06 obpalueHun nekapcTBeHHbIX cpeacTB — PegepanbHbii 3akoH oT 12.04.2010 N 61-93 — [JeiicTBytoLLas NocneaHss peaakums ot
03.07.2016 N 350-93 — C u3aMeHeH1sAMU 1 AONOMHEHMAMN, BCTynuBLUMMM B cuny ¢ 15.07.2016 — Havano gencreusi pegakumm
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O6 oGpalleHnn nekapcTBeHHbIX cpeacTB — PeaeparnbHbIA 3aKOH OT
12.04.2010 N 61-®P3 — [lencTByrowwan nocrieqHAA pegakuusa oT
03.07.2016 N 350-®3 — C uamMeHeHUsIMN " OO0NONTHEHUSAAMM,
BCTynuBLMMU B cuny ¢ 15.07.2016 — Hayano aencrteua pepakuum
15.07.2016 — OKkoH4YaHue geuctBua pegakumm 31.12.2016

MpuHaT FocynapcteeHHon [lymon 24 mapta 2010 roga
OpobpeH CosetoM Pepepaumm 31 mapta 2010 roga

Cnncok nameHsitoLLmMx JOKYMeHTOoB (B peq. PenepanbHbix 3akoHoB oT 27.07.2010 N 192-93, ot 11.10.2010 N 271-®3, ot
29.11.2010 N 313-®3, o1 06.12.2011 N 409-93, ot 25.06.2012 N 93-93, o1 25.12.2012 N 262-93, o1 02.07.2013 N 185-
®3, o1 25.11.2013 N 317-93, o1 12.03.2014 N 33-d3, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-93 (pes.
13.07.2015), ot 08.03.2015 N 34-®3, ot 29.06.2015 N 160-P3, ot 13.07.2015 N 233-03, o1 13.07.2015 N 241-93, ot
13.07.2015 N 262-93, o1 14.12.2015 N 374-93, o1 29.12.2015 N 389-03, o1 02.06.2016 N 163-03, o1 03.07.2016 N
305-93, ot 03.07.2016 N 350-P3)

Maga 1. O6wme nonoxeHusi
Cratbs 1. lNpeameT perynupoBaHusa HacTosiwero degeparnbHOro 3akoHa

1. HacTtoswwmin ®egepanbHblil 3aKOH perynupyeT OTHOLLEHUS, BO3HMKatoLWMe B CBS3N ¢ obpalleHuem -
pa3paboTKor, LOKNMMHWYECKUMU  UCCNEQOBaHUSIMU,  KIMHWYECKMMMW  UCCIELOBaHUSIMK,  3KCMEepPTU30WN,
rocyfapCTBEHHOW peructpauuen, co CcTaHAapTu3auuen U C KOHTporieM KadecTtBa, NPOu3BOACTBOM,
N3roToBneHUeM, XpaHeHueM, nepeBo3Kon, BBO3OM B Poccuiickyto depepaumio, BbIBO30OM U3 Poccuickon
denepauun, peknamon, OTNYCKOM, peanu3auuen, nepegadven, MNPUMEHEHNEM,  YHUYTOXEHUEM
NeKapCTBEHHbIX CPeaCTB.

(B peq. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosawmn depepanbHbii 3aKOH yCTaHaBNMBAET MPUMOPUTET rOCYAAapPCTBEHHOIO perynnmpoBaHus
6e30nacHOCTU, kKadyecTBa M 3PPEKTUBHOCTM NTEKAPCTBEHHbIX CPEACTB MpU NX obpaLleHnn.
(B peqn. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Cratbs 2. Cchepa npumeHeHust HacTosiwero efepansHOro 3akoHa

Hactoawmnn depepanbHbii 3aKOH MPUMEHSIETCA K OTHOLLEHMSIM, BO3HMKaKOWWMM npu obpalueHun
nekapcTBEHHbIX CPeacTB Ha TeppuTopum Poccuiickon ®epepaumn.

Cratbs 3. 3akoHogaTenbCcTBO 06 0OpalLeHMM NleKapCTBEHHbIX CPEACTB

1. 3akoHopatenbctBO 006 OOpalleHMM NeKapCTBEHHbIX CpPeacTB  COCTOUT U3 HACTOSILEro
depnepanbHOro 3akoHa, Apyrmx depeparnbHbiX 3aKOHOB M MHbIX HOPMAaTMBHbLIX MPaBOBbIX akTOB POCCUIACKON
depnepauun.

1.1. 3akoHogaTenbcTBO 06 ObpalleHNN NeKapCTBEHHbLIX CPEACTB B OTHOLUEHUWN HOPUOUYECKUX NUL U
MHOUBMAYaANbHbLIX NPeanpUHUMAaTENENn, OCYLLECTBIAIOWNX AEATENbHOCTb HA TEPPUTOPUU MEXOYHAPOLHOro
MEeOULMHCKOrO KnacTtepa, NpMMeEHsieTCa ¢ y4eToM 0cobeHHOCTEN, yCTaHOBMNEHHbIX PeaepanbHbiM 3aKOHOM
"O MexayHapoaHOM MeAULIMHCKOM KnacTepe U BHECEHUU U3MEHEHUN B OTAENbHbIE 3aKkoHOAATeNbHbIE aKThbl
Poccunckon ®epepaumn’.

(vactb 1.1 BBegeHa PenepanbHbiM 3akoHOM oT 29.06.2015 N 160-D3)

2. [enctBre Hactosiwero ®enepanbHOro 3akoHa pacnpoCTpaHAeTCs Ha obpalleHne HapKOTUYECKMX
NEKaApCTBEHHbIX CPeaCcTB M MCUXOTPOMHbIX  JIEKAPCTBEHHBbIX CPeAcTB € y4eToM 0cobeHHoCTen,
YCTaHOBIIEHHbIX 3aKoHoAdaTenbCcTBOM Poccuiickon defepaumm 0 HApKOTUHECKUX CpeacTBax, NMCUXOTPOMHbIX
BellecTBax 1 06 ux npekypcopax.

3. [OenctBne Hactoswero @PegepanbHOro 3akoHa  pacnpocTpaHsaeTcss Ha  obpalleHune
pagnodapMaLeBTUYECKNX  JIEKAapCTBEHHbIX CPEACTB € y4eTOM  OCOOEHHOCTEN,  yCTaHOBMEHHbIX
3akoHogaTtenbcTBoM Poccuiickon ®Penepauun B obrnactu obecneyveHnss pagmaumoHHon 6e3onacHocTu.

4. Ecnn mexagyHapogaHbiM goroBopomM Poccuiickon ®enepaumm yctaHoOBNEHbl UHbIE NpaBuna, Yem Te,
KOTOpble MpeaycMoTpeHbl HacToswmum defepanbHbiM 3aKOHOM, NMPUMEHSAOTCA NpaBuna MexayHapoaHOro
Jorosopa.

5. B Poccunckon depepauumn B COOTBETCTBUM C MeXAyHapoaHbIMM porosBopamu Poccuickom
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denepauum 1 (MNK) Ha OCHOBE NPUHLMNA B3aUMHOCTW NPU3HAIOTCA pe3ynbTaThbl KNMMHUYECKUX UCCeaoBaHuiA
NeKkapcTBEHHbIX NpenapaToB Ans MeAMLMWHCKOro MpUMEHeHUsl, NpoBeAeHHbIX 3a npenenaMmum TeppuTopum
Poccunckon ®egepaumn.

Cratbsl 4. OCHOBHblE NOHATUS, UCNOSb3yeMble B HacTosiLeM PeaepanbHOM 3aKoHe

[na uenen HacTosiwero PenepanbHOro 3akoHa UCNOMNb3YHTCA CreayLmMe OCHOBHbIE NMOHATUS:

1) nekapCTBEHHbIE CPEACTBaA - BELLECTBA UMM UX KOMOUHaLMK, BCTyNaloLWmMe B KOHTaKT C OpraHn3MoM
YyenoBeka WM >XMBOTHOTO, MPOHMKAKLWME B OpraHbl, TKAHW OpraHu3Ma 4eroBeka WM >XMBOTHOTO,
npuMeHsieMble Ans NpodunakTuky, AMarHOCTUKM (3@ WCKIIOYEHMEM BeLLeCTB WM MX KOMOWHauui, He
KOHTaKTUPYIOLLUMX C OPraHM3MOM YenoBeKa UMM XMBOTHOrO), neyeHnss 3abonesaHusi, peabunurauun, Ans
COXpaHeHus, NpeaoTBpaLLEHMS UK NpepbiBaHNs GepeMeHHOCTU 1 MOoMNyYeHHble U3 KPOBW, Nnasmbl KPOBW,
N3 OpraHoB, TKaHew opraHu3Ma YenoBeKa Wiu XXMBOTHOTO, pacTeHW, MMHepanoB MeTogaMm CuHTe3a unm c
npumeHeHnem Buonornyeckux TexHonormn. K nekapctBeHHbIM cCpedcTBaM OTHOCATCS dhapmaueBThyeckune
cybCcTaHumM 1 nekapcTBeHHbIe npenaparsl;

2) dhapmaueBTUYecKkas cybCcTaHuMa - NekapCTBEHHOe CPeACTBO B BWAE OAHOIMO UMM HECKOMbKUX
obnagawowmx dapMakornorMyeckon akTUBHOCTBIO AEWCTBYIOLUX BELLECTB BHE 3aBMCMMOCTU OT Mpupoabl
NPOUCXOXOEHMS, KOTOpOe NpefHas3HavYeHo AN NPon3BOACTBA, U3rOTOBMEHNS NeKapCTBEHHbIX NpenapaTos U
onpegenseT ux apHeKTUBHOCT;

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

3) BcnoMoraternbHble BellecTBa - BELeCTBa HEOPraHNYecKoro UM OpraHnyYeckoro NpPONCXOXAEHNS,
ncnornb3yemble B NpoLecce Npou3BoACTBa, U3rOTOBIEHUS NEeKapCTBEHHbLIX MpenapaTtoB Ans npuaaHus UM
HeobxoaAMMbIX (PU3NKO-XMMUYECKNX CBONCTB;

4) nekapcCTBeHHble npenapaTtbl - JleKapCTBEHHble CPeAcTBa B BWAe JleKapCTBEHHbIX opM,
npuMeHsieMble Ans NPoUNakTUKK, AMarHOCTMKK, neveHns 3abonesaHns, peabunvraumm, ons coxpaHeHus,
npefoTBpaLleHns unv npepbiBaHus 6epeMeHHOCTY;

5) nekapcTBeHHas hopma - COCTOsIHME NeKapCTBEHHOro npenapara, COOTBETCTBYyoLLee cnocobam ero
BBEAEHMSA 1N NpuMeHeHns 1 obecneuunsaroLlee JOCTMKeHne Heobxoanmoro nevebHoro adpadekTa;

5.1) posupoBka - cogepXaHue OOQHOro UMM HECKOMbKMX AENCTBYHOLUMX BELECTB B KONMYECTBEHHOM
Bblp@XXEHUM Ha eauvHuuy Q[03bl, UNu eguHudy obbema, WnNu eauMHUUy Maccbl B COOTBETCTBMM C
nekapcTBeHHon opmon Nnbo Ans HEKOTOPbLIX BUOOB NeKapCTBEHHbIX HOPM KONMYECTBO BbICBODOXOAEMOIro
13 nekapCcTBEHHON (POPMbl AENCTBYIOLLEro BELLECTBa 3a eANHNLY BPEMEHMU;

(n. 5.1 BBegeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) nepeveHb XM3HEHHO HEeOOXOOMMbIX W BaXKHEWLUMX NeKapCTBEHHbIX NpenapatoB - EXerogHo
yTBepxaaembinn [paButensctBoM Poccuiickorn defepauumn nepedeHb fekapCTBEHHbIX npenapaToB Ans
MEAMUMHCKOrO nprvMeHeHusi, obecneunBaomnx NPUOPUTETHbIE MOTPEOHOCTM 34pPaBOOXPAHEHMS B Lensix
nNpouNakTMkn 1 neveHns 3abonesaHuii, B TOM yucne npeobnagatrowimx B CTpyKType 3aboneBaemMocTu B
Poccuinckon ®epgepauuu;

6.1) ophaHHble nekapCTBeHHble mnpenapaTbl - NEeKapCTBEHHble npenapaTbl, npegHa3HaYeHHble
NCKMIOYNTENBHO AN AMArHOCTMKM UM NATOreHEeTUYECKOro neveHns (NeyYeHns, HanpasneHHOro Ha MexaHu3m
pa3BuTuSA 3abonesaHuns) pegkux (opdaHHbIx) 3aboneBaHui;

(n. 6.1 BBegeH PegepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

6.2) 6uonorvyeckMe nekapcTBeHHble MpenapaTbl - fekapcTBeHHble npenapaTbl, AeWCTByloLlee
BELLECTBO KOTOPbIX MPOU3BEAEHO WX BblOENeHO K3 BMONormyeckoro MUCTOYHWKa W Ans onpegerneHvs
CBOWCTB M KayecTBa KOTOPbIX Heobxoanma KoMOuHaums Gronormdeckmx u usmko-xmMmyecknx metogos. K
OGuornorM4yeckuMm  neKkapcTBeHHbIM — MpernapataMm  OTHOCSTCS  UMMYHOOWMOMoOrMyeckne  nekapcTBEHHble
npenapaTbl, fiekapCcTBEeHHbIe NpenapaTbl, MOyYeHHblIe N3 KPOBU, NNa3mbl KPOBM YENOBEKa U XXMBOTHbIX (3a
NCKIMIOYEHNEM LieNbHOM KpOBW), BroTexHonorMyeckne nekapcTBeHHble npenapatbl, reHoTepaneBTuyeckne
riekapcTBeHHbIe nNpenaparb;

(n. 6.2 BBegeH d®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7) wvMMmyHOBMWOMOrMyeckne  nekapcTBeHHble  npenapatbl -  fleKapCTBEHHble  Mpenaparbl,
npegHasHayYeHHble Ans opMyMpoBaHMSA akTUBHOMO WM MacCMBHOIO WMMyHMTETa nnbB0O AWMarHoCTMKM
HanMuMss UMMyHUTETa UK ANarHOCTUKKU cneumduyeckoro NpuobpeTeHHOro N3MeHeHNS MMMYHONOrMYECKOro
oTBeTa Ha anneprusumpyowme sewlectsa. K uMMmyHobronormyecknm nekapcTeeHHbIM npenapatam OTHOCHATCSA
BaKLUWHbI, aHAaTOKCUHbI, TOKCUHbBI, CbIBOPOTKM, UMMYHOTNIOBYWHbLI U annepreHsbl;

(n. 7 B pea. PegepansHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) BuoTexHonornyeckne nekapcTBeHHble Npenaparbl - fieKapCcTBEHHbIe MpenapaTbl, NPOU3BOACTBO
KOTOPbIX OCYLLECTBMSIETCA C MCMNOMb30BaHMEM OMOTEXHONMOrMYecKMX NMpoLeccoB M MeTodoB (B TOM 4ucre
OHK-pekoMOMHAHTHOM TEXHONOrMKM, TEXHONOMMM KOHTPONMMPYEMOW 3KCMPEeCCUMU TEeHOB, KOOMPYHOLLNX
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Ouonormyeckn akTMBHble Oenku B MNpoKapuoTax W 3dykapuoTax, BKIHOYAA W3MEHEHHblEe  KIeTKU
MITEKONUTAIOLLMX), TMOPMOOMHOrO MeETOAa U METoAa MOHOKIOHANbHbLIX aHTUTES;
(n. 7.1 BBegeH ®egepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTUYECKME  JieKapCTBEHHble Mpenapatbl - JIEKapCTBEHHble  Mpenaparbl,
dapmaueBTMyeckas CyoCTaHUUSA KOTOpbIX SBNAETCA PEKOMOMHAHTHOW HYKNEMHOBOW KUCMOTOW Unn
BKIMOYaeT B cebs peKOMOUHAHTHYO HYKNEWHOBYHK KMCMOTY, NMO3BONSAOLLYI OCYLLECTBNATL PerynmpoBaHue,
penapauuio, 3ameHy, fobaBneHne unu yganeHme reHeTM4eCckon nocrnenoBaTensHOCTY;

(n. 7.2 BBegeH PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) HapkoTuuyeckue nekapCTBEHHble CPeAcTBa - JleKapCTBEHHble npenapaTtbl U hapmaleBTUnyeckue
cybcTaHumn, cogepallme HapkoTMYeCKMe cpeacTBa M BKMYEHHble B [NepeyeHb HapKOTMYECKUX CPencTs,
MCUXOTPOMHBIX BELLECTB UM MX MPEKYPCOPOB, nNoanexawmx KoHTporo B Poccuiickon ®epepauun, B
COOTBETCTBUM C 3aKoHoAaTenscTBoM Poccuiickon ®enepauun, mexayHapoaHeiMu gorosopamun Poccuiickon
deaepaunn, B TOM Yncne EgmMHon kKoHBEHUMEN O HApKOTMYECKMX cpeacTeax 1961 roaa;

9) MCMXOTPOMHbIE JEKAapCTBEHHbIE CpPeAcTBa - JIEKApCTBEHHble MnpenapaTbl U dpapMaueBTU4eckue
cybcTaHumn, coaepallme NCUXoTPOMHbIe BELLeCTBa M BKIOYEHHbIE B [lepeyeHb HAapKOTUYECKMX CPeacTB,
MCUXOTPOMHBIX BELLEeCTB WM MX MPEKYypCcopoB, noanexawmx KoHTpormo B Poccuickon Pepepauun, B
COOTBETCTBUM C 3aKkoHoAaTenbCcTBoM Poccuiickon depepauunn, mexagyHapoaHeiMyn gorosopamm Poccuiickon
depnepaunn, B ToM yncrie KoHBeHLMEN O NCUXOTPOMHbIX BewecTBax 1971 roaa;

10) paguodapmaueBTMHECKUE TeKapCTBEHHble CpeacTBa - JleKapCTBEHHble CPeacTBa, KoTopble
cogepxaT B roTOBOW AN WUCNONb30BaHMS bopMe OAWH PaavOHYKNUA WUMAW HECKOMNbKO pPafMOHYKNMAO0B
(pagnoakTUBHbIX N30TOMOBY);

11) pecbepeHTHbIM NeKapCTBEHHbIM npenapaT - NeKapCTBEHHbI npenapaT, KOTOpbI BnepBble
3apernctpuposaH B Poccuiickon Pepepaunn, kavectBo, 3pdeKTMBHOCTL M 6e30nacHOCTb KOTOPOro
OOKa3aHbl Ha OCHOBaHUWM pe3yrnbTaToB [OOKMMHUYECKUX WCCNELOBaHUA FEKapCTBEHHbIX CPEeACcTB U
KMMHUYECKUX UCCeaoBaHWIi NEKapCTBEHHbIX NMpenapaToB, MPOBEOEHHbIX B COOTBETCTBUM C TpeboBaHUAMM
yYactein 6 n 7 ctatbn 18 Hactoswero defepanbHOro 3akoHa B OTHOLLEHUWM NEKapCTBEHHbIX CpeacTs Ans
MEeOMLIMHCKOro NpMMeHeHust Nnbo B COOTBETCTBUM C TpeboBaHmaMK cTaTtbm 12 HacTosiwero PegeparnbHOro
3aKOHa B OTHOLLEHWUW NEKapCTBEHHbIX CPEACTB ANs BETEPUHAPHOrO NMPUMEHEHMUS, U KOTOPbIN UCMONb3yeTcs
AN oueHKn GUOIKBMBANEHTHOCTU MMM TepaneBTUYECKON IKBMBASNEHTHOCTU, KadecTBa, 3dEKTMBHOCTUA U
©e3onacHOCTM BOCNPOM3BEAEHHOTO Unn GuoaHanoroeoro (6nonogobHOro) nekapcTBEHHOIO Npenapara;

(B pea. PenepanbHbIX 3akoHOB 0T 22.12.2014 N 429-93, ot 13.07.2015 N 241-93)

12) Bocnpoun3BegeHHbIV NekapCTBEHHbIN Npenapar - NekapCTBEHHbIV npenapar, KOTopbIn MMEeeT Takow
e KayeCTBEHHbIN COCTaB W KONMUYECTBEHHbIN COCTaB OENCTBYIOLNX BELLECTB B TakoW Xe NeKkapCTBEHHOW
dopmMe, 4TO M pedepeHTHbIN NeKkapCTBEHHLIN npenapar, 1 GUO3KBUBANEHTHOCTb UNKN TepaneBTudeckas
3KBUBANEHTHOCTb KOTOpOro pedepeHTHOMY nekapCTBEHHOMY npenapary noaTeepXxaeHa
COOTBETCTBYHOLUMMW NCCIEAOBAHNAMU;

(n. 12 B pen. ®eapepanbHoro 3akoHa oT 22.12.2014 N 429-93)

12.1) TepaneBTUYeckad  SKBMBANEHTHOCTb -  OOCTWXKEHME  KIMHUYECKM  COMOCTaBMMOro
TepaneBTUYecKoro addekta npu MNPUMEHEHUN FEKAPCTBEHHbIX MNpenapatoB Ans  MeAMLUHCKOro
NPUMEHEHWS N9 OOHOW 1 TOM e rpynibl GOMbHBIX MO OAHUM U TEM Xe MOKa3aHUSAM K MPUMEHEHMIO;

(n. 12.1 BBegeH PenepansHbIM 3akoHOM OT 22.12.2014 N 429-93)

12.2) 6uoaHanorosbii (6uonogobHLIN) NekapCTBeHHbIV npenapaT (6uoaHanor) - Guonorm4eckuin
NeKkapCcTBEHHbIN npenapart, CXOXUMW Mo napameTpaMm KadyecTtBa, 3ddeKkTMBHOCTM U He3onacHocTM C
pecdepeHTHbIM BUONOrMYeckKUM neKapCTBEHHbIM MpenapaTtoM B TakKOW >Xe NeKkapCcTBEeHHOW dopme U
NUMEIOLLNIA NOEHTUYHBIN cnocob BBEOEHNS;

(n. 12.2 BBeaeH d®eaepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-03)

12.3) B3aMmo3aMeHsieMblll NeKapCTBEHHbIA MpenapaT - NeKkapcTBEHHbIN Mpenapat C JoKas3aHHOW
TepaneBTUYECKOW  SKBMBANIEHTHOCTbIO WM OMO3KBUBANEHTHOCTbIO B OTHOWIEHMU  peddepPeHTHOro
NEeKapCTBEHHOIO Mpenapata, UMELWMN 3KBMBANEHTHbIE €My Ka4yeCTBEHHbI COCTaB U KONUYECTBEHHLIN
COCTaB AENCTBYIOLUMX BELLECTB, COCTaB BCMOMOraTemnbHbIX BELLECTB, NIEKAPCTBEHHYO opMy K cnocob
BBEAEHUS;

(n. 12.3 BBegeH PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

13) nekapCTBEHHOE pPaCTUTENBHOE ChIPbE - CBEXME WU BbICYLLEHHbIE pacTeHnsa nmnbo KX 4vacTw,
ucnonb3yemble s MNPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB OpraHu3aumsMm - MNpoM3BOAUTENSMMU
NEeKapCTBEHHbIX CPeaCTB WU U3rOTOBMEHMSI NEKApPCTBEHHbLIX NpenapaToB anTeYHbIMU OpraHu3auusamu,
BETEPUHAPHbLIMU  anNTeYHbIMW  OpraHu3aumnsMn, WHAMBUAYaANbHLIMU  NpeanpuHUMaTensaMn, UMerLLMMU
NUUEH3MIO Ha hapMaLEBTUYECKYIO AeSATENbHOCTb;

14) nekapCTBEHHbI pacTUTENbHbLIN MNpenapaT - NeKapCTBEHHbIN Mpenapart, NPOu3BeAEHHbIN WUnu
N3roTOBMEHHBIN M3 OOHOTO BWAA JIEKAPCTBEHHOrO PaCTUTENLHOIO ChiPbS WM HECKONbKUX BWOOB TaKOro
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CbIpbsl Y peanunsyembivi B pacacoBaHHOM BUAE BO BTOPMYHON (NOTPEOUTENLCKON) YNaKkoBKe;

15) romeonaTU4ecknii NekapCTBEHHLIN NpenapaT - JIeKapCTBEHHbI npenapat, NPOM3BEAEHHbIN UMK
N3roTOBMEHHbIV U3 hapMaLeBTUYECKOM CyOCTaHLMM nnn dpapmaueBTU4eckux cybctaHumii B COOTBETCTBUM C
TpeboBaHMAMKN OBLWMX hapMakonenHblX CTaTen K romeonaTMYeckMM fekapCTBEHHbIM MnpenapataMm unv B
COOTBETCTBUM C TpeboBaHNsIMK hapMakonen CTpaHbl NPOU3BOANTENS TAKOro NIeKapCTBEHHOrO Npenapara;
(n. 15 B pea. PegepansbHOro 3akoHa ot 22.12.2014 N 429-93)

16) mexagyHapogHoe HenaTeHTOBaHHOE HaMMEHOBaHWE NEKapCTBEHHOro cpeacTBa - HaMMEHOBaHWe
OencTByloLLero BellecTBa apmMaLeBTMYeckon cybcTaHumm, pekomeHaoBaHHOe BcemupHon opraHusauunen
30paBOOXpaHeHus;

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

17) ToproBoe HaMMeHOBaHWE NEKapCTBEHHOIO CPeACTBa - HAMMEHOBaHUE NEKApCTBEHHOIO CpeacTBa,
MPUCBOEHHOE €ro pa3paboTyMKkoM, OepXaTeneM Wnu BragenbLemM pPermcTpauMoHHOro YOOCTOBEPEHUS
nekapcTBEHHOro Npenapara;

(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

17.1) rpynnnpoBOYHOE HaMMeHOBaHME NIEKAPCTBEHHOIO npenapara - HaMMeHOBaHWE NIEKAapCTBEHHOIO
npenapaTta, He WVMEWLWero MeXayHapodHOro HEenaTeHTOBaHHOIO HauMeHOBaHus, WM  KombuHauum
NEKapCTBEHHbIX MNpenapaToB, MWCMOMb3yemMoe B LUeNnsax OoO0beauMHeHWa wux B Tpynny nog €OuHbIM
HaMMEHOBaHNEM UCXOLA U3 OOAMHAKOBOro COCTaBa AENCTBYIOLLMX BELLECTB;

(n. 17.1 BBegeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

18) obwasa dapmMakonenHas ctaTbd - OOKYMEHT, YTBEPXOEHHbIV YNOMHOMOYEHHbIM dedepanbHbIM
OpraHoM MWCMOMHUTENBHOW BRAcTM W COAepXallun nepeveHb nokasaTenen kKayectsa U (unu) MeTodoB
KOHTPOSIS Ka4eCcTBa KOHKPETHOW NekapCTBEHHON POPMbI, NEKAPCTBEHHOINO PAcTUTENBHOMO ChiPbsi, ONUCaHUS
Guonornyecknx, BUOXMMMYECKMNX, MUKPOBNONOrMYECKUX, (PU3UKO-XMMUYECKUX, PUNYECKMNX, XUMUYECKUX U
OpPYrMx METOAOB aHanm3a JIeKapCTBEHHOro cCpefcTBa, a Takke TpeboBaHWs K WUCMOMb3yeMbiM B LENAX
NpoBeAEHNst JAaHHOIO aHann3a peakTuBam, TUTPOBAHHbLIM pacTBoOpaM, MHANKaToOpaMm;

(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

19) dapmakoneiHas cTaTbsl - JOKYMEHT, YTBEPXKOEHHbIN YNONHOMOYEHHbIM dedeparibHbIM OpraHoMm
WCMONMHUTENBHOW BMAacTU U cogepxalumi nepeyeHb nokasaTernen KayecTBa M METOOOB KOHTPOSs kavecTsa
NeKkapcTBEHHOro CpeacTBa;

(B pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-$3)

19.1) ctaHgapTHble obpasubl - BellecTBa, NOCPEACTBOM CpPaBHEHUS C KOTOPbIMU OCYLLECTBNSAETCA
KOHTpPONb KayecTBa uWCCreayemblX fEeKapCTBEHHbIX CPeacTB C  MOMOLLbI  (PU3NKO-XUMUYECKUX U
Guonormyecknx MeTOLOB B LENsX NOATBEPXKOAEHWUS COOTBETCTBUS JIEKAPCTBEHHbLIX CPEACTB TpeboBaHUSAM
HOpPMaTMBHOW [OKYMEHTaUWUW, YCTAHOBIEHHbIM MpU OCYLIECTBMEHUU TOCYLAPCTBEHHOW perucrpauun, u
KOTOpble NPUMEHSOTCA ANsl KanMbpoBKU CTaHOAPTHbIX 00pa3LoB NPOM3BOANTENS NIEKAPCTBEHHbIX CPEACTB,
Ncnonb3yemMbIX 118 KOHTPOSA KAa4ecTBa U MHbIX Lenen npu obpalleHnn nekapcTBEHHbLIX CPeACTB;

(n. 19.1 BBegeH PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

19.2) apmakonenHbli CTaHOAPTHLIN obpasel - cTaHOapTHbIM obpasel, NPOM3BEOEHHbIN B
COOTBETCTBUUN C (hapMaKONenHON cTaTbeN;

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

20) HopmaTMBHas AOKYMEHTALMS - JOKYMEHT, coaepallmii nepeyveHb onpeaensemMbix no pesynsratam
COOTBETCTBYIOLLMX IKCNEPTU3 nokasaTenen KadecTBa IEKapCTBEHHOMO cpeactsa Ans  MEeOULUHCKOrO
NpUMEHEHNS, METOAOB KOHTPOSS €ro Ka4ecTBa 1 YCTAHOBIEHHbIV €ro Npou3BoanNTENEM;

21) HOpPMATMBHbLIA OOKYMEHT - OOKYMEHT, COAepXalluin nepeveHb onpeaensieMbiX MO pesyrnbratam
COOTBETCTBYIOLLMX IKCMEPTU3 NoKas3aTenen kavyectsa n (Mnv) METOOOB KOHTPOMS KayecTBa NeKkapCTBEHHOMN
dopMbl, onucaHuMst  OMONOrMYECKUX, OUMOXUMUYECKUX,  MMKPOOMONOrMdecknx,  (PU3NKO-XMMNYECKMX,
U3MYECKUX, XUMWUYECKMX W OPYrMX METOAOB aHanvs3a JeKkapCTBEHHbIX CPEeACTB ANs BETEpPUHAPHOro
npuMeHeHus, TpeboBaHUS K WCMNOMb3yeMbiM B LENsX MNpOBEAeHWUs [OaHHOro aHanmMsa peakTuBaM,
TUTPOBaHHBIM pacTBOpaM, MHAMKATOPaM U YCTAHOBIIEHHbIV €ro MPON3BOANTENEM;

21.1) oOWMA TEXHUYECKUN [OKYMEHT - KOMMJIEKT LOKYMEHTOB W MaTepuarioB, COCTOSILLUA U3
HECKOJSbKMX pasfenos - AOKYMEHTaUMn agMUHUCTPATUBHOIO XapakTepa, XMMUYeCKon, hapmaueBTUYecKon un
Ouonornyeckon OOKYMeHTaLmu, (apMakoniormyeckon, TOKCUKOSIOrMYECKOW LOKYMEHTauun, KITMHUYECKON
OOKYMEHTaumMmM W NpeacTaBnseMbli OOHOBPEMEHHO C 3asiBMIEHMEM O TOCYyAapCTBEHHOW perncrpaumm
NEeKapCTBEHHOro  npenapata Ans  MeAMUMHCKOrO  NPUMEHeHWss B ¢popmarte,  YCTaHOBMEHHOM
YNOMHOMOYEHHbIM dheaeparnbHbiM OPraHOM UCMONMHUTENBHOW BNACTX;

(n. 21.1 BBegeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

22) KayeCTBO IeKapCTBEHHOrO CPEACTBa - COOTBETCTBME JIEKAPCTBEHHONO cpeacTea TpeboBaHWsIM
dapmakonenHon ctatbn NMBO B Crly4ae ee OTCYTCTBUSI HOPMATUBHOW AOKYMEHTaLUUU UM HOPMaTUBHOMO
OOKYMEHTA;
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23) 6e3onacHOCTb JIEKAapCTBEHHOIO CpeACcTBa - XapaKTepUCTMKa JIEKAapCTBEHHOINO CpeacTBa,
OCHOBaHHas Ha CPaBHUTENbLHOM aHanmnse ero 3MEKTUBHOCTM U pMCKa NPUYNHEHNST Bpeaa 340POBbIO;

24) 3(peKTUBHOCTL NEKAPCTBEHHOrO MNpenapaTta - XapaKTepucTuka CTEneHU MONIoXKUTENbHOIo
BMMSIHAS FeKapCTBEHHOTO Mpenapata Ha TeyeHue, NPOAOIPKUTENbHOCTL 3aborneBaHus uwnm  ero
npenoTBpalleHme, peabunurauuio, Ha coxpaHeHue, NpeaoTBpaLLeHne Unu npepbiBaHue bepeMeHHOCTH;

25) cepusi nNekapCTBEHHOrO CpeAcTBa - KONMYECTBO MEKapCTBEHHOrO CpefcTBa, MPOM3BEAEHHOE B
pesynbTaTe 04HOMO TEXHOMOMMYECKOro LMKna ero NpomM3BoauTenem;

26) pervctpaumMoHHOE YOOCTOBEPEHWE FNEeKapCTBEHHOrO npenapaTta - LOKYMEHT, MoaTBepXAatoLuii
chakT rocygapCTBEHHON perMcTpaumm fekapCTBEHHOrO NpenapaTa;

26.1) pepxatenb unu Bnagernew perncTpaumoHHOrO yAOCTOBEPEHMS NEKapCTBEHHOro npenapara -
pa3paboTymK nekapcTBEHHOro CpeacTBa, MPOU3BOAUTENb JIEKAPCTBEHHBLIX CPEACTB UMM MHOE topuanyeckoe
niuo, obragawoulee nNpaBoM  BNageHUs  PErvcTpaumMoOHHBIM - YOOCTOBEPEHWEM, KOTOpPble  HECyT
OTBETCTBEHHOCTb 3a Ka4yecTBO, 3h(PeKTUBHOCTb N 6€30NacHOCTL NEKAPCTBEHHOIO Npenapara;

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

27) perucTpaLmoHHbIA HOMep - KogoBoe 0603HadeHne, NPUCBOEHHOE NleKapCTBEHHOMY Npenapary npu
€ro rocygapCTBeHHON permcrpaumu;

28) obpalleHne nekapcTBEHHbIX CPeACTB - pa3paboTka, AOKITUHNYECKNE NCCNEeAoBaHUs, KNMHU4eckne
nccrenoBaHus, 3KCNepTu3a, rocydapCTBEHHasl perMcTpauusi, CTaHZapTu3auusi M KOHTPOMb KadecTea,
Npon3BOACTBO, W3rOTOBMIEHWE, XpaHeHue, nepeBo3ka, BBO3 B Poccunckyto ®depepaumio, BbIBO3 13
Poccunckon ®epepauun, peknama, OTMNyCK, peanusauus, nepegada, MNPUMEHEHUE, YHUUTOXEHME
NeKapCTBEHHbIX CPeACTB;

(B peq. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

29) cyObekTbl 0OpalleHusi ekapCTBEHHbIX CpeacTB - duanveckue nuvua, B TOM  4uchne
WHAMBWUAOYyalnbHblE NPeanpuHMMaTenu, W puandeckMe nuvua, OCYLUeCTBRSLWMEe [eSATeNnbHOCTb Npu
obpalLeHnM NekapCTBEHHbIX CPEACTB;

30) paspaboTumKk nekapcTBEHHOrO cpefcTBa - opraHv3auusi, obragarowas npaBamMmy Ha pesynbTaThbl
OOKIUHNYECKMX WCCMNEOOBaHUA NEKApCTBEHHOIO CPeACTBa, KIMHWYECKMX WUCCReOoBaHWA JeKapCTBEHHOro
npenapaTta 1 (Mnn) Ha TEXHOMOIMI0 MPOU3BOACTBA NIEKAapPCTBEHHOIO CPEeACTBa;

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

31) NpoOu3BOACTBO JEKAPCTBEHHbIX CPEACTB - AEATENbHOCTb MO MNPOU3BOACTBY JIEKAPCTBEHHbIX
cpeacTB OpraHu3aumsiMmn - NPOU3BOAUTENSMUN NEKAPCTBEHHbLIX CPEACTB Ha OOHOW CTaguWn, HECKOMbKUX UM
BCEX CTaaMsiX TEXHOMOIMYecKkoro npouecca, a Takke MO XPaHEHUI W peanusauun MNpou3BedeHHbIX
NeKapCTBEHHbIX CPeaCTB;

31.1) npousBoACTBEHHas Nrowanka - TeppuTopmanbHO 0B6OCOBNEHHbLIA KOMMMEKC MpOoM3BOAUTENS
NEKapCTBEHHbIX CPEACTB, MNpefHasHa4yeHHbI [Ois  BbINOMHEHWST BCEro npouecca NpOM3BOACTBA
NeKapCTBEHHbIX CPeACTB UMW ero onpeaeneHHon cTaguu;

(n. 31.1 BBeaeH PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

32) npowusBoauTeEnb NEKapCTBEHHbIX CPeACTB - OpraHuW3auusi, OCYLLECTBMSAOLWAA MPON3BOACTBO
NeKkapCcTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHMaMU HacToswero PegepanbHOro 3akoHa;

33) dapmaueBTNYeCKass OEATENbHOCTb - AEATENbHOCTb, BKOYawwas B cebd ONTOBYW TOProBIiO
NeKapcTBEHHbIMU CPEACTBAMU, UX XpaHeHWe, NepeBO3KY U (MnM) PO3HMYHYKD TOProBMIO NeKapCTBEHHbLIMM
npenapaTamu, Ux OTNyck, XxpaHeHune, NepeBo3Ky, M3roTOBIEHME NEKAaPCTBEHHbLIX NPenapaTos.;

34) opraHm3sauus onToBOW TOProBNM NieKapCTBEHHbIMU CPEACTBaMM - OpraHmn3aumsi, OCyLLeCTBsSIoLWas
ONTOBYID TOPrOBMO JIEKAPCTBEHHBLIMM CPEACTBaMM, WX XpaHeHWe, MepeBO3Ky B COOTBETCTBUM C
TpeboBaHusAMU HacTosLero ®eaepanbHOro 3akoHa;

35) anTeyHas opraHusaLus - opraHM3auns, CTPYKTYpHOe nogpasgeneHne MeanumMHCKOM opraHmMsauum,
OCYLLECTBIISAIOLNE PO3HUYHYIO TOPrOBMIO  JIEKAPCTBEHHBIMWM  Mpenapatamu, XpaHeHWe, MNepeBO3KY,
N3roTOBMNEHNE WM OTMNYCK JIEKAPCTBEHHBLIX NMPenapatoB ANs MEeAMLUMHCKOro NMpUMEHEHMSI B COOTBETCTBUM C
TpeboBaHuAMK HacToswero PegepanbHOro 3aKoHa;

(B peq. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

36) BeTepuHapHasi anTedyHasd oOpraHuM3auus - oOpraHuM3auusi, CTPYKTypHOe nogpasgerneHue
BETEPUHAPHOW OpraHm3auunun, OCYLLECTBISOWME PO3HMYHYIO TOPrOBMK JIEKapCTBEHHbIMM MpenapaTamu,
XpaHeHue, W3roTOBMEHWe W OTMYCK NEKapCTBEHHbLIX MpenapaToB Afs BETEPUHAPHOrO MPUMEHEHUS B
COOTBETCTBUM C TpeboBaHUsSMK HacTosiLero ®efgeparnbHOro 3aKoHa;

37) danbcmdmumMpoBaHHOE feKapCTBEHHOEe CPEACTBO - NEeKapCTBEHHOE CpeacTBO, COMPOBOXAaEMOe
NOXHOW MHGOpMaLMen o ero coctase U (Mnu) NpoM3BoanTene;

38) HepmobpokayecTBEHHOE  fekapCTBEHHOE CpeacTBO -  MeKapCTBEHHOe  CpefcTBO,  He
cooTBeTCTBYOLEEe TpeboBaHUAM bapmakoneHon crtaTbuM NUOO B criydyae ee OTCyTCTBUS TpeboBaHWUSIM
HOpPMaTUBHOW LOKYMEHTAUMN UM HOPMATUBHOIO JOKYMEHTA;
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39) koHTpadpakTHOE NeKapCTBEHHOE CPEACTBO - JIeKapCTBEHHOE CPEACTBO, Haxoasuleecs B obopoTe ¢
HapyLUEeHVEeM rpaXXgaHCKOro 3aKOHOA4ATENbCTBa;

40) OOKIMMHNYecKoe uccrnegoBaHvne nekapCTBEHHOrO cpencTea - Buonoruyeckue,
MUKpobuonornyeckne, MMMYyHOMNOrM4yeckue, TOKCMKOMOrmyeckne, dapmakonornyeckne, uandeckume,
XUMUYECKME W OpYrne MCCrenoBaHUs NEKapCTBEHHOrO CpeacTBa MyTeEM MPUMEHEHUS HaydHbIX MeEToO0B
OLIEHOK B Lensx nonyvyeHust gokasatenbCTB 6e30rnacHOCTU, kadecTBa U 3dEKTMBHOCTU NIEKAPCTBEHHOMO
cpencTsa;

41) «KknMHUYECKOe wuccrnedoBaHWe IeKapCTBEHHOro npenapata - U3yvyeHue AnarHOCTUYECKMUX,
neyebHbIX, NpodunakTMyecknx, hapmMakonorm4ecknx CBOMCTB NeKapCTBEHHOMO npenapaTa B npouecce ero
NPUMEHEHUS Yy YerioBeKa, XXUBOTHOrO, B TOM YMCNe MpOoLEeCcCOB BCaCbIBaHWUA, pacnpeneneHusi, U3MeHeHu s u
BbIBEOEHMS, MyTEM TMNPUMEHEHUs Hay4YHbIX METOAOB OLEHOK B LEensX MomnydeHust [JokasaTenbcTB
Ge3onacHocTK, kadectBa WM 3(PAEKTUBHOCTN FNEKAPCTBEHHOTO MpenapaTa, OaHHbIX O HeXenaTesbHbIX
peakumsix opraHM3mMa YenoBekKa, XXUBOTHOIO Ha NMPUMEHEHME NeKapCTBEHHOTO npenaparta u 06 addekte ero
B3aMMOAENCTBUSA C OPYTMMY NEKapCTBEHHbIMI Mpenapartamu u (nu) NUWEBLIMU NMPOAYyKTaMU, KopMamu;

42) MHOTOLEHTPOBOE KITMHMYECKOE WCCriedoBaHMe feKkapCTBEHHOro npenapara Ans MeauLUHCKOro
NMPUMEHEHMWS - KITMHUYECKOe WccrefoBaHve NekapCTBEHHOro npenaparta Ans MeauuMHCKOro MpUMEHEHUS,
npoeogumoe pa3paboTynkoM NEeKapCTBEHHOrO npenapara B AByX M 6ornee MeanUMHCKMX opraHu3aumsax no
€[MHOMY MPOTOKOMY KIMMHMYECKOro MCCNeaoBaHUs NekapCTBEHHOro npenapara;

43) mexayHapoaHOe MHOroLEHTPOBOE KIMHMYECKoe UCCneaoBaHue nekapcTBEHHOro npenapata ans
MEOULMHCKOTO NMPUMEHEHUS - KITMHUYECKOe MCCneaoBaHue nekapCcTBEHHOro npenapara Ans MeauuMHCKOro
NpUMeEHeHWs, NpoBoANMOe pa3paboTuMKOM NeKapCTBEHHOro npenapaTa B pasnuyHbIX CTpaHax no eanHoMy
NPOTOKOMY KMMHUYECKOrO UCCrefoBaHMs NekapCTBEHHOMO npenapara;

44) nOCTperncTpauuoHHoOe KIMHMYECKOE  WCCMedOBaHWE JeKapCTBEHHOro npenapata Ans
MEeONLIMHCKOrO NMPUMEHEHMS - KNMHWYECKOE MCCrnedoBaHve NeKapCTBEHHOro npenapaTa Ans MeauUMHCKOro
NPUMEHEHWS1, MPOBOAUMOE MPOU3BOAMTENEM FEKApCTBEHHOMO Npenapara, rpaXkgaHCKMn obopoT KOTOpOoro
OCYLLECTBIISIETCA MOCIe roCygapCTBEHHON perucTpauuu, B Lensx SOMONHUTENbHOro cbopa OaHHbIX O €ro
6e3onacHoCTM 1 3PQEKTUBHOCTM, PaCLUMPEHUSA MOKA3aHWN K MPUMEHEHMIO [AaHHOMo JeKapCTBEHHOIO
npenapaTa, a Takke BbISBNEHUS HeXenaTernbHbIX peakumii NaumMeHToB Ha ero 4eNCTBue;

45) wuccnepoBaHme OGUMO3KBMBANEHTHOCTM JIEKAPCTBEHHOrO npenapata - BuA — KIMHUYECKOro
nccneaoBaHNs NEeKapCTBEHHOrO npenapara, MpPOBEAEHME KOTOPOro OCYLLECTBMSETCA AN onpeneneHuvs
CKOPOCTW BCaCbIBaHUS W BbIBEOEHUS OOHOrO WM HECKONbKUX obnagatwowmx gapmMakonornyeckon
aKTUBHOCTbLIO AEMCTBYIOLUX BELLECTB, KONMYeCcTBa NeKkapCTBEHHOro npenapara, 4OCTUraloLwero CUCTEMHOrO
KPOBOTOKA, M pe3ynbTaTbl KOTOPOro NO3BONSAOT caenath BbIBOA4 O OMO3KBMBANEHTHOCTU BOCNPOU3BEAEHHOTO
neKkapCTBEHHOro npenapata B ornpefeneHHbIX NekapCTBEHHOW opMe U [03UPOBKEe, COOTBETCTBYHOLLMX
dopmMe n Jo3mpoBKe pedhepeHTHOro NeKapCTBEHHOTO Npenapara;

(n. 45 B pen. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-93)

46) wvccnegoBaHMEe TepaneBTUYECKOW SKBMBANIEHTHOCTM JIEKAapCTBEHHbIX NpenapatoB - Bug
KMMHUYECKOr0 UCCMedoBaHNst NEKapCTBEHHbIX MpenapaToB, NMpoBedeHMe KOTOPOro OCYLLEeCTBSeTCA AN
BbISIBIIEHUS] OAMHAKOBbLIX CBOMCTB JIeKapCTBEHHLIX MpenapaToB onpeaesieHHON fekapCTBEHHOW (hopMbl, a
TaKkKe Hanu4mMs OOMHaKoBbIX NMokasatenen 6esonacHoCTM U 3PEKTUBHOCTU NIEKAapCTBEHHbBIX MpenapaTos,
OAMHAKOBbIX KNMHUYECKNX 3hpeKTOB NpU X NPUMEHEHUN;

47) NpOTOKON KIMHUYECKOro WCCreAOBaHWs NEKApCTBEHHOro npernapata - AOKYMEHT, B KOTOPOM
onpegensoTca uenu, ¢opMbl OpraHusaumm u MEeTOOONOornsl NPOBEAEHUs] KIMMHUYECKOro uccnenoBaHus,
cTatucTudeckme metoabl obpaboTkm pes3ynbTaToB TaKOro WUccrnegoBaHWss U Mepbl No  obecneyeHuto
6e30nMacHOCTN (PMU3NYECKUX NILL, YHACTBYIOLLMX B KIMMHUYECKOM UCCreoBaHMUM NIeKapCTBEHHOMO NpenapaTa;

48) Opowltopa uccnegoBartensi - CBOOAHOE M3NOXeHWe pes3yrnbTaToB AOKIMHMYECKOrO UCCrenoBaHus
NEeKapCTBEHHOIO CPeACTBa M KIMHUYECKOrO UCCNedoBaHUSA NekapCTBEHHOMO npenapara ans MeavuMHCKOro
NPUMEHEHWS;

49) VH(OPMALMOHHbBIA NIMUCTOK NauuMeHTa - OOKYMEHT, B KOTOPOM COAepXaTca B AOCTynHoW chopme
CBEe[EeHUs, KacawLliMecs NpOBOAMMOrO KIMHUYECKOro WCCMEeLOBaHWs feKapCTBEHHOro npenapata, M B
nMcbMeHHON ¢opme [0OpOBOMbLHOE corfmacvMe nauMeHTa Ha ydacTve B KITMHWYECKOM UcCcreoBaHuv
NeKapCcTBEHHOro Mnpenapata Mnocne O3HAKOMITEHUSI C OCOOEHHOCTAMM  KIMHUYECKOrO MCCredoBaHus,
UMEILLIMMUN 3HAYEHNE ANS BblpaXXEHWs1 TaKOro cornacus;

50) nobGo4HoEe gencTeme - peakuus opraHnama, BO3HMKLIAS B CBA3WM C MPUMEHEHUEM JIEKapCTBEHHOMO
npenapaTa B 403aXx, PEKOMEHAYEMbIX B MHCTPYKLUUN NO €ro NpUMEHEHUIO, ANg NpodunakTuki, AMarHoCTmku,
neyeHuns sabonesaHua unu ona peabunutaumu;

50.1) HexenaTenbHas peakuus - HenpegHaMepeHHas HebnaronpuaTHas peakuusi opraHMama, kotopas
MOXeT ObITb CBSI3aHa C MPUMEHEHNEM NIEKAPCTBEHHOIO Npenapara;

(n. 50.1 BBeaeH d®eaepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-03)
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51) cepbesHas HexenaTenbHas peakuusl - HexenaTtenbHasi peakumsi OpraHu3Ma, CBsid3aHHasd C
NMPMMEHEHVEM NeKapCTBEHHOIO npenapaTa, NpyMBedLwasi K CMepTu, BPOXAEHHbIM aHOManMsM Unmn nopokam
pa3suTua Nnbo npegcTaBnsowas cobom yrposy XusHu, Tpedytollas rocnuTanMsauun unv npusegwas K
CTOMKOW yTpaTte TPyaoCnoCOBHOCTU U (M) UHBANMUAHOCTY;

52) HenmpeOBuAeHHas HexenaTtenbHas peakuus - HexenaTtenbHasi peakuus opraHuama, KoTopas
CBfi3aHa C MpPMMEHEeHMeM feKapCTBEHHOro npenapata B [03aX, PeKOMeHOyeMblX B MPOTOKOMe ero
KNMHMYECKOro muccrnenoBaHus, Gpolutope nccnegoBartens, Unn ¢ NpUMMEHeHNEM NekapCTBEHHOrO npenapaTa
B [03aX, peKkOMeHOYeMbIX B MHCTPYKLUUN MO €ro NpUMEHEHUI0 ANnd nNpounakTukmn, AMarHOCTUKK, NeveHus
3aboneBaHMs UMM MeauUMHCKOW peabunuTaumm naumeHTa, U CyLHOCTb, TSXECTb MU UCXOA KOTOPOW He
COOTBETCTBYET MH(popMaLmK O NeKkapCTBEHHOM MpenapaTte, coaepXallencs B NPOTOKONe ero KNMHUYECKoro
nccriegoBaHus, bpolope uccrneoBaTens UM B MHCTPYKLMKU MO NPUMEHEHWIO NTEKapCTBEHHOTO Npenapara;
(n. 52 B peqn. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

52.1) dapmakoHag3op - BWA OEATENbHOCTM MO MOHWUTOPWHIY 3PdEKTUBHOCTM M BesonacHoCTH
NeKapCcTBEHHbIX MPenapaToB, HanpaBleHHbI Ha BbISIBIEHNE, OLIEHKY U NPefoTBpaLleHne HexenaTemnbHbIX
NOCNeACTBUMA NPUMEHEHNS NTIEKapCTBEHHbIX NPenapaTos;

(n. 52.1 BBegeH PeneparnbHbiM 3akOHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHus puckamn - NoapobHoe onucaHue MeponpuatTvi no  dapmMakoHaasopy,
HanpaBfeHHbIX Ha BbISBMEHME, OLEHKY W MNpedoTBpalleHWe MM MUHUMMM3ALMIO PUCKOB, CBSA3AHHbIX C
neKapCTBEHHbIMW NpenapaTtamMu, BKtoYas oueHKy ahpekTUBHOCTM AaHHbIX MEPONPUSATUIN;

(n. 52.2 BBegeH PeneparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

53) peuenT Ha NekapCTBEHHbIV npenapart - NMCbMEHHOE Ha3HaveHue NekapcTBEHHOro npenapara no
YCTAHOBIEHHON (hOpPME, BblAaHHOE MEAWLMHCKAM WM BETEPUHAPHBIM PabOTHMKOM, UMEKLMM Ha 3TO
npago, B LIENsX OTMNycka fekapCTBEHHOrO Npenapara Unm ero U3roToBNeHUs 1 OTMycKa;

54) TpeboBaHMe MegUUMHCKOM OpraHn3auumn, BETEPUHAPHON OpraHn3aumm - LOKYMEHT YCTaHOBINEHHOW
hopMbI, KOTOPLIN BbINMMCAH MEOULMHCKAM WM BETEPUMHAPHbIM PabOTHMKOM, MMEKLMM Ha 3TO MNpaBo, U
COOEpPXUT B MMCbMEHHON hOpME yKasaHne anTeyHou opraHu3aumm ob oTrnycke nekapCTBEHHOro npenapaTta
Unn O ero u3rotoBreHnMM uM o6 otnycke And obecrneveHus nevebGHOro npouecca B MEOMLUHCKON
opraHu3aummn, BeTepuHapHoW opraHusaumu;

55) KommnekcHas oOueHKa neKkapCTBEHHOro npenapata - OueHKka  3aperncTpyMpoBaHHOrO
nekapcTBEHHOro npenapaTta, Bkhovawwas B cebs aHanm3 mHgopmaumm 0 CpaBHUTENbHOW KIMHUYECKON
a(pPEKTUBHOCTN U BE30MaCHOCTU NEKapCTBEHHOrO npenapara, OUEHKY 3KOHOMWYECKMX MOCMNEeACTBUMA ero
NPUMEHEHUS, U3ydeHne OONOMNHUTENbHbLIX NOCNEeACTBUA NPUMEHEHUS NEKapCTBEHHOrO npenapara B Lensax
NPUHATUA peLleHN O BO3MOXHOCTM BKMIOYEHUSA TEeKapCTBEHHOro npenapaTta B nepevYeHb XXU3HEHHO
HeOOXOAMMbIX W BaXXHEWMLUUX JEKAPCTBEHHbLIX MpenapaToB, HOPMAaTUBHbIE MPaBOBbIE aKTbl W WHblE
OOKYMEHTbI, ONpefensitoLme nopsifok okasaHus MeanLUMHCKOM MOMOLLM, UMW UCKITIOYEHUS ero U3 YKa3aHHbIX
NnepeyHsi, aKToB U JOKYMEHTOB.

(n. 55 BBegeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Maea 2. MonHomouuA cheaepanbHbIX OPraHOB UCTONTHUTENIbHOW BIacTU, OPraHoB UCMOJTHUTENbHOWN
Brnactu cyobektoB Poccuiickon ®egepaumm npm obpalieHnn nekapcTBeHHbIX CpeacTB

Cratbss 5. [MonHoMoumsa dpeaepanbHbIX OpPraHOB MCMOMHUTENBbHOW BNactm npu  obpalleHun
NeKapCTBEHHbIX CPeacTs

K nonHomounsim dbepepanbHbiX OpraHoB MCMOMHUTENbHOW BrRactu npu obpalleHun nekapcTBEHHbIX
CpPeLCTB OTHOCSATCS:

1) npoBegeHue B Poccunckonn ®Pepepauny eOvHOM TocygapCTBEHHOW MOMUTUMKM B - obnactu
obecneyeHns nekapcTBEHHLIMU NpenapaTtamu rpaxaaH B Poccuiickon ®eanepauny;
(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepxaeHue oOWux dapmakonenHblx cTaTter, dapMakonenHblX CcTaTer, u3gaHue
rocygapCTBEHHON hapmakoneun, co3gaHne 1 BedeHne peectpa papmMakonenHbiX CTaH4apTHbIX 06pa3sLoB;
(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocyuwiecTBneHne rocygapCTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalieHuss neKkapCTBEHHbIX
CPEeACTB;
(B pea. PenepansHoro 3akoHa ot 25.06.2012 N 93-93)

4) nuueH3npoBaHMe NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB U papMaLeBTUYECKON OeATENbHOCTU B
COOTBETCTBUM C 3aKoHOAATENbLCTBOM Poccurckon denepaumm;

5) opraHusaums 9KCNepTU3bl NeKapCTBEHHbIX CPEeACTB, 3TUYECKOW 3JKCMepTU3bl BO3MOXHOCTU
NPOBEAEHNST KITMHUYECKOrO MCCINEAOBaHUSA NEKapCTBEHHOrO npenapata anst MeguuUMHCKOro MpUMEHEHUS,

© ApanTaums n gusanH gokymenTa: "[detckas yponorus B Omcke" http://disuria.ru/ 7un373


http://disuria.ru/

06 obpalueHun nekapcTBeHHbIX cpeacTB — PegepanbHbii 3akoH oT 12.04.2010 N 61-93 — [JeiicTBytoLLas NocneaHss peaakums ot
03.07.2016 N 350-93 — C u3aMeHeH1sAMU 1 AONOMHEHMAMN, BCTynuBLUMMM B cuny ¢ 15.07.2016 — Havano gencreusi pegakumm
15.07.2016 — OkoHyaHue pencteus pegakumm 31.12.2016

3KCMepTM3bl  OOKYMEHTOB, MpeACTaBleHHbIX Ofis  ofnpedeneHnss  BO3MOXHOCTM — paccMmaTtpuBaTbh
NeKkapCcTBEHHbIN Npenapar Ans MeauUMHCKOro NPUMEHEHUS NMPU rOCy4apCTBEHHON perncrpauumn B KadyecTse
OpaHHOro NiekapCTBEHHOIO NpenapaTa;

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

5.1) opraHusaumsa npoBegeHUs KOMMMEKCHOW OLEHKU NieKapCTBEHHOro npenapara B Lensx NpUHAaTus
peLleHnin 0 BO3MOXHOCTU BKIKOYEHMS NIEKapCTBEHHOrO npenapara B nepeyveHb XXU3HEHHO HeobXoauMMbIX U
BaXXHEMNLUNX JIEKapCTBEHHbIX MpenapaTtoB, HOPMAaTMBHbIE MNpPaBOBble akTbl WM WHbIE  [AOKYMEHTbI,
onpegensolne nNopsaok okasaHWs MeaMUMHCKOW MOMOLLM UMM UCKIIOYEHUS €ro M3 yKasaHHbIX NepedHs,
aKTOB M [JOKYMEHTOB;

(n. 5.1 BBegeH d®epepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) Bbldaya paspelleHui Ha NPOBEAEHME KIMHWUYECKUX UCCMNefOBaHWA NeKapCTBEHHbIX MpenapaTos,
BeOEeHVE peecTpa BbiaHHbIX paspelleHn Ha NpPoBeAEHME KITMHUYECKUX WUCCREeOOBaHWA NEKapCTBEHHbIX
npenapaTos;

7) rocygapCTBeHHasi perucTpaunst ieKapCTBEHHbIX NPenapaToB, BeAeHWe rocyaapCTBEHHOIo peecTtpa
NeKapCTBEHHbIX CPeaCTB;

8) opraHuzauma n (unu) NpoBedeHWE MHCMEKTUPOBAHUA CYOBLEKTOB oObpalleHUs NeKapCTBEHHbIX
cpeacTB Ha COOTBETCTBME NpaBunam Hagnexaiwlen nabopaTopHOM MpakTUKW, NpaBunam Hagnexaiien
KNMMHUYECKON NpaKkTUKWA, npaBunaM Hagnexalwen MNpakTUKM XpaHEeHUa U MNEepeBO3KM JIeKapCTBEHHbIX
npenapaToB, MNpaBuinaMm Hagnexaiwien OUCTPUOLIOTOPCKON NPaKTWKK, MpaBuinaMm Hagnexallen anTevyHou
NPaKkTUKu;

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

8.1) opraHmsauus n (Mnn) NPoBedEHUE MHCMEKTUPOBAHMS CYyObEKTOB OOpalleHWsi NeKapCTBEHHbIX
cpeacTB Ha COOTBETCTBME TpeboBaHMSAM NpaBwui Hagnexalwlen npou3BOACTBEHHOW MNpPaKTUKKU, Bbloaya
3aKIMYEHUI O COOTBETCTBMM MPOU3BOAUTENS NIEKAPCTBEHHbBIX CPeacTB TPeboBaHUAM NpaBuIl Hagnexatlen
NPOU3BOACTBEHHON NPaKTUKW;

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

8.2) ycTaHOBnNeHuWe nopsidka BeOeHUs W BedeHWe T[OoCyAapCTBEHHOrO peecTpa  3akSIloYeHUn o
COOTBETCTBMM  MPOU3BOAMTENS  NEKapCTBEHHbIX CpedcTB  TpeboBaHuAM  npaBun  Hagnexawewn
NPOV3BOACTBEHHON NPAKTUKW;

(n. 8.2 BBegeH PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

9) rocyaapCTBeHHas permcrpauusi yCTaHOBIMEHHbIX MPOM3BOAUTENSAMU NEKapCTBEHHbIX MpenapaToB
npeaenbHbIX OTNYCKHbIX LUEH Ha XXM3HEHHO HeobxoouMble M BaXKHeWLIMe NeKapCTBEHHble npenapatbl U
BeJeHWe rocydapCTBEHHOro peectpa npedernbHblX OTMYCKHbIX LEeH NPOM3BOAUTENEN Ha neKapCTBeHHble
npenapaTbl, BKIIOYEHHbIE B NEPEYeHb XXU3HEHHO HEOBXOOUMBIX U BaXXHENLUUX NEKapCTBEHHbLIX NPENapaTos;

9.1) cornacoBaHWe NPOEKTOB PELUEHWIA OPraHOB WCMOMHUTENBHOW BractTu cybobekToB Poccuiickon
denepauum 06 yctaHOBNEHUN U (MNN) UBMEHEHWNW NPEAEbHbIX Pa3MepPOB ONTOBbIX HAA0aBOK U NPeaerbHbIX
pasMepoB PO3HWUYHbIX HaAbaBOK K (pakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOU3BOAUTENSMM
NeKapCcTBEHHbIX MNpenapaToB, Ha meKapCTBEHHble Npenapatbl, BKMOYEHHbIE B MEepeYeHb XU3HEHHO
HeOoOXOAMMbIX U BaXKHEWLUMX NlekapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH PenepanbHbimM 3akoHOM OT 13.07.2015 N 241-93)

10) yctaHoBneHWe nopsiaka BBO3a feKapCTBEHHbIX cpeacTB B Poccuinckyto Pegepaumio u BbiBO3a
neKkapcTBEHHbIX cpeacTs n3 Poccuiickon degepauuu;

(n. 10 B pea. PegepansHOro 3akoHa ot 22.12.2014 N 429-93)

10.1) Bblgava, ycTaHoBMeHWe nopsiaka Bbigaydn U OpMbl JOKYMEHTa, KOTOPbIM MOATBEPXKOAET, YTO
NPOU3BOACTBO fEKapCTBEHHOrO npenapaTta OCYLEeCTBNEHO B COOTBETCTBMM C TpeboBaHMAMKW npasun
Hagnexallen MpouM3BOACTBEHHOM  MPaKTWUKWM, W  MNOAMEXWT npeactaBrneHwio no  TpeboBaHuio
YMOSTHOMOYEHHOIO OpraHa CTpaHhbl, B KOTOPYI BBO3WUTCS NIEKAapCTBEHHbIN Npenapar;

(n. 10.1 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10.2) Bblgava, ycTaHOBMEHWe nopsigka Bbldaun M popMbl OOKYMEHTa, COOEep)Kallero CBeOeHust O
CcTagusix TEXHONMOIMMYecKkoro mnpouecca Mnpou3BOACTBA JIEKAPCTBEHHOrO cpeacTBa ANd  MeAMLMHCKOro
NMPUMEHEHMS, OCYLLIECTBISIEMbIX HA TEPPUTOPUN EBPasmninckoro 3KOHOMUYECKOTo CO033;

(n. 10.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. PenepanbHoro 3akoHa OT
13.07.2015 N 241-03)

11) cosgaHne CoBETOB MO BOMpOCcaM, CBA3aHHbIM C 0bpaLleHNeEM NeKapCTBEHHbIX CPEACTB;

12) atTectauusa n ceptndukauusa cneLmnanmncTos;

13) ytpaTtun cuny ¢ 1 ceHTabpsa 2013 roga. - PeagepancHbli 3akoH ot 02.07.2013 N 185-93;

14) ocywecTBneHve apmakoHaa3opa;

(n. 14 B pen. PenepanbHoro 3akoHa o1 22.12.2014 N 429-03)

15) yyacTtne B MexayHapoaAHOM COTPYAHUYECTBE;
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16) nonyyeHve Mo 3anpocam YNofIHOMOYEHHOro doeepanbHOro opraHa WCMONHUTENBbHOW BNactu OT
OpraHoB MCMONHWUTENBbHOW BriacTn cyobekToB Poccuiickon ®enepaunn, a Takke OT cyObekToB obpalleHus
NeKapCTBEHHbIX CPeAcTB ANs MEeOWMUMHCKOrO MpUMMEHEHMsT MHGOpPMauMn no BOMpOCaM YCTaHOBIEHUS U
NMPUMEHEHMS LieH Ha NekapCcTBeHHbIe NpenapaTtbl U HagbaBoK K HUM;

17) npyMeHeHne Mep OTBETCTBEHHOCTU 3a HapyLleHne 3akoHodaTenscTBa Poccuickon ®epepaunu;

18) yTBEepxaeHWe npaBun Hagnexawen nabopaTopHOW NPaKTUKWU, NpaBui Haanexallen KNMHUYeCcKon
NpakTUKW, NpaBui Haanexalen NpoM3BOACTBEHHOW MPAaKTUKK, NPaBu Hagnexallen NpakTuku XpaHeHust u
nepeBO3KM NEeKapCTBEHHbIX MpenapaToB, NpaBun Hagnexawen ANCTPUOBIOTOPCKOW NPaKTUKKW, MpaBun
Hagnexawlen anTteyHouW NpPaKTUKW, MpaBun Haanexalwlen npakTukM dapmakoHaasopa NeKapCTBEHHbIX
npenapaToB A5 MEAMLIMHCKOrO NMPUMEHEHUS;

(n. 18 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

19) ycTtaHoBneHne nopsigka hopMupoBaHnsa perMcTpaumMoHHOro 4OCke Ha NIEKAapCTBEHHBIN nNpenapat v
TpeboBaHMIN K JOKYMEHTaM B €ro COCTaBe;

(n. 19 BBegeH deneparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBepxaeHue npaBwi pauuoHarnbHOro Bbibopa HanMeHOBaHUM NEKapCTBEHHbBIX MpenapaToB ANnd
MEeONLIMHCKOrO NPUMEHEHMS;

(n. 20 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEpxaeHve nepeyHs HauMeHOBaHNIN NIEKapCTBEHHBIX (hOPM;
(n. 21 BBegeH dPenepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

22) opmupoBaHue peecTpa  TUMOBbLIX  WHCTPYKUMA N0 MEOULUMHCKOMY  MPUMEHEHUIO
B3anMO3aMeHSEMbIX NIeKapCTBEHHbIX NPenapaTos;

(n. 22 BBegeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

23) yTtBepxaeHne TpebOBaHUM K WHCTPYKUUW MO MEOULIMHCKOMY MPUMEHEHMIO JeKapCTBEHHbIX
npenapaToB U K UHCTPYKLMM NO BETEPUHAPHOMY MPUMEHEHMIO NEKAPCTBEHHLIX NPenapaTos;
(n. 23 BBegeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

24) pocynebHoe 3akpbiTMe CaWTOB, COAepXawux WHPOPMAaLMIO O PO3HUMYHOW  npogaxe
ONCTaHUMOHHBIM  cnocobom, npegrioxeHve O MpuobpeTeHun [UCTaHLMOHHBIM CMOCOOOM, [0CTaBke
ONCTaHUMOHHBIM  crnocoboM u  (unn) nepepade  (OU3MYECKOMY ULy  OUCTAHUMOHHBIM — COCOOOM
NEeKapCTBEHHbIX NpenapaToB, HAPKOTUYECKNX NTEKAPCTBEHHbIX MPenapaTtoB U NCMXOTPOMHLIX NEKAaPCTBEHHbIX
npenapaToB, 3a NCKINIOYEHNEM Cry4aeB, yCTaHOBMEHHbIX [MpaBuTtensctBoMm Poccuinckon denepaumn.

(n. 24 BBegeH PenepanbHbIiM 3akOHOM OT 22.12.2014 N 429-93)

MpumedaHne.

MonoxeHus ctatbn 5.1 pacnpocTpaHaTCs Ha NONTHOMOYMS beeparbHbIX OPraHoB UCMOMNHUTENBHON
BMacTu, KOTOpble He MnepedaHbl ANs OCYLWECTBEHUS opraHaMm rocydapCTBEHHOW Bnactu CyObekToB
Poccuiickon ®epgepaumm 1M opraHam MECTHOrO CamOynpaBfieHWsi COOTBETCTBYHOWMMY deaepanbHbIMy
3aKoHamu.

Cratbs 5.1. [Nepenaya ocyLlecTBneHMs NOHOMOYMIN cheaeparnbHbIX OPraHOB UCNONMHUTENBHOW BriacTu
npu obpalleHnun neKkapCTBEHHbIX CPEACTB OpraHam WCMONHUTENbHOW BMnacTtu cyObekToB Poccuinckon
depepaunn

(BBegeHa PepepanbHbiM 3akoHoOM oT 13.07.2015 N 233-93)

MonHomounsa deaepanbHbIX OpPraHOB WCMOMHUTENBHOW BRAAcTU MNpy obpalleHWM neKapCTBEHHbIX
cpeacTts, MNpegycMOTpeHHble  HactoswmMm  PefepanbHbIM - 3aKOHOM, MOTMyT  nepegaBaTbCs AN
OCYLLIECTBIIEHUS OpraHaM UCMOJTHUTENbHOW BnacTn cybbekTtoB Poccuiickonn denepaumm NOCTaHOBEHUSIMUA
MpaButensctBa Poccunickon degepaumm B nopsgke, yctaHoBneHHoM PenepanbHbiM 3akOHOM OT 6 OKTA0pS
1999 roga N 184-®3 "O6 06WwwMx npuHUMNax OpraHu3auMm 3akoHoAaTerbHbIX (MpeacTaBUTENbHBIX) U
NCMONMHUTENbHBIX OPraHOB rocyAapCcTBEHHON BnacTu cybbekToB Poccunckon ®egepauun'.

Cratbs 6. [NonHOMO4YMs OpraHoOB MCMOMHUTENbHOW BriacTu cybbekta Poccunckon depepaumu npu
obpalLeHM NekapCTBEHHbIX CPEACTB

K nonHomounsiMm opraHoB UCMOMHUTENBHOW BriacTu cybbekTa Poccuiickon ®epgepaumm npy obpaileHmm

NeKapCTBEHHbIX CPeACTB OTHOCATCS:
1) pa3paboTka M peanusaumsi pervoHasbHbIX Nporpamm obecrneyeHnst HacerneHusl nekapcTBeHHbIMU
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npenapaTamu;

2) ycTaHOBreHWe MpeferbHbIX pasmMepoB OMTOBbIX HAaAOaBOK M MpefesibHbIX PasMepoB PO3HUYHBLIX
HagbaBoOK K (PAKTUYECKMM OTMYCKHbIM LIeHaM, YCTaHOBMEHHLIM MPOM3BOAUTENSIMU  NIEKAPCTBEHHbLIX
npenapaToB, Ha JIeKApCTBEHHbIE MpenapaTtbl, BKMYEHHbIE B MEPeYeHb XM3HEHHO HEOBXOAUMBIX |
Ba)KHEWLUMX NEKapCTBEHHbLIX NpenapaTos;

3) OcCyllecTBMeHVWEe pPerMoHanbHOro rocygapCTBEHHOrO KOHTPONS 3a MNpPUMMEHEeHWeM LeH Ha
nekapcTBeHHble npenapaTbl, BKMYEHHbIE B MEpPeYeHb >KU3HEHHO HEOOXOAUMbIX W BaXXHEWMLINX
NEKapCTBEHHLIX MpenapaTtoB, OpraHU3auMsiMu  OMTOBOM  TOPrOBMW,  anTeYHbIMM  OpraHM3auusiMu,
NMHAMBUAOYaNbHBIMU NPEANPUHUMATENAMN, UMEIOLLIMMM NMLEH3NIO HA (hapMaLEeBTUYECKYIO AeATENbHOCTD.

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

MnaBa 3. NlocyaapcTBeHHas dapmakones
Cratbs 7. PaspaboTka 1 usgaHue rocygapCcrBeHHON hapmakoneu, pasmeLleHme aHHbIX O HEeR

1. Topg rocygapcTBEHHON dapmakorneen noHMMaeTcs cBog obwwmMx chapMakonenmHbix craten wu
bapmaKkonenHbIX cTaTen.

2. Pagpabotka obwux dapmakonenHblx cTaten u QapMakonenHblx cTateW, B TOM 4ucne
dapmakonemnHblx cTaten Ha hapMakonenHble cTaHgapTHble obpasubl, U BKNIOYEHUE UX B rOCYAapCTBEHHYIO
c¢hapmMakoneo OCyLLEeCTBMATCA B Mopsiake, YCTAHOBMEHHOM YMNOMHOMOYEHHbIM heaepanbHbIM OpraHoM
WCNONHUTENBHOW BRacTu.

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

3. PaspaboTka cdhapmMakonenHoln cTaTb Ha pedhepeHTHbIM NeKapCTBEHHbIM NpenapaTt U BKIoYeHne ee
B rOCyOapCTBEHHy dapmakoned B TeYeHMe CpoKa [eWCTBUSI 3aliMTbl  WCKMYMTENBLHOrO npasa,
YOOCTOBEPEHHOIO MAaTEHTOM Ha pedbepeHTHbIN NIEKAapCTBEHHBIN Npenapar, OCYLLECTBISOTCA C Cornacusi ero
paspaboTumka.

(B pen. PepgepanbHoro 3akoHa o1 22.12.2014 N 429-03)

4. T[ocymapcTBeHHas bapmakonesa uM3gaeTcs  YNOMHOMOYEHHbIM — dpefeparnbHbIM - OpraHoMm
NCNONHUTENbHOM BNAcTW 3a CYET CpeacTB dpedeparnibHoro GromkeTa U NOANEXUT NepensfaHusim He pexe
YyeM OOWH pa3 B MATb JIeT, B NepuMog Mexay KOTOPbIMU U3OAloTCs MPUITOXEHUA K roCydapCTBEHHOM
dapmakonee, cogepxawme obwme apmakonenHole cTatb W (MNK) apmakonemHble CTaTbw,
YTBEPXKAEHHbIE NOCne U3faHusa Unu nepensgaHng rocyaapcTeeHHor dapmMakonen.

5. YnonHomoueHHbI beaepanbHbid  OpraH WCMOMHUTENbHOW BNAcTy pasMellaeTr AaHHble O
rocygapcTBeHHoN hapMakonee 1 NpuUroXeHusx K Helm Ha cBoem odumLmanbHOM cante B cetTn "UHTepHeT" B
YCTAHOBITEHHOM UM MOpPSAKE.

Maea 4. FlocyaapcTBeHHbIN KOHTPOSb NPU 06palLeHUn NeKapCTBEHHbIX CPeAcTB

Cratbss 8. JlMueHsupoBaHMe NpPOM3BOACTBA JIEKAPCTBEHHbIX CpPeacTtB U ¢apmMaueBTUYECKON
OesTenbHOCTU

1. JIMueHanpoBaHne NPOM3BOACTBA NEKAPCTBEHHbLIX CPEACTB M dhapMaueBTUYECKOW AeATeNbHOCTU
OCYLLECTBISIETCA B COOTBETCTBMM C 3aKOHoAaTenbLCTBOM Poccuiickon ®egepaumn.

2. Obsi3aTenbHbIM YyCNOBUEM NMPeaoCTaBNeHUs NULEH3UN Ha NPOM3BOACTBO fEKapCTBEHHbIX CPeacTs
SABNSAETCA NPUMOXEHME K 3asiBNEHNI0 CoUCKaTENs NUUEH3UU NepeyHs nekapCcTBeHHbIX hopM 1 (Mnun) BuOoB
dhapMaLeBTUYECKNX CyDOCTaHLMIA, KOTOpblE NPOM3BOAUTENb NEKAPCTBEHHbIX CPEACTB HAMEPEH MPON3BOAMUTD.

3. B cnyyae HeoGXOAMMOCTM pacLUMpPEHMsT NMPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
nekapcTBeHHbIX hOPM U BUAOB hapMaLEeBTUYECKNX CYyOCTaHUMIA MPOU3BOAMTENb NIEKAPCTBEHHbBIX CPEACTB
OOIKEH MOSTyYUTb HOBYHO NIMLEH3NIO Ha NPOV3BOACTBO JIEKAPCTBEHHbBIX CPEACTB.

Cratbs 9. ['ocymapcTBeHHbI KOHTPOMb (Haa3op) B cdepe obpalleHns nekapCTBEHHbIX CPeacTs
(B peq. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. NocygapCTBEHHbIN KOHTPOMNb (Haa3op) B cdepe obpalleHus NeKapCTBEHHbIX CPEACTB BKITHOYAET B
cebs:

1) NWMUEH3NOHHBbIA KOHTpPONb B cdepe MPOU3BOACTBA fEKApPCTBEHHbIX CpeacTB UM B cdepe
hapmaLeBTMYECKOW AeATENbHOCTMY;

2) dbegepanbHbI rocyoapCTBEHHbIM HAa30p B cchepe obpalleHNst TeKapCTBEHHbIX CPEACTB;

3) BbIOOPOYHBIN KOHTPOMb KAa4YecTBa JIEKapCTBEHHbIX CPEACTB.
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(n. 3 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2. JIMUEH3NOHHBIV KOHTPONb B cdhepe Npou3BOACTBA NeEKapCTBEHHbIX CpeactB M B cdepe
hapmaLeBTU4EeCKOW OeATENbHOCTU  OCYLLIECTBMASETCA  YNOSHOMOYEHHbIMU  dhefepanbHbiM — OpraHoMm
WCMONHUTENbHOM BNAacTM M oOpraHamuM WCMNOSHUTENbHOW Bnactnm cybbektoB Poccunckon depepaumm
COrnacHoO Nx KOMMNEeTEHUUN B Nopsiake, yctaHoBneHHoM PenepanbHbiM 3akoHOM OT 26 gekabpsa 2008 roga N
294-®3 "O 3awuTe npas OPUONYECKUX NUL, U MHOMBMAYamNbHbLIX NPeanpuHUMaTenen npy OCyLLeCTBEHUN
roCydapCTBEHHOro KOHTpoONns (Hagsopa) W MyHUUMMAnbHOro KoHTpons', ¢ y4eToM ocobeHHocTen
opraHusaummn 1 NpoBeadeHNs NPOBEPOK, YCTaHOBMNEHHbIX PefeparnbHbiM 3akoHoM oT 4 mas 2011 roga N 99-
3 "O nuueHsnpoBaHnn OTAENbHbLIX BUAOB AeATENbHOCTN".

3. ®epepanbHbil  rOCYOApPCTBEHHLIM Hag3op B cdepe obpalleHuss nekapCTBEHHbIX CpPEeAcTB
OCYLLECTBIISETCSA YNONTHOMOYEHHbIMU dhedepanbHbIMU OpraHamu UCMOSHUTENBHOM BNAacTu (ganee - opraHbl
rocydapCTBEHHOINO Haf3opa) COMMacHO WX KOMMETEHUMM B MOpsiAKe, YCTaHOBIMEHHOM [lpaBuTenscTBOM
Poccuinckon ®epepauun.

4. ®epgepanbHbIii FOCYOApCTBEHHbIN HAa30p B cdepe obpalleHnsi IeKapCTBEHHbIX CPEACTB BKIOYaeT
B cebs:

1) opraHmsauuio M NpoBedeHMe MNPOBEPOK cobnoaeHus cyObekTamu OoOpalleHust NeKapCTBEHHbIX
CPEACTB YCTAHOBMEHHbIX HacTosAwmuM degeparnbHbiM 3aKOHOM U MPUHATBIMU B COOTBETCTBMM C HUM MHbIMU
HOpMaTMBHbIMK  MpaBoBbiMM  akTamm  Poccuinckon  depepaumm  TpeboBaHUA K AOKMIMHUYECKAM
NccneaoBaHNsIM NEKapCTBEHHbIX CPEACTB, KIUHUYECKMM WCCRedOBaHWSM NEeKapCTBEHHbIX MnpenapaTos,
XpaHeHuo, nepeBoske, BBO3Y B Poccuiickyto denepaunto, OTNycKy, peanmsalmm nekapCTBeHHbIX CPeacTB,
NMPUMEHEHMWIO NEKAPCTBEHHbIX MPENapaToB, YHUUTOXEHUIO NIEKapCTBEHHbLIX CPEACTB, a Takke cobnogeHust
YMOSITHOMOYEHHBIMM OpraHamu WCMNONHUTENBHOW Bnactu cybbekToB Poccuiickon ®Pepepauumn mMeToamku
YCTaAHOBIEHMSA NPeAEeNbHbIX Pa3MepPOB OMNTOBbIX HaAOaBOK U NpedenbHbIX pa3MepoB PO3HUYHLIX HaA0aBOK K
haKTU4EeCKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOWU3BOAMTENSAMU JIEKAPCTBEHHBIX MNpPenapaTtoB, Ha
NeKkapcTBeHHble MpenapaTbl, BKMYEHHbIE B MEPEYEHb JKU3HEHHO HEODXOOUMbBIX U BaXKHEWMLINX
nekapcTBEHHbIX NpenapaToB (ganee - obsa3atenecHble TpeboBaHUs);

2) opraHu3auuio 1M NpoBedeHUEe MPOBEPOK COOTBETCTBUS NEKAPCTBEHHbIX CPEACTB, HAXOOALLMXCS B
rpaxxgaHckoMm obopoTe, yCTaHOBIEHHbIM TPebOBaHUSAM K UX Ka4eCTBY;

3) opraHusaumio n npoeeaeHne dhapmakoHaa3opa;

4) npMMeHeHue B Mopsiake, YCTAHOBNEHHOM 3akoHodaTtenbcTBom Poccuiickon ®egepauun, mep no
npeceYeHnto BbISIBNIEHHbIX HapyLleHnn obsa3aTenbHbiX TpeboBaHui 1 (Mnn) YCTPaHEeHW0 NOCNEeACTBUNA TaKuX
HapyLeHUn, B TOM 4uCNe MNPUHATUE peLLUEHUsI O HaXOXOEHWW NeKapCTBEHHbIX CpeacTB B obpalleHuwu,
Bblgayy npeanucannii 06 yCcTpaHeHUM BbISIBNIEHHBIX HapyLIeHUn obs3aTenbHbiX TpeboBaHWiA 1 NpuBneYeHne
K OTBETCTBEHHOCTM UL, COBEPLUMBLLNX TaKMe HapyLLUEeHUS.

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

5. ®epepanbHbil  FOCYOApPCTBEHHbLIM Hag3op B cdepe obpalleHuss nekapCTBEHHbIX CpPeAcTB
OCYLLECTBIISIETCA B NOpsiake, ycraHoBrneHHoOM PefeparnbHbIM 3akoHOM OT 26 aekabpsi 2008 roga N 294-03
"O 3zawuTe npaB OPUAMYECKMX IUL W MHAMBUOYaANbHbIX MpeanpuHMMaTenen Mpu  OCyLEeCTBeHUN
rocydapCTBEHHOINO KOHTpomns (Hag3opa) WM MyHMUMNANbHOrO KOHTpons", C Yy4YeToM OCOBEHHOCTEN,
YCTaHOBIEHHbIX HacToswen ctaTtbel. [NpegBaputensHoe cornacoBaHWe C opraHaMu NpoKypaTypbl CPOKOB
NpoBeOEeHNs BHEMMAHOBOW MPOBEPKM CYOBLEKTOB OOpalleHNs feKapCTBEHHbIX CPEACTB, a Takke
npeaBapuTenbHOE YBeOOMMEHME HOPUOUYECKUX U, WHAMBMAYaNbHbIX MNpPeanpuHUMaTenen o Havane
npoBeAeHns aTon NpoBepkn He TpebyeTcsa. OpraHbl NPOKypaTypbl M3BELLaTCs O NPOBEEHUN BHENNAHOBOMW
NpoBepKM CyObLEKTOB obpalleHnsa nekapCTBEHHbIX CPeaCcTB NOCPEeACTBOM HanpaBrneHUsl COOTBETCTBYHOLLNX
OOKYMEHTOB B Te4YeHue Tpex paboumx gHel C MOMEHTa OKOHYaHWsS NPOBEedEHUS yKas3aHHOW BHEMNsiaHOBOW
NpOBEPKMU.

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

6. [O/MKHOCTHbIE §MUA oOpraHa [rocygapCTBEHHOTO Hag3opa B MOpsSAKe,  YCTAHOBMEHHOM
3akoHogaTtenbcTBoM Poccuiickon denepaumm, MMerT NpaBo:

1) nonyyaTb Ha OCHOBaHWW MOTMBMPOBAHHBIX MWCbMEHHBIX 3anpocoB OT cybbekToB obpalleHus
NEeKapCTBEHHbIX CPeacTB, OpraHOB UCMOSTHUTENBHOM BnacTu cydobektoB Poccuickon degepaumm n opraHoB
MECTHOro camoynpaBsfeHNsi OKYMEHTbI 1 MHpopMaumio No Bonpocam obpalleHns nekapCcTBEHHbIX CPeacTB;

2) ©ecnpenATCTBEHHO MO MpeabsBAeHUN CryXebHOro YAOCTOBEpPEHUA U KOMUKM  Mpukasa
(pacnopspkeHus) opraHa rocygapCTBEHHOIO Haf3opa O Ha3Ha4YeHWM NPOBEPKM MocewaTb UCMOoNb3yeMble
IopUaNYECKMMY NULamMK1, MHAMBUAYanbHbIMU NpeanpuHUMaTensaMu, SBnsoWmMMncsa cybbektamm obpatlleHms
NeKapCTBEHHbIX CPeacTB, MPU OCYLLECTBNEHUN CBOEN AEATENbHOCTU TEPPUTOPUN, 34aHMS, NMOMELLEHUS U
COOpPYXeHUs B Lensix NpoBeAeHUs1 MePONPUSTUI MO KOHTPOIO;

3) npoBoaMTb OTOOP 06pa3sLOB IEKAPCTBEHHbIX CPeACcTB, MpefHasHayYeHHbIX ANs peanusauuin u
peanu3yembix cybbekTammu obpalleHnss NekapCTBEHHbIX CPEACTB, ANsl NPOBEPKU UX KA4ecTBa, NPOBEAEHNS
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nuccriefoBaHvi,  UCMbITAHMA B COOTBETCTBMM € NpaBunamm  otbopa 00pasuoB, YCTAHOBMEHHBIMU
YMOSTHOMOYEHHBIM doedeparibHbIM OpraHoOM UCMOMHUTENBHOW BRacTy;

4) BblgaBaTb cyObekTaM obpalleHust JeKapCTBEHHbIX CpeacTB MpeanuMcaHus O MnpekpaleHum
HapylweHun obssaTenbHbiXx TpeboBaHM U 06 yCTpaHEHMM BbISIBNEHHbLIX HapPyLWEHU 0bsA3aTenbHbIX
TpeboBaHui;

5) HanpaensATb B YNONHOMOYEHHbIE OpraHbl MaTtepuanbl, CBA3aHHble C HapyLeHUsAMU obs3aTenbHbIX
TpeboBaHMN, ANS peLueHnss BONPOCOB O BO3BYXAEHUN YronoBHbIX Aen No Npu3Hakam npecTynneHun.

7. BbIGOPOYHBbIA KOHTPOSb KayeCTBa NEeKapCTBEHHbIX CPeACTB OCYLUECTBASETCA YNONHOMOYEHHbIM
dheaepanbHbIM OpraHoM UCMOMHUTENBHOW BriacT B YCTAHOBIIEHHOM MM MOPSIAKE W BKIOYaeT B cebsi:

1) obpaboTky cBemeHwui, B obsizaTeNbHOM MOPSAKE MNpPenoCTaBNseMbIX CyObekTamy obpalleHus
NEKapCTBEHHbIX CPEACTB, O Cepusx, MapTUAX JEeKapCTBEHHbLIX CPEACTB, MOCTYMNalWMX B rpaKgaHCKUR
obopoT B Poccuiickon Pegepauuu;

2) otbop 0b6pa3uoB feKkapCTBEHHbIX CPeACTB Yy CyObekToB obpalleHus NekapCTBEHHbIX CPEACTB B
Luensx nNpoBeAEHUS WCMbITaHUA Ha WX COOTBETCTBME TpebOoBaHWAM HOPMAaTMBHOW [OKYMEHTauuu Wnm
HOPMaTMBHbIX JOKYMEHTOB;

3) NpuHATME Mo pesynbTaTtam MPOBEAEHHbIX MCMbITAaHWWA pelleHus O AdanbHeneM rpaxaaHCKoM
0bopoTe COOTBETCTBYIOLLEIO NeKapCTBEHHOIO CpeacTBa;

4) nNpuHATME YMNOMHOMOYEHHbIM dedepanbHbIM OPraHOM WCMOMHUTENbHOW BRacTy pelleHust o
nepeBofe feKkapCTBEHHOro cCpeacTBa Ha MOCEPUMHBIN BbIGOPOYHbLIA KOHTPOMb KayecTBa JeKapCTBEHHbIX
cpeactB B cnydae MOBTOPHOMO BbISIBMIEHUS HECOOTBETCTBUS KayecTBa NeKkapCTBEHHOro CpeacTsa
yCTaHOBIEHHbIM TpeboBaHMSAM M (Npy HeoBXoAMMOCTU) O MPOoBepKe CyObekTa obpalleHus nekapCTBEHHbIX
cpeacts. Pacxogbl, cBA3aHHble C nNpoBedeHMEM MOCEPUNHOrO BbIOOPOYHOrO KOHTPONS KadecTBa
NeKapCTBEHHbIX CPeacTB, ONavMBaloTCA NPOM3BOOUTENEM JIEKAPCTBEHHOrO cpeacTBa Nubo AepxaTernem
nnu BnagernbLemM perncTpaunoHHOro yaooCTOBEPEHUS NEKapCTBEHHOTO Npenapara.

(4acTb 7 BBegeHa PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

naBa 5. Pa3zpaboTka, AOKNMHNYECKMEe UCCIIeA0BaHNA JIeKaPCTBEHHbIX CPEACTB, a TaKkke
KINMHUYECKne UccrneaoBaHUsA NeKapCTBEHHbIX NpenapaToB AN BeTePMHaPHOro NpUMeHeHUs!

Cratbs 10. PazpaboTka nekapCTBEHHbIX CPeaCTB

1. PaspaboTka nekapCTBEHHLIX CPpeacTB BKtoYaeT B cebsi MOMCK HOBbIX hapMaKonornyeckm akTUBHbIX
BELLLECTB, NOcneaytoLLee N3y4eHne ux fieKapCTBEHHbIX CBOMNCTB, AOKIMHUYECKUE NCCeaoBaHUs, pa3paboTky
TEXHOMOrM Mnpou3BoacTBa apmaueBTUYECKUX CyOCcTaHUMi, pa3paboTky COCTaBOB W TEXHONOMMM
NpoM3BOACTBA NIEKAaPCTBEHHLIX NpenapaToB.

2. dnHaHcoBoe obecneyeHne pas3paboTky NekapCTBEHHbIX CPEACTB OCYLLECTBMNAETCS 3a CHET:

1) cpeacTB chegepanbHoro bompxkeTa;

2) cpencTB pa3paboTyMKOB NTEKAPCTBEHHLIX CPEACTB;

3) cpencTB nponsBoauTeneit NeKapCTBEHHbIX CPeACTB NPU BbIMONTHEHUN Hay4YHO-UCCEeAOBaTENbCKUX
paboT no [oroBopy Mexay pas3paboTyMKOM JEKapCTBEHHbLIX CPeACTB M MPOM3BOAMTENIEM JIEKAPCTBEHHbIX
CPEeACTB;

4) nHbIX He 3anpeLLeHHbIX 3akoHogaTenbcTBoM Poccuickon degepaumm NCTOUHMKOB.

3. MNpaa pa3paboTymka NekapcTBEHHOIO CPeACTBA OXPaHAKTCA rPaXXaAaHCKMM 3aKOHOA4ATENbCTBOM.

Cratba 11. [JoknunHn4yeckoe wuccnenoBaHue NeKkapCTBeHHOro cpeacrtBa And MeanuuHCKOro
NnpuMeHeHnsA

1. [oknuHu4eckoe wccrnefoBaHUe NeKapCTBEHHOrO cpeacTBa Ans MeAULMHCKOrO MpUMEHEHUs
npoBOOWTCSt MyTEM MPUMEHEHUS Hay4YHbIX METOAOB OLEHOK B LENsX MofyyYeHusl [oKasaTenbCcTB
6e3onacHocTH, kavecTBa U 3pPEeKTUBHOCTM NEKAPCTBEHHOTO CPEACTBaA.

2. [oknuHuuyeckoe uWccnegoBaHWe IeKapCTBEHHOIO CPEeACTBa AN MeOULMHCKOTO MNPUMEHEHUs
NMpOBOOMTCS B COOTBETCTBUM C MNpaBunaMu Hagnexawen nabopaTopHOW NpakTWKW, YTBEPXOEHHbLIMM
YNOJTHOMOYEHHbIM cpenepaanbuvl OopraHomMm WUCNOMNHUTENbHON BNacTu.

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

3. D,J'Iﬂ opraHuzauunm n npoBefeHunAa OOKIMHUYECKOro uccnenoBaHna nekapCTBeHHOro cpeactea And
MEAMLUMHCKOTO MPUMEHEeHUs pa3paboTuMku NeKapCTBEHHbIX CPEACTB  MOryT MpuBrekaTb Hay4yHoO-
nccnegosartenbCckue opraHusauuy, obpasoBaTenbHble OpraHvM3auMu BbiCLIEro 00pa3oBaHusi, MmeloLme
HeobxoaMMYyl0 MaTepuarnbHO-TEXHUYECKYI0 6a3y 1 kBannduUUMPOBaHHbIX CNeLManMcToB B COOTBETCTBYIOLLEN
obnactu nccnenoBaHums.
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(B peq. ®PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [JOKNUHWYECKoe WCCreaoBaHNe JeKapCTBEHHONO CcpeacTBa AOS11 MEeOULMHCKOrO MpPUMEHEHMS
NpPOBOANTCA MO YTBEPXKAEHHOMY pa3paboTyMKOM JNIEKapCTBEHHOIO CpeacTBa MiaHy C BeAeHMEM MpoToKora
3TOro UCCNeAoBaHUSA N COCTaBIIEHMEM OTYEeTa, B KOTOPOM COOEPXKaTCA pes3yrbTaTbl 3TOr0 UCCNeAoBaHus U
3aKNIOYEHNE O BO3MOXHOCTU MPOBEAEHUS KIMMHUYECKOrO UCCMEeAOBaHWS NeKapCTBEHHOro npenapara ans
MEOVLMVHCKOrO NPUMEHEHNS.

5. MNpoBegeHue nposepok cobniogeHns npasun Hagnexawen nabopaTtopHON NPaKTUKU U NPaBOBbIX
HOPM MCMNONb30BaHUS XXUBOTHbLIX MPY NPOBEAEHUN OOKIMUHUYECKUX UCCNefoBaHMN NeKkapCTBEHHbIX CPeaCcTB
Ons  MeaMUMHCKOro  MPUMEHEHMSI  OCYLLECTBRSETCA  YMONMHOMOYEHHbIM  hedepanbHbiM  OpraHoMm
NCMNOMHUTENLHOW BNacCTU.

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

6. PesynbtaThl [OKNMHWMYECKOTO WCCNEOOBaHWS JIEKAPCTBEHHOIO CPEACTBa AN MEAMLMHCKOro
NpUMEHeHWs MOryT BbITb NpeAcTaBneHbl B YNOSTHOMOYEHHbIA ddeaeparbHbIi OpraH UCMOMHUTENBHOM BNacTu
B YCTAHOBIIEHHOM MOpPSiAKEe B LIENsSX rocy4apCTBEHHOM permctpauumn nekapcTBEHHOro npenapara.

Cratbsa 12. [JOKNMHMYECKOe UccreqoBaHne NeKapcTBEHHOrO CpeacTBa U KMMHUYECKOe UccneaoBaHue
neKkapcTBEHHOro npenapara Ans BeTepUHapHOro NpUMEHeHUs

1. [JOKNMHU4Yeckoe WccrnedoBaHMe IeKapCTBEHHOro CPeAcTBa Afsi BETEPUHAPHOTO MPUMEHEHUS
NPOBOAUTCSA MyTEM TPUMEHEHUS1 Hay4YHbIX METOAOB OLEHOK B LENsX MOonydeHust [JokasaTtenbcTB
GesonacHoCTK, kadyecTBa N 3dHEKTMBHOCTU NEKAPCTBEHHOIO CPEACTBa, B TOM YMCre onpeaeneHus cpoka
€ro BbIBEAEHUS M3 OpraHvMama XWBOTHOTO, B LEeNnsix obecnedyeHns ©6e30nacHOCTM NpPOAYKUUM KMBOTHOIO
NPOUCXOXOEHMS NOCME NPUMEHEHNSI COOTBETCTBYHOLLIENO NIEKAPCTBEHHOIO Npenapara.

2. [oknuHu4eckoe uccnegoBaHMe IeKapCTBEHHOINO cpeacTBa M KIIMHUYECKoe MccrnegoBaHue
NeKapCTBEHHOro npenapaTta QO BeTepuMHapHOro MPUMEHEHMUs, UccregoBaHMe OUO3KBMBANEHTHOCTU
YKa3aHHOro NeKapCTBEHHOro npernapaTta MnpoBOAATCS B COOTBETCTBMM C MpaBunamu, YTBEPXXOEHHbIMU
YNOMTHOMOYEHHbIM dheaeparnbHbiM OPraHoOM UCMONTHUTENBHOW BNACTMW.

3. [oknuHu4eckoe uccnegoBaHMe IeKapCTBEHHOIO CcpeacTBa M KIIMHUYECKOE  McCnegoBaHue
NeKkapcTBEHHOro npenapaTta Ansi BETEPUMHAPHOTO MPUMEHEHUSI MPOBOAATCA MO yTBEepXOEeHHOMY
pa3paboTyMKkoM FeKapCTBEHHOINO CpeacTBa MMlaHy C BeAEHMEeM MNPOTOKOMOB 3TUMX MCCNegoBaHun W
COCTaBEHNEM OTHETOB, B KOTOPbIX coAepXaTcs pe3ynbTaTbl 3TUX UCCefoBaHNNA.

4. [Ins opraHM3auMM U NpPoBeAEHMST OOKIUHUYECKOrO WUCCNenoBaHUs fiekapCTBEHHOro cpeacTsa U
KNMUHUYECKOro MccrneaoBaHuUsi NIeKkapCTBEHHOIO npenapaTa AN BeTEPMHAPHOro MpUMEHEeHUs pas3paboTymk
NEKapCTBEHHOIO CpeacTBa MOXET MPUBIEKaTb OpraHMsauun, uMerLlme Heobxogumyt maTtepuarnbHo-
TEeXHUYECKyo 6a3y 1 KBanUMUUpOoBaHHbIX CNELMAnUCTOB B COOTBETCTBYOLLEN 00racTn nccneaoBaHus.

5. KnuHnyeckue uccnenoBaHUs NEKaApCTBEHHLIX MpenapaTtoB Afs BeTEPUMHAPHOrO MPUMEHEHUS
NMPOBOAATCS B BETEPMHAPHbLIX OpraHu3auusx W B OpraHu3auusix, OCYLLECTBNSKLWINX pa3BedeHue,
BblpalLMBaHNE N coaep)kaHne XNBOTHLIX, B LENSIX:

1) ycTaHOBNEHMS NEPEHOCMMOCTU NNEKAPCTBEHHBIX NPenapaToB 300POBbIMU XXUBOTHBIMU;

2) nopbopa onTMManbHbIX LO3NPOBOK NIEKAPCTBEHHbIX NPEenapaToB M Kypca fleYeHnst Ha KOHKPETHOMN
rpynne »XMBOTHbLIX C ONpeaerneHHbIM 3aboneBaHneM;

3) ycraHoBneHunst 6e3onacHoCcTM u 3apPEKTUBHOCTM NEKApPCTBEHHOMO npenapara, npegHasHayeHHoro
Ona neveHus onpegeneHHbix 3aboneBaHUn XUBOTHbLIX, UM 3(PEKTUBHOCTM NEKapCTBEHHOINO npenapata
Ans npodunakTukm 3aboneBaHnin 340POBbIX KUBOTHBIX;

4) un3y4yeHUss BO3MOXHOCTEW pPaCLUMPEHUS MOKa3aHMN K MNPUMEHEHWUIO 3aperncTpupoBaHHOIO
neKapcTBEHHOro npenapaTa W BbISIBIIEHUS paHee HEN3BECTHbIX NOOOYHbLIX AENCTBUIA.

6. KnuHuueckoe wuccnegoBaHWe nekapCTBEHHOro mnpenapaTta Ansi BETEPUHAPHOIO NPUMEHEHUs
OCYLLECTBIISIETCA 3a CYET CPEACTB pa3paboTymka rekapCTBEHHOrO CpeacTBa.

7. OT4yeTbl O pesynbTaTax JOKNMHUYECKOTO NCCeaoBaHMs NEeKapCTBEHHOIO CPEACTBA U KITMHUYECKOTO
NUCCNedoBaHWs  NIEKApCTBEHHONO  Mpenapata AN BEeTEepUMHApPHOro  MPUMMEHEHMSI  COCTaBMSOTCSA
pa3paboT4yMKOM NIEKAPCTBEHHOIO CPeAcTBa C YYETOM 3aKSIHOYEHUN OpraHu3auui, NPUHUMAaBLLMX ydacTue B
opraHMsaumm 1 NPoBeaeHUN 3TUX UCCIEA0BaHNUN.

8. KoHTponb 3a npoBegeHNEM OOKITMHUYECKMX UCCIeL0BaHWI NTEKAPCTBEHHbLIX CPEACTB M KITMHUYECKMX
NUCCNeaoBaHUA  NEKApCTBEHHbIX NpenapaTtoB AN BETEPUHAPHOIO  MPUMEHEHMSI  OCYLLECTBNAETCS
YMOSTHOMOYEHHBIM (befepanbHbIM OpraHoM UCNOSNHUTENBHOW BRacTu.

Mnaea 6. OcyuiecTBneHe rocyaapcTBEHHON perncTpaumm neKkapcTBeHHbIX NpenapaTos

CraTbs 13. locyaapcTBeHHas perucTpaumst ekapCTBEHHbIX NpenapaToB
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(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B Poccuinickon ®egepaumm AonyckaTcs NPon3BoaCTBO, N3rOTOBIIEHNE, XpaHEHWE, NepeBo3ka, BBO3
B Poccuinckyto depepaunio, BbiBo3 13 Poccuiickon degepaumm, peknama, oTnyck, peanusauus, nepegava,
NPUMEHEHNE, YHUUTOXEHMNE NEKAPCTBEHHLIX NMPenapaToB, €CNU OHU 3apErMCcTpMpoOBaHbl COOTBETCTBYIOLLMM
YNONMHOMOYEHHbIM dheaeparnbHbIM OPraHOM UCMONMHUTENBHOW BNACTMW.

(vacTb 1 B peq. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. locypapcTBEHHOW perncTpauumn nognexar:

1) Bce nekapCTBEHHble MpenapaTbl, BNepBble nognexawune BBody B obOpalieHne B Poccuiickon
depepauuu;

2) nekapCTBEHHble npenapatbl, 3aperncTpMpoBaHHbIE paHee, HO MNPOM3BEAEHHbIE B  OpPYruX
NeKapcTBEHHbIX hopMax B COOTBETCTBMU C MEPEYHEM HaMMEHOBAHWI JIEKapCTBEHHbIX (POPM, B HOBOW
O03MPOBKe NpW A0oKa3aTeNbCTBE €€ KIMHUYECKON 3HAaYMMOCTU 1 3(PEKTUBHOCTY;

3) HOBble KOMOUHALIMN 3apErMCTPMPOBAaHHBLIX PaHee NEKapCTBEHHbIX NpenapaTos.

3. TocygapcTBeHHasd permctpaumsi NeKapCTBEHHbIX MpenapaToB OCYLIECTBASETCS MO pesynbratam
9KCMEepTM3bl JIEKapCTBEHHbIX CPeacTB, a rocygapCTBeHHas perncrpauus opdhaHHbIX JeKapCTBEHHbIX
npenapaToB OCYLUECTBMSIETCS MO pes3ynbTataM  3KCNepTu3bl  LOKYMEHTOB, MPEACTaBMEHHbIX Anis
onpegeneHnsi BO3MOXHOCTM paccmaTpyBaTh JIEKAPCTBEHHbIM MpenapaTt Ans MEAMLMHCKOrO MpUMEHEHUs
npy OCYLLECTBNEHNN rOCYLAPCTBEHHOM PErMcTpaumm B kKa4ectTse opdaHHOro nekapCTBEHHOro npenapara, u
no pesynbTaTtam 3KCNepPTU3bl NEeKapCTBEHHbIX CPEACTB.

4. locypapcTBeHHas perncTpaums nekapCTBEHHOro npenapara OCyLLEeCTBNAETCS COOTBETCTBYHOLLMM
YNOMHOMOYEHHbIM  (heepanbHbIM OpraHOM WCMOMHUTENBHOW BRacTM B CPOK, He MpeBbILWAKLWUA cTa
wectngecatn pabounmx AHEN €O [OHS MPUHSTUS COOTBETCTBYHOLLETO 3asiBNEHUS O TrOCyAapCTBEHHOM
perMctpaumMm IneKkapcTBEHHOro npenapaTa. B ykasaHHbI CPOK BKIOYaeTcs Bpems, Heobxogumoe Ans
MOBTOPHOIO MPOBEAEHMUS IKCMEPTU3bl JIEKAPCTBEHHOIO CPEACTBA B COOTBETCTBMU CO CTaTben 25 HACTOSALLEro
depepanbHoro 3akoHa. Cpok rocyJapCTBEHHOW permctpaumm nekapCTBEHHOrO npenaparta MCYMCASIETCS CO
OHS MPUHATMS COOTBETCTBYIOLLMM YNOSIHOMOYEHHbIM hefeparnbHbiM OpraHOM MCMOSTHUTENbHOW BMacTu
COOTBETCTBYIOLLErO 3asBMEHUS O [OCYJApCTBEHHOW perucTpaunm mnekapCTBEHHOrO npenapata C
NPUNoXeHNEM HeOOXOAMMbIX [OOKYMEHTOB MO [AeHb Bbldayn PerncTpaumoHHOro  yOoOCTOBEPEHUS
neKkapCcTBEHHOro npenapaTa. Bpemsi, HeobxogmMmoe [nsi HanpaBreHWs YMONTHOMOYEHHbIM dheaepanbHbIM
OpraHoMm MCMONMHUTENBLHOW BNacTu 3anpoca O NpeacTaBneHnn HeObXoaMMbIX MaTepranoB 1 NpeacTaBneHns
3asiBUTENEeM OTBETA Ha [AaHHbIN 3anpoc B COOTBETCTBUMM CO cTatbamu 16, 19 wm 23 HacTosiiero
denepanbHOro 3akoHa, He Y4YMTbIBAETCS MpU  UCHUCINEHUN CpoKa T[OCydapCTBEHHOW perncrpauum
nekapCcTBEHHOro npenapara.

5. l'ocynapcTBeHHOW perucTpaLmm He noanexar:

1) nexkapcTBeHHble npenapaTbl, M3rOTOBIEHHbIE aAMNTEYHbIMWM OpraHM3auunsiMM, BeTepUHaAPHbLIMU
anTeYyHbIMM OpraHM3auusaMu, WHAMBUAyanbHbIMWA MpeanpUHUMAaTENnsaMKn, KOTOpble WUMEKT MULUEH3WI0 Ha
hapmMaLeBTUYECKyl0 [OEeaTeNnbHOCTb, MO peuenTaM Ha fekapCcTBeHHble npenapatbl U TpeboBaHWUSM
MEeOMLIMHCKNX OpraHv3aunii, BETepMHapPHbIX OpraHM3auni;

2) nekapCTBeHHble npenapaTbl, NPUOBpPeTEHHbIE PUINYECKMMM NMUaMn 3a npegenammn Poccuickon
denepauun n NnpegHasHayYeHHbIe 45 IMYHOrO UCMOoNb30BaHMWS;

3) nekapcCTBeHHble npenapaThl, BBO3UMbIE B Poccuiickyto degepaumio ons okasaHus MeguuUHCKOWN
MOMOLUM MO >KU3HEHHbIM MOKa3aHUAM KOHKPETHOro mnalMeHTa Ha OCHOBaHMW paspeLleHus, BblAaHHOro
YNOMHOMOYEHHbIM dheepanbHbIM OPraHOM UCMONMHUTENBHOW BNACTX;

4) nekapcTBeHHble cpefcTsa, BBO3MMble B Poccunckyio degepauuio Ha OCHOBaHUU BblAAHHOMO
YNOMHOMOYEHHbIM hefieparnbHbIM OpraHOM UCMONHUTENBbHOW BNACTU paspeLleHns U npegHasHayeHHble aAng
NPOBEAEHNS KITMHUYECKUX WUCCREeOOBaHWA JNIEKAPCTBEHHBLIX MpenapaTtoB U (Mnv) NpoBedeHUs SKCNepTUsbl
NeKapCTBEHHbIX CPeACTB A1 OCYLLECTBIEHUSA rOCY4apCTBEHHON peErmcTpaumm nekapcTBEHHbIX NPENapaTos.;

5) dpapmaueBTuyeckue cybcTaHumu;

6) pagvnodapmaueBTUYECKNe INEeKapCTBEHHbIE Mpenapartbl, W3roTOBMEHHbIE HEMOCPEACTBEHHO B
MEOMLMHCKNX OpraHm3auusx B Mopsgke, YCTAHOBIIEHHOM YMOSTHOMOYEHHbIM dedepanbHbiM  OpraHoM
NCMONMHUTENBHOW BNacTu;

7) nekapCTBEHHbIEe Npenapartbl, MPOU3BOAMMbIE AN1s SKCropTa.

6. He ponyckaetcsa rocygapcTBeHHas perncrpaums:

1) nekapcTBEHHbIX MpenapaTtoB, OTNUYAKLWUXCA Apyr OT Apyra KadeCTBEHHbIM COCTaBOM
OEeNCTBYIOLLMX BELLEeCTB, N0 OANHAKOBLIM TOProBbiM HAaUMEHOBaHWEM;

2) ogHOro nekapCcTBEHHOro npenapara, BbilycKkaemMoro npovM3BoanTeneM nof pasnmMyHbiMU TOProsbiMin
HaVMEHOBaHNSIMW W NPEACTaBMEHHOrO Ha rOCYAapCTBEHHYIO perucTpauuio B Buae [AOBYX M Oonee
NeKapCcTBEHHbIX NpenapaTos.
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7. Mo 3anpocy (B 9MNeKTPOHHOW dopMe wnn Ha OyMaxHOM HocuTene) cybbekta obpalleHus
NEeKapCTBEHHbIX CPeACTB COOTBETCTBYIOLLMM YMONTHOMOYEHHbIM (hefepanbHbiM OpraHoM MCMOSHUTENBHON
BMAcCTW, OCYLLECTBSAIOLLMM FOCY4apCTBEHHYIO PErMCTpaLmio NIeKapCTBEHHbIX MpenapaTos, B YCTAHOBIEHHOM
UM MOPSIAKE OCYLLECTBMSIETCA Hay4YHOE KOHCYNbTMPOBaHWE MO BOMPOCaM, CBSA3aHHbIM C MpoOBedeHVeM
OOKIUHNYECKNX WCCneaoBaHWN, KIMHUYECKUX WCCNedOoBaHWiA fekapCTBEHHbIX npenapaTtoB, 3KCNepTu3bl
KayecTBa NekapCTBEHHbIX CpeacTB, aPEKTUBHOCTH 1 6e3onacHOCTH, C OCYLLECTBNEHNEM roCyaapCTBEHHON
permctpaumMm nekapCcTBeHHbIX npenapaToB. KOHCYNbTMpOBaHME OCYLIECTBASIETCS C  MpUBMeYeHneM
deaepanbHbIX rocygapCTBEHHbIX BIOMKETHBIX YYpexaeHnn, NoaBeAOMCTBEHHbIX AaHHOMY beaepanbHOMY
opraHy WCMNONHWUTENbHOW BNacTM U He y4acTBYIOLWMX B OpraHvM3aumMvM NpoBeOEeHMst 3KCMepTU3bl KayecTsa
NeKkapCTBEHHbIX CPeACcTB B LEeNsiX OCYLECTBNEHUS WX rOCyfapCTBEHHOW perucrpaumMm B COOTBETCTBUM CO
ctatben 16 HacTosiwero ®enepanbHOro 3akoHa, B BUAe OTBETa B MUCbMEHHOW (hopMe YNONHOMOYEHHOro
defepanbHOro opraHa WCMOMHUTENBHOW BNacTu Ha 3anpoc. Pasvep B3umaemoln C 3aaBuTens nnaTbl
onpegensieTcss B COOTBETCTBUMM C 3akoHogaTenbcTBOM Poccuiickon ®epepauum 06 opraHusaumu
npegocTaBneHns rocygapCTBEHHbIX M MyHUUMNANbHbIX ycnyr. VIHopmaums 06 OCyLIeCcTBNEHUN Hay4yHOro
KOHCYNbTUPOBaHUSA, B TOM 4ucne cTtatbW, 0630pbl, CNpaBoOYHble MaTepuanbl M UHas MHdopmauus o6
OCYLLECTBIEHNMN HAY4YHOIO KOHCYNbTVPOBaHUSA, pa3mellaeTcs Ha oduuManbHOM cavTe YNOfIHOMOYEHHOro
denepanbHOro opraHa MWCMOMHUTENbHON BNactm B cetu "VIHTepHeT" ¢ coOniogeHnem orpaHuyeHun,
YCTaHOBIEHHbIX 3aKOHOAATENbCTBOM O NEPCOHAarbHbIX AAHHbIX, KOMMEPYECKOW 1 (Mnun) rocygapCTBEHHON
TanHe.

8. locygoapcTBeHHas peructpauusi NekapCTBEHHbIX MpenapaToB, KOTOpble npedHasHadeHbl Ansg
NPUMEHEHUS1 B YCMOBUSX BOEHHbIX [OEWCTBUA, YpesBblYalHbIX CUTyauuin, MpounakTukn n nedeHns
3aboneBaHUn M MOpPaXKEHWW, MNOMyYeHHbIX B pe3ynbTaTe BO3AENCTBUS HEONaronpuATHbLIX XUMUYECKMX,
Guonoruyecknx, paavauuoHHbIX pakTopoB, U paspaboTaHbl MO 3agaHuio  defeparnbHbiX  OpraHoB
WCMONHUTENBHOW BNAacTh, YNONMHOMOYEHHbIX B 0Oractn obopoHbl CTpaHbl M 6e3onacHOCTM rocyaapcTsa,
OCYLLECTBIISIETCA B Nopsiake, yctaHoBneHHoM lMpasuTtensctBom Poccuiickon ®eaepaunm.

Cratbs 14. MprHUMNbI 3KCNEPTU3bl NTIEKAPCTBEHHbBIX CPEaCTB
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JKcnepTn3a nekapcTBEHHbIX CPEACTB OCHOBLIBAETCH Ha MPUHLMNAX 3aKOHHOCTW, cobniogeHns npas
1 ceobog YenoBeka U rpaxgaHunHa, npas HPUANYECKOro Nuua, HE3aBUCMMOCTM 3KCrepTa, OGbEKTUBHOCTY,
BCECTOPOHHOCTU W MOMHOTLI UCCNEeaoBaHWii, NPOBOAUMBIX C UCMOMb30BaHNEM COBPEMEHHbBIX OOCTXEHWIA
Haykm W TEexXHWKM, OTBETCTBEHHOCTU eaeparnbHOro rocyJapCTBEHHOTO GHOMKETHOro YyypexaeHus Mo
NpOBeOEHNI0 IKCTIePTU3bl NTEKAPCTBEHHBIX CPEACTB U 3KCMEPTOB 3a NpoBeAeHNe U KaYeCTBO KCMNepTM3bI.

2. OKcnepTr3a NekapcTBEHHbIX NpenapaToB AN MeAULIMHCKOTO NpUMeHeHNs BKIoYaeT B cebs:

1) aKcnepTVM3y [OOKYMEHTOB, MpedCTaBlieHHbIX AN onpeferieHnMsi BO3MOXHOCTM paccMaTpuBaThb
NeKapCTBeHHbI MpenapaT Ans MeauMUMHCKOTO TMPUMEHEHWUST MpY  OCYLLECTBIIEHUM TOCYAapCTBEHHOMN
perucTpaumm B kKa4ecTse opdaHHOro fieKapCTBEHHOIo Npenapara;

2) aKCnepTM3y MpeanoXeHHbIX MEeTOOOB KOHTPOIS KayecTBa JieKapCTBEHHOro CpeAcTBa M KayecTBa
NpeacTaBreHHbIX 00pa3sLoB JIeKapCTBEHHOrO CpeacTBa C MCMOSb30BaHWEeM 3TUX MeTodoB (gmanee -
3KCMepTM3a kayecTBa NeKapCTBEHHOIO CpecTBa);

3) 3KCMepTU3y OTHOLUEHWUA OXMOAeMOW MOoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npenapara.

3. Okcneptusa nekapcTBEHHbIX MNpenapaTtoB AN BeTepuMHapHOro MpUMeHeHus BKModaeT B cebs
3KCMEepTU3y KayecTBa NEeKapCTBEHHOIO CPEeACTBA M 3KCMEPTU3y OTHOLUEHMSI OXWOaeMol Monb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHNs NekapCTBEHHOro npenapara.

Cratbs 15. d>e,qepaanoe rocygapctBeHHoe OlomKeTHOE yypexgeHme no npoBeaeHuno 3KCnepTu3bl
NeKapCTBEHHbIX CpeacTB

JKcnepTvM3a nekapCcTBEeHHbIX CpedcTB NpoBoanuTCA deaepanbHbiM rOCY4apCTBEHHBIM BHOMHKETHBIM
yypexxgeHneM COOTBETCTBYIOLLEro YNOMHOMOYEHHOro hedepanbHOro opraHa WCMOMHUTENbHOM BRacTu,
co3gaHHbIM Ans  obecneyeHust WCMOSMHEHUS MNOMIHOMOYMM 3TOro dedepanbHOro opraHa Mo Bblgade
paspelleHni Ha NpOBeAeHWE KITMHWYECKUX WCCnedoBaHMM NeKapCTBEHHbIX npenapaToB WU (Mnum) Mo
rocygapCTBEHHOWN perncTpaumm nekapCcTBeHHbIX NpenapaTtos (fanee - 3KCNepTHoe yypexaeHue).

Cratbsl 16. OpraHunsauust npoBeAeHUs 3KCNePTU3bl NIEKAPCTBEHHbIX CPEACTB
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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1. DkcnepTur3a nekapcTBEHHbIX CPEeACTB NPOBOAMNTCH KOMUCCUEN SKCMIEPTOB IKCMEPTHOIO YYpEXOeHus,
Ha3Ha4YeHHOW ero pykoBoaAUTENEeM, Ha OCHOBaHMM 3afaHusl Ha NPOBEOEHWE SKCMNepTU3bl FIeKapCTBEHHOIO
CpeAcTBa, BblAAHHOMO YMOSIHOMOYEHHbBIM dheaepanbHbIM OpraHoOM UCMOSHUTENBHOW BnacTu. PykoBoauTenb
3KCMEPTHOrO yypexaeHns obecneunBaeT Hagexallee npoBeaeHNe SKCNepTU3bl NIEKApCTBEHHbIX CPEACTB B
COOTBETCTBUM C 3aaHNEM, BblAHHBIM YNOMIHOMOYEHHbBIM hefeparnbHbIM OpraHOM UCMOSTHUTENbHONW BriacTH,
N OpraHu3yeT NnoaroToBKY CBOAHOMO 3aKMYEHMs 3TOM KOMmMccuMU. B cocTtaB 3TOM KOMUCCUMM MO PELLEHUIO
pyKOBOOUTENSI SKCMEPTHOrO YyypexaeHuss MOoryT OblTb BKMIOYEHbl B KayecTBe 3KCMEpTOB nuua, He
paboTaloline B [AHHOM 3KCMEPTHOM YUpexaeHUW, ecrnn ux chneuuanbHble 3HaHuMs Heobxoaumbl Ans
NpoBeaeHNst IKCMEPTU3bI U TaKMe IKCNEePTbl OTCYTCTBYIOT B JAHHOM 3KCNEPTHOM yUpeXXaeHuu.

2. OKcnepToM NO MNPOBEAEHUIO 3KCNEPTU3bl NEKAPCTBEHHbLIX CPEACTB SIBMSIETCA aTTeCTOBaHHbIN
pabOTHMK 3KCMEPTHOIO YYPEXAEHUSA, KOTOPbIA WMEET BbICLIEE MeauUMHCKOoe, dapMaLeBTUYECKOE,
OGuonoruyeckoe, BeTEPMHAPHOE WM XMMMUYECKOe OOpas3oBaHME M MPOBOAMT IKCMEPTU3Y JTEKAPCTBEHHbIX
CpeacTB B MOPSAKE NCMOJNTHEHMS CBOUX OOIMKHOCTHBIX 00A3aHHOCTEN (fanee - aKkcnepT).

3. lMNMpwn npoBegeHUN 3KCNEPTM3bl NEKAPCTBEHHBIX CPEACTB 3KCMEPT HE MOXET HAXOAUTLCS B KaKoOW-
nnbo 3aBUMCMMOCTU OT NMLa, Ha3HAYMBLUErO 3Ty 3KCNepTM3y, pa3paboTynka fekapCTBEHHOro cpeacTea Unm
OPYrMX 3anHTEPECOBAHHLIX B pe3yrbTatax aKCnepTu3bl Nny,.

4. Mpn npoBefeHUN 3KCNEPTM3bI NIEKAPCTBEHHBIX CPEACTB He AonyckaeTca uctpeboBarth y 3asiBUTEnNs
nnbo MHbBIX UL MaTepuanbl, Heobxogumble O NPOBEOEHUs 3KCnepTusbl. B cnydyae HegocTaToOuHOCTM
NpeACTaBrieHHbIX AKCNEepTy MaTepuanoB AMs Aayn 3akmoyeHUss 3KCnepT CTaBMT BOMPOC O NpeacTaBneHun
emMy HeobXxoaMMbIX MaTepuarnoB nepea pPykoBOAMUTENEM 3KCMEPTHOrO yupexaeHus, KoTopbln obpallaetcs ¢
COOTBETCTBYIOLLMM 3anpoCoOM B YMNOMHOMOYEHHbIN deaepanbHbIl  OpraH  UCMNOMHUTENbHOW  BRNacTw,
BblAaBLUMIA 3adaHWe Ha MpoBedeHME 3KCNepTu3bl FIEKAPCTBEHHOro cpeactsa. YKasaHHbIM deaepanbHbIn
OopraH UCNOMNHWTENbHOM BNAacTh B TeYeHMe NATU pabounx OHEN CO OHS MOCTYMNIEHMS 3anpoca pyKoBOAUTENS
3KCMEPTHOTO YYPEXOAEHNST HaNpaBnseT 3asBUTENO 3anpoc O NPeACTaBNeHUN HeobXOOUMbIX MaTepuarnos.
[aHHbI 3anpoc MOXeT ObITb NepedaH yNnoNTHOMOYEHHOMY MpeACTaBUTENO 3asiBUTENS JIMYHO NOZ4 Pacrhucky,
HanpaeneH No no4yTe 3akasHbIM MUCbLMOM UNK NepeaaH B 3NIEKTPOHHON hopMe MO TeNTEKOMMYHMKALWNOHHBIM
KaHanam cBs3n. B criyyae HanpaBneHusi aHHOro 3anpoca Mo MnoyTe 3akasHbIM MMCbMOM OH CYMTaeTcs
MOSYYEHHBIM MO NCTEYEHUM LLIECTU OHEW C AaTbl HANPaBEHUS 3aKa3HOro NUcbma.

(vacTb 4 B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. 3agsuTtens 006s3aH NpeacTaBUTb OTBET HaA 3anpoc YMNOMHOMOYEHHOro dedeparnibHOro opraHa
WCNONHUTENBHOW BMNacTM B CPOK, HE MPEBbLILAKLWNA AeBAHOCTa paboumx OHEN CO AHS ero NomyyYyeHus.
YNONMHOMOYEHHbIN dhefepanbHbIi opraH UCMNOMHUTENBHOW BNacT, BblAaBLUMA 3adaHWe Ha npoBedeHue
3KCMepTM3bl NIEKAPCTBEHHOIO CPeACTBa, B TEYEHNE NATM paboumx OHEW CO AHSA NOCTYMNSeHUs OT 3asBUTenNs
OTBeTa Ha [JaHHbI 3anpoC HanpaensieT TakoW OTBEeT B 93KCMepTHoe yupexaeHuve. B cnydvae
HenpeacTaBNeHNss Mo UCTeYeHUn OeBsHOcTa paboumx AOHen 3asBUTENeM OTBeTa Ha AaHHbI 3anpoc
YMOSITHOMOYEHHBIN doeeparnbHbIi OpraH WCMONHUTENBbHOW BRAacTW, BblAaBLIWA 3afaHWe Ha npoBedeHue
3KCMNepTu3bl JNEKAapCTBEHHOrO CPEeACTBa, B TedyeHue nATM paboumx OHeW HanpaernsieT B 3KCrepTHoe
yupexneHue yBeqoMsieHMe O HenpeacTaBrieHMn 3asBUTENEM OTBETA Ha 3anpoc YKkasaHHOro opraHa. Bpewms
CO [OHS HamnpaefeHust 3anpoca 3KCMEepPTHOro YYpexaeHWss B YNONMHOMOYEHHLIN diedeparnbHbIi OpraH
WCNONHUTENbHOM BMNacTM [0 [AHS MOSlyYeHUs SKCMEPTHbIM Y4YpeXaeHMem OTBeTa Ha 3anpoc wnm
yBEOOMIEHMSI O HEMPEACTABMEHUN OTBETA Ha 3anpoC HE YYUTLIBAETCA MPU UCUHUCIIEHUN CPOKa NpOBEaEHUS
3KCMNepTU3bl NIEKapCTBEHHOrO CPeACcTBa.

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

5. DkcnepT npu NpoBeaeHUM NOPYYEHHOW €My PYKOBOAUTENEM SKCMEPTHOro YUPEXOEeHUS 3KCNepTM3bl
neKkapcTBeHHOro cpeacTa 06s3aH:

1) npoBecTM MOMHOE WccregoBaHWe MNPeACTaBMNEHHbIX €My OObekToB, MaTepuanos, [AaTb
000CHOBaHHOE N OOBEKTUBHOE 3aKIOYEHME MO MOCTaBIEHHbIM Nepea HUM Bomnpocam Ui MOTUBMPOBAHHOE
3aKkNioYeHMe O HEBO3MOXHOCTM NpPOBEAEHUst WM  3KCMepTU3bl JEKAapCTBEHHOro CcpeacTea, €cnu
nocTaBIieHHbIe BOMPOCHI BLIXOAAT 3a Npedernbl cneynanbHbIX 3HaHUIM 3KcrepTa, 06beKTbl UCCregoBaHUn U
MaTepuarnbl HEMPUrOAHblI UM HEAOCTAaTOYHbl AN1si MPOBEAEHMSI UCCNEOoBaHUN M Aadyn 3aknioveHus nmdo
COBPEMEHHBIV YPOBEHb Pa3BUTUS HAYKW HE MO3BOSISIET OTBETUTL HA MOCTaBIEHHbLIE BOMPOCHI;

2) He pasrnawartb CBeAEeHMs, KOTopble CTanu €My W3BECTHbl B CBSA3M C MPOBEOEHWEM 3SKCMEPTU3bI
NEeKapCTBEHHOrO CPEACTBA, a Takke CBEAEHUS, COCTABNALWMNE rOCY4APCTBEHHYIO, KOMMEPYECKYHD UM NHYIO
OXpaHsAeMYy 3aKOHOM TaWHy;

3) obecneunTb COXpaHHOCTb NpeacTaBneHHbIX 0OBbEKTOB MCCeL0BaHWIA U MaTepuarnos.

6. JKcnepT He Bnpase:

1) npoBOAWTbL 3KCMEPTU3Y JIEKAPCTBEHHOrO CpeAcTBa MO OOpaLleHWo HEMoCPEeACTBEHHO K HeMy
opraHmsaumm nnu uanyecknx nuu;

2) camocTosATensHO cobnpaTe MaTepuarsl 4 NPOBEAEHMS SKCNEPTU3bl NIEKAPCTBEHHOIO CPEACTBA;
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3) NpoBOANTL IKCMEPTM3Y feKapCTBEHHOro CPeACTBa B Ka4eCcTBe HErocy4apCTBEHHOIO aKcnepTa.

7. B cnyyae HeobxoaMMOCTM 3KCnepT BrpaBe X04aTanlcTBOBaTb Meped pyKoBOAWTENEeM 3KCNEepTHOro
yypexxaeHusi o NpUBEYEeHNN K NPOBEAEHNIO SKCMePTU3bl NIeKapCTBEHHOrO CPeACcTBa APYrnMX 3KCNepToB.

8. Kaxgbim akcnepT, BXOOALWMA B COCTaB KOMMCCUM IKCMEpPTOB, KOTOPOW MOPYYEeHO npoBedeHue
9KCMepTM3bl NEKapCTBEHHOro CpeacTBa, HE3aBUCUMO UM CaMOCTOSATENbHO NPOBOAUT  MCCnedoBaHus,
OLUEeHUBaET pe3ynbTaTtbl, MOMyYEHHblE WM JMYHO W APYrMMM 3KCnepTamu, U OopMynvMpyeT BbIBOAbI
OTHOCUTENBLHO MOCTABIEHHbIX BOMPOCOB B NpeAenax CBOMX CreLuanbHbIX 3HaHWA.

9. PesynbraTbl 3KCNepTU3bl NEKapCTBEHHOIO cpeactBa OMOPMNSAITCA 3aKNiOYEHUEM KOMUCCUU
aKcnepToB. B  3akmoueHMM KOMMUCCUM IKCMEPTOB YKasbiBAOTCA NepeyeHb WccrnegoBaHui, obbem
NpoBeAeHHbIX KaXdblM 9KCMEePTOM UCCreAOoBaHWNA, YCTaHOBMNEHHbIE KaXabiM M3 HUX dakTbl U CAeNnaHHble B
pe3ynbTaTe WCCNedoBaHWM BbIBOAbl. OKCMEPT, MHEHWe KOTOPOro He coBnajaeT C pelleHMEM KOMWUCCUM
3KCMepToB, BMpaBe Bblpa3WTb CBOE MHEHME B NMUCbMEHHOW hopMe, KOTOpoe NpuobLLaeTcs K 3aknioYeHUto
KOMWCCUM IKCMEePTOB.

10. OkcnepTbl, BXoAdlWME B COCTaB KOMWCCMM, MpeaynpexgalTcs o6 OTBETCTBEHHOCTU B
COOTBETCTBUM C 3akoHopaTenbCcTBOM Poccuickon @Pepepaumm 3a gady 3akrloueHus, COAEpXKallero
HeoboCHOBaHHbIE UK hanbCMPULNPOBaHHLIE BbIBOAbI, O YeM OHW Aal0T NMOAMMUCKY.

11. OnpegeneHve ypoBHSA MNpodeccuoHanbLHON NOArOTOBKM 3KCMEPTOB M aTTectaums MX Ha npaso
NpoOBEAEHNsT 3KCMEePTU3bl NEeKapCTBEHHbIX CPEACTB OCYLLECTBATCA 3KCMNepTHO-KBanugmuKaumoHHbIMU
KOMUCCUSIMU B MOPSAKE, YCTAHOBIEHHOM COOTBETCTBYHOLUMM YMNONMHOMOYEHHbIM (hefeparbHbiM OpraHoM
MCMONHUTENBbHON BracTu. YpoBeHb npodeccuoHanbHON MOArOTOBKM 3KCMEPTOB MNOAMEXWT MepecMoTpy
yKa3aHHbIMM KOMUCCUSIMU HE pexe YeM OauH pa3 B NATb NeT.

12. TlpaBuna npoBedeHUS 9KCMEpPTU3bl NEeKapCTBEHHbIX CPeACcTB M OCOBEHHOCTM 3JKCMepTu3bl
OTAEeNbHbIX  BWAOB  JIEKApCTBEHHbIX MpenapaToB  (pedepeHTHbIX  FfeKapCTBEHHbIX  MpenapaTos,
BOCMPOM3BEOEHHbIX  JleKapCTBEHHbIX  MpenapaTtoB, OWMONOrMYecKMX NekapCTBEHHbIX MpenapaTtos,
OGuoaHanoroBbix  (OMONOOOGHBIX) NEeKapCTBEHHbIX nNpenapatoB  (6uoaHanoroB), roMeonaTU4YecKux
fiekapCTBEHHbIX MpenapaToB, NeKapCTBEHHbIX PacTUTENbHbIX MpenapaToB, KOMOMHALUA feKapCTBEHHbIX
npenapaTtoB), OPMbl  3aKMIOYEHUA  KOMUCCUWM  3KCMEPTOB  YCTaHaBMMBAIOTCA  COOTBETCTBYHOLLMM
YNOMHOMOYEHHbIM dheaeparnbHbIM OPraHOM UCMONHUTENBHON BRACTY.

(vacTb 12 B pea. PegepansHOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 17. lNogada n paccMOTpeHue 3asiBNeHus O roCydapCTBEHHON perncrpaumm rnekapcTBEHHOro
npenapaTa Ans BeTEPUHapPHOro NPUMEHEHUs
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Ins rocygapcTBEHHOW perucTpaunm NekapcTBEHHOrO npenapara Ans BETEPUHAPHOr0 NPUMEHEHUS
pa3paboTyMK TaKOro NEKapCTBEHHOrO Mnpenaparta MNM YnorfiHOMOYEHHOE MM ApPYroe topuauvdeckoe nuuo
(manee B HacTosilel cTaTbe - 3asBUTESNb) NPeacTaBnsieT B YMNOSHOMOYEHHbIN dheaeparnbHbIi opraH
NCMONHUTENBHOM BNAcTU, OCYLLECTBASIOWMNIA rOCYAaPCTBEHHYIO PErMCTPALMI0 NIEKAPCTBEHHBLIX NpenapaToB
ONsi BETEPUHAPHOTO MPUMEHEHWS, B SNEKTPOHHOW (hopMe MM Ha OyMaXHOM HOCUTEne 3asiBfieHne o
rocygapCTBEHHOW perMcTpauuy fekapcTBEHHOrO npenaparta Ans BETEPUHAPHOrO NMPUMEHEHUS, a Takke B
nopsiake, yCTaHOBMEHHOM COOTBETCTBYHOLLUMM YNONIHOMOYEHHbIM dheaepanbHbIM OpraHoM UCMONHUTENbHOWN
BMacTu, B 3reKTPOHHOW ¢opme unm Ha BymaxHoM HocuTene HeobXoauMmble LOKYMEHTbI, U3 KOTOPbIX
dopmMmnpyeTcst perMcTpaumoHHOe A0Che Ha NIeKapCTBEHHbIN nNpenapaT AN BETEPUHAPHOIO NPUMEHEHMS.

2. B 3aaBneHun 0 rocygapCTBEHHOW perncrpauum riekapcTBEHHOro npenaparta Ans BeTepuHapHOro
NPUMEHEHMS yKa3blBaloOTCS:

1) HaMMeHoBaHWe 1 agpec 3aaBuTens, paspaboTymka U NPou3BOAUTENS NEKAPCTBEHHOMO npenapara
Ons BETepMHApPHOro MPUMEHEHUS UM adpec MecTa OCYLIEeCTBNEHUS MPOM3BOACTBA FEKapCTBEHHOIO
npenapaTta Ans BeTEPUHAPHOIO MNPUMEHEHUs (B Cly4Yyae Hanuuusi HECKOSbKMX Y4YacTHMKOB mnpolecca
Npon3BoACTBa HEOOXOAUMO yKasaTb KaXJoro U3 HUX);

2) HauMeHOBaHWE NEKAPCTBEHHOrO npenapaTta Ansi BETEPUHAPHOIO MPUMEHeHUs (MexayHapogHoe
HenaTeHTOBaHHOE, UMK FPYNNUPOBOYHOE, UMM XMMUYECKOE U TOPFrOBOE HAaVMEHOBaHWUS);

3) nepeyveHb OEWCTBYIOLWUMX WM BCMOMOraTeSlbHbIX BELLECTB, BXOASLIMX B COCTaB NeKapCTBEHHOIO
npenapaTa 4nsi BEeTEPUHAPHOro NPUMEHEHMS, C yKasaHUEM KONMYECTBA KaXKaoro U3 HUX;

4) nekapcTBeHHass dopma, A03MPOBKA, CMNOCOObI BBEAEHMS W MNPUMEHEHWsI, CPOK TOOHOCTU
nekapcTBEHHOro npenapara Ans BETepMHapHOIo NPUMEHEHHNS;

5) bapmakoTepaneBTMyeckas rpynna;

6) HeobGXOAMMOCTb MPUMEHEHMST YCKOPEHHOW Mpoueaypbl 3KCNepTu3bl flekapCTBEHHbLIX CPeACcTB B
Lensx rocyaapCTBEHHOW perncTpaunm nekapCTBEHHOrO npenapara;

7) Konun JOKYMEHTOB, NOATBEPXKAAIOLLMX YNNaTy rocyaapCTBEHHON MOLSMHGI
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a) 3a MnpoBedeHWe 9KCNepTU3bl KayecTBa NEKapCTBEHHOrO CPEACTBA U 3KCMEepPTU3bl OTHOLUEHUS
0XMOaemoln Mosnb3bl K BO3MOXHOMY PUCKY MPUMMEHEHUsSI NEKapCTBEHHOrO npenaparta Ans BeTepUHapHOro
NPYMEHEHWS NpU ero rocyaapCTBEHHON perncTpaumy;

6) 3a Bblgayy permcTpaLmMoHHOro ya0CTOBEPEHUS] NNEKapCTBEHHOTO Npenapara;

8) Hanunuve cormacus, npedyCMOTPEHHOrO YacTblo 7 HacTosleW cTaTbW, €ecnM C MOMeHTa
perncrpaumm pedepeHTHOro NeKkapCTBEHHOIO npenapaTa AN BETEepMHAPHOro NPMMEHEHNST MPOLLUIIO MeHee
4YeM LecCTb JeT.

(B pea. PenepansHoro 3akoHa ot 13.07.2015 N 241-$3)

3. PernctpaumoHHoe J0OCbe B LENsSX JKCMepTM3bl NeKapCTBEHHOro npenapaTta Ansi BeTepUHapHOro
npuMeHeHns opMUpyeTcs 13 CrneayoLmx JOKYMEHTOB:

1) KOMUs1 JOKYMEHTa Ha PYCCKOM $13blKe, BblAAHHOIO KOMMETEHTHLIM OpPraHOM CTpaHbl MPOV3BOAUTENS
ANS  KaXOoW MPOW3BOACTBEHHOW MMOWAJKM  PErncTpyMpyemoro nekapcTBEHHOro npenapaTta  Ans
BETEPUHAPHOTO MPUMMEHEHUs (B TOM 4ucne pAns npoussoguTens dapmaueBTMdecko cybcraHumm),
3aBEPEHHOr0 B YCTaHOBMEHHOM MOPSIAKE W MOATBEPXOAMLWEro COOTBETCTBME  MPOU3BOAUTENS
PerucTpMpyemoro JekapCTBEHHOro npenaparta Afnsi BETEPMHAPHOro NpUMEHEHUs TpebGoBaHWAM npaBun
Hagnexalle nNpou3BOACTBEHHON NPaKTUKX, NMOO KOMUSI NULEH3MM Ha NPOWM3BOACTBO EKapCTBEHHbIX
CpeacTB Ans BETEPUHAPHOro NpUMEHEHUS ANa POCCUNCKUX NPOU3BOaUTENEN;

MpumedaHne.
MyHkT 2 BCTynaet B cuny ¢ 1 auBaps 2017 roga.

2) KomusA 3aKM4YeHUss O COOTBETCTBUM MNPOM3BOOUTENS JIEeKapCTBEHHOro mnpenapata Aans
BETEPUHAPHOIrO NMpUMeHeHUsa TpeboBaHUSAM NpaBun Hagnexawen NpomM3BOL4CTBEHHON NPaKTWKW, BblGAHHOIO
YNONMHOMOYEHHbIM  doeepanbHbiM  OpraHOM  UCMONHUTENBHOM BRacTU ONa KaXaouW NpOoM3BOLACTBEHHOM
NoLwaakm permcTpupyemMoro nekapcTBEHHOIo npenapara Afs BETEPMHApPHOro NpUMEHeHus (B TOM 4ducne
Ang  npoussBoauTens apmaueBTU4ecKon cybcTaHummn), nnbo KomuMa FMUEH3MM Ha MNpou3BOACTBO
NeKapCTBEHHbIX CPeacTB AN BETEPMHAPHOrO NPUMEHEHNs Ang pOCCUNCKUX Npou3BoanTenen;

3) NpoeKT HOPMAaTMBHOIO AOKYMEHTAa Ha NeKapCTBEHHbIV npenapart Ansi BETEPUHAPHOIo NpUMEHEHMS;

4) [OKYMEHT, copepXalmi crnegylowyo MHopMauuio O dapMaueBTUYeCKOW CyOCTaHUMM unm
hapmMaLeBTUYECKNX CyOCTaHUMSX, BXOASALIMX B COCTaB fEeKapCTBEHHOrO npenapaTta nfis BeETEpMHApPHOro
NPUMEHEHMS:

a) HaumeHoBaHue hapmaueBTUYECKON CyOCTaHUMKM, ee CTPYKTypa, obLLMe CBOWCTBA;

0) HaumeHoBaHWe 1 agpec NPoOM3BoOANTENS;

B) TEXHOMorms Mpou3BOACTBa C OMUCaHWEM CTaaui NPOM3BOACTBA U METOAOB KOHTPOMS Ha BCEX
CTagusix NPON3BOACTBA;

r) MHhopmauus 0 NPUMECSIX;

4) cneundurkauma Ha hapMaLeBTUYECKyI0 CyBCTaHUmIo;

€) onMcaHne MeToauK KOHTPOMs KavyecTBa;

X) pesynbTaThl aHanu3a cepun papmaueBTuieckomn cybctaHumu;

3) nepeyeHb CTaHOAPTHbIX 0OpPa3LOB MMM BELLECTB, UCMOMb3yeMbIX MPU OCYLLECTBIEHUM KOHTPOIS
KayecTBa;

N) onucaHne XxapakTepPUCTUK U CBONCTB YNMaKOBOYHbLIX MaTepUarnoB U YKYMOPOYHbIX CPEACTB;

K) OaHHble 0 CTabuNbHOCTK;

1) CPOK rOAHOCTHU, YCINOBUS XpaHEeHNs;

5) otyeT o0 pesynbTaTtax OOKNMHMYECKOTO WCCNedOBaHWsl JIEKapCTBEHHOro Cpeactsa  Aanis
BETEPUHAPHOIO NPUMEHEHMS;

6) oT4eT 0 pesynbTaTax KIMMHUYECKOro UCCrefoBaHNs NeKapCTBEHHOMO Npenapara Ans BeTepMHapHOro
NPUMEHEHMNS Y KaXXA0ro BUAA XXMBOTHbBIX, YKa3aHHbIX B MHCTPYKLUKN NO BETEPUHAPHOMY NPUMEHEHWIO;

7) NPOEKT WHCTPYKLMN MO BETEPUHAPHOMY NMPUMEHEHMIO NEKAPCTBEHHOrO npenapara, copepiKallen
crnepylowme cBeaeHus:

a) HaMMeHoBaHWe NeKkapCTBEHHOro npenapaTta Ang BETEPUHAPHOro npuMeHeHus (MexayHapogHoe
HenaTeHTOBAHHOE, UMW rPYNMNMPOBOYHOE, NN XUMUYECKOE 1 TOProBOE HaMEHOBAaHUS);

0) nekapcTBeHHast oopMa C yKasaHMEM HaVMEHOBaHWUM W KONMYECTBEHHOIO COCTaBa OEWNCTBYHOLLMX
BELLLECTB N KAYECTBEHHOIO COCTaBa BCMOMOraTesibHbIX BELLECTB;

B) OMMCcaHne BHELUHErO Buaa NekapCTBEHHOIO Npenapara Ana BETEPMHAPHOIO NPUMEHEHNS;

r) chapmakoTepaneBTUdeckas rpynna fekapCTBEHHOro npenapaTta Ansi BETEPMHAPHOIO NPYMEHEHNS
Unn ykasaHue "romeonaTtnyecknii nekapcTBEHHbIN npenapat”;
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0) dapmakogvHamuka U papMakoKMHETUKa (33 MCKIIOYEeHNEM (DapMakoOKMHETUKA romMeonaTuyeckmx
NEeKapCTBEHHbIX MpenapatoB UM pacTUTENbHbIX  JIEKAPCTBEHHbIX  MpenapaToB) WM OnucaHue
UMMYHOBMONMOrMYECKNX CBONCTB NIEKapCTBEHHOTO NpenapaTa;

€) NokasaHusa ons NPUMEHEHNS;

) NpOTMBOMNOKa3aHWUs A1 TPUMEHEHUS;

3) Mepbl NPeAOCTOPOXHOCTU NPU NPUMEHEHUN;

W) yKasaHne BO3MOXHOCTU U OCOBEHHOCTEN MPUMEHEHUSA Y BepeMEHHbIX XMUBOTHBIX, Y XUBOTHLIX B
nepuog nakrauuu, y noTOMCTBa XUBOTHbIX;

K) pexum [o3vpoBaHusl, cnocob BBeAeHMS M MPUMEHEHUS, NpuM HeobXoouMOCTU BpeMsi npuema
NeKkapcTBEHHOIO Npenapara A1 BETEPUHAPHOIO NPUMEHEHUS, NPOAOIPKUTENBHOCTL NEYeHNs;

n) BO3MOXHble NOOOYHLIE AENCTBUS, HEXenaTerbHble peakumMy npyu NPUMEHEHWUM JEKapCTBEHHOMO
npenapaTa Ans BETEPUHAPHOrO NPUMEHEHMS;

M) CUMMTOMbI NEPEAO3NPOBKU, MEPLI MO OKa3aHWo NMOMOLLY NPU Nepeao3npOBKeE;

H) B3aumogencTBmne ¢ ApYrMmn NIeKapCTBEHHbIMU NpenapaTamu 1 (Mnm) KopMmamu;

0) bopMbl BbINyCKa fiekapCTBEHHOMO npenapara 419 BETEPMHAPHOIO NMPUMEHEHUS;

n) ykasaHuve (npu HeobGXoAMMOCTU) OCOOEHHOCTEW [OEWCTBUS FEKapCTBEHHOro npenaparta Ans
BETEPUHAPHOro NpMMEHEHMUs MpU NepBOM NpuemMe UM Npu ero OTMEHE;

p) onucaHue (npu HeobxoouMOCTW) OENCTBUA BETEPUHAPHOro Bpada (BeTepuMHapHoro genbllepa),
WMHOro cneuuanucta B obrnactu BeTepuMHapuu, Bnagernbla XMBOTHOFO MPW MPOMNycke npvema OOHOW Wnu
HeCKONbKNX 403 NeKapCTBEHHOTO NpenaparTa Ansi BETEPUHAPHOTO NPUMEHEHNS;

C) CPOK ro4HOCTU U yKasaHWe Ha 3anpeT NPMMEHEHUs NeKapCTBEHHOO Npenapara ans BeTepMHapHOro
NPUMEHEHMS MO UCTEYEHUN CPOKA FOAHOCTY;

T) YCNOBMS XpPaHEHUS;

y) ykasaHve Ha HeobXoOUMOCTb XpaHeHWst feKkapCTBEHHOIO npenapaTta AN BeTepuHapHOro
NPUMEHEHMS B MecTax, HeJOCTYMHbIX AN AeTew;

@) ykasaHve (Npu HeobxoouMOCTW) cheumarnbHbiX Mep NpPegoCTOPOXHOCTM NMPU  YHUUYTOXEHWUU
HenCnosb30BaHHbIX JIEKAPCTBEHHbBIX NPenapaToB Af1s BETEPUHAPHOIO NMPUMEHEHUS;

X) CpOKM BO3MOXHOIO MCMOMb30BaHWS MNPOAYKLUN XKUBOTHOTO MPOMCXOXOEHWS MOCne BBEeAeHWUS
KMBOTHOMY NleKapCTBEHHOIO npenapaTa Ansi BEeTEPUHAPHOro NPMMEHEHNS;

L) yCrioBusl OTNyckKa;

4) HauMMeHoBaHMsi M ajpeca NPOU3BOACTBEHHbLIX MMOWAA0K MPOU3BOAMTENS JFleKapCTBEHHOMO
npenapaTa Ans BEeTEPUHAPHOrO NPUMEHEHMS;

W) HaMMeHOBaHWe, ajpec opraHu3auuu, YMNONHOMOYEHHOW [fepaTenem WnvM BnagernbLem
pervcTpaumMoHHOro yaoCTOBEPEHUS NIEKAPCTBEHHOIO NpenapaTa Ha NPUHSTUE NPETEH3UIN OT NoTpebuTens;

8) NpoeKkTbl MaKeTOB MEPBMYHON YMaKOBKM M BTOPUMYHOM YMaKOBKW FleKAapCTBEHHOrO npenapara Ans
BETEPUHAPHOIO NPUMEHEHMS;

9) cnegywlme cBedeHUs O NIeKapCTBEHHOM MnpenapaTe As BETEPUHAPHOro NMPpUMEHEHMS:

a) onuncaHve 1 CocTaB NeKapCTBEHHOIO Npenapara AN BETEPMHAPHOIO NPUMEHEHUS;

©0) onncaHne dapmMaueBTUHECKOW pa3paboTky;

B) onvcaHune npouecca NpoM3BOACTBA M €r0 KOHTPONS;

r) onMcaHne KOHTPOIS KPUTUYECKUX CTaauiA NPOM3BOACTBA U MPOMEXYTOMHON NPOAYKLNN;

0) HavMmeHoBaHusi M agpeca paspaboTumka, gepxatens unu Briagenbla PerucTpaumoHHOro
YOOCTOBEPEHMST  FIEKApCTBEHHOrO  npenaparta,  NPOW3BOACTBEHHbIX  MIOWAAOK  MPOW3BOAMTENS
nekapcTBEHHOro Npenapara ANl BETeEpMHAPHOIO NPUMEHEHMS;

(B pea. PepepansHoro 3akoHa ot 13.07.2015 N 241-03)

€) hapmavieBTMYECKAS COBMECTUMOCTb;

) MUKPOBMONOrMYEeCKNe XapakTePUCTUKY;

3) MaTepuanbHbIi 6anaHc ans NPoM3BOACTBa CEPUN FOTOBOTO NPOAYKTA;

N) onMcaHne XxapakTepUCTUK U CBONCTB YMaKOBOYHbLIX MaTepuarnoB U yKYMOPOYHbIX CPEeACTB;

K) AOKYMeHTanbHoe noaTeBepxxaeHne (Banvaaums) NpoLeccoB U (MNn) UX OLIEHKa;

n) TpeboBaHMA K Ka4yecTBy BCroMoraTemnbHbIX BewecTB (cepTudukat, cneumdukaums Ha
BCMoOMoOraTenbHble BELEeCcTBa U NX 060CHOBaHWME);

M) aHanuMTU4eckne MeTOOMKW, UCMOfb3yeMble MNPU  OCYLLUECTBIIEHUW KOHTPOMs  KavecTea
BCMOMOraTenbHbIX BELLECTB;

H) AOKyMeHTanbHOoe MOATBEPXAeHWe (Banugaunsi) aHanuMTUY4ecKMx MEeTOAMK, WCMOSb3yeMblX Npwu
OCYLLECTBIEHNM KOHTPOJSI KAYeCTBa BCMOMOraTENbHbIX BELLECTB;

0) wuHdopmaumss 06 MCMoNb3oBaHWM BCMOMOraTeNbHbIX BELLECTB YENIOBEYECKOTO W >KMBOTHOIO
NPOUCXOXOEHMS;

n) uHcdopmaums 06 NCNoNb30BaHMM HOBbLIX BCOMOraTerbHbIX BELLECTB;
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p) TpeboBaHMs K KadecTBYy JIeKApCTBEHHOrO npenapata Ans BETEPMHAPHOIO MNPUMEHEHWUS
(cepTndukart, cneumdgurkauusa Ha NekapcTBEHHBIN npenapaTt U ux o6ocHoBaHue);

C) aHanmuTM4yecKkMe MeTOOMKW, MWCMONb3yeMble MNpu  OCYLIECTBMEHUM KOHTPONSA  KayecTBa
neKapcTBEHHOro npenapara Ans BeTepMHapHOro NpUMEHeHNs;

T) AOKYMEHTanbHOe noATBepXaeHue (Banvaauusi) aHanuMTUYEeCKMX METOAMK, MCMONb3yeMblX Npu
OCYLLIECTBEHUN KOHTPOIS KayecTBa fIekapCTBEHHOro npenapaTa Ang BeTepMHapPHOro NPUMEHEHNS;

y) OOKYMEHT, MOATBEPXKAAOLLMI Ka4YeCTBO NEKAapCTBEHHOIO npenaparta Tpex NPOMBbILLNEHHbIX Cepui
(npoTokon aHanu3a unu cepTudukaT aHanusa), ogHa cepusi KOToOporo AoMKHa coBnagaTb C cepueint obpasua
neKapCTBEHHOro npenapara, NO4aHHOrO Ha perncTpauumio;

&) xapakTepucTuka npumecen;

X) nepeyeHb CTaHOApPTHbIX 00pasLOoB, WUCMOMb3YEMbLIX MPW OCYLLECTBIIEHUN KOHTPONA KayecTBa
neKkapcTBEHHOro npenapara Ans BETepMHapPHOro NpUMEHeH!s;

L) AaHHble O CTabUNbHOCTU NIeKapCTBEHHOIO Npenapara 419 BETEPMHAPHOIO NPUMEHEHUS;

10) konusa [OKyMeHTa, cogepXawero MHOpMauui O Hamuumum unm ob oTcyTcTBMM hakToB
perncTpaumm nekapcTBEHHOro npenapaTta Ans BeTepuMHapHOro npuMeHeHusa 3a npegenamu Poccunckon
depnepauuy;

11) cormacve B NUCbMEHHON Opme, MPEeayCMOTPEHHOE YacTbio 7 HAcCTOsILLEN CTaTbW, B Cry4vae
perncrpaumm BOCNpomn3Be4eHHOro iekapCTBEHHOMO nNpenapara;

(B pea. PenepansHoro 3akoHa ot 13.07.2015 N 241-$3)

12) konua OOKYMEeHTa Ha pPYCCKOM £3blke, 3aBEPEHHOr0 B YCTAaHOBMNEHHOM Mopsiake U
NnoaTBepXaalLero nNpaBOMOYHOCTb  3asBMEHUS O OCYOApCTBEHHOW perncrpaumm nekapCTBEHHOro
npenapaTta Ang BeTepUHaApHOro NpUMeHeHUs (JOBEPEHHOCTD).

4. Tlpu npoBedeHUM YCKOPEHHOW Mpoueaypbl 3KCNepTusbl fekapCTBEHHOro npenapata Ans
BETEPMHAPHOIO MNPUMEHEHUSI B UENsX ero rocygapCTBEHHOW peructpauuMm MOXeT MpeacTaBnaATbes
WHpopMauns, nonyvyeHHas npu NpoBedeHUU KNUHWYECKMX UCCNedoBaHWi fnekapCTBEHHOro npenapaTa u
onybnMkoBaHHas B CheumanvM3vpoBaHHbIX MeYaTHbIX W3aHWAX, a Takke [OKYMEHTbl, cogepXaiiue
pesynbTatbl WccnegoBaHust OMO3KBMBANEHTHOCTM JIEKAapCTBEHHOrO Mpenapata [And  BeTepyMHapHOro
NPUMEHEHUS.

5. Ha akcnepTusy pasnuyHbIX NekapcTBEHHbIX ()OPM OL4HOro M TOro e NeKkapCTBEHHOro npenapara
ONs BETEepPMHAPHOro NpUMEHEHUs 3asBUTENb MPEACTaBNSAET OTAENbHbIE 3asiBNEHUS U PErUCTPaUMOHHbIE
00Cbe Ha Kaxaykt rekapcTBeHHyk ¢opmy. [Mpn ycnoBun OAHOBPEMEHHOW MOAAYM Ha IKCNEpPTU3y OOHOWN
nekapCcTBEHHOW POPMbI C PasNUYHbIMU JO3UPOBKOW, KOHLEHTpauunen, o6bemMoM 3asiBUTENb NpeacTaBnsaeT
O[HO 3asiBNEHVE U PErncTpaumMoHHOe AO0Chbe C NPUNOXKEHWEM MaKeTOB YNaKOBOK Ha Kaxaylo OO3UPOBKY,
Ka)KOyl KOHLEHTPAaLMIO, KaXObli 0ObeM U KaXkaoe KONMMYecTBO 403 B YNaKOBKE.

6. 3asgButenb BrpaBe npeacTaBUTb MO COOCTBEHHOW WHWUMATMBE BMECTE C 3asiBlIEHWEM O
rocygapCTBEHHOW peructpauumn nekapcTBEHHOro npenapara Ans BeTepUHapHOro NpUMEHEHUs AOKYMEHThI,
nogTBepXaarLwme ynnaTty rocygapCTBEHHON MOLUMMHBI U yKa3aHHbIe B MYHKTE 7 YacTu 2 HAacTOSLEN CTaTb.
B cny4yae ux HenpegcTaBneHMs COOTBETCTBYIOLLMI YNOMHOMOYEHHbIN peaeparnbHbli opraH UCNOMHUTENbHON
BNacTn nposepseT akT ynnatbl 3asiBUTENeM rocygapCTBEHHOW MOLUNWHBI MOCPEACTBOM WCMONb30BaHUSA
MHpopmaumm o6  ynmaTe  rocygapCTBEHHOM  MOWMWHBI,  cogepxallencss B [ocygapcTBEHHON
WH(POPMALIMOHHON CUCTEME O TOCYAAPCTBEHHbIX W MyHUUMNANbHbIX MraTexax, Ha OCHOBaHWUM
NPeACTaBIEHHbIX 3asiBUTENEM KOMUA OOKYMEHTOB, NOATBEPXAAOLMX YyNaTy rocyqapCTBEHHON NOLUMMHbI.

7. He ponyckaeTcsa uWCMNonb3oBaHME B KOMMEPYECKUX LUenax uHdopMauum O pesynbratax
OOKMNHUYECKUX UCCNEeaOoBaHUN NeKapCTBEHHbIX CPEACTB M KIMHUYECKUX WUCCReLOoBaHWUMA NeKapCTBEHHbIX
npenapaTtoB [Ansl BETEPUHAPHOIO MNPUMEHEHUs, NPeACTaBfeHHOW 3asBuTenemM Ans rocygapCTBEHHON
peructpaumMm fekapcTBeHHbIX MpenapatoB, 6e3 ero cornacms B TevyeHWe LecTn net c gatbl
rocygapcTBEHHON perncrpaumm pedepeHTHOro nekapcTtBeHHoro npenapara B Poccuiickon ®efepauuu.

Cratba 18. Mogaya 1 paccMoTpeHWe 3asiBEHUs1 O FrOCyAapCTBEHHOW perncTpaummn nekapcTBEHHOIO
npenapaTa ans MeauLUMHCKOro NpuMeHeHust
(B pen. PepgepanbHoro 3akoHa o1 22.12.2014 N 429-03)

1. [Ans rocygapCTBEHHOW perucTpaumm nekapcTBeHHOro npenapata Ans MeauMuUHCKOro npuMeHeHus
lopuamdeckoe nuUo, OEncTBylollee B COOCTBEHHbIX MHTepecax WNM YNONHOMOYEHHOE MpeacTaBnsaTb
WHTepecChbl ApYyroro lpuauYeckoro nuua v 3asBrsiolee NeKapCTBEHHbIW npenapaTt Ha rocyaapCTBEHHYHO
perncTpaumio (ganee B HaACTOsILLEN cTaTbe - 3adABUTENb), NPEACTaBnseT B YNOMHOMOYEHHbIN deaepanbHbIi
OpraH MWCMOMHUTENbHOW BriacTW, OCYLLECTBASIOWMIA FOCYAAPCTBEHHYIO PerucTpaumio  nekapcTBeHHbIX
npenapaToB ANA MeAULMHCKOrO NpUMEHEHMS, B 3NEKTPOHHOM (hopMe U Ha ByMaHOM HocuTene 3asiBreHve
0 rocyoapCTBEHHOW perncrpaumm nekapcTBeHHOro npenapata ans MeauuMHCKOro NpUMMEHeHWs, a Takke B
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nopsigke, YCTAHOBIIEHHOM  YMOSIHOMOYEHHbIM defeparnbHbiM  OpraHoM  WCMOSNHWUTENbHOW  BRacTu, B
3MNEeKTPOHHOW hopMe M Ha OBymaHOM HocuTere HeoOXoAuMMble OOKYMEHThbl, U3 KOTOpbIX hopmupyeTcs
perncTpaumMoHHOE JOChe Ha NEKapCTBEHHbIN npenapaTt Ans MeQULMHCKOTO MPUMEHEHNS.

(vyacTtb 1 B pen. PepepanbHoro 3akoHa o1 22.12.2014 N 429-03)

2. B 3asBneHnM O rocygapCTBEHHOW perncrpauum nekapcTBEHHOro npenaparta Ans MeauumHCKOro
NPUMEHEHWS yKa3bIBaloOTCA:

1) HaumeHOBaHMe W agpec 3asdABuTens W MNpPoOU3BOAUTENS JeKapCTBEHHOro npenapaTta Ans
MeOMLMHCKOrO NPUMEHEHWs U agpec MecTa OCYyLEeCTBMEeHWs ero npou3BOAcCTBa (B Criydae Hanuyus
HECKOMbKUX Y4aCTHMKOB npoLecca npou3BoAcTBa HeobxoaMMO ykasaTb KaXk4oro y4acTHUKa B COOTBETCTBMM
C OCYLLeCTBMSIeMON cTagmen Npon3BoacTsa);

2) HauMeHOBaHMEe IeKapCTBEHHOro npenaparta ans MeOVLMHCKOro MpUMEHEeHUs (MexayHapogHoe
HenaTeHTOBaHHOe, UMK FPYNNMPOBOYHOE, UMW XMMUYECKOE 1 TOPrOBOE HaMMEHOBAHWSA);

3) nepevyeHb OENCTBYIOLMX WM BCMOMOraTeNbHbIX BELLECTB, BXOOALMUX B COCTaB NeKapCTBEHHOMO
npenapaTa Ans MeaNLUMHCKOro MPMMEHEHMS, C yKa3aHWeM KOMNMYeCcTBa KaXKaoro U3 HuX;

4) nekapcTBeHHas opma, [O3MpPOBKa, CMOCOObI BBEAEHUS W MNPUMEHEHWs,, CPOK T[OAHOCTU
nekapcTBEHHOro npenapara ans MeamuuHCKOro NpUMEHEHNS;

5) dhapmakoTepaneBTMdeckas rpynna, Koa aHaToMO-TepaneBTUYeCKO-XUMUYECKOW Kraccudukaumu,
peKoMeHA0BaHHOWM BceMupHOM opraHu3aumnein 3gpaBooxXpaHeHms, 3aaBrnsiemMble NokasaHns Ansg NnpMMeHeHus
nekapcTBEHHOro npenapara Ans MeamuuHCKOro NpUMeHeHNs;

6) oTcyTCTBME HEODXOOAMMOCTM NPefoCTaBneHns oTyeTa O pesynbraTtax KIMMHUYEeCKOro uccneaoBaHus,
nccnegoBaHus OMO3KBMBANEHTHOCTW NIEKAPCTBEHHOrO MpenapaTa, paspelleHHOro Ans MeauLMHCKOro
npumeHexus B Poccuiickon ®enepaumm 6onee aBaguatu net, ¢ ykazaHNeM HOPMaTUBHbIX NMPaBOBbIX aKTOB,
NOATBEPXKAAKLWNX OAHHBIA CPOK MPUMEHEHUS;

7) HeobxoouMOCTb OhOpPMITEHNST pa3peLLeHns Ha BBO3 B Poccuinckyto ®egepaumio KOHKPETHOM napTum
3aperMcTpupoBaHHbIX U (M) HEe3aperncTpMpoBaHHBLIX JIEKAPCTBEHHbIX CPEACTB, NMpeAHa3HaYeHHbIX A
NpoBeAEHNs IKCNEePTU3bl JIEKAPCTBEHHBIX CPEACTB B LIENsAX rocydapCTBEHHON permcTpauny;

8) HeobOXOOMMOCTb NpPOBEOEHMS 3SKCMNEepTM3bl AOKYMEHTOB, MNpPeACTaBIieHHbIX AMs  onpeneneHus
BO3MOXHOCTU paccMaTpvBaTb JIEKApCTBEHHbIN npenapat Ans  MEeOUUMHCKOTO  MPUMEHEHUA  Mpu
OCYLLECTBIEHNM rOCyAapCTBEHHOW perncrpauumn B kayectse opdaHHOro NiekapCcTBEHHOro npenapaTa;

9) HeoBXoAMMOCTb MPUMEHEHUST YCKOPEHHOW Mpouedypbl 3KCNepTu3bl feKkapCTBEHHbIX CPeAcTB B
Lensx rocyaapCTBEHHOW perncTpaunm nekapcTBeHHOro npenapara;

10) KONMM JOKYMEHTOB, NOATBEPXKAAIOLLMX YNNaTy rocyaapCTBEHHON NOLWMWHbI:

a) 3a npoBedeHMe 3SKCnepTu3bl AOKYMEHTOB, MNpeAcTaBreHHbIX Ans OonpeaeneHus BO3MOXHOCTU
paccmaTpuBaTb NEKapCTBEHHbIM Mpenapat Ans  MEeOUUMHCKOTrO MNPUMEHEHWUS Mpu  OCYyLLEeCTBreHUU
rocyapCTBEHHOM perMcTpaunm B kKadecTBe 0phaHHOro NIEKapCTBEHHOIO Npenapara;

0) 3a npoBegeHMe IKCMEpPTU3bl KayecTBa JIEKAPCTBEHHOrO cpeacTBa W 3KCNepTU3bl OTHOLLUEHUSA
OXngaemon nonb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS NEKAPCTBEHHOIO npenapaTta, paspeLlueHHoro Ans
MeauUMHCKOro npumeHennss B Poccuickon ®epepaummn Gonee paBaguatu neT, Mpu  OCYLLECTBIEHWU
rocydapCTBEHHOMN perucTpaumm nekapCTBeHHOro npenapara;

B) 3a MNpOBedEHWEe 3KCMEepTU3bl KadyecTBa JEeKapCTBEHHONO0 CPeAcTBa WM 3KCMEpPTU3bl OTHOLLEHWUS
OXngaemon Mnonb3bl K BO3MOXHOMY PUCKY MPUMMEHEHMS fekapCTBEHHOro npenaparta Ans MeavuUHCKOro
NPMMEHEHWS NPU ero rocyaapCTBEHHOW perncTpaunu;

r) 3a npoBedeHVe 3KCMepTU3bl KayecTBa IeKapCTBEHHOro CpeacTBa W 9KCMEpPTU3bl OTHOLLEHUS
OXngaemon nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS feKkapCTBEHHOro npenapara Ans MeauuUHCKOro
NPUMEHEHWs, B OTHOLUEHWW KOTOPOro MpoBedeHbl MeXAyHapoAaHble MHOMOLEHTPOBLIE  KIMMHUYECKue
nuccregoBaHus, 4acTb M3 KOTOpbIX npoBedeHa B Poccuiickon ®egepaunun, npuv  OCYLECTBREHUM
rocyaapCTBEHHOW perMcTpaumm nekapCTBEHHOrO Npenapara;

11) Hanuume cornacusi MpPOU3BOAMTENS JIeKApPCTBEHHOrO MpenapaTta, MNpou3BOACTBO KOTOPOro
ocywlecTBnsieTca  3a npegenamu  Poccwuiickon  ®epepauun, Ha NpoBEOEHVME  MHCMEKTUPOBAHMS
Npou3BoANTENS HAa COOTBETCTBUE TpeboBaHMAM NpaBui Hagnexallen Npon3BoACTBEHHOWN MPaKTUKY;

12) Hanuume cornacus, NpPeayCMOTPEHHOro YacTblo 18 HacTosALWen cTaTby;

13) ykasaHue Buga fiekapCTBEHHOro npenapara, NpeacTaBeHHOro Ha peructpaumio (pedepeHTHbIN
nekapcTBEHHbIN Npenapar, BOCNPOM3BEAEHHbIN NekapCTBEHHbIN npenapart, b1onornyecknin nekapCTBEHHbIN
npenapaTt, ©uoaHanoroBbin (6MONOAOOHLIN) MNeKkapCTBEHHbIM npenapaT (6uoaHanor), romeonaTU4eckun
nekapCcTBEHHbIN Npenapart, NeKapCTBEHHbIN pacTUTENbHbIN Npenapar).

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PernctpauuoHHoe pJocbe Ha nNekapcTBEHHbIM npenapat Ans MeOUUMHCKOro MpUMeHeHus
npegocTasnsieTcs B hopme obLLEro TEXHUYECKOro JOKYMEHTa.
(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3)
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4. Pasgen AoKyMeHTauum agMMHUCTPATUBHOIO XapakTepa BKIo4aeT B cebsi:

1) 3asBneHne O roCydapCTBEHHOW perucTpaumMm JeKapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NMPUMEHEHMWS B 9NEKTPOHHOM hopMe U Ha ByMaHOM HOCUTEre;

2) KOMMIO [OOKYMEHTa Ha pYCCKOM $3blke, 3aBEPEHHOr0 B YCTAHOBIEHHOM Mopsigke W
noaTBepXKaaLWwero npaBoOMOYHOCTb 3asBUTENA NodaBaTb 3asBfeHMe O roCydapCTBEHHOW perncrpauum
nekapcTBEHHOro npenapara AN MeamuuHCKOro NpUMeHeHns (4OBEPEHHOCTD);

3) KOMWIO TNUUEH3UM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX CPEeACTB UMM KOMUIO  3aKiioyeHus O
COOTBETCTBUM  MPOU3BOAUTENS  NEKapCTBEHHbIX  CpedcTB  TpeboBaHuAM  npasBun  Hagnexaweun
NPOV3BOACTBEHHON MPaKTUKW, BblAaHHbIE YMOMHOMOYEHHbIM eadeparnbHbiM OpraHoOM UCMOMHUTENBHON
BMacTu, B clny4vae, ecnv npou3BOACTBO flEeKapCTBEHHOrO npenapaTta ocywecTsnaeTcd B Poccuinckon
depepauuu;

4) Konuio BbIAAHHOW YNONTHOMOYEHHBIM OPraHOM CTpaHbl NPOM3BOAUTENS NMULEH3MN Ha NMPON3BOACTBO
neKkapCcTBEHHOro npenaparta U ee NepeBof Ha PYCCKUN A3blK, 3aBepeHHble B YCTaHOBNEHHOM nopsake, u
KOMUIO 3aKMOYEHUS O COOTBETCTBMM MPOU3BOAMTENS JIEKAapPCTBEHHbIX CpeacTB TpeboBaHUSAM npaBun
Hagnexauwlen Mpou3BOACTBEHHOW MPaKTUKW, BbIJAHHONO YMOMHOMOYEHHbLIM defepanbHbiM - OpraHoMm
WCNONHUTENbLHOM BNacTu, B cnyvae, ecrnv npovsBoACTBO JleKapCTBEHHOro npenaparta OCyLeCTBnAeTcs 3a
npeaenamu Poccuiickon depgepauuu;

5) NpOEKT MHCTPYKUMM MO MEeAULMHCKOMY MPUMEHEHUIO NEeKapCTBEHHOro npenapara, coaepkaiiewn
crnepylowme cBeaeHus:

a) HaMMeHOBaHWe neKkapCTBEHHOro npenapata (MexgyHapodHOe HenaTeHTOBaHHOoe, unu
rpynnMpoBOYHOE, UM XMMUYECKOE N TOProBOE HauMEHOBaHWUS);

6) nekapcTBeHHas dopmMa C ykasaHMEM HaVMMEHOBaHWA U KONMMYECTBEHHOrO COCTaBa AENCTBYHOLLMX
BELLECTB M Ka4yeCTBEHHOrO0 COCTaBa BCMOMOraTterbHbIX BELLECTB (Mpv HeobXoouMOCTU KONMMYECTBEHHOMO
COCTaBa BCMOMOraTenbHbIX BELLECTB);

B) OMMCcaHmne BHELUHEro Buaa fekapCcTBEHHOIO npenapara Ang MeaMUUHCKOro NPUMEHEHNS;

r) hm3mMKo-XxMMmn4eckne CBONCTBa (4Na pagnodapMaLeBTUYECKNX NIeKapCTBEHHbLIX NpenapaToB);

4) apmakoTepaneBTUdeckas rpynna, Ko JIeKapCTBEHHOro npenapata Ans  MeauUMHCKOro
NPUMEHEHNS MO aHaTOMO-TepaneBTUYECKO-XMMUYECKOM Kraccudmkaumm, pekoMeHgoBaHHON BceMupHon
opraHusaumein 3gpaBoOOXpaHeHUs, U1 ykasaHue "romeonaTnyecknin nekapcTBeHHbIN npenapaTt”;

e) dapmakognHamumka n apmMakokMHeTMKa (3a UCKYeHneM (papMakoOKMHETMKN roMeonaTUyeckmx
nekapcTBEHHbIX NpenapaToB N pacTUTENbHbIX NIEKapCTBEHHbIX NpenapaToB);

X) NokasaHusa Ans NnpuMeHeHus:;

3) NPOTUBONOKAa3aHUs Ans NpUMEHEHMS;

1) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHWN;

K) YykasaHMe BO3MOXHOCTM WU OCOOEHHOCTEN NPUMEHEHWUsI FleKapCTBEHHOIO npenapata Ans
MEONLIMHCKOrO NMPUMEHEHUS1 6epeMEHHBIMI XKEHLLMHAMU, XEHLIMHAMKN B Neprog, rpyAHOr0 BCKapMITMBaHWMS,
OEeTbMU, B3POCITbIMU, UMEIOLLMMU XPOHNYECKME 3ab0neBaHus;

n) pexum [03UpoBaHusl, Cnocobbl BBEAEHUA U MPUMEHEHUs, MpU HeobxoaumMoCcTu BpeMsi mpuema
neKapcTBEHHOro npenapara ans MeavLUMHCKOro NpUMEHeHUs, NPoaOIMKUTENBHOCTL fIeYEeHUs, B TOM Yucrne y
JeTen A0 1 Nocrne odHoro roga;

M) BO3MOXHbl€ HexXernaTernbHble peakuun Mpu MpUMMEHEHUM NeKapCTBEHHOro npenapaTta Ans
MEOVLMNHCKOrO NPUMEHEHNS;

H) CMMNTOMbI NEPeao3VPOBKN, MEPbLI MO OKa3aHUIO MOMOLLM NPY NEPefo3NpPOBKE;

0) B3auMOLENCTBMNE C OPYrMMU NeKapCTBEHHbIMM NpenapaTamMun u (Mnu) NuLLeBbIMAU NpoayKTamu;

n) dopMbI BblNycka fiekapCcTBEHHOro npenapara;

p) ykasaHue (npu HeobxogMmocTu) ocobeHHOCTel [AelCTBUS NeKapCTBEHHOro npenapata Aans
MEeOULMHCKOrO NPUMEHEHUS Mpu NepBOM NpUemMe Unu npu ero OTMeEHe;

C) onncaHue (Npu HeobxoaMMOCTM) OeNCTBUI Bpada (penbawepa) u (Mnv) naumeHTa npu nNponycke
npuema OHON UIM HECKONbKUX 03 NeKapCTBEHHOrO npenapara A8 MeauLMHCKOro NpUMEHEeHUs;

T) BO3MOXHOE BNUsIHWE NIEKAPCTBEHHOIO NpenapaTa Ang MeauLUMHCKOro NPUMEHEHNst Ha CNOCOBHOCTb
ynpaBnATb TPAHCNOPTHBLIMKU CpeacTBaMn, MexaHu3Mamu;

y) CPOK roAHOCTU M yKa3aHue Ha 3anpeT NpMMEeHeHMs NeKapCTBEHHOro npenapara Ans MeavuuHCKOro
NMPUMEHEHMS MO UCTEYEHUN CPOKa FOAHOCTY;

&) ycrnoBusa xpaHeHus;

X) yKasaHMe Ha HeOoBOXOAMMOCTb XpaHeHuUsl feKapCTBEHHOro npenapata And  MeauuUHCKOro
NpUMEHEHUS B MeCTax, He4OCTYNHbIX ANa AeTeu;

L) ykasaHue (npyv HeobxoaAMMOCTM) cneuunarnbHbIX Mep NpPefoCTOPOXKHOCTU MPU  YHUHTOXEHUU
HENCnomnb30BaHHbIX NeKapCTBEHHbIX NpenapaToB A5 MEAULIMHCKOrO NPUMEHEHUS;

4) YCNOBUS OTMNyCKa;
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W) HaMMEHOBaHWsi M agpeca MNpPOU3BOACTBEHHbIX MMOWAA0K MPOU3BOAMTENS NEKapCTBEHHOMO
npenapara;

W) HaMMeHOBaHWe, afdpec opraHuM3auuv, YMONIHOMOYEHHOW JepxaTernem unu  BhnagernbLlem
perncTpaumMoHHOro YyOOCTOBEPEHMS FeKapCTBEHHOrO mnpenapaTta Ans MEeQUUMHCKOTO MNPUMEHEHMS Ha
NMPUHSATME NPETEeH3NIA OT NoTpebuTens;

6) WHCTPYKUMIO MO MEeOULMHCKOMY MPUMEHEHMIO UMW KPaTKyld XapaKTepUCTUKY IeKkapCTBEHHOro
npenapaTa, yTBepXXAeHHbIe B CTpaHe NPOU3BOAMTENS;

7) NpoeKkTbl MaKETOB MEPBMYHON YMaKOBKM M BTOPUYHOM YMaKOBKW FleKapCTBEHHOrO npenapara Ans
MeONLIMHCKOro NPUMEHEHMS;

8) NpOoeKT HOpPMaTMBHOW JOKYMEHTALMN UMM HOPMATUBHOIO JOKYMEHTA Ha JIEKApCTBEHHLIN Npenapat
AN MEOULMHCKOrO NPUMeEHEHNst MO0 yka3aHue COOTBETCTBYHOLLEN hapMaKonenHon cTaTby;

9) OOKyMEHT, cogepXawmi WHopmMauuto 0 Hanuumm unu ob OTCyTCTBUM (DaKTOB perncrpauuu
NeKkapcTBEHHOIO Npenapara A1 MeaMLMHCKOro NpumMmeHeHus 3a npegenamm Poccuiickon ®egepaumy;

10) kOoMMM [OKYMEHTOB, 3aBEpPEHHbIX B YCTAHOBMIEHHOM MOpsSAke W noaTBepXjawwmx dakTt
permctpaumMmM fneKapCTBEHHOIO Mpenapata B WHOCTPaHHbIX [OCygapCcTBax B KayecTBe OpdaHHOro
nekapCcTBEHHOro npenapara;

11) nnaH ynpasneHus puckamun ns 6ronornyeckmx nekapcTBeHHbIX npenapaToB Ans MeAULMHCKOro
NpUMEHeHMs;

12) pokymeHT O cucteme dhapMakoHag3opa pfepxaTtens unuM Brnagenbua perucTpaumoHHOro
YAOCTOBEPEHWSI NEeKapCTBEHHOIO Npenapara;

13) [OKYMEHT, NoATBEpPXAAlOLLMI Ka4YeCTBO NEKapCTBEHHOrO npenapaTa TpexX NPOMBbILLNEHHbIX Cepun
(npoTokon aHanu3a unu cepTndukaT aHanmaa), ogHa Cepusi KOTOPOro JOJMKHa CoBNagaTh ¢ cepueit obpasua
NEeKapCTBEHHOIO npenapaTta Ang MeauUMHCKOro NPUMEHEHUs, MpeacTaBNEHHOr0 Ha rocyAapCTBEHHYHO
pervcTpauuio.

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

5. Pasgen xumudeckon, dapmaueBTUYECKOM U OGumonorMdeckor OOKYMeHTauun BKITHOYaeT B cebs
OOKYMEHThI, coaepalume MHdopMauuio o dhapmaueBTU4EeCKon cybCcTaHumMmM 1 nekapCTBEHHOM Mpenaparte
AN MEQULMHCKOrO NPUMEHEHWs], NpoLecce ero Npou3BoACcTBa U MeToAax KOHTPONS KayecTBa, B TOM Yucre:

1) KOMMIKO OOKYMEHTa, COAepXallero crnegyrLlyo nHgopmauuio o dapmaueBTU4ecKon cybcTaHumum
nnu dpapmaneBTUYECKMX CyBCTaHUUAX, BXOASLMNX B COCTaB JIeKapCTBEHHOrO npenapara:

a) HaumeHoBaHue hapmaLeBTUYECKON CybCTaHUmMK, ee CTPYKTypa, obLume CBOWCTBA;

6) HaumeHoBaHWe 1 agpec NPon3BoOANTENS;

B) TexXHOMNorusi NpPousBOACTBa C OMNMCaHWeM CTagui MpoM3BOACTBA M METOAOB KOHTPOMS Ha BCEX
cTagumsax Npou3BOACTBa;

r) onucaHue pa3paboTku npouecca Npou3BoACTBa;

[) onvcaHue KOHTPOIS KPUTUYECKMX CTaani NPOM3BOACTBA U NMPOMEXYTOYHON NPOAYKLNM;

€) AOKyMeHTanbHoe NoATBepXAeHWe (BanvaaLumns) NpoLeccoB 1 (Mnn) X OLEHKa;

) CBOMCTBa U CTPYKTypa OEVCTBYIOLLMX BELLECTB;

3) xapakTepucTuka npumecenm;

n) cneumdukaumnsa Ha dapmMaLeBTMYECKYIO cybcTaHUmMo 1 ee 060CHOBaHME;

K) aHanuMTu4eckMe MEeTOOMKM, UCMONb3yeMble TMpU  OCYLLECTBINEHWM  KOHTPONSA  KayecTBa
dapmMaLeBTMYECKON CybCTaHLmu;

n) [OOKyMeHTanbHoe noaTBepXaeHue (Banugauusl) aHanuTUYecKMX METOAMK, UCMONb3yeMblX Mpu
OCYLLLECTBMNEHUN KOHTPOIS KayecTBa hapMaLeBTUYECKON CybCTaHLmu;

M) pesynbTaTbl aHanusa cepui hapmaLleBTU4eCKon cybcTaHumu;

H) nepeYeHb CTaHAAPTHbIX 006pa3LOB MMM BELLECTB, UCMOMb3yeMbIX MPU OCYLLECTBIEHUM KOHTPOIS
KayecTBa;

0) onMcaHve xapakTepUCTUK U CBOMNCTB YNAKOBOYHbLIX MaTepuasoB U yKYMOPOYHbIX CPEeACTB;

n) gaHHble 0 cTabunbHOCTY hapMaLeBTU4eckon cybcTaHuuu;

p) CPOK rogHOCTY;

2) DOKYMEHT, cofepXalun criegylolime cBeeHus O NeKapCTBEHHOM Mpenaparte Ans MeAWMLUHCKOro
NPUMEHEHS:

a) onucaHue 1 cocTaB NeKapCTBEHHOIO npenapara 415 MeAULMHCKOrO NPUMEHEHUS;

©) onncaHne capmaveBTMyeckon paspaboTkm (06ocHoBaHME BbIOOpa cocTaBa, NEPBUYHON YNAKOBKK U
WHOrO);

B) TexXHOMNorusi NpPousBOACTBa C OMNMCaHWEM CTagui MpoM3BOACTBA M METOAOB KOHTPOMS Ha BCEX
CcTaguax Npou3BOACTBa;

r) onucaHne KOHTPOIS KPUTUYECKMX CTaaui NpoLiecca NPOM3BOACTBA M MPOMEXYTOYHOM NPOAYKLUNN;

4) HauMeHOBaHWEe M afpec MecTa OCYLLUEeCTBMEHUS MPOW3BOACTBA fleKapCTBEHHOro npenaparta Anis

© ApanTaums n gusanH gokymenTa: "[detckas yponorus B Omcke" http://disuria.ru/ 231373


http://disuria.ru/

06 obpalueHun nekapcTBeHHbIX cpeacTB — PegepanbHbii 3akoH oT 12.04.2010 N 61-93 — [JeiicTBytoLLas NocneaHss peaakums ot
03.07.2016 N 350-93 — C u3aMeHeH1sAMU 1 AONOMHEHMAMN, BCTynuBLUMMM B cuny ¢ 15.07.2016 — Havano gencreusi pegakumm
15.07.2016 — OkoHyaHue pencteus pegakumm 31.12.2016

MEOMLIMHCKOrO MNpUMEHEeHNst (B Crnyvae Hannyius HECKOSMbKMX YYaCTHWKOB Mpouecca Mnpou3BoACTBa
HeobX0AMMO yKasaTb KaXdoro ns HuX);

e) hapmaLieBTU4eckas COBMECTUMOCTb;

X) MUKPOBUNONOrnyeckne xapakTepuUCTUKK;

3) MaTepuanbHbI 6anaHc Ans NPon3BoOACTBa CEpUM FOTOBOMO MPOAYKTA;

N) ONUcaHne XapakTepUCTMK 1 CBOMCTB YNaKOBOYHbIX MaTtepmarnoB 1 YKYNOPOYHbIX CPEACTB;

K) OOKYMeHTarnbHoe noArBepxaeHue (Banugaums) npoLeccoB NPOM3BOACTBA U (MNN) UX OLEHKA;

n) TpeboBaHMA K KayecTBY BcnomoratenbHbIX BelecTB (cepTudpmkaT, cneumdukauusa Ha
BCMoMoraTernbHble BELLECTBA U NX 0OOCHOBaHWME);

M) aHanuMTMyecKkne MEeTOAMKM, WCMNOofb3yeMble MpU  OCYLLEeCTBMEHWMM KOHTPOMs  KayecTBa
BCMOMOraTenbHbIX BELLECTB;

H) AOKyMeHTanbHOe MNOATBEPXAEHWE (Banugaunsi) aHanMTUY4ecKMX MEeTOAMK, WCMOMb3yeMbIX MNpwu
OCYLLECTBIEHNM KOHTPOSI KAYeCTBa BCMOMOraTENbHbIX BELLECTB;

0) wuHdopmaums 06 MCMoNb3oBaHWM BCMOMOraTeNbHbIX BELLECTB YEroBEYECKOrO W >KUBOTHOMO
NMPOUCXOXOEHWS;

n) uHcdopmaums 06 NCNONb30BaHNM HOBbLIX BCOMOraTenbHbIX BELLECTB;

p) TpeboBaHMs K Ka4eCTBY JIeKapCTBEHHOIO NpenapaTta ans MeauLMHCKOro npuMeHeHus (ceptudumkar,
crneumdukaums Ha NekapCcTBEHHbIN Npenapart U ux 0boCHOBaHue);

C) aHanuTuyeckme METOAMKM, UCNOoNb3yeMble NPU  OCYLLECTBMEHMM  KOHTPOMs  KavecTea
nekapCcTBEHHOro npenapata Ans MeguuuHCKOro NpUMeHeHus;

T) AOKYMeHTanbHOe noATBepXaeHue (Banuaauusi) aHanuTUYeCKMX MEeTOAMK, MCMOoMb3yeMblX npu
OCYLLLEeCTBIIEHUN KOHTPOIS KayecTBa NeKkapCTBEHHOro npenaparta Ans MeauUMHCKOro NpUMeHeHus:;

y) pe3ynbTaTbl aHanM30B CEpUn NNekapcTBEHHOMO Npenapara Ana MeaMUUHCKOro NpUMEHEHUS;

&) xapakTepucTmKa npumecen;

X) MnepeyeHb CTaHOApPTHbIX 00pasLoB, WUCMOMb3YEMbIX MPW OCYLLECTBIIEHUN KOHTPONA KayecTBa
nekapcTBEHHOro npenapara AN MeaMUUHCKOro NPUMEHEHNS;

L) AaHHble O CTabuNbHOCTM NIeKapCTBEHHOIO Npenapara An9 MeAMLUHCKOTO MPUMEHEHWS.

(vacTb 5 B pen. PepepanbHoro 3akoHa o1 22.12.2014 N 429-03)

6. Pasgen capmakonornyeckomn, TOKCUKOIIOMMYECKOM OOKyMEeHTauun BKoYaeT B cebst oTyeTbl O
pesynbTatax AOKMMHUYECKMX MCCNeaoBaHUM NeKapCTBEHHOMO cpeacTea AN MeOULUHCKOrO MPUMEHEHUS, B
TOM yucrne:

1) oTyeT 0 papmakogNHaAMNYECKUX NCCNESOBaHUSAX;

2) oT4yeT 0 hapMaKOKUHETUYECKNX NCCNEeAOBaHUSIX;

3) OTYET O TOKCUKOMOIrMYECKNX NCCNeaoBaHUSIX.

(4acTb 6 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3)

7. Pasgen KIMHWYECKOW [OOKYMEHTaLuu BKOYaeT B cebs oTyeTbl O pesynbTaTax KIMHUYECKUX
nccrefoBaHui NIeKapCTBEHHOIO NpenapaTa Anst MeaULMHCKOTO MPUMEHEHMS, B TOM YuUcre:

1) ot4yeTel 006 wccnegoBaHMaX OMOZOCTYNMHOCTM UM OUO3KBUBANEHTHOCTW, WCCNEOOBaHMUSX,
yCTaHaBNUBAIOLLMX KOPPENALMIO pe3yrbTaToB, NOSTyYEeHHbIX B YCNOBUAX in vitro 1 in vivo;

2) oT4eTbl 0 hapMaKOKMHETUYECKMX UCCIIef0BaHUSX;

3) oTyeThbl 0 hapMakogUHAMUYECKUX NCCIIEL0BaAHMSX;

4) oTYeThI O KNMHNYECKUX UCCneaoBaHusax adeKTMBHOCTU U 6e3onacHoOCTy;

5) oT4eT 0 NOCTPErnCTPaLNOHHOM OMbITE NMPUMEHEHUS (NPY HaNU4uu).

(vacTb 7 BBegeHa defeparnbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

8. TpeboBaHusa k 06beMy MHpOpMaLUK, NPELOCTABIISEMON B COCTaBe PErmcTpaLMoHHOro Aocbe, ANs
OTAeNbHbIX BUOOB IEKaApCTBEHHbIX MpenapatoB Ans MeaUUMHCKOro MpUMEHEHUs YCTaHaBMnMBalTCH
YMOSTHOMOYEHHBIM doeeparnbHbIM OpraHoOM UCMOSNHUTENBHOW BMACTU.

(yacTb 8 BBegeHa PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9. B OTHOLWIEHUN IEeKapCTBEHHbIX MPEenapaToB, paspelleHHbIX AMs MEAMLMHCKOrO MpPUMEHEHMS B
Poccuiickon ®epepauumn ©Oonee pBaguatv neT (3a WCKAOYEHMEM OMOMOrMYECKMX JEKapCTBEHHbIX
npenapaToB), [OOMYyCKaeTCs BKMOYEHME B COCTaB pasgena (papmakorormyeckomr, TOKCUKONOrMYeCKon
OOKYMEHTauMn u pasgena KIMHWYECKOMW AOKyMeHTauuM BMEeCTO oTdyeTa paspaboTumka O pesynbratax
COOCTBEHHbIX OOKMMHUYECKUX WCCREOOBaHWA JeKapCTBEHHbLIX CPEACTB U KIMHUYECKMX MCCnegoBaHun
NEeKapCTBEHHbIX MNpenapaToB ANs MEeAULMHCKOro nNpuMeHeHust o0b63opa Hay4yHbIX paboT o pesynbratax
OOKMNHMYECKUX WUCCNEedOBaHWUMA  JIEKApCTBEHHbIX CPEeACTB W KMMHUMYECKUX WUCCRefoBaHWMMA  OaHHbIX
NneKapCTBEHHbIX NpenapaToB, B TOM YACIE BKOYasa OMbIT UX NOCTPErNCTPALMOHHOIO NPUMEHEHUS.

(vyacTtb 9 BBeaeHa depeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

10. Mpu rocymapCTBEHHOM perncTpaumyM BOCMPOU3BEAEHHbLIX IeKapCTBEHHbIX MpenapaTtoB And

MEOMLIMHCKOrO NPUMEHEHWUs]  OOMycKaeTcs BKIOYEHWME B COCTaB pasgena  apMakororm4eckomn,
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TOKCMKOJIOrMYECKON AOKYMEHTaAUUN 1 pasaena KIMHUYECKON AOKyMEHTauuM BMeCTO oT4eTa pa3paboTymka o
pesynbTatax COOCTBEHHbIX JOKITMHUYECKMX UCCIEeN0BaHNIA NIEKapCTBEHHbBIX CPeacTB 0630pa Hay4HbIX paboT
0 pesynbTaTax AOKITMHUYECKMX UCCNEAOoBaHUN pedepeHTHOro fiekapCTBEHHOIO Npenaparta u npeacraBneHne
BMECTO KITMHWYECKMX WUCCMedoBaHWA B MOMHOM OObeme, YCTAaHOBMEHHOM pasfdenioM  KIMHWYECKOM
OOKYMEeHTaumMM, oT4yeTa O pe3ynbratax WccrnegoBaHui  BGUOSKBMBANEHTHOCTW  BOCMPOU3BEOEHHOIrO
NEeKapCTBEHHOro npenapara ansg MeAMLMHCKOro npumeHeHusi. He Tpebyetcsa npeacTtaBneHne otyeTa o
pesynbratax uccnefoBaHuin OMO3KBUMBANEHTHOCTM BOCMPOU3BELEHHOrO NEKaApCTBEHHOro npenapaTta Ans
MEOULWHCKOTO MPUMEHEHUS, €CN PermcTpupyoTcsl BOCMPOU3BELAEHHbIE NEeKapCTBEHHbIE MnpenapaTbl Ans
MEeOULMNHCKOrO NPUMEHEHUS, KOTOpbIE:

1) npegHasHayeHbl Ans napeHTepanbHOro  (MOAKOXHOMO, BHYTPUMBILLEYHOrO, BHYTPUBEHHOrO,
BHYTPUIMA3HOro, BHYTPUMOJIOCTHOIO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOro) BBEAEHUS U NPEACTaBnAT
coboln BogHblE pacTBOpbI;

2) npeacTaBnstoT cobor pacTBopbl 4S8 NepoparibHOro NPUMEHEHNS;

3) nponsBeaeHbl B (hOpME MOPOLLKOB UK NMMO(UIM3aToOB AMsi NPUroTOBNEHUS PAcTBOPOB;

4) aABnalOTCA rasamu;

5) ABNAIOTCS YLWHBIMW UMW Ma3HbIMW NeKapCTBEHHBIMW MpenapaTaMu, nNpou3BegeHHbIMU B hopme
BOHbIX pacTBOpPOB;

6) NnpegHa3HaYeHbl AN MECTHOrO NPUMEHEHUST U NPUTOTOBNEHbI B (hOPME BOAHbLIX PACTBOPOB;

7) npegctaBnsioT cobon BOAHbIE PacTBOPbl AFNS UCMOMb30BaHUSA B pOpMe WHransumi ¢ rnomoLLbio
Hebynansepa unu B kKa4eCcTBe HasarnbHbIX CPEEB, MPUMEHSEMbIX C MOMOLLBIO CXOAHBLIX YCTPOWUCTB.

(vyactb 10 BBegeHa PepeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

11. Ona cnyyaes, yka3aHHbIX B nyHkTax 1 - 3, 5 - 7 yactu 10 HacToslLLen cTaTby, BOCNPOU3BEEHHbIN
nekapcTBEHHbIN NpenapaT Ansg MeAULUHCKOrO NMPUMEHEHUS JOMMKEH codepXaTb Takue e BerioMoratesibHble
BELLEeCTBa B Takmx e KOMMYEeCcTBax, Kak M pedepeHTHbI neKkapCTBeHHbI npenapart. Ecnu coctasbl
BCMOMOraTenbHbIX BELLECTB PasnuyaloTcsl, 3asiBMTENb OOIPKEH MNpeacTaBuUTb AoKas3aTenbCcTBa TOro, 4TO
ncnonb3yemble B JaHHbIX KOHLEHTpaUWsiX BCrioMoraTernbHble BELLECTBa He BNUAIOT Ha 6e30nacHOCTb U (Mnu)
3(pPEKTUBHOCTL MEKAPCTBEHHOMO Mpenapara Afis MeauMUMHCKOro npuMeHeHns. B cnyyae, ecnn 3aaBuTenb
He MOXeT NpeAcTaBUTb Takme gokasaTenbCcTBa U (Mnn) He MMeeT JOCTyna K COOTBETCTBYHOLUMM AaHHbIM, OH
OOIKEH MPOBECTU COOTBETCTBYHLLME MCCNEOoBaHMS OM1s OOKa3aTenbCTBa OTCYTCTBUSA BIMSHUA pasHbIX
BCMOMOraTenbHbIX BELEeCTB WM BCMOMOraTerbHbIX YCTPOWCTB Ha 6e30nacHOCTb M (Mnn) apdeKTUBHOCTb
neKkapCcTBEHHOro npenapara Ansg MegUUUHCKOro NPMMEHEHUs B Nopsigke, YCTaHOBNEHHOM YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoM UCNOMHUTENBHOW BNacTu.

(vyactb 11 BBegeHa d®eaeparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)

12. Tpu rocyoapCTBEHHOW perncTpauum KOMOWHAUMI paHee 3aperMcTpUpPOBaHHbIX JEKapCTBEHHbLIX
npenapaToB Ans  MeOWMUMHCKOrO  MNPUMEHEHWst  LOOMycKaeTcs  BKMOYEHME B COCTaB  pasgena
hapMaKkonormyeckon, TOKCUKOSOrMYECKON OOKYMEHTaUMM U pasgena KIMHUYECKON OOKYMEHTauuu BMECTO
oT4yeTa paspaboTynka O pesynbraTtax COOCTBEHHbIX JOKMMHUYECKUX UCCNEAOBaHUA NEKapCTBEHHbIX CPEACTB
ob3opa HayyHbIXx paboT O pesynbTatax AOKIMHUYECKMX WCCedoBaHUM pedepeHTHbIX JeKapCTBEHHbIX
npenapaToB, BXOASLWMWX B COCTaB KOMOMHaUUW §EeKapCTBEHHbIX MNpenapatoB, M 06 OTCYyTCTBUM MX
B3aMMOLENCTBUA B OAHOM NeKapCcTBEHHOW hopMe.

(vacTb 12 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

13. Ha akcneptnsy pasnuyHbIX fNekapcTBeHHbIX dOPM OLHOMO M TOrO e fIeKapCTBEHHOro npenapaTta
ONs MeOMLMHCKOro NpUMEHEHUsT 3asBUTENb MPEACTaBnseT OTAErNbHble 3asBMEeHUA U perncTpaumoHHbIe
JOCbe Ha Kaxayk nekapcTBeHHyk ¢opmy. [Mpu ycnoBun OAHOBPEMEHHOW MOAAYM Ha IKCNEepTU3y OOHOWN
nekapcTBEHHOM (hOpMbl C PasnMYHbIMK 03MPOBKOW, KOHLUEHTpaUMeln, o6beMoM 3asBuUTeNb NpeacTaBnseT
O[HO 3asiBNeHME W PEerucTpaumMoHHOe A0Cbe C NPUNOXKEHWEM MaKeTOB YMNaKOBOK Ha Kaxaylo OO3UPOBKY,
Ka)kKOylo KOHLIEHTPaLMIO, KaXObli 0ObeM U KaXkaoe KONM4ecTBO 403 B YNaKOBKE.

(yactb 13 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

14. Tlpu rocygapCTBEHHOW perucTpauum opdaHHOro feKapCTBEHHOIO npenaparta 3asBuTelNb
npeacraenseT MHgopmauno, HeobxoamMyo Ans opMUMPOBaHNS pasdena KIMHUYECKON OOKyMEeHTauun, B
obbeme, yCTaHOBMEHHOM YMOSTHOMOYEHHbIM dheeparibHbIM OPraHOM MCMOMHUTENBLHOM BNacTu.

(vyacTtb 14 BBegeHa PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

15. MNpu pernctpaumm GUONOrMYECKOro NEKApCTBEHHOrO npenapara, Nnofly4eHHOro 13 KpoBW, Nnasmbl
KPOBUW 4YenoBeka, B COCTaBe PErmcTpaumoHHOro AOCbe Ha fEeKapCTBEHHbIM npenapart ans MeauuMHCKOro
NPUMEHEHUS OOMKHbI ObITb NpeacTaBneHbl AOMNONHUTENBHO:

1) B pasgene AOKYMEHTaL MM aaMUHUCTPATMBHOIO XxapakTepa OOKYMEHT, coaepallumnm nHpopmaumo o
cybbekTax obpalleHus LOHOPCKOW KpOBU W (M) ee KOMMOHEHTOB, O TOM, rge Obina ocyllecTBreHa
JoHauus (kpoBu M (Mnn) nnasmbl KpoBM), @ Takke [daHHble 00 WHMEKUMOHHbLIX 3aboneBaHusX,
nepefawLmxcsa napeHTepanbHbIM NyTeM, MHopMaunsi 0 cydbekTax obpalleHns JOHOPCKOW KPOBU U (MIN)
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€€ KOMIMOHEHTOB, B OTHOLUEHUW KOTOPbIX OCYLUECTBISAETCA KOHTPOSlb [OOHOPCKOW KPOBW M (uMrun) ee
KOMMOHEHTOB;

2) B pasgene XMMn4eckomn, hapmaueBTUYECKOM U OMONTOrM4eckon AOKYMeHTauuu:;

a) kputepum N cnocobbl O0TOOpa, TPAHCMOPTUPOBAHUSA U XPaHEHMSI OOHOPCKOW KpoBWM U (uUnuv) ee
KOMMOHEHTOB;

0) pesynbTaThbl MccnegoBaHM OTOOPaHHbLIX AOHOPCKOWM KPOBM M (MnW) nra3mbl KPOBWM M MyNoB Ha
Hanuune BO3byamTenen MHMEKLUUA, BKYas MHdopMaLmnio 06 NCNonb3oBaHHbIX METOAUKax MccrnegoBaHui
W B Cnyyae MucCCnegoBaHUs MynoB MfasMbl KPOBWU pe3ynbTaTbl AOKYMEHTaNbHOro MOATBEPXAEHUS
(Banupaumm) Ncnonb3oBaHHbIX METOAMK;

B) TEXHUWYECKME XapaKTEPUCTMKM YNakoBKU Ansi OTOOpa AOHOPCKOM KPOBU M (UNn) Mnasmbl KPOBM,
BKITHOYasA MHpopMauuio 00 MCNOMb30BaHHbIX PacTBOpax aHTUKOArynsHTOB.

(yactb 15 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

16. KnuHuyeckue uvccrneqoBaHUsl NEKapCTBEHHOro npenapata Ang MeOUUMHCKOTO MPUMMEHEHMsT B
uensx ero rocydapCTBEHHOW peructpauum nposogstca B Poccuiickon depepaumm B nopsigke,
YyCTaHOBINEHHOM cTatbaMu 38 - 44 Hactodwero ®egepanbHoro 3akoHa. OT4eT O MpPOBEOEHHbIX
nccregoBaHMaX BKIKOYAETCH B COCTaB pasfernia KNMHMYECKOW OOKYMEHTauuu permcTpauMoHHOro JOCbe Ha
NEKapCTBEHHbIM npenapaTt Ans MeAMLMHCKOrO MnpuMeHeHus. [Ina nekapCTBeHHbIX MpenapatoB Ans
MEOVLMHCKOTO  MPUMMEHEHUs, B OTHOLUEHUM KOTOPbIX B pes3ynbTate 3KCMepTu3bl JOKYMEHTOB,
NPeACTaBrieHHbIX AONA  onpederneHns BO3MOXHOCTM paccMaTpuBaTb fEKapCTBEHHbIM npenapaTt  Ans
MEOULMHCKOTO MPUMEHEHUS1 B KayecTBe OpgaHHOro neKkapCTBEHHOro npenapaTa, Takas BO3MOXHOCTb
npu3HaHa 1 B OTHOLUEHMM KOTOPbIX NPOBEeAEHbl KINMHUYECKME UCCMeaoBaHus, BbIMONHEHHbIE 3a npeaenamu
Poccuiickon ®efepaumm B COOTBETCTBUM C NpaBunamy Hagrnexaiien nabopaTtopHoi NpakTUki u npasunaMmm
Haanexawlen KIUHWYECKONW MpaKTUKWA, [JOMyckaeTcs BKMKYEHME B COCTaB pasfgerna  KIMHUYECKON
OOKYMEHTaL M BMECTO OTYeTa O pe3ynbTatax KIMHUYECKMX UCCrefoBaHuiA NIeKapCTBEHHOIO npenapara Ans
MeOMLIMHCKOrO NMPUMMEHEHMs1, MpoBeAeHHbIX B Poccuiickon ®eagepaumm, otyeTa 0 pesyrnbTaTax KIMHUYECKNX
nccrnefoBaHUN, BbINOMHEHHbIX 3a npefenamun Poccuinckon ®epepaunn.

(vyactb 16 BBeaeHa PepeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

17. 3asBuTenb BMpaBe NpPeAcTaBUTb MO COOCTBEHHOW WHMUMATMBE BMECTE C 3asiBlIEHWEM O
rocygapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapaTta ans MeguuUHCKOro NPUMEHEHUs AOKYMEHThI,
nogTeepXgawLwme ynnaTty rocygapCTBEHHOW MOLWMMHbI M yKasdaHHble B nyHkTe 10 Yyactm 2 HacToswwen
ctatbn. B cnyvyae ux HenpeactaBneHUs COOTBETCTBYIOLUMWA YNOMHOMOYEHHbLIN dedepanbHbld  opraH
WCNONHUTENBHOM BNAacTu NpoBepsieT hakT ynnaTtbl roCyaapCTBEHHOW MOLWWMHBLI 3asiBUTENEM NocpeacTBOM
ncnonb3oBaHus nHdopMauumn ob ynnaTte rocygapCTBEHHOW MOLUNMHBI, cogepxallencs B FocyaapcTBEHHOM
WH(POPMALIMOHHON CUCTEME O T[OCYAapCTBEHHbIX W  MyHUUMNANbHbIX MraTexax, Ha OCHOBaHUM
npencTaBeHHbIX 3asBUTENEM KOMWI JOKYMEHTOB, NMOATBEPXKAAIOLLMX YNaTy rocy4apCTBEHHON MOLUMHbI.
(yactb 17 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

18. He ponyckaeTca ucnonb3oBaHME B KOMMEPYECKMX LEnsx WHgopmaumm o pesynbTatax
OOKITUHNYECKNX WCCNEAOBaHUN NEKAPCTBEHHbIX CPeACTB M KNMHUYECKUX WCCNeOBaHWMA NeKapCTBEHHbIX
npenapaToB Ans MEeOWMUMHCKOTO MNPUMEHEHWsl, NPEeACTaBMEeHHOW 3asBuTenemM Ans rocyaapCTBEHHOW
permcTpaumm nekapCcTBeHHOro npenapara, 6e3 ero cornacus B Te4eHve LWecTy feT C AaTbl FoCyAapCTBEHHOM
perncrtpaumm pedepeHTHOro nekapcTBEHHOro npenapara B Poccuiickon ®epepauun.

(vacTb 18 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

19. [JepxaTenb nnu Bragenew, perucTpaLMoHHOrO YOOCTOBEPEHUS NEKapCTBEHHOro npenapaTta Ha
BroTexHonorM4eckni unu opdaHHbl NeKapCTBEHHbIM npenapat obsd3aH NpefocTaBnsaATb Ha BO3ME3AHOMN
ocHoBe 06pasubl pedepeHTHOro fekapCTBEHHOrO npenapaTta 3asiBUTensaM And NpoBeAeHUsT KIMHUYECKUX
nccnegosaHun. CToMmocTb 06pasua pedepeHTHOro nekapCTBEHHOro npenapaTta, BKITIYEHHOro B nepeyeHb
XKN3HEHHO HEOOXOAMMbLIX W  BaXKHEWLWMX FEeKapCTBEHHbIX MpenapaTtoB, He [OofkKHa npeBbilwaTh
3aperMcTpUpOBaHHYI0 NpeaernbHY OTNYCKHYO LEHY Ha pedepeHTHbIN NIEKAapCTBEHHBIN Npenapar unu LeHy
Ha NeKapCTBEHHbIV Npenapar B CTpaHe NPOV3BOAUTENS.

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

20. 3asBneHne O rocygapCTBEHHOW perncrpauum BOCMPOU3BEAEHHONO flekapCTBEHHOro npenapata
ONS  MeOMUMHCKOrO MpUMEHeHMs MoxeT ObiTb MnogaHo B YMOMIHOMOYEHHbIN beaepanbHbIl  OpraH
WCMONMHUTENBHOW BriacTu, OCYLLECTBSIOWMNN rocyAapCTBEHHYIO perncTpaumio ieKapCTBeHHbIX npenapaTtos,
Mo MCTEYEHMM YeTbIpex NeT C AaTbl roCygapCTBEHHOW perucrtpaumm pedgepeHTHOro nekapCTBEHHOIro
npenapata B Poccunckon ®egepaumm.

(vacTb 20 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

21. 3asBneHne o rocygapCTBEHHON perncrtpauumn duoaHanoroeoro (6umonogobHOro) nekapcTBEHHOro
npenapaTa (buoaHanora) MoXeT ObITb NO4AHO B YNONIHOMOYEHHbLIN dedeparnbHbli OpraH UCNOSTHUTENBHON
BMacTW, OCYLLECTBMSAIOWMA rOCyAapCTBEHHYIO PErMCTpaUMIio NeKapCTBEHHLIX MPenapaTtoB, MO WUCTEYEHWUU
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Tpex neT ¢ AaTbl rocyAapCTBEHHOW perucrpauumn pedepeHTHOro nekapcTBeHHoOro npenapara B Poccuickon
depepauuu.
(vyacTtb 21 BBeaeHa PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

22. [epxatenb unu Bnagenel perncTpaumoHHOro YOOCTOBEPEHUS NleKapCTBEHHOro npenapata
npegctaenseTr B YMNOMHOMOYEHHbIM dhefdepanbHbld OpraH WUCMOMHUTENbHOW BRacTu, OCYLLECTBNAOLNIA
OYHKUMM MO KOHTPOSO M HAA30py B cdepe 34paBOOXpaHEHMs, OTYET No pesyrbrataMm hapmakoHags3opa
OOMH pa3 B LWIEeCTb MeCsLUEeB B TeYeHUe OBYX NeT nocre rocyaapCTBEHHOW permcrpauumn nekapCTBEHHOro
npenapaTta B Poccuiickon ®enepaunm, exxerogHo B Te4eHne nocnenyrowmx Tpex neT 1 B ganbHenwem oaunH
pa3 B NATb NeT.

(vacTb 22 BBegeHa PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

Cratba 19. TMpuHATUE pelleHUs O Bblaye 3KCNEPTHOMY YYPEXAEHUIO 3afaHusi Ha NpoBeaeHue
3KCNePTM3bl NEKAPCTBEHHOIO CpeacTBa
(B peq. ®PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TeyeHne gecatn pabounx gHeWn CO OHA MPUHATUSA 3asiBNIEHUS O rOCyAapCTBEHHOMW perncrpaumun
NekapcTBEHHOIoO npenapata COOTBETCTBYHOLUN YMOMHOMOYEHHbIM doefdepanbHbl opraH UCMNOSTHUTESNbHOWN
BMacTM MNpoBOAUT MPOBEPKY MOMHOTbI, JOCTOBEPHOCTM WM MPaBUNBHOCTU OOpMNEHNsT NpeacTaBrneHHbIX
OOKYMEHTOB PErncTpaumMoHHOr0 A0Cbe Ha NEeKapCTBEHHbIM npenapaTt M MpUHUMAaeT pelleHve O Bbloade
3aflaHus Ha NpoBeAeHueE:

1) aKkcnepTu3bl OOKYMEHTOB, MNPEACTaBMEHHbIX ANd onpefeneHnss BO3MOXHOCTUM paccmaTpuBaTth
neKkapCcTBeHHbIM npenapaTt AN MeOUUUHCKOrO MPUMEHEHUS MpU  OCYLUECTBMEHUU TOCyaapCTBEHHOW
permcTpaumm B kayecTse opaHHOro fiekapCTBEHHOIO Npenapara;

2) 3KCnepTuU3bl NTEKapCTBEHHOIO CPEACTBA B YAaCTW 3KCMEPTU3bl KavyecTBa NeKapCTBEHHOIO CPeACcTBa U
9KCMEepTM3bl OTHOLUEHUS OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWSI MEKapCTBEHHOMO Npenapara
4N MEOULUHCKOrO NMPUMEHEHUS;

3) aKcnepTu3bl NEKapCTBEHHOIO CPEACTBA B YAaCTW 3KCMEPTU3bl kKayecTBa NeKapCTBEHHOIO CPeACTBa U
9KCMEepTM3bl OTHOLUEHUS OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWs] MeKapCTBEHHOMO npenapara
ONs MEAMLMHCKOrO NPUMEHEHMS B NOPSiAKE YCKOPEHHON npouenypbl 3KCNepTU3bl IEKApPCTBEHHbLIX CPEACTB B
COOTBETCTBUM CO cTaTben 26 HacTosiwero PenepanbHOro 3akoHa;

4) oaKkcnepTM3bl NEKapCTBEHHOrO CcpeacTBa B OTHOLUEHWM FEKapCTBEHHOro npenapata  Ang
BETEPUHAPHOIO MPUMEHEHUS.

2. YNonHOMoOYeHHbIN befeparnbHbii OpraH MCNOMHUTENbHOW BriacTW yBEeOOMMSIET B 3IEKTPOHHON
dopMe unm Ha BymakHOM HocuTerne 3asiBUTENS U 3KCMEPTHOE YUpeXaeHNe O NPUHATOM PELLEHUN O Bblaaye
3a0aHMiA Ha NpOBEOEHME 3KCMEPTU3, MPedyCMOTPEHHBIX 4YacTbio 1 HacTosAwew cTaTtbW, U B crny4vae
HeobOX0AMMOCTM O Bblgaye paspelleHust Ha BBO3 B Poccuiickyto ®enepaumio KOHKPETHOW MapTuu, cepumn
3apEerMcTpupoBaHHbIX U (MNN) HE3aPErMcCTPUPOBAHHbIX NEKApPCTBEHHbIX CcpeacTB unm o6 oTkase B
NpoBeAeHNM NPEAYCMOTPEHHbIX 9KCNEPTU3 C YKa3aHMEM MPUYMH TaKoro oTkasa.

3. B cnyyae BbISIBEHMS OTCYTCTBMS WM HEOOCTOBEPHOCTU WHopMauumn, cogepxallenca B
npeacTaBrieHHbIX 3asiBUTENEeM [JOKYMEHTax, YMOSIHOMOYEHHbLIN eaepanbHblii OpraH UCMOMHUTENbHON
BMacTW HamnpaenseT 3asBuTento 3anpoc o6 yTo4YHeHuW 3ToW wuHGopMauun (ganee - 3anpoc
YNOMHOMOYEHHOIO (hefepanbHOro opraHa MCNOMHUTENbHOW BMAacTu), KOTOPbIA MOXEeT OblTb nepenaH
YNOMHOMOYEHHOMY MNpPeACTaBUTENO 3asaBUTENs NNYHO MO PACNMUCKY, HampasfeH Mno MoyTe 3aka3HbIM
NMMCbMOM WMNWU nepefaH B 3NEKTPOHHOW bopMe MO TeNeKOMMYHUKAUMOHHBIM KaHanam cBsasu. B cnyvae
HanpaBneHns 3anpoca YNonHOMOYEHHOro deaepansHOro opraHa WCMNOMHUTENBHOW BRAcTUM MO MNoyTe
3aKasHbIM NMMCbBMOM OH CUMTaETCH MOMYYEHHbIM MO UCTEYEHUN LLIECTU OHEN C AaTbl HanpaBneHUs 3akasHoro
nucbma.

4. 3aauTtenb o06s3aH NpeacTaBUMTb OTBET Ha 3anpoc YMNOMHOMOYEHHOro dedeparnbHOro opraHa
WCMONHUTENBHOW BlacT B CPOK, HE MpeBbILLaLWLNA AeBAHOCTa pabounx gHel co AHA ero nonyyeHus. Cpok,
yKa3aHHbIA B YacTu 1 HacTosLeln ctaTbl, MPUOCTAHABMNMBAETCS CO AHSA HanpasrieHMs 3asBUTENO 3anpoca
YMOSIHOMOYEHHOIO  begepanbHOro  OpraHa MWCMOMHWTENbHOW BAAcTM OO0  OHA  MOMNYYEHUs UM
COOTBETCTBYIOLLEro OTBETA.

5. OcHoBaHMeM [ OTKasa B OpraHusaumm 3KCnepTu3, NpeayCMOTPEHHbIX 4YacTblo 1 HacTosLen
cTaTbu, SBNSAETCA MNpPEACTaBleHne HeobxoauMblX AONd  NpOBeAEeHUs NPeayCMOTPEHHbIX  3KCnepTus
OOKYMEHTOB B HEMONIHOM Oob6bemMe unuM HenpeacTaBneHne 3asiBUTENEM B YCTAHOBIEHHbIA CPOK OTBETa Ha
3anpoc YMNofHOMOYEHHOro dheadeparnbHOro opraHa WCMNOMHUTENbHOW BMAacTW, a Takke npeacTaBneHve
OOKYMEHTOB, HE cofepKaLlnx UcHepnbIBatoLLEro nepeyHs Heo6XoAMMbIX CBEAEHUIA.

Cratba 20. SKCﬂepTM3a OOKYMEHTOB, nNpencTtaBfieHHbIX AOnd onpeneneHnda BO3MOXXHOCTU
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paccMmaTpuBaTb JEKAPCTBEHHLIN npenapat Ans  MeaWUUMHCKOrO NPUMEHEHWs MpU  OCYLLECTBIEHUM
rocygapCTBEHHOW perMcTpauum B kayecTBe opdhaHHOro nekapcTBEHHOro NpenapaTa
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcneptu3a [OOKYMEHTOB, MNPEACTaBIEHHbIX ANA onpeaeneHyus BO3MOXHOCTM paccMaTpuBathb
NEeKapCTBEHHbIM npenapaTt ANs MEeOULUHCKOrO MPUMEHEHMSI MpU  OCYLUECTBMEHMM TOCYyOapCTBEHHOWM
perncTpaumm B KadecTBe OpgaHHOro NeKapCTBEHHOro npenapara, COCTaBfieHME KOMMUCCUEWN IKCMepTOB
3aKNIOYEHNT O BO3MOXHOCTM UMM  HEBO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIN npenapart And
MEOULMHCKOTO MPUMEHEHUS NPWU OCYLLEeCTBNEHUM FOCYAapCTBEHHOW perncTpaumm B kadectse opdaHHOro
neKapCcTBEHHOro npenapara u HanpaBneHne AaHHOro 3akmniyYeHns B YNONHOMOYEHHbIN heaepanbHbii opraH
WCMONMHUTENBHOW BMNacTM OCYLLECTBIISOTCA B CPOK, He MpeBbilWalWmMiA Tpuguatu pabounx OHEen co AOHS
MomnyyYeHnst SKCNEePTHBIM YYpEXAEHNEM 3a4aHUs YNONMHOMOYEHHOro doeeparnbHOro opraHa UCMNONHUTENbHOM
BMAcTu M B 3NEKTPOHHON hOpMe Unm Ha ByMaKHbIX HOCUTENSIX HEOOXOOMMBIX OOKYMEHTOB, yKa3aHHbIX B
nyHkTax 1, 2, 5, 6, 10 yactn 4 u B Yactu 7 ctatbk 18 HacToswero PegepanbHOro 3akoHa.

2. [lokymeHTbl, cogepxawmecd B PEeruMcTtpauuMoHHOM [OCbe Ha JlieKapCTBEHHbIN npenapaTt u
NoCTynuBLUME Ha BYyMaXHbIX HOCUTENSAX B 3KCNEPTHOE yupexaeHue AN OCyLLEeCTBNEeHNs X 3KCnepTm3bl Ans
onpegeneHnsi BO3MOXHOCTU paccmaTpyBaTth fIEKapCTBEHHbIN npenapart Ans MeauuMHCKOro NpuMeHeHust B
KayecTBe OpdhaHHOro fekapCTBEHHOro npenapaTta, NnoAanexart Bo3BpaTy B YNONIHOMOYEHHbIW ddedepanbHbIv
opraH UCMNOMHUTENBHON BNAaCTU OAHOBPEMEHHO C 3aKMOYEHNSIMU COOTBETCTBYHOLLMX SKCMEPTUS.

Cratbs 21. PelleHne o BO3MOXHOCTM paccMaTpuBaThb NeKapCTBEHHbIW nNpenapaT npu ocyLLecTBNeHUn
rocygapcTBEHHON perncrpaumm B kayectTse opdaHHOro nekapcTBEHHOro npenapaTta
(B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B CpoK, He MpeBbIWAWNA NSTU pabodmx AHEN CO AOHSA MOMyYeHUs 3aKIHYeHUs, YKa3aHHOro B
yactm 1 cratbm 20 HacTtoswero PegepanbHOro 3akoHa, YMNOMHOMOYEHHbI hbedepanbHbli  opraH
WCMONMHUTENBHOW BMacTu OCYLLECTBISET OLEHKY MOSyYEeHHOro 3akiioyYeHust Ans  OnpegenieHvst ero
COOTBETCTBMSA 3afaHWI0O Ha NpPOBEedEeHMEe COOTBETCTBYIOLLEW IKCNEepTU3bl W YBEOOMMSET 3asBuTens B
3NEKTPOHHOW hopMe MM Ha OyMaxHOM HocuTene O pesynbTatax MpPOBEAEHHON 3KCMnepTusbl C
NPUOXEHNEM KOMUU IKCMEPTHOro 3akmntoyeHnsa (C CoOXpaHeHMEM KOHMAEHUManbHOCTM MHAOpMauun o
COCTaBe 3KCMEPTHOW KOMUCCUMM) U O BO3MOXHOCTU MMM HEBO3MOXHOCTW paccMmaTpvBaTh fEKapCTBEHHbIN
npenapat 4ns MeOULUHCKOro NpMMEHEHUS NpU OCYLLLECTBEHUN roCyAapCTBEHHOW perncTpaumm B Kayectse
opdraHHOro nekapcTBEHHOro npenapara.

2. Tlpn BblHECEHUM KOMUCCUEN 3IKCMEpPTOB 3aKMYEHWss O BO3MOXHOCTM paccMmaTpuBaTtbh
NeKapCcTBEHHbIN npenapaTt Ans MEOUUMHCKOTO MNPUMEHEHUS MNpU  OCYLLECTBMEHUM TFOCYOAPCTBEHHON
permctpaumm B KadecTBe op(aHHOro feKapCTBEHHOrO Mpenapata YNnoNHOMOYEHHbIV defeparnbHbii opraH
WCMONMHUTENBHOW BRAcTU B CPOK, HE MPEBbIAOWMA NSTU pabouvMx AHEM CO AHSA MOSydYeHusl OAaHHOro
3aKMYeHUs, MPUHMMaEeT peleHne O Bblgavye 3adaHusd Ha MpOBEAEHME 3KCNepTu3bl  KayecTBa
NEeKapCTBEHHOINO CpeacTBa W 3KCNEpTU3bl OTHOLUEHWS OXMOAEMOW Mofb3bl K BO3MOXHOMY PUCKY
NMPUMEHEHWST NEeKapCTBEHHOro mnpenapata Ans MeOUUMHCKOTO MNPUMEHEHWss B MOPSAKe YCKOPEHHOMW
npouenypbl 3KCNepTu3bl JIeKapCTBEHHOrO CpeacTtBa B COOTBETCTBUMM CO  cTaTber 26 HacToswero
depnepanbHOro 3akoHa.

3. B cnyyae npuHATUSA pelleHnst 0 HEBO3MOXHOCTU paccMaTpmBaTb NeKapCTBEHHbIN npenapart Ans
MEOULMHCKOTO MPUMEHEHUS MpU roCyAapCTBEHHOW peructpauum B KayecTBe opdaHHOro rekapCTBEHHOro
npenapaTta YMNoONHOMOYEHHbIN dbefepanbHbIil OpraH WUCNOMHUTENbHOW BNacTu npekpallaeT npouenypy
rocydapCTBEHHOM perncTpauun JekapCTBEHHOro npenaparta. 3asBuTenb BnpaBe obOpatutbca B
PErucTpUpyloLnA OpraH C 3asiBIEHWEM O TFOCYOAPCTBEHHOW peructpaumMm yKasaHHOro neKapCTBEHHOro
npenapaTa B COOTBETCTBUM CO cTatben 18 HacToswero ®egepanbHOro 3akoHa.

Cratbs 22. Y1patuna cuny ¢ 1 uona 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-03.

Cratbs 23. DKcnepTusa kadecTBa JIEKapCTBEHHOIO CpeacTBa M 3KCMEepTU3a OTHOLUEHUSA OXuOaeMoWn
NoNb3bl K BOAMOXXHOMY PUCKY NMPpUMEHEHNA NeKapCTBEHHOro npenaparta and meguunHCKoro npuMeHeHua
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. 3Kcnemesa Ka4yeCTBa 1eKapCTBEHHOro cpeactea M 3KkCnepTn3a OTHOLIEeHUA oXngaemomn nonb3bl K
BO3MOXHOMY PUCKY TMNMPpUMEHEeHUA neKapCTBeHHOro npenaparta Aanda MeguunHCKOro npuMeHeHus,
COCTaBJieHne KOoMnccnamMmm 3KcnepToB 3aK4YeHnn  no pes3ynbtataMm nNpoBeAeHHbIX J3KCNepTtmns wu
HanpaslneHne 3Tux 3aKMnvYeHnn B yrIOJ'IHOMO‘-IeHHbIl7| cbep,epaanbM opraH NCMOMHUTENBLHON BRacTu
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OCYLLECTBIIAOTCA B CPOK, HE MPEBLILLAIWMIA CTa AEeCATU pabounmx OHEN CO OHSA MOMyYEeHWUs] SKCNEPTHLIM
yypexgeHmem COOTBETCTBYIOLLEro 3afaHus YNonHOMOYeHHOro defepansHoOro opraHa MCMOoNHUTENbHON
BMAcCTU N HeO6XOONMbIX AOKYMEHTOB B 9MEKTPOHHON hopMe Unn Ha BymMakHbIX HOCUTENSIX.

2. B TeyeHne geBsHOCTa gHEN CO OHSA NOMyYeHUs peLlleHnsa YNONHOMOYEHHOro doeaeparnbHoro opraHa
WCNONHUTENbHOM BriacTU O MNPOBEOEHUN 3KCNepTM3, NPedyCMOTPEHHbIX 4YacTbio 1 HacTosilen cTaTtby,
3a8BUTENb MPEACTaBNsSeT B SKCMEPTHOE ydpexaeHue AOns  MNpoBedeHUs  3KCMepTM3bl  KayecTsa
neKkapCcTBEHHOro cpeacTtBa ob6pasubl NekapCTBEHHOrO npenapata Ang  MeauUMHCKOro MnpuMeEHeHUs,
Npon3BedeHHOro B COOTBETCTBUU C TPebOBaHMAMMU OMNbITHO-MPOMBILUNIEHHOrO U (UNM) MPOMBILLUNEHHOIO
pernameHToB, YTBEPXOEHHbIX pPYKOBOAUTENEM MNPOU3BOAUTENS NEKapCTBEHHbIX CPeAcTB, a Takke B
COOTBETCTBYHOLUMX Crydasx obpasubl apmaueBTU4eckon cybcTtaHumm, TecT-luTaMMa MUKPOOPraHu3MoB,
KynbTypbl KreTok, obpasubl BELEeCcTB, MPpUMEHSIEMbIX OJ1 KOHTPOMS KayecTBa feKapCTBEHHOrO CpeacTBa
nyTeM CpaBHEHUS C HUMW WCCNEOYEMOrO JIEKAPCTBEHHOIO CPeACTBa, B KONMMYECTBaX, HEOOXOAMMbIX ANS
BOCMpPOM3BEAEHUA METOAOB KOHTPOSSA KayecTsa.

3. lNpu nonyyeHun o6pa3ULOB mneKapCTBEHHOIO Mpenapata u dapmaueBTU4eckon cybcTaHumm
3KCMepTHOE ydpexaeHue BbldaeT 3asdBUTENO [OOKYMEHT, MNOATBEPXKAANWMUA MNOoMyvYeHne yKasaHHbIX
00pasuoB, U B CPOK, HE MpPEeBbILALLNA Tpex pabounx gHeNn, yBeOOMMsieT B SMIEKTPOHHOM hopme unm Ha
OyMaxxHOM HocuTene 06 3TOM YNONHOMOYEHHbIM dheaepanbHbIi OpraH UCMONTHUTENbHOW BiacTu.

4. YkasaHHble B YacTax 2 M 3 HACTOsILLEeN cTaTbM CPOK ANsl NpeAacTaBreHus 3assuternem obpasuos
NeKapCTBEHHOro npenapata W dapmaueBTMYECKOM CyOCTaHLUMM M CPOK YBEOOMMEHMSI 3KCMEPTHbIM
yupexaeHuem o6 aTom Ha BymakHOM HocuTene ynornHOMOYeHHOro doeaepanbHOro opraHa UCNONHUTENbHOM
BMacCTW HE BKMOYaKOTCHA B CPOK NPOBEAEHUST SKCMEPTU3, NPeayCMOTPEHHbIX YacTblo 1 HAcCTosLLEN CTaTbMy.

5. [oKkyMeHTbl, MOCTYNMBLUME B 9KCMEPTHOE YydypexaeHwe AOnd NpoBedeHUsI  9KCnepTus,
npeaycMOTPEHHbIX YacTblo 1 HacTosLWen cTaTbu, noarexaT Bo3BpaTy B YNONHOMOYEHHbIN dheaepanbHbIn
opraH WCMOMHUTENbHONW BMAcTU OAHOBPEMEHHO C 3aKMYEeHUsIMU, MOMNyYeHHbIMKM MO  pesynbTaTtam
COOTBETCTBYIOLLIMX IKCNEPTUS.

Cratbs 24. DKcnepTu3a kadecTBa JIEKapCTBEHHOIO CpeacTBa M 3KCMepTU3a OTHOLUEHUS OXuOaemMown
Monb3bl K BO3MOXXHOMY PUCKY NPUMEHEHWS NTEKapCTBEHHOIO npenapaTa Ans BeTepUHapHOro NpMMEHeHWs

1. 3KcnepTm3a KavyecTBa NIEKApPCTBEHHOrO CPEACTBA M SKCMEPTU3a OTHOLLEHMS OXMOAEMON Nofb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHUs NEKaApCTBEHHOro npenapata [Ans BeTEePUMHAPHOro  MpUMEHEHMS,
COCTaBrieHNEe KOMUCCUSIMU SKCNEPTOB 3aKIHYEHUIN MO pe3ynbTaTaM yKasaHHbIX 3KCNepTU3 U HanpasneHue
Taknx 3aknioYeHUn B YNONMHOMOYEHHbIN befeparnbHbll OpraH UCNOMHUTENBHOM BlacTU OCYLLECTBIISOTCH B
CPOK, HE MPEBbILLAIOLLMIA CTa AecATU paboumx AHEN CO OHSA NOMNyYeHUst AKCMEPTHLIM YUPEXOEHNEM 3adaHUs
YMOSTHOMOYEHHOTO dheiepanbHOro opraHa UCMONTHUTENBHOW BNacTu C JOKYMEHTaMU, YKa3aHHbIMU B Yactu 3
crtatbu 17 HacToswero PegepanbHOro 3akoHa.

(B pen. ®PepepanbHbix 3akoHoB OT 22.10.2014 N 313-93, o1 13.07.2015 N 241-93)

2. B TeueHne naATHaguatM paboumx [OHEM CO [OHA MOJyYEeHUs] pPeLUeHUst  YMOSTHOMOYEHHOrO
degepanbHOro opraHa UCMOMHUTENBHOW BNacT O NPOBEAEHUN yKa3aHHbIX B Yactu 1 HacToswen crtatby
3KCNepTu3 3asBUTENb NPEACTABIISIET B 3KCMEPTHOE yYpeXAeHWe AN NPOBEAEHUS SKCMepTu3bl KavecTBa
NeKapCTBEHHOro cpeactBa o00pasubl NeKapCTBEHHOro npenapata Ans BETEPUHAPHOIO MPUMEHEHMS,
NpOV3BEOEHHOIO B COOTBETCTBUM C TpPeOOBaHMAMM TEXHOMOMMYECKUX pPEerfameHToB, YTBEPKAEHHbIX
pykoBoauTenem npousBoauTENs JeKapCTBEHHbIX CcpeacTB, a Takke obpaselu dapMaleBTU4eckomn
cybcTaHumn B KonuyecTsax, HeobXxoaMMbIX A4S BOCNPOU3BEAEHUA METOLOB KOHTPOS KayecTBa.

3. Mpu nonyyeHun o6pasLOB neKkapCTBEHHOIO Mpenapata u dapmaueBTU4eckon cybcTaHumm
3KCMepTHOEe yupexaeHue BblAaeT 3adBUTEN0 [OOKYMEHT, MOATBEPXKAAKLWUA MNOoMnyvyeHue YyKasaHHbIX
00pasLoB, 1 B CPOK, HE MPEBbILAOWMNA Tpex pabounx gHeW, yBeAOMNSET B MUCbMEHHON hopMe 06 3ToMm
YNOMHOMOYEHHbIN hefieparnbHbl OpraH UCNOMHUTENBHOW BNAcTu.

4. Cpok Aans npegcraBreHust  3asiBuTenieM  00pasuoB  JleKAapCTBEHHOro  npenapata U
hapmaLeBTMYECKOM CYyOCTaHUUN M CPOK YBEOOMITEHUS SKCMEPTHBIM yypexaeHneM o6 3TOM B NMUCbMEHHOM
dopMe YMNONHOMOYEHHOrO bedepanbHOro opraHa WUCMOSHUTENbHOW BRacTW, yKa3aHHble B Yactax 2 u 3
HaCTOALLEN CTaTbW, HE BKIOYAKTCA B CPOK MPOBEAEHUS YKa3aHHbIX B Yactu 1 HacToswen cratbu
3KcnepTus.

5. [JokyMeHTbl, MOCTYMMBLUME B 3KCNEPTHOE YyYpexaeHne Ans NPOBEAEHUS yKasaHHbIX B Yactu 1
HacTosilen cTaTbM SKCNepTW3, noanexar BOo3BpaTy B  YMNONMHOMOYEHHbIN  efepanbHbin - opraH
WCNONHUTENBHOM BNAacTU OOHOBPEMEHHO C 3aKMOYEHNAMN NO pe3ynbTaTam yKa3aHHbIX 3KCNepTu3.

Ctatba 25. [NoBTOpHOE NpoBeAEHME IKCNEPTU3bI NIEKAPCTBEHHLIX CPEACTB
(B peq. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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1. B cnyyasix HegocTaTouHOW OBGOCHOBAHHOCTM UMM HEMOSHOTHLI 3aKMOYEHUST KOMUCCUM 3KCMEPTOB,
HanmuMuus B HEM MPOTUBOPEYMBLIX [AaHHbIX, anbcugmKauMn BbIBOAOB 3KCNEPTU3bl FEKAPCTBEHHOMO
CPEeACTBa, COKPbITUS OT YNONHOMOYEHHOTO heieparnbHOro opraHa UCMOSTHUTENBbHONM BNacT OCHOBaHWIA Ans
oTBOAA 3KcrepTa BCreAcTBME €ero 3auHTepecoBaHHOCTU B pesynbTaTaX COOTBETCTBYIOLLEN 3IKCNepTU3bl,
HanMunsi gaHHbIX O NpsiMOM NGO KOCBEHHOM BMeLLaTenbCTBE B MPOLECC COOTBETCTBYHLLEN 3KCNepTU3bl
N, He y4acTBYIOLLNX B ee NPOBEAEHUN, HO OKa3aBLUMX BIUSIHME Ha NPOLIECC U pe3ynbTaTbl ee NPOBeAeHUs,
YMOSITHOMOYEHHBIM befeparnbHbIM OpraHoOM WUCMOMHUTENBHOWM BRacTW Has3HavaeTcsl MOBTOPHAas 3KcnepTm3a
NeKapCTBEHHOIO CPeACTBa M (MnK) aTMYeckas aKcnepTusa.

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

2. lMoBTopHasi aKcnepTM3a NEKapCTBEHHOTO cpeacTBa MPOBOAMTCH C YYeTOM pe3ynbTaToB paHee
MPOBEdEHHON 3KCMepTU3bl B  CPOK, YCTAHOBJIEHHbLIA  YMOMHOMOYEHHBIM  dbegepanbHblM — OpraHoM
MCMONHUTENBHOM BRAcTU M He NpeBblllatoWwmiA Tpuauatm paboynx OHEW CO AHSI MOMyYeHWUst SKCMEepPTHLIM
yypexaeHneM 3aaHns Ha NpoBedeHNe NOBTOPHOM SKCNePTU3bl NIEKapCTBEHHOMO CPEACTBA.

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

3. ®uHaHcoBoe obecneyeHne BbINOMHEHUS 3afdaHWs Ha NPOBEAEHME MOBTOPHOWM 3KCMEPTM3b
NeKkapcTBEHHOIo CPeACTBa He OCYLLEeCTBSETCS.

(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

Cratbs 26. yCKOpeHHaﬂ npouenypa akCnepTun3bl NeKapCTBEHHbIX CpeacTs

1. YckopeHHas npouegypa SKCNepTusbl NeKapCTBEHHbIX CPeACcTB B LUENsX rocyaapCTBEHHON
perncTpaumm nekapcTBEHHbIX MpenapaToB MPUMEHSIETCA B OTHOLWIEHUM OpdhaHHbIX NeKapCTBEHHbIX
npenapaToB, NepBbIX TPeX NeKapCTBEHHbLIX NpenapaToB, pernctpupyembix B Poccuickon depepaumm B
KauecTBe BOCMNPOU3BELEHHbIX IeKapCTBEHHbIX MpenapaToB, O4YepeHOCTb KOTOPbIX onpeaenseTcd B
COOTBETCTBUN C HOMEPOM U AaTON BXOAALMUX 3aABMEHUN O rocydapCTBEHHOW perncTpaumn nekapcTBeHHbIX
npenapaToB B paMKax OAHOMO0 MeXAyHapOAHOro HenaTeHTOBaHHOIO0 HavMMEeHOBaHWSA feKkapCTBEHHOro
npenapata wnuM rpynnMpoBOYHOrO HaMMEHOBaHUSA fEeKapCTBEHHOro npenapaTta, W NeKapCTBEHHbIX
npenapaToB, NpeAHa3HayYeHHbIX UCKITHYUTENBHO AN MPUMEHEHUS HECOBEPLLUEHHONETHUMM rpaxaaHamu.

(B pen. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

2. YckopeHHas npouedypa 9KCMepTusbl JeKapCTBEHHbIX CpeacTB B LEnsdAX rocygapCTBeHHOW
perncTpaunm nekapCcTBeHHbIX NpenapaTtoB HE NPUMEHSAETCS B OTHOLLEHWM:

1) GBroaHanoroBbIx (6MONOAOBHLIX) NIEKAPCTBEHHLIX NpenapaToB (6MoaHanoros);

2) pedepeHTHbIX NeKapCTBEHHbIX npenapaTtoB (3a WCKNOYeHneM oOpdhaHHbIX feKkapCTBEHHbIX
npenapartos);

3) BOCNpOM3BEAEHHBIX NIEKAPCTBEHHBLIX NPenapaToB (3a UCKIOYEHMEM MEPBLIX TPEX PEMMCTPUPYEMBIX
B Poccuinckon degepaunm B kayecTBe BOCNPOU3BEOEHHbBIX NEeKapCTBEHHbIX NpenapaToB U NeKapCTBEHHbIX
npenapaToB, NpeAHa3Ha4YeHHbIX UCKITYMTENBHO ANS NPUMEHEHNS HECOBEPLLUEHHONETHUMM rpaXaaHamu);

4) HOBbIX KOMBVHaUWI 3aperMcTPUPOBaHHbIX paHee NekapCTBEHHbIX NpenapaTos;

5) nekapcTBEHHbIX MpenapaToB, 3aperMcTPUpPOBaHHbIX paHee, HO MPOW3BEAEHHbIX B  OPYyrux
neKkapcTBeHHbIX dhopmMax B COOTBETCTBUM C MEpPeYHEM HaMMeEHOBaHWUN NeKapCTBEHHbIX DOPM U B HOBOW
O03UPOBKe.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. YckopeHHas npouegypa 9KCNepTusbl feKkapCTBEHHbLIX CPeacTB MPOBOAUTCH MO PEeLUEHUto
COOTBETCTBYIOLLEro YNONHOMOYEHHOro deaepansHoro opraHa WCMOMHUTENbLHOW BNacTM Ha OCHOBaHWU
3as1BeHNs 3as8BUTENS B CPOK, HE MpEeBbILAWUA BOCbMUOECATM pabounx gHen. lNMpu aTom 3akcnepTtusa
JOKYMEHTOB, coepXallMXCca B permcTpaLMoHHOM A0Cbe Ha NekapCTBEHHbIN npenapart, NPOBOAUTCS B CPOK,
He MpeBbIWaWmMA AecsaTn pabounx OHeEW, 3KCnepTM3a KavyecTBa NeKapCTBEHHOIO CPEACTBa WM 3KcrnepTmnsa
OTHOLLIEHUS OXMAaeMOon NomMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta npoBoaaTcA
B CPOK, HE MpeBbILLALWLMIA LWecTnaecaTn pabounx gHen.

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

3.1. B oTHOWeHnM opdaHHbIX NEKapCTBEHHbIX NpenapaToB MOryT ObiTb NPeAcTaBneHbl pesynbTaThl
OOKIUHNYECKUX UCCNEAOBaHUN NEKapCTBEHHbIX CPeacTB M KNMHMYECKUX UCCNeOoBaHWiA NeKapCTBEHHbIX
npenapaTtoB ANsi MEAULUMHCKOro MpPUMMEHEHMS, BbINOMHEHHbIX 3a npegenamu Poccuinckon depepaumm B
COOTBETCTBMM C nNpasBunamm Hagnexawen nabopaTopHOM MpakTUKM W npasBunamm Hagnexawen
KNUHUYECKON NPaKTUKN.

(vyactb 3.1 BBeaeHa PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

4. YckopeHHas npouedypa SKCNepTu3bl JeKapCTBEHHbIX CPEeACTB MpoBOAUTCS B MOPSAKe,

yCTaHOBMNEeHHOM cTaTtbamu 17 - 20, 23 n 24 HacToswero ®efepanbHOro 3aKoHa, U He 03Ha4YaeT CHUXEHUA
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TpeboBaHMM K 6€30NacHOCTU, KayecTBYy N 3(pPEKTUBHOCTU NEKAPCTBEHHBIX NpenapaTos.
Cratbs 27. PelueHne o rocyaapCTBEHHOW perMcTpaumm iekapcTBEHHOMo npenapara

1. B CpoK, He npeBbIWALWMA OEeCATU paboumx AHEW CO OHSA MOSyYeHWUs 3akIYeHU KOMMUCCUU
3KCMepTOB MO pes3ynbTataM 3KCNepTU3bl KavyecTBa fIEKAapCTBEHHOrO CpeacTBa M SKCMEPTU3bl OTHOLUEHUS
OXMOAeMOW Mornb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKAapCTBEHHOro npernapaTa, COOTBETCTBYHOLLUN
YNOMHOMOYEHHbIN heaepanbHbI OpraH UCNOMHUTENBHON BNAcTu:

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

1) pasmellaeT Ha cBoeM ouumanbHOM canTe B ceTu "NHTepHeT" COOTBETCTBYIOLLME 3aKIYEHUS
KOMMCCUM IKCMEPTOB U OCYLLECTBMSET UX OLIEHKY ANS ONpeAerneHns COOTBETCTBUSA 3a4aHWI0 Ha NpoBeaeHne
3TUX 3KCNEPTUS;

(n. 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) NPUHUMAaET peLLEeHNe O rocyaapCTBEHHOW perncTpauumn riekapCTBEHHOro nNpenapara unmn ob otkase
B rOCYAapCTBEHHOW permcTpaummn riekapcTBEHHOrO Npenapara;

3) BHOCUT MpW MPUHATAN PELUEHUs O rOCYOapCTBEHHOW perncTpaumm fekapCTBEHHOro npenapaTa
OaHHble O 3aperncTpupoBaHHOM JleKapCTBEHHOM Mpenapate, B TOM 4ucre o dapmMaLeBTUYECKON
cybcTaHumn, BxogsLen B COCTaB NeKapCTBEHHOMO npenapara, B rocygapCTBEHHbIN PEeCTp NleKapCTBEHHbIX
CPEeACTB M BblgaeT 3asdABUTENO PEermcTpauuoHHOe YOOCTOBEpPEHME IeKapCTBEHHOro npenapata, dopma
KOTOPOro  yTBEpXAaeTcsl  YMNOMHOMOYEHHbIM  dhedepanbHbiM  OpraHoM  MUCMOMHUTENbHOW  BracTy,
CcOornacoBaHHble HOPMAaTUBHYIO [OOKYMEHTaLMO, HOPMATMBHbLIA [AOKYMEHT, MHCTPYKUUIO MO MNPUMEHEHUIO
NEeKapCTBEHHOIO npenapara U MakeTbl NePBMYHON YMAKOBKM U BTOPUYHOW (MOTPEOUTENBCKON) YNakoBKU C
yKa3aHMeM Ha HUX HOMepa PerMcTpauMoHHOrO YOOCTOBEPEHUS IEKapCTBEHHOro npenapata M gatbl ero
rocydapCTBEHHOW peructpaumMm WnuM B Criydae MpUHATMA pelleHnss o6 oTkase B roCyAapCTBEHHOM
perucTpaumMm nekapCTBEHHOIO Mpenapata YyBedOMMseT B MNUCbMEHHOW d¢opme 3asBuTenss o6 3Tom C
yKasaHMeM npuYMH Takoro oOTkKasa. 3a Bblgady pPerMcTpauyMoHHOrO YOOCTOBEPEHMSI JleKapCTBEHHOMO
npenapaTta B3MMaeTCs rOCyAapCTBEHHAs MOLUSIMHA B COOTBETCTBUM C 3aKoHOoAaTenbCTBOM Poccunckon
depnepaunn o Hanorax un cbopax.

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

2. OcHoBaHMeM And oTkasa B rocy4apCTBEHHOW pernmcrpauumn nekapcTBEHHOrO npenapaTa sABnseTcs
peLLeHne COOTBETCTBYIOLLIENO YNOSTHOMOYEHHOMO heaeparnbHOro opraHa UCNOSTHUTENBHOW BAcTh O TOM, YTO
KayectBO M (MNKn) 3(PPEKTUBHOCTL PErUCTPUPYEMOro NeKapCTBEHHOrO npenapata He noaTBEPXAEHbI
NOMyYEeHHbIMU AaHHBIMU UMW YTO PUCK NPUYMHEHUSA Bpeaa 340pOBbI0 YernoBeKa UIn XMBOTHOrO BCNeACTBME
npuemMa nekapcTBEHHOro npenapara npesbillaeT 3PPEKTUBHOCTb M0 NMPUMEHEHUS.

(B peq. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-d3)

3. TlloBTopHOe npeacTaBreHMe B COOTBETCTBYIOLUMIA YMNOMHOMOYEHHbIM defepanbHbll - opraH
WCMONMHUTENBHOW BIiacTW  fIEKApCTBEHHOIO Npenaparta, B OTHOLWEHWW KOTOPOro MOSlydeH OTka3 B
rocygapCTBEHHOW pervcTpaumMmM U KOTOpbI BMOCMAEACTBMM MOABEPICA M3MEHEHWI0 B 4acTuM ero cocraea,
paccMaTpuBaeTCa Kak NnpeacTaBfieHMe HOBOIO JIEKAPCTBEHHOro npenapata Ha ero rocyaapCTBEHHYHO
perncTpaumio He3aBMCUMO OT COXPAHEHUS €ro NEPBUYHOIO HAMMEHOBaHMS.

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

Cratba 27.1. [llopsgok onpegeneHns B3anMMO3aMEHSEeMOCTU feKkapCTBEHHbIX npenapaToB Ans
MeONLIMHCKOrO NPUMEHEHMS
(BBegeHa PegeparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)

1. B3aumo3aMeHSIeMOCTb  JIEKapCTBEHHbIX MNpenapatoB Anst  MEAWLMHCKOrO  NMPUMEHEHWS
onpegensieTcs B nopsiake, yctaHoBneHHom [lpaButenbctBom Poccunckon depepaumm, Ha OCHOBaHUM
crnepfyrowmx napameTpoB:

1) akBuBaneHTHocTb (N 6GuoaHanoroBbix  (6MOMNOAOOGHLIX)  NEKApPCTBEHHbLIX  MpenapaToB
(bnoaHanoroB) - cONOCTaBMMOCTb) Ka4YeCTBEHHbLIX UM KOJIMYECTBEHHbLIX XapaKTeEPUCTUK hapMaueBTUYeCKnX
cybcTaHuM (MCnonb3oBaHME PasfnUYHbIX coren, ahnpoB, KOMMIEKCOB, M3OMEPOB, KpUCTannmyecknx doopm
N OpyrMx MpPOU3BOAHbIX OOHOMO WM TOFO Xe AeWCTBYHLLEro BelecTBa He SIBMSIeTCs NpensaTcTBueM Ans
B3aMMO3aMEHSEMOCTM  JIEeKApCTBEHHbIX  MpenapaToB, €ecnM  Npu  MNpOBEAEHUN  UCCrefoBaHMs
OMO3KBMBANEHTHOCTU JNIEKApCTBEHHOrO npenaparta Wnu B Clydae HEBO3MOXHOCTU MPOBEAEHMSI 3TOrO
nccrnefoBaHus Npu NPOBEAEHUWM UCCrefoBaHWUs TepaneBTUYEeCKOW IKBMBANEHTHOCTU NeKapCTBEHHOMO
npenapata [oka3aHO OTCYTCTBME KIMHUYECKM 3HAYMMbIX pPasnuyuuin - papMakoKUHETUKM UK (Unn)
6e3onacHOCTU 1 3chPEKTUBHOCTUN NEKAPCTBEHHOIO Npenapara A1 MeAULMHCKOIo NpUMeHeHUs);

2) 3KBMBaANEHTHOCTb fnekapCTBeHHOW opMbl (MO 3KBUBANEHTHLIMU NeKapCTBEHHbIMU hopMamun
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MOHUMAIOTCA pas3Hble JeKapCTBEHHblE (QOPMbl, UMEKLLME OAMHAKOBbIE CMOCOO BBeAeHWst U Ccrnocod
npMMeHeHus,  obragawowmue  COMOCTaBUMbIMW  (DAPMAKOKMHETMYECKMMU  XapakTepucTukamun U
dapmakonormyeckum pencremem u obecneumBaroliMe Takke OOCTUKEHVME HeobXxoaMMOro KIMHUYECKOro
adhdpekTa. Pasnmuunsa nekapcTBeHHbIX (hOPM He SABASKTCS NPEendaTtcTBUMEM AN UX B3aMMO3aMEHAEMOCTU,
ecnv npv npoBedeHun nccnenoBaHus OMO3KBMBANEHTHOCTM NEKapCTBEHHOro npenapaTta wunu B cryyae
HEBO3MOXHOCTW MpPOBEAEHMS 3TOr0 WccnegoBaHus NpyW MNPOBEAeHWM WccnedoBaHust TepaneBTUYecKon
9KBMBANEHTHOCTU fEeKapCTBEHHOro npenaparta [OoKa3aHO OTCYTCTBUE KIMHUYECKM 3HAYUMbIX pasnnyui
dapmakokMHeTukn U (unn) 6esonacHocT K 3(PEKTMBHOCTU  fleKapCTBEHHOro npenaparta  Ans
MEAMNLMHCKOTO NPUMEHEHNS);

3) SKBMBANEHTHOCTb WM COMOCTaBUMOCTb COCTaBa BCMNOMOraTeribHbIX BELIECTB fleKapCTBEHHOrO
npenapata pAns  MeAMUWHCKOrO NpuUMeHeHust  (pasnuyms  cocTaBa  BCMOMOraTenbHbIX — BELLECTB
NEeKapCTBEHHOIO npenapata Ans MEOWLMHCKOTO MPUMEHEHUS He SBMSATCA MPEnATCTBUEM ANs WX
B3aMMO3aMEHSIEMOCTN, €CnM MNpWU MPOBedEeHMU wuccrefoBaHus OUO3KBMBANEHTHOCTU NEKapCTBEHHOMO
npenapata Ang MeOWUMHCKOTO MPUMEHEHUS UMM B Cry4yae HEBO3MOXHOCTU MPOBEAEHUSI 3TOro
uccregoBaHvMs Npu NPOBEAEHUWM UCCefoBaHWs TepaneBTUYECKOW OKBMBANEHTHOCTU NeKapCTBEHHOMO
npenapata Ans MeOWUMHCKOrO MNPUMMEHEHUST [OKa3aHO OTCYTCTBME KITMHWYECKM 3HAYUMbIX pasnmyvi
dapmakokmHeTukn u  (unn) 6esonacHocT UK 3(PEKTMBHOCTU  fleKapCTBEHHOro npenapata Ans
MeOMLUMHCKOro npuvMeHeHus. [lpu 3Tom pasnuuuMs cocTaBa BCMOMOraTerbHbIX BELECTB HEe AOSIKHbI
NpUBOAMTL K PUCKY BO3HUKHOBEHUSI CEPbE3HbIX HeXemnaTerbHbIX peakuui y OTAeNbHbIX pynn nauueHToB
UMW NOBBbILLEHWS YaCTOTbl MX BO3HUKHOBEHUS);

4) nogeHTUYHOCTbL cnocoba BBeAEHNSI U NPUMEHEHUS;

5) OTCyTCTBME  KIMHWYECKM  3HAYMMbIX  pasnuyunii  Npuv  MpoBedEeHUMU  UCCNedoBaHus
OVO3KBUBANEHTHOCTU JlIEKApCTBEHHOIO MNpenapara WnvM B Crly4ae HEBO3MOXHOCTM MPOBEOEHMS 3TOro
nccrefoBaHns OTCYTCTBUE KIMHUYECKU 3HAYMMbIX pasnuunii nokasatenen 6e3onacHocTv n adhpeKTUBHOCTM
NeKapCcTBEHHOIO npenaparta npy NPOBEAEHUN UCCINEA0BaHUSA TepaneBTUYECKOW 3KBUBANEHTHOCTU. [aHHbIN
napameTp He NMPUMEHSIETCA B OTHOLUEHMM BOCMPOM3BEAEHHbLIX NIEKAPCTBEHHbIX MpenapaToB, yKka3aHHbIX B
yactn 10 cratbm 18 Hactosiwero PenepanbHoOro 3akoHa. B oTHoweHun GuoaHanoroBbix (61MoNogoOHbIX)
NEeKapCTBEHHbIX npenapaTtoB (6noaHanoroB) AaHHble 06 OTCYTCTBMM KITMHUYECKM 3HAYMMbIX pPasnmuyni
6e3onacHoCcTN, 3MPAEKTUBHOCTM M WMMMYHOrEHHOCTM FEeKapCTBEHHOro npenapata no pesynbratam
NpoOBEAEHNS KIMHWYECKMX WCCNedOoBaHUM npefoCcTaBNalTCca B Nopsgke, YCTaHOBIIEHHOM HacTosLen
YacTblo;

6) cooTBeTCTBME MNPOM3BOAUTENS  FEKapCTBEHHOro cpefacTtBa TpeboBaHMAM  Hagnexallen
NPOU3BOACTBEHHOWN NPaKTUKMN.

2. CpaBHeHVe MapameTpoB pPerucTpypyembix eKapCTBEHHbIX MpenapaTtoB A MeOULUHCKOro
NPUMEHEHMST OCYLLECTBISIETCA KOMUCCMEWN SKCMEpPTOB 3SKCMEPTHOrO y4YpexaeHus npu  NpoBeAeHUn
3KCMEepTM3bl TAKMX NEKapCTBEHHbLIX NPenapaToB B MpPOLECcCe MX rocygapCTBEHHOW perumctpaumu. BoiBogbl
9KCMEPTOB O B3aMMO3aMEHSIEMOCTM WM HEB3aNMO3aMEHSIEMOCTU JIEKAPCTBEHHbLIX NpenapaTtoB Ans
MEOMLMHCKOrO MPUMEHEHUS, COEeNnaHHble B pesynbrate 3TOro CpaBHEHWs, OOPMNATCA B Buae
MPUITOXKEHWS K 3aKMIOYEHMIO 3KCMEpPTOB MO POpMe, YTBEPXKOEHHOW YMONMHOMOYEHHbIM deaepanbHbiM
OpraHoMm UCMOSNHUTENBHOW BNacTy.

3. [llonoxeHus HacTosWew CcTaTbW He pacrnpoCTPaHSTCA Ha pedepeHTHble feKkapCTBEHHbIe
npenapaTbl, NIeKapCTBEHHbIE pacTUTENbHblE MpenapaTbl, FTOMeonaTn4eckne nekapCTBeHHbIE npenapatbl U
nekapcTBeHHble mnpenapaTbl, KOTOpble paspelleHbl ANd MeAUMLMHCKOro npumeHeHuss B Poccuinckon
depepauun 6onee ABaguaTV NET U B OTHOLLIEHWM KOTOPbLIX HEBO3MOXHO MpoBedeHMe UCCNefoBaHuUs WX
OGNO3KBMBANEHTHOCTM.

CraTbs 28. PernctpalyoHHOe yOoCTOBEepeHWe NekapCTBEHHOro npenapara

1. PeructpauunoHHoe yaocToBepeHe nekapCTBEHHOro npenapara ¢ ykasaHueM fiekapcTBeHHbIX (hopm
N 0O3NPOBOK BblaaeTcsi 6ecCcpoYHO, 3a MCKITIYEHNEM PErMCTPALMOHHOIO YAOCTOBEPEHUS NEKapCTBEHHOMO
npenaparta, BbljaBaeMOro CO CPOKOM OeWCTBUS NATb FET, Ha Bnepsble perncTpupyemble B Poccuinckon
degepauun nekapcTBeHHbIE Npenaparhbl.

2. Tlo wncTeyeHWnM ykasaHHOrO B Yactu 1 HacTosiwen crtatbM cpoka BblgaeTca 6GeccpoudHoe
perncTpaumMoHHOe YyOOCTOBEPEHVWE MNeKapCTBEHHOrO mnpenapata npu  YCroBWM MNOATBEPXKAEHUS ero
rocygapCTBEHHOMN perncTpaumu.

3. B cnyyae BHeceHus B cootBeTcTBUMM cO cTatbamu 30 n 31 HacToswero ®egepanbHOro 3akoHa
M3MEHeHW B cofepxalmeca B PermcTpaumMoHHOM [OCbe Ha 3aperncTpupoBaHHbLIA  NEeKapCTBEHHbLIN
npenapaT [OOKYMEHTbl, 3aTparvBalowmnx CBEOEHWUsl, OTPaXKeHHble B PerncTpaumoHHOM YOOCTOBEPEHWUU
neKapCcTBEHHOro npenapara, YNoNHOMOYEHHbIM deaepanbHbii opraH WUCNONHUTENbHOW BriacTu BblaaeT
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HOBOE perncTpauuoHHOE YAOCTOBEPEHME IIEKapCTBEHHOrO npenapaTa, codepkallee BHECEHHbIE B HEro
N3MEeHeHus.
(vacTtb 3 BBegeHa PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpatbl WM MOBPEXOEHUS PErncTpaumMoHHONO YOOCTOBEPEHMSI J1IEKApPCTBEHHOIo
npenapata noO 3asiBNEHWO B MUCbMEHHOW opMe AepxaTtens wnu Bnagenbua pPerncTpauuoHHOro
YAOCTOBEPEHUST NIEKAPCTBEHHOMO MnpenapaTta unu yrnofiHOMOYEHHOrO MW APYroro HpUAMYECKOro nuua o
Bblgaye Aybnukata permcTtpauuoHHOro YOOCTOBEPEHMSI IEKapCTBEHHOro mnpenapata  YNnONMHOMOYEHHbIN
denepanbHbI OpraH UCNOMHUTENBHOM BNACcTW B CPOK, HE MPEBLILWAKLWNA AecATU pabounx OHEN CO AOHS
MOCTYNNeHNst 3asiBneHus, BblgaeT AybnukaT perncTpaumoHHOrO  YOOCTOBEPEHUS  JIEKAPCTBEHHOIO
npenapata. 3a Bblgady Aybnukata permcTpauMoHHOro YOOCTOBEPEHUSI JIEKAPCTBEHHOro npenapara
B3MMaETCHA rocyfapCTBEHHAs MOLUNMHA B COOTBETCTBUM C 3akoHoAdaTenbcTBoMm Poccuiickon ®epepauum o
Hanorax n cbopax.

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

MpumeyvaHue.
B cootBeTcTBUM ¢ DeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3 ¢ 1 aHBapsa 2017 roga ctatbd 29
OyoeT usnoxeHa B HOBOW pedakuuu.

CtaTbs 29. MNoaTeepkaeHWe rocyaapCTBEHHOW perncTpaunmy nekapcTBeHHOro npenapata

1. MNoaTBepxaeHne rocyaapCTBEHHOW permcTpaumm rnekapcTBEHHOro npenapaTa OCyLeCTBASETCS npu
Bblgaye BeCcpoYHOro perMcTpauuoHHOro yaoCTOBEPEHMS NekapCTBEHHOMO npenapaTa B crydae, yka3aHHOM
B yactn 2 ctatbu 28 HacTtoswero degepanbHOro 3akoHa, B CPOK, HE MpeBbllaloWwmi geBaHocTa paboumx
OHEN CO OHA MONy4YeHUs COOTBETCTBYIOLLUM YNOMHOMOYEHHbIM heaepanbHbIM OpraHoM MCNOSHUTENBLHON
BMacTu 3asBfieHus O MNOATBEPXKAEHWWM FOCYOAapCTBEHHOM perncrpauumn nekapCcTBeHHOro npenaparta Ans
MEeOMLIMHCKOrO MPUMEHEHUS, OOPMIIEHHOr0O B COOTBETCTBUM C YacTbio 2 cTatbu 18 HacTosLero
®enepanbHOro 3akoHa, NMMbo 3asBNeHNst 0 NOATBEPXAEHNN rOCyAapCTBEHHON perncTpaumm nekapcTBEHHOro
npenapaTta Ans BeTEepUMHaPHOro MnpUMeEHeHUs, O(OPMMEHHONO B COOTBETCTBUM C YacTbio 2 cTtaTtbu 17
HacTtosiero PeaepanbHOro 3akoHa.

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

2. MNogTBepxxaeHe rocygapCTBEHHOW perucTpauny nekapcTBEHHOro npenapata OCyLecTBseTcs no
pesynbTataM 3KCNEepTU3bl OTHOLIEHWS OXMOAEeMOW MOoNb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS
NeKkapcTBEHHOIO Mpenaparta, a TakkKe 3KCNepTu3bl KayecTBa JIEKAapCTBEHHOrO CPeACTBa, NPOBOAVMMON B
cryyae BHECEHMS U3MEHEHWI B HOPMATUBHYIO AOKYMEHTAaLMIO UM HOPMAaTUBHbIN JOKYMEHT.

(vacTb 2 B pen. PepepanbHoro 3akoHa o1 29.11.2010 N 313-93)

3. K 3aaBneHnio o NOATBEPXKOEHUM rocygapCTBEHHOW perucTpauuy nekapcTBEHHOro npenapara ang
MEeOULMHCKOrO NPMMEHEHUS npunaraTcs JOKYMEHT, NOATBEPXKAAOLWMNNA ynnaTy rocyaapCTBEHHOW NOLUMMHbI
3a MOATBEpXOEHWe rocyaapCTBEHHOW perncrpauum rnekapcTBEHHOro mnpenapata Ans  MeauuMHCKOro
NPUMEHEHWS, AOKYMEHT, coaepXXalLluin pesynbTaTbl MOHUTOPUHIa 6e30MacHOCTU NeKapCTBEHHOrO npenapaTa
AN MEOULIMHCKOro NpUMEHEHUs, NPOBOAMMOrO 3asBUTENEM, Mo hOPMe, YCTaHOBIEHHON COOTBETCTBYIOLLUM
YMOSIHOMOYEHHBIM (hefieparnbHbIM OpraHoOM UCMONHUTENBHOW BNACTU, OKYMEHT, NepeBeAeHHbIN Ha PYCCKUNA
A3bIK, MOATBEPXOALWNA COOTBETCTBME MPOU3BOAMTENSI NEKAPCTBEHHOrO npenapara Ansa MeavLMHCKOro
nNpMMeHeHus TpeboBaHMAM NpaBuN Hagnexallen NPon3BOACTBEHHON NPaKTUKKU, BblAAHHbIA KOMNETEHTHBIM
OpraHom CTpaHbl MNPOW3BOAMTENS IEKApPCTBEHHOro mnpenapata And  MEeOUUUHCKOTO MPUMEHEHUS U
3aBepPEHHbIN B YCTAHOBMEHHOM Mopsake, AOKYMEHT, NepeBefeHHbIn Ha PYCCKUIN S3bIK, NoaTBepXaatowmm
COOTBETCTBME MpOM3BOAMTENS apMaueBTU4eckon cybcTaHumMm TpeboBaHuaM npaBun  Hagnexaiewn
NPOM3BOACTBEHHOW  MPAKTUKW,  BblOAHHLIA ~ KOMMETEHTHbIM  OpraHoM  CTpaHbl  MPOM3BOAUTENS
thapmMaLeBTMYECKON CyOCTaHLMN, 3aBEPEHHbIN B YCTAHOBIIEHHOM MOPSAKE U codepkallimi HanMeHOBaHMe
tapmaneBTMyeckon cybcTaHuMm (MexayHapooHoe HenaTeHTOBaHHOEe WM XMMUYEecKkoe U TOprosoe
HaMMeHOBaHWs), HAaUMEHOBaHWE N agpec NPou3BoAuTens apmaueBTUYecKOn cybCcTaHUMM, CPOK FOOHOCTM
hapmaLeBTUYECKOM cybCcTaHumN.

(vacTb 3 B peq. ®enepanbHoro 3akoHa ot 29.12.2015 N 389-93)

3.1. K 3asBneH1to 0 NoaTBEPKAEHUN rOCYAapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapaTta ansi
BETEPUHAPHOrO MPUMEHEHUS MpunaralTcd [OKYMEHT, MOATBEpXAalWni ynnaty rocyaapCTBEHHOM
MOWNMHLI 33 MOATBEpPXAEeHMEe [OCyAapCTBEHHOW perncTpauumn JeKapCTBEHHOro npenapata  Ansg
BETEPUHAPHOrO MPUMMEHEHWs, [OOKYMEHT, cogepXawwuyi pesynbTatbl MOHWUTOpMHra 6esonacHocTu
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NeKapcTBEHHOro npenapaTa, MPOBOAMMOro 3asiBUTenem, no ¢opme, YCTaHOBIEHHOW COOTBETCTBYHOLLUM
YNONMHOMOYEHHbLIM (hbeaeparnbHbIM OpraHOM WCMOSNTHUTENbHOW BMAacTW, a Takke OOKYMEHTbI, YKa3aHHble B
nyHkTe 1 1 nognyHkTax "a", "6", "k", "n" nyHkTa 4 YyacTtn 3 ctatbn 17 HacTosiwero PenepanbHOro 3akoHa.
(vactb 3.1 BBeaeHa PepepanbHbiM 3akoHoM oT 13.07.2015 N 241-03)

3.2. HopmatuBHasi [OKyMeHTauusa UM HOPMaTUBHbLIN JOKYMEHT, NPOEKT MHCTPYKLUUWU MO NPUMEHEHUIO
NnekapcTBEHHOro npenapara, NPOoeKTbl MaKeTOB MEPBUYHOM YMakoBKM W BTOPUYHOMW (noTpebutensckown)
YNaKoBKM NEKapCTBEHHOrO npenapaTta npunararTcd K 3asBeHU0 O NOATBEPXAEHUU FOCYAapCTBEHHOM
perncTpaumm nekapcTBEHHOro npenapaTa BHOBb TOMbKO B Cydae, eCnm B HUX BHOCATCH U3MEHEHMS.

(vacTb 3.2 BBeaeHa PepepanbHbiM 3akoHoM oT 13.07.2015 N 241-03)

4. B TeyeHune gecsatv pabounx OHEN CO AHSA NPUHATUS 3asBNEHUs] O NOATBEPKAEHNM rOCyaapCTBEHHON
peructpaumMmM  NeKapCTBEHHOrO  npenapata W HeobxoouMbIX  OOKYMEHTOB  COOTBETCTBYHOLLMM
YNOMHOMOYEHHbIN hefiepanbHbli OpraH UCNOMHUTENBHOW BNAcTu:

1) npoBOAWT MPOBEPKY MONHOTbI M JOCTOBEPHOCTU CBEAEHWUWN, COAEpXaluxcs B MpeacTaBlieHHbIX
3asBuUTENEM MaTepuanax;

2) NpuvHUMaeT pelweHne O npoBedeHun mnu o6 oTkase B MNPOBEAEHWMM SKCMEepPTU3bl OTHOLLEHUS
OXMAAEMOW MOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWNS NeKapCTBEHHOrO npenapaTa, a Takke SKCMepTusbl
KayecTBa JIEKapCTBEHHOrO CpeacTBa, MPOBOAMMOW B Clyvyae BHECEHUS W3MEHEHUMN B HOPMAaTMBHYHO
OOKYMEHTaLMIO UM HOPMATUBHbBIN LOKYMEHT;

(n. 2 B pea. PegepansHoro 3akoHa ot 29.11.2010 N 313-d3)

3) yBegomnsieT B NUCbMEHHOW hopMe 3asdBuUTENs O NPUHATOM PELLUEHUN UMM B Criydae MPUHATUSA
peLleHus 06 oTkase B NPOBEAEHNM SKCNEPTU3bI C YKa3aHMEM NPUYMH TaKoro oTkasa.

41. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTM CBEAEHMMN, coAepXalluMxca B NpeacTaBreHHbIX
3asBUTENEM Martepuanax, ynorHOMOYEHHbIV defepanbHbii OpraH UCMOMHUTENBHOW BNacTv HanpasnsieT
3a8BUTENMIO 3anpoc 00 YTOYHEHMU YKa3aHHbIX CBefeHwWh. [aHHbli 3anpoc MoXeT ObiTb nepedaH
YMOSITHOMOYEHHOMY MNPEACTAaBUTEND 3asBUTENSA JMMYHO NOA pPacnucKy, HanpaerfieH Mo Mo4YTe 3aKasHbIM
NMMCbMOM WU NepedaH B 3MEKTPOHHON ¢dopMe MO TEeNeKOMMYHUKAUMOHHBIM KaHanam cBssu. B cnyyae
HanpaBneHns 4aHHOro 3arnpoca Mo MnoyTe 3aka3HbIM MUCbMOM OH CUMTAETCsl MOSTyYEHHbIM MO UCTEYEHUM
LLEeCTM AHEN C AaTbl HaNpaBeHNs1 3aKa3HOro NMcbma.

(vacTb 4.1 BBegeHa PegepanbHbiM 3akoHOM OT 25.11.2013 N 317-$3)

4.2. 3agBuTtens 06s3aH NpeacTaBUTb OTBET HA 3anpoc YMNOMHOMOYEHHOro dedeparnbHOro opraHa
WCNONHUTENBHOM BNacTu B CPOK, HE MpeBbIllaloLLmMiA 4eBAHOCTa paboumx AHEN CO AHS NOMNy4YeHUs1 JaHHOro
3anpoca. Cpok, ykasaHHbIA B YacTu 4 HacTodllen cTaTbM, NPUOCTaAHaBMMBAETCA CO AHS HanpasneHus
3a8BUTENIO 3anpoca YNonHOMOYEHHOro dhefepanbHOro opraHa UCMOMNHUTENBHOW BNAcTu 4O OHSA MOnyyYeHust
UM OTBETa Ha AaHHbIN 3anpoC U HE YYUTbIBAETCH NPWY UCYUCIIEHUN CPOKa MOATBEPXKAEHUS rOCYAapCTBEHHOM
perncTpaumm nekapcTBeHHOro npenapaTa.

(yactb 4.2 BBegeHa PenepanbHbiM 3akoHOM 0T 25.11.2013 N 317-93)

5. OcHoBaHMem pgOnsi oTkaza B MNPOBEAEHUN SKCMEPTU3bl OTHOLUIEHUS OXWOAEMOW Mofb3bl K
BO3MOXHOMY PWUCKYy NPUMEHEHUsS JeKapCTBEHHOro npenapata WM (MnNK) 3KCNepTu3bl  KayecTBa
NEeKapCTBEHHOrO CpeacTBa SABMSETCS NPeAcTaBlieHNe OOKYMEHTOB, yKasaHHbIX B Yactax 1 n 3 HacTosien
cTaTbu, B HEMOMHOM 0ObeMe, HEMpPeACTaBNEHNE 3asaBUTENEM B YCTAHOBIIEHHbI CPOK OTBETA Ha YKa3aHHbIN
B Yactu 4.1 HacTosLen cTaTby 3anpoc YyNoSIHOMOYEHHOIO (hedepasnibHOro opraHa UCMOMHUTENbHOW BNacTH,
a TaKke OTCYTCTBME B NPeACTaBIEHHbIX AOKYMEHTAaX MCYEPMbIBAOLWUX CBEAEHWI, KOTOPbIE OOIMKHbI OblTh
OTpaKeHbl B HUX.

(B pea. PegepanbHbIX 3akoHoB 0T 29.11.2010 N 313-d3, o1 25.11.2013 N 317-93)

6. JkcnepTnsa OTHOLUEHUSI OXMOAEMON MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npenapata 1 (MnNM) aKcnepTM3a KadecTBa NEeKapCTBEHHOrO CpeacTBa B Uensax noaTrBepXaeHus
rocydapCTBEHHOM perncTpauum fekapCTBEHHOro Mpenapata MNpPOBOAATCS HAa OCHOBAHWM [LOKYMEHTOB,
yKasaHHbIX B YacTu 3 HacTosILLen cTaTbn, B NOpsake, yCTaHOBMEHHOM YacTamu 5 - 8 ctatbk 23 u ctatben 24
HacToswero degeparnbHOro 3akoHa.

(4acTb 6 B peq. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-03)

7. B nepuog npoBegeHuss npouenypbl  MOATBEPXAEHUA  roCyAapCTBEHHOW  perucrpauuu
NEeKapCTBEHHOrO npenaparta €ero rpaxaaHCkMi o0OpOoT OCyLLecTBRsieTCa Ha Tepputopum Poccuinckonm
depnepauun.

8. OcHoBaHMem Ansa oTka3a B MNOATBEPXOEHUM TOCYyOapCTBEHHOW perncrpauum nekapCTBEHHOro
npenapata sBNSAETCA  pelleHMe  COOTBETCTBYIOLLEro  YNONHOMOYEHHOro  befepanbHOro  opraHa
WCNONHUTENBHOM BNAacTM O TOM, YTO Ka4yecTBO M (Mnu) adh(PeKTUBHOCTb NEKapCTBEHHOro npenapata He
NnoAaTBepXAeHbl MOMYYEHHbIMU [aHHBIMW UMM YTO PUCK MPUYUMHEHUS Bpeda 300POBbI0 4YerioBeka unu
>KMBOTHOIO BCreACTBUE NpuemMa nekapcTBeHHOro npenaparta npesbiwaeT adhdheEKTUBHOCTb €0 MPUMEHEHUS.
(vacTb 8 BBegeHa denepanbHbiM 3akoHOM oT 22.10.2014 N 313-03)
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MpumeyaHue.

Hepxatenu mnu Bnagernblbl perMcTpaLMoHHbIX YOOCTOBEPEHUN NEKapCTBEHHbLIX MpenapaTtoB MOryT
noaatb 3asiBneHns ob onpeneneHnn B3anMo3amMeHseMOCTIN NeKapCTBEHHbIX NpenapaToB Ans MeauLMHCKOro
npMMeHeHUs B nopsiake, yctaHoBrneHHoM ctatben 30 (B pea. oT 22.12.2014), no 31 pekabpsi 2016 roga
(PepepanbHbIn 3akoH OT 22.12.2014 N 429-03).

Ctatbss 30. BHeceHue M3MEHEeHWii B OOKYMEHTbl, COAep)KallMecs B PEerucTpauuMoHHOM [OCbe Ha
3apEerMCTpUPOBaHHbIV NEKapCTBEHHbIV Npenapar Ans MeauuUHCKOro NpMeHeHust

MpumedaHne.
B cooTtBeTcTBUM ¢ PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03 ¢ 1 aHBapsa 2017 roga 4acTb 1
ctatby 30 ByOeT nanoxeHa B HOBON pedakumm.

1. B uenax BHeceHWs M3MEHEHWA B [JOKYMEHTbl, codepXallnecs B pPernucrpauvoHHOM [0Cbe Ha
3aperncTpupoBaHHbI  NeKapCTBEHHbLIM  npenapat  Ans  MeauuUMHCKOro  NpUMEHEHUs,  3asBuTerb
npeacTasnsieT B YNONHOMOYEHHbIN doedepanbHbld opraH UCMOMHUTENBHOW BNacTu 3asdBrieHne O BHECEHUU
TaKMX M3MEHEHUN Mo opmMe, YCTaHOBMNEHHOW YMOMHOMOYEHHbIM dhedeparnbHbIM OpraHoM MCNOMHUTENBbHOM
BMacTW, W TMPUNOXEHHbIE K HEMY MW3MEHEHUs B YyKadaHHble [AOKYMEHTbl, a TaKkke [OOKYMEHThI,
noaTeepxaatLwme HeobxoAUMOCTb BHECEHUSA TakuX M3MEHEHUN. NpUHATME pellueHWss O BHECEHUM TaKuXx
N3MeHeHWU nnm o6 oTkase B UX BHECEHUWN OCYLLECTBNSIETCA B CPOK, HE MPEBbLILIAOLLMIA AEBAHOCTA paboumx
OHEN CO OHS MPUHATUSA YNOMHOMOYEHHbLIM dheaeparnbHbIM OpraHOM UCMOMHUTENBHON BNacTu 3asiBfeHus O
BHECEHUU TaKNX N3MEHEHUI.

2. DkcnepTu3a fnekapcTBEHHbIX CPeACTB B YacTu SKCNepTM3bl KAa4yecTBa NEeKapCTBEHHOIO CpeacTBa U
(Mnn) 3aKcnepTU3bl OTHOLUEHMSI OXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMWSI NIEKapCTBEHHOIO
npenapata 4ns MeauuUMHCKOro NpUMEHEHUS NPOBOAMTCA B Criydyae BHECEHUA WU3MEHEHWA B [AOKYMEHTbI,
cofepxawuecs B perncTtpaumoHHOM [OCbe Ha 3aperucTpyvpoBaHHbLIN FeKapCTBEHHbLIM npenapaT, B
OTHOLLIEHUM:

1) cBegeHWNn, yKasaHHbIX B MHCTPYKLMU MO MeQULIMHCKOMY NPYMEHEHWIO NIeKapCTBEHHOro npenapara:

a) nekapcTtBeHHas dopMa C yKasaHWeM HaMEHOBaHWW W KONMMYECTBEHHOro COCTaBa OeNCTBYHOLLMX
BELLEeCTB M KayeCTBEHHOro COoCTaBa BCMOMOraTterbHbIX BewecTB (npy HeobxooumoCTW KONUYECTBEHHOMO
CcOCTaBa BCMOMOraTenbHbIX BELLECTB);

6) dapmakognHamuka M dhapMakokMHeTMKa (3a UCKMYeHMeM (apMaKOKMHETUKU roMeonaTnyeckux
nekapcTBEHHbIX NpenapaToB N pacTUTENbHLIX NEKapCTBEHHBLIX NPenapaToB);

B) NoKasaHus Ans NpUMeHeHus;

r) NPOTUBOMNOKa3aHUsA Ansi NPUMEHEHNS;

) Mepbl NPeAOCTOPOXHOCTU NPY MPUMEHEHNN;

€) yKasaHWe BO3MOXHOCTM U OCODEHHOCTEN MPMMEHEHMSI IeKapCTBEHHOro npenaparta Aansd
MEOMLIMHCKOrO NMpUMEHeHWs1 6epeMEHHBIMI XKEHLLMHAMU, XEHLIMHaMN B Nepvog, rpyAHOr0 BCKapMITMBaHWMS,
OEeTbMU, B3POCIbIMU, UMEIOLLMMU XPOHNYECKME 3aboneBaHuns;

X) pexum O03MpOoBaHusA, cnocobbl BBEAEHWS U MPUMEHEeHMs, Npyu HeobxoaMMOoCTM Bpems npuema
nekapcTBEHHOro npenapara, NPogoIKUTENbHOCTb NeYeHUs, B TOM YiCne y AeTer 40 U Nocne O4HOro roaa;

3) BO3MOXHble NOBOOYHbIE AENCTBUS U HexenaTternbHble peakuun npu NPUMEHEHUN fneKkapCTBEHHOro
npenaparTa;

1) CUMNTOMbI Nepeao3nMpPOBKN, MEPbLI MO OKa3aHUIO MOMOLLY NPW Nepeao3npoBKeE;

K) B3anmoZemncTene ¢ ApYrmMn nekapcTBeHHbLIMU npenapaTaMum 1 (Mnv) NULLEBLIMU NPoayKTamu;

n) opMbI BbiNycka fekapcTBEHHOro npenapara;

M) yKasaHue (npy HeobBXoaMMOCTU) 0OCOBEHHOCTEN AENCTBMSA NIEKapCTBEHHOIO npenapara npv nepsom
npueme nnu npu ero oTMeHe;

H) CBeAEeHNsi O BO3MOXHOM BIUSIHUW NIEKapCTBEHHOro npenapaTta And MeguumMHCKOro NpMMEHeHUs Ha
CNOCOBHOCTb YyNpaBnAaTe TPAHCMOPTHBIMY CpeacTBaMu, MEXaHU3MaMu;

0) CPOK FOOHOCTM W yKasaHue Ha 3anpeT MpUMEHeHMs NeKapCTBEHHOro npenapata Mo MCTEeYeHUM
cpoka rogHocTu;
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n) yCroBWsi XpaHEHUS;
) yCnoBusi OTMycKa;
) COCTaBa NleKkapCTBEHHOIO npenapaTta Ans MeQULUMHCKOro NMPUMEHEHMS;
) U3BMEHEHNsT MecTa NPOU3BOACTBA NIekapCTBEHHOIO npenapara And MeaMuUUHCKOro NPUMEHEHNS;

4) n3meHeHWs NokasaTernen KayecTBa fieKapCTBEHHOrO npenapara Ans MeguumuHCKOro NpYMeEHeHUs m
(nnn) MeToaoB KOHTPOMS KAa4YeCTBa NNEKapCTBEHHOro npenapaTa A1 MeOULUHCKOrO NPUMEHEHNS;

5) nameHeHMsa cpoka roaHOCTM NeKapCTBEHHOIO Npenaparta Anst MEAULMHCKOIo NPUMEHEHMS;

6) cBegeHW O HeoBGXOOMMOCTM BHECEHUSI MHbIX M3MEHEHUN B WHCTPYKUMIO MO MEeOULUNHCKOMY
NPUMEHEHMWIO NEKapCTBEHHOIO NpenapaTta, a Takke B UHbIe JOKYMEHTbI, cCoAepKallnecs B pernctTpaunoHHOM
J0Cbe Ha 3aperMcTpuMpoBaHHbIN NekapCcTBeHHbIM npenapaT. [pu 3ToM peLleHne 0 NpoBeaeHUN 3KCNepTU3bl
KayecTBa IEKapCTBEHHbIX CPeACTB W (MIM) SKCMEepTU3bl OTHOLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY
PUCKY MNPUMMEHEHWSI TEKApPCTBEHHOINO npenapata Ans MeaWMUMHCKOrO MPUMEHEHUS NPUYHUMAETCA B
COOTBETCTBMM C YTBEPXKOEHHOW YMONIHOMOYEHHbIM (hbefepanbHbiM OpraHoM WCMOSTHUTENBHOW  BriacTu
Knaccudukaumen n3MeHeHW, BHOCMMbIX B AOKYMEHTbI, COoAepXallMecs B PermcrpauuMoHHOM [OCbe Ha
3aperMcTpupoBaHHbI NeKapCTBEHHLIN Npenapar.

(vacTb 2 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. C 3asBneHnemM o BHECEHUM U3MEHEHUN B JOKYMEHTbI, coAepXalimecss B permcTpaumoHHOM 40Cbe
Ha 3aperMcTpUpoOBaHHbIA JEKApPCTBEHHbLIN Mpenapat Ans  MEeOULUHCKOrO NPUMEHEHWsl, Hapsgy C
OOKYMEeHTaMu, yKaszaHHbIMM B YacTv 1 HacTosWen cTaTbW, 3asiBUTENb NPEACTaBMsSET KOMUU OOKYMEHTOB,
NOATBEPXOAWMX yNnaTy rocydapCTBEHHOM MOLWUNWHbI 32 BHECEHWE B AOKYMEHTbl, COAepXalimecs B
perncTtpaumMoHHOM [OCbe Ha 3aperMcTpUMpoBaHHbIA  NEKapCTBEHHbLIN Mpenapat Ans  MeauumMHCKOro
NPUMEHEHWS!, WU3MEHEHWUN, TPebylLNX NpOBEdeHUs] 3KCMEPTM3bl JEKApPCTBEHHbLIX CPeacTB B 4acTu
3KCMepTM3bl KavyecTBa NeKapCTBEHHOIO CpeacTBa M (MnM) 3KCMEPTU3bl OTHOLLEHUS OXMAAEMOW MOMb3bl K
BO3MOXHOMY PUCKY TMPUMMEHEHMSI JIEKAPCTBEHHOrO Mpenapata pAns  MeAWMLUHCKOTO  MPpUMEHEHUS,
roCydapCTBEHHOM MOLWMMHbI 32 BHECEHME B AOKYMEHTbl, COAEpXXalluMecs B PermcTpalMoHHOM [OCbe Ha
3aperMcTpUpOBaHHbIA  NIEKAapCTBEHHbIM MNpenapaT Ans MeAWUMHCKOrO MPUMEHEHUS, W3MEHEHWUNR, He
TpebyoLwmnx npoBedeHUs 3KCMepTU3bl FEeKapCTBEHHOTO CpeAcTBa, nunbo BnpaBe npeacraBuTb MO
COOCTBEHHOM WHMUMATUBE YKa3aHHble [OOKYMeHTbl. B cnyyae ux HenpeacTtaBneHUs YnOSTHOMOYEHHbIV
denepanbHbIl  OpraH MCMONMHUTENBLHOW BnacTu npoBepsieT akT ynnatbl rOCyAAaPCTBEHHbIX MOLUSUH
3asBuUTENEM MOCPEACTBOM  MCMOMb30BaHWSA MHopMauun 06 ynnate rocyAapCTBEHHbIX — MOLUSNH,
cogepxawenca B [ocyaapCTBEHHOW MHAOPMALMOHHOMW CUCTEME O FOCYAAPCTBEHHBIX U MyHULUMMNAMNbHbIX
nnarexax, Ha OCHOBaHUW NPeACTaBMEHHbIX 3asdBUTENEM KOMWA OOKYMEHTOB, NOATBEPXAAKOLMX ynnarty
rocygapCTBEHHOW MOLUSIMHBI.

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

4. B TeyeHue gecaty paboumx OHeW CO OHS MOCTYMNEHUS yKa3aHHOro B YacTu 1 HacTOsILLEN cTaTbu
3asBreHNSA 1 HEOOXOOUMBIX JOKYMEHTOB YMNOMHOMOYEHHbIV doefeparnbHbIi OpraH UCMOMHUTENBHON BriacTu:

1) npoBOAWT MPOBEPKY MONHOTbI M JOCTOBEPHOCTU CBEAEHWUN, COAEpXaluxcs B MpeacTaBlieHHbIX
3asgBUTENEM MaTepuanax;

2) NpMHUMAaET peLLeHre O MPOBEAEHMUN YKa3aHHbIX B YacT! 2 HACTOSILLEN CTaTbW COOTBETCTBYHOLLMNX
9KCMEepTM3 NIEKAapCTBEHHOIO CpeacTBa unm ob oTkase B UX NpOBEAEHNM;

3) yBegomnseT B 3MEKTPOHHOW WM MUCbMEHHOW opMe 3asdABuTens O NPUHATOM peLleHUU Unu B
crny4vae npuHATUS pelleHns o6 oTkase B NMPOBEeAEHMM COOTBETCTBYHOLLEN IKCMEPTU3bl C YKa3aHUEM MPUYMH
Takoro oTkasa.

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

41. B cnyyae BbISIBNEHWUS HEOOCTOBEPHOCTM CBEAEHMMN, COAepXallMxca B NpeacTaBreHHbIX
3asBuUTENEeM MaTepuanax, YnonmHOMOYEHHbIN beaeparnbHbldi opraH UCMOMHUTENBHOW BNacTu HanpasnsieT
3as8BUTENMIO 3anpoc 00 YTOYHEHMU YKa3aHHbIX CBefeHWi. [aHHbIA 3anpoc MoXeT ObiTb nepedaH
YMOSITHOMOYEHHOMY MNPEACTABUTEND 3asBUTENSA JMMYHO MOA pPacnucKy, HanpaefieH Mo Mo4vTe 3akasHbIM
NMCbMOM WX NepedaH B 3NEKTPOHHOM hopMe MO TENeKOMMYHMKAUMOHHBIM KaHanaM cBsian. B cnydvae
HanpaerieHWsl OAaHHOMo 3anpoca Mo NnoyTe 3aka3HbiM MUCBMOM OH CHMTAETCS MOMYYEHHbIM MO MCTEYEHUM
LIEeCTN AHEN C gaThbl HAaNpaBIeHWs 3aKa3HOro NUCbMA.

(vacTb 4.1 BBeaeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-03)

4.2. 3agBuTtenb 006s3aH NpeacTaBUTb OTBET Ha 3anpoc YMNOMHOMOYEHHOro dedeparnibHoOro opraHa
WCNONHUTENBHOM BNAaCTU B CPOK, HE MpeBbILIaoLWLMIA 4EBAHOCTA paboyumx AHEN CO AHS NOMNy4YeHUs1 JAHHOro
3anpoca. Cpok, ykasaHHbIA B YacTu 4 HacTodAlen cTaTbM, NPUOCTaAHaBMMBAETCS CO AHS HanpasneHus
3a8BUTENIO 3anpoca YNonHOMOYEHHOro dheaepanbHOro opraHa UCMONHUTENBHOW BNAcT 4O OHSA MOnyyYeHust
UM OTBETA Ha JaHHbIMA 3anpoc U He YYUTLIBAETCS MPU UCHUCIIEHMU CPOKA NPUHATUS peLleHUst O BHECEHUU
U3MEHEHUA B [OOKYMEHTbl, coAepxaluecss B perMcTpaumoHHOM [0OCbe Ha 3aperMcTpupoBaHHbLIN
NeKkapCcTBEHHbIN NpenapaTt Anst MeauUMHCKOro NPUMEHEHNS.

p
2
3
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(yactb 4.2 BBegeHa PenepanbHbiM 3akoHOM 0T 25.11.2013 N 317-93)

5. OcHoBaHveM Onsi OoTka3a B MPOBEAEHMM YKa3aHHbIX B YacTM 2 HACTOSLIEN CTaTbW 3KCMEepTM3
ABMNAETCA MpeAcTaBneHne OOKYMEHTOB, MEpPeYUCIIEHHbIX B YacTax 1 u 3 HacTosien crtaTbu, B HEMOMHOM
obbeme, HenpeacTaBneHWe 3asiBUTENEM B YCTAHOBIEHHbIA CPOK OTBETA Ha YKas3aHHbli B Yactu 4.1
HaCTOALWEN cTaTbM 3anpoc YMONHOMOYEHHOrO doeaeparnbHOro opraHa WCMOSMIHUTENbHOW BMAcTW, a Takke
OTCYTCTBME B MNPEACTABIEHHbIX AOKYMEHTaX AOCTATOYHbIX CBEAEHUN, MOATBEPXKAANLMX HEeobXoaMMOCTb
BHECEHWS U3MEHEHWW, Unn OTCyTCTBME MHdOopMauMuK, NoaTeepxKaatowen akT ynnatbl rocyaapCTBEHHbIX
MOLLMMH, YKa3aHHbIX B YaCcTun 3 HacCTOsILLEN CTaTbu.

(B pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

6. YkasaHHble B 4YacTu 2 HacTOosIlen CTaTbW 3KCMepTU3bl NPOBOAATCS B Mopsake, YCTaHOBNEHHOM
cratben 23 HacTosiwero PegepanbHOro 3akoHa.

7. B cpok, He npeBblalWUn AeCATU pabounmx OHEW CO AHSA MOSyYEHUSA 3aKMOYEHWMI KOMUCCUNA
9KCMEepTOB MO pe3ynbTaTaM YKa3aHHbIX B YacTM 2 HacCTOAWEW CTaTbM SKCNEpPTU3, YMNOSIHOMOYEHHbIN
denepanbHbIA OpraH UCNONHUTENBHOKM BRACTu:

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

1) NpMHUMAaET pelleHne O BHECEHUN U3MEHEHW B OOKYMEHTbI, CoAepXallnecs B permMcTpaunoHHOM
00Cbe Ha 3aperncTpupoBaHHbIA NEKAPCTBEHHbIV NpenapaT Ansg MeAMLMHCKOro NpUMeHeHust, nnn ob otkase
BO BHECEHUWN TaKUX M3MEHEHUN;

2) BHOCUT B rOCY4apCTBEHHbIN PEECTP fEeKapCTBEHHbIX CPEACTB HA OCHOBaHUWN peLUEeHUs O BHECEHUMU
M3MEHEHUA B [OOKYMEHTbl, coOAepXaluecss B pPerMcTpaumoHHOM [0Cbe Ha 3aperMcTpupoBaHHbIN
NeKapCTBEHHLIN NpenapaTt Afs MeAULMHCKOro MpUMEeHeHUsl, Heobxoonmble U3MEHEHUsI U BO3BpaLLaeT Ux
3a8BUTENIO;

3) BblAaAET 3asaBUTENO HOBOE PEMMCTPALMOHHOE YAOCTOBEPEHME NTIEKAPCTBEHHOIO Npenapara B cryyae
N3MEHEHNs1 CBEAEHWUI, COAepPXKaLLUXCS B HEM.

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

8. OcHoBaHvMem [nd oOTKa3a BO BHECEHUM W3MEHEHUN B [OOKYMEHTbl, codepxaluecss B
perncTpaumMoHHOM [OCbE€ Ha 3aperMcTpupOBaHHbIA fEeKapCTBEHHbIM npenapat Ans  MeOULMHCKOro
NMPUMEHEHWS, ABMAETCH 3aKIioYeHne ynorTHOMOYEHHOro dyedeparnbHOro opraHa MCMOMHUTENBHOW BriacTu O
BO3MOXHOCTU CHWXeHUs1 6e30nacHOCTU, KavecTBa, 3(OGEKTUBHOCTU FIEKAPCTBEHHOrO CpeacTBa B Criyyae
BHECEHMUS TaKUX N3MEHEHWI.

9. [onyckaeTcs obpalleHne neKkapCTBEHHbIX npenapaToB A9 MEAULMHCKOro MNpUMEHEeHUs .o
UCTEYEHNs CpoKa FO4HOCTU, NPOU3BEAEHHbIX B TeYeHMe CTa BOCbBMUOECATU OHEeW nocre AaTtbl NPUHSATUSN
YNOMHOMOYEHHbIM dheaepanbHbiM OpraHOM WMCMOMNHUTENBHOW BNACTU peLlleHUsl O BHECEHUM U3MEHEHWU B
OOKYMEHTbI, coepXaluuecs B permcTpaLMoHHOM JOCbe, B COOTBETCTBUM C UH(pOpMaLMen, coaepxallencs B
OOKYMEHTax permcTpaLnoHHOro 4OChe Ha NIEKapCTBEHHIN NpenapaT 40 AaTbl NPUHATUS Takoro peLueHust.
(4actb 9 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Ctatbss 31. BHeceHWe M3MEHEeHWii B OOKYMEHTbl, COAepKallMecs B PEerucTpauMoHHOM [OCbe Ha
3apEerMcTpUpPOBaHHbI NIEKapCTBEHHbIV Npenapar Ansi BETePMHapHOro NPpYMEHEHUS

1. B uensix BHECEHUA W3MEHEHWA B [AOKYMEHTbI, COAepKalluMecs B PermcTpauyoHHOM [oCbe Ha
3aperMcTpupoBaHHbIi  NEeKapCTBEHHbIN Mpenapat Ans BEeTEpUHAPHOrO MPUMEHEHUs, AepXaTtenb Wnu
BnageneL perucTpaLmMoHHOro yaoCTOBEPEHMs NekapCTBEHHOro npenapaTa Unm ynorHoMoYeHHoe UM apyroe
lopuanyeckoe nuUo (Oanee B HacToslled cTaTbe - 3aaABUTENb) MPeAcTaBnseT B YNONMHOMOYEHHbIN
denepanbHbiii OpraH MUCMONHUTENbHOW BRAcTU 3asiBNieHNe O BHECEHUM TakUX M3MEHEeHMIn no dopme,
YCTaHOBNEHHON YMONMHOMOYEHHbIM dhedeparnbHbiM OpraHoM WCMONHUTENBHOW BracTW, U MPUNOXEHHbIe K
HEMY M3MEHEeHVsI B YyKasaHHble [OOKYMEHThbl, a TaKkke [OKYMEHTbl, MoATBepxaaloliue HeobxoaMMmocTb
BHECEHUS TakuX U3MeHeHWi. [pUHATME peLleHVst O BHECEHUM TaKUX U3MEHEHWN Unn o6 oTkase B UX
BHECEHWUN OCYLUECTBMSAETCA B CPOK, He MNpeBblllaloWmMii OeBAHOCTa paboynx AHel co AHA NPUHATUA
YNONMHOMOYEHHbIM dbefeparnbHbiM  OPraHoM WCTIOMHUTENbHOW BracTW 3asBMEHUS O BHECEHWM TaKux
N3MEHEHUN.

(B peqn. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. B cnyyae BHeceHMsi U3MEHEHWIA B AOKYMEHTbl, CoAep)alluecs B PerncTpauuoHHOM [OoCbe Ha
3aperMcTpupoBaHHbIi NeKkapcTBEHHLIN Npenapar Ans BETePUHapHOro NPUMEHEHWs], B OTHOLLIEHWW CBeOeHUN,
yKasaHHbIX B nognyHktax "e", "x", "k", "m", "W", "c", "X" nyHkta 7 yactu 3 ctatbum 17 HacTosLlero
depnepanbHOro 3akoHa, U3MEHEHUst U (UNnM) AOMNONHEHUs NMPOW3BOACTBEHHON MMOLWAAKM NeKapCcTBEHHOro
cpeacTtBa, a Takke B Cryyae M3MeHeHUsl MokasaTenen KayecTBa IleKkapCTBEHHOro npenaparta Ans
BETEPUHAPHOTO MPUMEHEHUS U (UNM) METOOOB KOHTPONS KayecTBa IleKkapCTBEHHOro npenapata Ans
BETEPUHAPHOTO MPUMEHEHUSI MPOBOAMTCA SKCMEpTU3a NeKapCTBEHHOro CPeacTBa [Ans BeTepUHapPHOro
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npuMeHeHusi. B cnydyae HeobxoOMMOCTM BHECEHWUS] WMHbIX WM3MEHEHUN B [OKYMEHTbI, COoAepXallnecsi B
perncTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIA NEeKapCTBEHHbIM Npenapat ANna BeTepuMHapHOro
NMPUMEHEHMS, 3KCMepTM3a NIEKAPCTBEHHOIO CPEACTBA ANst BETEPUHAPHOTO NPUMEHEHMS HE NMPOBOAMNTCS.

(B peqn. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-03, o1 22.12.2014 N 429-03)

3. C 3asBneHnem o BHECEHUM U3MEHEHUN B JOKYMEHTbI, coAepXalimecss B permcTpaumoHHOM 40Cbe
Ha 3aperucTpMpoBaHHbLIN NEKAPCTBEHHbLIM npenapaT Ansi BETEepPUHAPHOro MPUMEHEHUd, Hapsgy C
OOKYMeHTaMu, ykasaHHbIMU B YacTu 1 HacTodALWen cTaTbn, NPeACTaBnaTCa LOKYMEHTbI, NoaTBEpXAatoLwmne
ynnaTty rocyaapCTBEHHOM MOLUMMHbI 32 BHECEHWE B JOKYMEHTbI, COAEPXalLUMecs B perucTpaLMoHHOM 0Cbe
Ha 3aperucTpMpoOBaHHbLIN MEeKapCTBEHHbIN npenapat And BETEPUHAPHOrO0 MNPUMEHEHUS, WU3MEHEHUHN,
Tpebylowmnx NpoBeaeHNUs 3KCMEPTU3bl NIEKAapPCTBEHHOIO CpeacTBa S BETEPUHAPHOrO MPUMEHEHUSA, UIK
M3MEHEHWU, He TpebylLwmnx MpoBeAeHMs 3SKCNepTu3bl FEeKapCTBEHHOrO cpeacTBa Ans BeTEpUMHAPHOro
NPUMEHEHMS.

(B peq. ®PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

4. B cpoK, He MpeBbILAWMA OecATM pabounx OHEW CO OHSA MOCTYMSEHUS yKa3aHHOro B Yactu 1
HaCTOALWEN CcTaTbM 3asdABIEHUS U HEeOoOXOOUMbIX [OOKYMEHTOB, YMOSIHOMOYEHHbIM dheadeparnbHbiA OpraH
NCMONMHUTENBHOW BNacTu:

1) nNpoBoAUT NpPOBEPKY MOSHOTLI M AOCTOBEPHOCTU CBEAEHUN, COOEpXaLLUMXCA B MNPEACTaBIEHHbIX
3aaBUTENEM AOKYMEHTAX;

2) NpMHUMaEeT pelleHne O MPOBEeAEHUM IKCMEPTU3bl NEKApPCTBEHHOINO cpeacTsa AN BETEPUHAPHOro
npuMeHeHusa unu ob oTkase B ee NpoBeaeHUN;

3) yBegomnsieT B NUCbMEHHOW hopMe 3asBUTENS O NMPUHATOM PELLUEHUN UMM B Criydae MPUHATUSA
peLleHns 06 O0Tkase B NPOBEAEHUN 3KCMEPTU3bI NIEKAPCTBEHHOIO CPEACTBA ANS BETEPUHAPHOTO NPUMEHEHNS
C YKa3aHMeM MpUYMH Takoro otkasa.

5. OcHoBaHmemM pgnsi OTKa3a B MNPOBEAEHUN IKCMEpPTU3bl JIEKApCTBEHHOrO cpeacTBa  Ans
BETEPUHAPHOIO NPUMEHEHNS SBNSIETCS NpeAcTaBneHne AOKYMEHTOB, yKa3aHHbIX B YacTax 1 n 3 HacTosLwwen
cTaTby, B HEMONMHOM OObeMe Wy OTCYTCTBME B MPEACTaBMEHHbIX OOKYMEHTax AOCTaTOYHbIX CBEAEHWN,
noaTBepXaaLWmnx He0OX0ANMOCTb BHECEHNS UBMEHEHU.

6. OkcnepTusa neKapCTBEHHOrO cpeacTBa AN BETEPUHAPHOr0 MpPUMEHEHUS B LUEnsxX BHECEHUS
M3MEHEHUA B [OOKYMEHTbl, COAEepXaljuecss B PErmcTpaumoHHOM [OCbe Ha 3aperMcTpuMpoBaHHbIN
NEeKapCTBEHHbIVM Npenapar Ans BEeTEPUHAPHOro NPUMEHEHWs], OCYLLIECTBIISETCS B NOPSAKE, YCTaHOBNEHHOM
cTatben 24 HacToswero PegepansHOro 3akoHa.

6.1. B cpok, He npeBblLAOWNA NATM pabounx OHEN CO OHSA MOMNyYeHUs1 3aKNYeHUs KOMUCCUU
3KCMepToOB MO pesynbTaTtamM YKasaHHOWM B 4acTu 2 HaCTOsLEW CcTaTbW IKCNEepTU3bl, YMNONTHOMOYEHHbIN
denepanbHbIn OpraH UCNONHUTENBHOW BNacTu:

1) NpMHUMAET peLLeHne O BHECEHUN U3MEHEHWUIA B LOKYMEHTbI, COAEpXallnecss B peErmMcTpaunoHHOM
00Cbe Ha 3aperMcTpupoBaHHbIf NEKAPCTBEHHbIV Mpenapar Anst BETEPMHAPHOIO NPUMeEHEHUs1, unu ob oTkase
BO BHECEHUW TaKNX U3MEHEHUIA;

2) BHOCMWT B roCyJapCTBEHHbIN peecTp fNeKkapCTBEHHbIX CPEACTB Ha OCHOBAHWM PELUEHUS O BHECEHUU
M3MEHEHWA B [JOKYMEHTbl, cogepXawmecss B PerucTpauMoHHOM [OCbe Ha 3aperncTpypOBaHHbIN
nekapCcTBEHHbIN NpenapaTt Ans BEeTEPUHApPHOro NpMMeHeHusl, HeobxoauMble 3MEHEHUS 1M BO3BpaLLaeT 3aTu
OOKYMEHTbI 3asBUTENIO.

(vacTb 6.1 BBegeHa PegepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

7. OcHoBaHMeM [Ansi oOTka3a BO BHECEHWM W3MEHEHUW B [OOKYMEHTbI, CoAepxalmecs B
perncTpaumoHHOM [0Cbe Ha 3aperucTpyMpoBaHHbLIN JeKapCTBEHHbIM Npenapat Ans BeTepuHapHOro
NPUMEHEHUS, ABNAETCA 3aKkNioYeHne ynonHOMOYEHHOro deaepansHOro opraHa UCMNOMHUTENBHON BriacTu O
BO3MOXHOCTU CHWXKeHMs1 ©e3onacHoCTW, kadecTBa, 3(PEEKTUBHOCTU JIEKAPCTBEHHOrO npenapaTta Ans
BETEPUHAPHOIO NPUMEHEHMS B CryYae BHECEHUS U3BMEHEHWI B YKa3aHHbIE JOKYMEHTbI.

8. [onyckaeTca oOpalleHne NneKkapCTBEHHbIX MpenapaToB ANs BETEPUHAPHONO MNPUMEHEHWUs OO0
NCTEYEHNs] CpoKa rOOHOCTW, NMPOM3BEAEHHbLIX B TEYEHWE CTa BOCbMUOECATVM AHEN nocne gaTbl NPUHATUS
YMOSITHOMOYEHHBIM dheeparibHbIM OpraHOM MCMOMHUTENBHOW BMAcTU peLUeHUst O BHECEHUU W3MEHEHW B
OOKYMEHThI, coAepXallnecsi B perMcTpauuMoHHOM [OCbe Ha NeKapCTBEHHbIA npenapart, B COOTBETCTBUU C
MHdopMaUmen, cogepxallenca B JOKYMEHTax pernctpauMoHHOro JOCke Ha fNeKapCTBEeHHbIN npenapaTt oo
OaTbl NPUHATUSA TAaKOro peLUeHus.

(vacTb 8 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbs 32. OTMeHa rocygapCTBEHHON perncTpaunm nekapCTBEHHOro npenapaTa

PeweHne o6 oTtmeHe rocy,u,apCTBeHHon perncrtpauun nekapcTtBeHHOro npenaparta m WUCKINHYeHUn
NeKapCTBEeHHOro npenaparta u3 rocyaapCTtBeHHOIo peectpa JeKapCTBeHHbIX CpencTB MNpUHMMaeTcA
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YMOSITHOMOYEHHBIM doedeparnibHbIM OpraHoOM UCMOMHUTENBHOW BRACTU B Criyyae:

1) npencTaBneHnsi COOTBETCTBYHOLLMM YMNOSIHOMOYEHHBIM dhedeparibHbIM OpraHoOM UCMONHUTENBHON
BMacTy 3aKItoueHnst 0 pucke mnmn ob yrpose 340pOBbHO, XKU3HW YESTOBEKA WIW XXMBOTHOIO MPY NPUMEHEHUN
NEeKapCTBEHHOro npenapaTta, NpeBbilawWmx ero apeKkTMBHOCTL, MO pesyribTataM OCYLLECTBSIEMOr0 UM
MOHUTOPMHra 6e30NacHOCTU NeKapCTBEHHOrO Npenapara;

2) nopayn pJepxateneM wunu BriagenbLeM PEerncTpauuoHHOro yAOCTOBEPEHUS JeKapCTBEHHOMO
npenapata WAM  YMNOMHOMOYEHHbIM UM  OPYrMM  IOpUOMYECKMM NUUOM  3asBreHnss o6 oTMeHe
rocygapCTBEHHOWN perncrpaumm nekapcTBEHHOro npenapaTa;

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

3) HenoaTBepXAEHWUs rocydapCTBEHHOW perucrpauun nekapcTBEHHOro npenapata no uctevyeHun
CpoKa AeNCTBUSA PerMcTpauMoHHOro yaoCTOBEPEHUS, BbIAAHHOMO Ha NATb JET;

4) HenpencTaBneHusa 3aaBuTeNeM MHAOpPMaLUKN, KOTopas MOXET MoBfieyb 3a cobor HeOOXOAMMOCTb
BHECEHNSI U3MEHEHMI B JOKYMEHTbI, cogepXalmecss B permctpalMoHHOM AOCbe Ha 3aperncTpupOBaHHbIN
NeKapCTBEHHbIV Npenapart, B Te4YeHne Tpuauati paboumx gHen co AHSA HacTyNfeHnst 3TUX U3SMEHEHWN;

5) ocyliecTBnNeHNss rocygapCTBEHHOM perMcTpaumm JekapCTBEHHOro npenapata Mo4 TOProBbiM
HaMMEHOBaAHNEM 3apEerMcTpMpoBaHHOINO paHee Mo4 3TMM TOProBbIM HaMMEHOBAHWEM JIEKAPCTBEHHOINO
npenapaTta, OTNIMYaLLErocsl Ka4eCTBEHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;

(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

6) ocyLlecTBneHMs rocyqapCTBEHHOW perncTpauun 3asiBUTENEM OAHOro U TOro Xe NeKapCTBEHHOrO
npenapaTta nog pasnuyHbIM1 TOProBbIMY HaUMEHOBAHUSMM;

7) BbIHECEHUSI CYOOM peELLEeHNst O HapyLleHWM npaB npaBoobnagaTens 06bLEKTOB MHTENNEKTyarbHOM
CcOBCTBEHHOCTM Npy 06paLLeHNM NTEKapCTBEHHbBIX CPEACTB;

8) oTCcyTCTBMSA NEekapCcTBEHHOro npenapara B obpalleHnm B Poccuiickon ®egepauun B TeHeHMe TpeX U
bonee ner;

(n. 8 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) HEBLINONHEHWS AepXXaTenem unu BriageribLeM perncTpaumoHHOro yaoCTOBEPEHUS NIEKApPCTBEHHOMO
npenapata NMMB0O YMONTHOMOYEHHBIM VMU OPYTUM HOPUANYECKUM JIMLOM MEPONPUSTUIA Mo obecrneveHuo
0©e30MacHOCTM JNEKApPCTBEHHbIX MpenapaToB, YCTAaHOBMEHHbLIX YMNOMIHOMOYEHHBIM dedeparnbHbiM OpraHoM
NCNONHUTENBHOM BMacT B COOTBETCTBUM C YacTamu 3 n 4 ctatbn 64 HacToswero ®eaepanbHOro 3akoHa, B
pamkax ocyLiecTBneHns apmMakoHaasopa;

(n. 9 BBegeH depepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

10) oTkasa pgepxaTtens wnu Bnagenbua pPerncTpaumoHHOro YOOCTOBEPEHUST FeKapCTBEHHOro
npenapata nmMbo yYMNONMHOMOYEHHOr0 WMMW APYroro HPWAMYECKOro nuua OT BHECEHUS W3MEHeHWA B
WHCTPYKLMIO NO NPUMEHEHMIO NEKapCTBEHHOTO npenapara, KacalLLMXCs HOBbIX MOATBEPXAEHHbIX AAaHHbIX O
TOM, YTO PUCK NPUYMHEHUS! Bpeaa 340POBbI0 YeNloBEKA UK XKMBOTHOMO BCIEACTBME Nprema NekapCTBEHHOMO
npenapata npesbilaeT 3QdHEKTUBHOCTb €r0 NPUMEHEHMS.

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

Cratbs 33. ['ocyaapCTBEHHLIN peecTp NeKapCTBEHHbIX CPeaCTB

1. TocynapCTBEHHbLIN pPEecTp JEeKapCTBEHHbIX CPEeACTB COAEPXMT MNepeyeHb JeKapCTBEHHbIX
npenapaToB, NPOLUEALNX TOCYOAPCTBEHHYIO perncrpaumio, nepedeHb apmaueBTUYECKMX CybCcTaHuumn,
BXOASILLUX B COCTaB JIeKapCTBEHHbIX NpenapaTos, U creayoLyo MHHopMaLmio:

1) B OTHOLLIEHMM NeKapCTBEHHbIX NPenapaTos:

a) HaMMeHOBaHWe feKapCTBEHHOro npenapata (MexayHapoaHOe  HenaTeHTOBaHHoe, Unu
rpynnMpoBOYHOE, UM XMMUYECKOE U TOProBOE HaMMEHOBaHWS);

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

0) nekapctBeHHast opmMa C yKasaHWeM [03MPOBKM FleKapCTBEHHOrO npenapata M ero KonuyecTsa B
NoTpPeOMTENLCKOM YNaKOBKE;

B) HavMeHOBaHWe OepXaTens WM Bnagernbla PerMcTpauMoHHOrO yAOCTOBEPEHUS IeKapCTBEHHOMO
npenaparTa;

(nn. "B" B pea. ®eagepanbHoro 3akoHa ot 22.12.2014 N 429-93)

r) HaMMEHOBaHMWE 1 agpec NPoOu3BOAUTENSI NEKAPCTBEHHOIO NpenapaTa;

0) dapmakoTepaneBTU4eckasi rpynna, kog NieKapCTBEHHOro npenapara no aHaToMo-TepaneBTUYeCKo-
XUMUYECKOM Knaccudmkaumm, pekoMeHa0BaHHOW BcemMupHom opraHusaumen 34paBoOXpaHeHuns;

(nn. "a" B pen. ®epgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

€) NoKa3aHus 1 NPOTMBOMOKAa3aHUS K NPUMEHEHUIO NEeKapCTBEHHOIO nNpenaparTa;

) NOBOYHbIE AENCTBMSA NEKapCTBEHHOIO Npenapara;

3) CPOK rOQHOCTM NEKapCTBEHHOrO NpenapaTa;
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N) YCNOBUSI XpaHEHMWS! NEKAPCTBEHHOIO Npenapara;

K) YCIoBuMs OTMycKa NIeKapCTBEHHOIO Npenapara;

n) Homep hapMakonenHom CTaTby UK B Criy4ae ee OTCYTCTBUS HOMEP HOPMAaTUBHOM LOKYMEHTauun
nmMbBo HOPMATUBHOTO JOKYMEHTa;

M) OaTa rocygapCTBEHHOW PErncrpaumm nekapcTBEHHOIO npenaparta U ero perMcTpaumoHHbIA HOMED,
JaTta 3aMeHbl PEerncTpauMoOHHOIO  yOOCTOBEPEHWUs  NEKapCTBEHHOro npenapata Ha 6GeccpoyHoe
perncTpaumoHHoe yaoCTOBEPEHME NEKAapPCTBEHHOIO npenapara, Aata nogadn 3asBneHus O NoaTBepXaeHun
rocygapCTBEHHOW perucTpauumn nekapcTBEHHOro npenapara, Aata OTMEeHbl rocy4apCTBEHHOW permcrpalmm
nekapCTBEHHOro npenapara;

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

H) Ka4eCTBEHHbIA COCTaB M KONMUYECTBEHHbIA COCTaB AENCTBYIOLLUX BELLECTB U KA4YECTBEHHbLIN COCTaB

BCMOMOraTenbHbIX BELLECTB JIEKAPCTBEHHOIO Npenapara;
(nn. "H" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

0) HpopMauusa 060 BCcex paspeLLeHHbIX BUAax BTOPUYHOW (MOTPeONTENbCKON) YNaKOBKY;
(nn. "o" BBeaeH depeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

n) gata nNpuUHATUS peLlleHus O BO3MOXHOCTM paccmaTpuBaTb JIeKapCTBEHHbINM npenapart npu
rocygapCTBEHHON perncTpaumm B ka4ecTBe opdaHHOro NekapCTBEHHOIO NpenapaTa;
(nn. "n" BBegeH dPepepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

p) HanuMyue rnekapCTBEHHOro mnpenapata B MEepeyYHEe XU3HEHHO HEeOOXOOUMBIX U BaKHEWLLMX
neKapCTBEHHbIX NpenapaTos;

(nn. "p" BBeaeH depepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

C) Hanuuve B NekapCTBEHHOM npenapaTe HapKOTUYECKUX CPeACTB, MCUXOTPOMHLIX BELLEeCTB U UX
NpeKypcopoB, noanexawmx koHTponto B Poccuickon Pepepauuymn, B COOTBETCTBUM C 3aKOHOOATENLCTBOM
Poccunckon ®epepaunn, mexayHapoaHbiMu aorosopamn Poccuiickon ®epepaumu, B ToM vucne EguHon
KOHBEHUMEN 0 HapKoTudecknx cpeactesax 1961 roga n KoHBeHuUmMeN 0 NCMXOTPONHbIX BewecTBax 1971 roaa;
(mn. "c" BBeaeH deaeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

T) wWHdopmMaumss O TOM, SBMASIETCA NN  [OaHHbIA  JIEKAPCTBEHHbLIM npenapaT pedepeHTHbIM
nekapcTBEHHbIM NpenapaToMm;

(nn. "1" BBegeH ®epepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

y) cBefeHuss O nopade 3asBMneHWsi O BHECEHWM W3MEHEHMI B [OOKYMEHTbl, cogepxaliMecs B
perncTpaumoHHOM A0CkE Ha NeKapCTBEHHbIV Npenapar;

(nn. "y" BBegeH ®egeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

MpumedaHne.

NHbopmaums o B3anmMo3aMeHSeMOCTN NIeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NPUMEHeHUs
MOANEXWUT BKMIOYEHMIO B TFOCYOAPCTBEHHbLIN peecTp JeKapCTBeHHbIXx cpedctB ¢ 1 saHBapsa 2018 roga
(PepepanbHbin 3akoH oT 22.12.2014 N 429-93).

@) cBegeHUs 0 B3anMo3aMeEHSEMOCTN NeKapCTBEHHOro npenapaTa;
(nn. "¢d" BBeaeH PenepansHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

X) CPOK BBEAEHMS NIEKAPCTBEHHOIO NpenapaTta B rpaxaaHckuin obopor;
(nn. "x" BBeaeH deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOLLEHMM hapMaLEeBTUYECKNX CyDCTaHLMI:

a) HaumeHoBaHue papmaueBTUYeCKOM cybcTaHumm (MexayHapogHOe HemnaTeHTOBaHHOEe, Wunn
rpynnMpoBOYHOE, UMM XMMUYECKOE U TOPrOBOE HAaMMEHOBAHWS);
(B pen. PepgepanbHoro 3akoHa o1 22.12.2014 N 429-03)

©0) HanmeHoBaHWe 1 agpec Npom3BoanTens hapmaueBTUYEeCkon cybcTaHumm;

B) CPOK rogHOCTM hapMaLeBTMYECKON CyGCTaHuuu;

r) yCnoBusi XxpaHeHus papmavueBTnyeckon cybcTaHumm;

) Homep hapMakonenHon cTaTby Unu B criydae ee OTCYTCTBMS HOMEP HOPMAaTMBHOW OOKYMEHTaumm
nn60o HOPMAaTMBHOIO AOKYMEHTA;

€) Hanuuvne cpapmaueBTMYECKON CyBCTaHUUM B MNepevyHe HapKOTMYECKUX CPEACTB, MCUXOTPOMHbIX
BELleCTB U MX MPEeKypcopoB, noanexawimx KoHTporo B Poccuickon depepaumn, B COOTBETCTBUM C
3akoHogaTtenscTBoM Poccunckon denepaumu, MexayHapoaHbiMu gorosopamu Poccuiickon depepauuu, B
TOM uncne EgnHOn KoHBeHUuMen o HapkoTuyeckux cpeactBax 1961 roga n KoHBEHUMEN O MCUXOTPOMHbIX
BewecTtBax 1971 ropa.
(mn. "e" BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-903)
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2. dapmaueBTMyeckas cybcTaHUWs, NPOM3BEAEHHas ANs peanusauun, MOXeT ObiTb BKMAOYEHa B
rocygapCTBEHHbI PEECTp JIeKapCTBEHHbIX CPEACTB Ha OCHOBaHWM 3asiBfieHMs1 paspaboTuvka  unm
NPOM3BOANTENS NEKAPCTBEHHOIO CPeACTBa NMOO YNOSTHOMOYEHHOTO MU OPUAMYECKOrO Nvua nNpu ycrioBum
npoBedeHnss B OTHOWEHMM Takoln  dapmaueBTMYeckom  cybcTaHumMm — SKCnepTM3bl  KadecTBa
dapmaLeBTMYeCKOn cybCcTaHuMM B nopsigke, YCTAHOBNEHHOM cTatben 34 Hactosiwero depepanbHoro
3akoHa. B oTHoweHun dapmaueBTUYECKMX CcybCTaHuMiA, NPOM3BEAEHHbIX Ana peanusaumm, B
rocygapCTBEHHOM peecTpe fieKapCTBEHHbIX CPEACTB COAEPXKMTCA crneayoLias nHpopmauums:

1) HaumeHoBaHve dapMaueBTUYeckon CcybcTaHuun (MexayHapoaHoe HenaTeHTOBaHHOoe, WIu
rpynnmMpoBOYHOE, UM XMMUYECKOE U TOPrOBOE HaMMEHOBaHWS);

2) HaumeHOBaHWe 1 agpec nNpoussoanTenst hapMaLleBTUYeCKo cybcTaHuuw;

3) CpoK rogHOCTM hapMaueBTUYECKON CyOCcTaHUnK;

4) ycnoBus xpaHeHust hapMaLeBTUYeCcKon cybcTaHumm;

5) Homep hapmakonenHon cTaTbn NMOO B Criydae ee OTCYTCTBUSA HOMEP HOPMAaTMBHOW JOKYMEHTaLun
WM HOPMATMBHOTO AOKYMEHTA;

6) HanuumMe dapmaueBTUYEeCKON CyOCTaHUMM B MNEpeYHe HapKOTUYECKMX CPEeACTB, MCUXOTPOMHbLIX
BELECTB U MX MPEKYPCOPOB, noanexalwimx KoHTpomo B Poccunckon Pepepaumm, B COOTBETCTBUMM C
3akoHogaTtenscTBoM Poccunckon denepaumm, MexgyHapoaHbiMu gorosopamu Poccuinckon depepauuu, B
TOM uyncrne EgmHon koHBeHUMEN O HapkoTudeckmx cpeactBax 1961 roga n KoHBeHUMEN O NMCUMXOTPOMHbIX
BewlecTtBax 1971 roga;

7) pata BKMYEHUs dhapMaueBTMYECKOW CyOGCTaHUUKM B rocydapCTBEHHbLIN peecTp NeKapCTBEHHbIX
cpeacTB, gata BHECEHMSI M3MEHEHMI B OOKYMEHTbl dhapMaleBTUYecKon cyOcTaHuuM, fata WUCKIYeHUs
dhapmaLeBTUYECKOM cybCTaHUuUmM 13 rocyaapCTBEHHOIO peecTpa fiekapCTBEHHbLIX CPEACTB.

(4acTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3)

3. lMopsgok BedeHMs TrOCYyOApCTBEHHOIO peecTpa NeKapCTBEHHbIX CPEeACTB ANA  MeAMLMHCKOro
NPUMEHEHMS U NOPSOOK BeAEHUS rocygapCTBEHHOIO peecTpa fiekapCTBEHHbLIX CPEACTB Afsi BEeTEPUHAPHOro
NPUMEHEHMS yTBEpXaatTCH COOTBETCTBYIOLLMM YNOMHOMOYEHHbLIM degepanbHbIM opraHom
NCNONHUTENbHONM BracTu.

Cratba 34. BkniodeHue B rocydapCTBEHHbIN pPeecTp NEKapCTBEHHbIX CPEeACTB U MCKIIOYeHue 13
rocygapCTBEHHOMO peecTpa feKapCTBEHHbIX CPEACTB hapMaLeBTUYECKON CyOCTaHUUKM, Npon3BegeHHON Ais
peanusauum
(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ona BkhA4YeHUss dapMaueBTUYECKOM CyOCTaHUMM, MPOU3BEAEHHOW [Anis  peanusauun, B
rocyAapCTBEHHbIN peecTp NeKapCTBEHHbLIX CPeACTB, MPOBOAMTCS 3KCMEPTU3a ee KavyecTsa.
(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. DkcnepTm3a KayecTBa yKasaHHOM B YacTu 1 HacTosilen ctatbu dpapMaueBTUYECKON cybcTaHumu,
COCTaBIIEHNE KOMMWUCCUEWN IKCMEPTOB 3aKIIOYEHUN MO pes3yrbTataM 3TOW SKCMepTusbl U UX HanpasfeHue B
YNONMHOMOYEHHbIN  (bedepanbHbli  OpraH  UCMOMHUTENBbHOM  BlaCTM  OCYLLECTBISKOTCA B CPOK, He
NPEBbLILAKLWNA  LWEeCTUAECATM paboumx [OHEeW CO  OHS  MONYyYEeHMSs]  SKCMEPTHbIM  yYpexpgeHuem
COOTBETCTBYIOLLEIO 3agaHunst  YMNONMHOMOYEHHOrO (hpeaepanbHOro opraHa WCMOMHUTENBbHOM BRActTn wn
cneayoLmx JOKYMEHTOB:

1) konua nuMUEeH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM  KOMUS  3aKMYEHUs O
COOTBETCTBUM  NPOU3BOAUTENST  NEKApCTBEHHbIX  CpeAcTB  TpeboBaHWsaM  MpaBun  Hagnexaiien
NPOV3BOACTBEHHON MPaKTUKW, BblAaHHbIE YMOMHOMOYEHHbIM eadeparnbHbiM OpraHoM WCMOMHUTENBHON
BNacTn, B Criyyae, eCnu NpOM3BOACTBO JleKapCTBEHHOro npenapaTta ocyllecTenserca B Poccuickomn
depepauuu;

2) Konus BblJAHHOW YMOSTHOMOYEHHBIM OPraHoOM CTpaHbl MPOM3BOAMTENS NINLIEH3NM HA MPON3BOACTBO
NEKapCTBEHHOIO CpefcTBa M ee NEepeBOd Ha PYCCKMIN A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSAKE, U
KOMUS1 3akKNOYEHUST O COOTBETCTBUM MPOM3BOAUTENS JIEKAPCTBEHHbLIX CPEACTB TpeboBaHMAM MpaBuUIl
Hagnexallenh MpOM3BOACTBEHHOM MPaKTUKW, BbIOAHHOMO YMOSTHOMOYEHHbIM deaepanbHbIM  OpraHoMm
WCMNONHUTENbHOM BRacTW, B Criyyae, ecnv npousBOACTBO JIEKAPCTBEHHOIO CpeacTBa OCYLLECTBNSAETCA 3a
npeaenamu Poccuiickon degepauuu;

3) OOKYMEHT, cogepKalumi cnegyoLwime ceegeHns o apmMaLeBTUYeCcKon CyocTaHLmm:

a) HaumeHoBaHue hapmaLeBTUYECKON cybCTaHUmMK, ee CTPYKTypa, obLime CBOWCTBA;

6) HaumeHoBaHWe 1 agpec NPon3BoaNTENS;

B) TexXHOMNorusi NpPousBOACTBA C OMNMCaHWeM CTagui MpoM3BOACTBA M METOAOB KOHTPOMS Ha BCEX
cTagusaix NpoM3BoACTBa;

r) onucaHue pa3paboTku npouecca Npou3BoACTBa;
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[) onncaHue KOHTPOIS KPUTUYECKMX CTaaui npoLecca NPOM3BOACTBA U MPOMEXYTOYHON NPOAYKLUNN;

€) AOKYMeHTarlbHoe NOoATBepXaeHune (Banugauns) npoueccoB u (M) NX OLEHKa;

) CBOWNCTBA M CTPYKTYpa AENCTBYHOLUNX BELLECTB;

3) xapakTepucTuka npumecenm;

1) cneumndukaumsa Ha hapMaLeBTUYECKylo CyGCTaHUmMIo U ee 060CHOBaHME;

K) aHanuMTu4eckMe MEeTOAMKM, UCMOMb3yeMble TMPU  OCYLLECTBNEHMM  KOHTPONA  KayecTBa
dapmMaLieBTMYECKON CybCTaHLmu;

n) OOKyMeHTanbHOe noATBepXxaeHue (Banupauus) aHanMTUYeckux MeTOOMK, WCMOMb3yeMbiX Mpu
OCYLLECTBIEHNM KOHTPONS KayecTBa hbapmaueBTUHECKON CyOCTaHLmMK;

M) pesynbTaTbl aHanusa cepuin hapmaLleBTU4eCKON cybcTaHLmu;

H) nepeYeHb CTaHAAPTHbIX 00Opa3LOB WM BELLECTB, UCMOMb3yeMbIX MPU OCYLLECTBIEHUM KOHTPOIS
KayecTBa;

0) onMcaHve xapakTepUCTUK U CBOMNCTB YNAKOBOYHbLIX MaTepuasoB U yKYMOPOYHbIX CPEeACTB;

n) gaHHble 0 cTabunbHOCTK hapMaLeBTU4EeCckon cybcTaHuuu;

p) CPOK rOOHOCTW.

(vactb 2 B pen. PepepanbHoro 3akoHa o1 22.12.2014 N 429-03 (pea. 13.07.2015))

3. [Ons npoBedeHMs SKCMEepTU3bl KayecTBa YKa3aHHOM B 4Yactym 1  HacTodawen craTbu
dapmaueBTM4eckon cybcTaHuun 3asBuTenb MpeacTaBnseT B YMNOMHOMOYEHHbI dedepanbHbIi OpraH
WCNONHUTENBHONM BnacTu:

1) 3asBneHWe O BKMOYEHUN B TrOCYOAPCTBEHHbLIN pPEECTP fEeKapCTBEHHbIX CPeAcTB [AaHHON
dhapmaLeBTUYECKOM cybCcTaHumu;

2) Konusi OOKyMEeHTa, NoATBepXAalolero ynnaty rocyaapCTBEHHOW MOLUMMHBLI 3a BKMKOYEHUE B
roCyAapCTBEHHBIN PEeecTp JNIEKapCTBEHHbLIX CPEACTB papMaLeBTUYECKOW CyOCTaHUMK, NPOU3BEAEHHON ONs
peanu3aumu, nMbo No COOCTBEHHOW MHUUMATUBE YKa3aHHbIN OOKYMEHT. B criydae ero HenpepncrtaBreHus
3asBUTENEM YMNOMHOMOYEHHbIN deaeparnbHbIi opraH MCNOMHUTENBHOW BAAcTU MpoBepsAeT hakT ynnaTbl
rocydapCTBEHHOMN MOLWMMHbI 3asiBUTENEM C MCMOoNb3oBaHWeM WHdopmaumm ob ynnate rocygapCTBEHHON
MOLWMKHbI, cogepxawenca B [ocygapCTBEHHONW WHAOPMAUMOHHON CUCTEME O T[OCYAApPCTBEHHbBIX W
MyHMUMMAnNbHbIX  MMaTexax, Ha OCHOBaHWW NPEeACTaBMEeHHOW  3asiBUTENEeM  KOMMM  OOKYMEHTa,
NOATBEPXOAoLEro ynnaTy rocy4apCTBEHHOM NOLUSMHLI;

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

3) OOKYMEHThbI, YKa3aHHble B YacTu 2 HAacCTOsLLEN CTaTbMy;
(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3asiBneHve O Bbldaye paspelleHus Ha BBO3 B Poccuiickylo depepauunio KOHKPETHOW MnapTum
He3apermcTpupoBaHHOrO NeKapCTBEHHOro CcpeacTBa, nNpeAHasHa4YeHHOro And npoBedeHust yKasaHHOW
3KCMepTm3bl.

(n. 4 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B TeyeHne gecatn pabounx gHeEW Co OHA MPUHATUS 3asiBNEHUS O BKITOYEHUN yKa3aHHOW B Yactu 1
HacTosILLEen cTaTby bapmaueBTUYECKON CyOCTaHLMM B roCygapCTBEHHbIV PEECTP JTIEKapCTBEHHbIX CPEACTB U
OOKYMEHTOB, MEPEeYUCrieHHbIX B Yactu 1 M nNyHKTe 2 4yacTM 3 HacTosllWen CcTaTbW, YNONHOMOYEHHbIN
begepanbHbI OpraH UCNONHUTENBHOM BNACTU:

(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

1) nMpoBoOANT MPOBEPKY MOSMHOTbI U [OCTOBEPHOCTU [OAHHbIX, COAEPXKALLUMXCA B MNPEACTaBIEHHbLIX
3aaBuUTENEM AOKYMEHTAX;

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

2) npuHMMaeT peLleHne O HarnpasBneHuuM B IKCMEPTHOE YydpexaeHue 3afaHus Ha nposefeHue
3KCMepTM3bl KayecTBa ykasaHHOM B YacTu 1 HacToswen ctatbu dapmMaueBTU4eckon cybctaHumm mnm ob
OTKa3e B TakOM HanpasrieHuu;

3) yBeooMInsieT B 9MEKTPOHHOW WM MUCbMEHHOW hopMe 3asiBUTENsS O MPUHATOM pELUEeHMU UIn B
cryyae OTKa3a C yKasaHWeM MPUYUH Takoro oTkasa.

(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbISBfiEHUS HEeOOCTOBEPHOCTUM CBEOEHMW, CoAep)Xaluxca B MpeacTaBfeHHbIX
3asBuTENEeM Matepumanax, YNOfHOMOYEHHbIN dbedepanbHbli OpraH UCMOMHUTENbHOW BRacTu Hanpasnset
3aABUTENMIO 3anpoc 00 YTOYHEHWW YKa3aHHbIX cBegeHWA. [aHHbIA 3anpoc MoXeT ObiTb nepenaH
YNOMHOMOYEHHOMY MNpPeACTaBUTENO 3asaBUTENsS NIMYHO MO PACMMUCKY, HampaBreH Mno MoyTe 3aKa3HbIM
NMMCbMOM WMNWU nepefaH B 3NEKTPOHHON bopMe MO TEeNEKOMMYHUKAUMOHHBIM KaHanam cBsasu. B cnyyae
HanpaBneHnss 4aHHOro 3arnpoca Mo MnoyTe 3akas3HbIM MUCbMOM OH CUMTAETCs MOMYyYEeHHbIM MO UCTEYEHUU
LIeCTM AHEN C AaTbl HanpaBneHst 3aKka3HOro NMcbMa.

(vacTb 4.1 BBegeHa PefepanbHbIiM 3akoHOM OT 25.11.2013 N 317-93)
4.2. 3asaButenb 00s3aH NpeAcTaBUMTb OTBET Ha 3anpoc YMNONHOMOYEHHOro dedepanbHOro opraHa
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WCMONHUTENBHOW BacTy B CPOK, HE MPEBbILALWMIA OEBAHOCTA paboymx OHEW CO OHSA MONyYeHUst JAHHOIO
3anpoca. Cpok, ykasaHHbIi B 4acTtu 4 HacTOsILeN cTaTbW, NMPUOCTaHaBNMBAETCA CO AHS HarnpaBsreHus
3asBUTENI0 3anpoca yNoHOMOYEHHOMO hefeparnbHOro opraHa UCMOMHUTENbHOW BNAcTU A0 OHS NOSlydeHus
UM OTBETa Ha [daHHbIA 3anpoC WM HEe YYUTbIBAETCA MNPU WCHUCIIEHMM CpOKa IKCMepTu3bl KayecTBa
hapmaLeBTM4EeCKon cybCcTaHLumn, HeMCnonbL3yeMon Npy NPoM3BOACTBE NleKapCTBEHHbIX NpenapaTos.

(vacTb 4.2 BBegeHa PegepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMEM [nsi OTKa3a B HanpaBfeHWM B SKCNEPTHOE ydpexaeHue 3adaHus Ha npoBedeHue
3KCMNepTU3bl KayeCcTBa yKasaHHOW B YacTu 1 HacToslen ctaTbu hapMaLeBTMYECKOW CyOCTaHUuKn aBnsieTcs
HenpeacTaBneHne [OOKYMEHTOB, YKa3aHHbIX B YacTu 2 HacTosIleW cTaTbW, OTCYyTCTBME WHpOopMaLmu,
noateepxaawowen dakt ynnatbl rocygapCTBEHHOW MOLUMMHBLI 3@  BKNOYEeHUe apmaueBTn4eckon
cybcTaHuMM, NpoOM3BEOEHHOW ONS peanusauuu, B TOCyOapCTBEHHbLIA PEECTP IeKapCTBEHHbIX CPEACTB,
HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBIEHHLIN CPOK OTBETA HA YKa3aHHbIN B 4Yactu 4.1 HacTosLen
cTaTby 3anpoc YMOSIHOMOYEHHOrO (hefeparnbHOro opraHa MCNOMHMTENbHOW BMAcTU WUNW MpeacTaBrieHue
OOKYMEHTOB, HEe cofepKallux UcHepnbIBaKoLLEro nepeyHs Heo6XoaAMMbIX CBEAEHUN.

(vactb 5 B pen. PepepanbHoro 3akoHa o1 22.12.2014 N 429-03)

6. B TeuyeHne nATHaguatM paboumx OHENW CO [AHS MOMNYyYeHUs peLlleHus YNOTHOMOYEHHOro
denepanbHOro opraHa WUCMONTHUTENbHOW BIACTM O HaMpaBfiEHUW B 3KCMEPTHOE ydpexaeHue 3afaHus Ha
npoBedeHNe 3KCnepTu3bl KavecTBa YyKaszaHHOMW B 4Yactu 1 HacToswen crtatby dapmaueBTU4eCcKon
cybCcTaHuMn 3asaBUTENDb NPEACTaBNSAET B IKCNEPTHOE YyupexaeHue And npoBefeHUs OaHHOW 3KCnepTusbl
obpasupbl hapmaueBTU4ECKOM CyBCTaHUUM B KONMMYecTBe, HEOOXOOMMOM [Ansi BOCNPOU3BEAEHUS METOO0B
KOHTPOMNs KayecTBa. DKCNepPTHOE y4ypexaeHne npu nonyyvyeHun obpasuoB ykasaHHOM B YacTtu 1 HacTosiLen
cTaTtby hapMaLeBTUYECKON CybCTaHUUN BblAAET 3asIBUTENMIO AOKYMEHT, NOATBEPKAAIOLWMIA NOMyYeHMe ITUX
06pasLoB, U B CPOK, HE MPEBbLILLAIOLLMIA Tpex pabounx AHEN, yBeAOMMSIET B SNIEKTPOHHOW UM MUCbMEHHOM
dopme 00 ISTOM YNOMHOMOYEHHBIN doedeparnbHbIi OpraH WCMOMHUTENBHOW BriacT. OTU CPOKU He
BKITHOYAIOTCSA B CPOK MPOBEAEHNS AaHHOW 3KCMEpPTU3bI.

(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. OOoKymeHTbl, MOCTyMNMBLUME B 3KCMEPTHOE y4ypexaeHue AN MpoBedeHMsT 9KCMepTu3bl KadecTBa
yKasaHHOM B 4Yactu 1 HacTtodwen cratbym dapmaueBTUdeckon cybcTaHumu, noanexar BO3BpaTy B
YNONMHOMOYEHHBbIN hefeparnbHbIi OpraH WUCMOMHUTENBbHOM BracT OOHOBPEMEHHO C 3aKIYeHUAMU Mo
pesynbTataM NPOBEAEHHON AKCNEePTU3bI.

8. B cpok, He npesblwarowun nATM pabounx AHEN CO OHSA MNOMyYEeHWUs 3aKYeHWs KOMWUCCUM
3KCMepTOB MO pe3ynbTaTaMm 3KCNepTU3bl KavecTBa YKa3aHHOM B Yactu 1 HacTosillerd cTaTby
hapmaLeBTU4ecKkon cybcTaHuum, ynorTHOMOYEHHbI dheaeparnbHbIA OpraH UCMONHUTENBHOW BNACTU:

1) ocyLlecTBNsSIeT OLEHKY TaKOro 3akryeHWs Ons onpefeneHus ero COOTBETCTBUS 3aJaHuo Ha
NpoBeAEeHNE LAHHOW 3KCNePTU3bI;

2) NPUHMMAET peLleHne O BKITKOYEHUM YKA3aHHOW B YacTu 1 HaAcTosLEN cTaTby hbapmaueBTUYECKON
cybCcTaHUMM B TrOCYOApPCTBEHHbIN PEEecTp feKapCTBEHHbIX CPEACTB WNWM pelleHne o0 oTKase B TakoMm
BKITHOYEHUY;

3) BHOCUT MpU MNPUHATMM pPELUEHUsT O BKIIHOMEHMM YKa3aHHOM B 4YacTu 1 HacTodAwen craTbu
dapmaLeBTM4eCKkon cybcTaHuumM B rocygapCTBEHHbIV PEECTP NIeKapCTBEHHbIX CPeaCTB NMPeayCMOTPEHHYHO
nyHKTOM 2 yactu 1 ctatbu 33 HacTtosiwero PepepanbHOro 3akoHa MHAOpMaUUIo U yBeaoMnsetT ob 3ToMm B
3MNEKTPOHHOW MM NUCbMEHHON popme 3asBuTens.

(B pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-$3)

9. OcHoBaHMeM pfnsi OTKasa BO BKMAYEHWM YKaszaHHOMW B Yactu 1 HacTodwen crtaTbu
hapmaLeBTU4eCcKor cybcTaHUUM B rocyqapCTBEHHbIV PEECTP JIEKAapCTBEHHbLIX CPEACTB SABMNSETCS pelueHue
COOTBETCTBYIOLLIENO YNONTHOMOYEHHOrO hefiepanbHOro opraHa UCNONHUTENbHOM BNAcT O TOM, YTO Ka4yeCcTBO
dhapmaLeBTUYeCcKor cybcTaHumm He NOATBEPXKAEHO NOMYYEHHBIMW AAHHBIMU.

(yactb 9 BBegeHa PeneparnbHbiM 3akoHOM OT 22.10.2014 N 313-93)

10. He ponyckaeTcsl BKMOYEHME B TOCYAapCTBEHHbIA PEECTP JEKAapCTBEHHbIX CPEACTB OAHOW
dhapmaLeBTU4eCKo CcyOCTaHUMM, MPOU3BEAEHHOW AONA peanu3auuy U BbiMyCKaeMoW OAHUM U TEM Xe
npoussoguTenem, B BUae OBYyX 1 bonee peecTpoBbix 3anvcen.

(vyactb 10 BBegeHa PepeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

11. BHeceHue M3MeHeHMN B OOKYMeHTbl Ha hapmaueBTMYEeCcKylo CyOCcTaHuMo, Npou3BegeHHyo ansd
peanusaumm 1 BKITOYEHHYIO B FOCYAApPCTBEHHbIA PEeecTp JNEeKapCTBEHHbIX CPEeACTB, OCYLLEeCTBNSAETCA B
nopsigke, ycraHoBneHHoMm crateammu 30 wm 31 Hactodwero ®PegepanbHOro 3akoHa, C  ynnatow
rocygapCTBEHHON NOLUMMHBI, NPeayCMOTPEHHOW 3akoHoaaTenscTBoOM Poccunckon denepaumm o Hanorax u
cbopax.

(vactb 11 BBegeHa PefepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)
12. JonyckaeTcs obpalleHne dapMaueBTUYECKNX CyOCTaHUMIA, MPON3BEAEHHbIX AN peanu3auuu, B
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TeyeHne cTa BOCbMUOECATU AHEeW OO0 W nocre MPUHATUSA YNONMHOMOYEHHbIM dedeparnbHbIM OpraHoMm
WUCNONHUTENbHOMW BNacTU peLlieHns O BHECEeHUW WU3MEHEeHUA B [JOKYMEeHTbl Ha dapmaueBTUYECKYHo
cybcTaHumo, MPOU3BEAEHHYIO ANS peannsauumn 1 BKITHYEHHYI0 B rOCYAapCTBEHHbIN PEECTP NIEKapCTBEHHbIX
CpPeAcTs.

(vacTb 12 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

13. Pewenne 006 wuCKNIOYEHMM U3 TOCYOAPCTBEHHOrO peecTpa JeKapCTBEHHbIX CPeacTB
thapmMaLeBTMYECKON CyOCTaHUUK, MNPOM3BEAEHHON [Anis peanusaumu, NPUHUMAETCS  YNONTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMHUTENBHOW BNAcTu B cCny4vae:

1) npeactaBneHus COOTBETCTBYHOLLUMM YMNOMHOMOYEHHBIM hedeparnbHbIM OpraHoOM UCMOMHUTENBHON
BMacTV 3akioyeHnss O pucke WM o6 yrpose XW3HW UNM 300pOBbIO YernoBeka MO0 KMBOTHOrO npu
NCNONb30BaHUU fieKapCTBEHHOMO CPeACcTBa;

2) nopayn pas3paboTyMKOM JIEKAapCTBEHHOrO CpeacTBa WNM  MPOU3BOAMTENEM FIEKapCTBEHHOMO
cpeactBa NMBO YNONMHOMOYEHHBIM UMW OPYrMM  HOPUOUYECKMM NULOM 3asBrieHuMs o6 uCKmYeHun wu3
rocydapCTBEHHOIO peecTpa NekapCTBEHHbIX CpeacTB hapmaLeBTMIECKON CyOCcTaHUMW, NPON3BEeAEHHON ANns
peanusauumu;

3) oTtcyTcTBUMSA (hapmaueBTUYEeCKon cybcTaHumMM, NpPou3BeOeHHOW AN peanu3auuun, B obpalleHun B
Poccunckon ®egepaumm B Te4eHne Tpex u bonee nert.

(vacTb 13 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

Cratba 35. YTpatuna cuny c¢ 1 nonsa 2015 roga. - ®egepansHblii 3akoH oT 22.12.2014 N 429-93.

Cratbsl 36. OGxanoBaHue pelleHns 06 0Tka3e B Bblgave paspeLleHus Ha NPOBeAEHUE KITMHUYECKOTO
nccnegoBaHMs NeKapcTBEHHOrO npenapata, pelleHuss o6 oTkase B rocydapCTBEHHOW perncrpaumm
niekapCTBEHHOrO npenapaTa, 3aKro4YeHNs1 KOMUCCUM SKCMEPTORB 3KCMEPTHOMO YUPEXAEHUST UMK 3aKIYeHUs
coBeTa Mo 3TuKe

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

PelueHne cooTBETCTBYHOLLEINO YNOMHOMOYEHHOIO hefeparnbHOro opraHa UCMOMHUTENbHOW Bnactu ob
OTKase B Bblaye paspelleHusi Ha NpoBedeHue KNMHMYECKOro UCCredoBaHus NekapCTBEHHOrO npenapara,
pelleHne ykasaHHOro dpedeparnbHOro opraHa MWCMONMHUTENbHOW Brnactu 00 OTKase B rocydapCTBEHHOW
pervcTpaunu rnekapcTBeHHOro npenapara, 3aknio4eHne KOMIUCCUM SKCNEPTOB SKCNEPTHOrO yYpeKaeHnsa unm
3aKryeHne coBeTa Mo 3TMKe MOXET ObiTb 06kanoBaHO B MOpsiAke, YCTaHOBIEHHOM 3aKOHOAATENbCTBOM
Poccunckon ®epepauuun. 3aknoyeHne akcnepTa, OQOPMMEHHOE MO WUTOraM 9KCNepTu3bl B LEensx
onpegeneHnst B3aMMO3aMEHSIEMOCTU 3aperMcTpMpOBaHHOIO JIEKAPCTBEHHOIO npenapata, MOXeT ObiTb
obxxanoBaHo Aepxatenem nnv BnagenbLuemM perncTpaunmoHHOro YooCTOBEPEHUS NEKAPCTBEHHOMO Npenapara
B KOMWUCCUIO 3KCMEPTOB 3KCMEPTHOIO y4ypexaeHus. 3akfiovyeHWe KOMWUCCUM IKCMEPTOB IKCMEPTHOrO
yypexaeHusi, ooopmIieHHOE MO MToram nepecmoTpa 06XarnoBaHHOMO 3aKIKYEHUst 3KCnepTa, MOXET ObITb
OCMOPEHO AepxaTenemMm unu BnagenbueM PerncTpaLyoHHOro YAOCTOBEPEHUSA feKapCTBEHHOrO npenapara
nmbo  yMONIHOMOYEHHBIM WMMW NWLUOM B MOpsidke, YCTAHOBIIEHHOM 3aKoHoAAaTenbCTBOM Poccuickon
®egepauun. lpu obxanoBaHWM peLUEHUS YMNOMHOMOYEHHOro heaepanbHOro opraHa WCMONHUTENBHON
BNacTu, 3aKn4eHna akcnepTa Uinn KOMUCCUU SKCNEepTOB 3KCMNEPTHOro y4vypexaeHud, 3akinio4eHna coeta no
3TMKe JAepxaTenb Wnu Briagenel, perncrpauvoHHOro yOOCTOBEPEHMs1 NeKapCTBEHHOro npenaparta nubo
YNOITHOMOYEeHHOE MU NULO BnpaBe nNpenctaBUTb pes3yrnbTaTbl 3KCNEepPTU3bl NIEKapCTBEHHOro npenaparta,
MPOTOKOSbI MOMNYYEHHbIX aKKpeaUTOBaHHbIMW UCMbITaTENbHLIMU NabopaTopusiMmn (LeHTpamMun) pesynbTaToB
nccneaoBaHUin, UCMbITaHWUIA.

Cratbsa 37. WHdopmaumsa, cBA3aHHas C OCYLLEeCTBMEHMEM rOCyAapCTBEHHOW perucTpaLmu
NEeKapCTBEHHbIX MpenapaTtoB, WHQoOpMaUMs O 3aperMcTpUpoBaHHbIX JEKApPCTBEHHbIX npenapatax wu
NeKapCTBEHHbIX NpenapaTax, UCKIMTFYEHHbIX U3 FOCy4apCTBEHHOIO peecTpa NIeKapCTBEHHbIX CPEACTB

1. COOTBETCTBYHOLNIA YNONTHOMOYEHHBIA doeaepanbHbIi OpraH UCMONHUTENbHOW BriacTu pasmellaeT
Ha cBoeM oduumanbHoM cante B cetn "UHTepHeT" WHopmaLumio, CBA3aHHYKD C OCYLLECTBMEHMEM
rocyadapCTBEHHOW perMcTpauun fnekapcTBEHHbIX MpenapatoB, B TOM 4YUCre NpoBedeHWEM 9KCNepTu3bl
nekapcTBEHHbIX CPeAcTB (BKM4Yas pesynbTaTbl ee MNpoBeAeHus), MHgopmaumio O 3aperncTpupoBaHHbIX
NeKapCTBEHHbIX npenapartax U NeKapCTBEeHHbIX npenapartax, UCKIMOYEeHHbIX U3 rocygapCTBeHHOro peectpa
neKapCTBEHHbIX CPEeACTB, HE NOo3aHee YeM Yepes NATb pabounx AHer co AHS NONyYeHUsa COOTBETCTBYIOLLMM
YNOMHOMOYEHHbIM  (hefepanbHbIM  OpraHOM UCMOMHUTENBHON BracTuM 3asiBNieHNss O rocydapCTBEHHOM
perncTpaumm nekapCTBeHHOro npenapaTa.
(B peq. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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2. CpokM W nopsgok pasMelleHust ykasaHHoOW B 4Yactu 1 HacToswen cratbuM WHGOPMaLmMu
yCTaHaBNMBAKTCA YMNOMHOMOYEHHbLIM hbeadeparnbHbiM OpraHoM WCMNONHUTENbHOW BnacTtu. WHdopmaums,
yKasaHHas B 4acTy 1 HacTosilLen cTaTbM, ABMNSIETCA OTKPLITOM U 0OWedoCTynHOW U npenocTaensieTcs
3aMHTEPECOBaHHbIM NULAM B COOTBETCTBMM C 3aKoHoAaTenbCcTBoM Poccuiickon depepaumn.

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

Maea 7. KnMHn4yeckue nccnegoBaHuUA NeKkapcTBEHHbIX NpenapaToB ANA MeAULMHCKOro
npuMeHeHusi, AOroBop 06 X NpoBeAeHUU, NpaBa NauMeHToB, y4acTBYHOLMX B 3TUX UCCIe[OBaHNAX

Ctatba 38. KnuHudeckume wunccnegoBaHus NNeKapCTBEHHbIX npenapatoB AnAd MeOULMHCKOro
NnpuMEeHeHnsA

1. KnuHnyeckne nccneqoBaHnst EKAPCTBEHHbIX MpenapaTtoB Ans MEAULMHCKOTO NPUMEHEHUS], B TOM
yncne mexagyHapodHble MHOTOLEHTPOBbIE, MHOTOLEHTPOBBIE, MOCTPErMCTPaLUNOHHbIE, MPOBOAATCS B OQHON
WM HECKONbKUX MEOULIMHCKMX OpraHm3auusix B COOTBETCTBUM C MpaBWUiiaMy Haanexawlen KIMHUYeCKOn
MPaKkTUKN, YTBEPXKAEHHbIMU  YMONMHOMOYEHHbIM  dbefeparnbHbIM - OpraHoOM  UCTOMHUTENBHOW  BriacTw,
COOTBETCTBEHHO B CriegytoLmnx Lensx:

(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

1) ycTtaHoBneHne 6e30MacHOCTU NeKapCTBEHHbIX NpenapaToB A 300poBbix Ao6poBonbUeB U (Mnu)
NepeHoCMOCTM UX 300pOBbIMU JOBPOBOMbLAMY, 3a WUCKIOYEHNEM Takux UCCNEeAOoBaHUN NekapCTBEHHbIX
npenapaToB, Npon3BedeHHbIX 3a npegenamu Poccuiickon ®epepaumm;

2) nopgbop onTMMarnbHbIX 4O3MPOBOK NeKapCTBEHHOro npenapaTa M Kypca feyeHust ons nauneHToB C
onpegeneHHbiM 3aboneBaHMeM, ONTUManbHbIX [03 W CXeM BaKuMHaALMWM  MMMYHOOMOMOrMyYecKkMmMm
NeKkapcTBEHHbIMU NpenapaTaMm 300poBbIX 40OPOBONbLEB;

3) yctaHoBneHne 6e30MacHOCTU NIeKapCTBEHHOTO npenapaTta u ero 3deKTUBHOCTY AN NALUMEHTOB C
onpegeneHHbIM 3aboneBaHveM, NpoduUNakTU4ecKomn achdeKkTUBHOCTH NMMYHOBMOMOrMYECKNX
nekapCcTBEHHbIX NpenapaToB A9 340POBbIX JOOPOBOSbLEB;

4) n3yyeHme BO3MOXHOCTU PACLUMPEHUSA MOKa3aHWW ANs MeOWUMHCKOTO NMPUMEHEHUS U BbISBIEHMWS
paHee Hen3BeCTHbIX NOBOYHbLIX OENCTBUIN 3aperncTpupoBaHHbIX NNEKapCTBEHHbIX NpenapaTos.

2. B oTHoweHWM BOCMpOM3BEAEHHbIX NEeKapCTBEHHbIX MpenapaTtoB ANS MeAMLUHCKOrO MPUMEHeHUs
NPOBOAATCH MccreoBaHUs BMO3KBMBANEHTHOCTM U (MnK) TepaneBTUYECKON 3KBUBANEHTHOCTN B Nopsake,
yCTaHOBIIEHHOM YNOMHOMOYEHHbIM dhefeparnbHbIM OPraHoM UCTONHUTENBHOW BRacTu.

3. OpraHusaumio nNpoOBEeAeHUs KNMHUYECKUX WCCNedoBaHWA fekapCTBEHHOro mnpenapata Ans
MeOMLIMHCKOro NPpUMEHEHUs BNpase OCyLLEeCTBATb:

1) pa3paboTymK NekapCTBEHHOIO Npenapara UM ynosiHoMO4YeHHOE UM NNLIO;

2) obpasoBaTtenbHble OpraHu3auuMu BbiCLIEro 00pasoBaHWsl, OpraHu3aumMmM  AONONHUTENBHOIO
npodeccuoHanbLHoOro 06pasoBaHus;

(n. 2 B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4HO-MCCNeaoBaTeNnbCKME OpraHn3auum.

4. KnvHuyeckne wccnegoBaHUs JEKapCTBEHHOro npernapata And  MeauUMHCKOro MNpUYMEHEeHWs
NMPOBOAATCS Ha OCHOBaHUWM paspelleHus Ha MNpoBeAeHWe KIMHWUYECKOrO WCCEedOBaHUS neKapCTBEHHOMo
npenapaTta, BbIJAHHOMO  YMNOMIHOMOYEHHbIM  dedepanbHbIM — OpPraHoOM — UCMONHUTENbHOW  BNacTy.
YNOnHOMOYEHHbIN heaepanbHbIi OpraH UCMONHUTENBLHOW BNAcTU BeAEeT peecTp BblAaHHbIX paspeLleHnin Ha
NpoBeAeHNe KIMHUYECKUX UCCNEedoBaHU NekapCcTBEHHOro npenapaTta, coaepXaluin ykasaHue Ha ux uenb
UNn Uenu, B yCTAHOBNEHHOM 3TMM OPraHoM nopsigke.

(B peq. PepepanbHbIX 3akOHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-93)

5. YTpatun cuny ¢ 1 uionsa 2015 roga. - PefepansHbint 3akoH oT 22.12.2014 N 429-03.

6. K opraHmsauum npoBeOeHWUsl KIMHUYECKUX WCCMNEedOBaHUM FeKapCTBEHHOrO npenapata Ang
MEOMLIMHCKOIO  MPUMMEHEHMs1  pa3paboTyMKOM  fIeKapCTBEHHOrO  Mpenapata MOryT  MpUBIEKaTbCs
lopyandeckme nvua nbor opraHn3aLMoHHO-NPaBOBON (hopMbI NPW yCroBuM obecneyeHnst COOTBETCTBUS
3TUX uccnegoBaHui TpeboBaHuAM HacTodwero PefepanbHOro 3akoHa.

7. KnuHudeckme wnccnegoBaHUs feKapCTBEHHbIX MpenapaToB Ans MeOUUMHCKOTO MPUMEHEHMUS
NPOBOAATCHA B MEOMUMHCKMX OpraHM3auusix, akkpeauTOBaHHbIX YNONHOMOYEHHbIM hegepanbHbiM OpraHoM
NCMONMHUTENBHOW BnacTu B Nopsiake, ycTaHoBNeHHOM [NpaBuTensctBom Poccuiickon degepaumu.

8. MNepeyeHb MeOUUMHCKUX OpraHu3auui, UMeLwmux nNpaBo NPOBOAUTL KIMHUYECKMEe UCCrnefoBaHus
NekapcTBEHHbIX MpenapaTtoB ANA MeOUMUMHCKOrO MNPUMEHEHWUs, U peecTp BblAaHHbIX pas3pelleHun Ha
npoBefeHne KIMHNYECKUX UCCNEAOBaHNIN NEKapCTBEHHbIX NpenapaTtoB ony6nMKOBLIBAIOTCA U pa3MeLlalTcs
YMNONMHOMOYEHHbIM heeparnbHbiM OpraHoOM MCMOSIHUTENBLHON BMAacTW B YCTaHOBIIEHHOM MM MNOpsgke Ha
CBOEM opunumanbHOM canTe B cetn "VIHTepHeT".
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Cratbsa 39. PelleHne o NpoBeAeHWM KIMHWMYECKOTro UCCnefoBaHWs NekapCTBEHHOro npenaparta Ans
MeAMUMHCKOro NPUMEHEHUs!
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHuuyeckoe wccnegoBaHuMe neKkapCTBEHHOrO npenapata Ang MeAUMUUHCKOro MnpuMeHeHus
NPOBOAUTCHA Ha OCHOBAHUWM paspelleHusl Ha MNpOoBedeHWe KNMHWYECKOro WUCCNedoBaHus nekapCTBEHHOro
npenapaTa, BblAAaHHOMO YMOMHOMOYEHHbIM d)eaeparnbHbIM  OPraHOM  UCMOMHUTENbHOW  BNactm Mo
pe3ynbTataM 3KCMepTusbl [OOKYMEHTOB, HeobOXoauMbIX ANA MNONydeHus paspelleHuMs Ha npoBedeHue
KNMWHUYECKOrO UCCrefoBaHNs fieKapCTBEHHOrO npenapaTa U 3TUYeCcKom SKCnepTu3bl.

2. Ona nony4yeHuWst paspelleHusi Ha NpPOBEAEHWE KITMHWYECKOrO WCCNELOBaHWUSl NeKapCTBEHHOIO
npenapata 4ng MeguuUMHCKOTO NMPUMEHEHUS 3asiBUTENb NpeacTaBnseT B YNONMHOMOYEHHbIN doedeparnbHbI
OpraH UCMOSNTHUTENBHOW BriacTu:

1) 3asBneHne O Bblgaye pas3peLleHns Ha NPOoBeAEHUE KITMHUYECKOTO MCCreaoBaHus NIEKAapCTBEHHOIO
npenapaTta Ans MeaNLMHCKOrO NMPUMEHEHMS;

2) konuM [OKYMEHTOB, MOATBEpXAalWuX Yynnaty roCydapCTBEHHOM MOLWWHbI 3a MNpOBeAeHune
3TUYECKON 3KCMEPTM3bl, IKCMEPTM3bl [OOKYMEHTOB Ha JIEKApCTBEHHbIM npenapaTt Aangd nonyyeHust
paspeLleHns Ha NpoBedeHNe KNMHMYECKOro UCCNefoBaHNs NekapCcTBEHHOro npenaparta And MeauumnHCKoro
NpMMEHEHWs, 3a Bblayy paspelleHus Ha MpPOBEeAEHME KIIMHUYECKOro MCCneaoBaHust NeKapCTBEHHOMO
npenapata Ans MeauuUMHCKOro NpMMEHEeHUs, 3a NpoBedeHue 3KCNepTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIN
npenapaT Ang nonyvyeHns paspelleHns Ha npoBedeHne MexayHapoAHOro MHOIOLEHTPOBOrO KIMHUYECKOro
nccregoBaHUs NekapcTBEHHOro npenapata Afs MeAUUMHCKOro MpUMEHeEHUs, 3a Bblady paspelueHus Ha
NpoBeAEeHNE MEXOYHAPOOHOIO MHOIOLLEHTPOBOIO KITMHUYECKOTO MCCNEAOBaHUS NekapCTBEHHOMO npenaparta
ONS MeOMLMHCKOro NMPUMEHEHUs, 32 MPOBEAEHMEe 3TUYECKOW IKCMEepPTU3bl, IKCMEepTM3bl JOKYMEHTOB Ha
NEeKapCTBEHHbIN MpenapaT AN MONyYeHUs paspelleHus Ha MNpoBeAeHUe MOCTPErMCTPaLMOHHOIO
KMMHUYECKOrO MCCNEedoBaHUSA JIEKapCTBEHHOrO npenapaTta And MeOuUMHCKOro MpPUYMEHEHWs, 3a Bblgady
paspelleHnss Ha npoBedeHMe MNOCTPErMCTPaLUMOHHOIO KIMHUYECKOTO WCCreaoBaHus NeKapCTBEHHOMO
npenapata Ans MeauuUMHCKOro NPUMEHEHWs, UM MO COOCTBEHHOW MHMLUMATMBE yKa3aHHble OOKYMEHTbI. B
cnyvae HenpeacraBrneHUs 3asBUTENEM YKasaHHbIX [JOKYMEHTOB YMNOMHOMOYEHHbIM defeparnbHbli opraH
WCMONMHUTENBbHOW Bnactu nposepsieT pakT ynnaTtbl rOCYAapCTBEHHOM MOWMHLI C  WUCMONb30BaHWEM
uHdopmaumm 06  ynnate rocydapCTBEHHOM  MOLWNWHBI,  cogepxalwencs B [ocyaapcTBeHHOMW
WH(POPMALIMOHHON CUCTEME O T[OCYAApPCTBEHHbIX W MyHUUMNANbHbIX MraTexax, Ha OCHOBaHUM
npeAcTaBrieHHbIX 3asiBUTENEM KOMUii OKYMEHTOB;

3) nNpPOTOKOM KIMHWYECKOTO MWCCNEedOBaHUSA FeKapCTBEHHOro npenapata  Ang  MeauuUHCKOro
NPUMEHEHWS;

4) 6poLuopy uccnegoBaTens;

5) MHpOpPMaLMOHHBIV NIMCTOK NALMEHTa;

6) cBegeHust 06 onbiTe paboThbl MCcnegoBaTenen No COOTBETCTBYIOLLMM CMELManbHOCTAM U UX OnbiTe
paboTbl MO NPOBEAEHMNIO KITMHUYECKUX NCCeaoBaHWNn;

7) cBegeHVs O MEAMLUUMHCKMX OpraHvM3aumsix, B KOTOPbIX NpeanonaraeTcd npoBefeHne KITMHUYECKOro
nuccrnegoBaHvs NekapcTBEHHOro npenapata Ans MeAuMUMHCKOro MpUMeHeHus (MOfHOe M COKpalleHHoe
HaMMEHOBaHWs, OpraHM3auuoHHo-NpasoBas opMa, MeCTO HaxOXOeHWs U MEeCTO OCYLLEeCTBIeHus
OeAaTenbHOCTH, TenedoH, Tenedakc, agpec 3NEKTPOHHON NOYThI KaXK40W MEAMLIMHCKON opraHm3auun);

8) ceegeHus o npeanonaraemMblX Cpokax NPOBEAEHUS KMMHUYECKOro UCCeaoBaHUsA NekapcTBEHHOro
npenapaTta aAng MeauLMHCKOro NpUMeHeHus;

9) konuio pgoroBopa 00653aTENbHOrO CTPAxXOBaHMWS, 3aKMOYEHHOrO B COOTBETCTBMM C TWUMOBLIMU
npasBunammM 00A3aTENbHOrO CTPaxoBaHUSl, C YyKa3aHMEM MPedernbHOM  YMCINEHHOCTU  MaLMEHTOB,
Y4YaCTBYHOLLMX B KNMHUYECKOM UCCEeN0BaHNM NTIEKapPCTBEHHOTO NpenapaTa Anst MeauUMHCKOrO NPUMEHEHNS;

10) HpopMaLuio O COCTaBe NeKapCTBEHHOIO npenapaTa Ans MeaAULIMHCKOro NPUMEHEHMS;

11) OOKYMEHT, COCTaBMEHHbIA MPOU3BOAMTENEM JIEKApCTBEHHOrO Mpenapata Ansg MeauuUMHCKOro
NMPUMEHEHMST U codepXallui nokasaTenu (XapakTepuCTuKM), a Takke CBEAeHWss O JieKapCTBEHHOM
npenapaTe ANs MeaNLMHCKOro NpMMEHeHWs!, MPON3BEAEHHOM Afsi NPOBEAEHNS KIMHUYECKNX CCneqoBaHn;

12) konuo NUUEH3NM Ha MPOWM3BOACTBO NEKAPCTBEHHbIX CPEACTB B Criydae, ecrnv Mpou3BOACTBO
NeKapCTBEHHOro npenapaTta ocyuwectendetrca B Poccuiickon ®degepaumm, unu KOMUIO 3aKMOYEHUST O
COOTBETCTBMM  NPOU3BOOAUTENSA  NEKapCTBEHHOro npenapata TpeboBaHUSM NpaBun  Hagnexaiwew
NPOV3BOACTBEHHON  MPaKkTWKW, BbIAAHHOMO  KOMMETEHTHbIM  YMNOMHOMOYEHHbIM  OpraHoOM  CTpaHbl
npou3BoanTenNs nekapCcTBEHHOro npenapara.

3. B cpok, He npeBblwatowuin NATM paboyunx OHEN CO OHA MPUHATUS YKa3aHHOro B NyHkTe 1 yactum 2
HacTosILLEeN cTaTbWM 3asiBNEHUS W HEeOOXOAMMBIX [OOKYMEHTOB, YMOMHOMOYEHHBIN dedepanbHbli opraH
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WCNONHUTENBLHOW BnacTu:

1) npoBOAWT MPOBEPKY MONHOTbI M JOCTOBEPHOCTW CBEAEHWUN, COAEpXaluxcs B MpeacTaBlieHHbIX
3aaBuUTEneM AOKYMeHTaXx;

2) NpYHUMaET peLleHne O MPOBEAEHUU IKCMEepPTM3bl JOKYMEHTOB ANSA MOMyYeHUs paspelleHus Ha
npoBeAeHNE KIMMHUYECKOro UCCNedoBaHUsA feKapCTBEHHOro npenapara Ans MeavuUUMHCKOro NpuMeHeHus 1
3TMYECKOWN 3KCMEepTU3bl UM 06 O0TKase B NPOBEAEHUN YKa3aHHbIX IKCNepTus;

3) yBegomnsieT B AneKTpOHHON hopMe nnn Ha ByMaxxHOM HocuTene 3asiBUTENst O NMPUHATOM peLleHumn
nnbo B cny4vae NpUHATUSA pelleHns 06 oTkase Takke C ykazaHMeM MPUYUH Takoro oTkasa;

4) nogrotaBnuMBaeT W HanpaenseT B 3KCNEpPTHOE YYpexaeHne W CoBeT MO 3TUKe 3ajaHue Ha
NpoBeAeHNE COOTBETCTBYIOLLNX IKCNEPTUS.

4. B cny4ae BbISIBMEHUSI HEMOMHOTbI M (UNM) HEOOCTOBEPHOCTU MHGOPMaUuUK, cofepxallencs B
NnpeacTaBrneHHbIX 3asBuUTeNneM [AOKYMEHTaX, YMONMHOMOYEHHbI deaepanbHbli opraH WUCNOMHUTENbHON
BMAcTU HampaensieT 3asBUTENO 3anpoc 06 yTOYHEHWWM yKa3aHHOW MHopmaumn. [aHHbIA 3anpoc MOXEeT
ObITb NepegaH yNnorHOMOYEHHOMY NMPEACTaBUTENO 3asiBUTENSI NIMYHO MOA PachuvCKy, HanpasfeH Mo no4re
3aKasHbIM NMUCLMOM UMW nepedaH B 3MNEKTPOHHOW popme No TeNeKOMMYHUKAUWOHHBIM KaHanam cBasu. B
crny4ae HarnpaeneHuss JaHHOro 3arnpoca Mo MnoyTe 3akasHbIM MUCbMOM OH CYMTAETCH MOMYyYeHHbIM Mo
NCTEYEeHUN LWEeCTN OHEeW ¢ daTbl HanpaBneHus 3akas3Horo nucbma. 3asBuTens 06s3aH NpeacTaBnTb OTBET Ha
3anpoc ynonHOMOYeHHOro dedepanbHOro opraHa MCNOMHUTENbHOW BNAacTM B CPOK, HE NpeBbIwatoLwuin
AeBsdHOCTa pabounmx AHen co AHs ero nonydeHus. Cpok, ykasaHHbIi B 4actu 3 HacTosiwen craTbw,
npuocTaHaBNMBaeTCa CO OHS HanpaBneHUs 3asiBUTEMNI0 3anpoca YNOrHOMOYEHHOro hefepanbHOro opraHa
WCMNONMHUTENBbHOW BNactu A0 AHA MNOMy4YeHUs MM COOTBETCTBYIOLLErOo OTBETa W He y4uTbiBaeTcs npu
NCYUCTIEHNW CPOKa NPUHATMS YNOMHOMOYEHHbLIM pefeparnbHbIM OpraHoM UCNOMHUTENBLHON BNAacTu peLleHus
O npoBedeHUM 3KCNepTU3bl AOKYMEHTOB AN MOMNyYeHUs paspelleHusl Ha MpoBedeHUE KIMHUYECKOro
nuccnefoBaHNs NekapcTBEHHOro npenapaTa Angd MeauumHCKoro npuMeHeHus.

5. OcHoBaHveM 451 OTKa3a B NPOBEAEHNM 3KCNEPTU3bl JOKYMEHTOB A1 MONyYEHUS paspeLlleHnst Ha
nposefeHne KNMHUYECKOro MccneoBaHUsa nekapcTBEHHOro npenaparta ans MeauMuMHCKOro NpUMEHeHnsa u
3TUYECKOW SKCMepTusbl ABMAETCHA NpeAcTaBneHne OOKYMEHTOB, NMpPedyCMOTPEHHbLIX YacTblo 2 HacTosLen
cTaTbu, B HEMonHoM obbeme, HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBIMEHHbIA CPOK OTBETa Ha yKa3aHHbIN
B 4YacCTu 4 HacTosLen cTaTbM 3anpoc YMNONHOMOYEHHOrO defdeparnbHOro opraHa UCMONMHUTENbHOW BNacTu
nnbo OTCyTCTBME B NPEACTaBEHHbIX AOKYMEHTaxX McYepnbiBaloLWwero nepeyHs Heobxogumown nHdopmaumm
unn unHdopMauun, KoTopas AorkHa OblTb OTpaxeHa B HUX, a Tawkke OTCyTCTBME WHopmauuw,
noaTeepxaaLwen akT ynnaTel rocygapCTBEHHOW MOLWMMHLI 32 NpoBedeHUe 3STUYECKOW 3SKCnepTu3bl,
3KCMepTM3bl AOKYMEHTOB Ha IeKapCTBEHHbIM npenapaTt Ans MNofyyYeHus paspelleHus Ha nposedeHue
KMMHUYECKOrO UCCNEedoBaHUSA NeKapCTBEHHOro npenaparta ans MeguuMHCKOro NpUMeEHeHWsl, 3a Bblgady
paspeLleHnss Ha NpoBedeHUEe KIMHUYECKOro UCCrefoBaHMs NekapcTBEHHOMo npenaparta Ang MeanumHCKoro
NPUMEHeHUs, 3a MpoBedeHWEe 3KCMepTU3bl AOKYMEHTOB Ha fekapCTBeHHbIM npenapaTr ans nonyvyeHus
paspelleHnss Ha MpoBedeHMe MeXOyHapoOHOro  MHOrOLEHTPOBOrO  KMMHUYECKOrO  UCCrefoBaHuUS
neKapcTBEHHOro npenaparta Ansg MeauuMHCKOro NpUMEeHeHWs, 3a Bbigady paspelleHus Ha nposedeHue
MEeXOyHapo4HOro MHOFOLEHTPOBOrO  KMMHUMYECKOrO WUCCMNedoBaHWs NeKapCTBEHHOro npernapaTta  Ans
MEOULMHCKOTO MNPUMEHEHWs, 3a nNpoBedeHNe 3ITUYECKOW 3IKCMepTu3bl, SKCMepTu3bl [OKYMEHTOB Ha
nekapcTBeHHbI npenapaT ANsS MONyYeHUs paspelleHus Ha npoBedeHue MOCTPErncTpaumoHHOro
KMMHUYECKOrO MCCNeaoBaHUsA NeKkapCTBEHHOro npenaparta gns MeguuMHCKOro NpuMeHEeHus, 3a Bblgady
paspelleHns Ha npoBedeHne MNOCTPErMcTPauMoOHHOIO KIMHMYECKOTO WCCreaoBaHus neKapCTBEHHOro
npenapaTa Ans MeaUUMHCKOro NPUMEHEHMS.

6. NpoBegeHne aKkcnepTU3bl JOKYMEHTOB AN MNONYyYEHUS paspelleHns Ha NpoBeaeHne KIMHUYECKOro
nccrnegoBaHus nekapcTBEHHOro npenapata Ansg MeauuUMHCKOro NPUMEHEHUS U 3TUYECKON 3JKCMepTu3bl,
COCTaBrieHNe KOMUCCUEN IKCNEPTOB M COBETOM MO 3TUKE 3aKIMYEHU O BO3MOXHOCTU UMM HEBO3MOXHOCTU
NpoBeAeHNss Takoro KNMHUYECKOro WUCCRefoBaHUA U HanpaerneHue 3TUX 3akMioyeHWA B YNOMHOMOYEHHbIN
hefepanbHbIA OpraH WCMOMHUTENBHOM BRacTuM OCYLLECTBMASIOTCA B CPOK, He MpeBblllarowmin Tpuguatm
paboumx gHeW CO OHA NOMyYeHUs SKCMEPTHbIM YYpeXOeHWeM 3adaHusl YNoNHOMOYEHHOro deaeparnbHOro
opraHa UCMOSMHUTENBHOW BlacTU C NPUNOXEHWEM OOKYMEHTOB, YKasaHHbIX B nyHkTax 3, 4, 10 n 11 yactu 2
HacTosWwen cTatbW, W COBETOM MO 3TUKe 3adaHus YMNONHOMOYEHHOro defepanbHOro opraHa
WCNONHUTENBHOMW BNAacTy C NPUIOXEHNWEeM [OOKYMEHTOB, yKasaHHbIX B NOyHKTax 3 - 6, 8 1 9 yactm 2
HacTosILEen cTaTbu.

7. B cpok, He npeBbILaloLWmn NaTn paboumx AHen co AHA NOMyYeHUs 3akoYeHN, YKa3aHHbIX B YacTu
6 HacTosLLen cTaTby, YNONMHOMOYEHHbIN dheaepanbHbIi OpraH UCNOMHUTENBHOW BNAcTu:

1) ocylwecTBNAET OLEHKY MOCTYNUBLUMX 3aKMOYEHUN ANS onpefeneHns nx COOTBETCTBUSA 3adaHusM
Ha npoBedeHne COOTBETCTBYIOLLMX SKCNEPTU3;

2) npuHMUMaeT pelleHne O BblJade paspelleHWs Ha NpoBedeHue KIMHUYECKOro uccrnenoBaHus
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NEeKapCTBEHHOIO npenapata Ans MEeOWLMHCKOrO NpuMeHeHWss unm o6 OTKase B Bbldaye YKas3aHHOro
paspeLleHuns;

3) BbldaeT paspelleHne Ha npoBedeHne KITMHUYECKOro MCCNeaoBaHus NekapCTBEHHOro npernapaTta
ON1S MEeQULMHCKOrO NPUMEHEHUST UINn pelleHne o6 oTkase B Bblgayve yKa3aHHOIo paspelleHusi C yKa3aHuem
NPUYNH OTKa3a.

8. OcHoBaHuem Ona OTKa3a B Bblaye pa3pelleHnda Ha npoBedeHune KIMHUYeCKOro umccnegoBaHUA
NekapCTBeHHOro npenapara Agna MeguuuMHCKOro npuMeHeHua 4ABndeTca Hanndme 3aKrit4veHuAa KOMUCCUn
3KCMNEepPTOB MMM 3aKMIOYEHUS COBETA MO 3TMKE O HEBO3MOXHOCTU MPOBEAEHUS KITMHUYECKOro UCCrnefoBaHus
neKkapCcTBEHHOro npenapaTta And MeauUMHCKOro MpMMEHEHMs1 Mo pe3ynbTaTaMm MNpoBeAEeHHbIX 3KCNepTus,
npeayCcMOTPEHHbIX YacTbo 6 HAcTosLLEN CTaTby.

9. PeweHne 06 oTkase B NMpoOBEAEHUU IKCMEPTU3bl AOKYMEHTOB AONSA MOMyYEHWUs! paspelueHusl Ha
npoBedeHne KIIMHNYECKOro MCCNeaoBaHUs fiekapCTBEHHOIo npenapara Ans MeauuUMHCKOTro NMPpUMEHEHUs U
3TUYECKOW SKCMEepTM3bl M B BblgadYe paspelleHuMst Ha MNpoBedeHue KIIMHUYECKOro McCnegoBaHust
NEeKapCTBEHHOro npenaparta [nfs MeAMUMHCKOTO MNpPUMEHEHMs MOoXeT ObiTb obxanoBaHoO B nopsiake,
YCTaHOBIEHHOM 3akoHoAaTenbCTBOM Poccuiickon degepauuu.

Cratbs 39.1. OTmyeckasa akcnepTmaa
(sBegeHa PegepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

1. OTuyeckas akcnepTu3a NPOBOAUTCA COBETOM MO 3TUKE, CO34aHHbIM B Mopsake, YCTaHOBMNEHHOM
YNOMHOMOYEHHbIM befepanbHbiM OpraHOM MCMOMHUTENBHOW BNAcTW, B UENsX Bblgadu 3akniodeHus o6
3TMYECKON OBOCHOBAHHOCTU BO3MOXHOCTW MNPOBEAEHUS KIMMHWYECKOTO WCCRefoBaHNUst JIEKapCTBEHHOIO
npenapaTta aAns MeauuUMHCKOro NpUMeHeHus.

2. OKkcnepTamy coBeTa MO 3TMKE MOTyT ObiTb NPeACTaBUTENM MEOULMHCKUX OpraHvM3auni, Hay4HbIX
opraHmsauuii, obpa3soBaTenibHbIX OpraHuM3auuii  Bbicllero obpas3oBaHWsA, a Tawkke npeacTaBuTeENU
0OLLEeCTBEHHbIX OpraHM3auUuin, PEenUrMo3HbIX OpraHu3auun KU cpeacTB MaccoBOW WHgopmaumn. [aHHble
3KCMepTbl HE [OOSMKHbl HaxXoOUTbCS B KaKOW-NMMOO 3aBMCMMOCTM OT pa3paboTyMKOB JieKapCTBEHHbIX
npenapaToB U OPYruX NvL, 3aMHTEPECOBAHHbIX B pe3dynbTaTax 3TUYECKOM 3KCNepTU3bl.

3. Onmata ycnyr 3KCNepToB COBETa MO STMKE OCYLECTBMSIETCA Ha OCHOBaHWWM [O0roBopa,
3aKMIOYEHHOIO MeXay YMONMHOMOYEHHbIM doedeparnbHbiM  OpPraHOM UCMOMHUTENBbHOW BNacTW, KOTOPbIM
CcO30aH COBET MO 9TUKEe, U 3KCMepToM CcoBeTa MO 3TuKe, 3a cyeT OMKETHbIX aCCUrHOBaHWN,
NpeayCMOTPEHHBIX YNONTHOMOYEHHOMY befepanbHOMY opraHy MCMOMHUTENbHOW BMACTW, KOTOPbIM CO34aH
COBET MO 3TUKe, B (hbegepanbHOM BlomkeTe Ha COOTBETCTBYIOLMIA FOf, HA obecneveHne ero esTenbHOCTH, B
pa3mepax, ycTaHoBrneHHbIx MNMpaButensctBom Poccuickon depepavmm.

4. 3kcnepTbl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon ®epepauun.

5. CocTaB coBeTa Nno 3TuKe, NONoXeHne ob 3TOM coBeTe, NOPSAOK ero AeaATenbHOCTH, TpeboBaHUS K
KBanudukaumm n onbiTy paboTbl NO 3KCMNEPTHOM OLEHKE Hay4vHbIX, MEOULMHCKMX U STUYECKMX acreKToB
KIMMHUYECKUX  WCCNEedOBaHWA  JIEeKApCTBEHHbIX  MpenapatoB  Anss  MEOULUHCKOrO  MPUMEHEHMS,
npeabsiBNsemMble K 3KCneptam CcoBeTa Mo 3TMKe, MNOpPSOOoK OpraHM3auMmM U MpoOBEAEHMST 3TUYECKON
3KCcnepTu3bl, oopmMa 3aKr4YeHUsa coBeTa MO 3TUKE YCTaHaBMMBAKTCSA YMNOSMIHOMOYEHHbIM denepanbHbiM
OpraHoM MCMOMHUTENbHOM BnactTu. Yucno npegcraBuTenen MeEOUUMHCKUX OpraHuM3auuin He MOXeT
npeBbILLAaTh NOSIOBMHY OT OBLLEro Yncna aKCnepToB coBeTa No 3TUKE.

6. NHdopmauua o coctaBe coBeTa MO 3TUKe, NnaHax ero paboTbl M TeKyllen AeATEenbHOCTU
pa3mMeLLaeTca Ha oduumanbHOM canTe YNoNMHOMOYEHHOTO heepanbHOro opraHa UCNOMHUTENbHON BNacTy B
cetn "HTepHeT" B yCTaHOBNEHHOM UM MOpsiAKe.

Cratbs 40. I'IpOBep,eHMe KIMMNMHNYECKOro unccnegoBaHnAa JNekapCTBeHHOro npenapara and
MeanUnHCKOro npuMeHeHnA

1. PykoBoauTenb MeOMLMHCKOM OpraHmsaumm, Kotopasl NpoBOAUT KIMHMYECKOE UccnegoBaHue
NEeKapCTBEHHOro npenapara ans MeauMUMHCKOro NPUMEHEHWs, Ha3Ha4YaeT uccnegoBaTensi, OTBETCTBEHHOMO
3a MNpoBeOeHWEe Takoro MCCnegoBaHus WM MMetowero rnedyebHyto  cneumanbHOCTb, COOTBETCTBYHLLYHO
NPOBOAMMOMY  KIMHUYECKOMY WCCMEeAOBaHMIO FEKapCTBEHHOro Mnpenapara, Cco CcTaxem paboTbl Mo
nporpaMmam KnMHUYECKUX UCCReLOBaHWMI NEKApCTBEHHbIX MpenapaTtoB He MeHee 4Yem Tpu roga v no ero
npeanoXeHWo Ha3HavYaeT comccrnenoBaTtenen N3 Yncna Bpayven 3Ton MeauLMHCKOM opraHn3aumm.

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

2. WccnepoBatenb ocyLecTBNAeT BbIGOp MauneHToB, KOTOPbIE MO MEAMLMHCKAM MOKa3aHUsIM MOTyT

ObITb NpMBMIEYEHbl K Yy4yacTUO B KIMHUYECKOM WCCIELOBaHUM IEeKapCTBEHHOro npenaparta Ans

© ApanTaums n gusanH gokymenTa: "[detckas yponorus B Omcke" http://disuria.ru/ 483 73


http://disuria.ru/

06 obpalueHun nekapcTBeHHbIX cpeacTB — PegepanbHbii 3akoH oT 12.04.2010 N 61-93 — [JeiicTBytoLLas NocneaHss peaakums ot
03.07.2016 N 350-93 — C u3aMeHeH1sAMU 1 AONOMHEHMAMN, BCTynuBLUMMM B cuny ¢ 15.07.2016 — Havano gencreusi pegakumm
15.07.2016 — OkoHyaHue pencteus pegakumm 31.12.2016

MEONLIMHCKOrO NMPUMEHEHMSI.

3. ViccnepoBatens 1 couccnegoBaTeny SOSMKHbI ObITb 03HAKOMIIEHbI C pe3yrnbTaTtaMy JOKITMHUYECKOTO
nuccrefoBaHns fiekapCTBEHHOIO CpeAacTBa, coAepXawumucs B Opoluope uccrnegoBaTens, NPOEKTOM
MPOTOKOMNa KIMHWUYECKOTO WUCCreaoBaHWs NEeKapCTBEHHOro npenaparta Ans MeduUMHCKOro MPUMEHEHUS,
paspaboTaHHbIM  pa3paboTyMKOM feKkapCTBEHHOro npenapata WM MHbIM - IOPUOUYECKUM  INLIOM,
npuBrneKkaembiM K OpraHu3aummn npoBegeHus KIMHNYECKOro nccneaoBaHns nekapcTBeHHOro npenapara ans
MeOMLMHCKOro NPUMEHEHWs, 1 APYTMMW MaTepuanamMmm Takoro uccrnegoBaHus.

3.1. PykoBoauTenb MeanuUMHCKOW opraHM3auny B CPOK, HE NMpeBbILLatoLWnin Tpex pabounx AHen co OHS
Hayana npoBedeHUs KIMHWYECKOro WCCNefoBaHWs NeKapCcTBEHHOro npenapata Ans  MeauumHCKOro
npumeHeHusl, coobliaer o6 3TOM B YMOMHOMOYEHHbIN befeparnbHbli OpraH MCMONMHUTENBHOW BRAcTw,
BblOABLUMIA paspeLleHne Ha NpoBeaeHME Takoro UCCNefoBaHNs, MO YCTAHOBIEHHON UM hopMe.

(yactb 3.1 BBegeHa PepnepanbHbiM 3akoHoM OT 29.11.2010 N 313-93)

4. OpraHv3aumy, OCYLLECTBISIOWME OpPraHn3auuio MNPOBEAEHNS] KITMHWYECKOTO UCCreaoBaHus
nekapCcTBEHHOro npenapaTta Ans MeauUMHCKOrO MPUMEHEHNS U yKa3aHHble B YacTu 3 cTatbk 38 HacTosALLEro
defepanbHOro 3akoHa, B Crnyvyae HeoOXoOMMOCTM BHECEHUS W3MEHEHVMN B MPOTOKOM  KITMHMYECKOIO
nuccregoBaHvs NeKapCTBEHHOTO Mnpenaparta Ans MeOuUMHCKOTO NpuMeHeHust coobwarwT o6 3Tom B
YNONMHOMOYEHHBbIN (peaeparibHbIn OpraH UCNOSTHUTESNBHOW BNacTu, BbiOABLUMA paspeLlleHne Ha npoBedeHue
TaKoro nccnegoBaHus, o yCTaHOBAEHHOW UM dhopMe.

(B pea. PepepansHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. dopma coobLieHNss O BHECEHWM MU3MEHEHUW B MNPOTOKON KIMHWYECKOro uccregoBaHus
nekapcTBEHHOro npenapara ans MeaMUUMHCKOro NpUMEHeHNs OIMKHa coaepaTtb cneayowmne cBeeHus:

1) HaumeHoBaHWe, NOeHTUMUKALNOHHBIN HOMEpP U AaTa NPOTOKOMa KIMHUYECKOro UCCNeaoBaHUs;

2) gaTa BHECEHUS UBMEHEHWI B NPOTOKOIT KNMHUYECKOTO UCCNENOBaHNS;

3) HAaUMEHOBaHWE N MECTO HaXOXOEHNs 3asABUTENS;

4) HavMeHOBaHWe opraHv3auuv, MPUBMEYEHHON pa3paboTYMKOM FeKapCTBEHHOrO mnpenapata kK
opraHu3aummn NpoBeAeHNs KNMHUYECKOTO nccrnegoBanus (Mpu Hanmumm);

5) HaMMeHOBaHMS M MecCTa HaxOXAEHUS MEeOMUMHCKMX OpraHu3auuin, B KOTOPbIX MNPOBOAMTCH
KNMHUYeCcKoe UCCneaoBaHue;

6) pata Bbldauyy paspelleHuss Ha npoBedeHMe KIMHMYECKOro WCCnegoBaHWs W HOMep 3TOro
paspeLueHns;

7) U3MEHeHUs, BHOCUMbIE B NPOTOKOST KNMHUYECKOrO CCNEeAOBaHMS.

(vacTb 4.1 BBegeHa PegeparnbHbiM 3akoHOM oT 11.10.2010 N 271-$3)

5. B cpok, He npeBbilaoWuii TpuaLaTM paboumx OHEN Co OHSA MONyyYeHus yka3aHHOro B Yactu 4
HacTosillen cTaTbM COOOLLEHUs, YMNONMHOMOYEHHbIA deaepanbHbli OpraH  WUCMOSIHUTENbHON  BracTy
paccmaTtpuBaeT 3TO COOOLleHMEe B YCTAHOBIEHHOM WM MOPSAKE W NPUHMMAET peLUeHWE O BHECEHWM
N3MEHEHNA B MpPOTOKOSM KIMHWYECKOrO WCCrefoBaHWsA IeKapCTBEHHOro npenapaTta Anst MeguuUMHCKOro
npMMeHeHuss nnM o6 OTKase BO BHECEHMU Takmx u3meHeHun. [py paccMoTpeHun cooluleHus o
HeobOXOAMMOCTM BHECEHUS W3MEHEHWA B MPOTOKOST KIMHWYECKOr0 UCCReaoBaHWs NeKapCTBEHHOMO
npenapaTa ansg MeauuMHCKOro NpUMEHEHNs B LIeNsiX OLEeHKM 0D0CHOBaAHHOCTM NpeanaraeMblX USMEHEHWIN 1
onpegeneHus CTeneHu pucka AN MaumeHToB, MPUHUMAIOLWMX y4yacTUe B KITMHWYECKUX WCCNedoBaHUsX,
YMNONHOMOYEHHbIM (heaeparnbHbIM OpraHoM MCMONHUTENBHOW BRACTU MOMYT NPUBMEKaTbCA 3KCNepThl CoBeTa
Mo 3TuKe.

(B pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-$3)

6. KnmHnyeckoe nccnegoBaHue nekapcTBEHHOro npenapara Ans MeguvuMHCKOro NpYMEHEHUs MOoXeT
ObITb MPMOCTAHOBIEHO UMW MPEKPaLLEeHo, ecnn B npoLecce ero npoBeaeHuss obHapyXeHa onacHOCTb Anls
XW3HW, 300pOBbS MauneHToB. B crnyvyae BO3HMKHOBEHUSA OMACHOCTM ANSA KWU3HW, 300POBbS NAUMEHTAa,
y4aCTBYHOLLETO B KIMHUYECKOM MCCIELOBaHUN NiekapCTBEHHOIO npenapara As MeaULMHCKOro NpUMEHEHMS,
uccriegoBatenn 06s3aHbl NPoMHgOpMUMpoBaTb 00 3TOM PYKOBOOAUTENSA MEAMUMHCKOW opraHv3aumm u
OpraHu3aumio, MOMNyuYMBLUYHO pa3peLleHne YMorIHOMOYEHHOro dedepanbHOro opraHa MCMONHUTENbHON
BMacTU Ha OpraHu3aLunio NPoBeOEeHUS KIMHUYECKOro UCCNeqoBaHNs NIeKapCTBEHHOroO npenaparta. Pewenve
O TMPUOCTaHOBMEHUN KIMHWMYECKOTO WCCreaoBaHWs JeKapCTBEHHOro npenapata Ans  MeAvLMHCKOro
NPUMEHEHNST MPUHMMAKOT PYKOBOAWTENb MEAWLMHCKOW OpraHvMsauum n (unuv) opraHmsauusd, nonyyvsLuas
paspelleHre YNnonHOMOYEHHOro denepanbHOro opraHa WCMOMHUTENbHOW BRacTM Ha  opraHusaumio
NpOBEAEHNS KIMHNYECKOro MUCCNeaoBaHUsA NeKapCTBEHHOro npenapata Ans MeguuMHCKOro MpUMEHEHUS,
pelleHve O MpeKpalleHnn Takoro uccnegoBaHus NPUHMMAET YMNONHOMOYEHHbIV dheaepanbHbln  OpraH
WCMOMHUTENBHOW BRacTU Ha OCHOBaHUM COOBLLEHWNS B MUCbMEHHOW hopMe pyKoBOAUTENS MeAULMHCKON
opraHusaumMm wnu opraHusaums, nonyYmBlUas paspelleHne YNonHOMOYEHHOro denepanbHOro opraHa
MCMNONMHUTENBHOW BfacTU Ha OpraHM3aumio MpoBedeHUs KIMMHUYECKOro WCCNedoBaHUs fekapCTBEHHOro
npenapaTa Ans MeaNLMHCKOrO NPUMEHEHMS.
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7. B cpok, He MpeBbIWAKWMA NSATU pabouMx OHEN CO OHSI 3aBEpLUEHWsi, NMPUOCTAHOBIEHUS WK
npekpaLleHnsa KNMHMYECKOro nccnefoBaHns NekapcTBEHHOro npenapaTa Ans MeguuuHCKOro NpuMeHeHus,
coobuleHne 06 3TOM HampaBnseTcs OpraHu3auusMu, yka3aHHbIMM B 4Yactu 3 cTatbm 38 HacTodAwero
depnepanbHOro 3akoHa, B YMOMHOMOYEHHLIN befeparnbHbii  OpraH  WCMONMHUTENbHOM Briactu Mo
yCTaHOBNEHHOW UM hopMe.

8. ®opma coobuieHns O 3aBepLleHUWn, MNPUOCTAHOBIIEHUM WNW NPEKPaLLEeHUN KIMHUYECKOro
nccregoBaHus NekapcTBEHHOo npenapaTta Ans MeaUUMHCKOro NpMMEHeHMs AOoMKHa cogepxaTb:

1) wHdopmaumio 0 MEOUUUHCKOW OpraHu3auun unu MeauLMHCKUX OpraHmsaumsix, MpoBOAMBLUUX
AaHHOe uccnegoBaHue;

2) onncaHve JaHHOro UccneaoBaHus;

3) OaHHble uccnegoBatens (pamunus, MMsi, OTY4ECTBO, MecTo paboThl, 3aHMMaeMasi OOJIKHOCTb,
cneumanbHOCTb, CTax paboTbl MO NporpaMmam KIMHUYECKMX MCCrefoBaHWi fIekapCTBEHHbLIX Mpenaparos,
nepeyeHb KMUMHUYECKUX UCCreaoBaHUW NeKapCTBEHHbLIX NpenapaTtoB, B KOTOPbLIX OH NPUHMMAanN yyacTtue
(nepvogpl y4acTusi) B Ka4ecTBe MccnegoBarens unm comccrnenoBarens);

(B pen. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pesynbTaT OaHHOroO MccriegoBaHus (3aBeplueHune, NPUOCTaHOBIIEHME UMW MpeKpalleHne OaHHOro
nccrnegoBaHns C ykasaHueM UX MPUYMH U BIMSHWS Ha OLUEHKY €ro pesynbraTtoB, OByl OLEHKY pucka u
OXngaemon nonb3bl OT MPUMEHEHNS Uccrnegyemoro riekapCcTBEHHOro npenaparta, a Takke npegnonaraemMble
AanbHenwne 4encTems).

8.1. MNpwn BbIIBNEeHUN hbegepanbHbIM OPraHOM UCMONHUTENBHOW BiacTW, OCYLLECTBAOWUM OYHKLUN
Mo KOHTPOMIO M Hag3opy B cdhepe 3O0paBOOXpPaHEHUS, HapyLUeHWn npaBun Hagnexawenh KrIMHUYecKon
NPakTUKN Npu NpOBEAEHUUM KIIMHUYECKOro WCCreaoBaHUs NeKapCTBEHHOro npenapaTa, BUALLMX Ha
NOMHOTY U (MNX) AOCTOBEPHOCTb AaHHOMO KIMHUYECKOro UCCrefoBaHus, yKasaHHbIn deaepanbHbl opraH
WCNONHUTENBHOW BNacTu NpuocTaHaBnNMBaeT NpoBeAeHne JaHHOro KIMMHUYECKOro NCCrefoBaHus U BbIHOCUT
MEeOMLIMHCKOW OpraHu3aLmun, B KOTOPOW MpOBOAUTCS OAHHOE KIMHWYECKOe UccnefoBaHue, npeanucaHve ob
YCTPaHEHUU BbISBMEHHLIX HapyleHuin. [lpu HeycTpaHeHun MeOUUUHCKOW opraHusaumen BbISIBNEHHbIX
HapyLeHUn B YCTaAHOBMEHHbIN B NpeanucaHum CPoK YKasaHHbIM hedepanbHbli opraH UCMOMHUTENBbHON
BNacTv NPUHUMAET pelleHne O MpekpalleHnn MpoBeAeHUs KNMHUYECKOro UCCNeaoBaHUsA nekapCcTBEHHOro
npenapaTa u HarnpaenseT B defeparnbHbld opraH UCMONMHUTENbLHOM BNACTU, OCYLLECTBASIOLWNA OYHKLUUN MO
BblpaboTKe 1 peanusauny rocyaapCTBEHHOW NOMUTUKN U HOPMAaTMBHO-NMPaBOBOMY perynupoBaHuio B cdepe
30paBOOXpPaHEHUsl, 3aKrnyYeHne O BbISIBNIEHUU NPW NPOBEAEHUN [AHHOro KIMHWMYECKOro UccrenoBaHus
HapyLLUEeHUn NpaBun Hagnexallen KNMHUYEeCKon NpakTuKM Ans NpUHATUA pelleHus o6 OTMeHe paspeLueHus
Ha opraHuMsauulo nNpoBedeHUs [AaHHOro KIMMHWYECKOro WCCNefoBaHWs C AaTtbl NPUHATUS peLleHus o
NPUOCTAHOBMNEHUN NPOBEAEHMS KITMHNYECKOrO UCCreoBaHus NekapcTBEHHOIo npenapaTa.

(vacTb 8.1 B pen. ®egepanbHoro 3akoHa oT 13.07.2015 N 241-93)

9. YNonHOMOYEHHbIN dheaeparnbHbIi OpraH UCMOMHUTENbLHOW BriacTv onybrnvKoBbIBAeT U pasMellaeT
Ha cBoeM oduumanbHoM cainTe B ceTn "MIHTepHeT" coobllueHMe O 3aBeplUeHUKN, MPUOCTAHOBMEHUU UMK
npekpaLleHn KNMHUYECKOro uccneaoBaHns fekapcTBEHHOro npenapara Ang MeayMuMHCKOro NpUMeHeHns B
CPOK, HE MpEeBbILLALWMA NATU paboynx OHEW CO OHSA ero Nosy4YeHUs, B yCTaHOBMEHHOM MM MOpsaKe.

10. YnonHomMo4YeHHbI dhefepanbHbIl OpraH WCMOJNTHUTENbHOW BIiacTU  OCYLLECTBNSAET BeAeHue
peecTpa uccrnegoBaTernen, NPoBOAALMX UMM NMPOBOAMBLLMX KIMHUYECKNE UCCNEeAoBaHUS JeKapCTBEHHbIX
npenapaTtoB AN MEAUUMHCKOrO MPUMEHEHUs, B COOTBETCTBUM C YTBEPXOEHHbIMW UM MpaBuniamm u
pasmMellaeT ero Ha csoemM oduumancHom cante B cetu "MIHTepHeT" B YCTaHOBNEHHOM WM MOpsiAKe.
YKasaHHbI peecTp CoaepXnUT MHopMaLnio, NPeayCMOTPEHHYIO NYHKTOM 3 YacTu 8 HACTOSILLEN CTaTbMy.

11. OtyeT o0 pesynbratax KIAMHUYECKOrO WCCMEAOBaHUSA JeKapCTBEHHOro npenapata Ans
MEeOULUHCKOrO NPUMEHEHUSI COCTaBMSETCA OpraHu3alumen, ykazaHHoW B Yactm 3 crtatbn 38 HacTosiero
denepanbHOro 3akOHa, Ha OCHOBaHWW 3aKMOYEHUA MeAULUMHCKUX OpraHm3auui, npoBOAUBLUMX 3TO
uccnefoBaHne, U npeacTaBnseTcd B YNONHOMOYEHHbIM efepanbHbli opraH WUCNOMHUTENbHOW BracTw,
BblAaBLUMI paspelleHre Ha NpoBedeHne 3TOro UCCrefoBaHWs, B CPOK, HE MpeBblllalolWni Tpex MecsLes co
OHS ero 3aBepLleHusi, NMPUOCTaHOBMNEHUS NN NpeKpaLleHns, B Nopsake, YCTaHOBMEHHOM YNONHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOMHUTENBHON BlacTu.

12. HapyweHve npaBun Hagnexalwleh KIMHUYECKOW MpakTuKM, danbcudukaumnsa pesynbTaTtoB
KMMHUYECKOro MCCNefoBaHNS nekapCTBEHHOro npenaparta Ans MeauuUMHCKOro NpYMeEHeHns BnekyT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHOZaTeNbCcTBOM Poccunckon ®egepaumn.

(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

13. lMpun npoBegeHUM KIMMHUYECKOrO UCCreaoBaHWUs NeKkapCcTBEHHOro npenapata ong MeauuuHCKOro
npuMeHeHusl gonyckaeTcs 3abop y nauueHToB Ouonornyeckux matepmanoB (o6pasubl Gruonorumuyeckmx
XWOKOCTEW, TKaHeW, CEKPeToB W MNPOAYKTOB XU3HEAEeATEenbHOCTU 4eroBeka, uanonorndyecknx wu
NaToNoOrMYecknx BbIOENEHUIA, Ma3KoB, COCKOOOB, CMbIBOB, MUKPOOPraHM3mMoB, BUONCUIAHBIA MaTepuan) Ans
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nx nsyyeHus B Poccuiickon ®egepaumm n (nu) 3a npegenamm Poccuiickon ®egepaumm.
(B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

14. Mopsigok BBO3a B Poccunckyto ®egepaumio n BbiBo3a 3a npegenbl Poccuiickon depepaumm
OMOoNorMYeckMx MaTepuarnoB, Nofly4YeHHbIX NPU NPOBEAEHUN KITMHUYECKOTO UCCrEeAOoBaHNs NEKAapCTBEHHOMO
npenapaTta aAnsg MeamuUmMHCKOro NpuMeHeHusi, yctaHasnmeaeTcs [paButenbcTBomM Poccuiickon depepauun.
(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

Cratbs 41. ,D,OFOBOp O npoBefeHnn KIMHNU4Yeckoro mccrnenoBaHua nekapCTBeHHOro npenapara gnda
MeanLunHCKOro npuMeHeHnaA

1. KnuHuuyeckoe wccnegoBaHue IeKapCTBEHHOrO npenapata Ansg MeAWMUWHCKOrO MNpUMEHEeHMs
NPOBOAUTCSA B COOTBETCTBMU C [OrOBOPOM O MPOBEAEHMU KITMHWYECKOTO WCCReOoBaHWst feKkapCTBEHHOMO
npenapata AN MEOUUMHCKOTO MNPUMEHEHWs, 3aKrioYaemMbiM  MeXady opraHv3aumer, MnonyyvBLLEN
paspelleHre YNorHOMOYEHHOro deaepanbHOro opraHa WCMONMHUTENBHOW BriacTM Ha  OpraHuM3auuto
NpOBEAEHNST TAKOrO MCCMEeQOBaHNs, 1 MEOULIMHCKOW OpraHu3auven, OCyLLeCTBSOWEN NpoBegeHne Takoro
nccregoBaHus.

2. [oroBop O MpOBEOEHUN KIMHMYECKOrO WCCNedoBaHUSA JIEKapCTBEHHOro npenapaTta Aand
MEeOVLMHCKOrO NPUMEHEHNSA OOMKEH coaepXaThb:

1) ycnoBus u Cpokv NpoBeAEeHMS JAHHOIO UCCneaoBaHus;

2) onpepgeneHve obLien CTOMMOCTU MporpamMmmbl AAHHOMO WCCreoBaHUs C yKasaHMeM CyMMbl,
npeaHasHavaLLlenca ang Bbinnat uccregosarensam, couccneaoBaTensm;

3) onpegeneHne opMbl NpeacTaBneHus pesynbTaToB AaHHOMo0 MCCrneaoBaHWUsl B YNONTHOMOYEHHbIN
denepanbHbIA OpraH UCNONHUTENBHOKW BRAcTu.

Cratbs 42. PuHaHcoBOe obecneyeHne KNMHNYeCKoro nccnegoBaHus JleKapCTBEHHOro npenaparta ana
MeanUnHCKOro npuMeHeHnA

duHaHcoBoe obecrnevyeHne KINMHMYECKOrO  MCCeaoBaHMs  JIeKapCTBEHHOro npenapata  Ans
MEeONLMHCKOTO MPUMEHEHUS OCYLLIECTBMSIETCA 3a CYET:

1) cpencTte hepepanbHOro OloKeTa;

2) cpeAcTtB oOpraHusauuin, nNOMyYMBLUMX paspelleHne Ha opraHvM3aumio MpoBedeHust [AaHHOro
nccnenoBaHns, B COOTBETCTBUM C YCIOBUSAIMU JOroBOpa O ero NnpoBeaeHuu;

3) MHBIX He 3anpeLLeHHbIX 3akoHoaaTens,CcTBoM Poccuiickon degepaum NCTOHHUKOB.

Cratba 43. I'IpaBa nauyneHToB, Yy4dacCTBYWLWKMX B KIIMHUYECKOM WCCnegoBaHUM IeKkapCTBEHHOro
npenapara anda MegmumHCKOro npuMeHeHunsa

1. Yyactue nauneHToB B KINMHUYECKOM UCCNe0BaHMM NeKapCTBEHHOMO npenapara Ana MeavLMHCKOro
NpUMEHeHWs SBNsieTcst 4OOPOBOMbHBIM.

2. lMaumeHT Unu ero 3aKkoHHbIN NpeacTaBUTENb AOMMKEH OblTb MIHPOPMUPOBAH B MMCbMEHHON hOpME:

1) o0 nekapcTBeHHOM npenapaTe AN MEOWUUHCKOrO MPUMEHEHUS W CYLUHOCTM KIMHWYECKOro
nccrnenoBaHKs 3TOro NekapCcTBEHHOro Npenapara;

2) o 6e30nacHOCTU NeKapCTBEHHOro npenapata Ans MeOULUHCKOrO MPUMEHEHUS, ero oXxuaaemom
3(PPEKTUBHOCTU 1 CTEMEHU pUCKa AN NALUEHTA;

3) 06 ycrnoBusix yd4acTusi naumeHTa B KMMHUYECKOM MCCIEedoBaHUM NeKapCTBEHHOro npenaparta Ans
MEeONLIMHCKOrO NPUMEHEHMS;

4) 0 uenM UM UensXx W MpPOJOIHKUTENBHOCTM KIMMHUYECKOrO WCCreoBaHWUs JIEKAapCTBEHHOIO
npenapaTta Ans MeaNLUMHCKOro NPUMEHEHMS;

5) o pencTBMAX NauMeHTa B Crydae HenpeaBuOeHHbIX 3(EEKTOB BMAMSHWUS JEKAPCTBEHHOIO
npenapaTa Ans MeauUMHCKOro NMPMMEHEHMS Ha COCTOSHME ero 300POBbS;

6) 06 ycroBusax 06a3aTeNbHOrO CTPaxoBaHUS XXU3HU, 300POBbSA MaLUMEHT];

7) O TrapaHTMaX KOHMAEHUMANbHOCTM Yy4yacTUsi nauMeHTa B KIMHWYECKOM  MCCredoBaHum
NIeKapCTBEHHOro npenaparta anda meguunHCKoro npuMeHeHus.

3. [obpoBonbHOE cornacve nauueHta Ha yyacTue B KMMHMYECKOM UCCNEeAOoBaHWWU NEKapCTBEHHOrO
npenaparta gnda MmeauumHCKOro npuMeHeHuna noareepXxnaetca ero nognmucbo Unm nognnucbo ero 3aKOHHOro
npeacTaBuTens Ha MHOOPMALMOHHOM NNCTKE NaLMeHTa.

4. TlauMeHT UnK ero 3aKOHHbIN NpeacTaBUTENb MMEET MPaBO OTKa3aTbCsl OT y4aCTUsl B KMMHUYECKOM
nccreoBaHMmM NekapCTBEHHOMO NpenapaTta Ans MeAULUHCKOro NpUMeHeHUs Ha nobon ctagum NpoBeaeHns
TaKOro UccneaoBaHus.
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5. TlpoBegeHne KIMHMYECKOrO MWCCNeaoBaHMs IeKapCTBEHHOrO Mpenapata Ans MeauUMHCKOro
NPUMEHEHUST C ydacTUEM B KayecTBe MaLMEHTOB AETen [OoMnycKaeTcsi TONMbKO C corfacust B MUCbMEHHON
dopmMe unx poguTenen, ycbiHoBuTenew. [etn MOryT paccmaTpuBaTbCsl B KayecTBe MNoTeHUuMarnbHbIX
NnaumMeHToOB TaKOro MCCrnedoBaHWsi, TOMbKO €Crnn ero npoBefeHne HeobxoaMmo AN YKpenneHus 300poBbs
aetert nnu NpounakTMknm MHPEKLMOHHBLIX 3aboneBaHun B AETCKOM BO3pacte nmMbo ecnu uernbi Takoro
NUccneaoBaHNs SABMSETCA MNOSlydeHMEe OaHHbIX O Haunyylen OO3VPOBKE JIEKapCTBEHHOro npernapata ans
neveHns peten. B aTmx cnyyasx Takomy UCCNEeOOBaHWO AOMKHO MNpeALlecTBOBaTh  KIMHUYECKOE
nuccnefoBaHWe mNeKapCTBEHHOro npenapata Ans MeauUMHCKOro MNpUMEHEHUS Ha COBEpLUEHHOMNETHUX
rpaxkgaHax, 3a MCKIOYEHUEM CryvyaeB, ecnv uccrnegyemblii NekapCTBEHHbIM npenapaTt Ans MeauLMHCKOro
NPUMEHEHNS NpeaHa3HauYeH UCKMIOYMTENBHO ANs1 UCNOSb30BaHUSA HECOBEPLLUEHHONETHUMIN FpaXKaaHaMu.

(B peq. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpellaeTca npoBedeHUE KIMHMYECKOrO WCCIEeAOBaHUSA JeKapCTBEHHOro nmnpenaparta Aans
MEeOMLIMHCKOro MPMMEHEHMS C y4acTUEM B Ka4eCcTBe NaLUEHTOB:

1) peten-cupoT 1 AeTen, ocTaBLUMXcs 6e3 noneyeHnst poauTenen;

2) XeHLWWH B nepunog 6epeMeHHOCTH, XEHLUH B NEPUOA rPYOHOrO BCKapMITMBAHMS, 3a UCKITHOUYEHNEM
Crny4aeB, €crnv NMPOBOAMTCSA KIIMHUYECKOE UCCredoBaHWe NEeKapCTBEHHOro npenapara, npeaHasHa4yeHHoro
ONS YKa3aHHbIX JKEHLWH, MpU YCrOBUM HEODXOOUMOCTM MOfyYeHUs MHGOPMaUUK TOMbKO BO BpeMS
NpOBEOEHNs] COOTBETCTBYHOLLUMX KIMHUYECKMX WUCCMEAOBaHUA W MNPUHATUS BCEX HEOOXOAMMbIX Mep no
WCKIIOYEHUIO pUCKa HaHeCEeHMs1 Bpeda >KeHLUMHe B nepuon 6epemMeHHOCTU, XEeHLIMHE B nepuon rpyaHoro
BCKapMnuBaHus, nnoay unu pebeHky;

3) BOEHHOCNyXalux, 3a WCKMNIOYEHNEM Cry4yaeB MPOBEAEHUSI KIMHMYECKOrO UCCneaoBaHus
NeKapCTBEHHOIO npenapara, CcrneuuanbHo pa3paboTaHHOro AN MPUMEHEHUST B YCINOBUSIX BOEHHbIX
OENCTBU, Ype3BblHalHbIX CUTyauUuiA, NPOoUNakTUKn 1 neveHnst 3abonesaHnin 1 NOpaXxeHUn, Nomy4YeHHbIX B
pesynbTate BO34EWCTBUS HEONAronpusATHbIX XMMUYECKMX, OMOMOrMYEecKnx, pagmauMoHHbIX aKTopoB.
KnuHnyeckoe wnccnegoBaHMe Takoro JIEKApCTBEHHOMO Mpenapata MOXeT MpoBOAUTBCA C ydacTMem B
KayecTBe NauMeHTOB BOEHHOCITYXaLLMX, 3a UCKITIOYEHNEM BOEHHOCITY)XaLLMX, MPOXOASLLMX BOEHHYIO CIyXby
no npusbiBy, C cobnogeHnem TpeOOBaHWA, YCTAHOBMEHHbIX HacToswuMm ®PegeparnbHbIM 3aKOHOM B
OTHOLLIEHUW TPpaXOaHCKNX NnL;

4) cOTpyOHWNKOB NPaBOOXPAHUTENbHBLIX OPraHoB;

5) nuu, OTObIBAKLWMX HaKaszaHMe B MeCTax NULIEHUS CBOOOAbI, a Takke nuL, HaxOoOALWMXCa Mo
CTpaxen B CreACTBEHHbIX U30NATOpaXx.

7. [onyckaeTca npoBedeHUE KIMHUYECKOro UCCNneaoBaHUs nekapCcTBEHHOro npenapaTta  Ans
MEeONLIMHCKOrO NMPUMEHEHWS, NpegHa3Ha4YeHHOro Ansi NeYeHust Ncuxuveckux 3aboneBaHwuii, C ydyacTuem B
KayecTBe MaUMEHTOB NUL, C NMCUXUYECKUMM 3aboneBaHusIMU, NPU3HAHHBLIX HeOeecnocoOHbIMKU B MOPSAKe,
YCTAHOBIIEHHOM 3aKoHOaaTeNbLCTBOM Poccuitckon depnepauun. KnnHnyeckoe nuccrnenoBaHue
NeKapCTBEHHOIO MnpenapaTta B 3TOM cry4yae MpPOBOAMTCHA MNPV HanuyMM corfacusi B NMUCbMEHHOW chopme
3aKOHHbIX NpeAcTaBuUTENen Yka3aHHbIX L.

CtaTbs 44. OGsizaTenbHOE CTpaxoBaHWE XU3HW, 340POBbS NaLUMEHTa, YYacTBYOLWETO B KIMHUYECKOM
nccrnefoBaHUM NEKapCTBEHHOTO npenapara At MeAULIMHCKOTO NMpUMeHeHust

(B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

1. OpraHusauus, nonyyuBlIAA paspelleHMe Ha OopraHuM3auuio  NPOBEAeHVS  KIMUHWUYECKOro
nccnefoBaHUs NeKapcTBEHHOro MpenapaTta AOna MeOuUMHCKOTO MpuMeHeHusl, obsisaHa B KadecTee
CTpaxoBaTens CTpaxoBaTb PUCK NPUYMHEHWUS Bpeda XXW3HW, 300POBbi0 NauueHTa B pesynbTaTe NpoBeaeHUs
KMMHUYECKOTO MCCINEeAoBaHNs NeKapCTBEHHOro npenaparta Ans MeaVMUMHCKOro MPUMEHEHUsl 3a CBOW cyeT
nyTeM 3aKYeHNs JoroBopa 06a3aTeNlbHOro CTpaxoBaHUs.

2. O6beKTOM 06s13aTeNbHOIO CTpaxoBaHUS ABMSETCS MMYLLECTBEHHbIN MHTEpPeC nauueHTa, CBA3aHHbIN
C NMPUYUHEHUEM BpEdA €ro XU3HW WIN 300POBbI0 B pesyribTaTe MPOBEAEHUst KIMMHWYECKOro UccrneaoBaHus
rieKapCTBEHHOro npenapaTta Anst MeAVMLMHCKOTO NPYMEHEHUS.

3. CTpaxoBbIM Crly4aem Mo [OroBopy 00si3aTeslbHOrO CTPaxoBaHUS SBMSETCS CMepTb NauueHTa unu
yXyOlleHue ero 3[0pOBbs, B TOM YMCre Briekyllee 3a COBON YCTaHOBMNEHNe WMHBANUAHOCTU, MPU HamMuum
NPUYUHHO-CNEACTBEHHON CBA3M MeXOy HACTYMNNeHWeM 3Toro cobbITUS U y4acTMeM NaLmneHTa B KNUHUYECKOM
nccnenoBaHUK NekapcTBEHHOMO Npenapara.

4. TpeGoBaHWA O BO3MELUEHWM Bpeda, MPUYMHEHHOTO >KM3HWM UMW  300POBLI0  MaLWEHTa,
NpeabsaBNATCA B TEYEHE CPOKOB UCKOBOW AaBHOCTU, YCTAHOBIEHHbIX PaXO0aHCKUM 3aKOHOAATENBCTBOM.

5. Paamep cTpaxoBoit BbinnaTtbl No JOroBopy 0683aTenbHOro CTpaxoBaHusl COCTaBIseT:

1) B cny4yae cMepTu NauueHTa OBa MUNMMOHA pyGrei Ha Kadoro nauueHTa, y4acTBOBaBLUEro B
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KNMMHUYECKOM UCCregoBaHMM NIEKapCTBEHHOTO Npenapara;

2) npu yxyaLweHu1 300poBbs NauueHTa:

a) nosrekwem 3a coboW yCTaHOBMEHWe WHBanMuAHocTW | rpynnbl, OOUH MWAMMOH MNATBCOT ThiCAY
pybnen Ha ka)kgoro naumeHTa, y4acTBOBaBLLErO B KIMHUYECKOM UCCegoBaHMM NeKapCTBEHHOIO npenaparTa;

©) noenekwem 3a cobon yctaHOBNEHNE MHBanNMAHoOCTK |l rpynnbl, 0AVH MUNAMOH pPyOnen Ha Kaxkgoro
naumeHTa, y4acTBOBaBLLEro B KNMMHUYECKOM MCCreoBaHumM NieKapCTBEHHOro npenapaTa;

B) nosrnekwem 3a cobon yctaHosneHve nHeanugHocty Il rpynnbl, AATECOT ThiCAY pybnen Ha Kaxxaoro
naumeHTa, y4acTBOBaBLLErO B KNMMHUYECKOM MCCregoBaHWUmM NiekapCTBEHHOro npenapaTa;

r) He noenekwem 3a coboW yCTaHOBMNEHUS MHBANMAHOCTM, He Goree Yyem TpucTa Thicad pybnen Ha
Kaxaoro nauueHTa, y4acTBOBaBLLEro B KNMHUYECKOM MCCMNEefoBaHNN NekapCTBEHHOro npenapara, ucxoas U3
HOPMaTMBOB, OTPaXaKLLMX XapaKTep U CTEMEHb MOBPEXAEHNS 300PO0BbS, a Takke hakTUYeckn NOHECEHHbIX
NauMeHTOM pacxofoB, BbI3BaHHbIX MOBPEXAEHVWEM 300POBbsi, HA MEOMLUHCKYI0 MOMOLLb, NpuobpeTteHune
NeKapCTBEHHbIX NpenapaTos.

(mn. "r" B pea. ®eagepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Ytpatun cuny c 1 utonsa 2015 roga. - PegepanbHbit 3akoH oT 22.12.2014 N 429-03.

7. Cpok goroBopa 0653aTefnbHOrO CTpaxoBaHUSI HE MOXET ObITb MEHee, YeM CpOK MpOBeAEHMS
KMMHUYECKOro uccrnegoBaHns NiekapCTBEHHOro npenapaTa.

8. Ycnosus poroBopa 00sA3aTenbHONO CTPaxoBaHUA, B TOM 4ucre CTpaxoBble Tapudbl NO
obsAsaTenbHOMY CTpaxoBaHWIO, MNepeyeHb HeoBXOAUMbIX [OOKYMEHTOB Afs OCYLUEeCTBEHUS CTPaxoBOW
BbIMaThl, NOPSAOK YCTAHOBMNEHWS CTpaxoBaTeneM MHANBUAYaNbHOrO NAEHTUMKALMOHHOIO KoAa NaumneHTa,
NopsifoK MHPOPMUPOBAHNSI CTpaxoBaTerieM CTPaxoBLLMKa O NPUBMEYEHHbIX K KMMHUYECKOMY UCCNELOBaHMIO
neKapCcTBEHHOro npenapaTta AN MEeAMUMHCKOrO NPUMMEHEeHWst MnaumeHTax, MopsiAoK yhnaTbl CTPaxoBOW
npemMuu, MOPSAOK peanu3aumMu onpefeneHHbix HacToswmm  defepanbHbiM - 3aKOHOM U OpYrMMU
deaepanbHbIMKM 3akOHaMKU MpaB U 06si3aHHOCTEN CTOPOH MO LOroBopy 00S3aTenbHOro CTpaxoBaHus, a
TaKkKe HOpPMaTuBbI, OTpaXalwllne xapakTep W CTeneHb MOBPEXOEHMS 300pOBbSA, YCTaHABUBAKTCS
TUMNOBLIMY NpaBunamm 06a3aTeNbHOrO0 CTPAXOBaAHWS.

(B pen. PepgepanbHoro 3akoHa o1 22.12.2014 N 429-03)

9. B cnyyae npuumMHeHus Bpeda >KU3HWM MauMeHTa, y4acTBOBaBLUErO B KIMHUYECKOM MCCNeaoBaHuu
nekapcTBEHHOro npenapara, BelrogonpuobpetaTensMm o OroBopy 06s3aTenbHOro CTpaxoBaHUs SBMASKOTCS
rpaxgaHe, umelowne npaBo Ha BO3MeLleHVMe Bpeda B Crydyae CMepTu KopMumbLua B COOTBETCTBUM C
rpaXxaaHCKMM 3aKOHOAATENbCTBOM, MPW OTCYTCTBMM Takux rpaxaaH - pogauTenu, cynpyr, OeTU ymepLuero
naumeHTa, y4acTBOBaBLUEro B KIMMHWYECKOM UCCregoBaHUM NekapCTBEHHOMO npenapara, B cnyvae cMepTu
naumeHTa, y4acTBOBaBLUErO B KIMHWYECKOM WCCredoBaHMU NEeKapCTBEHHOrO npenapata U He MMEBLLEro
CaMOCTOSITENBHOIO A0X0Aa, - rpaxaaHe, Ha WKONBEHUM KOTOPbIX OH Haxoauncs, B OTHOLEHUW BO3MELLEHUS
pacxofoB Ha norpebeHve naumeHTa, y4acTBOBaBLUENO B KIIMHWYECKOM WCCredoBaHWM FeKapCTBEHHOIO
npenapaTa, - NMUo, MOHEeCLLEee Takne pacxogsbl.

10. CrpaxoBas BbiNaTa B CYET BO3MELLEHMS Bpeda, MPUYMHEHHOTO J>KU3HWM MNaLMeHTa,
y4acTBOBAaBLUETO B KIMHUYECKOM WCCReOOoBaHWM NeKapCTBEHHOrO npenapara, pacnpeensierca mexay
BbIrogonprobpeTatensMm NponopLMOHanbHO UX KONIMYECTBY B PaBHbIX JOSSIX.

11. lMpwn HacTynneHMn CTPaxoBOro Cryyas MauMeHT, y4acTBOBaBLUMW B KIMHUYECKOM MCCIedoBaHUn
nekapcTBEHHOro npenapara, BbirogonpuobpeTatens Bnpase MNpeabsBUTb HEMOCPEACTBEHHO CTPAXOBLLMKY
TpeboBaHMe O BO3MeLLEeHUN NpuYnMHeHHoro Bpega. CTpaxoBas BbinnaTta OCYLECTBAETCA CTPaxOBLUMKOM B
TeyeHne TpuauaTv OHen COo AHS npeacTaBneHust HeobXoauMbIX AOKYMEHTOB. [MauueHT, yyacTBOBaBLUMIA B
KMMHUYECKOM MCCNEefoBaHUM NekapCcTBEHHOro npenapara, unu BblirogonpuobpeTtatens 06s3aH coobWmnTb
CTPaxoBLUMKY [Afsi OCYLLECTBMEHWS CTPaxOBOW BbIMnaTbl WHAMBMAYaANbHbIA MAEHTUMUKALNOHHBIA KOA
nauueHTa, YCTaHOBIIEHHbIN CTpaxoBaTenieM B COOTBETCTBUM C TUMOBbLIMW MpaBunamum 06a3aTenbLHOro
CTpaxoBaHus.

12. o nonHoro onpegeneHuss pasvepa MOAMeXallero BO3MELLEHNIO Bpeda CTPaxOBLUUK MO
3asBMEHMIO NaUMEHTa, y4acTBOBABLUEro B KIIMHWYECKOM MCCNEAOBaHUM NEKAPCTBEHHOrO npenaparta, unm
3asBreHnI0 BbirogonpuobpeTaTens BNpaBe OCYLLIECTBUTb YacTb CTPAxXOBOW BbINfaTbl, COOTBETCTBYHOLLYIO
drakTU4eCcKn onpeaesieHHon YacTu NPUYNHEHHOro Bpeaa.

13. CtpaxoBas BbinnaTa B COOTBETCTBMU C JOTOBOPOM 06s3aTeNbHOro CTpaxoBaHWs OCYLLEeCTBRSETCS
He3aBMCMMO OT BbINMAT, NPUYUTAOLLMXCSA MO APYrMM BUAaM CTpaxoBaHusl.

14. He gonyckaeTcs y4acTve nauueHTa B NPOBEAEHUN KIMHUYECKOro UCCrneqoBaHns NekapCcTBEHHOIo
npenapaTa npy OTCyTCTBUM AOroBopa 0bs3aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a WCMOMHEHMEeM opraHv3auuven, nonyyYuBlUEN paspelleHne Ha opraHusaumio
NpoBeAeHNs KNMHUYECKOTO WMCCNEeLoBaHMS NEKapCTBEHHOro npenaparta Ans MeauUMHCKOro MpUMEHEHMS,
YCTaHOBIEHHOW HAcCTosIeN cTaTbell 0643aHHOCTM MO 0053aTenbHOMY CTPaxOBaHWIO KWU3HW, 340POBbS
naumeHTa, ydacTByoLero (y4acTBOBaBLUEIO) B KIMHUYECKOM WCCNEeAOBaHMU JIeKapCTBEHHOroO npenapara,
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ocyuwiecTBnAaeTcAa  ynosiHOMOYeHHbIM cbep,epaanblM opraHom WCMNOMHUTENbHOW  BfacTW, BbldaBLUUM
paspewieHne Ha nposengeHmne KnnHn4ecknx nccnegoBaHun JIeKapCTBEHHbIX MnMpenapaTtoB A1 MeauunHCKOro
NpUMEeHeHN4.

MnaBa 8. NMpon3BoAcTBO N MapKUPOBKA NIEKAPCTBEHHbIX CPEACTB
CraTtbs 45. [Mpon3BoacTBO NekapCTBEHHbLIX CPeACTB

1. [Mpon3BoACTBO NEKAPCTBEHHbIX CPEACTB [AOMKHO COOTBETCTBOBATb TpeboBaHMSIM MpaBun
Hagnexaulen nNPoOM3BOACTBEHHOW MPaKTUKW, YTBEPXOEHHbIM YMOMHOMOYEHHbIM deaepanbHbIM OpraHoMm
ncnonHutenbHon Bnactn. OcobeHHOCTN nepexoda NPOU3BOACTBA OTAENbHbIX NEKAPCTBEHHbIX CPEACTB K UX
NpoOu3BOACTBY B COOTBETCTBUM C TpebOBaHMAMMW MNpaBwuil Hagnexawlem MNpoOn3BOACTBEHHON MPaKTUKK
ycraHaBnueatotca [paButensctBoMm Poccuiickon ®efepauumn. Bblgada 3akmnioyeHuin O  COOTBETCTBUU
NPOM3BOANTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHNSAM MpaBun Haanexawen NnpoM3BOACTBEHHOW MPaKTUKK
OCYLLIECTBIISIETCA MO pe3yribTaTtaM MHCMEKTUPOBaHUSA NPOM3BOAUTENEN NEKAPCTBEHHbIX CPeACTB B MOpsiake,
yctaHoBneHHom [paButenbctBoM Poccuiickon Pepepauun. Pasmep nnatbl 3a Bblgady 3akIiOYeHMst O
COOTBETCTBUM  MPOU3BOAMTENS]  NEKAPCTBEHHbIX  CPeAcTB  TpeboBaHWsIM  MpaBun  Hagnexaiien
NPOu3BOACTBEHHON MpakTukn yctaHaBnueBaetcs [lpasutensctBom Poccunckon ®egepauun. [Nopsgok
opraHMsaumm 1 NpoBeAEeHMS NHCNEKTUPOBaHUSA NPOU3BOAMTENEN NeKapCTBEHHbLIX CPEeACTB Ha COOTBETCTBME
TpeboBaHMAM npaBui Haanexailen npousBOACTBEHHOM MPaKTUKW YycTaHaBnueaeTcs [lpaBUTEnbLCTBOM
Poccunckon degepaumm.

(B peq. PepepanbHbIX 3akoHOB 0T 25.06.2012 N 93-@3, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2. TlpousBoacTBO nekapcTBeHHbIX cpeactB B Poccuitckon  Pepepaumm  ocylectBnseTcs
NPOV3BOANTENSIMU NEKAPCTBEHHbLIX CPEACTB, MMEKLMMN NULEH3WUIO Ha MPOU3BOACTBO JleKAPCTBEHHbIX
cpeacTs. [NoaTBep)xaeHne COOTBETCTBUS NULIEH3MATa NpaBuiamM Haanexaien npon3BoacTBEHHON MPaKTUKM
OCYLLECTBIISIETCS B paMKax JNMLEH3MOHHOIO KOHTPOSsl B COOTBETCTBMM C 3akOHOoOaTenbCTBOM Poccuimckom
depnepaunm ¢ y4eToM 0COBEHHOCTEN, yKa3aHHbIX B YacTu 1 HacTosILLEN CTaTbMm.

(B peqn. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-03, o1 22.12.2014 N 429-03)

3. [lpou3BOACTBO fEKApPCTBEHHbLIX CPEeaCTB OCYLUEeCTBrnsieTcss ¢ cobnogeHvem  TpeboBaHum
NMPOMBILLIIEHHOrO pernaMmeHTa, KOTOPbIN YTBEPXKOAETCA PYKOBOAMTENEM MPOU3BOAUTENST JEKAPCTBEHHbIX
CPEeACTB M BKIHOYaET B cebs nepeyeHb NCMNonb3yembix hapMaLeBTUYECKNX CyOCTaHLMA U BCNOMOraTesibHbIX
BELLECTB C yKasaHMeM KOMMYecTBa Kaxaoro M3 Hux, AaHHble 06 mcrnonb3yemom obopyooBaHMM, onucaHue
TEXHONOrM4YeCcKoro npouecca n MeTogoB KOHTPONSA Ha BCEX 3Tanax NPOM3BOACTBA NEKAPCTBEHHbIX CPeACTB.

4. Tlpy NPOV3BOACTBE JIEKAPCTBEHHLIX CPEACTB WCMONb3ylTCcs apmaueBTUYeckme cyobcTaHumm,
BKITHOYEHHbIE B FOCYLAPCTBEHHbIA PEECTp NEKapCTBEHHbIX CPEACTB, 3a UCKIOYEHMEM (hapMaueBTUYECKMX
cybcTaHuMiA, NPOM3BOAUMBIX AN MPOBEAEHMS KIMMHUYECKUX UccregoBaHun u onsa akcnopta. K npoueccy
npou3BoAcTBa apmaLeBTUYECKON CyOCTaHLUUM OTHOCATCA Mobble cTagum TEXHONOMMYECKOro npoLecca,
NO3BONSANOLME NMOMNYYNTh FOTOBLIV MPOAYKT, COOTBETCTBYOLLMIA TpeboBaHMAM hapMakonenHom ctaTtbi, B TOM
uncrne depmMeHTaumusl, SKCTpakKuMs, O4YMCTKA, BblAENeHWe, MNepekpucTannmM3aums, BbiCyLUMBaHUE,
n3mMeribYyeHune.

(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

4.1. MNepeyeHb nekapCTBEHHbIX NpenapaToB ANsi MEAULMHCKOrO NPUMEHEHUS!, B OTHOLLIEHUN KOTOPbIX
yCTaHaBnuBarTca TpeboBaHus K ob6beMy Tapbl, YNaKOBKE WM KOMMIIEKTHOCTU, NepeyveHb NeKapCTBEHHbIX
npenapaToB Afs BETEPUHAPHOIO MPUMEHEHUS, B OTHOLUEHWW KOTOPbIX YCTaHaBnuBarTca TpeboBaHus K
obbeMy Tapbl, a Takke TpeboBaHMS K 0ObeMy Tapbl, YNaKkoOBKE W KOMMIEKTHOCTM J1eKapCTBEHHbIX
npenapaToB 4S9 MEAULIMHCKOro NpMMeHeHUs1, TpeboBaHus K 06beMy Tapbl NIEKAPCTBEHHLIX NpPenapaToB Ans
BETEPUHAPHOrO MPUMEHEHUS OMpeaenstoTCs COOTBETCTBYHIOLUMMU  YMONTHOMOYEHHBIMK  doedepanbHbIMK
opraHamu UCMONHUTENBHOW BNacTy B MOPSIAKe, ycTaHoBNeHHOM [NpaButensctBom Poccunckon ®enepauun.
(yactb 4.1 B peq. ®epgepanbHoro 3akoHa oT 14.12.2015 N 374-93)

5. 3anpelaeTcs Npon3BoACTBO:

1) NnekapCTBEHHbLIX CPEACTB, HE BKITHOUEHHbIX B FOCYAapPCTBEHHbIN PEECTP NIEKAapCTBEHHbIX CPeACTB, 3a
NCKITFOYEHMEM JNEKAPCTBEHHbIX CPEACTB, MPOU3BOAMMBIX OJ1 MPOBEAEHUS KITMHUYECKMX UCCIEeAOBaHUA U
AN 3KCnopTa;

2) hanbCMULMPOBaHHbIX NTEKaPCTBEHHbIX CPEACTB;

3) nekapCTBEHHbIX cpeacTs 6e3 nMueH3nn Ha NPOU3BOACTBO NIEKAPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbLIX CPEACTB C HapyLUeHNeM npaBui opraHmM3auumn NPon3BoaCTBa U KOHTPONS KadecTBa
neKapCcTBEHHbIX CPeacTB.

6. [lMpu BBOOE NeEKApPCTBEHHbIX CPEACTB B IPaXOaHCKMA OOOpPOT  YNOMHOMOYEHHOE  JMUO
Npou3BoaNTENST NEKapCTBEHHbLIX CPeACTB OCYLLECTBMSET NOATBEPXKAEHUE COOTBETCTBUSA JEKAPCTBEHHbLIX
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cpeacTB TpebOBaHMAM, YCTAHOBIIEHHbIM MPU WX FOCY4APCTBEHHOW pEerncrpauun, U rapaHTupyet, 4To
neKkapcTBEHHblE CpeACTBa NpoOM3BeOeHbl B COOTBETCTBUM C TpeboBaHMAMW MpaBuil  Hagnexallen
NMPOU3BOACTBEHHON NPaKTUKM.

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

7. YNOMHOMOYEHHbIM JIMLOM NPOU3BOAUTENS JIEKAPCTBEHHbIX CPEACTB SABMSETCs ero paboTHUK,
aTTeCTOBaHHbIA B YCTAHOBMEHHOM YMOSIHOMOYEHHbIM (befeparnbHbiM OpraHOM WCMOSMHUTENbHOW BNacTu
nopsigke M MMeKLWUn ctax paboTbl HE MeHee YeM MATb neT B obnactv npomsBoacTBa U (MnM) KOHTpONs
KayecTBa NekapCTBEHHbIX CPEACTB, BbicLlee obpa3oBaHne COOTBETCTBEHHO N0 O4HOWN M3 cheLmanbHOCTEN U
(M) ogHOMY W3 HanpaBneHUM MoaroTOBKM: Ouonorus, OUOTEXHONOMMS, BETEPUHAPUS, KIMHUYecKas
MeauuMHa, pagvaunoHHas, XMMudeckas u  Ouonornyeckas 3awmra, capmauus, dyHaameHTanbHas
MeauUmMHa, XMMUYecKast TEXHOSOMMS, XUMUS.

(4actb 7 B pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

8. NMpoussognTenu nekapCcTBEHHbIX CPEACTB MOTMYT OCYLLECTBATL NPOAAXY JIEKAapCTBEHHbIX CPEACTB
unu nepegasaTb UX B yCTAHOBIIEHHOM 3akoHodaTenscTBomM Poccuiickon ®egepaumm nopsgke:

1) ApyrMM NpoM3BOAUTENSAM NIEKAPCTBEHHbIX CPeACTB AN NPOM3BOACTBA JIEKAaPCTBEHHbBIX CPEACTB;

2) opraHu3auvsm onTOBOW TOProBNM NeKapCTBEHHbIMIN CPEACTBaMY;

3) anTeyHblM oOpraHuM3auusiM, BeTEPUMHAPHbIM anTeYHbIM OpraHM3auusiM, WUHAMBUOYarbHLIM
npeanpuHUMaTensM, UMEKLUM JUMUEH3NIO Ha apMaueBTUYECKYD OeATENbHOCTb WM JIMLEH3UIO Ha
MEOULMNHCKYHO AeATENbHOCTb;

4) Hay4yHO-MCCneaoBaTENbCKMM OpraHu3aumnamM Ansa Hay4yHo-1ccrnegoBaTenbCckon paboThl;

5) MegMUUHCKMM OpraHn3aLmsiM 1 BETEPMHAPHbLIM OpraHn3auusMm;

6) opraHusaunsam, OCyLLEeCTBRAAIOLINM pa3BefeHune, BblpallMBaHNe 1 coaepXXaHue XXUBOTHbIX.

Cratbsi 46. Mapk1poBKa riekapCTBEHHbIX CPeACTB

1. JlekapcTBeHHble npenapaTbl, 3a WCKMIOYEHMEM IEeKapCTBEHHbIX MpenapaToB, W3roTOBMEHHbIX
anTeyYHbIMM  OpraHM3auusMy,  BeTepUMHApPHbIMU  anTeYHbIMW  OpraHu3auvsMu,  UHAUMBUOYaNbHbIMU
npeanpyHUMaTensaMm, UMeLWUMN NMMLEH3NI0 Ha dapMmaLleBTUYECKy0 AeATeNbHOCTb, AOMKHbI MOCTynaTb B
obpalleHne, ecnu:

1) Ha nx NepBUYHON yNakoBKe (3a UCKIIYEHNEM NEPBUYHON YNAaKOBKM NeKapCTBEHHbLIX PACTUTENbHbIX
npenapaToB) XOPOLUO YMTaeMbiM LIPUAPTOM Ha PYCCKOM A3blke YyKasdaHbl HauMeHOBaHMe IeKapCTBEHHOro
npenapata (MexgyHapogHoe HenaTeHTOBaHHOEe, WU FPYnnMPOBOYHOE, UMM XMMUYECcKoe, W TOProsoe
HaumeHOBaHWe), HOMep cepun, AaTta BbiMycka (AN MMMYHOOMONOrMYECKMX NeKapCTBEHHbIX Npenapartos),
CPOK rOAHOCTW, [O3UPOBKA MU KOHLEHTpauus, o6beM, akTUBHOCTb B eAMHMLAX AENCTBUS UMK KONUYECTBO
hos;

(B peqn. PepepanbHbix 3akoHoB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2) Ha X BTOPMYHOW (NOTPEBUTENbCKON) YNakoBKE XOPOLLO YMTAeMbIM LUPUATOM Ha PYCCKOM SA3blKe
yKasaHbl HavMeHOBaHWe IeKapCTBEeHHOro nmnpenapata (MexgyHapogHOe —HenmaTeHTOBaHHOoe,  MNnn
rPYyNnMPOBOYHOE, UMM XMMUYECKOe W  TOProBOE HauMEHOBaHWs), HaMMeHOBaHWE MNpPOU3BOAUTENS
rfiekapCTBEHHOro npenapaTa, HOMep cepuwn, gata Bbinycka (4ns MMMYHOBMOMOrMYECKMX NeKapCTBEHHbIX
npenapaToB), HOMEP PErncTPaLMOHHOrO YAOCTOBEPEHUS, CPOK rOAHOCTU, Cnocob NMpuMMeHeHusl, O3MpOoBKa
UNN KOHUEHTpauus, obbem, akTMBHOCTb B eduHWUax AencTBus nvbo KONMMYecTBO 03 B YMNakoBKe,
nekapcTBeHHas popma, ycnoBms OoTnycka, yCrioBUs XpaHeHus, npegynpeanterbHble Hagnmcu.

(B pea. PenepanbHbix 3akoHoB oT 11.10.2010 N 271-d3, o1 22.12.2014 N 429-93)

2. ®apmaueBTMYeCKMe CyOCTaHUMM OOMMKHbI NOCTynaTb B oOOpalleHne, ecnu Ha WX NepBUYHOWN
yrNakoBKE XOPOLLO YMTaeMbiM LIPUAITOM Ha PYCCKOM A3blke yKasaHbl HauMeHoBaHue hapmaueBTUHECKON
cybcTaHuMM (MexagyHapoOHOoe HenaTeHTOBaHHOe, WM TPYNnMpPOBOYHOE, WM XMMWUYECKOE W TOProBoe
HaumeHOBaHWs), HaMMeHOBaHWe npou3BoauTensa capmaueBTMYeckon cybcTaHuMKM, HOMep cepuu U garta
M3roTOBMIEHNS, KONMYECTBO B YMaKOBKE WM €dMHWLbl M3MEPEHUs KOnu4yecTBa, CPOK FOAHOCTM WU YCroBMS
XpaHeHwus.

(B pen. PepgepanbHoro 3akoHa o1 22.12.2014 N 429-03)

3. JlekapcTBeHHbIe CpeAcTBa B KayeCTBE CbIBOPOTOK AOSMKHbI MOCTynaTh B obpalleHne ¢ ykasaHunem
XXMBOTHOIO, 13 KPOBW, Ma3mbl KPOBWU, OPraHOB M TKaHeN KOTOPOro OHW NOMyYeHbI.

4. Ha BTOpUYHYIO (NOTPEBUTENbCKYHO) YMaKOBKY NEKapCTBEHHbIX CPeAcTB, MOMYYEHHbIX M3 KPOBM,
nnasmbl KPOBW, OPraHoOB M TKaAHEW YerioBeka, OOIPKHA HaHOCUTbCS Hagnuck: "AHTuTena k BUY-1, BUY-2, k
BUpycy renatnta C 1 NOBEPXHOCTHBIN aHTUreH BUpYyca renatuTta B oTcytcTeytoT".

5. Ha nepBuYHylo ynakoBKy M BTOPUYHYIO (NOTPEBUTENBLCKYI) yNakoBKy paanodapmaueBTUYecKmx
nekapcTBEHHbIX CPeACcTB AOMKEH HAHOCUTBLCS 3HaK paavauuoHHON ONacHOCTMU.

6. Ha BTOpu4Hyl0 (NOTPebMTENbCKYID) YMNaKoBKY rOMeonaTUYEeCKUX FeKapCTBEHHbIX MpenapaTos
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JOJDKHA HaHOCUTbCA Haanuck: "omeonaTnyeckuin”.

7. Ha BTOpuMYHyl0 (NOTPEOMTENBLCKYO) YMAKOBKY JIEKapPCTBEHHbIX PaCTUTENbHBIX NMpenapaTtoB AOMKHa
HaHocUTbCA Haanuck: "lMpoayKuunsa npoLuna paganaunoHHbIA KOHTPONb".

8. Ha nepBuyHylo ynakoBKy (ecnu Onisi 3TOrO CyLLEeCTBYET TeXHMYEeCKas BO3SMOXHOCTb) Y BTOPUYHYIO
(noTpebuTenbckyto) yNakoBKY JIEKAPCTBEHHbIX MNpenapaToB, MpefHasHadeHHbIX And  KIMHUYECKUX
nccnegoBaHUNM, AOMKHA HAHOCUTLCA HagnNuek: "N KNMMHNYECKNX nccrneaoBaHuin'.

(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

9. YnakoBka feKapCTBEHHbIX CPeacTB, MpedHa3HAYeHHbIX WCKMIOUMTENBbHO ANs  3KCMopTa,
MapKUpyeTcs B COOTBETCTBUU C TpeboBaHUAMU CTpaHbI-umnopTepa.

10. Ha TpaHcnopTHyto Tapy, koTopas He npegHasHadYeHa Anis NoTpebuTenen U B KOTOPYIO NMOMELLEHO
NeKapcTBEHHOE CPEeACTBO, AOJPKHA HAHOCUMTBCS WHGOPMaUMs O HaVMMEHOBAaHWW, CEPUW JEKapCTBEHHOro
cpefcTBa, AaTte BblMycka, KONMYECTBE BTOPUYHBIX (MOTPEOUTENBCKUX) YNAKOBOK JIEKapCTBEHHOIO CPEACTBA,
npousBoauTeNe feKapCTBEHHOIO CpeacTBa C  yKasaHMEM HaUMEHOBaHMS U MECTOHaxXOXOEeHWs
nNpou3BoaNTENST NEKapCTBEHHOrO cpefcTBa (agpec, B TOM 4yuicrne cTpaHa v (Mnv) MecTto Mpou3BoACTBa
NeKkapCcTBEHHOIO CpefacTBa), a Takke O CPOKe FOOHOCTM JIeKapCTBEHHOro cpeactBa M o6 ycrnoBusix €ro
XpaHeHus 1 nepeBo3kn, Heobxoaumble NpegynpeanTenbHble HAAMUCU U MaHUNYNSTOPHbIE 3HAKK.

11. Ha nepBurYHyI0 ynakoBKy U BTOPUYHYIO (MOTPEBUTENBCKYHO) YNaKoBKy NeKapCTBEHHbIX CpeacTB Ans
BETEPUHAPHOrO NPMMEHEHMS AOMKHAa HAHOCUTBLCA Haanuek: "[Ons BeTepnHapHOro NnpumMeHeHns".

12. Ha BTOpU4HYt0 (NOTpebuTEenbCKy) YNakoBKy NEeKapCTBEHHOMO npenapara HaHOCUTCS LUTPUXOBOW
Koa.

Maea 9. BBo3 nekapcTBeHHbIX cpeacTB B Poccuinckyro Peaepauuio U BbIBO3 fleKapCTBEHHbIX
cpencTB u3 Poccurckon ®egepauum
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratbss 47. Tllopsinok BBO3a JeKapCTBEHHbIX cpeactB B Poccuiickyto degepaumio U BbiBO3a
neKapCcTBeHHbIX cpeacTs n3 Poccuiickon ®Pepepauum
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeactB B Poccuiickyto ®depepauuio  OCylecTBnsieTca B nopsake,
ycraHoBneHHom [lpaButensctBom Poccuiickon depepauuun, B  COOTBETCTBMM C  TaMOXEHHbIM
3aKoHoOaTenbCTBOM TaMoOXeHHOoro cotwsa B pamkax EBpA33C (ganee - TaMOXeHHbIM coto3) u (Mnu)
3aKkoHogaTtenscTBoM Poccuiickon ®efepauum o TaMOXEHHOM Aere.

(B peq. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

2. BBo3umble B Poccuiickyto ®Penepaunto NekapcTBEHHbIE CpeacTBa AOIMKHbI OblTb BKIOYEHbLI B
rocyfapCTBEHHbIN peecTp NnekapCTBeHHbIX CpeacTB.

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

3. DonyckaeTtcs BBO3 B Poccuickyto ®egepaumio KOHKPETHOM NapTUM 3aperMcTpuMpoBaHHbIX U (UNnn)
He3apermcTpupoBaHHbIX JIeKapCTBEHHLIX CPeACTB, MpefHasHayeHHbIX ANA NpoBefeHUs  KMUHUYECKUX
nccnefoBaHUn  NeKkapcTBEHHbIX MNpenapaToB, MPOBEAEHUs 3KCNepTUsbl NeKapCTBEHHbIX CPeacTB Aris
OCYLLECTBMEHNS TOCyAapCTBEHHOW perncTpauum nekapCTBEHHbIX MpenapaToB WAM  Afs  OKa3aHus
MEeOMLMHCKOW MOMOLLUM MO XKM3HEHHbIM MOKa3aHWSM KOHKPETHOro naumeHTa Ha OCHOBaHUWM paspeLLeHus,
BblA@HHOMO YMNOMHOMOYEHHbIM defepanbHbiM OpraHOM WCMOMHUTENBHOW BRiacTU Mo 3asiBNEHUsSM Nuu,
yKa3aHHbIX B cTatbe 48 HacToswero PegepansHOro 3akoHa. PaccMoTpeHne Takoro 3asiBNeHUs U NpUHSaTue
peleHns O Bbigaye paspelleHnss Ha BBO3 KOHKPETHOW MapTum 3aperMcTpupoBaHHbIX W (Unin)
He3apermcTpUpoBaHHbIX JeKapCTBEHHbLIX CPEeACTB, MpeaHasHayeHHbIX ANs NpoBefeHUs  KMUHUYECKUX
nuccnefoBaHWA NeKkapcTBEHHbIX MNpenapaToB, MNpPOBeAEHUs] SKCNepTU3bl NeKapCTBEHHbIX CpeacTB Arnis
OCYLLLeCTBIEHUA rOCYyQapCTBEHHOW perncTpaumm fnekapCTBEHHbIX fpenapaToB WnuM AN OKa3aHus
MEONLIMHCKOM MOMOLLM MO XM3HEHHBbIM MOKa3aHWsIM KOHKPETHOro nauueHta nnbo o6 oTkase B Bblgade
YKa3aHHOrO paspeLleHnsi NPoM3BOOATCA B CPOK, He MpeBbIWaoWmi Nt pabovnx gHewn. MNnata 3a Belgady
yKa3aHHOro paspeLueHus He B3uMaeTcs.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuickylo depepaumio MOXHO BBO3UTb Jl€KapCTBEHHble CpeacTBa, KayeCTBO KOTOPbIX
NMOATBEPXKOEHO cepTUdMKaToM NpPou3BOAUTENS NEKapCTBEHHbIX CPEACTB, YAOCTOBEPSIOWNM COOTBETCTBME
BBO3MMbIX JIEKapCTBEHHbIX CpeacTB TpeboBaHUAM dhapMakonenHblX ctaTen nmbo B criydyae X OTCYTCTBUSA
HOpMaTMBHOW JOKYMEHTaLMU U HOPMATUBHOIO JOKYMEHTA.

(B pea. PepepansHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpelaetca BBo3 B Poccuiickyto deaepaumio anbcuuLnMpoBaHHbIX NeKapCcTBEHHbIX CPeacTs,

He0OpOKa4YeCTBEHHBIX NEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHbLIX NeKapCTBEHHbIX CPEACTB.
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(B peq. ®PenepansHoro 3akoHa ot 06.12.2011 N 409-93)

6. PanbcnduumMpoBaHHbIEe FEKapCTBEHHbIE CpeacTBa, HeJoOpOKayeCTBEHHbIE eKapCTBEHHbIE
cpefcTBa noanexart M3bATUIO M NOocnedylLwemMy YHUYTOXEHMIO unu BbiBo3y u3 Poccunckon Pepepauun,
KOHTpadaKTHbIEe JIEKapCTBEHHbIE CPeacTBa - U3bATUIO U MOCMEAYIOWEMY YHUMTOXEHNIO. YHUYTOXEHNE Unu
BbIBO3 "3 Poccunckon denepauun hanbcnUUMpoBaHHbIX nexKapcTBEHHbIX CpeacTs,
HeJOOpOKaYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPEeAcTB, KOHTpadaKTHbIX  FIEKApPCTBEHHbIX  CPeacTB
OCYLLECTBMSAETCS 3a CYeT fuua, OCYyLWeCTBMBLUEro MX BBO3. [lOpSAOK  YHUUTOXEHUST U3BATbIX
hanbCUULMPOBAHHbBIX NEKApCTBEHHbIX CPEACTB, HenobpoKayeCTBEHHbIX NEKapCTBEHHbIX CPeacTs,
KOHTpadhaKTHbIX NeKapCTBEHHbIX CPeACTB ycTaHaBnmBaeTcs [paButenscTtBoM Poccuiickon deaepaumu.

(B peq. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-d3)

7. Jlnua, ocyuectensoLime BBo3 B Poccuiickyto degepaumio panscnuLmMpoBaHHbIX NekapCTBEHHbIX
cpefcTB, HeJOOPOKaYECTBEHHbIX NTEKAPCTBEHHbBIX CPEACTB, KOHTPA(aKTHbIX JIEKAPCTBEHHbBIX CPEACTB, HECYT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cows3a u (Mnm)
3akoHogaTenbcTBoM Poccurickon defepalmm 0 TaMoXXeHHOM ferne.

(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

8. BbiB03 nekapcTBeHHbIX cpeacTB u3 Poccuiickon Penepaumm ocyuiectenseTcs 6e3 npumMeHeHus
OrPaHUYEHUN, YCTAHOBMEHHbLIX TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cow3a U (unu)
3akoHogatensctBoM Poccuiickon ®egepauum O rocygapCTBEHHOM  pPErynupoBaHMM  BHELLHETOProBOM
OEeATenbHOCTU.

(B pea. PenepanbHbIX 3akoHoB 0T 06.12.2011 N 409-93, ot 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

Cratbs 48. KOpuanyeckne nuua, KOTOpbIM paspeLleH BBO3 feKkapCTBEHHbIX cpeacTts B Poccunckyro
depepaunio
(B peqn. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTBa B Poccunckyto efepaumto MOryT BBO3UTD:
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nponsBoauTENU NEeKapCTBEHHbIX CPEACTB AMs uenen cobCTBEHHOrO Npou3BOACTBa NeKapCTBEHHbIX
CPEeACTB;

2) VHOCTpaHHble pa3paboTyMKM NEeKapCTBEHHbIX CPEACTB W WMHOCTPaHHblE MPOM3BOAMTENMU
NEeKapCTBEHHbIX CPeACTB UNM Apyrve opuanyeckue nuua no nopyvyeHuto paspaboTumka nekapCTBEHHOrO
cpeacTBa ONs NPOBEAEHMS KMMHUYECKUX WUCCNedoBaHWM eKkapCTBEHHOro npenapaTa, OCYLLEeCTBMEeHUs
rocydapCTBEHHOM permcTpaumm rnekapCTBEHHOro npenapaTta, BKoYeHUs hapmaueBTU4eckon cybcTtaHumm B
rocy0apCTBEHHbIA peecTp MNeKapCTBEHHbIX CPeacTB, KOHTPONSA KayecTBa NeKapCTBEHHbIX CPeAcTB npu
HanMuMyM paspeLlleHnst YNorIHOMOYEHHOro dedepanbHOro opraHa MWCMOMHUTENbHOM BRacTu Ha BBO3
KOHKPETHOWN NapTuX NeKapCTBEHHbIX CPEACTB;

3) opraHu3aumm onToBOW TOProBAM NEKapCTBEHHLIMW CPEACTBAMU;

4) Hay4HO-MCCnegoBaTenbCckne opraHusaummn, obpasoBaTerbHble opraHM3auny Beicllero obpasoBaHus,
Npou3BOANTENN JNIEKAPCTBEHHBIX CPEeACTB Anis paspaboTku, wuccnenoBaHW, KOHTponst 6e3onacHocTw,
KayecTBa, 9P(EKTVBHOCTM NEKAPCTBEHHbIX CPEACTB MPU HanNMuun paspelleHns YnorTHOMOYEHHOrO
denepanbHOro opraHa UCNONMHUTENbHONM BacTy;

(B peq. PepepanbHoro 3akoHa ot 02.07.2013 N 185-d3)

5) MeguUMHCKMe opraHmM3auum, UHbIe yKasaHHble B NyHKTax 1 - 4 HACToALWEN CTaTby OpraHusaumm ans
OKazaHWs MeOULMHCKOW MOMOLLM MO JKU3HEHHbIM MOKa3aHWAM KOHKPETHOro MauueHTa npu  Hanumyuum
paspelleHnss ynornHOMOYEHHOro deaepanbHOro opraHa WCMNOMHUTENbHOM BRAacTM Ha BBO3 KOHKPETHOW
napTuu nekapCcTBEHHOro npenaparta, BblAAHHOrO B YCTaHOBMNEHHOM nopsake B (hopMe 3SneKTPOHHOro
OOKYMEHTa, NOANUCAHHOIO YCUMEHHOW KBaNUULMPOBAHHOW 3rIEKTPOHHOW NOAMMCHIO.

(B peqn. PepepanbHoro 3akoHa ot 12.03.2014 N 33-93)

Cratbs 49. [loKyMeHTbI, MpeAcTaBnseMble B TAaMOXEHHble opraHbl Poccunckon ®depgepauum npyn BBO3e
neKapCTBEHHbIX cpeacTs B Poccuiickyto ®enepaumio
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. lMpu BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyio ®depgepaumio B TaMOXEHHbIE OpraHbl
Poccuiickon ®egepauun Hapsgy ¢ OOKYMEHTaMu, NpeacTaBrieHne KOTOPbIX NPedyCMOTPEHO TaMOXEHHbIM
3aKoHoOaTenbCTBOM TaMOXEeHHOro cotwsa W (Mnu) 3akoHodaTtenbcTBom Poccuiickon ®epepauun o
TaMOXEHHOM Aene, NpeAcTaBnsAlTcsa cnegyowme JOKYMEHTbI:

(B peq. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-d3)
1) cepTucukaT npou3BOAMTENs NEKApPCTBEHHOrO0 CPeacTBa, YAOCTOBEPSIOWMA COOTBETCTBME
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BBO3MMOIO NIEKAPCTBEHHOIO CcpeacTBa TpeboBaHNsIM bapmakonerHon ctatby Nnbo B criyyae ee OTCYTCTBUSA
HOpPMaTMBHOW OOKYMEHTaUMN UM HOPMaTUBHOIO JOKYMEHTA;

2) paspelleHne YNosIHOMOYEHHOro dbedeparnbHOro oOpraHa WCMOSIHUTENbHOW BRacTM Ha BBO3
KOHKPETHOM NapTuu NekapCTBEHHOMo CpeacTBa B CryyasX, yCTaHOBSIEHHbIX YacTbto 3 cTaTtbu 47 HaACTOALEro
depnepanbHOro 3akoHa.

2. [JoKymeHTbl, yKasaHHble B OyHKTax 1 m 2 yactm 1 HacToswewn cTaTbu, NPEeAcTaBnslTCA B
TamoXeHHble opraHbl Poccuiickon ®egepauumn npu npubbiTUM NEKapCTBEHHbIX cpeacTB B Poccumnckyto
depnepauyuio.

(B pea. PepepansHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbs 50. BB03 nekapcTBeHHbIx npenapatoB B Poccuitckyio ®epepauuio gns  fMYHOMO
UCMOMb30BaHNSI U WHbIX HEKOMMEpYEeCKUX Lenen, a Takke pAns MCMonb3oBaHMS Ha TeppuUTopumn
MeXAyHapoaHOro MeauLMHCKOro Knactepa
(B peq. PepepanbHbix 3akoHoB oT 06.12.2011 N 409-03, o1 29.06.2015 N 160-93)

1. JlekapcTBeHHble npenapaTtbl MOryT ObiTb BBe3eHbl B Poccuiickyio Pepepauunio 6e3 ydeta
TpeboBaHMN, NpegyCMOTPEHHbIX Yactamu 1 - 4 ctateun 47, ctatbamu 48 n 49 HacToswero denepansHoro
3aKoHa, eCnun OHW NpegHasHadYeHbl Ans:

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nnyHoro ncnomnb3oBaHUsa U3NYECKMMU Nuuamu, NpubsiBwMMK B Poccuiickyto ®epepaumto. Mpu
3TOM BBO3 B Poccuiickyio ®efepauunio nekapcTBEHHbIX NpenapaToB, CoaepXallmx CUMbHOAENCTBYOLNE U
(vnn) spoBUTbIE BeLLeCcTBa, BKMHOYEHHbIE COOTBETCTBEHHO B CMUCOK CUNbHOAEWCTBYIOLIMX BeLlecTB Anis
Lenen yronoBHOro 3akoHopatensctBa Poccunckon degepaumm u B CNMCOK SO0BUTHIX BELLECTB AN Lenen
YronoBHOro 3akoHofdaTtenscTBa Poccuiickon ®depepauunun, yTBepxaeHHble [NpasutenbctBoM Poccuickomn
denepauumn, ocyLLeCTBNSETCS NPU HanNM4YMM OOKYMEHTOB (3aBEpPEHHbIX KOMUIA JOKYMEHTOB UMW 3aBEPEHHbIX
BbIMMCOK M3 HUX), MOATBEPXOALWUX Ha3HadeHne uU3ndeckomy nuuy YyKasaHHbIX J1eKapCTBEHHbIX
npenapaTtoB (3a WCKIOYEHNEM JIEKAPCTBEHHbIX MNpenapaToB, 3aperucTpuMpoBaHHbIX B PoccuiAckon
depepauumn n otnyckaemblx B Poccunckon Pepepaumm 6e3 peuenta Ha NEKapCTBEHHbIM npenapar).
MoaTeepxgalolime OOKYMEHTbl (MX 3aBEPEHHbIE KOMUW WM 3aBEPEHHbIE BbIMUCKA W3 HUX) LOIDKHbI
coAepxaTb CBEAEHUS O HAMMEHOBAHUM N KONMYECTBE Ha3HaAYEeHHOro fiekapCTBEHHOro npenaparta. B cnyyae,
ecnu noareepXxaatoLmne JOKYMEHTbI (MX 3aBEPEHHbIE KOMUM UNN 3aBEPEHHbIE BbINMUCKN U3 HUX) COCTaBIEHbI
Ha MHOCTPaHHOM £3bIKe, K HAM NpunaraeTcst HoTapuanbHO 3aBepPeHHbIN NepeBo Ha PYCCKUN A3bIK;

(n. 1 B pea. ®egepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) ncnonb3oBaHusa paboTHUKaMKU OUNNIOMaTUYECKOro Koprnyca Uiy NPeAcTaBUTENSIMU MEXAYHAPOLHbIX
opraHuM3aumin, akkpeamToBaHHbIX B Poccuninckon deaepauuu;

3) neyeHns naccaXxnpoB N YIIEHOB IKMMaXeW TPaHCMOPTHBIX CPEACTB, NOe3aHbIX Opurag n Bogutenemn
TPaHCMOPTHbIX CPEACTB, NpubbIBLLIMX B Poccunckyto degepaumio;

(B peq. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nevyeHUs y4YaCTHMKOB MEXOYyHapOOHbIX KyIbTYPHbIX, CMOPTMBHbLIX MEPOMNPUSTUA U YYaCTHUKOB
MeXAyHapoOHbIX aKcneanumn;

5) neyeHMs KOHKPETHbIX XWBOTHLIX B 300Mapkax, a TakKe XWMBOTHbIX, BBO3UMbIX B Poccuickyto
depepaunto 4na y4acTus B COPTUBHBIX U 3PENULLHBIX MEPONPUSTUSX;

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6) NCNonb30BaHUSA Ha TEPPUTOPUM MEXAYHAPOAHOIO0 MEeQULIMHCKOrO KracTtepa.
(n. 6 BBegeH PepepanbHbiM 3akoHOM oT 29.06.2015 N 160-93)

2. B cny4yasx, npedycMOTPeHHbIX YacTbio 1 HacTosillen cTaTbW, AornyckaeTcsa BBO3 B Poccunckyro
denepaunto nekapcTBEHHbIX NpenapaToB, He 3aperncTpmMpoBaHHbIX B Poccuickon Pepepauun.
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHble MpenapaThbl, NpedHa3HadYeHHble AN FyMaHWTapHOW MOMOLLM (COQeNCTBMSA) Unu
MOMOLLM MpU Ypes3BblyariHbIX CUTyaumsx, BBo3aTcsa B Poccuiickyto Pegepauunto B nopsgke, YCTaHOBIEHHOM
MpaButensctBom  Poccunckon ®depepaumn. 3anpewaetca BBo3 B Poccunckyto  depepauuio
He3apermcTpMpoOBaHHbIX fEKapCTBEHHbLIX MNpenapaToB, MpeAHasHayeHHbIX AN TyMaHWTapHOW MOMOLLM
(copgencTeust) N NOMOLLM NMPU Ype3BbIYaNHbLIX CUTYaLUSIX.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbsa 51. COprD,HI/ILIGCTBO (pep,epaanoro opraHa NCMNOSMHUTENBLHOW BRacTy, YNOJTHOMOYEHHOIO B
obnacTy TaMOoXXeHHoro gena, u Opyrnx ynoJIHOMO4YEHHbIX cbe,u,epaanblx OopraHoB NCMNOSMHUTENBHOW BRacTn

1. YNonHOMOYEHHbIE cbep,epaanble opraHbl WCMOMHUTENBLHOW  BracTn npeaocTaBnAlOT B
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pacnopsixeHve hegepanbHOro opraHa UCMONIHUTENbHON BRACTH, YNONHOMOYEHHOIO B 00NacT TaMOXeHHOro
fAerna, rocyfapCTBEHHbIN peecTp JIeKapCTBEHHbIX CPEACTB, a TakkKe WHPOPMauMio O BblAaHHbIX
paspeLleHnsaX Ha BBO3 KOHKPETHOW NapTUW NeKapCTBEHHbIX CPeACTB B CriyyasiX, YCTaHOBMEHHbIX YacTbio 3
ctaTtbu 47 HacTosawero ®enepanbHOro 3akoHa.

2. ®epgepanbHbI OpraH UCMOMHUTENLHOW BiacTW, YNOMHOMOYEHHbIN B 06nactu TamoXeHHOro gena,
MHOPMUPYET YyKasaHHble B 4Yactm 1 HacTosiwen craTbu YMNONHOMOYEHHble heaepanbHble OpraHbl
WCMONMHUTENBbHOW BNacTMu O BBO3€ NEKapCTBEHHbIX cpeacTB B Poccunckyto Pegepauunio M BbiBO3e
nekapcTBeHHbIX cpeactB M3 Poccunckon ®depepaummn no gopme u B nopsigke, KoTopble YCTaHOBMEHbI
MpaButensctBom Poccunckon denepaumm.

(B peq. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-d3)

naBa 10. PapmaueBTUYECKaA AeATENIbHOCTb
Cratbs 52. OcyuiecTBreHne papMaueBTUYECKON OeATENbHOCTH

1. ®dapmaueBTnyeckas AeATernbHOCTb OCYLECTBASETCA OpraHusauuMsmm  OnTOBOW  TOProsnv
nekapcTBEHHbIMU cpeacTBamMu, anTeYHbIMWM OpraHu3aumsMmn, BETePUHapHbIMU anTeyHbIMW OpraHM3aunsmMm,
MHAMBMAOYanbHbIMWU NpeanpuHUMaTensMm, UMELWMMA NIMLEH3NI0 Ha apMaLeBTUYECKYl0 AeATenbHOCTb,
MEOMLMHCKMMWN  OpraHn3aLusaMmn, UMeLWnUMn MULEH3UI0 Ha dapMaueBTUYecKylo AeATenbHOCTb, U KX
obocobneHHbIMM noapasgeneHuamMu (ambynatopusamu, denbawepckumMn 1 denbalepcKo-akyLepCcKMmMm
MyHKTamW, UeHTpamu (oTaeneHusmn) obwien BpayebOHOM (CeMeNHON) NpaKTUKW), PacrnorioXeHHbIMU B
CENnbCKUX HaCeNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHusaumu, W BeTEepUHAPHbLIMU
opraHv3aumsaMy, UMeoLLIMMUN NULEH3NI0 Ha hapMaLeBTUYECKYI0 AeATEeNbHOCTb.

(B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. dusnueckme nuua MoryT OCyLLEeCTBMATbL hapMaLeBTUYECKy0 OEATENbHOCTb NPU HAaNMYMK BbICLLErO
unu cpegHero apmaueBTM4EeCcKoro obpasoBaHus 1M cepTudmkaTa creunanncTa, BbICLLIEro UM cpeaHero
BETEPMHApHOro obpasoBaHus 1 cepTudmrkaTa cneumanncta, a Takke BbICLLEro Unu cpeaHero MeauLUUHCKoro
obpasoBaHus, cepTudmkata cneumanucTa u JononHUTENLHOrO NpodeccnoHansHoro obpasosaHna B 4Yactu
PO3HWYHOW TOProBNW JieKapCTBEHHbIMW MpenapataMmuM Mpu  ycrnoBun wux pabotbl B 060COBNEHHbIX
nogpasgeneHnax MeauUMHCKNX opraHm3aumni, ykasaHHbIX B YacTu 1 HacTosiLen cTaTbu.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 27.07.2010 N 192-93)

Cratbs 53. I'Ipo,u,a>|<a, nepegadya nekapCTBeHHbIX CpeacTtB opraHmn3aumamm onToBow TOpProsin
NeKkapCcTBeHHbIMU CpeacTBaMu

OpraHusaumMn OnTOBO TOProBMM J1IeKapCTBEHHbIMU CPEeACTBaMM MOTYT OCYLLECTBMSATb MNPOAaxy
NeKapCTBEeHHbIX CPeACcTB WM nepegaBaTb WMX B YCTaHOBMEHHOM 3aKOHOAATENbCTBOM Poccuiickol
depepauuny nopsiake:

1) OpyrMM opraHusaumsiM ONTOBOW TOProBIM JIEKAPCTBEHHBIMW CPeACTBaMU;

2) Npov3BOANTENSIM NEKaPCTBEHHBIX CPEACTB ANA Lernei Npou3BoACTBa NEKapCTBEHHbIX CPEACTB;

3) anTe4HbIM OpraHU3aLusam 1 BETEPUHAPHbLIM anTeyYHbIM OpraHnM3aLnam;

4) Hay4HO-MCCreaoBaTenbCKMM OpraHnM3aUmam Ans Hay4HO-UCCMeaoBaTenbCKon paboThbi;

5) uHAMBMAOyanbHbIM  MPeanpUHUMATENAM, WMEIOLWMM  NULEH3NI0  Ha  hapMaueBTUYECKYHo
AeATeNbHOCTb UMK MULEH3NI0 Ha MEAULIMHCKYIO OEATENbHOCTb;

6) MeaULIMHCKM OpraHv3aumnam, BeTepMHapHbIM OpraHm3aumsam;

7) opraHv3aumam, ocyLLeCTBNSAOWUM pasBefeHne, BbipallyBaHWe U CoaepXaHne XUBOTHBIX.

Cratbs 54. NpaBuna oNnToBOW TOProBfv fIeKapCTBEHHLIMW CPeACTBaMM

OnToBasi  TOproBns  JIEKApCTBEHHbIMW  CpeAcTBamMu  OCYLLECTBASIETCA  MPOM3BOAMTENAMMU
NeKkapCTBEHHbIX CPEACTB M OpraHM3aunsiMyM ONTOBOW TOProBIW NeKapCTBEHHBIMKU CpeacTBamMu Mo npasuniam
Hagnexawlen OMCTpubbIOTOPCKOM MpaKTUMKM M MpaBuniaM Hagnexaiwlen npakTVku XpaHeHUs 1 nepeBO3KM
nekapcTBEHHbIX MpenapaToB, YTBEPXAEHHbIM COOTBETCTBYIOLLMMMU YNOMHOMOYEHHbIMU  (hbeaepanbHbIMU
opraHamu NCMONHUTENbHOW BNAacTu.
(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

Cratbs 55. Nopsgok po3HMYHOM TOProBK fiekapCTBEHHbIMU NpenapaTamm

1. PO3HU4Has TOProBrid nekapCcTtBeHHbIMWM npenapatamMn B KOJIMYECTBAX, HeobxoaMMbIX Ans
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BbIMOSIHEHMSA BpayebHbIX (henbaluepcKkMx) HasHauYeHWn WU HasHayYeHWn chneumanuctoB B obractu
BETEPMHApPUN, OCYLLECTBNSAETCA anTe4YHbIMU OpraHu3aumMsaMn, BeTepMHaAPHBIMU anTeYHbIMU OpraHn3aumsamu,
WHAVBMOYaNbHLIMW NpeanpuHUMaTensaMy, UMEeLWnMM NULEH3N0 Ha dapMaueBTUYeCKylo AesaTenbHOCTb,
MEANLMHCKAMU  OpraHnsaumamy, MMELWUMN NUUEH3NI0 Ha dapmaueBTUYeCcKylo AeATENbHOCTb, U UX
obocobneHHbIMM noapasgeneHuamMu (ambynatopusmu, denbawepckummn n - enbaepcKo-akyLepCcKMMm
nyHKTamMu, ueHTpamu (oTgeneHnsmMu) obwen BpadvyebHOM (CeMenHON) NpakTWKW), PachoSiIOXEHHbIMU B
CenbCKUX HacCeneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHusaumu, uU BeTepUHapHbIMU
opraHu3auMsmMn, UMeKLUMU NIMUEH3NI0 Ha apMaueBTUYECKY0 OesaTenbHOCTb. PaspelueHa po3HuMYHas
TOProBnsi TOMbKO feKkapCTBEHHLIMU MpenapaTtamu, 3apeructTpupoBaHHbiMu B Poccuinckon ®egepauun mnu
M3roTOBMEHHbIMM  anTeyHbIMW  OpraHM3auusMu,  BETEPUHapHbIMKM  anTeyHbIMW  OpraHm3aLusaMu,
WMHAMBMAYaNbHLIMW NpeanpuHUMaTensaMy, UMEeLWUMM NULEH3N0 Ha dapMaueBTUYECKYlo AeATenbHOCTb.
Po3HuyHas ToproBnsA nekapCcTBEHHbIMWM MpenapataMy OCYLLECTBNSeTCA MO MpaBufiaM Hagnexallen
anTeyHOW NPaKTUKW, YTBEPKOEHHBIM YNOMHOMOYEHHbIM dhefeparibHbiM OpraHOM UCMOSTHUTENbHOW BRACTy.

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

2. Bugbl anteyHbIx opraHM3auunin u npasuna oTnycka fiekapCTBEHHbIX NpenapaTtoB Ans MeAWLMHCKOro
NMPUMEHEHMS anTe4YHbIMU OpraHM3auusaMmn, UHAMBMAYaANbHLIMW NPeAnPUHUMATENSMU, UMEIOLLMMUN FINLIEH3NIO
Ha dapMaueBTUYECKYID AeATeNbHOCTb, a Takke npaBuna OTMycka NeKkapCTBEHHbIX MpenapaToB Ans
MEeOMLIMHCKOrO NPUMEHEHUST MeANLIMHCKMMY OpraHn3aumsamMmmn, MMELLMMN NULEH3NI0 Ha dhapMaLeBTUYECKYHO
OesaTenbHOCTb, M ux o6ocobneHHbIMM  nogpasgeneHuamu  (ambynatopusamn, enbawepckuMm 1
denbalepcKo-akyLlepCKUMM  MyHKTaMu,  LeHTpamu  (oTdeneHuamn) oblwen BpadyebHOn (CeMenHomn)
NpaKkTUKK1), PacrofiOXXEHHLIMW B CENbCKMX HAaCEeNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusaumu, yTeepXaarTcs YNoNHOMOYEHHbIM dhefeparibHbIM OpraHOM UCMOSNHUTENBHON BNacTu.

(B peq. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. MNpaBuna oTnycka HapKOTUYECKUX CPeACTB WM MCUXOTPOMHbIX BELLeCTB, 3aperucTpupoBaHHbIX B
KayecTBe NeKapCTBEHHbIX MpenapaToB, JleKapCTBEHHbIX MNpenapartoB, coAepXalux HapKoTudeckne
CpeactBa W MCUMXOTPOMHblE BELEeCTBa, YTBEPXAalTCA YNONMHOMOYEHHbIM deaepanbHbiM  OpraHoM
MCMOMHUTENBbHON BRAcTM NO COrNacoBaHWio C deaepanbHbiM  OPraHoOM  MCMOSIHUTENbHOM  BRACTW,
YNOMHOMOYEHHbIM B chepe BHYTPEHHMX Aen.

(8 ped. ®edeparnbHo20 3akoHa om 03.07.2016 N 305-#3)

4. lekapcTBeHHble NpenapaTthbl 4NA BETEPUHAPHOro NPUMEHEHUs nognexarT OTnycKy BeTepuHapHbIMM
anTeyHbIMY OpraHu3aumnsiMy, BETEPUMHAPHbIMU OpraHM3auMsMy, MHOMBWAYanNbHBIMU NPeanpUHMMaTENsMu,
UMELWUMN  FIMUEH3NI0O Ha dapMaueBTUYecKkyo AedtenbHocTb. [lpaBuna oTnycka nekapCTBEHHbIX
npenapaToB ASi9 BETEPUHAPHOro NPUMEHEHUS YTBEPXKOATCA YNONMHOMOYEHHbIM dhedepanbHbiM OpraHoM
NCMNONMHNTENBHOW BNAcTW.

5. TlepeyeHb MeOWUMHCKUX OpraHusauuin, WMewwWwux nuMueH3no Ha  dapmaueBTUYeCKyHo
AeATenbHOCTb, U Nx 060COo6MNeHHbIX noapasgeneHvn (ambynartopui, denbawepcknx u denbalepcKo-
aKyLLepCKMX MYHKTOB, LIEHTPOB (OTAeneHuin) obLien BpadebHOW (CEMENHOW) NPaKTUKK), PacMOSIOXEHHbIX B
CeNnbCKMX HacCeneHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuYHble OpraHusauuu, a Takke nepeyeHb
NieKapCTBEHHbIX MpenapaToB (3a WCKIMIOYEHUWEM  HapKOTUYECKUX JeKapCTBEHHbIX MpenapaToB WU
MCUXOTPOMHbLIX NEeKapCTBEHHbIX NpenapaToB), MPOAaxa KOTOPbIX MOXET OCYLUECTBASATLCA YKasaHHbIMM
opraHusaumsamm n nx obocobrneHHbIMU NoapasaeneHusamMn, yCcTaHaBnMBalTCa opraHamMu UCNOMHUTENbHON
Bnactu cybbektoB Poccuiickon deagepaumn.

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

6. AnTeuyHble opraHusauun, uWHOVBUAYyanbHblE MpeanpuHUMaTeny, uMelwme nUUEH3N Ha
dapmaLeBTNYECKYI0 AeATenbHOCTb, 00513aHbl 0b6ecneynBaTh yTBEpXAeHHbIN MpaButensctBom Poccuiickon
®epepaunn 1 HOopMUPYEMBIA B YCTAHOBNIEHHOM UM NOPSAKE MUHUMAIbHBIA aCCOPTUMEHT NeKapCTBEHHbIX
npenapaToB, HEOOXOAUMbIX Af1A OKasaHWs MeaULIMHCKON NOMOLLW.

(4actb 6 B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble opraHu3auuu, uWHAMBMAYalbHble MNPeArnpuHMMaTeny, WMerolWwmne JFUUEeH3NIo Ha
dapmaueBTNYEeCKyI0 AeATenbHOCTb, Hapsdy C NeKapCTBEHHbIMM MpenapaTamMn MMerT Npaso npuobpeTaTs U
npodaBaTb MeauLMHCKME U3faenvs, AesnHduumpyowme cpeacTsa, npeameTbl U CpeacTBa NIMYHOM TMIneHbl,
nocyay Ans MeauUUHCKUX Lenen, npeameTbl U CpeAacTBa, NpefHasHadeHHble Ans yxoaa 3a 60mbHbIMK,
HOBOPOXAEHHLIMU 1 A€TbMM, HEe AOCTUMLUMU BO3pacTa TpeX JieT, O4KOBYIO ONTUKY U CPeACTBa yxoda 3a Hen,
MUWHepanbHble BoAbl, NMPOAYKTbl ne4ebHoro, AeTCKOro U OUETUYECKOro nuTaHusi, BUOMNOrM4Yeckn akTUBHbIE
AobaBku, napdoMepHble U KOCMEeTUYeckne CpeacTsa, MeuuUMHCKUE W CaHUTapPHO-NMPOCBETUTENbHbIE
nevyaTHble N3gaHWs, NpegHasHayYeHHble AN nponarandbl 300poBOro obpasa >XU3HW.

(B pea. PenepanbHbix 3akoHOB 0T 27.07.2010 N 192-03, o1 25.11.2013 N 317-03)

8. dedatenbHOCTb anTeuHbIX opraHnsauui BoopyxeHHbix Cun Poccuiickon ®enepaumm, opyrux BOMCK,

BOMHCKMX (OPMMPOBaHUI W OpraHoB, B KOTOPbIX 3akoHogaTensctBoM Poccunckon deaepauun
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NpeayCcMOTPEHO NPOXOXAEHNE BOEHHOW CnyXbbl unu defepanbHON rocyaapCTBEHHOW CryX0bl, CBSI3aHHOWM
C NpPaBOOXPaHWUTENbHON AESATENbHOCTLI, pernaMeHTupyeTcs HactoawuMm ®denepanbHbiM - 3aKOHOM U
YTBEPXKOEHHBIMU COOTBETCTBYIOLUMMW cheaeparnbHbiMU OpraHaMu UCMOSNHUTENBHOW BRACTU MOMOXEHUSMMU.
KoHTporb 3a cobniogeHVeM  yKa3aHHbIMWM - anTeYHbIMU  OpraHM3auMsMU  MOFIOXKEHUA  HacTosILLero
denepanbHOro 3akoHa OCYLLECTBNSETCS COOTBETCTBYHOLUMU hefeparnbHbiMU OpraHaMmy UCMOSNHUTENbHOM
BMacTu.

(B pea. PenepansHoro 3akoHa ot 13.07.2015 N 262-$3)

Ctatbs 56. N3roTtoBneHue 1 OTNYCK NnekapCTBEHHbIX npenapatoB

1. W3rotoBneHne nekapCcTBEHHbIX MpenapaToB anTeYHbIMWM OpraHvM3auMsMu, BeTepuHapHbIMU
anTeYHbIMM  OpraHM3auusaMu, WHAUBMAOYaANbHbIMW  MPEeANpUHMMATENs MU, VMEeWUMN  MMUEH3NI0  Ha
dapmaueBTUYECKYI0 OeATenbHOCTb, OCYLUECTBRSETCS MO peuentam Ha feKkapcTBeHHble npenapatbl, Mo
TpeboBaHMAM MeOVMLMHCKUX OpraHvW3aunn, BeTepuHapHbIX OpraHu3auui B COOTBETCTBMM C MpaBunamu
M3roTOBMEHNS M OTNYyCKa NleKapCTBEHHbIX MpenapaTtoB, YTBEPXAEHHBIMU YNOMHOMOYEHHBIM heaepanbHbIM
OpraHoOM UCMOSNHUTENbHOW BRACTU.

2. Tlpn U3roToBNEHUN NeKapCTBEHHbIX NPenapaTtoB anTeYHbIMU OpraHM3auusMu, BeTepUHapHbIMU
anTevYHbiMh  opraHudaumamun, wuHamsuayarnbHbIMW  npeanpuHnMmartenaMmy, uMerwmMmmnm  JNUUeH3NKo  Ha
dapmMaLeBTUYECKYI0  OeATeNbHOCTb, UCMNOMb3ylTca  (hapmaueBTMyeckme CcybCTaHuMM, BKITHOYEHHble
COOTBETCTBEHHO B rOCYAAPCTBEHHLIA peecTp NeKapCTBEHHbIX CPEACTB Ans MeOMUMHCKOrO NpUMEHEHUs U
rocydapCTBEHHbIN peecTp feKkapCTBEHHbIX CPeACTB ONA BETEPUHAPHOrO NPUMEHEHWsT B YCTAHOBIEHHOM
nopsgke. He pgonyckaetca W3roToBfEHWE anTeYHbIMW  OpraHu3auusmMu, BeTEPUHapHbIMU - anTeYHbIMU
opraHv3aumsMy, MHAMBMAYaNbHbIMU NpeanpuHMMaTensmMm, UMeLWnM NMLEH3NI0 Ha hapmaueBTUYECKYO
AeATeNbHOCTb, NNEKapCTBEHHbIX NpenapaToB, 3aperncTpnpoBaHHbix B Poccuiickon ®egepauun.

3. MapkupoBka neKkapCTBEHHbIX MpenapaToB, W3rOTOBMEHHbIX anTeYHbIMW  OpraHM3auusMm,
BETEPVMHAPHBIMX  @nTeYHbIMW  OpraHM3auMsaMy, WHAVBUAYaANbHbIMW  NpeanpuHMMaTensaIMn, UMeELLMMM
nMueHsnilo  Ha papmaueBTMYECKy0  OeATenbHOCTb, W OodhopMmreHne Takux mnpenapaToB  AOSMKHbI
COOTBETCTBOBATbL MpaBunaM, ykasaHHbIM B YacTu 1 HacTosLLen cTaTby.

4. AnTeyHble opraHusauum, BeTepuHapHble anTe4Hble opraHuzauum, nHaneuayanbHble
npegnpuHuMmatTenu, nMmerwme nmueH3nio Ha q)apmau.eBqueCKyro 0eATeNlbHOCTb, HECYT OTBETCTBEHHOCTb 3a
He006mo,u,eHv|e npasuimt  U3roToBrieHUA W OTMNyCKa JeKapCTBEHHbIX npenapatoB B COOTBETCTBUU C
3akoHogaTtensctBoM Poccuiickon ®egepaumn.

Cratbs 57. 3anpelleHne npodaxu  anbCUPUUUPOBAHHBIX  NIEKApCTBEHHbIX  CPeacTs,
He0OpPOKa4YEeCTBEHHBIX NEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHLIX NTEKAPCTBEHHbIX CPEACTB

I'Ipop,ama (baﬂbCI/Id)VILI,VIDOBaHHbIX JNIeKapCTBEHHbIX CpeacTs, Heﬂ,06p0Ka‘-IeCTBeHHbIX JNIeKapCTBEHHbIX
cpeacTs, KOHTpa(baKTHbIX JIEKapCTBEHHbIX CPeACTB 3anpeLllaeTcA.

Cratbsi 58. XpaHeHne nekapCTBEHHbIX CPeACTB

1. XpaHeHne nekapCTBEHHbIX CPEACTB OCYLLECTBMNAETCS NPOU3BOAUTENSIMU NEKapCTBEHHbIX CPEACTB,
opraHnzaunamm OnTOBOM TOoproenn NleKkapCTBEeHHbIMU cpencrteamum, anTe4yHbiMn opraHunsaunamu,
BETEPMHAPHbIMU  anTeYHbIMW  OpraHM3auMsaMy, WHAUBUAYaANbHbIMW NpeanpuHMMaTensMn, UMELLMMM
NMUEH3NIO Ha papmaueBTUYECKyl0 AeATENbHOCTb WM MMLEH3NI0 Ha MEAMUMHCKYI0 [eATenbHOCTb,
MEAMUMHCKMMM  OpraHusaumsiMy,  BETEPUHaPHbIMKM  OpraHM3auuMsMuM U MHbIMWU  OpraHmM3aumsmu,
OCYLLECTBISIOWMMK  ObpalleHne neKapcTBEHHbIX CPeACTB. XpaHeHWe FeKapCTBEHHbIX CPeacTB Ans
BETEPMHAPHOIO MPUMEHEHUS OpraHM3auMsMU U MHOMBUAYANbHBIMU NPeanpUHUMATENSIMK B Criydasix, ecnu
OHW UCMOSb3YTCS UCKMIOUYUTENBHO MPWU pasBedeHnn, BbipaliMBaHWN, COOEPXKAHUN U JIEUYEHUN XKMUBOTHbIX,
MOXET OCYLLECTBNATLCA 6€3 NOMyYeHUss NMULEH3MN Ha hbapMaLEeBTUYECKYO AeATENbHOCTb.

(B pen. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. MpaBuna xpaHeHWs NeKapCTBEHHbIX CPEACTB YTBEPXKAAOTCA COOTBETCTBYIOLLMM YNOSIHOMOYEHHbIM
hbeneparnbHbIM OPraHoOM UCMOSTHUTENBHON BRacTu.

3. XpaHeHme HapPKOTUYECKUX JeKapCTBEHHbIX CpPeacTB, NCUXOTPOMHbIX JeKapCTBEHHbIX CpencTs,
pa,qmoq)apmaueamqecmx leKapCTBEeHHbIX CpeaCTB OCYLLUECTBNAETCA B COOTBETCTBUM C 3aKOHOOATENIbCTBOM
Poccuiickon ®epgepaumm.

Crtatbs 58.1. [NpeOMeTHO-KONMMYECTBEHHbIN Y4eT IeKkapCTBEHHbIX CPEeACTB AnA MeAULMHCKOro
NpUMeHeHus
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(BBegeHa PepepanbHbiM 3akoHOM OT 25.12.2012 N 262-93)

1. MNepeveHb NekapCTBEHHbIX CPEACTB AN MEOULUMHCKOTO MPUMEHEHUs, nognexawmx npeameTHo-
KONMMYEeCTBEHHOMY Yy4eTy, YTBepXAaeTcd YNONHOMOYEHHbIM beaeparnbHblM OpraHoM WCMOSTHUTENbHOW
BNacTu.

2. Topsaok BKKYEHUS NEKAPCTBEHHbIX CPEACTB ANA MEAMLMHCKOTrO MNPUMEHEHUSI B NEpedYeHb
NEeKapCTBEHHbIX CPeacTB Ans MEeAMUMHCKOro NpUMEHEHUs, nognexawimx npeameTHO-KONMYeCTBEHHOMY
yyeTy, YCTaHaBMNMBAETCs YMOMHOMOYEHHbIM deaepanbHbIM  OpPraHOM  WUCMOMHUTENBHOW Bnactu Mo
cornacoBaHuio ¢ oefeparnbHbiM OPraHOM MCMONHUTENBHOW BNACTU, YNONHOMOYEHHBIM B chepe BHYTPEHHNX
aen.

(8 ped. ®edeparnbHozo 3akoHa om 03.07.2016 N 305-®3)

3. MpeoMeTHO-KONMYECTBEHHbIN Y4ET NEKapCTBEHHbLIX CPEACTB ANst MEAMLUHCKOrO NpUMEHeHUs BeayT
NPOU3BOANTENN JIEKAPCTBEHHBIX CPEACTB, OpPraHn3auMn ONTOBOW TOPrOBMW NIEKAPCTBEHHBIMW CPEACTBaMMU,
anTeyHble opraHusauuu, WHAMBUAyanbHble npeanpvHumaTeny, nMerLwmne  NULEH3NI0 Ha
hapMaLeBTUYECKyl0 AEATENbHOCTb UMM NIMUEH3MI0 Ha MEAMLUUHCKYI OeATenbHOCTb, U MeguuMHCKue
opraHusaumu, ocyllecTBrsowme obpalleHne nekapCcTBEHHbIX CPeAcTB ANA MeOULMHCKOTO MpPUMEHEHMS,
nyTem peructpauum nobbiX CBsI3@HHbIX C WX OOpalleHMeM onepauui, Mpu KOTOPbIX WU3MEHSIETCA WX
KONMMYecTBO M (UNIM) COCTOSAHME, B CneumnanbHbIX XypHanax ydeTa onepauui, CBA3aHHbIX ¢ obpalleHnem
NeKapCTBEHHbIX CPeACTB AN MeOULMHCKOrO NpUMEHeHNs (ganee - cneumanbHble XypHanbl).

4. lpaBuna peructpauuu orepauuin, CBA3aHHbIX C OOpalleHVeM neKapCTBEHHbIX CPeacTB Anis
MEOULMNHCKOTO MPUMEHEHUS, BKIIOYEHHbIX B MepeyveHb NeKapCTBEHHbIX CPeAcTB ANs  MeAuMLMHCKOro
NPUMEHeHUs, noanexalumx npeamMeTHO-KONMMYECTBEHHOMY Y4YeTy, B crneumanbHbIX XypHanax u npasuna
BEOEHUSA U XpaHEHUS creumanbHbIX XypPHanoB YTBEPXOAKTCS YNOMHOMOYEHHbIM hefepanbHbiM OpraHoM
NCMONMHUTENBHOW BNacTw.

5. KoHTponb 3a cobniogeHvem npaBun perncrTpauum onepauun, CBA3aHHbIX C oOOpalleHneM
NEeKapCTBEHHbIX CPEeACTB ANS MEOMUUHCKOTrO MPUMEHEHWS, BKIOYEHHBIX B MNEepeyvYeHb feKkapCTBEHHbIX
cpeactB AN MEAMUMHCKOrO  MPUMEHEHUs, Moanexawimx npeaMeTHO-KONMYECTBEHHOMY yyeTy, B
cneumanbHbIX XypHanax, a Takke 3a cobniogeHnem npaBun BeAEHUS U XpaHEeHUs cneumarnbHbIX XypHarnoB
BO3/araeTcs Ha YMoONHOMOYEHHble deaepanbHble  OpraHbl  WUCMOMHUTENbHOMW Bractu UM OpraHbl
ncnonHUTenbHOM Bnactnm cybvektoB Poccunckon deagepaunun, OCYLLECTBASKOWMNE NULEH3MPOBaHME
NpoM3BOACTBA NEKAaPCTBEHHbIX CPEeACTB, (hapMaLeBTUYECKON AEATENBHOCTU U MEOULIMHCKON AeATeNbHOCTH,
N OCYLLECTBMSETCA B paMKax NULIEH3UOHHOIO KOHTPONS.

MaBa 11. YHUUYTOXEeHne nekapCTBEeHHbIX CpeacTB
Cratbst 59. OcHOBaHWA U MOPSAAOK YHUUTOXEHNS NTEKAPCTBEHHbIX CPEACTB

1. HepobpokayecTBeHHble INEKapCTBEHHblE CPeACTBa, (anbCUPUUMPOBAHHBLIE JEKAapCTBEHHbIE
CpeAcTBa nogniexart U3bAaTUI0 U3 00paLLEHMS N YHUUTOXEHWUIO B NMOPSAKE, YCTaHOBIIEHHOM [1paBUTENBCTBOM
Poccunckon depepauun. OcHOBaHMEM LNs1 YHUYTOXEHUS] JNIEKAPCTBEHHbIX CPEACTB SBMNSAETCA pelleHue
Bnagenbua neKapCTBEHHbLIX CPeACTB, pPELUEHWE COOTBETCTBYHOLLErO YMNOMHOMOYEHHOro heaepanbHoro
opraHa UCNoMHUTENBHON BNACTU NN peLlenne cyaa.

(B pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-$3)

2. KoHTpadhakTHble NnekapCTBEHHbIE CPeACTBa NoAnexXaT U3bATUIO U3 0BpaLLeHUss U YHUUYTOXEHUIO NO
peweHuio cyga. Mopsagok YHUYMTOXEHUS KOHTpadlaKTHbIX NEeKapCTBEHHbIX CPeACcTB YCTaHaBMMBaeTCs
MpaButensctBoM Poccunckon denepaumu.

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

3. Pacxogpl, cBfi3aHHble C  YHUYTOXKEHMEM  KOHTpadaKTHbIX  NIEKApCTBEHHbIX  CPEACTB,
HeOoOpOKayYeCTBEHHbIX JEeKApCTBEHHbIX CPEACTB, (anbCUUUNPOBAHHBLIX NEKApCTBEHHbIX CpPeacTs,
BO3MeLLalTCsA UX BNaaenbLeMm.

4. Bnageneyu neKkapCTBEHHbIX CPeAcTB AOSMKEH NpeacTaBuTb B YNOMHOMOYEHHbIN heaepanbHbin
OopraH WCMONMHUTENBbHON BracTM LOKYMEHT WM 3aBEPEHHY B YCTAHOBSIEHHOM TMOPSAKE €ro KOomwuto,
noateepxgarLme hakT yHUUTOXKEHNSA NEKAaPCTBEHHbIX CPEACTB.

5. CooTBETCTBYIOLLMIN YNONMHOMOYEHHbIN dhedeparnbHbIi OpraH UCMOMHUTENbHOW BNAacTy, MPUHSBLUWIA
peLueHne 06 YHUUTOXEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBMASET KOHTPOSb 3@ UX YHUUYTOXEHMNEM.

6. YHUUTOXEHMEe  NeKapCTBEHHbIX CPeaCTB  MPOM3BOAMTCA  OpraHM3auusMy,  UMeRLLUMU
COOTBETCTBYIOLLYIO NIMUEH3UIO, Ha creunanbHO o0opyaoBaHHbLIX MNiowankax, NofuroHax U B crneuuansHo
000opyaoBaHHbIX MOMELLEHUsX C cobnogeHvemM TpeboBaHu B 0OnacTu oxpaHbl OKpyXKawllen cpefpl B
COOTBETCTBUM C 3aKoHOAATENbLCTBOM Poccuiickon ®epepaumm.
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7. HapkoTuyeckne nekapcTBEHHble CPEeACTBa, MCUXOTPOMHbIE  JIeKAapCTBEHHbIE  CPeacTBa,
paanodapMaLeBTUYECKNE NEKAPCTBEHHbIE CPeACTBa YHUUTOXAOTCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccunckon ®egepaumn.

MnaBa 12. FlocypapcTBeHHOe perynupoBaHue LieH Ha NleKkapcTBeHHble npenapaTbl Ansi MeAULIMHCKOro
npuMeHeHus

Cratbs 60. FocynapcTBEHHOE perynupoBaHve LeH Ha NekapcTBeHHble npenapatbl Ans MEAULMHCKOTO
NpPYMEHeHNS

locynoapCTBEHHOE perynupoBaHME LEH Ha fNeKkapCTBeHHble Mpenapatbl  Afs  MeaWUMHCKOro
NPUMEHEHMS OCYLLECTBMAETCA NOCPECTBOM:

1) ytBepxaeHus [MpaButensctBoM Poccuiickon ®depepaumm NepeyHst XU3HEHHO HeoOXOAMMbIX WU
Ba)XKHEMLUMNX NIEKapCTBEHHbIX NpenapaToB, KOTOPbIA ChOpMNPOBaH B YCTAHOBIIEHHOM MM MOpPsSiAKE HA OCHOBE
KOMMIEKCHOM OUEHKM JIeKapCTBEHHbIX MpenapaTtoB, BKYas aHanui3 CBeOEeHUA O CPaBHUTENbHON
KNHMYeckon 3peKkTMBHOCTM UM ©e30MacHOCTM JEeKApCTBEHHOTO CpeacTBa, OLEHKY 3KOHOMUYECKUX
nocrneacTBui  NPUMEHEHMST JEKApCTBEHHOIO CpeacTBa M M3yYeHWe  OOMOfHMTENbHbIX  MOCHeACTBUN
NPUMEHEHNSA NeKapCTBEHHOIO CPEeACTBa;

(n. 1 B pea. PegepansHOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBEPXOEHUA METOOMKM YCTaHOBMEHMSI MNPOM3BOAUTENSAMU  NEKAPCTBEHHbIX npenapaToB
npeaenbHbiX OTNYCKHbIX LEH Ha neKkapcTBEHHble mpenapaTthl, BKMOYEHHble B MepeyeHb XU3HEHHO
HeOoOXOAMMbIX 1 BaXKHEWLLMX NeKapCTBEHHbIX MpenapaToB, a Takke BHeAPEHUS MexaHn3MoB (POPMUPOBaHUS
cUCTeEMbl pedEPEHTHbIX LEH;

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

3) rocyagapCTBEHHOW perMcTpaumyM yCTAHOBMEHHbIX NMPOWU3BOAUTENSMW NEKApCTBEHHbIX MpenapaToB
npeaenbHbiX OTMNYCKHbIX LEH Ha JeKkapCTBEHHble MpenapaTtbl, BK/OYEHHbIE B MNepedYeHb XU3HEHHO
HEeOOXOAMMbBIX 1 BaXKHEWLLMX FIEKAPCTBEHHLIX Npenaparos;

4) BepeHus TrocydapCTBEHHOrO peecTpa MpedenbHbiX OTMYCKHbIX LEH MNpoum3BoauTenen Ha
NEeKapCTBEHHble npenapaTtbl, BK/IOYEHHbIE B MNEPEYEHb KMU3HEHHO HEOOXOAMMBIX U BaXKHEWLLMX
NeKapCTBEHHbIX MPenapaTos;

5) yTBEepXOeHNa METOAMKN YCTAHOBIEHNA OpraHaMmn UCMONHUTENbHOM BNacTn cybbekToB Poccumnckom
denepauun npenenbHbIX pasMepoB OMNTOBbIX HAA0ABOK M NpeAernbHbIX pasMepoB PO3HUYHLIX HaabaBoK K
haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMIEHHbIM MPOM3BOAUTENAMU FEKapCTBEHHbIX MpenapaToB, Ha
neKkapcTBeHHble npenapaTtbl, BK/IOYEHHblIE B MNEpPeYeHb KU3HEHHO HEeOoOXOAMMbBIX U BaXKHEWMLLMX
NeKapCTBEHHbIX NpenapaTtoB;

6) ycTaHOBneHWsi NpedenbHbIX pasMepoB OMNTOBLIX HAA0ABOK M NpedesibHbIX pPasMepoB PO3HUYHbIX
HagbaBoOK K (QaKTUYECKMM OTMYCKHbIM LEeHaM, YCTaAHOBMIEHHbIM MPOU3BOAMTENSMU JIEKAPCTBEHHbIX
npenapaTtoB, Ha JleKapCTBEHHble Mpenaparbl, BKMOYEHHbIE B MEpPeYeHb >XU3HEHHO HeOoOXoOUMbIX W
Ba)XHEMLUNX JIEKApPCTBEHHbIX NPenapaTos;

7) yTBEPXOAEHMA MNOpsiAka BblAayu NPeAnuMcaHuin opraHaM UCMOSHUTENbHOM BNacT CyObEKTOB
Poccunckon depepauumn 0 npuBegeHUn B COOTBETCTBME C 3akoHopaTenbcTBoMm Poccuiickon Pepepauum
peweHun o6 YCTaHOBMEHMM nNpedernbHbIX pa3MepoB ONTOBbIX HaA0aBOK M NpefdernbHbIX pasvepoB
PO3HMYHbIX HagbaBoK K  (PaKTUYECKMM  OTMYCKHbIM  LEeHaMm, YCTaHOBMEHHbIM  MPOM3BOAUTENSMMU
NeKapCTBEHHbIX MpenapaTtoB, Ha JieKapCTBEHHble Mpenapartbl, BKMOYEHHbIE B MNepeyYeHb >XU3HEHHO
HeOOXOAMMbIX W  BaXXHEWMWMUX JIEKAPCTBEHHbLIX MpenapaToB, €CMM OHW MPUHATbI C  HapyLleHWEeM
3akoHogatenscTBa Poccuiickon ®efepaumn, B nopsigke, ycraHosrneHHom [lpaButensctBoM Poccunckon
depepauuu;

8) HanpaBneHusi yMNONMHOMOYEHHbIM defepanbHbIM OpraHoOM MWCMOMHUTENBHOW BNacTM oOpraHam
NCMONMHUTENBHOW BriacTn cybbekTtoB Poccunckon Pefepauum npeanmcaHnii 0 NpuBeAEHUN B COOTBETCTBME C
3akoHogaTenbCTBOM Poccuiickon degepauumn MNPUHATBIX C HapylwleHueM 3akoHogaTenbcTBa Poccuiickon
denepaunn pelieHnn o6 YCTaHOBMEHWMM MpedesibHbIX pa3MepoB OMTOBbIX HaabaBoK M MpenesibHbIX
pa3MepoB PO3HUYHLIX HaAbaBOK K LEHaM Ha JeKapCTBEHHble npenapartbl, BKIOYEHHbIE B MNEpPEYEHb
XWU3HEHHO HEOBXOAMMBIX N BaXKHEWLLNX NIEKAPCTBEHHbLIX NPenaparos;

9) ocyuwiecTBneHus eaepanbHOro rocyaapCTBEHHOIO Hag3opa B cdepe obpalleHnsa nekapCTBEHHbIX
CPEACTB W pEervoHanbHOro rocygapCTBEHHOINO KOHTPONA 3a MNPUMEHEHVMEM LEH Ha NeKapCTBEHHble
npenapaTbl COOTBETCTBEHHO YMNOMHOMOYEHHbIMU deaeparnbHbIMU OpraHamMu WCMOMHUTENBHON BRAactn U
opraHamn UCNonHUTENbLHOW Bractu cybbekToB Poccuiickon ®depepaumm COrmacHO MX KOMMNETEHUUU B
nopsigke, yctaHoBneHHoM [NpaBuTtenscTBom Poccuiickon ®epepauuu;

(n. 9 B pea. PepepansHoro 3akoHa oT 25.06.2012 N 93-93)
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10) nNpuMeHeHUs  NpedyCMOTPEeHHbIX  3akoHodaTenbcTBoMm  Poccuiickon  depepaumm  mep
OTBETCTBEHHOCTW 3a HapylleHWe Mopsaka LEeHO0Opa3oBaHUSA Ha XXM3HEHHO HeoOXoduMble W BaXHenwwwue
nekapcTBEHHble npenaparhbl.

Cratba 61. locymapcTBeHHas perncrpauus ycTaHaBnMBaeMbIX MPOU3BOAUTENSMU JeKapCTBEHHbIX
npenapatoB npedenbHbIX OTMNYCKHbIX LEeH Ha JieKapCTBeHHble nMnpenapartbl, BKIOYEHHble B MepevyeHb
KU3HEeHHO HeO6XOp,I/IMbIX M BaXKHENLINX NleKapCTBEeHHbIX npenapaTtoB
(B pea. PenepansHoro 3akoHa ot 08.03.2015 N 34-93)

1. YcraHaBnuBaemMble NponsBoauTENsIMU NEKapCTBEHHbIX NpenapaToB npeernbHble OTMNYCKHble LeHbI
Ha IeKapCTBEHHble MpenapaTbl, BKIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOOAMMBIX W  BaXKHEMWLUMX
NEeKapCTBEHHbIX MpenapaToB, MNOANeXxaT roCyAapCTBEHHOW peructpauMm B MOpsSAake, YCTAHOBIIEHHOM
MpaButensctBoM Poccuinckon deagepaumn.

(4actb 1 B peg. ®enepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2. Ha ocHoBaHmM nogaHHoro o 1 okTabpsa kaxgoro roga 3asiBNeHus Npov3BOaNTENS NeKapCTBEHHbIX
npenapaToB, BKIKOYEHHbIX B NepeYeHb XU3HEHHO HEOOXOAUMBIX U BaXKHEMLLNX NEKapCTBEHHbIX NpenapaTos,
3aperncTpupoBaHHas npeaenbHasi OTMyCKHAs LeHa Ha JleKapCTBEHHbI npenapaT MOXeT ObiTb
nepeperucTpupoBaHa oOguH pa3 B KaneHgapHoOM rogy B Mopsigke, YCTaHOBNEHHOM [lpaBUTENbLCTBOM
Poccuiickon ®epgepaumm.

(vyacTb 2 B pea. PenepansHoro 3akoHa o1 08.03.2015 N 34-03)

2.1 -2.2. YTtpatunu cuny ¢ 1 uonga 2015 roga. - PegepanbHbiin 3akoH ot 08.03.2015 N 34-03.

3. PacuyeT npepenbHbIX OTMNYCKHbIX LEH, yKasaHHbIX B YacTax 1 u 2 HacToswen crtatbu, nNpu mUx
rocydapCTBEHHOM perucTpaumMm WnuM nepeperncTpaumm OCYLLECTBIISIETCA B COOTBETCTBUM C METOAMKOW,
yTBepxaeHHown NpaButensctBoM Poccuinckon denepaLumm 1 yuntbiBatoLLen, B HaCTHOCTU:

1) cobniogeHne GanaHca WHTEPECOB MOTPeOWUTENeEN NEeKapCTBEHHBIX MPenapaToB, BKIOYEHHbIX B
nepeyeHb XM3HEHHO HeoOXOoOAMMbIX W BaXXKHEWWUX FEeKapCTBEHHbIX MpenapatoB, W NpoM3BOaUTENEN
NEeKapCTBEHHbIX MpenapaToB, BKIMIOYEHHbIX B MEPEYEHb JKU3HEHHO HEeobXOoOMMBbIX W BaXKHEWMLINX
nekapCcTBEHHbIX NpenapaTos;

2) chakTu4eckyto OTMYCKHYH LIEHY Ha fekapcTBeHHble npenapaTbl B Poccuiickon Pepepauun, LeHy
BBO3a JleKapCTBEHHbIX npenapaTtoB B Poccunckyto depgepauumio, a Takke LEHbl Ha aHanornyHble
neKkapcTBeHHbIe npenapartbl, Haxoasawmecsa B obpaweHun B Poccuiickon ®epepaumn;

3) 3aTpaTbl NpPOM3BOAMTENSA FEKapCTBEHHOro Mpenaparta Ha MPOU3BOACTBO U peanu3auuto
nekapCTBEHHOro npenapara;

4) UeHy Ha nekapCTBEHHbIM MpenapaTt WHOCTPaAHHOIO MPOU3BOACTBA, €ro UeHy B CTpaHe
npou3BoanTENs U B CTpaHax, B KOTOPbIX MpenapaTt 3aperncrpupoBaH u (Mnv) B KOTOpble MOCTaBMSETCS
WMHOCTPaHHbIM MPOU3BOANTENEM.

(yactb 3 B pea. PenepanbHoro 3akoHa ot 08.03.2015 N 34-93)

4. He ponyckalTcd peanv3aumsi U OTNYCK JIeKapCTBEHHbIX MpenapaToB, BKIHOYEHHBIX B MepeyeHb
XW3HEHHO HEODOXOOUMBIX M BaXHEMWLMX JIeKapCTBEHHbIX MpenapaToB, Ha KOTOPbIE MPOM3BOAUTENSAMMU
NneKkapcTBEHHbIX NMpenapaToB He 3aperMcTpupoBaHa npefernbHasd OTNyCKHas uUeHa, peanusauus U OTnycK
NPOM3BOONTENSMM  NIEKAPCTBEHHbBIX MNpenapaTtoB MO LUEeHaM, MNpPEeBbILWALWMM  3aperMcTpMpoBaHHbIe
npeaenbHblie OTNYCKHbIE LieHbl Ha NIeKapCTBEHHbIE NMpenaparhbl.

(yactb 4 BBegeHa ®epepanbHbiM 3akoHoM oT 08.03.2015 N 34-93; & ped. ®edeparnbHO20 3aKkoHa om
03.07.2016 N 350-93)

5. OcoBGeHHOCTU rocy4apCTBEHHOMO PEryrMpoBaHns NpeadernbHbIX OTMYCKHbIX LIEH Ha NIeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XXM3HEHHO HEOOXOAMMBIX U BaXKHEWNLUUX NEKapCTBEHHbLIX NpPenaparos,
B 3aBUCUMOCTM OT 3KOHOMWYECKMX WU (MnM) coumarnbHbIX KpuTepueB (M3MEHEHWE YCIOBWIA, Mopsigka W
CTOMMOCTM MPOUN3BOACTBA JIEKAPCTBEHHbIX MpenapaToB, NCNOMNb30BaHNE HOBbIX hopM, METOAOB 1 CNOCOOO0B
rocydapCTBEHHOIO PEryrMpoBaHnst LIEH Ha NIEKapCTBEHHbIE NMpenaparbl, B TOM YUCIIE HA OCHOBE MexaHu3ma
pedepeHTHOro UeHoobpa3oBaHWs, W3MEHEHWA MOpPsAKa OKa3aHus MEeOWMUMHCKOW MOMOLM, W UHbIe
n3MeHeHus1) yctaHaBnmeatoTcs [paButenscTBom Poccuiickon ®egepaumn.

(vyacTtb 5 BBegeHa depeparnbHbiM 3akoHOM oT 08.03.2015 N 34-03)

Cratba 62. [ocymapCTBeHHbI peecTp npedenbHbiX OTMYCKHbIX LEH npou3BoguTenen Ha
nekapcTBeHHble npenapaTbl, BKMYEHHbIE B MEpPeYeHb JKU3HEHHO HEeOBXOAUMbLIX U BaXKHEWMLINX
nekapcTBEHHbIX NpenapaToB

1. 38peFI/ICTpMPOBaHHbIe npegerbHble OTNYCKHble LeHbl Ha JIeKapCTBEHHblIe npenapaTtbl, BKIMK4YEeHHbIe
B nepeyeHb Xn3HeHHO HeobXOAMMbIX N BaXXHENLUNX NeKapCTBEHHbIX MpenapaTtoB, noanexarTt BKIIOYEeHUIO B
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rOCydapCTBEHHBIN peecTp NpedesibHbIX OTMYCKHbIX LeH MPOM3BOAMTENEN Ha JIeKapCTBEHHbIE MpenaparTsl,
BKITHOYEHHbIE B NepeYveHb XU3HEHHO HEOOXOANMBIX U BaXKHEWLLUX NIEKAapCTBEHHbIX NPenapaTos.

2. TocyoapCTBEHHbIN peecTp npedenbHblIX OTMYCKHbIX LEeH MNpOU3BOAUTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XM3HEHHO HEOOXOAMMbIX U BaXKHEWLUUX NEeKapCTBEHHbIX Npenaparos,
cogepxut B cebe criegyioLLyo MHopMauuio:

1) HavmeHoBaHVe depxaTensd wunu Bragenbua PerucTpaumMoHHOrO YAOCTOBEPEHUS NEKapPCTBEHHOrO
npenapaTta, HaMMEHOBaHWE NPOU3BOOUTENSA  MEKapCTBEHHOro  npenaparta, MeCTO  HaxOoXOeHus
NPOU3BOACTBEHHbLIX MMOLWAA0K, Y4acTBYIOLWMX B Mpouecce Npov3BOACTBa NEKapCTBEHHOro npenapara, ¢
yKkasaHuem cTaguu npouecca npov3BoacTsa;

(n. 1 B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

2) HaMMeHOBaHWe §eKapCTBEHHOrO npenapata (MeXayHapogHOe HenaTeHTOBaHHOe,  WUNu
rpPynnNMpOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAaMMEHOBAHWSA);
(B pen. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HOMep perncTpaLMoHHOro YOOCTOBEPEHMUS NIeKapCTBEHHOIO Npenapara;

4) nekapcTBeHHasa hopmMa C yKasaHWeM JO3MPOBKU fleKapCTBEHHOMO npenapara u ero KonmyecTtsa BO
BTOPUYHOM (MOTPEOUTENBCKOI) YNaKoBKe, a Takke KOMMNIMEKTHOCTb;

(B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-$3)

5) 3apeructpmpoBaHHas npegernbHasi OTNyCKHas LeHa B pyonsx;

6) gata M HOoMmep npuKasa YMNONHOMOYEHHOro dedepanbHOro opraHa MCMOMHUTENbHOW BriacTn o
rocygapCTBEHHOW peructpauuun, nepeperucrpaumm npeaenbHOW OTMYCKHOM LeHbl Ha  feKapCTBEHHbIN
npenaparT, BKIMOYEHHbLIN B NEPEeYEHb XXM3HEHHO HEOOXOAUMbIX N BaKHEMLLMX NTEKAPCTBEHHbLIX NMPENapaTos.;

(n. 6 B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

7) LWTPUXOBOW KO, HAHECEHHbIA Ha BTOPUYHYK (MOTPEOUTENBCKYKD) YMAKOBKY JlekapCTBEHHOIO
npenapara;

(n. 7 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) KOO rnekapCTBEHHOro Mpenapata MO aHaTOMO-TePaneBTUYECKO-XMMUYECKON Kraccudukaumm,
pekomeHaoBaHHOM BceMmnpHon opraHnsaumnen 3gpaBooxpaHeHus.
(n. 8 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

3. TocypapcTBeHHas perucrtpauus npegernbHbiX OTMYCKHbIX LIEeH Ha JeKapCTBEHHble npenapaThl,
BKIMOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOAMMBIX M BaXXHEMLUMX NEKApCTBEHHbIX MpenapaTtoB, BeAeHue
rocygapCTBEHHOIO peecTpa npedernbHbiX OTMYCKHbIX LieH NpousBoauTenen Ha NnekapCTBEeHHble npenaparhbl,
BKMIOYEHHbIE B MEepevYeHb KU3HEHHO HeobXOAMMbIX W BaXHEWWMX NeKapCTBEHHbIX npenapaTos,
OCYLLECTBMAIOTCA B Nopsake, yctaHoBneHHOM [NpaButensctsoM Poccuiickon deaepauuu.

Cratbs 63. YcTaHOBNEHME opraHamy WCMONHUTENBbHOW BriacTu cybbekToB Poccuiickon ®enepauum
npeaenbHbIX pasMepoB ONTOBLIX HAA0ABOK M NpederbHbIX PasMepPoB PO3HUYHBLIX HAA0aBOK K (haKTUYECKUM
OTMYCKHBbIM LE€HaM, YCTaHOBMEHHbIM MPOU3BOAMTENSAMU FEKAPCTBEHHbLIX NPEenapaToB, Ha JIEKAapCTBEHHbIE
npenapaTbl ANnsi MEAULMHCKOIO NPUMEHEHMS

1. OpraHbl ucnonHUTENbLHOW BrnacTh cybbekTtoB Poccunckon denepaunm yctaHaBnMBatoT NpeaeribHble
pa3mepbl ONTOBLIX HaabaBoOK M MpedernbHble pas3Mepbl PO3HUYHBIX HaAbaBOK K (PakTUYECKMM OTMYCKHbIM
LeHaM, YCTaHOBIEHHbIM MPOM3BOAUTENSAMM NEKAPCTBEHHbIX NMPENapaToB, Ha JNleKapCTBEHHbIE Mpenaparhbl,
BKMIOYEHHbIE B MNEpeYEeHb >XM3HEHHO HEOOXOOUMbIX U BaXKHEMLIMX JleKapCTBEHHbIX MNpenapaToB, B
COOTBETCTBUMN C YTBEPXOEHHOW B nopsiake, yctaHoBneHHom [lpaButenbctBoM Poccuiickon denepaumu,
METOOMKON YCTaHOBIEHWSI OpraHaMu WCMONMHUTENBHOW Bnactu cyobekToB Poccunckon Penepaumn
npenenbHbIX pa3aMepoB OMNTOBbLIX HAA0aBOK U NpedenbHbIX pa3MepoB PO3HMYHBLIX HaAbaBOK K DaKTUYECKUM
OTMYCKHBbIM LEeHaM, YCTaHOBIEHHbIM MPOU3BOAMTENAMU FEKAPCTBEHHbLIX NPEnapaToB, Ha JIEKApPCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XM3HEHHO HEOOXOAMMBIX U BaXKHEWLUNX NEKApCTBEHHbLIX NpenapaTos.
MpoeKTbl peLleHnin opraHoB UCMOMHUTENLHOM BnacTu cyobekToB Poccuiickon ®eaepaunm 06 yctaHOBREHUN
n (MNn) N3MeHeHWM npedernbHbIX pasMepoB OMTOBbIX HaAbaBOK M MpedenbHbIX PasMepoB PO3HUYHbIX
HagbaBoOK K (QaKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBMEHHbIM MPOU3BOAMTENSMU  JIEKAPCTBEHHbIX
npenapaToB, Ha fekapCTBEHHble npenapaTbl, BKMOYEHHbIE B MEepeYeHb >XU3HEHHO HEeOOXOAMMbBIX |
Ba)XXHEMLUNX JIEKapCTBEHHbIX MpenapaToB, MOAMEXaT COrmacoBaHUto C  diefeparnbHbiM  OpraHoMm
WCNONHUTENbHOM  BNAcTW, YNOMHOMOYEHHLIM OCYLLECTBNATL MNpPaBOBOE perynupoBaHne B cdepe
rocydapCTBEHHOIo perynupoBaHusa uUeH (TapudoB) Ha ToBapbl (ycnyru), B nopsiake, YCTaHOBEHHOM
MpasuTtensctBoM Poccuiickon deagepaumu.

(B pea. PepepansHoro 3akoHa ot 13.07.2015 N 241-03)

2. OpraHusauum ONTOBOWM TOProBNM U (UNKU) anTedHble opraHWsaumu, WHAMBUAYamNbHbIE

npegonpyHUMarteny, WMEeKLNe §UUEH3MI0 Ha (apMaueBTUYECKYID OEATENbHOCTb,  OCYLLECTBASHOT
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peanu3auuio ieKapCTBEHHbIX NPenapaToB, BKIIOYEHHbIX B MepeYeHb XU3HEHHO HEODXOANMBIX U BaXKHENLLNX
NeKapCcTBEHHbIX NpenapartoB, Mo LeHaM, YPOBEHb KOTOPbIX HE MpeBbIaeT CyMMy (PakTUYECKON OTMYCKHOM
LUEeHbl, YCTAHOBIIEHHOW MNPOW3BOAMTENEM  JIEKAapCTBEHHbIX MpenapaTtoB W He  MNpeBblWaloLen
3aperncTpupoBaHHON NpPedernbHOW OTMYCKHOW LEeHbl, U pa3vep OMNTOBOWM HagbaeBkm u (unu) pasmep
PO3HWYHOW HagbaBKku, He NpeBbIWalLLne COOTBETCTBEHHO pa3Mepa npeaernibHom onToBow Haabasku u (Mnn)
pa3mepa npegensHon po3HMYHOM HaabaBky, yCTaHOBMEHHBIX B cybobekTe Poccuiickon degepauun.

3. OpraHbl ucnonHutenbHon Bnactu cybbektoB Poccunckon Pepepaumm pasmeLlLaroT B CETU
"MHTepHeT" nnn onybnunkoBbIBalOT MH(OPMaLMo O 3aperncTpupoBaHHOW NpeaeribHOM OTMYCKHOW LieHe Ha
nekapcTBeHHble npenaparbl, BKIIOYEHHblE B MepeyYeHb JKM3HEHHO HEeOoOXOAUMbBIX W BaXKHEMLWMX
nekapcTBeHHbIX NpenapaToB, 06 ycTaHOBIEHHbIX B cybbekTe Poccunckon denepaumm pasmvepe npegenbHon
onToBOM HagbaBkm W (MnM) pasMepe NpedenbHOM  PO3HMYHOM  HadbaBKM K YCTAHOBIEHHBLIM
NPoOu3BOANTENSIMUA NEKAPCTBEHHbIX MpenapaToB (pakTUYEeCKMM OTMYCKHbIM LieHaM Ha neKapCTBEHHble
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XM3HEHHO HEOOXOAMMBIX U BaXKHEWLUUX NEKapCTBEHHbIX NPenaparos,
1 06 yKka3aHHOM B YacTu 2 HacToswen ctaten cymme. MHdopmaums, npeayCMoTpeHHas HacTOSILLEN YacThbio,
OOMKHa pasmellaTbCs TakKe B anTeyHblX OpraHuM3auusx B AOCTYNMHOW [Onis  CBedeHus Bcex
3auHTEpeCcoBaHHbIX Nl opme 1 OBHOBNATLCHA N0 Mepe ee OnyGNMKOBaHMS.

4. TlpuHATble C HapylweHuem 3akoHogaTtenbcTtBa Poccuiickon Pepepauumn pelleHuMs OpraHoB
ncnonHUTenbHOM BnacTn cybobekta Poccuiickon depepauumn 06 yCTaHOBNEHWMM NpedernbHbIX pasMepoB
ONTOBbIX HaAbaBoOK M NpederbHbIX PasMepoB PO3HMYHBLIX HaAbaBOK K 3aperncTpupoBaHHbIM MpedernbHbIM
OTMYCKHbIM LieHaM Ha NekapcTBeHHble npenapaThbl, BKMOYEHHbIE B NepeyveHb XXU3HEHHO HeobXxoauMmbIX u
BaXKHEMLLNX NeKapCTBEHHbIX NpenapaTtoB, noafexar oTMeHe B cyaebHoOM nopsake.

Maea 13. MoHuTOpUHr 3chcheKTUBHOCTM U 6€30MaCHOCTU NleKapCTBEHHbIX NpenapaTos,
HaxogsAwmxcsa B obpaweHun B Poccumckon ®egepaumm
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbsi 64. dapmakoHaasop
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHblE MpenapaTtbl, Haxogdwmecss B obpalweHmn B Poccunckon denepaumm, nognexat
MOHUTOPUHIY 3h(PEKTUBHOCTM M BE30MaCHOCTM B LENsiX BbISBNEHUS BO3MOXHbIX HEFATUBHbLIX NOCNEACTBUN
UX MPUMEHEHUS, WHAMBUAYANbHOW HENepeHOCUMOCTU, NpeaynpexaeHus MeauumMHCKMX pabOoTHUKOB,
BETEPMHAPHLIX CNeunanmcToB, NauMeEHTOB UM BNadenbLeB XUBOTHbIX U MUX 3alMTbl OT NMPUMEHEHMNS TaKnx
nexkapcTBEHHLIX NpenapaTtos.

2. ®apmakoHaf30p OCYLLECTBISIETCA COOTBETCTBYHOLLMM YMNONTHOMOYEHHbBIM beaeparnbHbiM OpraHoMm
WCMONMHUTENBHOW BMAcTU B YCTAHOBIIEHHOM WM MOpsigke MyTeM aHanusa npefocTaBnsieMon cyObekTamu
obpalleHnst nekapCcTBEHHbIX CpeacTB MHAOPMaUMKM O MOBGOYHbLIX OENCTBUSX, HEXenaTelbHbIX peakuusix,
CEpbE3HbIX HEeXenaTemnbHbIX peakuusix, HenpeaBUAEHHbIX HeXenaTenbHbIX peakuusix npu npuMeHeHUU
NEeKapCTBEHHbIX MpenapaTtoB, 006 MWHOVBMAOYaNbHOW HENEepPEeHOCUMOCTU, OTCYTCTBUN 3PAEKTUBHOCTH
NEeKapCTBEHHbIX NpenapaTtoB, a Takke 00 MHbIX hakTax U 00CTOATENLCTBAX, NPEACTABIAIOLLMX YTPO3Y KUSHU
UNN 340POBbLI0 YenoBeka NMOOo XXUBOTHOMO MPU MPUMEHEHUUN NEKAPCTBEHHLIX NMPEenapaToB U BbISIBIEHHbIX Ha
BCeX aTanax obpalleHus nekapcTBeHHbIX NpenapaTtoB B Poccunckon egepauun n apyrnx rocygapcraax.

3. CybbekTbl obpalleHus nekapCTBEHHbIX CPeAcTB B nopsake, YCTaHOBNEHHOM YNOSTHOMOYEHHbIM
denepanbHbIM OpraHOM MCMOMHUTENBHOW BNacTun, 065a3aHbl cooblaTte B YNONMHOMOYEHHbIN dheaepanbHbIn
opraH WCMOMHUTENbHOM BractTM O MNOOOYHbLIX [OENUCTBUSIX, HEeXenaTemnbHbIX peakuusix, CepbesHbIX
HexenaTenbHbIX peakunsx, HenpeaBUOEHHbIX HeXenaTernbHbIX peakumsix npyu NpUMEHEHUN NEKapPCTBEHHbIX
npenapaTtoB, 00 WHOMBMAYANbHOW HEMEPEHOCUMOCTU, OTCYTCTBUM IPEKTUBHOCTM JEKAPCTBEHHbIX
npenapaToB, a Takke 06 UHbIX hakTax n 06CTOATENLCTBAX, NPEACTABMSIOWMX YIPO3Y XU3HU UMX 300POBbLIO
yenoseka MO0 XXMBOTHOFO MpPU MPUMEHEHUUN NEKAPCTBEHHLIX MPEnapaToB M BbISIBIIEHHbIX Ha BCeX aTanax
obpalleHnst nekapcTBEHHLIX NpenapaTtoB B Poccuiickon ®epepaunm n apyrnx rocygapcreax.

4. [epxatenu wnn Bnagenblbl PerncTpaumoHHbIX YOOCTOBEPEHWUA JeKapCTBEHHbLIX Mpenapartos,
topuanyveckme nuua, Ha MMS KOTOpbIX BblAaHbl paspeLleHnst Ha NPoBedeHNE KITMHUYECKMX UCCegoBaHUn B
Poccunckon depepauumn, nmbo ynorHOMOYEHHbIE UMW ApYrMe pUaMYeckne nuua B pamkax obecnedeHums
6e30nacHOCTM  NeKapCTBEHHbIX  MpenapatoB B Mopsigke,  YCTAHOBIIEHHOM  COOTBETCTBYHOLLUM
YNOMHOMOYEHHbIM dheeparnbHbIM OpraHoOM UCNOSNHUTENbHOW BnacTu, 06si3aHbl OCYLLECTBATE NPUEM, YYET,
06paboTKy, aHanu3 1 XpaHeHWe NOCTynawLMX B UX agpec OT CcyObeKkTOB obpalleHusi nekapCTBEHHbIX
CcpeacTB U OpraHoOB rocygapCTBEHHOW BnacTv COOOLEHUM O MNOOOYHbLIX OEWCTBUSIX, HeXernaTenbHbIX
peakumusix, Cepbe3HbIX HexenaTenbHbIX U HenpeaBuOeHHbIX HeXenaTelbHbIX peakumsax npu NpUMEHEeHUN
NeKkapcTBeHHbIX MpenapatoB, 00 OCOBEHHOCTAX WX B3aUMOAEWCTBUS C  OPYIMMU  JIEKAPCTBEHHBIMM
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npenapataMmu, WHOMBMOYANIbHOM HEMEepeHOCUMOCTU, a Takke 00 WHbIX aktax u obCcToATENnbCTBaX,
NpeacTaBnsAlLWNX Yrpo3y XU3HU UM 30OPOBbI0 YeroBeka NMBO KMBOTHOMO UMK BAMSIOLWUX HA U3MEHEHWE
OTHOLLUEHUS OXXMOaeMou Norb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHbIX MpenapaTos.

5. lNpu BbisIBNeHUM UHGOPMALMM O CEPbE3HbIX HeXenaTenbHbIX peakumsax W HenpeaBUAEHHbIX
HeXenaTemnbHbIX peakuusx npyu  MNPUMEHEHMM FEKApPCTBEHHbIX MpenapaTtoB, 06 0COBEHHOCTAX UX
B3aMMOAENCTBUSA C OPYrMMM NEKAPCTBEHHBbIMU Npenapatamu, MHAMBUAYanbHOW HENEPEHOCUMOCTH, a Takke
00 uHbIX haktax M 06CTOATENBCTBAX, BAMSKOWIMX HA M3MEHEHUE OTHOLUEHUS OXuaaemMon Nonb3bl K
BO3MOXHOMY  PUCKY MNPUMEHEHWs  NeKapCTBEHHbIX MpenapaTtoB, AepXatenun unu  Bnagenblbl
perncTpaumoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHbIX MpenapaTtoB, lOpUAMYEcKMe nuvua, Ha UMSA KOTOPbIX
BblJaHbl paspelleHns Ha NpoBeAEeHUE KIMHUYECKUX uccrnepoBaHui B Poccuickon Pepepauun, nubo
YMOSITHOMOYEHHbIE MU Opyrue topuanyeckme nuua obs3aHbl NPUHATL Mepbl, HAanpaBreHHbIE HA YCTpaHeHWe
HeraTMBHbIX NOCNEACTBUA NMPUMEHEHMS TakMx NIEKapCTBEHHbIX MpenapaTtoB, NpeaynpexaeHve NpuYnHeHns
Bpeda XW3HW U1 300pOBbH0 YerioBeKa b0 XMBOTHOIO, 3aLLMTY UX OT MPUMEHEHUS TaKMX JIEKAaPCTBEHHbIX
npenapaToB, Ha AOMOSHUTENbHBIN COOP AaHHbLIX 06 3PEKTUBHOCTU N BE30MACHOCTU TaKNX NTIEKAPCTBEHHbIX
npenapaTos.

6. 3a HecoobLLeHne nnn CokpbITUE MHGOPMaLUK, NMPeayCMOTPEHHON YacTblo 3 HACTOsILLEN CTaTbM,
aepxartenu nnu Bnagenblibl PErMcTpaLMOHHbIX YAOCTOBEPEHUI NEKAapPCTBEHHbIX NpenapaTos, puanyeckue
nvua, Ha UMS KOTOPbIX BblAaHbl paspelleHns Ha NpOoBeAeHWNE KIMMHUYECKUX UccneaoBaHuin B Poccuinckon
®epepauun, NGO YNOMHOMOYEHHbIE UMW OpYrue lopuanYveckMe nuua, a Takke [OSMKHOCTHble nuua,
KOTOpbIM 3Ta MHGOpMauusa cTana M3BeCTHa Mo poay uxX npodeccuoHanbHON [eATEeNbHOCTU, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHOAaTenbCcTBOM Poccunckon ®enepaumm.

7. lMpu nony4yeHUn ynonHOMOYEHHbIM defeparnbHbIM OpraHoOM WCMOMHUTENbHOW BNAcTU B paMKax
OCYLLECTBIMEHNS MM apMakoHaz3opa [oKa3aTeNlbCTB O HEeCOOTBETCTBMM JIEKAPCTBEHHOIO npenapara
YCTAHOBIEHHbIM TpeboBaHMAM MMM NpU  NOMAyYeHUM WHAOPMAaLMNM O HECOOTBETCTBMM [OaHHbIX 06
abdheKTUBHOCTN M O GE30MaCHOCTU NEKAPCTBEHHOMO MpenapaTta aHHbIM O JIeKapCTBEHHOM npenapare,
cofepXawmumcsa B MHCTPYKUMM MO €ro NpvMEHEHuo (B TOM YuCIE BbISBIIEHHbIX B XOA4E OCYLLECTBIIEHMS
dhapmakoHag3opa KOHTPOSbHO-HAA30PHbIMU OpraHaMyM WHOCTPAaHHbBIX rOCyAapcTB), YMOMHOMOYEHHbIN
degepanbHbI OpraH MCMOMHUTENbLHOW BNacTM B YCTAHOBIIEHHOM UM MOpsSiAKe paccMmaTtpuBaeT BOMPOC O
NPUOCTaHOBMNEHNM NPUMEHEHNSA TAKOro NNEKapCTBEHHOIO npenapara.

CraTtbs 65. NMpuocTaHoBneHWe NpUMeHeHNs fieKapCTBEHHOro npenapaTa
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Mpy nonyvyeHUn WMHGMOPMAaLIMM O HeXenaTerbHbIX peakuusx Npu NpUMEHEHWU NEKapCTBEHHOTO
npenapaTta, He YyKasaHHbIX B WHCTPYKUMW MO MPUMEHEHUIO NeKapCTBEHHOINO MpenapaTta, Cepbe3HbIX
HeXenaTerbHbIX peakumsix, 06 OCOBEHHOCTAX ero B3aMMOQENCTBUSI C  APYrUMM  NEKapCTBEHHbIMU
npenapatamu, KOTopble MOFyT MPeACTaBNsATb Yrpo3y XKU3HW WM 300POBbIO YernoBeka NMBo XMBOTHOTO, a
Takke O HECOOTBETCTBUM AaHHbIX 06 3deKTMBHOCTM U O Ge3onacHOCTV NeKapCTBEHHOMO npenaparta
JaHHbIM O NEeKapCTBEHHOM Mpenapare, COAEPXKaLLMMCS B UHCTPYKLUMK MO €ro MPUMEHEHWIO, B TOM YMCIE OT
YMONTHOMOYEHHBIX OpPraHOB MHOCTPAaHHbLIX FrocyaapcTs, 0O6MeH KOTOPOM OCYLLECTBISIETCA B COOTBETCTBUM C
cornalleHusiMM  Mexay  YNonHOMOYEHHbIM — dhefepanbHbiM — OpraHoM — UCMOSIHUTENbHOW  BlAacTu U
YNONMHOMOYEHHBIMW ~ OpraHamMy  MHOCTPaHHbIX FOCYAApCTB,  YMOSIHOMOYEHHbIV  (heaeparnbHbll - opraH
WCMOMHWTENBHOW BRacTu paccMaTpyBaeT BOMPOC O BO3MOXHOCTUM MPUOCTAHOBIEHWUS ObpalleHus Takoro
NeKapcTBEHHOro npenapata B Mopsiake, YCTAHOBMEHHOM YMONHOMOYEHHBIM beaepanbHbIM - OpraHoM
UCMONHUTENbHOM BNacTW.

2. Tpu HEWCMNOINHEHWU WNU HeHagnexallemM WCMOSNIHEHUU [epxaTensamu unuv  Bragenbuamu
PErMcTPaLVOHHbIX YAOCTOBEPEHUIA NEKAPCTBEHHBIX NMPEnapaToB, PUANYECKUMI NULAMW, HA UMSI KOTOPbIX
BblAaHbl pa3pelleHns Ha NpoBedeHVE KIMHWYECKUX WccrnedoBaHui B Poccuiickoin depepauum, wunu
YMONHOMOYEHHBIMWU UMW OPYTMMU IOPUONYECKUMU NMLAMKU 06A3aHHOCTEN, YCTAHOBMEHHbLIX Yactamu 3 u 4
cTatbu 64 HacTosiwero defepanbHOro 3akoHa, NMGO B criyyasix NpPEACTaBrieHUs COOTBETCTBYHOLLMM
YMOSNTHOMOYEHHbIM  befieparnbHblM OPraHOM MWCMOMHWTENbHOW BMACTU 3aKMOYEHUss O HeOOCTOBEPHOCTU
pe3ynbTaToB KIIMHWUYECKOTO WCCMEAOBaHUsSI NEKapCTBEHHOro mpenapata Ans MeAULMHCKOrO MPUMEHEHMs,
KOTOpPOE OCHOBAHO Ha pesyrbTatax MPOBEpPKM MeAMUMHCKON opraHvM3auuu, NpOBOAMBLUEN YKa3aHHOe
KMUHUYECKOE UCCriefoBaHVe C HapyLieHMEM NpaBwuil Hagnexallen KrMHWYECKOW MPaKTUKU, U MPUBENO K
NOMyYEeHNI0 HELOCTOBEPHbLIX pPe3ynbTaToB, NGO B Cryvyae HEBbINOMHEHWUS MNPeanMcaHusi, BblgAaHHOTO
YNONMHOMOYEHHbIM  ddefieparnbHbIM - OPraHoOM — UCMOMHUTENbHOW BRAcTM MO UTOraM  OCYLLECTBIEHUS
BbIGOPOYHOrO KOHTPONsSl KayecTBa I1EKapCTBEHHOro npenapara, YNONMHOMOYEHHbIN deaepanbHbIi opraH
WCMOMHUTENBLHOW BRACTU B YCTAHOBMEHHOM WM MOPSAKE paccMaTpuBaeT BOMPOC O MPUOCTaHOBMEHUU
MPVYMEHEHWS TaKoro NeKkapCTBEHHOTO Npenapara.
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Cratbs 66. MIHbopMaums o pesynbTaTtax bapMakoHagsopa
(B pen. PepgepanbHoro 3akoHa o1 22.12.2014 N 429-03)

YNOMHOMOYEHHBIN deaepanbHbIf opraH NCMNONHNTENBHOMN Bnacrtu, OCYLLEeCTBALWMNI
cdapmakoHaa3op, Haxogdwmxca B obpaweHun B Poccuinckon  depepauuun, no  pesynbratam
thapmakoHaa3opa pasMeLlaeT Ha cBoeM oduLmansHoM cante B cetu "UHTepHeT" nHdopmMaLmio 0 NPUHATBLIX
peLeHNaAX O BHECEHUN W3MEHEHUS B WHCTPYKLUMIO MO MPUMEHEHMIO FNEKapCTBEHHOro npenapaTa, o
NPUOCTaHOBMEHUN NMPUMEHEHUS NEKAapPCTBEHHOrO npenapara, 06 M3bATUM N3 obpalleHusl NekapCTBEHHOMO
npenapaTa unu o BO30OHOBINEHWM NPUMEHEHMWS NEKAPCTBEHHOIO Npenapara.

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

MaBa 14. UHhopmauus o nekapcTBeHHbIX Npenaparax
Cratbs 67. VIHdopMaLmsa 0 NekapCTBEHHbIX Npenaparax

1. WHdopmaums O nekapCTBEHHbIX MpenapaTax, OTMNyCckaeMbiX MO peuenTy Ha neKapCTBEHHbIV
npenapaTt, AOIPKHA codepXaTbCA TOMbKO B CMEeLUUanmn3vMpoBaHHbIX W3OaHUAX, MpedHasHayeHHbIX ANns
MeaUUMHCKNX, apMaueBTU4eCKuX, BeTepuHapHbiX paboTHWMkoB. WHdopmaumsa o0 nekapCTBEHHbIX
npenapaTtax Ang cneuvanucToB B obrnactu obpalleHust nekapCTBEHHbIX CPEACTB MOXET CoAaepXaTbCsa B
MOHorpadusx, cnpaBoyHUKaXx, Hay4YHbIX CTaTbsAX, B AOKNaAax Ha KoHrpeccax, KoHdepeHunsix, CMMnosmymax,
Hay4HbIX COBETAX, a TaKkKe B MHCTPYKLUUAX MO NPUMEHEHUIO NEKapCTBEHHbLIX NPenapaTos.

2. ViHdopmaumsa o nekapCTBEHHbIX MpenapaTtax, OTnyckaeMbix 6e3 peuenta Ha neKapCTBEHHbIN
npenapaT, MOXeT coaepXaTbCA B nybnukaumax M oObABNEHUSX CPeACTB MacCoBOW MHopmauuw,
cneumanuM3npoBaHHbIX M OBLIMX MevaTHbIX W3O0aHUSAX, WHCTPYKUMAX MO MPUMEHEHMUIO JeKapCTBEHHbIX
npenapaToB, MHbIX U34aHWAX CYObeKTOoB OOpalleHnss nekapCcTBeHHbIX CPeAcTB. PeknamHble matepuansl o
riekapCTBEHHOM npenapaTte, OTnyckaemom 6e3 peuenta Ha neKapCTBEHHbIN npenapaTt, AOMKHbI
COOTBETCTBOBATb MHCTPYKLMU MO MPUMEHEHMIO NeKapCTBEHHOro npenapara.

3. [onyckaetcsa wcnonb3oBaHWe OObIX MaTepuanbHbIX HOCUMTENEen, MO3BOMSAIWMX XPaHUTb,
nepegasatb M MCNOMNb30BaTb MHAOPMaLMIO O NeKapCTBEHHbIX NpenapaTax 6e3 ee nckaxeHums.

aga 14.1. OrpaHu4yeHus, Hanaraemble Ha opraH13auum, ocyllecTBNALWME AeATEeNbHOCTb NO
obGpaleHUI0 NeKapcTBEeHHbIX CpeacTs
(sBegeHa PenepanbHbiM 3akoHOM oT 25.11.2013 N 317-03)

Ctatbsl 67.1. OrpaHuyeHusi, HanaraeMble NpPW OCYLLECTBIEHUM OesATenbHOCTU B cdepe obpalleHus
reKapCTBEHHbIX CpedcTB

1. OpraHusaumn, 3aHumarowmecs paspaboTkor, NpoM3BOACTBOM U (MnKn)  peanusauunen
neKkapCTBEHHbIX NpenapaTtoB Ansi MEAULMHCKOrO MpUMEHEHMs, opraHu3auun, obrnagatrowme npaBamu Ha
NCMonb30oBaHNEe TOProBOr0 HaMMEHOBaHWSI NEKapPCTBEHHOro npenaparta Ansi MeaWMLMHCKOro NpUMeEHEeHWUs,
opraHusauMuM  OMTOBOW  TOPFrOBMM  NEKapCTBEHHbIMW  CPeACcTBaMM, anTeyHble opraHuMsaumm  (Ux
npeacTaBUTENK, UHblE PU3NYECKUE U IOPUONYECKME NLLA, OCYLLECTBISIOLMNE CBOK AEATENbHOCTb OT MMEHU
3TUX OpraHM3auuii) B OTHOLUEHMN MeOULMHCKUX PabOTHUKOB U pyKOBOAMTENEN MeULUMHCKUX OpraHu3auun
He BrnpaBe:

1) Bpy4YaTb nogapku, BbiNfa4MBaTb AEHEXHble cpeacTBa (3a MCKIOYEHWEM BO3HarpaXgeHun no
AOroBopam npu NPOBEAEHUN KIMHUYECKUX UCCINEAOBAHMI NEKAPCTBEHHbLIX NpenapaToB Ans MeAULMHCKOro
NMPUMEHEHMS], BO3HArpaxxaeHui, CBA3aHHbIX C OCYLLECTBIEHMEM MEOMNLMHCKUM PaboTHUKOM neaarormyeckon
N (MNKN) Hay4HOWM OESTENBHOCTM), B TOM YUCIE OMnayvMBaTh pasBrieveHusl, oTablxX, Npoesn K MecTy oTabixa, a
TaKkKe NpUBeKaTh K y4acTuto B pasBriekaTenbHbIX MEPONPUATUSIX, NPOBOANMBIX 38 CHET CBOUX CPEACTB;

2) 3aknoyaTb COMMalleHMsi O HasHa4YeHWM WM pekoMeHAauMn nauueHTam  JfekapCTBEHHbIX
npenapaToB AN MEAMUMHCKOrO MPUMEHEHMs (32 MCKIIOYEHWEM [OOTOBOPOB O MPOBEAEHMU KITMHUYECKMX
nccrnenoBaHuii NeKapCTBEHHbIX NpenapaToB ANns MeAULMHCKOrO NPUMEHeEHMs);

3) npegoctaBnAaATb 06pasLUbl EKAPCTBEHHbLIX NpenapaToB AN MEeAULMHCKOro NpUMEHEHUs B LENsX
BpyYeHUs1 nauneHTam (3a UCKIMHOYEHNEM Cly4aeB, CBS3aHHbLIX C NPOBEAEHNEM KITMHUYECKMX UccrnenoBaHui
NeKapCTBEHHLIX NpenapaToB 4SS MEANLMHCKOIO NpUMeEHeHUs);

4) npenocTaBnATb HEOOCTOBEPHYHO M (MNK) HEMOSHYD MHGOPMAaLMIO O NEKAapCTBEHHbLIX MpenapaTax
AN MEOULUHCKOTO NMPUMEHEHUS;

5) nocewatb Mx B paboyee BpeMsi Ha pabouMx MecTax, 3a WCKMOYEHMEM CIyvyaeB, CBSI3aHHbLIX C
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npoBedeHneM KIMHUYECKMX UCCNeoBaHUi NekapCTBEHHbIX NpenapaTtoB Ans MeAULUMHCKOrO NPUMEHEHWS, C
y4yactmeMm B MOpsAKe, YCTaHOBIIEHHOM pYKOBOAMTENEM MEeOMUMHCKOW opraHusauum, B cobpaHusax
MEANLMHCKNX PaBOTHMKOB M MHbIX MEPONPUATUAX, HanpaBneHHbIX Ha NOBbILLEHWE NX NPOtECCUOHanbHOro
YPOBHSI NN Ha npefocTasneHne nHdopMaumm, CBA3aHHON C OCYLLEeCTBNEeHMEM MOHUTOpUHra 6esonacHocTyn
nekapCcTBEHHbIX NpenapaTos;

6) nobyxgaTb K BbIMMCBIBAHUIO NEKApPCTBEHHbIX NpenapatoB Ans MeAMUUHCKOro MpUMEHeHus Ha
BGnaHkax, cogepXalwmx MHPOPMALMIO PEKNaMHOro XxapakTepa, a Takke Ha peuenTypHbiX OGnaHkax, Ha
KOTOpbIX 3apaHee Hane4YaTaHo HauMeHOoBaHWe NeKkapcTBEHHOro npenapaTa Ans MeauUMHCKOro MpUMEHeHMs.

2. OpraHusaumuy, ykasaHHble B ab3aue nepBoM Yactu 1 HacToswen cTaTbW, U UX NpeacTaBuTenu B
OTHOLUEHMN hapMaLLeBTUYECKMX PabOTHNKOB U PYKOBOAUTENEN anTeyHbIX OpraHM3aLunii He Bnpase:

1) BpyyaTb Mogapku, BbiNnayvMBaTb AeHeXHble CPeACcTBa, B TOM 4YMCMe OnnavuBaTb Pa3BrieyeHus,
OTAbIX, MPOE3a K MeCTy OTAbIXa, U NPUBIIEKaTb K y4acTUIO B pa3BriekaTeNlbHbIX MEPONPUATUSAX, MPOBOAUMbIX
3a CYeT CBOWX CPeacTB;

2) npepocTaBnATb 06pasubl NEKapCTBEHHbIX NpenapaTtoB Ans MeAWUMHCKOrO NPUMEHeHWs Ans
BPYYEHMWS HAcCeneHuio;

3) 3aknioyaTtb cormalleHus 0 NPeAnoXeHNn HaceneHno onpedeneHHbIX NeKapCTBEHHbIX npenapaTos
ONS MEAULUHCKOro NPUMEHEHUS;

4) npegocTaBnATb HEOOCTOBEPHYHO M (MNK) HENonHy MHGOPMAaLUMIO O NekapCTBEHHbIX npenapaTax
ONS MeOMLUMHCKOro NPUMEHEHUS, B TOM YMCIe MMEIOLMX OOMHAKOBOE MeXZyHapoOHOe HenaTeHTOBaHHOe
HavMeHoBaHue.

Cratbsl 67.2. TpeboBaHWsi K OpraHM3auum N NPOBEAEHNIO HAY4YHbIX MEPOMNPUATUIA, MHBIX MEPONPUATUN,
HanpaBrieHHbIX Ha MOBbiWEeHMe NPOgEeCcCMoHaNbHOr0 YPOBHS MEOUUMHCKMX pPabOTHMKOB WM Ha
npegocTaeneHve  MHgoOpMauunm, CBSI3aHHOW C  OCYLLUECTBIIEHMEM  MOHMTOpMHra  6GesonacHocTu
NnekapcTBEHHbIX NpenapaToB

1. Mpn npoBegeHMn Hay4HbIX MEPONPUSATUNA, WHBbIX MEPOMPUATUIA, HamnpaBfeHHbIX Ha MNOBbILEHWE
NpodheCcCUOHanNbHOrO  YPOBHA  MEAUUMHCKUX paboTHMKOB WM Ha NpedoCTaBrieHWe CBSA3aHHOW C
OCYLLECTBMEHNEM MOHUTOPUHra 6e30nacHOCTN fnekapCTBEHHbIX npenapaToB WMHGOPMAaLMK, OpraHu3yemblx
opraHMsaumsamMu, ykasaHHbeiMy B ab3aue nepeom Yactu 1 ctatbu 67.1 HacTodawero ®eaepanbHOro 3akoHa, nx
npeacrasutenamm n (Mnu) cuHaHCUpyeMblX 3a CYET CPeACTB ITUX OpraHusauumn u ux npegcraButenen,
3anpellaeTca NPensaTCcTBOBaTb Y4aCcTUO B yKa3aHHbIX MEPOMNPUSATUSAX WHbIX OpraHuM3auui, KoTopble
NPOu3BOAAT WNW peanuayloT feKapCTBEHHble npenapaTbl ANd MeAUUMHCKOTO MPUMEHEHUSI CO CXOXUM
MexaHM3MOM hapMaKkonornyeckoro AencTens, nubo cosgaBaTe AUCKPUMMHALMOHHBLIE YCIIOBUS ANS OOHUX
YYaCTHUKOB MO CPaBHEHMUIO C APYIrMMW y4aCTHUKaMN, 8 UMEHHO:

1) NpegocTaBnsaTb pasnMYHOE KONUYECTBO BPEMEHWU AONSA BbICTYMNIEHUA YYAaCTHUKOB, pasfu4yHble MO
pasMepy 3aHMMaeMOn NrowagM MecTa Onsd OeMOHCTpauun obpasuoB NEKapCTBEHHBIX MpenapaToB Ans
MeOULMHCKOrO NPUMEHEHNS NN pekrnaMHbIX MaTepmnanoB O NeKkapCcTBEHHbIX NpenapaTtax Ans MeauMUMHCKOro
NPUMEHEHUS Ha 3KCMOo3uUMSAX, CTeHOax, 3a WCKMIYEeHWEM CnyyaeB, eCcnu Takme YCroBuS 3akpernrneHbl B
cornalleHnsax 3TUX opraHusauun, nx npeacrasutTene 0 PUHAHCMPOBAHUM YKa3aHHbIX MEPOMPUATUA U
00ycrnoBneHbl pa3nMyHbIMK 3aTpaTtammn y4acTHUKOB Ha MX OpraHM3aumio;

2) ycrtaHaBnuBaTb pa3mep B3HOCA AONS YyYaCTHWKOB MeEpPONpUATWA, yka3aHHbIX B ab3aue nepsBom
HacCTOsILLEeN YacTu, NPeBbILLAOWMIN CYMMY 3aTpaT Ha OpraHU3auuio yKasaHHbIX MeponpuaTui 1 BegyLuni K
He0BOCHOBaAHHOMY OrpaHUYEeHUI0 Yucrna nx y4acTHUKOB.

2. OpraHusauun, ykasaHHble B ab3aue nepBoM 4Yactu 1 crtatbu 67.1 Hactoswero depepanbHOro
3aKoHa, WX npeacTaBUTENW, OCYLLECTBRSAOLWMNE OpraHn3aumio U (unu) uHaHcMpoBaHUE MeponpUATUN,
yKa3aHHbIX B YacTu 1 HacToseln ctatbn, 06s13aHbl obecneumBaTb OCTYN K MHoOpMaumMm o aarte, Mecte u
BPEMEHU TMpOBEAEHUS1 YKa3aHHbIX MEepOonpuUATUA, NnaHax, nporpaMmmax npoBedeHNs YKasaHHbIX
MEpPONpUATUA N Temax, NnaHupyeMblX Ofsi PpacCMOTPEHWd, COCTaBe MX YYaCTHWKOB MyTEM pasMelleHus
COOTBETCTBYHOLEN MHGOPMaLUMK Ha cBOMX odmumanbHbiXx canTax B cetn "WHTepHeT" He nosgHee ABYX
MecsLeB 40 Hayana nposedeHNst ykasaHHbIX MepPONpUAaTUN.

3. VIHhopmMaumsa o npoBedeHUn MeponpuAaTUR, yKasaHHbIX B YacTu 1 HacToslen cTaTbu, B CPOK,
YCTaHOBIEHHbIN YacTblo 2 HacToswen cTaTbM, AOrPkHa OblTb HanpaBneHa B dedeparnbHbil  OpraH
NCMONMHNTENBHOW BNacTu, OCYLLECTBASAOLWNIA PYHKLMM MO KOHTPOSIO U HaA30py B cdepe 34paBOOXPaHEHNS,
4N nocnenyroLLero pasmeLleHms ee Ha oduLmanbHOM canTe 3TOro opraHa B cetu "VIHTepHeT".

MaBa 15. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHogaTenbcTBa Poccuinckon Peaepauuu npu
obpalleHnn nekapcTBeHHbIX CPeACTB M Bo3MellueHue Bpeaa, NPpUYMHEHHOro 340POBbLI0 FpaXaaH
BClieACTBMEe NPUMEHEHUs NeKapCTBEHHbIX NpenapaToB
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Cratbss 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHogaTenbcTBa Poccuiickon ®degepaumm npu
obpalLeHnn NekapCTBEHHbIX CPEACTB

1. HapyweHune 3akoHogatensctBa Poccuiickon ®enepauum npu obpalleHnn nekapcTBEHHbIX CPeacTB
BrneyeT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKkoHoAaTensCcTBoM Poccuiickon depepauyun.

(B pea. PenepansHoOro 3akoHa ot 22.12.2014 N 429-$3)

2. 3a HenpeacTaBneHue nHdopMauumn n (Mnun) gaHHbIX, NpegycMOTPEHHbIX HacTosWwmnM defepanbHbiM
3aKOHOM, CyObeKTbl OOpalleHusi NeKapCTBEHHbIX CpeacTB HeCcyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHoaTtenscTBoM Poccuiickon ®epepaumn.

(vacTb 2 BBegeHa denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

Cratbss 69. BosmelleHne Bpena, npuinHeHHoOro 3a40pOBblo rpaXgaH BcneacTtesne rnpuMeHeHUA
JNIeKapCTBEHHbIX NMpenapaTtoB

1. MNMpowussognTens nekapcTBeHHOro npenapata obsidaH BO3MECTUTb Bpesd, NPWYUMHEHHbIA 300POBbIO
rpakgaH BCrieacTBMe NpMMEHEHUs NekapCcTBEHHOro npenaparta, ecnu 4okas3aHo, YTo:

1) nekapcTBEHHbIN npenapaT MNPUMEHSNCA MO Ha3HAYEeHMIO B COOTBETCTBUM C MHCTPYKUMERN MO
NPUMEHEHUIO NEKapCTBEHHOrO Mnpenapata W MpUYMHOM Bpeda SBUCA BBO4 B rpagaHckun obopoT
Heao6pokavYeCTBEHHOrO NeKkapCTBEHHOIO nNpenapaTa;

2) Bpen 300pOBbI0 MPUYMHEH BCNeacTBME HEOOCTOBEPHOM WHopmMaumn, coaepxallencs B
WHCTPYKLUMN NO NPUMEHEHUIO NEeKapCTBEHHOro npenapata, M3gaHHOW NPOou3BOAMTENEM NeKapCTBEHHOMo
npenaparTa.

2. B cny4yae, ecnu Bpep 300POBbHO rpaxaaH MpPUYMHEH BCNEACTBME MPUMEHEHUSA NEKAPCTBEHHOIO
npenapaTa, NpuWeAWero B HErogHoCTb B pe3ynbTaTte HapylleHUsl MpaBuil XpaHEHUs! JeKapCTBEHHbIX
cpencTs, MpaBuiT OMTOBOW TOPrOBMM JIEKAPCTBEHHbIMW MpenapaTaMu, MpaBuil OTMNycKa JeKapCTBEHHbIX
npenapaToB, MpaBWil W3rOTOBMEHMS W OTMyCKa JIeKapCTBEHHbIX MpenapaToB, BO3MELLEHNe Bpeda
OCYLLECTBISIETCA COOTBETCTBEHHO OpraHvM3auuelri OMTOBOW TOPrOBMW NEKapCTBEHHbIMW CPEACTBaMM,
anTeyHor  opraHusaumen, MHAMBUAYaANbHbIM  NpeanpuHUMaTeneM,  UMERLWUMU  JIMUEH3N  Ha
apMaLEeBTUYECKYO [OEATENbHOCTb WM JIMLEH3UKO Ha MEOUUMHCKYI0 OeATEeNbHOCTb, MEeOULMHCKOW
opraHuMsauven, uMelLlWen nNUUEH3MK Ha dapMmaueBTU4eckyo geaTenbHocTb (ee  060co6neHHbIM
noapasgeneHvem (ambynatopuen, denbawepckum un enbalepcko-akyLlWepCckuM MyHKTamMu, LIEHTPOM
(oTmeneHvnem) obLuen BpayebHOM (CEMENHON) NPaKTUKM), PacroNOXeHHbIM B CEIbCKOM HaCENeHHOM MyHKTe,
B KOTOPOM OTCYTCTBYeT anTeyHad opraHusauud), AOnyCTUBLUMMW NpoAaxy WAM OTNYCK Takoro
nekapcTBEHHOro npenapara.

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

3. BoamelleHne Bpeda, NPUHMHEHHOTO 300POBbLI0 rpaXaaH BCNEACTBUE NPUMEHEHUST NIEKAapCTBEHHbIX
npenapaToB MWW COBEPLUEHMSI MPOTUBOMPAaBHbLIX AEWCTBUA CyObekTaMu oOOpalleHUss NeKkapCTBEHHbIX
CPEeACTB, OCYLLECTBNSAETCA B COOTBETCTBUM C 3aKoHOAaTeNbCcTBOM Poccuickon ®egepaumn.

MaBa 16. 3aknouuTenbHbIe NONoXeHus

Cratba 70. O npusHaHWW YTPaTMBLUMMW CWUMY OTAENbHbIX 3aKOHOAATENbHbIX akTOB (MOMOXEHWH
3akoHofatenbHbIX akToB) Poccuiickon depepaumm

Mpu3HaTb yTpaTUBLUMMU CUY:

1) ®epepanbHbifi 3akoH oT 22 utoHa 1998 roga N 86-d3 "O nekapcTtBeHHbIx cpeacteax” (CobpaHue
3akoHogatenscTBa Poccuiickon ®epepaumm, 1998, N 26, c1. 3006);

2) ®epepanbHbli 3akoH oT 2 aHBaps 2000 roga N 5-®3 "O BHeceHWWM M3MEHEHWS U OOMOSTHEHUNA B
depepanbHbinl - 3akoH  "O nekapcTBeHHbIX cpeacTtBax" (CobpaHue 3akoHopaTenbcTBa Poccuiickon
depepauun, 2000, N 2, cT. 126);

3) ctatbto 40 depepanbHoro 3akoHa ot 10 aHBapsa 2003 roga N 15-03 "O BHeceHUM U3MEHEHWI U
OOMOMHEHUN B HEKOTOpble 3akoHoAaTenbHble akTbl Poccunckon Pepepauum B CBA3N C MPUHATUEM
depepanbHoro  3akoHa "O  nuMUEH3MpPOBaHMM  OTAENbHbIX  BMAoB  gesitenbHoctn"  (Cobpanue
3akoHogatenscTBa Poccuiickon ®epgepaumm, 2003, N 2, cT. 167);

4) ctatbto 31 depepansHoro 3akoHa oT 30 uioHa 2003 roga N 86-d3 "O BHECEHUU U3MEHEHUN ©
JOMOMHEHUN B HEKOTOPbIE 3aKoHoAaTenbHble akTbl Poccuiickon ®epepaumm, NpU3HaHUM yTpaTuBLLMMU CUny
OTAenNbHbIX 3aKkoHoAaTenbHbIX akToB Poccunckon depepauuu, npeaocTaBneHUn OTAENbHbIX rapaHTui
COTPYAHUKAM OpraHOB BHYTPEHHWX €S, OPraHoOB MO KOHTPOSO 32 0OOPOTOM HAPKOTUYECKMX CPEACTB M
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MCUXOTPOMHbIX BELECTB M ynpasgHseMblX ¢eaepanbHblX OpraHoB HanoroBon MOAMUMM B CBSI3U C
OCYLLECTBIIEHMEM Mep MO  COBEPLUEHCTBOBAHUIO  rocygapcTBeHHoro  yrnpaeneHus"  (CobpaHue
3akoHogartenbcTBa Poccunckon ®egepaumm, 2003, N 27, cT. 2700);

5) ctatbto 101 PepepanbHoro 3akoHa oT 22 aBrycta 2004 roga N 122-93 "O BHeCeHUM U3MEHEHWI B
3aKkoHogatenbHble akThl Poccuickon ®epepauum 1M NpU3HaAHUW  YTPATUBLUMMUW  CUINY  HEKOTOPbIX
3aKoHogaTenbHbIX aktoB Poccuiickon ®depepaumm B cBA3M ¢ npuHsatuem ®PepepanbHbix 3akoHoB 'O
BHECEHUM MW3MEHEeHUn U pononHeHun B PepepanbHbll 3akoH "O6 ob6wmMXx npuvHUMNax opraHu3aumun
3aKoHoAaTenNbHbIX (MpeacTaBUTEnNbHbIX) U UCNONHUTENBHBIX OpraHOB rocy4apCTBEHHOW BNAcTW CyOBHEKTOB
Poccuiickon ®epepauun” n "O6 06LWMX NpUHLMNAX OpraHn3auum MECTHOrO camoynpasrneHus B Poccuinckomn
depepauun” (CobpaHue 3akoHopatenscTsa Poccuickon ®egepaunn, 2004, N 35, cT. 3607);

6) ctatbto 28 depepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-d3 "O BBegeHMM B OelcCTBUE
yactm 4etBepTonm [paxgaHckoro kogekca Poccuiickon @Pepepaumn” (CobpaHne 3akoHodaTenbCTBa
Poccuiickon ®epgepaumm, 2006, N 52, cT. 5497).

Cratbs 71. BctynneHue B cuny Hactosiwero PegepanbHOro 3akoHa

1. Hactoswmn ®egepanbHbiil 3akoH BCTynaeT B cuny ¢ 1 ceHTs6pa 2010 roga.

2. JlekapcTBeHHble cpefcTBa, 3aperMcTpyMpoBaHHble [0 [OHSA BCTYNNEHWS B CUNY HAaCTOSLEro
defepanbHOro 3akoHa, MOAneXaT BKIIOYEHUIO B rOCYAapCTBEHHbIE pPeecTpbl NeKkapCTBEHHbIX CPeAcTB C
BHECEHMEM YKasaHHbIX B Yactu 1 crtatbu 33 Hactoswero dPenepanbHOro 3akoHa cBedeHUMrM 06 aTux
NeKapcTBEHHbIX cpeAcTBax 0e3 NpoXoXAeHWs BHOBb Mpouedypbl  FOCYOApCTBEHHOW  pervctpauum
neKkapCTBEHHbIX NpenapaTos.

3. NocypapcTBeHHasi perMctpaunsi NeKapCTBEHHbBIX NPenapaTtoB, 3a MCKIIOYEHVWEM JeKapCTBEHHbIX
npenapaToB Ans MEOUUMHCKOrO MNPUMEHEHUs!, NPEACTaBMNEHHbIX Ha YKAa3aHHYH perncTpauuio A0 AHS
BCTYNIEHNst B cuny Hacrtosiwero defepanbHOro 3akoHa, OCYLLECTBMSIETCS B COOTBETCTBMU C HACTOSLLMM
denepanbHbIM 3aKOHOM Ha OCHOBaHWW AOKYMEHTOB M AaHHbIX, MPeACTaBNEeHHbIX 40 AHS BCTYMNEHUS B CUIyY
HacTtosiero PenepansHOro 3akoHa.

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. TocyaapcTBeHHasa perncTpaumst NekapCTBEHHbIX NpenapaToB Afi MEAULUMHCKOro NpUMEHeEHNs,
npeacTaBreHHbIX Ha [OCYOApCTBEHHYKD perucrpaumio [0 AHA  BCTYNNIEHMS B CUNY  HacTosAWwero
denepanbHOro 3akoHa, U rocyaapCTBEHHasl perncrpaunsi NekapCTBEHHbIX NpenapaToB Ans MeaULUMHCKOro
NPUMEHEHWS, NPeaCTaBMNEHHbIX Ha 3KCMEepTU3y NeKapCTBEHHbIX CPeACTB OO0 AHA BCTYNMEHUs B CuUny
HacTosiwero ®edepanbHOro 3akoOHa B Uenax WX nocnegylowen rocygapCTBEHHOW — perncrpauum,
OCYLLECTBMSAIOTCA Ha OCHOBaHWW [OKYMEHTOB W [aHHbIX, NPEeACTaBrieHHbIX OO0 OHA BCTYMMEHWUs B cuUny
HacTosilero ®egepanbHOro 3akoHa, a Takke 3asiBNEHUS O roCcy4apCTBEHHOW perncTpaummn rnekapcTBEHHOro
npenapaTa, NPELCTaBMEHHOIO MPOU3BOAMTENEM FEKAPCTBEHHbIX MpPenapaToB WM YMNOSIHOMOYEHHBIM UM
NMLOM B COOTBETCTBMU C HacTosAwmMM defeparnbHbiM 3aKOHOM B YMOSIHOMOYEHHbIM dhedeparnbHbli OpraH
ucnonHutenbHon Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHUs ynnaTbl rOCYAapCTBEHHOW MOLLSIMHLI,
npeaycMOTPEHHON 3akoHodaTenscTBoM Poccunckon ®egepaumm o Hanorax u coopax.

(vactb 3.1 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. MNoaTBepxaeHne rocyaapCTBEHHOW perncTpaumm nekapCTBEHHbIX NpenapaToB Ansg MeguLMHCKOro
NPUMEHEHWS, NPEACTaBIEHHbIX AN NOATBEPXOEHUSA rOCYAapCTBEHHOW permcTpauumn 0o OHS BCTYNNEHUs B
cuny  Hactosiwero  ®efdepanbHOro  3akoHa, W NOATBEPXAEHME rOCyOAapCTBEHHOW  peructpauuu
NeKapCTBEHHbIX MpenapaTtoB ANd  MeOWUMHCKOro MNpUMEHEHUs, MNpPeACTaBfieHHbIX Ha  3KCnepTusy
NeKapCTBEHHbIX CPeacTB A0 [AHS BCTYNfeHua B cuny HacTosiwero depepanbHOro 3akoHa B Lensx
nocnegylowero nNOATBEPXKAEHUS WX TOCYOAaPCTBEHHOW permcTpaumu, OCYLLECTBNSAITCA Ha OCHOBaHWUU
OOKYMEHTOB M AaHHbIX, NpeAcTaBleHHbIX 40 AHA BCTyNfeHus B cuny Hactosiwero defnepanbHOro 3akoHa, a
Takke 3asBneHMs O MOATBEPXKOEHWM TOCYOAPCTBEHHOW pervcTpaumMyM nekapCTBEHHOrO Mpenapara,
NpeacTaBfeHHOro MPOU3BOAUTENEM JIEKAapPCTBEHHbIX MpenapaToB MMM YNOMHOMOYEHHbIM WM JUMLUOM B
COOTBETCTBMM C HacToswmMm PegepanbHbIM - 3aKOHOM B YMONTHOMOYEHHbIM  dhedepanbHbiA - OpraH
ncnonHutenbHon Bnactm go 1 maprta 2011 roga, 6e3 TpeboBaHUsA ynnaTbl rOCYAapCTBEHHOW MOLUSIMHLI,
npeaycMOTPEHHOM 3akoHodaTenscTBoM Poccunckon ®enepaumm o Hanorax u coopax.

(vactb 3.2 B peg. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. MNpuHATNE pelLeHnss O BHECEHUM M3MEHEHU B OOKYMEHTbI, CoaepXalimecs B permcTpaunoHHOM
OOCbe Ha 3aperucTpyMpoBaHHbI  NEKapCTBEHHbIM npenapaTt Ang  MeaMUMHCKOro MNpUMEHEHMS W
npeacTaBrneHHble A0 OHS BCTYNMEeHUs B cuny Hactoswero denepanbHOro 3akoHa, U NPUHATME peLleHust O
BHECEHUMN U3MEHEHUI B JOKYMEHTbI, COAepXalleecd B pPerncTpauuoHHOM AOCbe Ha 3aperMcTpupoBaHHbLIN
neKkapCTBeHHbIM npenapat Ang  MeOULMHCKOrO MpPUMEHEHUS U NpeacTaBfeHHble Ha  9KCnepTusy
NeKapCTBEHHbIX CPEACTB A0 OHSI BCTYNIEHNsSI B cuny Hactosiwero ®eaepanbHOro 3akoHa, OCyLLECTBMAAITCS
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Ha OCHOBaHUW [OOKYMEHTOB W [aHHbIX, MNPEACTaBfEHHbIX OO0 [HA BCTYNSNIEHWS B CUJYy HACTOSLLEro
depnepanbHOro 3akoHa, a TakkKe 3asiBIeHMs O BHECEHWM W3MEHEHWUA B [OKYMEHTbl, COAepxalmecs B
pPeErncTpauMoHHOM [OCbe Ha 3aperMcTpUMpOBaHHbI JNEKAPCTBEHHLIM Mpenapat Aans  MeauuUmMHCKOro
NPUMEHEHWS, NPEACTABIEHHOIO NPOM3BOAUTENEM NEKAPCTBEHHbLIX NPEenapaToB WM YMNOJTHOMOYEHHBIM UM
NULUOM B COOTBETCTBMM C HacToswum degeparnbHbIM 3aKOHOM B YMONTHOMOYEHHbIV heaepanbHbiA opraH
ucnonHutenbHon Bnactm go 1 maprta 2011 roga, 6e3 TpeboBaHuA ynnaTbl rOCYAapCTBEHHOW MOLUSMHbI,
npeaycMOTPEHHOM 3akoHoadaTenscTBom Poccunckon ®enepaumm o Hanorax u cbopax.

(vacTb 3.3 B pea. PegepansHoro 3akoHa ot 29.11.2010 N 313-$3)

3.4. Bbigaya paspelueHnin Ha NpoBedeHNe KIMMHUYECKUX UCCRNeaoBaHUI NeKapCTBEHHbIX NpenapaToB
ONs MeOMWLIMHCKOro MpUMEHEHUS NO 3asBfeHUsIM, NoJaHHbIM [0 [HS BCTYNNEHWA B CUIYy HacTosiLero
defepanbHOro 3akoHa, a Takke Mo 3asdABEHMAM, MOAAHHBLIM MOCHEe OHSI BCTYMMEHUS B CUMY HACTOSILLEro
defepanbHOro 3akoHa Ha OCHOBAHWM 3KCMEPTU3, NMPOBEAEHHbIX A0 AHSA BCTYMNNIEHMS B CUITy HACTOSILLEro
defepanbHOro 3akoHa, OCYLUECTBNSETCH B COOTBETCTBUM C HacToswmM PegepanbHbIM 3aKOHOM Ha
OCHOBaHWM [OKYMEHTOB W [AaHHbIX, MPEACTaBMEHHbIX WIM MOSTyYEeHHbIX A0 [OHSA BCTYMNIIEHUS B Cuny
HacToswero ®enepanbHOro 3akoHa, a TakKkKe Ha OCHOBaHUM KOMWUW NpedBapuUTENbHOrO [oroBopa
00s13aTeNbHOr0 CTPaxoBaHUSA XXM3HWU, 300POBbSA MALMEHTOB, YYaCTBYHOLUMX B KIIMHUYECKOM WCCReLoBaHUM
NEeKapCTBEHHOro npenapata Ansg MeAUUMHCKOrO MPUMEHEHUs, WM KOMUW [JoroBopa 006s3aTenbHoro
CTPaxoBaHWs XWU3HW, 300POBbs MALMEHTOB, Y4aCTBYHOLMNX B KIMMHUYECKOM UCCRELOBaHUM NIEKAPCTBEHHOMO
npenapata Ans MeOULMHCKOTO MNPUMEHEHWsl, NMOO NpeACTaBneHHOW Komuu [orosopa o06si3aTenbHOro
CTpaxoBaHMWs, 3aKIYEHHOro B COOTBETCTBMM C TUMNOBbIMW MpaBuniaMmu 00s3aTenbHOro CTpaxoBaHus, C
yKasaHuem npefenbHOM YUCMEHHOCTM NaUMEHTOB, YYacCTBYKOLWUX B  KIWMHUYECKOM UCcrnedoBaHum
NeKapCTBEHHOIO npenaparta Ans MeauLUMHCKOro npumeHeHusi, 6e3 TpeboBaHusa ynnatbl rocygapCTBEHHON
MOLUNMHbI, NPeayCMOTPEHHON 3akoHoAaTenbCTBOM Poccuiickon PenepaLmm o Hanorax u cbopax.

(yactb 3.4 B peqn. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apeructpupoBaHHble B WHOCTPAHHOMW BamnTe [0 [OHS BCTYNSIEHMS B CUJYy HACTOSILLEro
depnepanbHOro 3akoHa npegernbHble OTMYCKHbIE LieHbl MHOCTPaHHbIX NMPOM3BOAUTENEN Ha JleKapCTBEHHbIE
npenapaTbl, BKITOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOAMMBIX U BaXKHENLLMX NIEKAapCTBEHHbLIX NpenapaTos,
noanexar nepecyetry B pybonm no kypcy LleHTpanbHoro ©aHka Poccuiickonn Pepepaumm Ha fary,
ycTaHoBneHHyto lNMpaButensctBom Poccunckon depepaumn, 6e3 npeacrtaBneHus 3asiBNeHUs 0 nepecyeTe
LeHbl C BHECEHMEM COOTBETCTBYHOLNX U3MEHEHU B TOCYLAPCTBEHHbIN peecTp npeaenbHblX OTMYCKHbIX LEeH
npon3BoANTENEN Ha NeKapCTBEHHble npenapaTbl, BKIOYEHHbIE B MEpPeYeHb XU3HEHHO HeobXoaANMBbIX W
BaXXHEMNLUNX NeKapCTBEHHbIX NpenapaTos.

(vacTb 3.5 BBeaeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

3.6. BapeructpupoBaHHble [0 [OHA BCTyNneHWs B cuny Hactosdwero ®enepansHOro 3akoHa
npenenbHble OTMYCKHbIE LieHbl POCCUMINCKUX MPOU3BOAUTENEN HA NIEKAPCTBEHHbIE Npenaparthbl, BKIIOYEHHbIE B
nepeyeHb XN3HEHHO HEOBXOAMMbBIX U BaXKHEMLLNX NeKapCTBEHHbIX NpenapaToB, noanexar uHaekcauum ¢ 1
HosiOps 2010 roga wcxods M3 MPOrHO3MPYEMOrO YPOBHS MHMNSAUMKM, YycTaHoBneHHoro ®depeparnbHbiM
3akoHoM oT 2 pekabpsa 2009 roga N 308-93 "O depepanbHom Gromkete Ha 2010 rog v Ha nnaHoBbIA
nepuog 2011 n 2012 rogos" Ha 2011 roga.

(vacTb 3.6 BBeaeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

3.7. Mocne 1 mapta 2011 roga He AonyckakTcs NPOM3BOACTBO M BBO3 B Poccuiickyto deaepaumio
NEeKapCTBEHHbIX MpenapaTtoB B yNakoBKax C MapKMPOBKOW, KOTopasi Oblfla HaHeceHa 0 OHSA BCTYNNEHUs B
cuny Hactosiwero depepanbHOro 3akoHa. 1o MCTeYEHMM YKa3aHHOrO Cpoka [AaHHble feKapCTBEHHbIE
npenapaTbl MOryT OTNYCKaTbCH, peanv3oBbIBaTbCS, NepefaBaTbCs U NPUMEHATBCS OO UCTEYEHUS UX Cpoka
rogHoOCTH.

(B peq. PepepanbHbIX 3akoHOB 0T 29.11.2010 N 313-03, o1 06.12.2011 N 409-03)

4. Co pgHs BCTynneHus B cuny Hactosiwero ®depepansHoro 3akoHa n no 30 anpena 2011 ropa
BKITHOUMTENBHO AOMNycKaeTcs MPOBEAEHWE 3KCMEPTU3bl NIEKAPCTBEHHBIX CPEACTB 3JKCMepTamy IKCMEPTHOrO
yYpexaeHns OO0 MpOXOXKAEHUA WMW  aTTecTauum B MOPSAKE, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONHUTENBHON BMNACTU.

5. Co gHsa BCcTynnewmsa B cuny Hactosiwero ®epepanbHoro 3akoHa u no 31 gekabps 2013 roga
BKITIOUNTENBHO OCYLLIECTBIISETCS MNEPEXOL K NPOU3BOACTBY JEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C
npasunaMmyM opraHvsaumm npov3BOACTBA U KOHTPOMS KadeCcTBa JIEKAPCTBEHHbIX CPeACTB, YKa3aHHbIMU B
yactu 1 ctaTtbu 45 HacToswero denepanbHOro 3akoHa, B NofiHoM obbeme. Cpokn nepexoga NpousBoacTBa
NEeKapCTBEHHbIX CPeACTB K WX MPOU3BOACTBY B COOTBETCTBUM C KOHKPETHbIMW TpebGOBaHMAMM [aHHbIX
npaBur, BKMNOYas CPOKW aTTecTauuu YMNONHOMOYEHHbIX NUL, YKa3aHHbIX B 4Yactax 6 u 7 cratbu 45
HacToswero deaepanbHOro 3akoHa, ycraHasnueatoTca [NpaButenscteBoMm Poccuinckon depepavmm.

6. JlnueHaum Ha npou3BOACTBO JlEKAPCTBEHHbIX CPeacTB, BbldaHHble 0o 1 aHBapa 2014 roaa,
dencteytoT nocrie 1 aHBaps 2014 roga OO WUCTEYEHMSI CpoKa UX AEWCTBMS MpU YCNOBUM COOTBETCTBUS
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nvueHsnaTa npasunam OpraHMsauuMm npoM3BOACTBA M KOHTPOMS KayecTBa JlekapCTBEHHbIX CpeacTs,
yKasaHHbIM B YacTu 1 ctaTtbm 45 HacToswero defeparnbHOro 3akoHa.

7. dopmmpoBaHMe rocyapCTBEHHOro 3afaHns Ha NPOBEAEHMEe 3KCNepTU3bl NeKapCTBEHHbIX CPeACTB
hefgepanbHOMy — rOCyAapCTBEHHOMY  OIOMKETHOMY  yYpexaeHuto MO NPOBEAEHUI0  9KCMepTusbl
nekapcTBeHHbIX cpedcTB M (uHaHCOBOe obecneyveHne BbINOMHEHWS 3TOro 3afaHust OCYLUECTBASIOTCS B
nopsigke, ycraHoBneHHoM ®PegepanbHbiM 3akoHOM OT 12 gHBapsa 1996 roga N 7-93 "O HekoMmepyecKmx
opraHmnsaumsx".

(vacTb 7 BBegeHa ®epeparnbHbiM 3akoHOM oT 29.11.2010 N 313-93)
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