMneHne Takux npenapatoB [OIDKHbI COOTBETCTBOBATb MpaBuiaMm, YkasaHHbiM B 4actu 1
HacTosLWEN CcTaTbu.

4. AnTedyHble opraHusauuu, BeTepuvHapHble anTeudHble OopraHu3auuu, WHOuBMAyanbHble npeanpuHUMaTenu,
nmerLme NULEH3N0 Ha apMaueBTUYECKYHD OeATEeNbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobniogeHue npasBun
N3roTOBIEHUS 1 OTMYCKA NIEKApPCTBEHHbIX NpenapaToB B COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccuiickon Pegepaumm.

Cratbsa 57. 3anpelieHne npogaxu danbCcnrUMpoOBaHHbIX FNEKAPCTBEHHbBIX CPeacTB, HegobpoKayeCTBEHHbIX
neKkapcTBEHHbIX CPeACTB, KOHTPaaKTHbIX NNEKapCTBEHHbIX CPeacTB

I'Ipop,ama (baﬂbCI/I(bVILI,VIDOBaHHbIX JIeKapCTBEHHbIX CpPeACTB, He,El,06pOKa‘-leCTBeHHbIX JIeKapCTBEHHbIX CpeacTs,
KOHTpa(baKTHbIX JIeKapCTBEHHbIX CpeacTB 3arnpeLlaeTcd.

Cratbsa 58. XpaHeHue nekapCTBEHHbIX CpeacTB

1. XpaHeHWe neKapCTBEHHbIX CPEeACTB OCYLLECTBISIETCA MPOU3BOAUTENSMU  NEKAPCTBEHHbLIX CPEACTB,
opraHu3auMs M1 OMTOBOW TOProBnM NEKAPCTBEHHbIMU CPEACTBaMM, anTeyHbiMXM OpraHusauusMu, BeTepUHapPHbLIMM
anTeYHbIMU OpraHn3aunsMun, MHAUBUAYanNbHbIMW NPeanpUHMMaTENsSMU, UMEIOLLMMU FNIMLEH3NI0 HA dhapMaLeBTUYECKYHD
OEATENbHOCTb UNN FIULEH3NI0 Ha MEAMUMHCKYID AeATEenbHOCTb, MEAMLUMHCKMMW OpraHusauusiMn, BeTepuHapHbIMM
opraHM3aumMs MM U MHbIMW OpraHM3aunsiMK, OCYLLECTBRSWUMN obpalleHne rekapCTBeHHbIX CpeacTB. XpaHeHue
nekapCTBEHHbIX CpeacTB Afsl BETEPUHAPHOrO NPUMEHEHWUsI OpraHM3aumMsaMn U UHAMBUAYanNbHbIMU NpeanpuHUMaTensmMmu
B Cry4asix, ecfii OHW MCMONb3YITCA WCKMIOYMTENBHO MPU pasBeLeHUW, BblpaliMBaHUKW, COAEPXAHWUM W NEeYeHUn
YKMBOTHbIX, MOXET OCYLLIECTBNATbCA 6e3 NONyyYeHUss NULEH3MN Ha hbapMaLeBTUYECKYIO AEATENbHOCTb.

(B pea. PepepanbHoro 3akoHa oT 22.10.2014 N 313-93)

2. MNpaBuna XxpaHeHWsi NeKapCTBEHHbIX CPEACTB YTBEPXKOAOTCA COOTBETCTBYIOLWMUM  YNONHOMOYEHHbBIM
denepanbHbIM OpraHoOM UCMONHUTENLHOM BNACTU.

3. XpaHeHue HapKOTUYECKMX JIEKAPCTBEHHbIX CPEACTB, MCUMXOTPOMHbIX  JIEeKAapCTBEHHbIX  CPeacTs,
pagnodapMaLeBTUHECKMX JeKapCTBEHHbIX CPEACTB OCYLLECTBMSIETCA B COOTBETCTBUM C 3aKOHOLATENbLCTBOM
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

Poccuickon degepaumm.

Crtatbs 58.1. [pegMeTHO-KONTMYECTBEHHbIN YYET NEKapCTBEHHbLIX CPEACTB AN MEAULMHCKOrO NPUMEHEHNS
(BBegeHa denepanbHbIM 3akOHOM OT 25.12.2012 N 262-03)

1. TepeyeHb neKkapCTBEHHbIX cpeacTs ans MeANLMHCKOro NpUMeEHEeHs, noanexatumx
npeamMeTHO-KONMYECTBEHHOMY YYeTy, yTBepXOaeTcs YNOMHOMOYEHHbIM dedeparnbHbiM  OpPraHOM  WCMOSIHUTENbHON
BMacTw.

2. INopsagok BKAOYEHUS fekapCTBEHHbIX CPeACTB ANS MeAUUMHCKOrO MPUMEHEHUS B MepeyveHb NeKapCTBEHHbIX
cpeacTs Ans MeOUUMHCKOrO MNPUMEHEeHWs, noanexalwimx npeaMeTHO-KONMMYECTBEHHOMY Y4YeTy, YCTaHaBnuBaeTcH
YMOSTHOMOYEHHbIM (hbefepanbHbIM OpraHoM MCNOMHUTENBHOW BriacTU MO COrnacoBaHWio € dedeparibHbiM OpraHom
NCMONHUTENBHON BracTh, yNONTHOMOYEHHbIM B cchepe BHYTPEHHMX Aen.

(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. [lMpeameTHO-KONMYECTBEHHBIN YYeT meKapCTBEHHbIX CPEeACTB ANA MEAVMLUMHCKOro NPUMMEHeHWs BeayT
Npon3BOAMTENY NEKaPCTBEHHbIX CPEACTB, OpraHn3aLumn oNTOBON TOPrOBWU flEeKapCTBEHHbIMU CPeACTBaMK, anTeyHble
opraHusauuu, uHansuayanbHble NPeanpuHUMaTenu, UMetoLLmne NUUEH3NIo Ha apMaLeBTUYECKYID AEeATENbHOCTb UMK
NUUEH3NIO Ha MEOWLUMHCKYI0 OedATeNnbHOCTb, W  MeAWUMHCKME opraHu3auuu, ocyllecTBrnsiiowme obpalieHuve
neKapCTBEHHbIX CPeACcTB AN MeANLIMHCKOrO NPMMEHEHWS, MyTeM perucTpauum nobbix CBSA3aHHbIX C MX obpalueHnem
onepaumni, Npy KOTOPbIX N3MEHAETCA NX KONIMYECTBO U (MNN) COCTOSAIHME, B CreumarnbHbIX JXypHanax ydyeta onepauui,
CBSI3aHHbIX C OOpalleHMeM neKkapCTBEHHbIX CPeACTB AN MeAMUMHCKOro npuMeHeHus (ganee - cneuumarbHble
XypHarnsbl).

4. MNMpaBuna peructpaumm onepaunn, cBA3aHHbIX C obpalleHneM neKapCTBEHHbIX CPeACTB Ans MeOULMHCKOro
NPUMEHEHUS, BKIMIOYEHHbLIX B NepeyeHb fNeKkapCTBEHHbIX CPeacTB AN MeOUUMHCKOTO MNPUMEHEHWs, MnoAnexalumx
npeamMeTHO-KONMYECTBEHHOMY YYeTy, B CreumanbHbIX XypHanax W npaBuia BeAeHVUS W XpaHeHWs crneumnanbHbIX
XYPHanoB yTBEPX4arTcs YNOMHOMOYEHHbIM dhedepanibHbIM OpraHoM UCMOSIHUTENBLHOWM BNacTu.

5. KoHTponb 3a cobniogeHnem npasun perucrpaumm onepauui, CBA3aHHbIX C obpalleHneM fekapCTBEHHbIX
cpeacTts Ans MeOUUMHCKOTO NPUYMEHEHWs, BKIIOYEHHbIX B NepedYeHb NeKapCTBEHHbIX CPeACTB ANA  MegUUUHCKOro
NPUMEHeHWs, NoANeXaLUmxX NpegMeTHO-KONMYECTBEHHOMY YYeTy, B CneumarnbHbIX XXypHanax, a Takke 3a cobniogeHvem
npaBun BedeHUs U XpaHEeHUs creuunanbHbIX XypHanoB BO3naraeTcs Ha YNONMHOMOYEHHble dedeparnbHble opraHbl
NCMONHUTENBHON BRAcTV M OpraHbl UCMOSIHUTENbHOW BNactu cybobektoB Poccuiickont ®enepaumu, OcCyLlecTBASIOLME
NMUEH3NpOBaHNe NPOM3BOACTBA JleKapCTBEHHbIX CpeacTB, hapmaueBTUYecKon AeATEeNbHOCTU W MeOULMHCKOW
AeATenbHOCTU, N OCYLLECTBASETCS B PaMKax MULEH3NOHHOIO KOHTPOrS.

Fnasa 11. YHU4TOXEHUE NIEKAPCTBEHHbIX CPEACTB
Cratbs 59. OcHOBaHUS U NOPSAOK YHUUTOXEHUS NIEKAPCTBEHHbIX CPEACTB

1. HepobpokayecTBeHHble rekapCTBeHHble CpeacTBa, (hanbcnuduunpoBaHHble nekapCTBEeHHble CpeacTBa
noanexar M3bATUIO U3 obpalleHns M YHUUYTOXEHMIO B Mopsiake, ycTaHoBrneHHom [lpaBuTenbctBom  Poccuiickon
®epepaumun. OcHoBaHWEM ANA YHUHTOXEHNS NeKapCTBEHHbIX CPEACTB ABMAETCS pellueHVe Brnagenbla neKkapCTBEHHbIX
CpeacTB, pelleHne COOTBETCTBYIOLLEro YMNOMHOMOYEHHOro deaepanbHOro opraHa WCMOMHWTENbHOM BRactu uvnu
pelueHue cyaa.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. KoHTpadakTHble NekapCcTBEHHblE CPeACcTBa NoanexaT U3bATUIO U3 OBpaLLEHUA U YHUYTOXEHMIO MO PELUEHUIo
cyna. MNopsaok YHWYTOXEHUS  KOHTpadpakTHbIX NeKapCTBEHHbIX CPeACTB  ycTaHaBnumeaetcsd [1paBuUTenscTBOM
Poccuinckon denepaumm.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Pacxogbl, cBA3aHHble C YHUUYTOXEHMEM KOHTpadakTHbIX feKapCTBEHHbIX CpPeAcTB, HeJobpoKkavyeCcTBEHHbIX
nekapCTBEHHbIX CPeacTB, PanbCcUULMPOBaHHbIX JIEKapCTBEHHbIX CPEACTB, BO3MELLAOTCH MX BNnagenbuem.

4. Bnageney nekapCTBEHHbIX CPEeACTB [AOMKEeH npeacTaBuTb B YNOMHOMOYEHHbIM hedepanbHbid  opraH
NCMNOMHUTENBHOW BracTu JOKYMEHT MW 3aBEPEHHYI0 B YCTaHOBMEHHOM MOPSAKE ero Konu, noarsepxgawowmne dakrt
YHUUTOXEHUS NekapCTBEHHbIX CpeacTB.

5. CooTBETCTBYHOLLMIA YNONTHOMOYEHHbIV ddeeparbHbI OpraH UCMOSTHUTENBHOW BNAcTU, MPUHABLLMIA pelueHne o6
YHUYTOXEHNM NEKapCTBEHHbIX CPEACTB, OCYLLECTBIAET KOHTPOSIb 38 UX YHUYTOXEHVEM.

6. YHMYTOXEHWEe NneKapCTBEHHbIX CPeACcTB MPOUM3BOAUTCS OpraHmsauusamn, WMMEHLWMMU COOTBETCTBYIOLLYIO
nuueHsnio, Ha cneumansHo 0bopyaoBaHHbIX Nrowaakax, NonMroHax 1 B cneumanbHO 060pyAoBaHHBIX NMOMELLEHUSX C
cobniogeHnem TpeboBaHWiA B 06nacTM OxpaHbl OKpyxalllelh cpegbl B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon denepaumm.

7. HapkoTuueckue nexkapcTBeHHble cpeacTsa, NCUXOTPOMHbIE nexkapcTBeHHble cpeacTsa,
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(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 12.11,2016

(c usm. u gon., BCTYN....

paguodapMaleBTUYECKME JIEKAPCTBEHHbIE CPEACTBA YHUYTOXAKTCA B COOTBETCTBUM C  3aKOHOOATENbCTBOM
Poccuiickon depepaumm.

Fnasa 12. TOCYOAPCTBEHHOE PErYNMPOBAHMUE LIEH
HA NEKAPCTBEHHbBIE NPENAPATbI ANA MEOAUWLUMHCKOIO NPMMEHEHUA

Cratbsa 60. Focyp,apCTBeHHoe perynmpoBaHne uUeH Ha JIeKapCTBeHHble npenapartbl And MeaguumHCKOro
NnpUMeHeHusA

[ocygapcTBeHHOE perynvpoBaHMe LEeH Ha NekapcTBeHHble npenapaTbl Ans MeguUMHCKOrO MNpUMEHEHMUs
OCYLLIECTBMSIETCS NOCPEACTBOM:

1) ytBepxaeHus [NpasuTtensctBoMm Poccuiickon ®epepaummn nepedHs KM3HEHHO HEOOXOAMMbBIX U BadKHEWLINX
nekapcTBEHHbIX NpenapaToB, KOTOPbIN cHOPMMPOBAH B YCTAHOBMEHHOM WM NOPSAKe HA OCHOBE KOMMMEKCHOM OLIEHKM
NeKapCTBEHHbIX MpenapaTtoB, BKMYas aHann3 CBeAEeHWA O CPaBHUTENbHOW KIMHUYECKON 3EKTUBHOCTN W
©e3onacHOCTN NeKkapCTBEHHONO CPEACTBA, OLEHKY OKOHOMUWYECKUX MOCMEACTBUA MPUMEHEHUSA FleKapCTBEHHOMO
cpencTBa v nsydeHne JonoSTHUTENbHbIX NOCNeACTBUN NPUMEHEHNSA NEKAPCTBEHHOIO CPeacTBa;

(n. 1 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBEPXKOEHUS METOAMKM YCTAHOBMEHUS MPOM3BOAUTENSAMWU FIEKAPCTBEHHbIX NpenapatoB NpeaenbHbIX
OTMYCKHbIX LleH Ha JfeKkapCTBeHHble MpenapaTtbl, BKIOYEHHbIE B MepeYeHb XM3HEHHO HEOOXOOUMbLIX U BaXKHEMLLMX
NeKapCTBEHHbIX NpenapaToB, a Takke BHeAPEHUs MEXaHM3MOB (POpMUPOBaHUSA CUCTEMBI peddEPEHTHbLIX LIEH;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) rocyaapCTBEHHON perncTpaumm yCTaHOBIIEHHbIX NPON3BOAMTENSIMU NIEKAPCTBEHHLIX MpenapaToB npeneribHbIX
OTMNYCKHbIX LEH HAa JNEKapCTBEHHble NnpenapaTbl, BKIYEHHbIE B MEPEYEHb XUIHEHHO HEOOXOAMMBIX W BaXKHEMLUUX
nekapcTBEHHbIX NpenapaTos;

4) BeOeHVs1 rocygapCTBEHHOINO peecTpa npefenbHbIX OTMYCKHbIX LeH MNPOM3BOAMTENEN Ha nekapCTBEHHbIE
npenapaTbl, BKIIIOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOOUMbIX M BaXKHEWLLNX NTEKAPCTBEHHbIX NPenapaTos;

5) yTBepxOeHus MEeToOMKM YCTaHOBMEHMSI OpraHaMu WCMONMHUTENbHOW BRactu cybbekToB  Poccuiickomn
depnepaumm npegenbHbIX pasMepoB ONTOBbIX HAA0aBOK U NpeAenbHbIX Pa3MepPOB PO3HMYHBLIX HaA0aBOK K DaKTUYECKUM
OTMNYCKHbIM LleHaM, YCTaHOBITEHHbIM NMPOM3BOAUTENSAMU NEKAPCTBEHHbIX NPENapaToB, Ha JeKapCTBEHHble npenaparhbl,
BKIMIOYEHHbIE B NePEYEHb XXM3HEHHO HEOOXOANMBIX N BXXHENLLUNX NEKapCTBEHHbIX NpenapaTos;

6) ycTaHOBNEHWs NpefernbHbIX pa3MepoB ONTOBbIX HAA40aBOK U NpefenbHbIX Pa3MepoB PO3HUYHBLIX HagbaBoOK K
daKTUYECKNUM OTMNYCKHbIM LieHaM, YCTaHOBMEHHbIM NPON3BOAUTENSMU NEeKapCTBEHHbIX NpenapaToB, Ha NekapcTBEHHbIe
npenapaTbl, BKITHOYEHHbIE B NepeYveHb XN3HEHHO HEOOXOOUMbIX M BaXKHEWLLNX FIEKApPCTBEHHbIX NPenapaTos;

7) yTBEPXOEHMSI NMopsiaka Bblgavv MpeanucaHuin opraHam WUCMONHUTENbHOM Bnactu cybbektoB Poccuiickon
depepaumm o npuBeaeHMM B COOTBETCTBUE C 3akoHOoAaTenbcTBOM Poccuiickon degepaumm peweHmin 06 yCTaHOBMEHUN
npegenbHbIX pasMepoB ONTOBbLIX HaAOABOK U NpeaenbHbIX PAa3MePOB PO3HUYHBIX HaA0aBOK K DAKTUYECKUM OTMYCKHbIM
LeHaM, YCTaHOBIEHHbIM NPON3BOAUTENSMM NEKapCTBEHHbIX NpenapaToB, Ha NeKkapcTBEHHbIE NpenapaThl, BKMOYEHHbIE
B NepeyeHb XN3HEHHO HEOOXOANMBIX U BXKHEWLLNX NEKAPCTBEHHLIX NPENapaToB, €CfM OHW MPUHATbI C HapyLUEHUEM
3akoHogartenbcTBa Poccuiickon ®efepauuu, B nopagke, yctaHoBneHHoM [NpasutensctBom Poccuinckon deaepaumu;

8) HanpaBneHns ynonHOMOYeHHbIM dhedepanbHbIM OPraHoOM UCMOSTHUTENBHOW BIIACTM OpraHamM MCMOMHUTENbHOWN
Bnactu cybwektoB Poccuickon depepauum npegnucaHnin O NpUBEAEHMM B COOTBETCTBME C 3aKOHOLATENTbCTBOM
Poccuiickon ®epepaunn npuHATBIX € HapylleHWeM 3akoHopdatensctBa Poccuiickon ®epepaumm pelleHun o6
YyCTaHOBMNEHUN NpeaesbHbIX pasMepoB ONTOBbLIX HAA0aBOK M NpeAenbHbIX pa3MepoB PO3HUYHbLIX HAA0aBOK K LeHaM Ha
nekapcTBEHHble npenapaTbl, BKIHOYEHHbIE B MEPEYeHb >XMU3HEHHO HEOOXOAUMbBIX W BaXXHEWMLIMX JeKapCTBEHHbIX
npenapaTos;

9) ocywecTtBnenns deaepanbHOro rocygapCcTBEHHOrO Hag3opa B cdepe obpalleHns NekapCTBEHHbIX CPEeACTB U
pernoHanbHOro rocyfapCTBEHHOrO KOHTPOMSA 32 NPUMEHEHNEM LEH Ha NeKapCTBEHHble npenapaTtbl COOTBETCTBEHHO
YNOMHOMOYEHHbIMU heaeparnbHbIMU OpraHamMn  UCMNOSMIHUTENBHOW BRacTU M OpraHamu  UCMOSNTHUTENbHOW BRacTu
cybvektoB Poccuiickon degepaumy COrnmacHo WX KOMMNETEHUUW B MOpPsSiAke, YCTaHOBMNEHHOM  [paBUTENLCTBOM
Poccuinckon denepaumu;

(n. 9 B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) npuMMeHeHus npenyCMOTPEHHbIX 3akoHoAaaTenbCcTBOM Poccuiickon depgepaumm Mep OTBETCTBEHHOCTM 3a

HapyLleHWe nopsaka LeHoobpa3oBaHUS Ha XXM3HEHHO HEOOXOAUMbIE N BaXKHENLLME NeKapCTBEHHbIE NpenaparThbl.

Cratbsa 61. FocygapcTBeHHas permcTpaums ycTaHaBNMBaeMblX MNPOU3BOAUTENSIMM NEKAaPCTBEHHbIX MpenapaToB
npeaenbHbIX OTMNYCKHbIX LEH Ha NEeKapCTBEHHblE Mpenapatbl, BKIOYEHHbIE B NEpeyvYeHb XKM3HEHHO HEeOBXOAMMbIX U
Ba)XHEMNLLNX NEKaPCTBEHHbIX NpenapaToB
(B pen. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

1. YcraHaBnmMBaeMble npoun3ssoguTenaMmn nekapCTBeHHbIX MnpenapatoB npenelibHble OTNYCKHble LUeHbl Ha
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[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

rfiekapCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B MNEpPeYeHb XMU3HEHHO HEOOXOOUMBIX W BaXKHEWLUMX EeKapCTBEHHbIX
npenapaToB, NoAnexaT rocyaapCTBEHHOW perncTpauum B nopsagke, yctaHosreHHom [lpaButenbcTBOM Poccumnckon
depepauymun.

(vactb 1 B peq. PenepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2. Ha ocHoBaHuy nogaHHoro fo 1 OKTa0ps Kawaoro roda 3asiBlieHWs MPOW3BOAMTENS! JEKapCTBEHHbIX
npenapaToB, BKIKOYEHHLIX B MEPEYEHb >KU3HEHHO HEOOXOAMMBLIX W BaXKHEMLIMX JIeKapCTBEHHbLIX MNpenapaTos,
3aperucTpmpoBaHHas NpeaenbHas OTMyCKHas LieHa Ha NeKapCTBEHHbIN npenapat MoXeT OblTb nepepervctpupoBaHa
OVIH pa3 B KaneHgapHOM rogy B nopsiake, ycraHosneHHom lNpaeButenbctBom Poccunckon ®egepaumn.

(vacTb 2 B pen. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2.1 -2.2. Ytpatunu cuny ¢ 1 nonsa 2015 roga. - ®egepaneHbii 3akoH ot 08.03.2015 N 34-d3.

3. PacyeT npeaenbHbIX OTNYCKHbIX LeH, yKadaHHbIX B YacTax 1 1M 2 HacTosiwen cTatby, Npyu UX rocyaapCTBEHHOM
pervctpaumm unv nepeperncTpaLmmn ocyLLeCTBISETCS B COOTBETCTBMU C METOAMKOW, YTBEPXKAEHHOW [paBUTENLCTBOM
Poccuiickon ®efepauunm n yuntbiBatoLLen, B HaCTHOCTMU:

1) cobniogeHne GanaHca MHTEPecoB MOTPeOUTENEN NeKapCTBEHHbIX MpenapaToB, BKIOYEHHbIX B MNepeyeHb
XN3HEHHO HEOBXOOMMBIX Y BAXKHENLLMX NEKAPCTBEHHbIX NpenapaToB, 1 MPOM3BOANTENEN NIEKAPCTBEHHbIX MNpenapaTos,
BKIMIOYEHHbIX B NEpeYeHb XN3HEHHO HEOOXOAUMBIX U BaXXHENLLNX NEKapCTBEHHbIX NPenapaTos;

2) dhakTU4eckyto OTNYCKHYI LieHY Ha nekapcTBeHHble npenapatbl B Poccuiickon ®Pepepaumu, UeHy BBO3a
nekapcTBeHHbIX NpenapaTtoB B Poccuiickyo Pefepaumio, a Takke LeHbl Ha aHanorMyHble nekapCcTBeHHble Mpenaparhbl,
Haxogswmecs B obpalleHnn B Poccuiickon degepaumu;

3) 3aTpaTbl NPOM3BOAMTENS FEKApCTBEHHOrO Mnpenaparta Ha MpPOM3BOACTBO M peanu3auuio  NIeKapCTBEHHOIro
npenapaTa;

4) ueHy Ha nekapCTBEHHbIN Mpenapat MHOCTPaAHHOrO MPOU3BOACTBA, €ro LUeHy B CTpaHe NPOM3BOAMTENS U B
CTpaHax, B KOTOpPbIX NpenapaT 3aperMcTpMpoBaH u (Unun) B KOTOPbIE NOCTaBASIETCS UHOCTPAHHBIM MPOU3BOANTENEM.
(vacTb 3 B pea. PenepanbHoro 3akoHa ot 08.03.2015 N 34-03)

4. He ponyckatoTcsi peanu3aumst U OTMYCK JIEKAPCTBEHHbIX MPENapaToB, BKMOYEHHbIX B MNEpevYeHb XM3HEHHO
HEeOOXOAMMbIX U BaXKHEWLUMNX NIEKAPCTBEHHbBIX NPenapaToB, Ha KOTOPbIe NPOM3BOAMTENSIMU NIEKaPCTBEHHbIX NpenapaToB
He 3aperucTpvpoBaHa npedenbHas OTMYCKHas LeHa, peanu3auus M OTMYCK MNpPOM3BOAUTENSMU JeKapCTBEHHbIX
npenapaToB Mo LeHaMm, MNPEBbILAKLWUM 3aperncTpupoBaHHbIe NpeaeribHble OTMYCKHbIE LeHbl Ha FeKapCTBEHHbIE
npenapaTbl.

(vactb 4 BBegeHa depepanbHbiM 3akoHOM OT 08.03.2015 N 34-03; B pen. denepansHoro 3akoHa ot 03.07.2016 N
350-93)

5. OcobeHHOCTU rocygapCTBEHHOIO perynMpoBaHus npeaernbHbIX OTNYCKHbIX LIEH HA NeKapCTBEHHbIE npenaparTsl,
BKIMOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOOUMBIX UM BaXKHEMLUMX NEKAPCTBEHHbIX MpenapaToB, B 3aBUCUMOCTU OT
3KOHOMMYECKMX U (MNK) coumanbHbIX KpuTepueB (M3MEHEeHWe YCIOoBWIW, nopsiaka M CTOMMOCTM NPOM3BOACTBA
nekapCTBEHHbIX NpenapaToB, UCMOMb30BaHNE HOBbLIX (hOPM, METOLOB M CMOCOGOB rOCYAapCTBEHHOIO PeErynupoBaHust
LieH Ha NeKapCTBEHHbIE NpenapaThbl, B TOM Y/CIe HA OCHOBE MexaHn3Ma pedepeHTHOro LleHoo6pa3oBaHWs, USMEHEHWI
nopsigka okasaHus MeOWMUMHCKOW MOMOLLM, U UHblE M3MEHEHWs) ycTaHaBnuBawTca [lpaBuTenscTtBoM Poccuinckon
depepauuun.

(vacTb 5 BBegeHa degepanbHbiM 3akoHOM OT 08.03.2015 N 34-03)

CraTtba 62. Focy,u,apCTBeHHbM peecTp npefderibHbliX OTMNYCKHbIX UEeH npowssop,meneﬁ Ha JieKapCTBEHHbIE
npenaparbl, BKIHO4YEHHbIE B NepeYeHb XN3HEHHO HeobX0AMMbIX U BaXKHENLLIMX JIeEKapCTBEHHbIX NpenapaToB

1. 3aperncTpypoBaHHble NpegeribHble OTMYCKHbIe LieHbl Ha JeKapCTBEHHble npenapartbl, BKYEHHbIE B
NnepeyYeHb >XM3HEHHO HEOOXOAMMBIX W  BaXHEWMWMX JIEKApPCTBEHHbIX NpernapaTtoB, MOAMeXaT BKIOYEHUIO B
rocyapCTBEHHbIN peecTp NpeaenbHbIX OTNYCKHbIX LeH NpomM3BoauTeNen Ha nekapCTBEHHbIE NpenapaTtbl, BKIHOYEHHbIE
B NepeyeHb XXU3HEHHO HEOOXOAMMBIX N BaXXHENLLMX NEKapCTBEHHbIX NpenapaTos.

2. locynapCTBEHHbIV peecTp MNpeAenbHbIX OTMYCKHbIX LieH MPOU3BOAUTENEN Ha IeKapCTBEHHbIE MnpenaparThl,
BKIMIOYEHHbIE B NMEPEYEHb XXM3HEHHO HEOobXOOUMBIX UM BaXXHEMLLIMX NEKapCTBEHHbIX MNpenapaToB, coaepXut B cebe
cnegyoLLyo nHopmaumio:

1) HaumeHoBaHWe aepXxaTtens unu Bragensla permcTpaunoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro npenapara,
HanMeHoBaHMe NPOU3BOAMTENSA IeKapCTBEHHOro npenapaTta, MeCcTO HaxOXAEHWUs MNPOU3BOACTBEHHbIX MMOLWAAOK,
y4acTBYOLLMX B NpoLiecce NpOn3BOACTBA NleKapCTBEHHOMO Npenapara, ¢ ykazaHueM ctaaum npoLecca NnpovM3BoAcTBa;
(n. 1 B pea. ®egepanbHoro 3akoHa o1 22.12.2014 N 429-03)

2) HauMeHoOBaHWe NeKapCTBEHHOIO Npenapara (MexayHapodHoe HenaTeHTOBaHHOE, UMK TPynnMpOBOYHOE, UM
XUMUYECKOE M TOProBOE HaMMEHOBaHUS);

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
3) HOMep perncTpaLmoHHOro yaoCTOBEPEHUS NIeKapCTBEHHOrO Npenapara;
4) nekapcTBeHHas popma C ykasaHneM J03UPOBKN NeKapCTBEHHOro npenapara 1 ero Konnyectsa BO BTOPUYHON
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(moTpebuTenbCcKkon) ynakoBke, a Takke KOMMIIEKTHOCTb;
(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3apeructpupoBaHHas npeaensHas OTNycKkHas LeHa B pyonsx;

6) fata M HoOMep nMpukasa YMNONMHOMOYEHHOro dhefeparnbHOr0 opraHa MWCMOMHUTENbHOW BractM O
rocyapCTBEHHOW perucrtpaumu, nepeperucrpaumm npegensHor OTNYCKHOW LieHbl Ha NeKapCTBEHHbIM npenapar,
BKITHOYEHHBIN B NEpeYeHb XU3HEHHO HEOOXOAMMbIX Y BaXKHEMNLLMX NEKAPCTBEHHbIX NpenapaTos;

(n. 6 B peq. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

7) WUTPUXOBOW KOL, HAHECEHHbIA HA BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY NIEKAapCTBEHHOIO Npenapara;
(n. 7 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8) Kkog  nekapCTBEHHOro  npenaparta nNO  aHaTOMO-TepaneBTUYECKO-XMMMYECKOW  Kraccudpmkaumu,
pekoMeHaoBaHHOW BceMmpHon opraHmsalmen 3gpaBooxpaHeHust.
(n. 8 BBegeH deneparnbHbiM 3akoOHOM OT 22.12.2014 N 429-03)

3. NocypapcTBeHHasa perncrTpaumns npedenbHblX OTNYCKHbIX LEeH HA JIEKapCTBEHHbIE MpenapaThl, BKIOYEHHbIE B
nepeYveHb XXM3HEHHO HEOBXOAUMBIX U BaXXKHENMLLNX JIEKapCTBEHHbBIX NPenapaToB, BedeHMe roCydapCTBEHHOTO peectpa
npedenbHbIX OTNYCKHbIX LEH NPOM3BOAUTENEN HA NEeKapCTBEHHblE Mpenapartbl, BKMOYEHHbIE B NMepeyveHb XU3HEHHO
HeobXOOMMBIX W BaXXHEWLIMX FEKapCTBEHHbIX MpenapaTtoB, OCYLIECTBASKTCA B MOpsAke,  YCTAHOBMEHHOM
MpaButensctesoM Poccuickon denepaumn.

CraTbsa 63. YcTaHOBMNEHNe opraHaMy UCMOSTHUTENBHON BNacTu cybbekToB Poccuickon ®Pegepaummn npegenbHbIX
pa3mepoB ONTOBbIX HAL0aBOK M NpegeribHbiX pasMepoB PO3HMYHBLIX Hag0aBoOK K (PaKTMYECKMM OTMYCKHbIM LieHaM,
YCTaHOBIEHHbLIM NPON3BOAUTENSIMU NIEKAPCTBEHHbIX MPenapaToB, Ha JleKapCTBEHHbIE NpenapaTtbl AN MeguuMHCKOro
NpUMEHeHUs

1. OpraHbl cnonHuTenbHoM BnacTu cybbektoB Poccuiickon defepaunm ycTaHaBnMBaT npefesnbHble pasmepbl
ONTOBbIX HAA0ABOK M NpeAerbHble pa3Mepbl PO3HUYHbIX Ha40aBOK K (PAKTUYECKMM OTMYCKHbIM LLleHaM, YCTaHOBIEHHbIM
NpOM3BOAMTENSIMM NIEKAPCTBEHHbIX MPEnapaToB, Ha NlekapCTBEHHbIE MpenapaTthbl, BKIHOYEHHbIE B MEPEYEHb XXU3HEHHO
HEeOOXOAMMbIX W BaXHEMLIMX NEeKapCTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C YTBEPXKOEHHOMW B Mopsigke,
yctaHoBneHHom [paButensctBom Poccuiickon ®egepauun, MeTOAMKOM YCTAHOBIEHWUS OpraHamMu MCMNONMHUTENbHON
Bnactn cybbektoB Poccuiicko ®eanepaummn npegenbHbiX pasMepoB ONTOBbIX HaAbaBOK M npedenbHbIX pa3MepoB
PO3HUYHbIX HagbaBOK K (DAKTUYECKUM OTMYCKHbIM LIEHAM, YCTAHOBMEHHbIM MPOU3BOOUTENSIMU JTIEKAPCTBEHHbIX
npenapaToB, Ha NeKapCTBEHHblE Mpenapartbl, BKMYEHHbIE B NEpPEYEHb XM3HEHHO HEeobXoOAMMbIX W  BaXHEMLUMX
NeKapCTBEHHbIX MpenapaTtoB. [1poekTbl peLleHnn OpraHoB WCMONHUTENbHOM BrnacTn cyobekToB Poccuickon
®enepaumm 06 yctaHOBNEHMUN 1 (UNN) M3MEHEHUN NpedenbHbIX pa3MepoB ONTOBbIX HaA6aBOK M NpeaenbHbIX pa3MepoB
PO3HUYHbIX HagbaBOK K (DaKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSMU JeKapCTBEHHbIX
npenapaTtoB, Ha feKapCTBEHHble MpenapaTbl, BKMOYEHHbIE B MEpeYeHb >XU3HEHHO HEOOXOAMMbIX W BaXKHEWLUMX
nekapCTBEHHbLIX MpenapaToB, Mogfiexar COornacoBaHulo C deaepanbHbIM  OpraHoM  WUCMOSHUTENLHOW  BRacTw,
YMOSTHOMOYEHHBIM  OCYLLECTBNATL MPaBOBOE perynupoBaHMe B cdepe rocyJapCTBEHHOINO pEerynvpoBaHus LEeH
(TapudooB) Ha ToBapsbl (ycnyru), B nopsgke, yctaHoBreHHoM NpaBuTtenbctBom Poccuiickon ®egepauun.

(B pen. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHusauum OMTOBOW TOProBnM W (MNW) anTeuvHble opraHusauuun, WHOVBUAYanbHble npeanpuHUMaTenu,
umerLwme nuUeHsMio Ha (papmMaueBTUYECKyl0 AeATEeNbHOCTb, OCYLLECTBASIOT peanusauunto  NeKapCTBEHHbIX
npenapaToB, BKIMOYEHHbIX B NEpeYeHb XU3HEHHO HEOOXOANMBIX Y BaXKHEWNLLMX FNIeKapCTBEHHLIX NpenapaTtoBs, Mo LeHam,
YPOBEHb KOTOPbIX HE MpeBbIlaeT CyMMy ¢akTMYeCcKOn OTMYCKHOM LieHbl, YCTAHOBIIEHHOW MPOW3BOAUTENEM
NeKapCTBEHHbIX MpenapaTtoB M He npeBblllaloen 3aperncTpMpoBaHHOM MNpeneribHOW OTMYCKHOW LeHbl, 1 pa3mep
ONTOBOM HagbaBku 1 (MNKN) pasMmep PO3HNYHON HaabaBkK, HE MpeBbILAKLWNE COOTBETCTBEHHO pa3mMepa npeaensHon
onToBOW Hagbaskn u (MnK) pasmepa npedenbHOW PO3HWMYHOW HagbaBKkM, yCTaHOBMNEHHbIX B cybbekte Poccuiickon
degepaumn.

3. OpraHbl MCNONHUTENBHONM BnacTu cyobektoB Poccunckon Pepepaummn pasmewiaoT B cetn "UHTepHeT" unm
onyb6MKOBBIBAT MHGOPMALIMIO O 3apErMCTPMPOBAHHON NPEAENbHON OTMYCKHOW LiEHE Ha JeKapCTBEHHbIE Mpenaparbl,
BKITHOYEHHbIE B NEpeYeHb XU3HEHHO HEOOXOANMBIX N BaXKHENLLMX NEKAapCTBEHHbIX MpenapaToB, 00 YCTaHOBIIEHHbLIX B
cybbekTe Poccunckon Pegepaumm pasmepe npeaensHoOn onToBon Hagbasku u (Mnu) pasmepe nNpeaenbsHON PO3HUYHOWN
HagbaBKkM K YCTaHOBMEHHbIM NPOM3BOAUTENSAMU NEKapCTBEHHbIX MpenapaTtoB (PakTUYECKUM OTMYCKHbIM LieHaM Ha
neKkapcTBeHHble MpenapaTbl, BKMOYEHHbIE B MepeyYeHb >XW3HEHHO HEOOXOAMMbIX W BaXKHEWLMX JeKapCTBEHHbIX
npenapaTtoB, U 00 ykaszaHHOW B 4acTu 2 HacTosiwen ctaTbum cymme. MHdopmauus, npeaycMOTpeHHas HacTosILLEN
YacTbio, AOMKHA pa3MeLLaTbCs Takke B anTeYHbIX OpraHn3auusx B 4OCTYNHOW ANsi CBEAEHMS BCEX 3aUHTEPECOBAHHbIX
nuy, popme 1 0OHOBNATLCS NO Mepe ee onybnnKoBaHuS.

4. MNpuHATbIE ¢ HapylleHnem 3akoHogaTenbcTBa Poccunckon ®Pegepauumn pelleHus OpraHoB MCMOMHUTENbHON
Bnactu cybbekta Poccuickon ®egepauum 06 yctaHOBRNEHUN NpeaenbHbIX pa3smMepoB ONTOBbIX HaAbaBoOK 1 NpeaernbHbIX
pasMepoB PO3HWYHbLIX HaabaBOK K 3aperucTpuMpoBaHHbIM MpefderibHbIM OTNYCKHbIM LEeHaM Ha JeKapCTBEHHblE
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npenapaTbl, BKMOYEHHbIE B NepeYeHb KNU3HEHHO HEOBXOANMbIX M BaXXHENLLUX NTEKAapCTBEHHbIX NpenapaToB, noarnexart
OTMeHe B cyaeOHOM nopsigke.

Fnaea 13. MOHUTOPUHI 3®PEKTUBHOCTU U BE3OMNACHOCTHU
NEKAPCTBEHHbBIX NPEMAPATOB, HAXOAALMXCS B OBPALLEHUN
B POCCUNCKOU ®EOEPALINA

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CraTtbs 64. DapmakoHag3op
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NlekapcTBeHHbIE NpenapaTthbl, Haxogswmecs B obpalleHun B Poccuiickon defepaumm, noanexaTt MOHUTOPUHTY
achdeKkTMBHOCTN 1 BE30MacHOCTN B LENSIX BbIBIEHUS BO3MOXHbIX HEraTMBHbIX MOCNEACTBUA WX MPUMEHEHUS,
WHOVMBUOYaNbHON HENEPEHOCUMOCTU, MpedynpexaeHnss MeQULUHCKMX paboTHMKOB, BeTepuHapHbIX CheunanvcTos,
NauneHToOB NN BNagenbLEB XMBOTHbIX U UX 3alUTbl OT NPUMEHEHNSI TaKMX JIEKAPCTBEHHbIX NpenapaTos.

2. ®apmakoHag3op OCYLLeCTBNSAETCA COOTBETCTBYHOLUMM  YMOMHOMOYEHHbIM  doefeparnbHbiM — OpraHom
NCMNOSMHUTENBHOW BracTu B YCTAHOBEHHOM MM MOpPsiKe NyTEM aHanusa npefocTtaBnsiemMon cybbektamu obpalleHus
NeKapCTBEHHbIX CPEACTB MHGoOpMauum O MODOYHbIX [OENCTBMAX, HEeXenaTernbHbIX  peakuusix, Cepbe3HbIX
HexenaTenbHbIX peakumnsax, HenpeaBUOEHHbIX HeXenaTerbHbIX peakumsx Mpu  NPUMEHEHUN fneKkapCcTBEHHbIX
npenapaTtoB, 06 MHOVBMAYaNbHOW HEMEPEHOCMMOCTU, OTCYTCTBUM 3PAEKTUBHOCTM JEKAapCTBEHHbIX Npenapartos, a
Tarke 06 UHbIX hakTax u 00CTOATENbCTBAX, NMPEACTABMASALWMNX YIPO3Y XU3HW U 340POBbI0 YerioBeka nNmbo KMBOTHOTO
npy NPUMMEHEHUN NEKAPCTBEHHbIX NpenapaToB M BbISIBNIEHHbIX Ha BCEX 3Tanax obpalleHus nekapCTBEHHbIX NpenapaToB
B Poccuiickon depepaumm u gpyrux rocygapcreax.

3. CybbekTbl 0OpalLeHNst NekapCTBEHHbIX CPEACTB B NOPsSiAKE, YCTAHOBNEHHOM YNOMHOMOYEHHBIM dbeaeparbHbIM
OpraHoM UCMOSHWUTENBHOW BriacTK, 00A3aHbl coobwatb B YNONMHOMOYEHHbIM dedepanbHbIi opraH WUCNOMHUTENBHON
BNacTu 0 NoBOYHbIX AENCTBUAX, HEXEeNaTeNbHbIX Peakumsix, Cepbe3HbIX HeXernaTernbHbIX peakumsx, HenpeaBuaEHHbIX
HexenaTenbHbIX peakunsax Npy NpUMEHEHUM FEeKapCTBEHHbIX MpenapaTtoB, 00 MHAMBMAYaANbHOM HENepeHOCUMOCTH,
OTCYTCTBMM 3(PPEKTUBHOCTM NEKApCTBEHHbLIX NpenapaToB, a Takke 06 WHbIX aktax u 0obCTOATENLCTBAX,
NPeACTaBNSALWNX Yrpo3y KU3HU WKW  300POBLID  4YenoBeka JMbO XMBOTHOTO MpPU MPUMEHEHUM JEKAPCTBEHHBLIX
npenapaToB 1 BbISIBIIEHHbLIX HA BCEX 3Tanax obpalleHusi nekapCcTBeHHbIX npenapaTtoB B Poccuiickon depepaumm u
Opyrux rocygapcrsax.

4. lepxatenu unu Briagenblbl perucTpauMoHHbIX YOOCTOBEPEHUN NeKapCTBEHHbIX NpenapaTtos, topuanyveckue
nua, Ha MMst KOTOPbIX BblaHbl pa3peLLeHns Ha NpoBeAEeHNE KITMHUYECKMX nccregoBanHnn B Poccuinckon depepaumum,
nnbo ynonHOMOYEHHbIE UMW Opyrue puanyeckue nuua B pamkax obecrnedeHuss 6e30macHOCTU  fleKapCTBEHHbIX
npenapaTtoB B MNoOpsake, YCTAHOBMEHHOM  COOTBETCTBYIOLWMM  YNOSIHOMOYEHHbIM  dbeaepanbHbiM — OpraHoMm
NCMNOMHUTENBHOW BnacTu, 06s3aHbl OCYLLECTBMASATL NPUEM, YYeT, 00paboTKy, aHanM3 MU XpaHeHWe MNOCTynalLmnx B UX
agpec oT cybbekToB OOpalleHUss NeKapCTBEHHbIX CPEACTB U OpraHoB rOCYAapCTBEHHOW BriacTu cooOWeHun o
NoBOOYHbIX OENCTBUSAX, HEXENATENMbHbIX PEAKLUUSAX, CEPbE3HbIX HEeXenaTenbHbIX U HenpeaBWAEHHbIX HeXenaTerbHbIX
peakumsix npu MNPpUMEHEHMM IEKAPCTBEHHbIX MpenapaToB, 00 OCOBEHHOCTAX WX B3aMMOAEWCTBUSI C APYrMM
nekapcTBEHHbIMY NpenapaTtamn, UHANBUAYaNbHON HENEPEHOCUMOCTH, a Takke 00 MHbIX dhakTax u 06CTOATENLCTBAX,
NPeACTaBNSLNX YrPO3Y XKMU3HW UK 300POBbLI0 YernoBeka NGO XKMBOTHOTO UMK BAUSIIOLWLMX HA U3MEHEHUE OTHOLLEHMS
OXMAaeMOoM Nnosib3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NTeKapCTBEHHbIX NpenapaToB.

5. MNpwn BbIBNEHUM MHOPMALUUN O CEPLE3HBIX HEXeNaTerNbHbIX PeakumMax U HenpeaBUOEHHbIX HexenaTenbHbIX
peakumsix npuv MNPUMEHEHWM JEeKapCTBEHHbIX npenapatoB, 06 OCOBGEHHOCTAX WX B3aMMOAEWCTBMA C  APYrMMM
nekapcTBEHHbIMY NpenapaTtamun, UHANBMAYANbHOM HENEPEHOCUMOCTH, a Takke 00 MHbIX dhakTax U 06CTOATENLCTBAX,
BNUAIOLLMX HA WU3MEHEHWE OTHOLUEHUS OXWOAEMOMW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA FeKapCTBEHHbIX
npenapaTtoB, AepXatenu unu Bragenblbl PErncTpaumMoHHbIX YAOCTOBEPEHUN NEeKapCTBEHHbIX MpenapaTos,
topuauyeckme nuua, Ha UMs KOTopbIX BbldaHbl paspeLleHns Ha NpoBeaeHne KNMHNYeCKUX ncenegosaHui B Poccuiickon
depepaumm, NMBO yNONTHOMOYEHHbLIE UMW ApYrue opugudeckne nvua obsidaHbl NPUHATbL Mepbl, HamnpaBfieHHble Ha
yCTpaHeHve HeraTUBHbIX NOCNeACTBUA MPUMEHEHUS TakMUX NeKapCTBEHHbIX NpenapaTos, npeaynpexaeHue npuinHeHns
Bpeda XM3HM UM 300pPOBbI0  YerioBeka nnMbBO KMBOTHOrO, 3almUTy WX OT MPUMEHEHUS TakuxX JieKapCTBEHHbIX
npenapaToB, Ha AONOMNHUTENbHbLIM cOOp AaHHbIX 06 3ddeKkTMBHOCTM M BEe30nacHOCTM TakUX JeKapCTBEHHbIX
npenapaTos.

6. 3a HecoobLLEeHNEe UK coKpbITUE MHAOPMaLMK, NPefyCMOTPEHHOM YacTblo 3 HacTOsILLEN cTaTbk, AepXaTenu
Unu BnagenbLbl perncTpaLmoHHbIX YOOCTOBEPEHUI NeKapCTBEHHbIX NpenapaTos, opuandeckme nuua, Ha UMs KoTopbIX
BblJaHbl pa3peLleHns Ha NpoBeAeHUE KIMHNYECKNX ncenegosannii B Poccuinckon ®egepauum, nnbo ynonHOMOYEHHbIE
UMK Apyrve lpuanyeckne nuua, a Takke AOSMKHOCTHbIE Nvua, KOTOpbIM 3Ta MHpopMaums cTana n3BecTHa no poay Mx
npoceccuoHansHon [eATeNbHOCTU, HEeCYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHoOaTenbCTBOM Poccuiickon
degepaumn.

7. TNpy nonyyeHUM YNONMHOMOYEHHbIM defepanbHbiM  OpraHOM  UCMOSMHUTENbHOW BracTM B pamkax

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 62 13 68
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

OCYLLECTBNEHUS UM hapMaKkoHag3opa AoKa3aTeNbCTB O HECOOTBETCTBMU NIEKAapCTBEHHOIO NpenapaTta YCTaHOBIEHHbIM
TpeGoBaHNAM VN NP NONyYeHUn MHPOPMaLMKM O HEeCOOTBETCTBUM AaHHbIX 06 3addpekTnBHOCTM M 0 6Ge3onacHocTu
neKkapcTBEHHOro npenapaTa AaHHbIM O NeKapCcTBEHHOM Mnpenapare, COAepXKaLlMMCs B UHCTPYKLUM MO ero NpUMeHEHMIo
(B TOM uucne BbISIBNEHHLIX B XOAE€ OCYLIECTBNEeHns dapMakoHaasopa KOHTPOMbHO-HAA30PHbIMU — OpraHamu
MHOCTPaHHbIX rocyaapcTB), YNOMHOMOYEHHbI doeaepanbHblii opraH WUCMONHUTENbHON BNacTM B YCTaHOBMEHHOM WM
nopsake paccMaTpuBaeT BONPOC O NPUOCTaHOBIIEHUN NMPUMEHEHWNS TAKOro JNIeKapCTBEHHOro Npenapara.

Cratbs 65. NpuoctaHoBNeHEe NPUMEHEHNST NTEKAPCTBEHHOIO NpenapaTa
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Mpun nonyyeHnn nHopmaLmm 0 HexenaTernbHbIX peakunsix Npyu NPUMEHEHUN NeKapCTBEHHOro npenapara, He
YyKa3aHHbIX B MHCTPYKLUMM MO MPUMEHEHUIO NEKapCTBEHHOIO MpenapaTa, CEpPbe3HbIX HeXenaTemnbHbIX peakuusax, ob
0COBEHHOCTAX ero B3aMMOLENCTBMS C OPYTMMW NeKapCTBEHHbIMU NpenapaTamMu, KOTopble MOTyT MPeACTaBNATb yrpo3y
XW3HW UIM 300POBbI0 YerioBeka NMBO XKMBOTHOMO, a TakkKe O HECOOTBETCTBMM AaHHbIX 006 3dEKTMBHOCTM U O
0©e30nacHOCTU NeKapCTBEHHOMO NpenapaTta AaHHbIM O IEKAapCTBEHHOM Mpenaparte, coAepXallMMcs B MHCTPYKUMM MO
€ro MpPUMEHEHMIO, B TOM 4YUCRE OT YMNOSIHOMOYEHHbLIX OPraHOB WMHOCTPAHHbLIX rOCyAapcTB, OOMEH KOTOpon
OCYLLEeCTBMSIETCA B COOTBETCTBMM C COMMalLlEHUAMU MeXAy  YNONMHOMOYEHHbIM  defepanbHbiM - OpraHoMm
NCMNOMHMTENBHOW BNacTu U YNOSTHOMOYEHHbIMW OpraHaMu MHOCTPaHHbLIX FOCYAapCTB, YNOMHOMOYEHHBIN deaepanbHbIn
opraH WCMNONHUTENbHOW BNacTU paccMaTpuMBaeT BOMPOC O BO3MOXHOCTU MPUMOCTAHOBMEHUA OOpalleHns Takoro
NeKapCTBEHHOrO npenapaTa B nopsiake, yCTaHOBIEHHOM YMOMTHOMOYEHHbIM doefieparnbHbiM OpraHoOM MCMOMHUTENbHOM
BRacTu.

2. pn HENCNONHEHUM NN HEHaANexXalleM WUCNONHEeHUN OepXaTendaMmu unu BragenbuamMu permcTpaunoHHbIX
yOOCTOBEPEHMI NEKApCTBEHHbLIX NpenapaTos, PUANYECKUMM NMUaMWU, Ha MMs KOTOPbIX BblaHbl paspelleHusl Ha
npoBefeHne KnNuHMYeckux uccnenosaHui B Poccuiickon dPepepaumu, UnM  YNOMHOMOYEHHbIMU UMW OpYruMu
IOPUANYECKMMM NLLaMK 06513aHHOCTEN, YCTAHOBIEHHBIX YacTamn 3 n 4 ctaTbu 64 HacTosiwero ®egepanbHOro 3akoHa,
nmbo B criyyasix npenctaBfieHns COOTBETCTBYHOLMM YMNOIHOMOYEHHbIM dheaepanbHbiM OpPraHoM  UCMOSTHUTENbHOWN
BNACTU 3aKMOYEHUSA O HE4OCTOBEPHOCTM PE3yrbTaTOB KIMMHMYECKOrO UCCNefOBaHNs NIEKapCTBEHHOrO npenapata s
MEeAMLMHCKOro NpUMEHeEHUs, KOTOPOE OCHOBAHO Ha pe3ynbTaTax NPOBEPKN MEOULNHCKOW OpraHu3auumn, nNpoBOAUBLLEN
yKasaHHOe KMNMHMYecKoe uccrnefoBaHue C HapylleHWeM npaBui Haanexallen KMHUYECKOW NpakTuk1, U MNpUBENo K
Nony4YeHnto HeJOCTOBEPHBIX pe3ynbTaToB, MO0 B criyvyae HEBLINOIHEHUS NMpeanMcaHunsl, BbIAAHHOMO YNONTHOMOYEHHbIM
denepanbHbIM OPraHOM WCMOSTHUTENbHOM BMAAcTM MO MTOraM OCYLLECTBMEHUA BbIOOPOYHOrO KOHTPOMsS KayecTBa
NeKapCTBEHHOro npenapara, YNoJIHOMOYEHHbIN dheaepanbHbIi OpraH UCMOSNTHUTENbHOW BacTu B YCTAHOBIIEHHOM WM
nopsiake paccmatpmBaeT BOMPOC O NPUOCTAHOBIEHMN NPUMEHEHWST TAKOrO NNEKapCTBEHHOIO NpenaparTa.

CraTtbs 66. UHdopmauua o pesynbTaTax dhapmakoHaz3opa
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

YNONHOMOYEHHbLIN  doefepanbHbli  OpraH  UCMOMHUTESNbHOW  BRacTW, OCYLECTBASAWNA  hapMakoHaasop,
HaxogAawmxcsa B obpaweHun B Poccuinckon depgepaumu, nNo pesynbtataMm apMakoHaasopa pasmellaeT Ha CBOEM
odmumansHoM canTe B ceT "UHTepHeT" nHpopmaumio 0 NPUHATLIX PELUEHUSX O BHECEHUN W3MEHEHUS B WHCTPYKLMIO
Mo MPUMEHEHMIO NEeKapCTBEHHOro npenapaTa, O NPUOCTAHOBIIEHUN MPUMEHEHWs NeKapCTBEHHOro npenapaTa, o6
N3bATUM U3 OOpaLLEeHNs TeKapCTBEHHOTO Npenapara unmn o BO306HOBMEHNN NPUMEHEHUS NTEKapCTBEHHOTO Npenapara.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Maea 14. UHOOPMALIUA O NIEKAPCTBEHHbIX MPEMAPATAX
CraTtbs 67. IHopmauus 0 nekapCTBEHHbIX Npenaparax

1. IHdopmaumsa o nekapCTBEHHbIX Npenapartax, OTnyCkaeMblX Mo peuenTy Ha NekapCTBEHHbIV Npenapar, 4OSPKHa
cofepXaTbCs TOMbKO B CNELMann3MpoBaHHbIX U30aHNUsX, NpeaHasHayeHHbIX ANd MeauUMHCKMX, dhapMaueBTUYECKMX,
BeTepuHapHbIX paboTHUKOB. MIHpopmaLmsa 0 nekapCTBEHHbIX NpenapaTtax Ang cneuvanuctoB B obnactv obpalleHus
neKapCTBEHHbIX CPEACTB MOXET coAepXaTbCs B MOHOrpadusax, CrnpaBOYHMKaX, HayuyHblX CTaTbsX, B AOKNagax Ha
KOHrpeccax, KoHhepeHLUsAX, CUMMNO31yMax, Hay4YHbIX COBETaX, a TaKkkKe B MHCTPYKUMSX MO NMPUMEHEHWIO NIeKapCTBEHHbIX
npenaparos.

2. lHdhopmaums o nekapCTBeHHbIX Npenaparax, oTnyckaemblx 6e3 peuenTa Ha fekapCTBEeHHbIV npenapar, MoXeT
cogepxatbca B nybnukaunsax U obbaBNeHMAX CPeacTB MacCoBOW WHOpMauuW, cneumanu3npoBaHHbIX W OBLUKX
nevyaTHbIX U3OAHUAX, WHCTPYKUMAX MO MPUMEHEHMUIO FeKapCTBEHHbIX MNpenapartoB, WHbIX W3AaHWsX CyObeKkToB
obpalleHns nekapcTBeHHbIX cpeacTB. PeknamHble mMaTtepuanbl O fiekapCTBEHHOM Mpenaparte, oTnyckaemMom 0e3
peuenTa Ha neKapCTBEHHbIA MpenapaT, AOMKHbl COOTBETCTBOBATb WHCTPYKUMM MO MNPUMEHEHWIO fleKapCTBEHHOro
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npenapara.
3. [onyckaeTcss Ucnonb3oBaHWe JoObIX MaTepuasibHbIX HOCUTENel, MO3BOMSIOWMX XpaHWTb, nepedaBatb U
MCMonb3oBaTh MHOPMALIMIO O NEKapCTBEHHbIX NpenapaTtax 6e3 ee UCKaKeHus.

FnaBa 14.1. OTPAHNYEHUA, HANTATAEMBIE
HA OPFAHU3ALNN, OCYLLECTBNAIOWUE OEATENBHOCTb
NO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB

(BBegeHa ®egepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHunyeHus, Hanaraemble NpW OCYLUECTBMEHUN [JedTenbHoCTM B cdepe obpaleHus
nekapCTBEHHbIX CpeacTB

1. OpraHuzaumum, 3aHMMaloliMecsl pa3paboTkoil, NPOM3BOACTBOM M (MnM) peanusauuert  NekapcTBEHHbIX
npenapaTtoB Afsl MeOULUMHCKOTO MPUMEHeHWsl, opraHusauui, obnajatolive npaBamMy Ha WCMONb30BaHWE TOProBOro
HauMeHOBaHWUA NEeKapcTBEHHOro npenapaTta Ans MEAULMHCKOrO MpUMEHeHUs, opraHu3auuyM OnTOBOW TOProBmu
NeKkapcTBEHHbIMU CpeacTBaMu, anTevHble opraHn3aunmn (MX NpeacTaBuUTenu, Hble ouanyeckue 1 puanudeckne nuua,
OCYLLECTBMAIOLLIME CBOWO OEATENbHOCTb OT MMEHW 3TUX OpraHusauuii) B OTHOLIEHWM MeOULMHCKMX PabOTHUKOB U
pykoBoauTenein MeauLUMHCKUX OpraHn3aumnin He Bnpase:

1) BpyyaTb NoJapku, BbiNniaymMBaTh AeHeXHble CPeACcTBa (3a UCKMHYEHNEM BO3HArpaXKaeHnin no gorosopam npu
MPOBEAEHUN  KIMHUYECKUX WCCIEdOBaHWIA  JIEKApPCTBEHHbIX MpenapaToB A MEAMLMHCKOrO  MpUMEHeHus,
BO3HArpaXxaeHui, CBA3aHHbLIX C OCYLLECTBMEHWEM MEAMLMHCKUM paBGOoTHWKOM Medarormyeckon M (Unm) HaydHown
OesATenbHOCTM), B TOM 4YMCle onnayvBaTb pasBrieyeHus, OTAbIX, Npoes3d K MecTy OTAblXxa, a Takke npuBnekatb K
y4yacTuio B pa3BriekaTerbHbIX MeponpusaTUAX, NPOBOAUMbIX 38 CYET CBOUX CPEACTB;

2) 3aKnovaTb COrnalleHus O HasHaYeHUM WU pekoMeHaauuu nauueHTaM JeKapCTBEHHbIX MpenapaTtoB Ans
MEAMLMHCKOro NPUMEHEHUS (3a UCKITHYEHNEM [JOrOBOPOB O NPOBEAEHUN KITMHUYECKMX WUCCREedoBaHWN NeKkapCTBEHHbIX
npenapaTtoB Anst MeauLMHCKOro NPUMeHEHWs);

3) npegocTaBnsATh 06pasLbl NekapCTBEHHbLIX MpenapartoB Ans MeOWULMHCKOTO MPUMEHEHUsI B LensX BpyveHust
nauuMeHTaMm (3a MCKMIOYEHWEeM CryyaeB, CBSA3AHHbLIX C MPOBEAEHMEM KMMHWUYECKUX WCCNEedoBaHUiA NeKapCTBEHHbIX
npenapartoB Ans MeguLMHCKOro NpUMeHeHus);

4) nNpedocTaBnATb HEQOCTOBEPHYID U (MNU) HEMOSNHY WMHOpMaUMI0O O JIeKapCTBEHHbIX Mpenapartax Aans
MEAMLMHCKOro NPUMEHEHUS;

5) noceluaTb Ux B paboyee BpeMsl Ha pabounx MecTax, 3a UCKIIOYEHWEM CIyvaeB, CBA3aHHbIX C MpPOBeAeHVeM
KMUHUYECKNX UCCNEAoBaHNA NEKapCTBEHHbIX NPenapaTos Ans MeOWULMHCKOTO MPUMEHEHWsl, C y4acTueM B MopsaaKe,
YCTaAHOBMNEHHOM PYKOBOAMTENEM MEAMLMHCKOW OpraHu3auuu, B COGPaHMAX MEOULMHCKUX pPaboTHUMKOB M UHbIX
MEpOMNPUATUAX, HamnpaBneHHbIX Ha MOoBbllleHMe WX MNPOECCMOHANbLHOO YPOBHA UMW  Ha MpegocTaBrieHne
MHpopMaLIMK, CBA3aHHOW C OCYLLECTBIEHNEM MOHUTOPUHIa 6e30NacHOCTU NeKapCTBEHHbIX NpenapaTos;

6) nobyxaaTb K BbINMUCLIBAHUIO JIEKAPCTBEHHbLIX MpenapaTtoB Ans MeOWUMHCKOTO MpUMeHeHust Ha 6raHkax,
coepXaliMx MHGOPMAaLUI0 PEeKnaMHOro xapakTepa, a Takke Ha peLenTypHbiXx OnaHkax, Ha KOTOpbIX 3apaHee
HameyaTaHo HanMeHOBaHMWe NekapcTBEHHOro npenaparta ans MeauLMHCKOro NpuMeHeHus.

2. OpraHusauuu, ykasaHHble B ab3ale nepsoM YacTu 1 HacTosALLel CTaTby, U UX NPEACTaBUTENN B OTHOLLEHUU
dhapmaLeBTUYECKNX PaGOTHUKOB M PyKOBOOMUTENEN anTeyHbIX OpraHusaLmnii He Bnpase:

1) BpyyaTb NoJapky, BbiNnayuMBaTb AeHeXHble CpeAcTBa, B TOM YMCle ONnravymBaTth pasBreyeHns], oTabIx, npoess
K MecTy oTablxa, U NpVBMeKaTb K y4acTuio B pa3BriekaTeNbHbIX MeponpusTUsX, MPOBOAMMBIX 38 CHET CBOMX CPeACTB;

2) npegocTaBnsATb 06pasubl NEKapCTBEHHbIX MPenapaTtoB Ans MEAUUMHCKOrO MpUMEHeHust Ons BpyveHust
HaceneHuio;

3) saknioyaTb cornalleHuss O MPeanoXeHWU HacemneHuio OonpeaeneHHbIX NeKapCTBEHHbIX MpenapaTtoB Ans
MEAMNLIMHCKOro NPUMEHEHUS;

4) nNpedocTaBnATb HEQOCTOBEPHYID U (MNN) HEMOSNHY MHOpPMaUMI0O O JIeKapCTBEHHbIX Mpenapartax Aans
MEAMLIMHCKOro NPUMEHEHUS], B TOM YMCIE UMEIOLLMX OQUHAKOBOE MeXOyHapoAHOe HenaTeHTOBaHHOe HaMeHOBaHMe.

Cratba 67.2. TpeboBaHMa K opraHMsauum W MPOBEAEHUIO Hay4YHbIX MEpOMNpUATUNA, WHBIX MEpPONPUATUN,
HanpaBfeHHbIX Ha MOBblWeHne NPOdECCUOHANbHOIO YPOBHSA MEAMLMHCKMX paboTHMKOB uNM Ha npegocTaBreHune
nHOpMaLIMK, CBA3AHHOW C OCYLLLECTBNEHNEM MOHUTOPUHra 6e30nacHOCTY NeKapCTBEHHbIX NpenapaToB

1. Tpu npoBedeHWM HayyHbIX MEpPONPUATUIA, WHBIX MEPOMNPUATUIA, HamnpaBMeHHbIX Ha MOBbIWEHNe
npocheccnoHanbHOro YpoBHA MeAULMHCKUX paboTHWKOB MMM Ha MpedocTaBneHne CBSA3aHHOW C  OCYLUECTBMEHVEM
MOHUTOPMHIra 6e30NacHOCTY NekapCTBEHHbIX NpenapaToB MHOPMaLun, OpraHn3yeMbIX OpraHu3aumsmMu, yKasaHHbIMU
B absaue nepsom vactu 1 cratbum 67.1 Hactoswero ®PedepanbHOro 3akoHa, WUX npeactasutenamm u  (Mnu)
hrHaHCUpyeMbIX 3a CHET CPeACTB ATUX OpraHn3auun 1 Ux npeacraBuTenen, sanpeLLaeTcsa NpensaTCTBOBaTb y4acTuo B
yKa3aHHbIX MEPOMPUATUAX NHbIX OPraHn3aunii, KOTopble MPOU3BOAAT UMW peanuayloT fiekapcTBeHHble npenapaTbl Ang
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MEOULMHCKOTO MPUMEHEHUS CO CXOXMM MexaHu3MOM hapmakonormyeckoro pJencteumsi, nmbo cosgaBatb
OVNCKPUMUHALMOHHBIE YCITOBUS OS99 OAHUX YYaCTHMKOB MO CPABHEHUIO C APYTMMU y4aCTHUKaMM, a MMEHHO:

1) npenocTaBnAaATb pasfnnyHoOEe KONMMYECTBO BPEMEHU AM1s BbICTYMSIEHWUA YYACTHUKOB, pasfu4yHble MO pasMepy
3aHMMaeMou nnowagn Mecta And AeMOHCTpauum obpasuoB nekapCTBEHHbIX MNpenapaTtoB ANs  MegULMHCKOro
NPUMEHEHUST UMW PEKNaMHbIX MaTepuarioB O NeKapCTBEHHbIX npenapatax And MeOuLMHCKOrO MNpPUMEHEHMS Ha
3KCMO3NUMAX, CTEeHAaX, 3a WCKMIOYEHWEM CIlyYaeB, €CNvM Takue YCINOBUS 3aKpenneHbl B COrMalleHusX 3TuX
opraHu3auui, ux npegcraBuTene’ 0 (PMHAHCUPOBAHMU YKa3aHHbIX MEpPOMNpPUSATUA KM  ODYCrOBMNEHbl Pa3fUYHbIMU
3aTpaTamm y4aCTHUKOB Ha NX OpraHv3aumio;

2) ycTaHaBnuBaTb pasmMep B3HOCA A5l YYACTHMKOB MEpPONPUATUIA, YKa3aHHbIX B ab3ale nepBoM HaCTOsLLEWN
4YacTu, NPEBbIWALWNA CyMMY 3aTpaT Ha OpraHu3auuio ykasaHHbIX MeponpuaTMn U Bedylmi K HeoBoCHOBaHHOMY
OrpaHNYEHUIO YMcna nx y4acTHUKOB.

2. OpraHmnsauum, ykasaHHble B ab3aue nepBoMm yactn 1 cratbu 67.1 HacTosiwero depepanbHOro 3akoHa, KX
NpeacTaBuUTENN, OCYLLECTBNSAKLIME OpraHu3aumio u (unu) drHaHCUPOBaHME MEPOMNPUSATUR, yKa3aHHbIX B 4acTtu 1
HacTosLen cTaTbk, 06a3aHbl obecnevmBaTtb AOCTYN K MHpOpMauum o JaTe, MecTe U BpeMEeHN MNpOBEeAEHUS YKa3aHHbIX
MEpPONPUATUIA, NNaHax, nporpaMmax nNPOBEAEHMSI YKa3aHHbIX MEponpuaTUA W Temax, MnaHupyembix AOns
paccMOTpEHMs1, COCTaBe UX Y4aCTHUKOB NyTeM pa3MeLleHnss COOTBETCTBYIOLEN MHOPMALLMM HA CBOUX OoduLManbHbIX
cavtax B ceTu "MHTepHeT" He no3gHee ABYX MeCsLEB 4O Havana NpoBeaeHUs yKka3aHHbIX MepOnpUATUNA.

3. VIHbopMaums o npoBeAeHUM MepPONPUATUIA, yKasaHHbIX B YacTh 1 HacTosLen cTaTb, B CPOK, YCTAHOBIEHHbIV
YacTblo 2 HacToswew cTaTbW, JoMmkHa OblTb HanpaBneHa B dyefepanbHblil OpraH WCMOMHWUTENBHOW BRacTw,
OCYLLECTBMAILLMI PYHKLUN MO KOHTPOIO U Haf30py B cdepe 30paBoOXpaHeHus, ANs NOCNeayoLwero pasveLleHns ee
Ha ouLMansHOM canTe 3Toro opraHa B cetn "UHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENbCTBA
POCCUNUCKOW ®EOEPALMMU NPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB
M BO3MELLUEHME BPEOA, NPUYNHEHHOIO 300POBbIO NPAXXAAH
BCNEOCTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHopatenbcTBa Poccuinckon ®Pegepauumn npu  obpalleHun
NeKapCTBEHHbIX CPeACTB

1. HapyweHune 3akoHogaTenbcTBa Poccuiickon ®epepaumnmn npy obpalleHnmn nekapCTBEHHbIX CPeACTB BrieyeT 3a
cobon 0TBETCTBEHHOCTb B COOTBETCTBUM C 3akoHogaTenscTBoM Poccunckon egepaumu.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpeacTaBneHue nHopMmaumm 1 (MnNu) AaHHbIX, NPegyCMOTPeHHbIX HacToAwmnm defepansbHbiM 3aKOHOM,
cybbekTbl obpalleHns NeKapCTBEHHbIX CPEeACTB HECYyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon degepaumm.

(4acTb 2 BBegeHa PegeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

Cratbs 69. BosmelleHve Bpeaa, NPUUMHEHHOTO 340POBbLI0 rpaXdaH BCMeACTBME MPUMEHEHUSI NeKapCTBEeHHbIX
npenapartoB

1. MpownsBoauTens nekapCcTBEHHOro npenapata 06s3aH BO3MECTUTb Bped, MPUYMHEHHBIW 300POBbIO rpaxadaH
BCNeACTBME NPUMEHEHNS fekapCTBEHHOMO Npenaparta, ecnv JoKa3aHo, YTo:

1) nekapcTBeHHbIN MpenapaT MPUMEHSANCA MO Ha3HaYeHW0 B COOTBETCTBUM C WHCTPYKLUMEN NO MPUMEHEHWUIO
neKkapCTBEHHOro npenapaTta U NpUYMHOW Bpeda SsIBANCA BBOA B rpaxaaHCKuiA 060poT HeaobpokayeCcTBEHHOro
neKkapCTBEHHOro npenapara;

2) Bpen 340POBbI0 NPUYMHEH BCEACTBME HEOOCTOBEPHOW MHOpMauuu, cogepXallencs B WMHCTPYKUMWM Mo
NMPUMEHEHMIO NleKapCTBEHHOTO npenapara, U3gaHHoW NPpon3BoAMTeNeM NiekapCTBEHHOro npenapara.

2. B cniyyae, ecnv Bpef 300pOBbI0 rpaxdaH NPUYUMHEH BCNeACTBME MPUMEHEHMs NeKkapCTBEHHOro npenapaTa,
npuveaLwero B HEroqHoCTb B pesyrbTaTe HapyLlIeHWst NPaBun XpaHeHUs NeKkapCTBEHHbIX CPeACTB, NpaBui ONTOBOW
TOProBNU feKapCTBEHHbIMU MpenapaTtaMu, NpasBun OTMYyCcKa fekapCTBEHHbIX NpenapaTos, NpaBuil U3rOTOBMAEHUS U
OTMycKa neKkapCTBEHHbIX NpenapaToB, BO3MeLLeH/e Bpeaa OCYLLEeCTBMSETCA COOTBETCTBEHHO OpraHusauuen OnTOBOK
TOProBfn NleKapCTBEHHbIMY CPeACTBaMM, anTe4YHOWN opraHnsauven, MHAMBMAyanbHbIM NpeanpuHMMaTenem, MMeLWwnumm
NMUEH3NI0 Ha hapmaueBTUYECKYIO AEATENbHOCTb MMN MIMUEH3NI0 Ha MEeAVUMHCKYI0 OEeSATenbHOCTb, MeAULMHCKON
opraHusauven, nMerowen nuueH3nio Ha dapmaueBTUYECKYD AeATenbHOCTb (ee 060CcOo6neHHbIM noapasgeneHvem
(ambynatopwuen, chenbalepcknum 1 henbalwepcKo-akyLepckum nyHKTamm, LeHTPoM (oTaeneHmem) obwen BpavebHou
(cemeliHOW) MpakTUKW), PacrnofioXEHHbIM B CEMNbCKOM HaceneHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anteyHas
opraHv3aums), 4oNyCTUBLUUMK NPOAAXy MM OTMYCK TaKoro fiekapCcTBEHHOro npenapara.

(B pea. PenepanbHoro 3akoHa oT 25.11.2013 N 317-93)
3. BosmelieHve Bpepa, NPUYMHEHHOrO 340POBbLI [PaxgaH BCMeACTBME MPUMEHEHWS  NEKapCTBEHHbIX
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npenapaTtoB WM COBEPLUEHMS MPOTMBOMPABHbIX AEWUCTBUMA CyObekTamm oOpalleHnsi NEeKapCTBEHHbIX CpeacTs,
OCYLLIECTBMSIETCS B COOTBETCTBUM C 3aKoHOoAaTenbcTBOM Poccuiickon ®epepauunum.

Fnasa 16. 3BAKINMIOYUTENbHbIE NONOXEHUA

Cratba 70. O npu3HaHuMM yTpaTUBLUMMMK CUINYy OTAESbHbIX 3aKOHOOATENbHbIX  aKTOB  (MOJIOXEHUN
3aKoHoaaTenbHbIX akToB) Poccunckon ®enepaumm

Mpu3HaTb yTpaTUBLLUMMM CUIY:

1) ®epepanbHbinl 3akoH OT 22 utoHA 1998 rogpa N 86-®3 "O nekapcTtBeHHbIx cpeactBax” (CobpaHue
3akoHofatenbcTBa Poccuinckon ®egepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbi 3akoH oT 2 aHBaps 2000 roga N 5-903 "O BHeceHUM n3MeHeHust n gononHeHun B degeparnbHbin
3akoH "O nekapcTtBeHHbIX cpeacTteax” (CobpaHne 3akoHogaTenscTBa Poccuiickon ®egepaumm, 2000, N 2, cT. 126);

3) ctatbio 40 depepanbHoro 3akoHa ot 10 aHBapsa 2003 roga N 15-d3 "O BHeCEHUU U3MEHEHWI U AOMONTHEHUA B
HeKoTopble 3akoHogaTenbHble akTbl Poccunckon depepaumm B cBA3M € npuHATMEM dPegepanbHoro 3akoHa "O
NVLIEH3NPOBaHUN OTAENbHBLIX BUAOB AesTensHocTn" (CobpaHue 3akoHogaTensctea Poccuiickon Pepepaumm, 2003, N
2, cT. 167);

4) ctatbio 31 ®epepanbHoro 3akoHa oT 30 utoHsa 2003 roga N 86-d3 "O BHeCEHUM NBMEHEHMI U LOMOJSIHEHUA B
HEeKOTOpble 3akoHodaTemnbHble akTbl Poccuiickon depepaumn, nNPU3HAHUK  YTPaATUBLUMMUW  CUIY  OTAEMbHbIX
3akoHogaTenbHblX akToB Poccuiickon ®epepaunn, npegocTtaBneHWM OTAENbHbIX rapaHTUin COTPYAHUKaM OpraHoB
BHYTPEHHMX e, OPraHoB MO KOHTPOMK 3a 0OOpPOTOM HAaPKOTUYECKMX CPEACTB M MCUXOTPOMHbLIX BELEeCTB U
ynpasgHsieMbIx hefepanbHbIX OpraHoB HaroroBor NOAULMK B CBA3W C OCYLLLECTBIIEHNEM MepP MO COBEPLLUEHCTBOBAHUIO
rocygapcrBeHHoro ynpasneHus” (CobpaHue 3akoHogaTensctBa Poccuiickon ®egepaunun, 2003, N 27, c1. 2700);

5) ctatbto 101 depepanbHOro 3akoHa ot 22 aerycta 2004 roga N 122-®3 "O BHeceHUM W3MEHEHWIA B
3aKoHoaaTenbHble akTbl Poccunckon ®enepauum n NpusHaHUM yTpaTUBLUMMUN CUIY HEKOTOPbLIX 3aKOHOAATENbHbLIX aKTOB
Poccuiickon ®enepauumn B ¢Ba3n ¢ npuHsatuem dPepepanbHbix 3akoHOB "O BHECEHUW WU3MEHEHUN W OOMOMHEHWN B
depepanbHbIn 3akoH "O6 06LWMX NPUHLIMNAX OpraHn3auun 3akoHogaTernbHbIX (MPeACcTaBUTENbHBIX) U UCMOMHUTENBHbIX
OpraHoB rocyfapcTBEHHOW Bnactu cybbektoB Poccunckon ®epepauun” n "O6 o0OWMX NpyMHUMNAX OpraHusaumun
MeCcTHoro camoynpasrneHus B Poccuiickon ®egepaunn” (CobpaHue 3akoHogaTensctsa Poccuiickon ®eagepaunn, 2004,
N 35, cT. 3607);

6) ctatbto 28 PepepanbHoro 3akoHa ot 18 agekabps 2006 roga N 231-®3 "O BBegeHwn B AEWCTBME 4YacTu
yetBepTon [NpaxkaaHckoro kogekca Poccuiickon ®epepauunn” (CobpaHne 3akoHogatenscTBa Poccuiickon depepaumm,
2006, N 52, cT. 5497).

Cratbsa 71. Bctynnenue B cuny Hactosiwero degepanbHoro 3akoHa

1. Hactosawmmn ®egepanbHbin 3akoH BeTynaeT B cuny ¢ 1 ceHTsbpsa 2010 roga.

2. llekapCTBEHHbIE CpPeACTBa, 3aperMcTpupoBaHHble A0 AHSA BCTYNneHuMs B cuny Hactosiwero depepanbHoOro
3aKoHa, noanexar BKNIYEHWIO B FOCYAapCTBEHHbIE PEECTPbl NIEKapCTBEHHbIX CPEACTB C BHECEHUEM YKa3aHHbIX B 4acTu
1 ctatbn 33 HacToswero PefepanbHOro 3akoHa CBEAEHUN 06 3TUX NEKAPCTBEHHbIX cpeacTBax 6e3 npoxoXaeHus
BHOBb MpoLeaypbl rocyAapCTBEHHOW PErMCTpaLun fekapCTBEHHbIX NpenapaTos.

3. NocypapcTBeHHasa perncrpauus nekapCTBeHHbIX NpenapaToB, 3a MCKITHOYEHUEM feKkapCTBEHHbIX MnpenapaToB
AN MeOMLMHCKOrO MPUMMEHEHUs, MPEACTaBIEHHbIX HA YKa3aHHyK perncrpaumio A0 AHS BCTYNIEHUS B cuny
HacToswwero defepanbHOro 3akoHa, OCYLLECTBNSAETCA B COOTBETCTBUM C HacTosAwmm PenepanbHbiM 3aKOHOM  Ha
OCHOBaHMN OOKYMEHTOB U JaHHbIX, NPpeACTaBNeHHbIX 40 AHSA BCTYNNEeHUs B cuny HacToswero ®eaepansHOro 3akoHa.

(B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-®3)

3.1. TocygoapcTBeHHas peructpauusi JekapCTBEHHbIX MpenapaToB AN MEOVMLMHCKOrO  MPUMEHEHUS,
NpeacTaBMneHHbIX Ha roOCYy4apCTBEHHYI0 PErMcTpaumio 4o OHS BCTyNneHus B cuny HacToswero PefepanbHOro 3akoHa, v
rocyaapCTBEHHas perucTpaums NekapCTBEHHbIX MpenapaToB AN MEAULMHCKOro NpUMEHEHWsi, npeacTaBneHHbIX Ha
3KCMNEepPTM3Y NEKAPCTBEHHbIX CPeACTB A0 AHS BCTYNneHus B cuny Hactodwero denepanbHOro 3akoHa B LENAX UX
nocriegyoLwlern rocyaapCTBEHHON perucrtpaumu, OCYLLEeCTBASAKTCA Ha OCHOBaHUW [OOKYMEHTOB W AaHHbIX,
NPeACTaBMneHHbIX A0 [HSA BCTYNMeHMs B cuny Hactosiwero ®egepanbHOro 3akoHa, a Takke 3asiBleHust o
rocyJapCTBEHHOM perMcTpaumm NeKapCcTBEHHOro npenapara, MpeacTaBrieHHOro MNpou3BOAUTENEM  FIEKAPCTBEHHbIX
npenapaTtoB WM YMOSTHOMOYEHHbIM MM JIMUOM B COOTBETCTBUM C Hactoswwmm PegepanbHblM  3aKOHOM B
YMNOSTHOMOYEHHbIV dhefeparnbHbIi opraH ucnonHutensHon Bnactm go 1 maprta 2011 ropa, 6e3 TpeboBaHua ynnaTbl
rocyapCTBEHHON MOLUMMHbI, MPeayCMOTPEHHOM 3aKkoHoaaTenscTBoM Poccunckon degepaumm o Hanorax u cbopax.
(vactb 3.1 B peq. ®enepansHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. TloaTBepaeHne rocyaapCTBEHHOW perncrpauum fekapCTBEHHbIX MpenapaToB  ANd  MELMUUHCKOro
NPYMEHEHWs, NpeACTaBMeHHbIX A58 MOATBEPXKOEHUS TOCy4apCTBEHHOW perucTpaumMu Ao AHS BCTYNNEeHWs B cuny
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

HacToswwero ®egepanbHOro 3akoHa, U NOATBEPXKAEHWE TOCYAapCTBEHHOW PEerncrpauumn NekapcTBEHHbIX NpenapaTtoB
ON9 MeAMLMHCKOIo MpMMEHEHMs, NPeACTaBIEHHbIX HA KCMEPTU3Y NEKAapCTBEHHbIX CPEACTB A0 AHSA BCTYMNEHUS B CUMY
HacTosilero denepanbHOro 3akoHa B LENsX Mnocrnefyowero noarBEPXAEHMS UX TOCYAapCTBEHHOW perucrpaumu,
OCYLLECTBNAKTCHA HA OCHOBaHWUM JOKYMEHTOB M [aHHbIX, NMPEeACTaBMEHHbIX A0 AHS BCTYMNEHWS B CUMY HacTOSALLEro
denepanbHOro 3akoHa, a Takke 3asdBfeHUs O MNOATBEPXKOAEHUU rOCYAapCTBEHHOW perucrTpaumm nekapcTBEHHOro
npenapaTa, NpPeacTaBleHHOro MPOM3BOAUTENEM JIEKAPCTBEHHBIX MPENnapaToB MMM YMNOMHOMOYEHHBIM UM NULOM B
COOTBETCTBMM C HacToswmMm PefepanbHbiM 3aKOHOM B YMOSHOMOYEHHBIN deaepanbHbil OpraH  UCMOMNHUTENBHOWN
Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHMs ynnaTbl FOCYyJapCTBEHHOMW MOLUSMMHLI, MPegyCMOTPEHHOM
3akoHogartenbcTBoM Poccuiickon degepaumm o Hanorax u cbopax.

(vacTb 3.2 B pea. PegepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.3. MNMpuHATHE peLleHns 0 BHECEHUN N3MEHEHUI B AOKYMEHTbI, COAepXalimecs B pPerucTtpalMoHHOM [OCbe Ha
3apEerMcTpUpPOBaHHbIA NEKAPCTBEHHbIV Npenapat Ans MeOUUMHCKOrO NPUMEHEHWst U MpeacTaBrieHHble 00 [OHS
BCTYMMEHUS B cuny Hactoswero ®egepanbHOro 3akoHa, U MPUHSTUE PELUEHUA O BHECEHUN WU3MEHEHUIN B [OKYMEHTbI,
cofeprkalleecs B perMcTpaunoHHOM J0Cbe Ha 3aperncTpyMpoBaHHbIN NEKAPCTBEHHbIN Mpenapat Ans MeguuMHCKOro
NPUMEHEHNST N NPeACTaBNEHHbIE HA 3KCNEePTU3Y JEKAPCTBEHHbIX CPeACTB A0 AHA BCTYMNIIEHUS B CWUIY HaCTOSLLEro
depepanbHOro 3akoHa, OCyLLEeCTBRAKTCSA HA OCHOBaHWUM JOKYMEHTOB M JaHHbIX, NPEeACTaBMNEHHbIX 40 AHS BCTYMNNEHUs
B cuny Hacrtosuwero ®eaepanbHOro 3akoHa, a Takke 3asBrneHnst 0 BHECEHUM N3MEHEHUI B JOKYMEHTbI, coAepxalinecs
B PerMcTpauMoHHOM LOCbe Ha 3aperMcTpMpOBaHHbIA JIEKAPCTBEHHbIA MNpenapaTt Ans MeOULMHCKOTO MPUMEHEHUS,
NpeAcTaBNeHHOro NPOM3BOANTENEM JIEKAPCTBEHHBIX NPENapaToB UM YNOSTHOMOYEHHbLIM UM JIMLOM B COOTBETCTBMM C
HacToswmM PegepanbHbIM 3aKOHOM B YMOMTHOMOYEHHbIA doefeparbHbI opraH MUCMNOSHUTENbHOW Bnactm go 1 maprta
2011 roga, 6e3 TpeboBaHWs ynnaTtbl roCyAapCTBEHHOW MOLUSNHBI, MPEeaYCMOTPEHHON 3akoHOAaTenbCTBOM Poccuiickon
®epnepaumm o Hanorax un cbopax.

(vacTb 3.3 B peq. ®enepansHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bbigaya paspelleHuMin Ha MNpoBedEeHME KITMHUYECKUX WCCNELOBaHUM FEKapCTBEHHbIX MpenapaTtoB Ans
MEOULMHCKOTO NMPUMEHEHNsI MO 3asiBNEHWAM, MOA4AHHbIM OO OHA BCTYMNEHWst B cuny HacTosiwero ®egepanbHoro
3aKOHa, a Takke Mo 3asBeHVsM, NOAaHHbIM Nocne AHS BCTYMNEeHWst B cuny HacTosiwero ®egepanbHOro 3akoHa Ha
OCHOBaHWN 3KCNepTU3, NPOBEAEHHBLIX 40 OHSA BCTYNNEHNsa B cuny Hactosiwero ®eaepanbHoro 3akoHa, OCyLLECTBSIETCA
B COOTBETCTBMM C HacTosAwmnm PegepanbHbIM 3aKOHOM Ha OCHOBaHMM [OKYMEHTOB W [OaHHbIX, NpeacTaBneHHbIX WIu
MosfyYeHHbIX OO0 OHS BCTYMSEHUs B cuny Hactosiwero ®egepanbHOro 3akoHa, a Takke Ha OCHOBaHWM KOMuu
npefBapuUTENBHOIO OroBopa 00a3aTeNbHOro CTPaxoBaHUS XXMU3HW, 300POBbst NALMEHTOB, Yy4aCTBYOLLMX B KITMHNYECKOM
nccrefoBaHUM NEKApCTBEHHOIO npenapaTta Ansg MeAVLMHCKOro MPUMEHEHMS, WM KOMMU JOoroBopa 06s3aTenbHoro
CTpPaxoBaHWUS XM3HW, 300POBbs NALMEHTOB, y4aCTBYIOLLMX B KITMHNYECKOM MCCIEedoBaHMM JIeKapCTBEHHOro npenapara
OIS MeOMLMHCKOro NpUMEHEHUs1, MO0 NpeacTaBNeHHOM KON JoroBopa 06s3aTenbHOro CTpaxoBaHusi, 3akiio4eHHOro
B COOTBETCTBMM C TUMOBbLIMW MpaBunamMy 00S3aTeNbHOrO CTPaxoBaHUsl, C yka3aHMeM npefernibHON YMCIEeHHOCTU
NauMeHTOB, y4acTBYOLMX B KITMHNYECKOM UCCIELOBaHMMN NIEKAPCTBEHHOIO NpenapaTa Anst MeguMunHCKOro NpUMeHeHNs,
6e3 TpeboBaHUs ynnaTbl roCyAapCTBEHHOW MOLUMMHbI, NPeayCMOTPEHHOW 3akoHodaTenscTBoM Poccuiickon ®enepauun
0 Hanorax u cbopax.

(vactb 3.4 B peq. PepepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.5. 3apernctpupoBaHHble B WMHOCTPAHHOM BanioTe A0 OHA BCTYMneHuMs B cuny Hactosiwero depepanbHoOro
3aKoHa npepernbHble OTNYCKHbIE LIEHbl MHOCTPAaHHbIX NPON3BOAUTENEN Ha NeKapCTBEHHbIE NpenapaTthbl, BKMOYEHHbIE B
nepeyveHb XXM3HEHHO HEOOXOAUMBIX U BaXKHENMLLMX NTEKapCTBEHHbIX NpenapaToB, nogsexart nepecyeTy B pybnu no kypcy
LleHTpanbHoro 6aHka Poccuiickon ®enepauum Ha gaTy, ycTaHoBrneHHyw [lpaButensctBoM Poccuiickon Pepepaumm,
0e3 npeacTaBneHns 3as8BreHNst O NepecyeTe LieHbl C BHECEHWEM COOTBETCTBYIOLUMX W3MEHEHWA B FOCYAapCTBEHHbIN
peecTp npefernbHbIX OTMYCKHbIX LEH NPOM3BOAMTENEN Ha NEeKapCTBEHHble npenaparbl, BKIOYEHHbIE B MNepeyeHb
KM3HEHHO HEOOXOAUMbIX U BaXKHENLLMX NeKapCTBEHHbIX NpenapaTos.

(vacTb 3.5 BBegeHa dPepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3apernctpupoBaHHble OO0 AHS BCTYNneHus B cuny Hactoswero ®deaepanbHOro 3akoHa MpefenbHble
OTMYCKHbIE LIEHbI POCCUIACKUX NPOM3BOAMTENEN Ha IEKapCTBEHHbIE Mpenapartbl, BKIOYEHHbIE B NepeyeHb XU3HEHHO
HEeOOXOAMMbIX U BaXKHEWLLMX NIEKAPCTBEHHbIX NpenapaToB, nognexar nigekcaumm ¢ 1 Hosidpa 2010 roga ucxogsa w3
NPOrHO3MpPYEMOro ypoBHS MHANALUUK, ycTaHOBNEHHOro PepeparnbHbiM 3akoHOM oOT 2 aekabpst 2009 roga N 308-93 "O
denepanbHom GrogkeTe Ha 2010 rog n Ha nnaHosbI nepuog 2011 n 2012 rogos” Ha 2011 roga.

(vacTb 3.6 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.7. MNocne 1 wmapta 2011 roga He p[onyckakwTcs NpomM3BOACTBO M BBO3 B Poccuiickyito ®depepauuio
nekapCTBEHHbLIX MpenapaToB B YMakOBKaxX C MAapKMPOBKOW, KoTopasi Obina HaHeceHa A0 OHSA BCTYMMEHUs B cCuny
HacToswero ®egepanbHOro 3akoHa. 1o MCTEYEHMU YKa3aHHOrO CpoKa [AaHHble NeKapCTBEHHble MnpenapaTtbl MoryT
OTMyCKaTbCsl, peanv3oBbIBaTbCS, NepeaBaTbCs U NPUMEHATLCHA A0 UCTEYEHNST X CPOKA rOAHOCTU.

(B pea. PenepanbHbix 3akoHOB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-d3)

4. Co gHa BcTynneHua B cuny Hactoswero PegepanbHoro 3akoHa n no 30 anpens 2011 roga BKAKYUTENBHO

JonyckaeTca NpoBefeHWe JKCNepTU3bl JeKapCTBEHHbIX CPEACTB  9KCMEepTaMuM  3KCMEPTHOro  yupexaeHus OO0
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHus: 12.11.2016

NMPOXOXOEHUS MMM aTTecTaumm B MOpsgKe, YCTAHOBIIEHHOM  YMOMHOMOYEHHbIM  dedepanbHbiM  OpraHoM
NCMNOMHMTENBHOW BNacTu.

5. Co gHs BcTynneHus B cuny Hactoswero ®egepaneHoro 3akoHa u no 31 pgekabps 2013 roga BKNHOYMTENBHO
OCYLLECTBMSIETCA Nepexon K NpOM3BOACTBY FfEKAPCTBEHHbIX CPeACTB B COOTBETCTBUM C NpaBuiiamMu oOpraHv3aLmu
Npon3BOACTBa M KOHTPONSA KayecTBa INeKapCTBEHHbIX CPEACTB, YKa3aHHbiMM B 4yactu 1 ctatbum 45 HacTosLlero
depepanbHOro 3akoHa, B nornHom obbeme. Cpoku nepexoda MNpPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB K UX
NPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMW TpeboBaHMAMW [AaHHbIX MNpaBwui, BKAYasi CPOKM aTTecTaumm
YMOSTHOMOYEHHbBIX UL, YKa3aHHbIX B 4acTax 6 u 7 ctatbu 45 HacTosiwero degepanbHOro 3akoHa, YCTaHaBMMBalOTCA
MpaButensctesoM Poccuinckon degepaumn.

6. JlnueHsnn Ha NpoM3BOACTBO NEKApCTBEHHbIX CPEACTB, BblgaHHble Ao 1 aHBaps 2014 roga, gencTBytoT nocrne 1
saHBaps 2014 roga 0O UCTEYEHNsI CPOKa MX AEUCTBUSA NPW YyCNOBMU COOTBETCTBUA NULIEH3NMaTa npasunamM opraHusauum
NPOM3BOACTBA M KOHTPOMS KayecTBa JIEKAPCTBEHHbIX CPeacTB, YkaszaHHbIM B 4actu 1 crtatbn 45 HacToswero
depepanbHOro 3akoHa.

7. dopMupoBaHWe roCyJapCTBEHHOrO 3adaHud Ha MpOBEAEHWe 3JKCNepTu3bl JIEKapCTBEHHbIX CPeacTB
denepanbHOMY rocyaapCTBEHHOMY BHOPKETHOMY YUPEXAEHUIO MO NPOBEAEHNIO SKCNEPTU3bI NTEKAPCTBEHHbLIX CPEACTB U
uHaHcoBoe obecneyeHne BbINOMHEHMS 3TOrO 3a4aHns OCYLLLECTBISAIOTCS B Nopsiake, yctaHoBneHHom PepneparnbHbiM
3akoHoMm oT 12 sHBaps 1996 roga N 7-®3 "O HekoMMep4eCcKux opraHusaumnax”.

(vacTb 7 BBegeHa denepanbHbiM 3akoHOM OT 29.11.2010 N 313-03)

Mpe3ngeHT
Poccuiickon depepanmm
O0.MEOBELEB
Mocksa, Kpemnb
12 anpens 2010 roga
N 61-03
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