depepanbHbIn 3akoH oT 12 anpensa 2010 r. N 61-$3
"O6 obpaleHn nekapcTBEHHbIX cpeacTB"

C U3MeHeHNsAMU 1 OOMNOJIHEHNUSAMU OT:
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MpunaT NocyaapcTBeHHon [lymon 24 mapta 2010 roaa
Opo6peH CoBeTtom depgepaumn 31 mapta 2010 roga

MaBa 1. O6Wwmne nonoxeHus

Cratbsa 1. [peameT perynuposaHusa HacToswero PegepanbHOro 3akoHa

1. Hactosawmn denepanbHbI 3aKOH perynupyeTt OTHOLLEHMWS, BO3HUKaOLLME B CBA3KN C
obpalwieHnem - pas3paboTkon, AOKIMUHUYECKMMW  UCCNEeAOBaHUAMM,  KIUHUYECKMMUN
nccrnegoBaHUAMN, 3KCNEPTU30M, rOCyqapCTBEHHOW perncrpauunen, co ctaHgaptmsaumen n ¢
KOHTPONEM KayecTBa, NPOM3BOACTBOM, U3rOTOBMIEHNEM, XPAHEHMEM, NEPEBO3KON, BBO3OM B
Poccunckyto depepauuio, BbiBO3oM U3 Poccunckon depepaumn, pekriamon, OTMYCKOM,
peanusauuen, nepegadven, NpUMeHeHNEM, YHUUTOXEHNEM NeKapCTBEHHbIX CPeaCTB.

2. Hactoawun ®depepanbHbli 3aKOH yCTaHaBnNuBaeT MPUOPUTET rOCydapCTBEHHOro
perynupoBaHus 6e3onacHOCTU, KayecTBa U 3PEKTUBHOCTU NEKAPCTBEHHbIX CPEACTB MpU UX
obpalleHnn.

Cratbsa 2. Cdhepa npumeHeHna HacTosiero ®egepanbHOro 3akoHa

HacTtoawun degeparnbHbli 3aKOH NPUMEHAETCA K OTHOLUEHUSM, BO3HUKAKOLWMM Mpu
obpalleHnn nekapcTBEHHbIX CpeacTB Ha Tepputopun Poccuinckon egepauum.

CraTbsa 3. 3akoHogaTenbcTBO 06 06paLLeHNn NekapCTBEHHbIX CPEACTB

1. 3akoHogatenbctBoO 00 obpauweHnn nekapcTBEHHbIX CPeacTB COCTOUT U3
HacTosilero defepanbHOro 3akoHa, Apyrux degeparnbHbIX 3aKOHOB UM MHbLIX HOPMaTUBHbIX
npaBoBbIX akToB Poccurckon degepaumn.

1.1. 3akoHopartenbcTBO 06 obOpalleHMM IEeKapCTBEHHbIX CPEACTB B OTHOLUEHUM
OpUANYECKMX  NUL WU MHOMBUAYANbHbLIX  NpegnpuHMMmaTenen,  OCyLeCTBNSALNX
AeATerlbHOCTb Ha TEepPpPUTOPUN MEXOAYHApPOL4HOro MeOULMHCKOro Kracrtepa, NpUMeHSieTcs C
y4yeToM o0cObBeHHOCTEN, YycTaHoBMeHHbIX ®PefepanbHbiM 3akoHoM "O  MexgyHapoLgHOM
MEOMLMHCKOM Knactepe W BHECEHMW U3MEHEHWN B OTAefNbHble 3aKOHOOaTeSbHble aKTbl
Poccuinckon ®egepaunn”.

2. [dencteue Hactosiwero degepanbHOro 3akoHa pacnpocTpaHsaeTcs Ha obpalleHue
HaPKOTUYECKUX JIEKAPCTBEHHbBIX CPEACTB M NCUXOTPOMNHbIX NIEKAapPCTBEHHbLIX CPEACTB C y4ETOM
ocOBeHHOCTEN,  YCTAHOBMNEHHbIX  3akoHogaTtenbcTBoM  Poccuickon  depgepaumm 0
HapKOTUYECKMX CpeacTBaXx, MCUXOTPOMHbIX BeLlecTBax 1 06 nx npekypcopax.

3. Hencteue Hactosiwero degepanbHOro 3akoHa pacnpocTpaHsAeTcs Ha obpalleHue
paguoapmMaleBTUYECKUX  NEKapCTBEHHbIX  CPeACTB € Y4eTOM  OCOBeHHocCTewN,
YyCTaHOBMEHHbIX 3akoHogaTenbcTBoM Poccunckon depepaumm B obnactm obecneveHus
pagnaumoHHon 6e30nacHOCTM.

4. Ecnu mexpayHapoaHbiM goroBopoM Poccuinckon depepaumm yCTaHOBIEHbI UHblE
npasuna, 4Yem Te, KOTopble MpeaycMoTpeHbl HacToswum degepanbHbIM — 3aKOHOM,
NPUMEHSIOTCA NpaBuna MexayHapoaHoro 4orosopa.

5. B Poccuinckon ®degepaumm B COOTBETCTBMM C MeXOYHApOOHbIMM [OroBOpamu
Poccunckon degepaumm 1 (Mnu) Ha OCHOBE MpUHLMNA B3aMMHOCTU NPU3HAKTCA pesynbTaThl
KIMHUYECKMX UCCNeLoBaHUM NeKapCTBEHHbLIX NpenapaTtoB A MeAULMHCKOrO NPUMEHEHMS,
npoBefeHHbIX 3a npegenamu Tepputopumn Poccunckon ®epepauuu.

CtaTtbsa 4. OCHOBHblE NMOHATUSA, UCMOSb3yeMble B HacTodwem deaepanbHOM 3aKOHe

[nsa uenen HacTosiwero ®enepanbHOro 3akoOHa MCMNONb3YKTCA crieayloume OCHOBHbIE
NOHATUSA:
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1) nekapcTBeHHble cpeAacTBa - BellecTBa UM MX KOMOMHauuu, BCTynawwme B
KOHTaKT C OPraHM3MOM YefoBeKa UM XXMBOTHOIO, NPOHUKAIOLWMNE B OpraHbl, TKAHWU OpraHn3ma
yerioBeka WM  >KMBOTHOIO, MpUMEHsieMble Ans  nNpodunNakTukn, LOUMarHoCTUKM  (3a
NCKITIOYEHNEM BELLECTB UMM UX KOMOMHAUMIA, HE KOHTaKTUPYHOLMX C OpPraHM3MOM 4YesioBeka
UInN XXMBOTHOrO), NeyeHunst 3abonesaHus, peabunutauumn, 4ns COXpaHeHns, npeaoTBpaLleHns
unn npepbiBaHNs GepeMeHHOCTM WU MOSyYeHHble M3 KPOBW, Mnasmbl KPOBM, M3 OPraHoB.,
TKaHen opraHM3mMa 4YerioBeka WIm XXMBOTHOIO, pacTEHUA, MUHepPanoB MeTo4aMn CUHTE3a UNn
C MnpuUMeHeHMem buonornyecknx TexHonornn. K nekapCTBEHHbIM CpeacTBaM OTHOCSATCA
hapmaueBTUYeECKME CybCTaHUUKM MU NeKapCTBEHHbIE Npenaparhbl;

2) chapmaueBTUYECKaa CyOGCTaHUMA - NTEKapCTBEHHOE CPeaCcTBO B BMAE OAHOrO Mnu
Heckomnbkmux obrnagatowmnx apmakonormyeckon akTUBHOCTBIO OENCTBYIOLWINX BELLECTB BHE
3aBUCMMOCTU OT MNpUpOAbl MPOUCXOXAEHMS, KOTOPOEe npedHasHayeHo Onsi Npou3BOACTBa,
N3roTOBIIEHMS NNEKAPCTBEHHbIX NpenapaToB 1 onpeaenseT nx apekTMBHOCTD;

3) BcnomoraTtenbHble BelecTBa - BELLECTBa HEOPraHNYEeCKOro UM OpraHNYecKoro
NPOUCXOXAEHNSA, NCNOSb3yeEMble B NpoLiecce NPOM3BOACTBA, U3FOTOBMEHUS NeKapCTBEHHbIX
npenapaToB An9 NpuaaHus UM HeoBXoaUMbIX PU3NKO-XMMUYECKNX CBOWCTB;

4) neKkapcTBeHHble npenapaTtbl - IEKapPCTBEHHbIE CPEACTBA B BUAE JIEKAPCTBEHHbIX
dopM, npuMeHsieMble And  NpouNakTUKK, AWArHOCTUKW, nedyeHust 3aboneBaHus,
peabvnutaumm, 4ns coxpaHeHus, NpeaoTBpaLLEHNSA UK NpepbiBaHUs 6epeMEHHOCTY;

5) nekapcTtBeHHas ¢¢opma - COCTOsSIHME  JIeKapCTBEHHOro  npenapaTa,
cooTBeTCTBYyHLLEee cnocobam ero BBeAeHUs N npuMeHeHus n obecneyvmBaioLlee 4OCTUKEHNE
Heobxoanumoro ne4YebHoro apdexTa;

5.1) po3npoBKa - cofepxaHue OOHOro0 WM HECKONbKUX OEWCTBYIOLMX BELECTB B
KONIMYECTBEHHOM BbIPaXXEHUN Ha eanHULy 003bl, U eguHnLy obbema, Unn eanHuLy Maccbl
B COOTBETCTBUM C NeKapCTBEHHOM ¢opmon nnbo ONA HEKOTOPbIX BUOOB NEKAPCTBEHHbIX
OpM KONMYECTBO BbICBOOOXKAAEMOro U3 fiekapCTBEHHOM hOpMbl AENCTBYIOLLEro BeLwecTBa
3a e4uH1LY BPEMEHW;

6) nepeyYeHb KMU3HEHHO HEOOXOAMMbIX W BaXHEWWUX JleKapCTBEeHHbIX
npenapaTtoB - exerogHo Yyteepxaaembin [lpaButensctBoM Poccuickon denepaumm
nepedeHb feKapCTBEHHbIX NpenapaTtoB Afs8 MeUUMHCKOro npumMeHeHusi, obecneynsaroLmnx
NPUOPUTETHbIE MNOTPEBHOCTM 30paBOOXPaHEHUs B LENsX NPOUNaKTUKM U NevYeHns
3abonesaHui, B TOM 4Yucne npeobnagatowmx B CTpykType 3aboneBaemoctn B Poccuimnckon
depepauymm;

6.1) opdaHHble rnekapcTBeHHble npenapaTtbl - JfleKapCcTBEHHbIE MpenapaThl,
npegHas3Ha4YeHHbIE WCKITYUTENBHO ANs AWArHOCTUKM UMM NaTOreHeTUYECKOro rfevYeHuns
(nevyeHnsa, HanpaBneHHOro Ha MexaHu3M pa3BuTus 3aboneBaHuns) pegkux (opdaHHbIX)
3aboneBaHuny;

6.2) bMonornyeckume nekapcTBeHHble MpenapaTtbl - fleKapCTBEHHbIE MpenapaTbl,
AENCTBYIOLLEE BELWECTBO KOTOPbIX MNPOU3BEAEHO WM BblAeNeHO w3  BMonornyeckoro
NUCTOYHMKA M ONs onpefeneHns CBOMCTB M KayecTBa KOTOpbIX Heobxoamma KoMOuHaums
ouonornyeckux n U3INKo-xMMmM4ecknx metogoB. K OGuonormyeckum nekapcTBEHHbLIM
npenapaTtamMm OTHOCATCA UMMYHOBMOOrMyeckme nekapcTBeHHbIE Npenaparbl, NeKapCTBEHHbIE
npenaparthbl, NOfly4YeHHbIE U3 KPOBU, NNa3mMbl KPOBU YerioBeKa M XMBOTHbLIX (3@ UCKOYEHNEM
LenbHOM KpoBM), BUOTEXHOMNOIMMYECKME NEKAapCTBEHHbIE Mpenapatbl, reHoTepaneBTUyeckme
NeKapCTBEHHbIE NpenaparThl;

7) WMMMyHOOMoOMorun4yeckume neKapCTBeHHble npenapatbl - JIEKApPCTBEHHbIE
npenaparthbl, NpegHa3Ha4YeHHble ANa POPMUPOBAHUS aKTUBHOMO UIM MACCUBHOIO MMMYHUTETA
nmbo  OMarHOCTUKM  HamnmuMyus  UMMyHATETa WM OMarHOCTMKM  Cheumdu4eckoro
NpnobpeTEHHOro N3MEHEHNS UMMYHOSTOMMYECKOro OTBETa Ha anneprusvpytowme BeLLecTBa.
K nmmyHobronormyeckum nekapcTBeHHbIM Npenapatam OTHOCATCHA BaKUWHbl, aHATOKCUHbI,
TOKCMHbI, CbIBOPOTKN, UMMYHOMNOBYNNHbBI U annepreHsbl;

7.1) OuoOTexHONorM4yeckue rieKapCTBeHHble npenapatbl - JIEKAPCTBEHHbIE
npenaparbl, Npon3BOACTBO KOTOPbIX oCyLLeCcTBNseTCH c NCNoSib30BaHMEM
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buoTexHonornmyecknx npoueccos u wmetogoB (B Tom umcne [AHK-pekomOuHaHTHOM
TEXHOMOrMN, TEXHOSOMMN KOHTPOSNIMPYEMOW 3KCMPECCUM FEHOB, KOOMPYHOLLMX BGMONornyecku
aKTUBHble 6Genkn B nNpokapuoTax W 3ykapuoTax, BKNKYasd W3MEHEHHbIEe  KMeTKu
MAeKonuTarLWmx), rmMépnaoMHOro MeTofa U MeToAa MOHOKIMOHANbHbIX aHTUTENT;

7.2) reHoTepaneBTUYECKUE JleKapCTBeHHble npenapaTtbl - JIEKAPCTBEHHbIE
npenapatbl, ¢apmaueBTudeckaa CcybCTaHUMA KOTOPbIX SABMSETCA  PEeKOMOUHAHTHOM
HYKITEMHOBOW KUCIIOTOM UMW BKIOYaAeT B cebs peKOMOWHAHTHYK HYKNEWHOBYHK KUCMOTY,
MO3BONSIOWYK OCYLWECTBNATL PerynvpoBaHue, penapauuio, 3ameHy, pobaBneHve wunu
yaaneHne reHeTU4YeCcKon nocneaoBaTenbHOCTY;

8) HapkoTM4YecKue neKapCTBeHHble CpeacTBa - JlekapCTBEHHble npenapaTtbl U
dhapmaueBTUYECKME CyBCTaHUUK, cofepXallune HapKoTMYecKMe CpeacTBa U BKIHOYEHHbIE B
[MepeyveHb HAPKOTMYECKUX CPEeACTB, NCUXOTPONHbIX BELLECTB N UX MPEKYPCOPOB, Noasiexallmx
KoHTponto B Poccuiickon degepaunmn, B COOTBETCTBMM C 3akOHOoOaTeNnbcTtBOM Poccuinckom
depepaummn, mexagyHapoaHsiMu gorosopamu Poccuinckon denepaumm, B Tom Yncne EgmHon
KOHBEHUMEeN 0 HapKoTnyeckux cpeacrteax 1961 roaa;

9) NCUXOTpOnNHbIe JeKapCTBEHHble CcpeAcTBa - JleKapCTBEHHble MpenapaTtbl U
dhapmaueBTUYeECKME CcybCcTaHUuKM, cogepallime NCUXOTPOMHbIE BELLECTBA U BKIHOYEHHbIE B
[MepeyeHb HapKOTMYECKMX CPEACTB, NCUXOTPONMHbIX BELLECTB N UX MPEKYPCOPOB, NOANEXaLLmx
KoHTponto B Poccuiickon denepauunmn, B COOTBETCTBMM C 3aKOHOOATENbLCTBOM Poccunckom
depnepaummn, mexagyHapoaHbiMuM goroBopamu Poccuinckon degepaumm, B TOM  4ucne
KoHBeHUMen o NncnxoTponHbix Bewwecteax 1971 roga;

10) papuochapmaueBTUYECKME JeKapCTBEeHHble CpeacTBa - JIEKAPCTBEHHbIE
cpencTBa, KOTopble cofgepXaT B roTOBOW AN UCMONb30BaHNA (hopMe OOAUH PaanOHYKIUA Unu
HECKOSbKO PaanoHYKNMA0B (pagnoakTUBHbBIX M30TOMOB);

11) pedrepeHTHbIN NeKapCTBEHHbIN Npenapar - NeKapCTBEHHbIV npenapaT, KOTOPbIN
BnepBble 3apernctpuposaH B Poccuinckon ®depepaumn, KavyectBo, 3PPEKTUBHOCTL W
6e3onacHOCTb  KOTOPOro  AoKasaHbl Ha  OCHOBaHUM  pe3ynbTaToOB  AOKMUHUYECKMX
nccneaoBaHMn NeKapCTBEHHbIX CPEACTB U KIMHUYECKMX WCCNeoBaHWMA NeKapCTBEHHbIX
npenapaTtoB, MNpPOBEAEHHbIX B COOTBETCTBUM C TpeboBaHuAMM 4Yactenm 6 n7 cratbm 18
HacToswero degepanbHOr0O 3akoHa B OTHOLWIEHUM JIEKApCTBEHHbIX CpPeacTB  Ans
MEANLMHCKOro NpUMeHeHns nnbo B COOTBETCTBMM C TpeboBaHMsIMU cTaTbM 12 HacTosALWEro
degepanbHOro 3akoHa B OTHOLWEHUW NEeKapCTBEHHbIX CPeacTB [ONd  BeTepuMHapHOro
NPUMEHEHNHA, W  KOTOPbIA  MCMONb3yeTcss Ana  OueHkn OGUOIKBMBANEHTHOCTU UMK
TepaneBTUYECKON  3KBMBANEHTHOCTU, KadecTBa, 9ddeKTMBHOCTM U  He3onacHoCTw
BOCMNpOM3BEeAEHHOIO uUnn 6ruoaHanorosoro (bnonogobHOro) nekapcTBEHHOIO nNpenapara;

12) Bocnpoun3sBeAeHHbIN NeKapCTBEHHbIA Npenapar - JIeKapCTBEHHbIN npenapar,
KOTOPbIN MMEET TaKOMW Xe KayeCTBEHHbI COCTaB M KONMMYECTBEHHbLIN COCTaB OeWCTBYHOLLUX
BELECTB B TaKOW Xe nekapcTtBeHHOW opme, 4TO U pedepeHTHbIn neKapCTBEHHbIN
npenapaTt, uU OMO3KBMBANEHTHOCTb WM TepaneBTUYECKAs 3KBUBANEHTHOCTb KOTOPOro
pedepeHTHOMY  fleKapCTBEHHOMY  npenapaty  MNOATBEPXAEeHa  COOTBETCTBYIOLLMMM
nccnegoBaHUAMU;

12.1) TepaneBTUYecCKas 3KBUBaNEHTHOCTb - JoCTuxeHue KNUHUYECKMN
COMOCTaBUMOro TepaneBTUYECKOro adpdpekta npu NpUMEHEHUN NIeKapCTBEHHbIX NpenapaToB
AN MEOULMHCKOTO NPUMEHEHNSA NSt OAHOW U TOW Xe rpynnbl BOMbHbIX MO OOHUM U TEM Xe
nokasaHnaM K NPUMEHEHMUIO;

12.2) bnoaHanoroBbIn (bMonoaobHbLIN) NekapcTBeHHbLIW npenapat (buoaHanor) -
GuonorMyecknin  nekapCcTBEHHbIM  MpenapaT, CXOXWA NO  napameTpam  KadecTsa,
adhdekTmBHoCcTM U 6BesonacHoCTM C  pedepeHTHbIM  BUONOrMYecknmM JfieKapCTBEHHbLIM
npenapaToM B TaKOW Xe NIEKapCTBEHHON hOpME N UMEKOLLINA NOEHTUYHBIN CNOCO0 BBEAEHWS;

12.3) B3aMmo3aMeHsieMbI NeKapCTBEeHHbIN npenapar - fieKapcTBEHHbIN npenapar
C [OOKa3aHHOMW TepaneBTUYECKOM IKBMBANEHTHOCTbID WNKM  OMOSKBMBANEHTHOCTLIO B
OTHOLWIEHUN pedepeHTHOro neKapCcTBEHHOrO npenapaTta, MMeKLWU 3KBUBASIEHTHbIE €My
Ka4eCTBEHHbIN COCTaB W KOSIMYECTBEHHbIM COCTaB [AENCTBYIOLWNX BewecTB, COCTaB
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BCMoOMoraTesbHbIX BELECTB, JleKapCTBEHHYIO (hopmy 1 cnocob BBeaeHuS;

13) nekapCTBEHHOE pPacCTUTENbHOE CbIPpbe - CBEXWE UMW BbICYLLIEHHble pacTeHUs
nmbo Mx YacTu, ucnorb3dyemMble Ons NPOU3BOACTBA NEKapCTBEHHbIX CPEACTB OpraHn3aunsamm
- Npou3BOOAMTENAMM JIeKapCTBEHHbIX CPEeACTB UMW U3FOTOBIIEHUS  NleKapCTBEHHbIX
npenapatoB anTeYyHbIMM OpraHuM3auusMu, BeTEepUHapPHbIMU anTevyHbIMU OpraHuM3auusaMu,
MHOMBUAYANbHLIMU MpeanpuHMMaTenaMn, UMEKLWMMU JNIMLEH3UI0 Ha dapMaueBTUYECKYH
AEeATEeNbHOCTb;

14) nekapCcTBEHHbIW pacTUTENbHbIA npenapaT - JeKapCTBEHHbIN npenapar,
Npoun3BeAeHHbIN UM U3rOTOBMNEHHbIA U3 OAHOINO BMAA NEKapCTBEHHOMO PacTUTENbHOMO ChipbS
NITM HECKOJTbKUX BUAOB TAKOro Cbipbs U peanu3yembii B pacdacoBaHHOM BUAE BO BTOPUYHOM
(noTpebuTtenbckon) ynakoBke;

15) romeonaTuyeckum rneKapCcTBEeHHbIA NpenapaTt - IeKapCTBEHHbIM npenapar,
Npou3BeneHHbI UM U3FOTOBSEHHbIN M3 papmaueBTMYECKOW  CyOoCTaHuuM  unu
dhapmaLeBTU4eCKNX cybCTaHuMM B COOTBETCTBMM C TpeboBaHUAMM 0BLLMX dhapMaKonenHbIX
ctateM K romMeonaTU4yeckMM JfekapCTBEHHbIM MpenapaTtaMm WM B COOTBETCTBUMM C
TpeboBaHuAMU hapmakonen CTpaHbl NPON3BOANTENSA TAaKoro NieKapCTBEHHOIO npenapara;

16) MexayHapoaHoe HenaTeHTOBaHHOE€ HauMeHOBaHWe JeKapCTBEHHOro
cpeacTBa - HaMMeEHOBaHVWE OAEWCTBYHOLLEro BellecTBa dapMaueBTUYECKOW cybcTaHumu,
pekoMmeHaoBaHHOe BcemMupHoOm opraHu3aumen 3qpaBooXpaHeHns;

17) ToproBoe HauMMeHOBaHWe JleKapCTBEHHOro cpeacTBa - HavMMeHOBaHue
NEeKapCTBEHHOIO CpeAcTBa, MNPUCBOEHHOE ero  pas3paboTynkoMm, Aepxatenem  unm
BnagernbuemM perncTpaumMoHHOro YaoCTOBEPEHMS NIeKapCTBEHHOroO npenaparTa;

17.1) rpynnMpoBO4YHOE HauMeHOBaHMe JieKapCTBEHHOro npenaparta -
HaMMeHOBaHWe  JIeKapCTBEHHOro  npenapata, He  UMeKLWero  MexayHapoOHOro
HENaTeHTOBAHHOIO  HaMMEHOBaHMs, UM  KOMOMHaUMW  NeKapCTBEHHbIX MpenapaTos,
ncnonb3yemMoe B uenax obbeguHeHnsa nx B rpynny nog eavHbIM HauMeHOBaHWeM ucxoasa u3
O[MHAKOBOro cocTaBa AeNCTBYIOLLNX BELLECTB;

18) obwana dapmakonenmHas cTaTbsl - JOKYMEHT, YTBEPXKAEHHbLIA YNONHOMOYEHHbLIM
dreepanbHbIM OpraHOM MCMNOSIHUTENBHOM BriacTu U coAepXalwun nepeveHb nokasatenen
KayectBa W (MNKN) METOAOB KOHTPOMA KayecTBa KOHKPETHOW JleKapCTBEHHOW dopMbl,
NEeKapCTBEHHOIO PacCTUTENIbHOrO  Cbipbsl, ONUCaAHUA  BUOMOrMYEecKnx, OBUOXMMUYECKMX,
MUKPOBMNOSOrMYECKNX, (PUSUKO-XMMUYECKNX, (PU3NYECKUX, XUMWYECKUX U OpYrux MeTodoB
aHanu3a nekapCTBEHHOro cpeactsa, a Takke TpeboBaHMA K WMCNONb3yeMbiM B LENsixX
npoBeaeHUs AaHHOro aHanu3a peaktMsaM, TUTPOBAHHBIM pacTBOpaM, MHAuKaTopawm;

19) dapmakonemMHas cTaTbsl - [JOKYMEHT, YTBEPXAEHHbIN YNOSIHOMOYEHHbIM
denepanbHbIM OpraHOM MUCMOSMMHUTENBHOM BNacTM U coAepXXalwun nepeveHb rnokasaTernemn
Ka4yecTBa U METOOO0B KOHTPOSISl KayecTBa fiekapCTBEHHOIo CpeacTBa;

19.1) ctaHpapTHble ob6pa3ubl - BelecTBa, NOCPEeACTBOM CPaBHEHUA C KOTOPbLIMU
OCYLLECTBMNAETCA KOHTPOSib KavecTBa UccCriedyeMblX JeKapCTBEHHbIX CPeACTB C MOMOLLbBIO
PUNKO-XMUMNYECKUX N BUONOrMYECKUX MeToOOoB B LUensx MNOATBEPXAEHUS COOTBETCTBUSA
NeKapCTBEHHbIX CpeacTB TpeboBaHMAM HOPMATMBHOW AOKYMEHTAUMW, YCTAHOBMEHHbIM NpU
OCYLLIECTBMNEHNN FOCYAAaPCTBEHHOW perncTpaunn, n Kotopble NPUMEHSIOTCHA A8 KannmbpoBKy
CTaHAapTHbIX 06pa3uoB NPOM3BOAUTENSA JNEKAPCTBEHHbLIX CPEACTB, WCMNONb3yeMblX And
KOHTPOMS Ka4yecTBa U UHbIX Lienen npu obpaleHnn nekapcTBeHHbIX CpeacTs;

19.2) capmakonenHbIn CcTaHpapTHbIM oOOpaseuw - cTaHgapTHbI  ob6pased,
NPOn3BEeAEHHbIN B COOTBETCTBUN C hapMaKonenHoOM CTaTbeN;
20) HopmaTMBHaA AOOKYMEHTauusa - [OOKYMEHT, coAepXalun nepeyeHb

onpegenseMbix Mo pesynbTaTaM COOTBETCTBYIOLMX 3KCMEPTM3 MoKasaTenen kavecTBa
NeKapCcTBEHHOro cpeactBa Ansi MEeAULMHCKOrO MNPUMEHEHMUs, METOLOB KOHTPOSisi ero
KayecTBa M YCTAHOBIEHHbIN €r0 NPOM3BOAUTENEM;

21) HOPMaTUBHbINW [OKYMEHT - [JOKYMEHT, COAepKaLLMin nepeyeHb onpeaensieMblx Mo
pesynbTaTamMm COOTBETCTBYIOLUMX SKCMEPTU3 MokasaTenen kayectBa u (unu) MeToaoB
KOHTPOMNS KayecTBa NEeKapCTBEHHON OpMbl, OnMMcaHWs BUONOrMYEcKMX, BUOXMMUYECKUX,



MUKPOBUNOSOrMYecKnx, (PU3NKO-XMMUYECKNX, (PUBNYECKUX, XUMUYECKUX WU AOPYrMX MEeTOAOB
aHanmM3a neKapCTBEHHbIX CPEeACTB ANd BEeTepMHapHOro npUMEHeEHUs, TpeboBaHMa K
ncnonb3yemMbiM B LEnsX MNpoOBeAeHUs [AaHHOro0 aHanuMsa peakTmBam, TUTPOBaHHbLIM
pacTBopaMm, UHAMKATOpaM U YCTaHOBIIEHHbIA ero Npon3BoauTenem;

21.1) obwmMM TeXHUYECKUA AOKYMEHT - KOMMMEKT AOKYMEHTOB M MaTepuaros,
COCTOSALUMMA U3 HECKONbKUX pasfesioB - OOKYMeHTauun agMWHUCTPaTMBHOINO Xxapaktepa,
XUMUYECKON, dhapmaueBTUYeCcKon U BUONOrMyeckon AOKyMeHTauuun, apmMakonorn4yeckon,
TOKCUKOMNOIMMYECKOM [OOKYMEHTauuu, KIUHUYECKOM [JOKYyMeHTauuuM W rnpeacTaBrisieMblin
OAHOBPEMEHHO C 3asiBfiEHMEM O rOCYyAapPCTBEHHOMW perMcTpaumm nekapCTBEHHOro npenapara
Ana  MeaMUMHCKOro  rnpuvMeHeHuss B ¢opmaTe, YCTaHOBIIEHHOM  YNOJTHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOSTHUTENBLHOW BACTW;

22) Ka4eCcTBO JIeKapCTBEHHOro CpeAcTBa - COOTBETCTBME NIEKAapCTBEHHOIO CpeacTaa
TpeboBaHnaM dapmakonenHon ctatbM nNMOBO B criydyae ee OTCYTCTBUA HOPMaTUBHOW
AOKYMeHTauuu Unm HopMaTMBHOIO JOKYMEHTa;

23) 6e30MacHOCTb JIeKapCTBEHHOro CpeacTBa - XapakKTepuUCcTUKa NeKapCTBEHHOrO
cpencTtBa, OCHOBaHHasi Ha CpaBHUTENIbHOM aHanuse ero 3@eKTMBHOCTM W pucka
NPUYNHEHNNA Bpeaa 340pPOBbIO;

24) 3d¢eKTUBHOCTbL JeKapCTBEHHOro rnpenaparta - XapakTepucTuka CTeneHu
NOMOXUTESNbHOIO BIIMAHUSA NEKAapCTBEHHOrO npenaparta Ha TeyeHue, NPOLOSPKUTENbHOCTb
3aboneBaHusa unu ero NpegoTepalleHne, peabunuTaumio, Ha coxpaHeHue, npeaoTBpaLleHne
unu npepbiBaHne 6epeMeHHOCTH;

25) cepusi nekapCTBEHHOro cpeacTBa - KONMYECTBO JEKAPCTBEHHOrO CpeacTBa,
npounsseneHHOe B pe3ynbTaTe OAHOro TEXHOMOMMYECKOro UuKra ero nponssoauTenem;

26) permcTtpauvMoHHOe yAOCTOBEepeHMue feKapCTBEHHOro npenapara - JOKYMEHT,
noaTeepxgaroLwmm akT rocyaapCTBEHHOW perucTpaumm nekapcTBeHHOro npenapara;

26.1) pepxaTtenb wnNuM  Bnageney perucTpauMoHHOro yAoCTOBEpeHUsA
neKapcTBeHHOro npenaparta - pa3paboTyMk nekapCTBEHHOro cCpencTBa, NpovM3BOAMTESb
NeKapCTBEHHbIX CPEeACTB WU WHOEe rpuandeckoe nvuo, obnagatwowee npaBoM BrageHus
perucTpauuoHHbIM  YAOCTOBEPEHMEM, KOTOpble HEeCYT OTBETCTBEHHOCTb 3a KayecTBo,
3 PEKTMBHOCTb 1 BE30MacHOCTb NEKApPCTBEHHOrO Npenapara;

27) perucTpauMoHHbIM HOMep - KoJdoBoe 06o3HayeHue, NPUCBOEHHOE
nekapcTBEHHOMY npenapary npu ero rocyaapCTBEHHONM perncTpaumu;
28) oO6OpalleHne reKapcTBEHHbIX CpeacTB - paspaboTka, [OOKNMHUYECKUE

nccnegoBaHnd, KNMHUYECKME UCCnenoBaHus, 3KCNnepTus3a, rocyaapCcTBEHHAs perncrpaums,
cTaHOapTM3aunda U KOHTPOrSb KayecTBa, NPOU3BOACTBO, N3roTOBIIEHME, XpaHeHWe, NepeBo3ka,
BBO3 B Poccurickyto depepaumio, BbiBO3 M3 Poccuinckon Pepepauumun, peknama, OTNYCK,
peanusauus, nepegaya, npyuMeHeHue, YyHUYTOXEeHNe nekapCTBEHHbIX CPeaCTB;

29) cyObeKTbl obpalueHust nekapcTBeHHbIX CpeaAcTB - husndeckne nuua, B TOM
yucne wHauBUAyanbHble npegnpuHMMaTenu, U lpuaudeckme nuvua, OCyLecTBrsLwme
AeATenbHOCTb Npu obpalleHnn NekapCTBEHHbIX CPEACTB;

30) pa3paboTumK nekapcTBEHHOro cpeacTBa - opraHm3aums, obnagatowas npasamm
Ha pe3ynbTaTbl AOKIUHUYECKUX WCCReAOoBaHUM NEeKapCTBEHHOrO CPeacTBa, KIUMHUYECKMX
nccrnegoBaHUn  NekapCTBEHHOro npenapara WM (MnNM) Ha  TEXHOSMorM  NpomnsBoAcTBa
nleKapCTBEHHOIO CpeacTBa;

31) Nnpou3BOACTBO JeKapCTBEHHbLIX CPeACTB - LesATeNbHOCTb MO MNPOU3BOACTBY
NeKapCTBEHHbIX CPEeACTB OpraHM3aumsamMm - NPpon3BOAUTENSIMU FIEKAPCTBEHHbIX CPEACTB Ha
OOHOW CTaauu, HECKOSbKUX WM BCEX CTagusix TEXHONOrMMYecKoro npouecca, a Takke no
XPaHEHUIO 1 peanu3aumm Npon3BeaeHHbIX NIEKapCTBEHHbLIX CPEACTB;

31.1) npou3BOACTBEHHas MoLwagka - TepputopranbHO 060COBNEHHbIA KOMMMEKC
NPON3BOAMTENSA JEKAPCTBEHHbIX CPeacTB, nNpeaHasHavyeHHbld L9 BbINOSIHEHWUS BCEro
npouecca Npou3BOACTBA JIeKapCTBEHHbIX CPEACTB UMW ero onpeaeneHHon crtaguu;

32) npousBoAUTENb JNEKaAPCTBEHHbIX CPeACTB - OpraHM3aumd, OocyLiecTBndoLas
NPON3BOACTBO NEKAPCTBEHHbLIX CPEACTB B COOTBETCTBMM C TPebOBaHMSMW HACTOSLLEro



depnepanbHOro 3akoHa;

33) d¢hapmaueBTMYECKAA [OeATENbHOCTb - OEATENbHOCTb, BKMYawwasa B ceba
ONTOBYK TOPrOBMIO JIEKAPCTBEHHBbIMW CPEACTBAMWU, WX XpaHEHWe, nepeBo3ky u (1nu)
PO3HUYHYKO TOProBIIKO JleKAapCTBEHHbIMU Mpenapartamu, UX OTMYCK, XpaHeHue, NnepeBO3KY,
N3roToOBIIEHME NEKAPCTBEHHLIX NPenapaTos.;

34) opraHu3auuMsa ONTOBOM TOProBNM JIeKAPCTBEHHbIMW CpeacTBaMu -
opraHuMsaums, OCYLLIECTBASOLWAA OMNTOBYK TOProOBM JIEKAPCTBEHHbIMU CpPeacTBaMu, MX
XpaHeHue, NepeBo3Ky B COOTBETCTBUMN C TpeboBaHNAMN HacToswero deaepanbHOro 3akoHa;

35) anteyHas opraHuM3auuMa - OpraHusauusi, CTPYKTYpHOe nogpasgeneHue
MeANUMHCKOW OpraHusauuuv, OCYLIEeCTBASWNE PO3HUYHYIO TOProBril0 feKapCTBEHHbIMMU
npenapatamn, XpaHeHue, NepeBo3Ky, U3rOTOBMIEHNE M OTMYCK FIEKapCTBEHHbIX MpenapaTtoB
ANA  MegULMHCKOro NPUMEHEeHUss B COOTBETCTBUM C  TpeboBaHMSMW  HACTOALLEro
depnepanbHOro 3akoHa;

36) BeTepuMHapHasa anTeyHas opraHusaumsi - oOpraHusauusi, CTPYKTYpHOe
nogpasgeneHMe BETEPUHAPHOW oOpraHuM3auun, OCYLLEeCTBAAWNE PO3HUYHYIO TOProBIiko
NeKapCTBEHHbIMU nNpernapatamu, XpaHeHue, W3roTOBfIeHWe W  OTMNYCK JIeKapCTBEHHbIX
npenapaToB A4S BETEPUHAPHOIO NMPUMEHEHUS B COOTBETCTBUN C TpeboBaHNAMM HACTOSALLEro
depnepanbHOro 3akoHa;

37) hanbcucdmumpoBaHHoe neKkapcTBeHHOE CPeAcCTBO - fIeKapCTBEHHOE CPeaCcTBo,
COMNpoBOXAaeMoe FIOXXHOW MHGhopMaumnen 0 ero coctase u (Unn) Npon3BoANTENE;

38) HegobOpoKkayecTBEHHOE NeKapCTBEHHOe CPeAcCTBO - fleKapCTBEHHOE CPEeACTBO,
He cooTBeTCTBYylOLlee TpeboBaHMAM (hapmMakonernHon ctaTtbk NMbO B criydae ee OTCYTCTBUSA
TpeboBaHNAM HOPMATUBHOM AOKYMEHTaLUN UM HOPMATUBHOMO JOKYMEHTA;

39) KoHTpachakTHOEe rieKapCTBEHHOEe CpeACTBO - JleKapCTBEHHOE CpPeacTBo,
HaxogsLeecsa B 060poTe C HapyLIEHMEM rPaXgaHCKOro 3aKOHOAATENbCTBA,;

40) pOKNUHUYECKOoe uccregoBaHUe NeKapCTBEHHOro cpeactBa - Ouonorndeckue,
MUKPOOMONOrM4eckne, UMMYHOSOrMYECKNE,  TOKCMKOSOrM4eckne,  dapmMakosiornyeckume,
dumsnyeckme, XuMMumyeckue W apyrme uUccnefoBaHUs JIEKapCTBEHHOIO cpeactBa NyTeMm
NPUMEHEHNSA HaYYHbIX METOAOB OLEHOK B LeNsiX NosydYeHus gokasaTenbcTB 6e30nacHoCTMH,
KayecTBa 1 3EKTUBHOCTUN NEKAPCTBEHHOIO CPEACTBa;

41) KNUHUYECKOE uccriefoBaHWe JIeKapCTBEHHOro rnpenapata - W3yyYeHue
ANArHOCTUYECKUX,  JNleYyebHblIX, npounakTMyeckmx,  apmMakonormyecknx  CBOWCTB
NeKapCTBEHHOro npenapaTta B npouecce ero rnpMMeHeHus y 4YerioBeka, >XMBOTHOrO, B TOM
yucrie MnpoLeccoB BcCacbiBaHWs, pacnpeneneHns, W3MEHEeHWd W BbiBEAEHUHA, MNyTeM
NPUMEHEHNSA HaYYHbIX METOAOB OLEHOK B LeNsiX NoslydYeHns gokasaTenbcTB 6e30nacHoCTH,
KayectBa U 3(PPEKTMBHOCTU NEKApCTBEHHOrO MpenapaTa, AaHHbIX O HexenaTeslbHbIX
peakuusix opraHuamMa 4erioBeka, XXMBOTHOMO Ha MpUMEHEeHue feKapCTBEHHOro npenapara u
00 addekTe ero B3aMMOOEWCTBUS C OPYrMMU feKapCTBEHHbIMW npenapatamn u (Mnm)
NULLEBLIMU NPOAYKTaMU, KOpMaMu;

42) MHOroueHTPOBOEe KNMHUYECKOe MUccneaoBaHMe NeKapCTBEHHOro rnpenaparta
AN MeAMLMHCKOro TMpPUMEHEHUA - KIIMHMYEeCKoe uccnefoBaHuWe JeKapCTBEHHOro
npenapaTta gna MeguUMHCKOro NpUMEHEHUd, NpoBoANMOE pa3paboTyMKOM nekapcTBEHHOIO
npenapata B [ABYyX W 0Oonee MeOULMHCKUX OpraHuM3auuax Mo eavHOMY MPOTOKONy
KIMHMYECKOro nccnefoBaHus feKapCTBEHHOMO npenapara;

43) MeXxayHapoaHoe MHOroLeHTpoBOE KIIMHU4Yeckoe uccnegoBaHue
NeKapCTBEHHOro npenapata Ansa MeAULUHCKOro TMNPUMEHEHUA -  KIMHUYeCKoe
nccrnegoBaHne nekapcTBEHHOro npenapaTta Ans MeauuUHCKOro NpUMeEHeHusi, NpoBoanMoe
pa3paboTyMKoM NEeKapCTBEHHOrO MpenapaTta B pas3fuyHbiX CTpaHax no eguHoMy MpOTOKOSY
KNMHMYECKOro nccnefoBaHus NekapCTBEHHOro npenapara;

44) nocTperncTtpaumMoHHoe KIMHUYEeCKoe uccrnenoBaHue JeKapCTBeHHOro
npenapata AnA  MeOUUMHCKOro TMNPUMEHEHUA -  KIIMHUYEeCKoe  unccnegoBaHue
rfleKapCTBEHHOro npenapaTta ans MeguuMHCKOro NpuMeHeHNs, NPoBoAMMOeE Npon3BoaANTENEM
NEeKapCTBEHHOro npenapaTa, rpaxgaHckui o00OopOT KOTOPOro OCYLEeCTBRSeTCs nocne
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rocygapCTBEHHOW pernctpauuu, B LUendx LOMOfHUTenbHoro cbopa [daHHbIX O  ero
GesonacHoCTM U  3P(EKTMBHOCTN, pPaCLUMPEHNA MOKA3AHUA K MPUMEHEHUIO OAHHOro
NIeKapCTBEHHOro npenaparta, a Takke BbISIBIIEHUS HexXenaTtesnbHbIX peakuui naunmeHToB Ha
ero AencTeue;

45) nccnepoBaHMe OMO3IKBMBANEHTHOCTU JleKapCTBEHHOro npenapata - Bug
KNWHMYECKOro  MUCCrefoBaHUA  fIeKapCTBEHHOro  npenaparta, MNpoBedeHue  KOTOpOoro
OCYyLLEeCTBMSAETCA ANA OonpeaeneHus CKOpOCTU BcCacblBaHUS W BbIBEOEHUS OAHOMO WUnu
HEeCKoNbkMx obnagarowmnx ¢apMakonormiyeckon akTUBHOCTbIO AEUCTBYIOLWINX BELLECTB,
KOonmMyecTBa fEKapCTBEHHOro npenapaTa, [LOCTUralwero CUCTEMHOIO KpPOBOTOKA, U
pesynbTaTbl KOTOpPOro  MNO3BONMAKT  caenatb  BbiBOA O  OMO3KBMBANEHTHOCTU
BOCNPOM3BEAEHHOMO NIEKapPCTBEHHOIO NpenapaTa B onpeAerieHHbIX fieKapCTBEHHON hopme 1
A03UPOBKe, COOTBETCTBYKOLWNX dopMe U [O03UpoBKe pedepeHTHOro feKapCTBEHHOro
npenapara;

46) wnccnepoBaHMe  TepaneBTUYECKOW  3KBUBANMEHTHOCTUM  NEKApPCTBEHHbIX
npenapaTtoB - Bu KITMHUYECKOrO MCCreaoBaHUA NeKapCTBEHHbIX NpenapaToB, NpoBeneHne
KOTOPOro OCYLLUECTBMSETCA ANA BbISABMEHUS OAMHAKOBbIX CBOWCTB  NeKapCTBEHHbIX
npenapaTtoB onpeaeneHHoOn JeKapCTBEHHOM (OPMbI, a TakkKe Hanuuma OAUHAKOBbIX
nokasarenen 6e3onacHoCTM N 3(PPEKTUBHOCTU NEKAPCTBEHHbLIX MNpenapaToB, OAWUHAKOBbIX
KNUHMYecknx adpdpeKkToB Npu UX NpUMEHEHUN;

47) NPOTOKOSN KIIMHUYECKOro MuccrefoBaHUA JeKapCTBEHHOro npenapara -
OOKYMEHT, B KOTOPOM oOfpefensoTcs uenu, (opMbl opraHu3auMm u MeTOAOoSorus
npoBeaeHNsT KNMMHNUYECKOrO UCCeaoBaHus, CTaTUCTUYECKne Metoabl o06paboTkmn pesynbTaToB
Takoro uccrnegoBaHuMss M Mepbl N0 obecneyeHnto 6e30MacHOCTU  PU3NYECKUX  Nn,
y4acTBYHOLLMX B KIMHUYECKOM UCCIIeA0BaHNN NIEKAapCTBEHHOrO npenaparTa;

48) 6poliopa uccnepoBaTtens - CBOAHOE U3MNOXEHNE pe3ynbTaToB AOKIMHUYECKOTO
nccnegoBaHna NeKkapCTBEHHOrO CpeacTBa M KIMHUYECKOro MCCnefoBaHUst NekapcTBEHHOIo
npenapaTta ans MeanumMHCKOro NnpuMeHeHuss;

49) MH(pOPMALUMOHHBLIN JFINCTOK NauMeHTa - LOKYMEHT, B KOTOPOM COAepXaTcd B
AOCTYyNHOW dopMe CBedeHud, Kacawuwmeca npoBOAMMOrO KIMHUYECKOro uccnegoBaHus
rfleKapCTBEHHOro npenapaTta, U B NMCbMeEHHON hopme [OBPOBONbLHOE cornacue nauyneHTa Ha
yyacTue B KIIMHMYECKOM UCCrefoBaHUN NekapcTBEHHOro npenapara nocre 03HaKOMITeHUS C
0COBEHHOCTAMM KIMHUYECKOTO MCCeaoBaHUSA, UMEIOLWUMN 3HAYEHNEe ANS Bblpa)XXeHUs1 TaKoro
cornacus;

50) no6o4yHOe AencTBMUE - peakums opraHn3ama, BO3HUKLIAA B CBS3M C MPUMEHEHMEM
NeKapCTBEHHOro npenaparta B [03ax, peKOMeHAyeMbIX B UHCTPYKUUKU NO ero NpUMeHEHWUo,
Ans NpodUnakTUKN, OUarHOCTUKN, NedYeHns sabonesaHna nnu ana peabvnutauumm;

50.1) HexenaTenbHasa peakuusi - HenpegHamepeHHasi HebnaronpusaTHast peakuus
opraHuMama, KotTopasi MoOXeT ObITb CBS3aHa C NPUMEHEHNEM FIEKapPCTBEHHOMO nNpenapara;

51) cepbe3Has HexenaTtenbHasa peakuus - HexenaTeribHas peakuusi opraHvsma,
CBsi3aHHasi C NPUMEHEHNEM NeKapCTBEHHOrO Npenaparta, npueeLllas K CMepTh, BPOXAEHHbIM
aHoManuMsM WU  NopokaMm passBuTua NMbOo npeactaenawas cobon  yrposy XKU3HMW,
Tpebylouwas rocnutanMsauun unu npueeLllas K CTOMKOW yTpate TPyAoCnocobHOCTU n (Mnu)
WHBaNMOHOCTW;

52) HenpeaBuAeHHas HeXenaTtenbHasas peakuusa - HexenartenbHas peakuus
opraHusma, KoTopasi CBsi3aHa C [MPUMEHEHWEeM JneKapCTBEHHOro npenapaTta B [J03ax,
pekoMeHOyeMbIX B MPOTOKOME ero KIIMHMYEeCKOro nccnegoBaHus, bpolltope nccrnegosaTens,
UM ¢ NpUMEHEHNEM NeKapCcTBEHHOrO npenapaTa B J03aX, peKOMeHAYyeMbIX B UHCTPYKLUUKU MO
ero nNPUMEHEHWIO AOns  NPOMUNAKTUKKA, OMArHOCTMKK, JieveHus 3aboneBaHus  unn
MEAVUMHCKOM peabunutauumn naumeHTa, M CyLWHOCTb, TSXKECTb WM UCXOL KOTOPOM He
COOTBETCTBYET MHPOPMaLMKN O NIEKAapCTBEHHOM MNpenapaTe, cogepXallencss B NpoToKose ero
KNMHNYECKOro uccnegoBaHus, GpoLutope uccrnegoBaTens unn B MHCTPYKLUMU NO NPUMEHEHMIO
rfleKapCTBEHHOro npenapara;

52.1) cphapmakoHaa3op - BUA AEATESNIbHOCTU MO MOHUTOPUHIY 3(EKTUBHOCTU W



©e3onacHOCTM NeKapCTBEHHbIX MpenapaToB, HanpasfeHHbI Ha BbISBNEHUE, OLEHKY W
npefoTBpaLleHne HexernaTenbHbIX NocneacTBUA NPUMEHEHUS NeKapCTBEHHbIX Npenaparos;

52.2) nnaH ynpaBneHUA puUcKaMmum - nogpobHoe onucaHne MeponpuATUA Mo
(bapmMakoHag30py, HarpasfeHHbIX Ha BbISBNEHWE, OUeHKY W npefoTepalleHve  unuv
MUHUMM3ALMIO PUCKOB, CBSI3@HHbLIX C JleKapCTBEHHbIMW rpenapaTtamu, BKIIOYas OLEHKY
3(PPEKTUBHOCTU AaHHBIX MEPONPUATUN;

53) peuenT Ha NeKapcTBEHHbIN Npenapar - MeANLNHCKAA OOKYMEHT YCTaHOBNEHHOM
opMbl, codepXaliMh Ha3HayeHue JieKapCTBEHHOro npenapata Ansg  MeauuuMHCKOro
NPUMEHEHNs, BblOAHHbIA MEeAUUUHCKMM PaboTHUKOM B LEnsx OTnycka JieKapCTBEHHOro
npenapata WNn ero M3roTOBMEHUS M OTnycka Ha ©GyMaHOM HOcuUTene unuM C cornacus
naumeHTa WM ero 3aKOHHOro npeAacTaButTend B (OPME SNEKTPOHHOMo [LOKYMEHTa,
NoANUCAHHOIO C UCMOJSIb30BaHWEM YCUITEHHOW KBannMUUUPOBAHHOW 3SIEKTPOHHOW Moanucu
MeauuMHCKoro paboTHuka, nnbo [OKYMEHT YCTaHOBMEHHOW (OpMbl, coAaepXalimin
Ha3HayYeHWe nekapCcTBEHHOro npenaparta Ans BeTepuHapHOro MNPUMEHEHUs, BblAaHHbIV
BeTepuMHapHbIM paboTHMKOM B LUensax OTNycka fekapCTBEHHOro npenapata wnu ero
N3roTOBMEHMS M OTNyCKa Ha ByMaKHOM HOCUTENE;

54) TpeboBaHWe MeAULIMHCKOW OpraHuM3auuv, BeTepUHaApHOW oOpraHuM3auum -
AOKYMEHT YCTaHOBMEHHOW (POpPMbl, KOTOPLIN BbIMUCAH MEAUUMHCKAM WU BETEPUHAaPHbIM
pabOTHUKOM, MMEKLWMM Ha 3TO NpaBO, W COAEPXKUT B MUCbMEHHOW OopMe yKasaHue
anTeyHou opraHusaumm o6 oTnycke nekapCTBEHHOro npenapata Unu O ero U3roToBreHUU n
o6 oTnycke pgns obecnedyeHns neyebGHOro npouecca B MEOULMHCKOM OpraHu3aumu,
BETEPUHAPHOW OpraHmn3aunu;

55) koMmnriekcHasa oueHKa fnekapCTBEHHOro npenapaTta - OLueHKa 3aperMcTpupoBaHHOro
nekapCcTBEHHOro npenapaTta, BKryawLwasa B cedba aHanua nHgopmauunm o cpaBHUTENbHON
KNHM4Yeckon 9PeKTUBHOCTM U 6e30MacHOCTU  NEeKapCTBEHHOro npenapaTta, OLUEHKY
9KOHOMWYECKMX MOCNeaCcTBUN ero NpUMEHEeHUs, ndydeHue AOMNOSHUTENbHbLIX NoCcCneacTBUi
NPUMEHEHNA FeKapCTBEHHOro npernapata B Uendax MPUHATUS pelleHUn O BO3MOXHOCTU
BKIMIOYEHUSA NeKapCTBEHHOro npenaparta B nepeyeHb XU3HEHHO HeOBXOAMMBbIX U BaXKHEMLLNX
NEeKapCTBEHHbIX nNpenapaTtoB, HOPMATUBHblE MpPaBOBble aKTbl W WHble [JOKYMEHTHI,
onpegensaowne nNOpsSAOK OKasaHus MeOMLMHCKOW MOMOLUM, WU UCKIIYEHUS ero u3
YKa3aHHbIX NepeyHs, akToB U JOKYMEHTOB;

56) cucteMa MOHUTOPUHra [AOBUXEHUSI JEeKapCTBEHHbIX MpenapaTtoB Ans
MeAULIMHCKOro NpuMeHeHus - pegepanbHas rocygapcrBeHHas MHopMaLmoHHas cuctemMa
MOHUTOPUHIa OBWXEHUS NeKapCTBEHHbIX MpenapaToB And MeOULMHCKOro NpUMEHEHUs oT
npousBoauMTeNnss OO0 KOHEeYyHoro notpebutens C  MCNOMb30BaHMEM B OTHOLUEHUMU
neKkapCTBEHHbIX NpenapaTos A5 MeANUUHCKOrO NPUMEHEHUs CpeacTB naeHTudmkaumm.

MaBa 2. NMonHomouuma chegepanbHbIX OPraHOB UCMOJTHUTENIbHOW BNacTU, OPraHoB
MCNONHUTEeNIbHOW BnacTu cyobekToB Poccunckon ®epgepaumm npu odpawieHumn
NneKapCcTBEHHbIX CpeacTB

Cratba 5. [lonHomMouus degeparibHbIX OpPraHoB WCMOMHUTENBLHOW Briactn npu
oOpalleHnn nekapCTBEHHbIX CPeacTB

K nonHomounsm cepepanbHbIX OpraHoB WCMOMHUTENBbHOW BRactu npu obpalweHun
NeKapCTBEHHbIX CPeaCTB OTHOCATCS:

1) npoBeneHve B Poccuiickon depepauuun eovHOW rocyaapCTBEHHOW MOMUTUKU B
obnacTtu obecneveHuns nekapCTBEHHLIMKU NpenapaTamu rpaxxaaH B Poccuninckon degepauuu;

2) yTBepxaeHme obwmx dapmMakonenHblx ctaten, dpapmMakonenHblx cTaTen, nsgaHme
rocyfapcTBeHHoOM (papmakoneu, Cco3gaHMe W BefeHne peecTpa  (apMakonenHblx
CTaHOapTHbIX 06pa3LoB;

3) ocyuwecTBneHne rocyaapCTBEHHOrO KOHTpons (Hagsopa) B coepe obpalieHus
NeKapCTBEHHbIX CPeCTB;

4) nMuUeH3nMpoBaHMEe MPOU3BOACTBA NEKAPCTBEHHbLIX CPeAcTB U dpapmaueBTUYECKON
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AesaTenbHOCTN B COOTBETCTBUM C 3aKoHOA4ATeNbCTBOM Poccuiickon degepaumm;

5) opraHuMsauma SKCNepTu3bl JEeKapCTBEHHbIX CPenCcTB, I3TUYECKOW 3IKCNepTusbl
BO3MOXHOCTM NPOBEAEHUSI KIMUHMYECKOro WCCNeAoBaHMA NEeKapCTBEHHOro npenapara ansd
MeANLMHCKOrO MPUMEHEHUs], 3KCNepTU3bl JOKYMEHTOB, NpeacTaBneHHbIX ONna onpeaeneHns
BO3MOXHOCTM paccMaTpuBaTtb NEKapCTBEHHbIA npenapat Angd MeOuUMHCKOro npUMeHeHus
npu rocygapCTBEHHON permcrpauum B kKadectse opdpaHHOro nekapCcTBEHHOro npenapara;

5.1) opraHusaumsi npoBefeHUs KOMMIEKCHOM OLEHKM JIEKapCTBEHHOro npenapata B
Lenax MNpUHATUSA peLueHUMn O BO3MOXHOCTWU BKIHOYEHUS NEKapCTBEHHOrO npenapaTta B
nepeyvyeHb >KU3HEHHO HeobXOOMMbIX U  BaXHEWLWMUX JeKapCTBEHHbIX Mpenapartos,
HOpMaTUBHbIE MPABOBblIE aKTbl M WHble OOKYMEHTbI, onpegenswolmne nopsgok okasaHus
MeANLMHCKOM NMOMOLLM UMM UCKIIOYEHNS €r0 N3 YKa3aHHbIX NepPeYHsi, akTOB U AOKYMEHTOB;

6) Bblda4a paspeLlleHnin Ha NpoBedeHUE KITMHUYECKNX UCCIeAO0BaHNN fleKapCTBEHHbIX
npenapaToB, BedEHWE peecTpa BblAaHHbIX paspeweHMn Ha npoBeAeHNe KIMHUYECKUX
nccnegoBaHN NekapCTBEHHbIX NpenapaTtos;

7) rocygapCTBEHHasi  perucrpaums  NekapCTBEHHbIX  npenapartoB, BedeHue
rocygapCTBEHHOro peecTtpa NekapCTBEHHbIX CPeCTB;

8) opraHmzauua n (Mnu) npoBedEeHWEe WHCNEKTUPOBAHUA CyObekToB obpalleHus
neKapCTBEHHbIX CPeACTB Ha COOTBETCTBME NpaBunam Hagnexalien nabopaTtopHOM NPaKkTUKK,
npasuMnaMm Hagnexawen KIMHMYECKOM MpaKkTUKK, npasBunaMm Hagnexawlenm npakTuku
XpaHEeHNs 1 MEepeBO3KM  JIEKApCTBEHHbIX MpenapaTtoB, NpaBunaM  Haanexaiien
ANCTPUOBLIOTOPCKOM MPaKTUKK, NpaBuiam Haanexalwlen ante4yHom NPakTUKK;

8.1) opraHumsaumsa un (unu) npoBedeHME WHCMEKTMPOBaHUS CyObekToB obpalleHus
NEKApPCTBEHHbIX CPeacTB Ha  COOTBETCTBME  TpeboBaHMAM  MpaBuil  Hagnexallewn
NPOM3BOACTBEHHOMW MPAKTUKK, Bbldava 3aKMYEeHUA O COOTBETCTBUM MNPOM3BOAMTENS
NIEKapCTBEHHbIX CPeACTB TpeboBaHMAM NpaBu Hagnexawen Nnpon3BOACTBEHHON MPaAKTUKUY;

8.2) ycTaHoBneHve nopsiaka BeOEeHWs W BefeHMe TOCydapCTBEHHOro peecTpa
3aKMYEHNN O COOTBETCTBUM NPON3BOAUTENS NEKAPCTBEHHbLIX CPeACTB TpeboBaHNAM nNpaBun
Hagnexawen Npon3BoACTBEHHOW NPaKTUKN;

9) rocygapcTBeHHasi permctpauus ycTaHOBMEHHbIX NPOU3BOAUTENAMM JIEKAaPCTBEHHbIX
npenapaToB npederibHbIX OTMNYCKHbIX LEH Ha >XMU3HEHHO Heobxogumble W BaXHenwune
neKapCTBEHHble npenapaTbl U BeeHne rocygapCTBEHHOrO peectpa npenernbHbIX OTNYCKHbIX
LEeH Npou3BoaUTENEen Ha NeKapCTBEHHbIE NMpenapaTbl, BKNIOYEHHbIE B NepeyYeHb XU3HEHHO
HEeOOX0OMMbIX U BaXXHENLLMX NIEKAPCTBEHHbIX NPenapaTos;

9.1) cornacoBaHne MPOEKTOB PELUEHUI OpraHOB MCMOSTHUTENbHOW BNactu CyObekToB
Poccuiickon ®depepauumn o6 ycCTaHOBNEHUU W (MNWN) M3MEHEHUM MpederbHbIX pa3MepoB
ONTOBbIX HaabaBoOK W npedenbHbIX Pas3MepoB PO3HUYHbLIX HaabaBOK K (haKTUYeCKUM
OTNYCKHbIM LieHaM, YCTaHOBMIEHHbIM MPOU3BOAMTENAMM NEKapCTBEHHbLIX MNpenapaTtos, Ha
NeKapCTBEHHble npenapaTtbl, BKMAOYEHHbIE B MEPEYEeHb XU3HEHHO HeobxoauMbiX W
Ba)KHEWNLLNX NEKapCTBEHHbIX NpenapaToB.;

10) ycTaHoBneHMe nopsidka BBO3a JNeKapCTBEHHbIX cpeactB B Poccuiickyro
depepaumio 1 BbIBO3a fiekapCTBeHHbIX cpeacTs u3 Poccurckon depepaumm;

10.1) Bblgaya, ycTaHOBMNEeHWe nopsigka Bblgaynm U OpPMbl LOKYMEHTa, KOTOpPbIn
nogTeepxgaeT, 4TO NPOU3BOACTBO JIEKAPCTBEHHOro Mpenapata OCYLWEeCTBNeHO B
COOTBETCTBUM C TpeboBaHMsSMM NpaBun Hagnexawlen NpOou3BOACTBEHHOW MNPaKTUKU, W
noanexuT nNpeacTaBneHnto nNo TpebOoBaHUIO YNOSTHOMOYEHHOrO OpraHa CTpaHbl, B KOTOPYH
BBO3UTCSA NIEKAPCTBEHHbIN Npenapar;

10.2) Bblgaya, ycTaHoBrieHMe nopsiaka BbldavvM U oOpMbl JOKYMEHTa, coaepallero
CBeAeHNs O CTaamsax TEXHOMNOMMYeCcKoro npouecca Npon3BoACcTBa NeKapCTBEHHOIO cpeacTsea
AN MeOVUMHCKOro MpUMEHEeHUsl, OCYLLeCTBNseMblX Ha Tepputopun EBpasuimnckoro
3KOHOMWYECKOro Co3a;

11) co3gaHve coBeTOB MO BOMpOCaM, CBS3aHHbIM C ObOpalleHMeM neKapCTBEHHbIX
CpeacrTs;

12) aTtTrectaums u cepTudunkaums cneynanmcTos;
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13) ytpaTtun cuny;

14) ocywectBneHne gpapmakoHan3sopa;

15) yyacTtne B MexgyHapogHOM COTPYOHUYECTBE;

16) nonyyeHne no 3anpocaMm  YMNOMHOMOYEHHOro  pegepanbHOro  opraHa
NCMONHUTENbHOM BRAacTU OT OpraHoB WCMNOMHUTENbHOW Bractn cybbekToB Poccunckon
depepaummn, a Takke OoT CybbekToB 0OpaLleHNsa NekapCTBEHHbIX CPeACTB ANA MeANLMHCKOTO
NPUMEHEHNA UWHGOPMaUUKM MO BOMPOCaM YCTAHOBMEHUS W MNPUMEHEHUS LEH Ha
nekapCcTBEHHble nNpenapaTbl U HaabaBOoK K HUM;

17) npuMeHeHne Mep OTBETCTBEHHOCTU 3a HapyLLUeHMe 3akoHoaaTenbcTBa Poccumnckon
depepauymm;

18) yTBepxaeHue npaBun Hagnexawen nadbopaTopHOW NPaKTUKK, NpPaBuIl
Hagnexawemn KIMHUYEeCKOM MpaKkTUKW, NpaBun Hagnexawen npou3BOLCTBEHHOW MPAKTUKM,
npaBus Hagnexallen npakTUkKU XpaHeH1si N NepeBO3KN NIEKapCTBEHHbIX NpenapaTos, NpaBus
Hagnexawen ANCTPUOBIOTOPCKOM NpPaKTUKW, MNpaBui Hagnexawen anTeyHOW MpPaKTUKu,
npaBusi  Hagnexawen npakTukn apmakoHagsopa JiekapCTBEHHbIX MpenapaToB Ans
MeANLMHCKOro NPUMEHEHWS;

19) ycrtaHoBneHne nopsigka QOPMUPOBAHUS  PErMcTpauMoHHOrO  Aocbe  Ha
neKapCTBEHHbIN npenapaTt u TpeboBaHnn K JOKYMEHTaM B €ro COCTaBe;

20) yTBEpXOEHME npaBuil paunoHanbHOro BbiOOpa HaWMEHOBAHW JeKapCTBEHHbIX
npenapaToB AN9 MEAULNHCKOro NpUMEHEHUS;

21) yTBEpXOEHUEe nepeyHss HauMeHOBaHUIN NleKapCTBEHHbIX POpM;

22) hbopmmpoBaHMe peecTtpa TUMOBbIX MHCTPYKUMA MO MEAULMHCKOMY NPUMEHEHUIO
B3anMMO3aMeHSeMbIX JIeKapCTBEHHbIX NpenapaTos;

23) yTBeEpXAeHue TpeboBaHMM K WMHCTPYKUMM MO  MEAULUHCKOMY MNPUMEHEHUIO
NEeKapCTBEHHbIX MnNpenapaTtoB W K MWHCTPYKUMM NO  BETEPUHAPHOMY  MPUMEHEHUIO
NleKapCTBEHHbIX NpenapaTos;

24) pocynebHoe 3aKkpbITMEe CanTOB, COAEPXaLLMX NHCPOPMaLUIO O PO3HUYHON Npoaaxe
ANCTAHUMOHHBIM Cnocobom, npeasiokeHne o npuobpeTeHun AUCTaHUMOHHBbIM Cnocobom,
AOCTaBKe AUCTAHLMOHHBbIM Cnocobom n (Mnn) nepegade uU3nN4ecKoMy nuuy ANCTaHUNOHHBIM
CnocobOM fneKapCTBEHHbIX MpenapaToB, HAPKOTUYECKUX NeKapCTBEHHbLIX npenapatoB W
NCUXOTPOMHbIX NEKApPCTBEHHbLIX MpenapaToB, 3a MWCKNIYEHUEM CryyaeB, YCTaHOBIIEHHbIX
MpaBuTenbcTBOoM Poccunckon degepaumn.

Cratba 5.1. [lepepaya ocywecTsneHMss nosIHOMOYMA dbedeparnbHbIX OpraHoB
NCMONHUTENbHOW BlacTM Npu obpalleHnn nekapCcTBEHHbIX CPeACTB OpraHam
ncnonHuTenbHom BnacTtn cybvektoB Poccuiickon deaepaunm

MonHomoumsa dpenepanbHbIX OPraHoOB WCMOMHUTENbHOM BRactm npu obpalieHun
NeKapCTBEHHbIX CPeacTB, NpeadyCcMOTpeHHble HacToswum defepanbHbiM 3aKOHOM, MOryT
nepefaBatbCs [Of9 OCYWECTBIEHUA oOpraHam WCMOMHUTENbHOW BRactu CybbekToB
Poccunckon ®depepaumm noctaHoBneHuamu [lpasutensctBa Poccunckon depepauumn B
nopsigke, ycraHosneHHoMm ®epepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-93 "O6
o6LWKNX NpUHUMNAax opraHM3alumm 3akoHoAaTENbHbIX (NPeacTaBUTENbHbBIX) U UCNONHUTENbHbIX
OpraHoB rocygapCTBeHHOM BracTu cybbektoB Poccuiickon ®egepauun”.

Cratba 6. [MonHOMO4YMsI OpraHoOB MCMONMHUTENbHOW Bnactu cybbekta Poccuiickon

depepaumm npu obpawieHnn NeKapCcTBEHHbIX CPEeACTB

K nonHoMo4MsM opraHoB MCMOMHUTENBHON BnacTn cybbekta Poccunckon ®egepaumnm
npun obpalleHnn nekapcTBEHHbIX CPEACTB OTHOCATCS:

1) paspaboTka n peanusaumsa perMoHanbHbIX nporpamm obecneyvyeHns HaceneHus
nekapCTBEHHbIMY NpenapaTamu;

2) ycTaHOBMNEHUe npeaesibHbiX pa3mepoB ONTOBbIX HAA0aBOK 1 NpedefbHbIX pa3mepoB
PO3HUYHbIX HaAbaBOK K hakKTUYECKMM OTNYCKHbIM LieHaM, YCTaHOBEHHbIM NPOM3BOANTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha neKkapCcTBEeHHble Mpenapartbl, BKIMIOYEHHblE B MepeYeHb
XXN3HEHHO HEOBXOAMMBIX U BaXKHENLLUNX NTEKAPCTBEHHbIX Npenaparos;

3) ocyLlecTBNeHne permoHasnibHOro rocy4apCTBEHHOIo KOHTPONS 3a NpUMEHEHNEM LiEH
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Ha IeKapCTBEHHble npenapaTtbl, BKIHOYEHHbIE B MepevYeHb XM3HEHHO HeoOXOAUMbIX W
Ba)KHEMLUMX NIEKAPCTBEHHbIX NpenapatoB, OpraHM3auusiMyM OMTOBOMW TOProBMW, anTe4YHbIMU
opraHusauusiMn, UHAMBMAYanNbHbIMW NpeanpUHUMaTENs MU, UMEKLWUMM  JIMUEH3UKO Ha
hapmMaLeBTUYECKYIO OeATENBHOCTD;

4) npuHaATHE peweHns ob Mcnonb3oBaHUM Ha Tepputopum cybbekta Poccumnckon
depepaumn Hapsgy C peuenTtaMy Ha NeKkapCTBEHHble npenapaTbl, 0OPMMEHHbIMU Ha
GymakHOM HocuTene, peLenToB Ha NIekapCTBEHHbIe npenapaTbl, COOPMNPOBaHHbIX B bopme
9NEKTPOHHbIX AOKYMEHTOB.

MmaBa 3. NlocyaapcTBeHHas chapmakones

Cratba 7. PaspaboTka M wmsgaHuMe rocygapCTBEHHOW dhapmakonen, pasmelleHue
JAaHHbIX O HEN

1. MNop rocypapcteeHHOM (hapmakoneen noHMMaeTcs cBoA oOwmx dpapmakonemnHbIX
crtaTen n papmakonemnHblx ctaTen.

2. PaspaboTka obuwmx dapmakonenHblXx cTaten u apmakonenHblx ctaTen, B TOM
Jyncne papMakonenHblx cTaten Ha papmakonenHble CTaHgapTHble 06pasLbl, U BKIIOYEHME UX
B rOCydapCTBEHHYIO (papMakornew OCyLeCcTBNATCA B MNOpsadke, YyCTaHOBIIEHHOM
YNONHOMOY€EHHbIM dhefeparnbHbiM OPraHoOM UCMONHUTESNbHOW BRacTu.

3. PaspaboTka chapmakonerHom ctatbn Ha pedepeHTHbI NEKapCTBEHHbIN Npenapart u
BKMNIOYEHNE €€ B rOCydapCTBEHHYK dapmakonel B TeYeHWe Ccpoka AENCTBUS 3alunTbl
WCKMIOYUTENBLHOrO rpaBa, YAOCTOBEPEHHOrO NaTEHTOM Ha pedepeHTHbIA JleKapCTBEHHbIN
npenapaT, OCyLeCTBAATCS C cornacus ero paspaboTymka.

4. [ocygapcTBeHHasi (papmakorness u3gaeTcs YNONHOMOYEHHbIM  doefepasibHbIM
OpraHoOM MCMONHUTENBbHOM BNacTu 3a CYeT CpencTB heaepanbHOro 6romkera v NOANEXUT
nepeusgaHnam He pexe YemM OoAuH pa3 B NATb JIeT, B Nepuon Mexay KOTOpbIMU U3garoTca
NPUNOXEHNA K rocyaapcTBeHHOW bapmakonee, cogepxawme obwme dapmakonenHbie
ctatbu n (Unu) papmakonenHble CTaTbW, YTBEPXAEHHbIE NOCMe U34aHUa uUnv nepensgaHns
rocyiapcTBeHHOM (hapmakonem.

5. YnonHomMouYeHHbIN beaeparnbHbIi OpraH WCMOMHUTENbHOW BriactTu pasmellaeT
AaHHble O rocyaapCTBEHHOM (hapmakornee M NPUNoXeHUsX K Hen Ha cBoeM oduunanbHOM
cante B ceTu "MIHTepHeT" B yCTAaHOBIIEHHOM UM MOpSAaKe.

FnaBa 4. N'ocyaapcTBEHHbIN KOHTPOJb NMPU OOpaLLeHMN NeKapCTBEHHbIX CPeaAcTB

Cratba 8. JlvueH3upoBaHWe nMpoM3BOACTBA  NIEeKApPCTBEHHbIX  CPeAcTB U

hapmaueBTUYECKON AeATENbHOCTU

1. JlnueHsnpoBaHMe Npou3BOACTBA JIEKAPCTBEHHbLIX CPEACTB U ddapmMaueBTUYECKON
AeATerNbHOCTU OCYLeCTBNAeTCs B COOTBETCTBMM C 3aKoHoAdaTenbCTBOM Poccunckon
depepauymn.

2. O6gszaTtenbHbiM  YCrOBMEM MPEeAOCTaBnEeHUs JULUEH3MM Ha NPOU3BOACTBO
NEeKapCTBEHHbIX CPEeACTB SABNAETCA MPUMOXEHWE K 3asiBNEHU0 couckaTens nuueHsun
nepeyHs nekapcTBeHHbIX GopM U (Unu) BMAOB hbapMaueBTUYECKUX CyOCTaHUMn, KOTopble
NPOuN3BOANTENb NEKapCTBEHHbIX CPeaCTB HaMepPEH NPou3BOANTb.

3. B cnyyae Heob6xoanmMoCTM pacluMpeHns NpomM3BOACTBa NeKapCTBEHHbIX CPEACTB 3a
CYeT HOBbIX JIeKapCTBEHHbIX hOPM 1 BUOOB (papmaLeBTUYECKMX CybCTaHUnn Npon3BoanTENb
NEeKapCTBEHHbIX CPeacTB  [LOSMKEeH MOSyYUTb  HOBYK  NUUEH3UK0 Ha  NPOM3BOACTBO
NeKkapCTBEHHbIX CPEACTB.

Cratba 9. [ocymapCTBeHHbI  KOHTpOnb  (Hag3op) B cdepe  obpalleHus

NeKkapCTBEHHbIX CPeaCTB

1. TocymapCTBeHHbI KOHTpPONb (Hag3op) B cdepe obpaweHna nekapCTBEHHbIX
CpeacTB BKIo4aeT B cebsi:

1) NMUEH3NOHHBLIN KOHTPOSb B Cdepe NPOU3BOACTBA JIEKAapPCTBEHHbIX CPeAcTB M B
cepe hbapmaLeBTUHECKON OEATENBbHOCTY;
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2) degepanbHbIi TOCYyOapCTBEHHbIN HAA30p B cepe obpalleHns nekapCTBEHHbIX
CcpencTs;

3) BbIBOPOYHBIN KOHTPOSb Ka4yeCcTBa JIeKapCTBEHHbIX CPEACTB.

2. JINUEH3NOHHBLIN KOHTPONb B chepe NPOU3BOLCTBA JleKapCTBEHHbIX CPeAcTB U B
cepe dapmaueBTUYECKON  OEATENbHOCTU ocyLiecTBnsaeTcs YNOSTHOMOYEHHbIMU
deaepanbHbIM OpraHoM WCMOMHUTENbHOM BNactM M opraHamuv WCMONHUTENbHOM BRNacTu
cybbekToB Poccuinckon defepaummn CorrnacHo MxX KOMNETEHUUM B nopsigke, yCTaHOBIEHHOM
depepanbHbIiM 3akoHOM OT 26 gekabps 2008 roga N 294-03 "O 3awmTte npas HpUaANYECKUX
My U MHOMBMAYyanbHbIX NpeanpuHUMaTenen npu  OCYLWECTBEHUN rocygapCTBEHHOMO
KOHTpOns (Hag3opa) U MyHMUMMANbHOIO KOHTponsa", ¢ y4eTOM 0COBEeHHOCTEN opraHu3aumm u
npoBeaeHNs MPOBEPOK, YCTaHOBMEHHbIX ®PepepanbHbiM 3akoHoM oT 4 wmas 2011 roga
N 99-®3 "O nuueH3npoBaHuUM OTAENbHbIX BUOOB AEATENBHOCTU".

3. ®epepanbHbIi rOCy4apCTBEHHbIN HaA3op B cdepe obpallieHnss NeKapCTBEHHbIX
CpeacTB OCYLLECTBIISAETCA YNOMHOMOYEHHbIMU (hefepanbHbiMU OpraHaMn MUCNOSTHUTENbHOM
BnacTu (ganee - opraHbl rocygapCTBEHHOrO Haa30pa) COrfnacHoO UX KOMMNETEHUUN B NOpsAKe,
ycTaHoBreHHoMm [paButensctBom Poccuiickon enepaumu.

4. depeparnbHbIi rOCYOapCTBEHHbLIN Haa3op B cdepe obpalleHns nekapCTBEHHbIX
CpeacTB BKIoYaeT B cebsi:

1) opraHuzauuio M npoBedeHVe NpoBepoK cobniogeHns cybbekTammu obpalieHus
NeKapCTBEHHbIX CPEACTB YCTAHOBIEHHbIX HacTosAwmnM dPegepanbHbiM 3aKOHOM U MPUHATBIMA
B COOTBETCTBUM C HUM MHbIMW HOPMaTMBHbIMK MPaBoOBbIMKU akTaMn Poccurckon deaepaumm
TpeboBaHUN K [OOKIMHUYECKMM WCCMEOBaHUAM NEeKapCTBEHHbIX CPEACTB, KIIMHUYECKUM
nccrnegoBaHNAM JNeKapCTBEHHbIX NpenapaToB, XpaHeHUo, NepeBo3ke, BBO3Y B Poccuickyro
depnepaumio, OTNYCKy, peanu3aunm NekapcTBEHHbIX CPEACTB, MPUMEHEHMUIO NEKapPCTBEHHbIX
npenapatoB, YHUYMTOXEHUIO  JIEKAapCTBEHHbIX CpeacTs, a Takke  cobnogeHus
YNONTHOMOYEHHbBIMU OpraHamu UCNOMHUTENBHOW BnacTn cybbektoB Poccuinckon depepaumm
METOAMKN YCTAHOBMNEHUA npefernbHbIX pa3MepoB OMNTOBbIX HaabaBOK W npeaenbHbIX
pasMepoB PO3HUYHbIX HagbaBOK K aKTUYECKMM OTMYCKHbIM LeHaM, YCTaHOBSIEHHbIM
NPOM3BOOMTENSAMN  JIEKAPCTBEHHbIX MNpenapaToB, Ha JleKapCTBEHHble npenaparbl,
BKMIOYEHHbIE B MepeyYeHb XXU3HEHHO HEOBXOAMMBbIX W BaXHEWWMX NeKapCTBEHHbIX
npenapatoB (aanee - obs3aTtenbHble TpeboBaHUS);

2) opraHuMsauuio 1 npoBefeHME MNPOBEPOK COOTBETCTBUS NEKAPCTBEHHbIX CPeacTB,
HaxXo4ALWMXCS B rpaXgaHCKkoM o6opoTe, yCTaHOBMNEHHbIM TpeboBaHUAM K X KAa4eCTBY;

3) opraHusaumto n nposegeHne hapmakoHaasopa;

4) npumeHeHve B TMOpsiAKe, YCTaHOBIIEHHOM 3akoHoaaTternbCcTBoM Poccuinckon
depnepaumm, Mep No NpPeceyeHnto BbISIBIIEHHbIX HapyLlleHnn obsasaTenibHbIX TpeboBaHun n
(M) ycTpaHeHuio NOCrNeACTBUA TaKUX HapyLEeHWA, B TOM YUCME NPUHATUE pPELLEHUS O
HaxOoXOeHuM NeKkapCTBEHHbIX CPeacTB B obOpalleHun, Bbligady npegnucaHnin o6 yctpaHeHum
BbISIBNIEHHbIX HapylleHun oba3aTenbHbiX TpebOBaHUM M MpuUBrieYEHNE K OTBETCTBEHHOCTM
L, COBEPLLMBLUNX TaKNe HapyLUEeHUs.

5. ®epgepanbHbI rOCYy4apCTBEHHbIM HAO30p B cdepe obpalleHnsa nekapCTBEHHbIX
CpencTB OCyLUECTBNSAETCA B nopsigke, ycTtaHoBneHHoM ®epeparnbHbIM 3aKOHOM OT 26
Aekabpss 2008 roga N 294-03 "O 3awmTte npaB HPUOMYECKMX NUL, U UHAMBMAYASbHbIX
npegnpvHMMaTenem npu  OCYLLUECTBMIEHMM [OCYOApPCTBEHHOrO KOHTponda (Hagsopa) u
MYHULMNANbHOrO KOHTpons", ¢ y4eTOM O0COBEHHOCTEN, YCTAHOBMEHHbLIX HACTOSALLEN CTaTbeMN.
lMpepBapuTenbHOe corfnacoBaHMe C oOpraHamuM  NpPOKypaTypbl CPOKOB  MNpOBEOEHUS
BHEMMAHOBON MpPOBEPKN CYObLEKTOB OOpalleHns mneKapCTBEHHbIX CPeactB, a Takke
npenBapuTenbHOE YBeAOMIEHNE HPUANYECKNX NAUL, MHONBUAYANbHLIX NpeanpuHuMaTenen o
Hayane nNpoBeAeHWs 3TON MpoBepkn He TpebyeTtcA. OpraHbl NPOKypaTypbl M3BELLAlTCA O
npoBeaeHMM BHEMMAHOBOW MNPOBEPKN CYyObeKTOB oObpalleHus JeKapCTBEHHbIX CpeacTB
nocpencTBOM HanpaBfeHUs COOTBETCTBYIOLLMX AOKYMEHTOB B TedeHne Tpex pabounx gHen ¢
MOMEHTA OKOHYaHUSA NPOBEAEHMNS YKa3aHHOW BHEMMAHOBOW NPOBEPKM.

6. [JO/MKHOCTHbIE NyLa opraHa rocyfapCTBEHHOro Haa3opa B nopsgke, yCTaHOBIEHHOM
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3akoHogartenbcTBoM Poccuinckon ®egepaunmn, MMEOT NpaBo:

1) nony4yaTb Ha OCHOBaHUN MOTMBUPOBAHHBLIX MUCbMEHHbLIX 3anpoCoB OT CYyObEKTOB
obpalleHna rnekapCTBEHHbIX CpPeAcTB, OpraHoB WCMOMHUTENbLHOW BracTu CybGbLEKTOB
Poccunckon defepaunmn n opraHoB MECTHOrO caMoynpasrieHNa JOKYMEHTbl U MHGOpMaLuuio
no Bonpocam obpaLleHnsi NekapCTBEHHbLIX CPEACTB;

2) 6ecnpensiTCTBEHHO MO nNpeabsBNEHUN CNYXeOHOro yAOCTOBEPEHUS M KOMUK
npukasa (pacrnopspkeHusi) opraHa rocyaapCTBEHHOrO Hags3opa O HasHavyeHuM MpPOBEpPKM
nocewiartb ncnonb3yemble tOPUANYECKNMMI nmuamn, NHONBMAOYaNbHbIMU
npegnpvHMMaTensiMu, aBnarwmMMmmncs cydbbektamm obpalleHns nekapCTBEHHbIX CPeacTB, Npu
OCYLLIECTBMEHNN CBOEN OEATENbHOCTU TEPPUTOPUN, 30aAHUS, MOMELLEHUS U COOPYXEHUS B
Lensix NpoBeaeHns MeEPONPUATUIA MO KOHTPOSIO;

3) npoBoantb OTGOp 06pa3uoB NEeKapCTBEHHbIX CPEACTB, MpeAHas3HayYeHHbIX Ans
peanu3auum u peanu3yembix cybbektamum obpalleHus neKapCTBEHHbIX CpeacTsB, Ans
NPOBEPKN WX KadecTBa, NPOBEAEHUS WCCMEeOOBaHUM, WCMbITAHUA B COOTBETCTBUMM C
npasunammn otbopa obpasyos, yCTaHOBNEHHbIMW YNOSTHOMOYEHHbBIM dhefepanbHbiM OpraHoM
NCMONHUTENbHOW BNacTy;

4) BblgaBaTb cybbekTam oOpalleHns nekapCTBEHHbIX CPeACTB npeanucaHus o
npekpawleHnn HapyweHun obasaTenbHbiX TpeboBaHMM M 00 YCTPaHEHUU BbISIBNEHHbIX
HapyLleHn obsa3aTenbHbIX TpeboBaHWI;

5) HanpaensaTb B YNOSIHOMOYEHHbIE OpraHbl MaTepuarnbl, CBA3aHHbIE C HapyLUEHUSIMN
oba3aTenbHbiXx TpeboBaHW, ONA peLleHns BONPOCOB O BO3OYXOEHUW YrofoBHbIX Aen Mo
npusHakam nNpecTynyieHnn.

7. BblBOpPOYHbIA KOHTPOSb KayecTBa JlIEKAapCTBEHHbIX CPeACTB OCYLLECTBMASETCH
YNONHOMOYEHHbIM dhefiepanibHbIM OpraHOM WCMOMHUTENbHOW BRacTU B YCTAHOBMEHHOM MM
nopsigke v BKIoYaeT B cebs:

1) obpaboTky cBegeHun, B obsizatenbHOM MNopsake npeaocTaBnsieMblX cybbekTamu
oOpalleHns rnekapCTBEHHbIX CPeACTB, O Cepusx, MapTUsX JEKAapCTBEHHbIX CPEeacTs,
NnocTynawLnx B rpaxgaHckmii obopot B Poccuiickon ®epepauuu;

2) ot6op 06pa3LoB NeKapCTBEHHbIX CPEACTB y CyObEKTOB 0OpaLleHns niekapCTBEHHbIX
CpeacTB B LENsX NpoBeAeHUsT UCMbITAHUW Ha UX COOTBETCTBME TpebOBaHUAM HOPMaTUBHOM
AOKYMEHTauUn UM HopMaTUBHbIX JOKYMEHTOB;

3) NpuHATME NO peaynbTaTtam MPOBEAEHHbIX MCMbITAHUA pelleHns O AarbHenLwem
rpaxxgaHckoMm 060poTe COOTBETCTBYHOLLErO SIeKapCTBEHHOIO CPeacTBa;

4) nNpuHATME YNOMHOMOYEHHbIM heaepanbHbiM OPraHOM WCMNOSIHUTENbHOW BRacTu
pelweHns O nepeBode NEKapCTBEHHOIO CpeacTBa Ha MOCEPUNHbIA BbIOOPOYHbLIN KOHTPOSb
KayecTBa JlEKapCTBEHHbIX CPEeACTB B Cliydae MNOBTOPHOrO BbISIBIEHUSI HECOOTBETCTBUSA
KayecTBa NekapCTBEHHOIo CpeacTBa YCTaHOBMEHHbIM TpeboBaHUAM U (Npu HEOHBXO4MMOCTH)
O npoBepke cybbekta obpalleHus nekapcTBeHHbIX cpeacTB. Pacxofgbl, cBsi3aHHble C
npoBeAeHMEM MOCEPUMHOTO BbIOGOPOYHOrO KOHTPONS KayecTBa NEeKapCTBEHHbIX CPeacTs,
OnnayMBalOTCA NpoM3BOAUTENEM JIEKApPCTBEHHOIO cpeacTBa nNubo gepxatenem wunu
BnagenbuemM pernctTpaumMoHHOro YaoCTOBEPEHMS NIEKAapPCTBEHHOrO NpenaparTa.

MnaBa 5. Pa3paboTtka, AOKNMHUYECKMe uccrnenoBaHusA NeKapcTBeHHbIX CPeAcTs, a
TaKKe KIMHUYeCKue uccrnefoBaHuUsA NIeKapCTBEeHHbIX NpenapaToB ANA BeTepUHapHOro
NpPUMeHeHus

Cratbs 10. Pa3paboTka NnekapCcTBEHHbIX CPEACTB

1. PaspaboTka nekapCTBEHHbIX CpPeacTB BkNOYaeT B cebAa  MNOUCK  HOBbIX
hapMaKonorMyeckm akTUBHbIX BELLECTB, MOCMeayolee WU3yYeHMe UX NeKapCTBEHHbIX
CBOWCTB, [AOKMMHMYECKME  UCCnefoBaHuda, pas3paboTKy  TEXHONOrMn  npou3BOACTBA
hapmaueBTUYECKMX CyOCTaHUM, pa3paboTKy COCTaBOB W TEXHOMOMMA MNPOU3BOACTBA
NeKapCTBEHHbIX NpenapaTos.

2. ®uHaHcoBoOe obecrnedyeHne pas3paboTku NekapCcTBEHHbIX CPeACTB OCYLECTBASETCA
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3a cyerT:

1) cpeacTB beaepanbHOro 6rooxXeTa;

2) cpeacTB pa3paboTuMKOB NEKapCTBEHHbIX CPEACTB;

3) cpencteB  NpouM3BOAMTENEN  NEKAPCTBEHHbIX CPEACTB  MPUM BbINOSIHEHUM
Hay4YHO-UccnegoBaTenbCkux paboT no A0roBopy Mexay pas3paboTyYMKOM neKapCTBEHHbIX
CpeacTB M NPON3BOANTENEM NEKAPCTBEHHbLIX CPEACTB;

4) MHbIX HE 3anpeLLEeHHbIX 3akoHoAaTenbCcTBOM Poccuinckon deaepaumm NCTOYHUKOB.

3. lpaBa paspaboTumMka nNEKapCTBEHHOrO CPEACTBa OXPaHSAKTCH rpPaKAaHCKUM
3aKoHOAATENbCTBOM.

Cratba 11. [loknuHMyeckoe wuccnegoBaHWe JEKapCTBEHHOro cpenctea [Aans

MeANLMHCKOro NpUMEHEHUSs

1. [JoknunHun4yeckoe wuccrnegoBaHWe JiekapCTBEHHOro cpeactsa And MeaMuUHCKOro
NPUMEHEHNSA NPOBOANTCA NyTEM NPUMEHEHUSA HAaYyYHbIX METOAOB OLIEHOK B LIENSAX NOSy4YeHns
AokasaTtenbCcTB 6e3onacHOCTU, KavyecTBa U 3pPEeKTUBHOCTU NEKAPCTBEHHOIO CPeACTBa.

2. [oknuHuyeckoe wuccrnenoBaHUe feKapCTBEHHOMNO cpeacrtea AN MeOULMHCKOro
NPUMEHEHNA NPOBOAUTCA B COOTBETCTBMM C MpaBunamMu Hagnexauwen nabopaTopHon
NPaKTUKN, YTBEPXKAEHHBIMU YNONTHOMOYEHHbIM dhefeparnbHbiM OpraHOM MCMOSNTHUTENBbHOM
BNacTu.

3. [1ns opraHusaumm v NpoBeOEHUsT OOKITMHUYECKOrO MCCrneaoBaHUs fiekapCTBEHHOIO
cpenctBa Ans MegUUMHCKOro NpPUMEHEHUs pa3paboTyMky feKapCTBEHHbIX CPenCcTB MOryT
npuBnekaTb Hay4HO-uUccnegoBaTenbCkne opraHmsaumm, obpasoBaTenbHble OpraHu3aumm
BbiClWEro obpa3oBaHus, uMelwme Heobxoanmy MaTtepuanbHO-TEXHUYECKYD 6a3y u
KBanMuLUMpOBaHHbIX CNeLnanMcToB B COOTBETCTBYIOLLEN 06nacTy nccrnegoBaHus.

4. [oknuHunyeckoe uccnefoBaHME fEeKapCTBEHHOrO cpeacTBa Anst MeLULUMHCKOro
NPUMEHEHNA NPOBOANUTCA MO YTBEPXKOEHHOMY pa3paboTyMKOM NeKapCTBEHHOrO cpeacTBa
nnaHy C BedeHWEeM MNPOTOKONa 3TOr0 MCCreaoBaHUs U COCTaBfIEHMEM OTYeTa, B KOTOPOM
cogepxartcsa pesynbTaTbl 3TOr0 UCCNefOBaHUA U 3aKIoyeHMe O BO3MOXHOCTU MpoBeAeHUs
KIMHMYECKOro nccneoBaHus NekapCTBEHHOMO npenapaTa ans MeauumMHCKOro NpUMEHEHNS.

5. MNpoBeaeHne npoBepok cobNAEHNA NpaBuIl Hagnexatlen nabopaTopHOM NPaKTUKK
M NpaBOBbIX HOPM WUCMOMb30BaHUS >KMBOTHbLIX MNpPW  MPOBEAEHUN  OOKIMHUYECKUX
nccnenoBaHMi NEKapCTBEHHbLIX CPeACTB A1 MEOULWHCKONO NPUMEHEHUS OCYLLEeCTBSETCS
YNONHOMOY€EHHbIM dhefeparnbHbiM OpraHoM UCMONHUTESNbHOW BRacTu.

6. PesynbTatbl [OOKMMHMYECKOrO UWCCREeOOBaHUA JeKapCTBEHHOro cpeacTeBa  And
MEANLMHCKOrO NPUMEHEHUS MOryT OblTb NpeacTaBneHbl B YNONIHOMOYEHHbIM dhefepanbHbii
OopraH WCMOMHUTENBHOM BMNacTU B YCTAHOBMEHHOM MOPSiAKE B LUENAX rocyaapCTBEHHOM
pernctpauum nekapCTBEHHOro npenapara.

Cratba 12. [loknuHnyeckoe nccnegoBaHne riekapCTBEHHOIO CpeacTBa U KIMHUYeCKoe

nccrnegoBaHme nekapCTBEHHOro NpenapaTta Ansi BEeTEPUHAPHOIO NPUMEHEHNS

1. [JoknuHmn4yeckoe wuccriegoBaHWe rneKapCTBEHHOro cpeacTBa ONA BeTepuHapHOro
NPUMEHEHNSA NPOBOANTCA NyTEM NPUMEHEHUSA HAaYyYHbIX METOAOB OLIEHOK B LIENSAX NOSyvYeHns
AokasaTenbCcTB Ge3onacHocTu, KavectBa M 3(PEEKTUBHOCTN NEKAPCTBEHHOrO CpeacTBa, B
TOM 4ucne onpeaenieHMsi cpoka €ero BbIBEAEHUS M3 OpraHuM3Ma >XMBOTHOrO, B LEensx
obecneyeHna 6e30MacHOCTU NPOAYKUUN KMBOTHOMO MNPOUCXOXAEHUS MOCNe NpUMEHEHUS
COOTBETCTBYHOLLErO NIeKapCTBEHHOrO Npenapara.

2. [oknuHuyeckoe wuccriegoBaHWe JeKapCTBEHHOro CcpeacTBa U KIMHUYECKoe
nccnegoBaHne nekapCTBEHHOro npenapaTa Ans BeTepuMHapHOro NpUMEHEHUs, nccnegosaHme
OMO3KBMBANEHTHOCTUN YKa3aHHOMO NieKapCTBEHHOrO nNpenapara NpoBOAATCA B COOTBETCTBUM C
npasunamu, yTBEpPXKAEHHbIMU YNONTHOMOYEHHbIM dbeaeparibHbIM OpPraHoOM MCMNOSTHUTENBbHOM
BNacTu.

3. [oknuMHunyeckoe wuccrnegoBaHWe JEeKapCTBEHHOMO CpeacTBa U KIMHUYECKOEe
nccrnegoBaHue NekapCTBEHHONO npenapara ansg BeTepUHapHOro NpUMeEHeHUst NPOBOAATCS MO
yTBEPXKAEHHOMY pa3paboTYMKOM fNeKapCTBEHHOIO CpeacTBa NfiaHy C BeAeHWeM NPOTOKOSOB
3TUX UCCNeaoBaHWM U COCTaBfIEHMEM OTYETOB, B KOTOPbIX COAEpXaTcsa pesynbTaTbl 3TUX
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nccnegoBaHun.

4. [Ins opraHnsaumm n npoBeaeHNa OOKIIMHNYECKOrO UCCneaoBaHUs NIeKapCTBEHHOIO
cpencTBa M KNUHUYECKOro MCCrneaoBaHUs fIeKapCTBEHHOro npenaparta Ansi BeTEepUHApPHOro
NPUMEHEHNA pa3paboTunK NEeKapCTBEHHOrO CPeacTBa MOXET MNpPUBMEKaTb OpraHu3auuu,
uMerowme HeobxoouMmyro  MaTepumaribHO-TEXHUYECKYD 6a3y UM KBannuUUUPOBaHHbIX
crneumanmcToB B COOTBETCTBYHOLLEN 061acTh MCCrneaoBaHus.

5. KnunHunyeckne wuccnenoBaHus NEKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOro
NPUMEHEHNS NPOBOAATCA B BETEPUHAPHbIX OpraHu3aumsx W B OpraHuMsauusix,
OCYLLECTBASAOLWNX pasBeaeHne, BbipallnBaHne n cogepxaHme XXUBOTHbIX, B Lenax:

1) ycTaHOBNEeHWA NEepPeHOCUMOCTN  JIeKapCTBEHHbIX NpenapaTtoB  340pPOBbIMU
XUBOTHbIMMU;

2) nogbopa onTMMasnbHbIX LO3MPOBOK NIEKAPCTBEHHbBIX NpenapaTtoB M Kypca neyeHns
Ha KOHKPETHOW rpynne XMBOTHbIX C onpeaeneHHbIM 3aboneBaHnemMm;

3) yctaHoBneHus 6GesonacHOCTM W 3PAEKTUBHOCTM JNEKAPCTBEHHOrO npenapara,
npegHasHa4yeHHOro And  nedeHna  onpegeneHHblx  3aboneBaHM  XKUMBOTHbLIX,  WUNK
3(PPEKTUBHOCTM NEKAPCTBEHHOrO npenapara ans npodunakTuki 3aboneBaHuin 340POBbIX
XUBOTHBIX;

4)  n3y4veHus BO3MOXHOCTEN  paclUMpeHUst  MoKasaHUn K NMPUMEHEHUIO
3aperMcTpupoBaHHOIO JIEKAPCTBEHHOrNO npenapata W BbISIBIEHUST paHee HEU3BECTHbIX
No6OYHbIX AENCTBUN.

6. KnnHuyeckoe wuccnegoBaHue JfEKAapCTBEHHOrO rMpenapata And BeTepuHapHOro
NPUMEHEHNSA OCYLLIECTBIISIETCA 3a CYET CpeacTB pa3paboTymka nekapcTBEHHOro cpeacTaa.

7. OT4eTbl O pesynbTaTax LOKMMHUYECKOro UCCIedoBaHNsA fiekapCTBEHHOro cpeacTaa
N KINWUHWUYECKOrO UCCNedoBaHWA  FIeKapCTBEHHOro npenapata pAns  BeTepuMHapHOro
NPUMEHEHNA  COCTaBNATCA  pa3pabOoTuYMKOM  NEKApCTBEHHONO CpeacTBa C  y4eToMm
3aKMYEHN OpraHM3aunn, MNpUHUMAaBLUMX ydacTMe B OpraHuMsaumm M NpoBefeHUMU ITUX
nccnegoBaHU.

8. KoHTpornb 3a npoBefeHMEM AOKINMHUYECKUX NCCNeLOBaHUI NEeKapCTBEHHbIX CPEACTB
N KIMMHUYECKNX NCCreaoBaHN EKapCTBEHHbIX NpenapaToB ANS BETEPUHAPHOIO NPMMEHEHNS
OCYLLECTBMASAETCS YNONHOMOYEHHbLIM (heaepanbHbIM OpraHoM UCMONTHUTENBHOW BNAcCTW.

MnaBa 6. OcywecTBneHne rocyqapCTBeHHOW perncTpauum nekapcTBeHHbIX
npenapaToB

CraTtba 13. [ocygapCTBEHHAsA permcTpaumns iekapCTBEHHbIX NpenapaToB

1. B Poccunckon degepaummn gonyckaroTca npon3BoaCcTBO, U3rOTOBNEHUE, XpaHeHMe,
nepeso3ka, BB03 B Poccuiickyto Penepaumio, BbiBO3 M3 Poccuiickon denepaunmn, peknama,
OTNyCK, peanu3aumd, nepegada, NpUMeHeHue, YHUYTOXEHUE JeKapCTBEHHbIX MnpenapaTos,
€CNN OHWN 3aperucTpupoBaHbl COOTBETCTBYIOLWMM YNOSTHOMOYEHHbBIM dhefepanbHbiM OpraHoM
WMCNOMNHUTENBHOW BNAaCTW.

2. ['ocypapcTBeHHOWN perncTpauum nognexar:

1) BCe nekapcCTBeHHble Npenapartbl, BNepBble nognexaiwive BBogy B obpalleHve B
Poccuinckon ®egepaunu;

2) nekapcTBeHHble npenapaTbl, 3aperMcTpupoBaHHble paHee, HO NPOu3BedEeHHble B
APYrux fiekapCTBEHHbIX popMax B COOTBETCTBUMN C NEPEYHEM HAaUMEHOBAHUIN NEKAPCTBEHHbIX
dopM, B HOBOW [J0O3MPOBKE MNpW [doKasaTenbCTBE €€ KIMHMYECKOW 3Ha4YMMOCTU WU
3¢ (PEKTUBHOCTY;

3) HOBble KOMBUHaLUKN 3aperncTPUPOBaHHbLIX paHee NekapCTBEHHbIX NpenapaTos.

3. MocymapcTBeHHas perucTpaumsi nekapCTBEHHbIX NpenapaToB OCYLLECTBASETCHA Mo
pesynbTatamMm 9KCNepTU3bl JeKapCTBEHHbIX CPeACcTB, a rocydapCTBEeHHas perncrpaums
opdaHHbIX NeKapCTBEHHbIX MpenapaToB OCYLWECTBASETCA MO pes3ynbTaTaM 3KCNepTu3bl
OOKYMEHTOB, MpeacTaBfeHHbIX And  onpeferneHns  BO3MOXHOCTW  paccMaTtpuBaTb
NeKapCTBEHHbIN NpenapaT Ans  MEeAUUMHCKOrO  MNPUMEHEHWA MpUM  OCYLLECTBREHUN


garantf1://71172628.0/
garantf1://4079249.0/

rocygapCTBEHHOW perncrpaumm B KavecTBe OphaHHOro nekapcTBEHHOro npenapata, U no
pesynbTartam 3KCNepTU3bl fIeKapCTBEHHbIX CPEACTB.

4. [ocypapcTBeHHast perncrtpaumsa IekapCcTBEHHOro mnpenapaTta OCyLeCcTBNAeTCs
COOTBETCTBYIOLLMM YMNONMHOMOYEHHbLIM hbeaepanbHbIM OpraHoOM WCMOMHUTENBbHOW BRacTu B
CPOK, He TnpeBbllalWwnin cTa wectngecatm pabounx [OHeW CcO  AHA  MPUHATUS
COOTBETCTBYIOLLErO  3asiBNEeHMs O roCyJapCTBEHHOW  perucrpaummM  JiekapCTBEHHOro
npenapaTta. B ykasaHHbIM CpPOK BKMOYaeTcss Bpemsi, Heobxogumoe [nd MOBTOPHOrO
npoBefeHUsT 3KCMepTu3bl feKapCTBEHHOro cpeacTBa B COOTBETCTBUMM CO cTatben 25
HacToswero ®efepanbHoro 3akoHa. Cpok rocygapCTBEHHOW perucrTpaumm nekapcTBeHHOro
npenapata WUCYUCNAETCA CO [AHA NPUHATUS  COOTBETCTBYIOLIUM  YNOSIHOMOYEHHbIM
denepanbHbIM - OpraHOM  UCMOMHUTENBbHOW BfacTU  COOTBETCTBYIOLLErO 3asiBfieHUss O
rocyaapCTBEHHOMW perncrpauumn nekapCTBEHHOro npenapaTta C NpUoXeHneMm HeobXxoanmbIX
AOKYMEHTOB MO [AeHb BbldayuM pPermcTpaumoHHOro yAoOCTOBEPEHUSI  FIEKAPCTBEHHOMO
npenapata. Bpems, Heobxogumoe Ans HanpaeneHusi YNOSIHOMOYEHHbIM deaeparnbHbIM
OpraHoOM MCMOJSIHUTENBHOM BNacTu 3anpoca O npeacTaBfieHMM HeobXoanMbIX MaTepuanos 1
npeactaBneHns 3asaBUTENeM OTBETA Ha AaHHbIWM 3anpoc B COOTBETCTBUM CO cTaTbsammn 16, 19
n 23 Hactosiwero ®PepepanbHOro 3akoHa, He Y4YuMTbiBaeTCA MNpU  UCYUCIIEHUU CpOKa
rocyaapCTBEHHOW permcTpauumn nekapCTBEHHOMo npenapara.

5. [ocygapcTBeHHOW perucTpauum He noanexar:

1) nekapcTBeHHble npenapaTtbl, W3roTOBMEHHbIE anTEeYHbIMW  OpraHM3aUnsaMMm,
BETEPMHAPHbIMM anTeYHbIMX OpraHM3aunsMn, WHAMBUAYANbHBIMU NpeanpUHUMaTEnsMu,
KOTOpble WMEKT JNMUEH3NI0 Ha dapMaueBTUYECKYD AeATeNbHOCTb, MO peuentaMm Ha
NeKapCTBEHHbIE MpenapaTtbl U TpeboBaHMAM MEAMUMHCKUX OpraHvM3aunin, BeTepuHapHbIX
opraHmsauuu;

2) nekapcTBeHHbIE NpenapaTbl, NpMobpeTeHHblE PUNYECKMMN NULAMK 3a Npedenamm
Poccuinckon ®egepaunn n npegHasHadeHHble Ans NMMYHOro NCNONb30BaHUS;

3) nekapCcTBeHHble npenaparbl, BBO3UMble B Poccuiickyto Pegepauunto onsg okasaHus
MEANLMHCKON MOMOLLM MO XU3HEHHbIM MOKa3aHUSIM KOHKPETHOro nauuMeHTa Ha OCHOBaHuu
paspeLleHusi, BblAAHHOIO YMNOJSIHOMOYEHHbIM defepanbHbiM  OpraHoOM  UCMNOSTHUTENBHOM
Bnactu;

4) nekapcTBeHHble cpeacTBa, BBOo3uMMble B Poccuinckyto degepaumio Ha OCHOBaHUMU
BblAHHOMO  YMOMHOMOYEHHbIM  dedeparnibHbiM  OPraHOM  UCMOSTHUTENbHOW  BRacTu
paspelleHnss W npegHasHayeHHble Ond  MPOBEedEHUs1  KIMHUYECKMX  UCCreaoBaHuin
NeKapCTBEHHbIX NpenapaTtoB U (M) NPOBEAEHUSA SKCNEPTU3bI SIEKAPCTBEHHbBIX CPeacTB Ans
OCYLLECTBMNEHNSA rocygapCTBEHHON perncTpauumn nekapCcTBeHHbIX NpenapaTos;

5) dhapmaueBTuyeckune cybctaHumu;

6) paguodbapmaueBTMYECKMEe  JleKapCTBEHHble  npenapaTbl,  U3roTOBMEHHbIE
HenocpeacTBEHHO B MEAVUMHCKMX — OpraHu3aumsax B Nopsigke,  yCTaHOBNEHHOM
YNOMHOMOY€EHHbIM doefeparnbHbIM OpraHoOM UCMOMHUTENBHOW BNAcTy;

7) nekapcTBeHHbIE Npenaparbl, NPON3BOANUMbBIE AN AKCMopTa.

6. He gonyckaeTtcsa rocygapcTBeHHas perncrpaums:

1) nekapCTBEHHbIX MpenapaTtoB, OTNMYAOWMXCA ApYyr OT Apyra KadeCTBEHHbIM
COCTaBOM JeNCTBYIOLNX BELECTB, N04 OANHAKOBbLIM TOProBbIM HAMMEHOBAHUEM;

2) OfHOro nekapcTBEHHOro npenaparta, NpenCTaBNEeHHOro Ha roCyAapCTBEHHYHO
pernMcTpauuto B OTHOLLEHUN OOHOrO U TOrO Xe AepXKaTesns unv Bnagenbua permctpaunoHHOro
yOOCTOBEPEHNSA NEKApCTBEHHOro npenapata B Buae [ABYX M 0Oonee nekapCcTBEHHbIX
npenapaToB nog pasnu4HbIMU TOProBbIMM HAMMEHOBAHUSIMU.

7. Mo 3anpocy (B 9nekTpoHHoM d¢opme unm Ha BymaxHoOM HocuTene) cybbekTa
obpalleHnsa nekapcTBEHHbIX CPeACTB COOTBETCTBYHOLUMM YMNONIHOMOYEHHbBIM heaepanbHbIM
OpraHOM WCMNOJSTHUTENBHOW BracTh, OCYLLECTBSIOWMM FOCYAAPCTBEHHYIO perncTpaumto
NeKapCTBEHHbIX MnpenapaToB, B YCTAHOBMEHHOM MM MOpPsiAKe OCYLEeCTBASeTCA HaydHoe
KOHCYNbTUPOBAHME MO  BOMPOCaM, CBSA3aHHbIM C  MNPOBEAEHMEM  OOKIMHUYECKUX
nccnegoBaHUM, KIMHUYECKMX WUCCREeNOBaHWM JIEKapCTBEHHbIX nNpenapaToB, 3KCNepTusbl
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KayecTBa NeKapCTBEHHbIX CpeacTB, 3PdEKTMBHOCTU M 6E30MacHOCTU, C OCYLLECTBIEHNEM
rocygapCTBeHHOW  permctpauumn  rekapcTBeHHbIX — npenapaTtoB.  KoHcynbTupoBaHue
OCyWEeCTBASAETCA C NpuBNeYeHneM  egepanbHbiX  FOCYOapCTBEHHbIX  OHOKETHbIX
yypexaeHuin, noaseoMCTBEHHbIX AaHHOMY doefiepalnibHOMY OpraHy UCMNOSTHUTENBHOW BlacTu
M HE YyYyacTBYKOLIMX B OpraHM3auun npoBeAeHUA IKCNepPTU3bl KadecTBa NeKapCTBEHHbIX
CpeacTB B Lendx OCyLWeCTBEeHNA WX rocyaapCTBEHHOW perncrpauMm B COOTBETCTBUMM CO
ctatben 16 Hactosdwero denepanbHOro 3akoHa, B Buae OTBeTa B MNMUCbMEHHOW dopme
YNONMHOMOYEHHOIro defiepanbHOro opraHa WCMOMHUTESNbHOW Bractu Ha 3anpoc. Pasmep
B3UMaemMon C 3adBUTENd nnatbl onpefensdeTcs B COOTBETCTBUM C 3aKOHOAATENbLCTBOM
Poccuiickon  ®depgepauumn 06  opraHusaumm  NpeaoCTaBNEHUs  FOCYLapCTBEHHbIX U
MyHUUMNanbHbIX ycnyr. MHdopmaumss 06 OCyLLEeCTBIEHUM HAYYHOrO KOHCYSbTUPOBAHUS, B
TOM 4ucne crtatbl, 0O630pbl, CNpaBoOYHble MaTepuanbl W uHas uHGopMaums o6
OCYLECTBMIEHNN HAY4YHOrO KOHCYNbTMPOBaHMUS, pasMewaeTca Ha oduumanbHOM cante
YNONMHOMOYEHHOIro hefepansHOro opraHa MCNoSiHUTENbHOM Bnactu B cetu "WHTepHeT" C
cobnogeHnemM orpaHMYeHnn, yCTaHOBMNEHHbIX 3aKOHO4ATENBbCTBOM O NEPCOHAaNbHbIX AaHHbIX,
KOMMEPYECKOWN W (Unn) rocyAapCTBEHHOW TalHe.

8. [ocymapcTBeHHasi perncrpaumss  nekapCcTBEHHbIX  MNpenapaTtoB,  KOTOpble
npegHasHayeHbl ONA NPUMEHEHUS B YCITOBUSAX BOEHHbIX OENCTBUN, Ype3Bbl4anHbIX CUTYyaLun,
npoomnakTukn wn neyvyeHns 3aboneBaHWi K MNOPAXEHWA, MOMYYEHHbIX B pe3ynbTarte
BO34EeNCTBNA HEBNaronpusTHbIX XUMUYECKNX, BMONOrMYeckmx, paamaunoHHbIX dakTopoB, 1
paspaboTtaHbl No 3agaHuMilo  dedeparnbHblX  OpPraHoB  UCMOSTHUTENBHOW  BRacTM,
YNONMHOMOYEHHbIX B obnactm o06OpoHbI  CTpaHbl K 6e3omacHOCTM  rocygapcTea,
ocyLlecTBNAeTCsa B nopsigke, yctaHosrneHHoM [pasuTtensctBom Poccuiickon egepaumu.

Cratbsa 14. [NpuHUMNbLI 3KCNEPTU3bl NEKAaPCTBEHHbLIX CPEACTB

1. OKkcnepTmnsa nekapCTBEHHbIX CPeACcTB OCHOBbLIBAETCA Ha MPUHUMMNAX 3aKOHHOCTMU,
cobniogeHna npaB u cBobog 4enoBeka UM rpaxgaHuHa, npaB puauMyeckoro nvua,
HEe3aBMCUMOCTM 3KcnepTa, OOBbEKTUBHOCTW, BCECTOPOHHOCTM W MOSMHOTbI UCCNeaoBaHWN,
NPOBOAMMBIX C  WUCMONb30BaHMEM COBPEMEHHbIX OOCTWXKEHUA HAYKM U TEXHUKM,
OTBETCTBEHHOCTM  (pedepanbHOro  rocygapCTBEHHOrO  BIOIKETHOro  ydpexaeHusa  no
NPoOBEAEHMNIO 3KCMEPTU3bl NEKAPCTBEHHbLIX CPEACTB M 3KCNEPTOB 3a NPOBEAEHNE U KAaYecTBO
3KCNepTun3bl.

2. JkcnepTm3a JNEeKapCTBEHHbIX npenapatoB AN  MEeOUUMHCKOrO  MpUMEHEeHUs
BKNto4aeT B cebs:

1) 9kcnepTudy [OKYMEHTOB, MNpPeACTaBMEHHbIX Ans onpeaenieHnss BO3MOXHOCTU
paccMaTtpmBaTb  fIeKapCTBEHHbIM  npenapaTt And  MeAUUUHCKOrO  MPUMEHEHUs  npu
OCYLLECTBMEHNUN FOCY4ApPCTBEHHOW perncrpaumm B KadecTBe OpP(aHHOro JiekapCTBEHHOrO
npenapara;

2) 9KCNepTudy MpensioKeHHbIX MEeTOAOB KOHTPOSS KadecTBa JleKapCTBEHHOro
CpeactBa W KayecTBa nNpeacTaBrieHHbIX 00pas3LoB  NEKapCTBEHHOrO  cpeactea  C
NCNonb30BaHMEM 3TUX METOLOB (Oanee - aKCnepTM3a KayecTBa fieKapCTBEHHOIO CpeacTBa);

3) 9KCnepTU3dy OTHOLLUEHUS OXUAAeMOMW MOofb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSN
rfiekapCTBEHHOro npenapara.

3. JKkcnepTusa neKapCTBEHHbIX MpenapaToB ANA BeTepuMHapHOro MNpUMEHEHUN
BKNtoYaeT B cebsa aKcnepTM3y KayecTBa NeKapCTBEHHOIO CPeACcTBa N IKCNEPTMU3Y OTHOLLEHUS
OXnaaeMomn nosib3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NIeKapCTBEHHOrO npenaparTa.

Cratba 15. ®degepanbHoe rocygapCTBEHHOE OlOAKEeTHOe  yypexaeHue no

NpoBeaEeHWIO IKCMEPTU3bl NIEKAPCTBEHHbIX CPeaCTB

JKcnepTrsa nekapcTBEHHbIX CPeACcTB NpoBoauTca eaepanbHbiM rocy4apCTBEHHbIM
OIO4KETHBIM YYpEeXaeHMeM COOTBETCTBYHOLLEro YMNOSIHOMOYEHHOro deaepanbHOro opraHa
NCMONHUTENbHOW BRacTW, CO34aHHbIM Ans obecneyeHust UCNOSIHEHUS MOSIHOMOYMIA 3TOro
heiepanbHOro opraHa no Bblgaye paspeLlleHnin Ha NpoBeAeHne KIMHUYECKUX UccnegoBaHni
NEeKapCTBEHHbIX npenapaTtoB M (UnM) NO rocygapCTBEHHOW pernctpauumn nekapCTBEHHbIX
npenapaToB (garnee - 3KCnepTHoe y4ypexaeHue).
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Cratbsa 16. OpraHnsauuns npoBeaeHUs1 IKCNEPTU3bl NTEKAPCTBEHHbIX CPEACTB

1. OkcnepTu3a nekapcTBEHHbIX CPeacTB MPOBOAUTCH  KOMUCCUEW  OKCMepToB
9KCMNEPTHOro YyYpexxaeHusi, Ha3Ha4YeHHOW ero pPyKoBOAMTENEM, Ha OCHOBaHMM 3afaHusa Ha
npoBefeHMe 3KCNepTudbl JIEKAapCTBEHHOrO0 CpeacTBa, BblAAHHOTO  YNOSTHOMOYEHHbIM
deneparnbHbIM OpraHOM MCMOMHUTENBHOW BriacTu. PykoBoaUTENb 3KCNEPTHOrO y4pexaeHns
obecneunBaeT Hagnexaiiee npoBeAeHME IKCMEPTM3bl JfIEKapCTBEHHbIX CPeacTB B
COOTBETCTBUM C 3adaHWeM, BblAaHHbIM YMOSHOMOYEHHbLIM  eaepasibHbiM  OpraHoM
NCMONHUTESTbHOW BMacTu, N opraHM3yeT NOoAroTOBKY CBOLAHOIO 3aKiYeHus aTon kommccun. B
COCTaB 3TON KOMWUCCUM MO PELUEHUI0 PYKOBOAUTENSA 3KCNEPTHOro y4pexaeHus MoryT ObiTb
BKIMIOYEHbI B Ka4eCTBE 3KCNEepTOB Nuua, He paboTatoLwme B JaHHOM SKCMEPTHOM YyUpEXOEHUN,
ecnn ux cneyunarbHble 3HaHUS HeobxoaMMbl A4S NPOBEAEHUSA SKCNEepPTU3bl U TakMe aKcnepTbl
OTCYTCTBYIOT B JAHHOM 9KCMNEPTHOM YUpexXaeHuN.

2. JKcrnepTtoM NO MPOBEAEHUIO IKCMEPTU3bl FEeKapCTBEHHbIX CPeacTB SABMNSETCH
aTTeCTOBaHHbIN pabOTHMK 3KCNEPTHOrO y4pexaeHus, KoTopbii UMeeT BbiCLLee MEeANLIMHCKOE,
dapmaueBTudeckoe, Ouonornyeckoe, BeTepuvHapHOE WM XMMU4eckoe obpasoBaHue W
NPOBOAMUT 3KCNEepPTU3y NeKapCTBEHHbIX CPeACTB B NOPSALAKE UCMONMHEHUS CBOUX OOSMKHOCTHbIX
obsi3aHHOCTEN (Qanee - akcnepT).

3. lpu npoBegeHWM 3KCNePTU3bl FfEKAPCTBEHHbLIX CPEACTB 3KCMEpPT He MOXeT
HaxoguMTbCA B Kakon-nmbo 3aBMCMMOCTM OT §uua, Ha3Ha4MBLUErOo 9Ty 3SKCNepTumay,
pa3paboTymka neKkapCTBEHHOro cpencTBa MM OpYrMx 3avHTEPEeCOBaHHbIX B pesynbTaTax
3KCNepTuU3bl NnL.

4. Tllpn npoBedeHWM SKCMEPTU3bl JEKApCTBEHHbIX CPeacTB He [onyckaeTcs
nctpebosatb y 3aaBuTens nMbo MHbIX NUL, MaTepuanbl, HeobxoauMmble ANA NpoBeAeHMS
aKkcnepTm3bl. B cnyvyae HegocTaToOvHOCTM NMpeacTaBneHHbIX 3KCNepTy MaTepuanos Ana gaym
3aKIIYEHNS 3KCMEPT CTaBWUT BOMPOC O NPeaCTaBfeHMM eMy HeobOXOAMMbIX MaTepuanos
nepeg  pykoBoguTenemM  3KCNEPTHOro  ydpexaeHus,  KoTopbli  obpawaetca
COOTBETCTBYIOLLMM 3arpoCcoOM B YMNOMHOMOYEHHbIM defeparnbHbii OpraH WUCNOSTHUTENbHOMN
BNacTW, BblAaBWWA 3adaHWe Ha npoBedeHUEe SKCMepTU3bl NeKapCTBEHHOro CpeacTBa.
YkasaHHbIn beaepanbHbIi OpraH UCNONHUTENBHOW BNACTU B TedeHne nNatu paboumx gHen co
AHS NOCTYNMEHMs 3anpoca PYKOBOAMTENS 3KCNEPTHOrO yYpexaeHUs HanpasnseT 3asBuUTento
3anpoc o0 nNpeacTaBneHnn Heobxoammbix MaTtepmanos. [JaHHbIM 3anpoc MOXeET ObiTb NepeaaH
YNOMHOMOYEHHOMY MpPeACTaBUTENIO 3asBUTENS NIMYHO MOA PacnuCKy, HanpasrieH no noyte
3aKa3HbIM MUCbMOM WX nepefdaH B 9NEeKTPOHHOW opme No TeneKoOMMYHUKALMOHHBLIM
KaHanam ceaA3n. B cnyvyae HanpasneHna gaHHOro 3anpoca Mo noyte 3aka3HbIM NMUCbMOM OH
cyMTaeTcs Nosly4eHHbIM N0 UCTEYEHUU LLIEeCTN OHEN C JaTbl HanpaBreHnsa 3aka3Horo nnucbma.

4.1. 3agsutenb o00s3aH npencTaBUTb OTBET Ha 3anpoc  YNOSHOMOYEHHOro
heepanbHOro opraHa MWCMNOSIHUTENbHOW BRacTM B CPOK, He NpeBbllaloWwmnn OeBsHOCTa
paboynx [OHenW CcO [OHSA €ero nonyvyeHusl. YNONMHOMOYEHHbIM hbeaepanbHbIn - opraH
NCMONHUTESTbHOW BracTu, BblOaBLWIWN 3alaHNe Ha nNpoBefeHue 3KCrepTU3bl NnekapcTBEHHOro
cpeacTBa, B TedeHue NsATM paboumx OHEW Co AHS MOCTYNMeHUs OT 3asBuTens oTBeTa Ha
AaHHbIM  3anpoc HanpaensieT TakouW OTBEeT B 3KCNepTHoe ydpexaeHwe. B cnydae
HenpeacTaBnNeHnsa No UCTeYeHUn AeBSHOCTa pabounx OHen 3asBUTeNneM oTBeTa Ha AaHHbIN
3anpoc YNorIHOMOYEHHbIN (hbedepanbHbld  OpraH MUCMNOMHUTENBHOW BRacTu, BblgaBLUNNA
3aflaHve Ha npoBeJeHne 3KCNepTU3bl NeKapCTBEHHOro CpeacTBa, B TedeHue nAtu paboumx
OHEeNn HanpaBrseT B OKCMEepTHOE YyypexaeHue yBedOMIMeHWe O HenpencTaBneHuu
3aaBuUTENeM OTBETa Ha 3anpoc ykasaHHOro opraHa. Bpems co AHs HanpasneHusa 3anpoca
9KCNEepPTHOro y4ypexaeHns B YNOSTHOMOYEHHbIN dpefeparnbHbli OpraH UCMONHUTENbHOW BracTu
A0 [OHS NOSyYeHUA 3IKCNEPTHbIM YyypexaeHneMm OTBeTa Ha 3anpoc unvM yBeOMSEHUS O
HenpeacTaBfeHMM OTBeTa Ha 3arnpoc He YYUTbIBAETCHA MNPy UCYMUCIIEHMM CpPOKa NpoBedeHUs
3KCNepTM3bl NIeKapCTBEHHOIO CpeacTsa.

4.2. Ecnn B coctaBe perncTtpauMoHHOro [OOCbe Ha NeKapCTBEHHbIN npenapaTt Ans
MEAMLMHCKOro NMPUMEHEHUS COOEePXUTCA npeaycMoTpeHHas ctatben 18, yactbio 1.1 ctaTbu
30 u cratben 34 Hactoswero deneparnbHOro 3akoHa KOMUS pPeLleHUst YNOSTHOMOYEHHOro



defepanbHOro  opraHa WUCMOSHUTENbHOM BRacTM O MNPOBELEHUMN  UHCMNEKTUPOBaHUSA
npousBoauTeNa JieKapCTBEHHbIX CPeacTB, 3JKCnepty OO0 OdopMneHna pesynbTaTtoB
3KCNepTu3bl JleKapCTBEHHOrO CpeacTBa npefoCcTaBnsieTca B MOPSAKE M Ha  YCrOBUSIX,
KOoTopble npeaycMoTpeHbl Yactamm 4 1 4.3 HacToswen cTaTbu, KOMUSA 3akMioYeHusa o
COOTBETCTBUN NPOU3BOAMTENS NEKAapPCTBEHHbIX CPeACTB TpeboBaHMsAM NpaBusl Haanexawemn
NPOU3BOLACTBEHHOW MNPAKTUKW, BbIAAHHOIMO YMNOMHOMOYEHHbIM heaepanbHbiM  OpraHoM
NCMNONHUTENbHOW BRacTu.

4.3. 3agButenb 00s3aH npeactaBuTb B YNOMHOMOYEHHbIM bedeparnbHbI  OpraH
UCMONHUTENbHOM  BMACTU  KOMUIKO  3aKMOYEHUs O  COOTBETCTBUM  Mpou3BoauTens
NeKapCTBEHHbIX CpeacTB TpeboBaHNAM NpaBun Haanexallen NPon3BOACTBEHHOW NPAKTUKA B
CPOK, HE NpeBbILALWNA CTa BOCbMUOECATU paboumx OHEN CO OHS NOfyvYeHnsa 3anpoca o ee
npegocrtaBneHMn. YMNoSTHOMOYEHHbIN  bedepanbHbI - OpraH  WUCMOMHUTENBLHOW  BNacTw,
BblAaBLUMM 3aaHNe Ha NPOBeAEHME KCNEPTU3bl JIEKAPCTBEHHOIO CPeACTBaA, B TEYEHUE NATH
pabounx AHeW CO AHS MNOCTYNMeHUs OT 3asBUTENS KOMMM 3akioYeHUss O COOTBETCTBUM
npou3BoaMTENA  NEKApCTBEHHbIX  cpeacTB  TpeboBaHMaAM  npaBui  Hagnexawlemn
NPOU3BOACTBEHHOW MPAKTUKW, HanpasBnseT ee B 3KCNepTHoe ydpexaeHne. B cnyyae
HenpeacTaBneHnsl 3asBUTENIEM B YKa3aHHbI CPOK KOMUW 3aKmM4YeHUss O COOTBETCTBUMU
npou3BoaMTENSA  NEKApCTBEHHbIX  cpeacTB  TpeboBaHMaAM  npaBui  Hagnexawlewn
NPOU3BOLACTBEHHOW MNPAKTUKN YNOMHOMOYEHHbIN doefiepalibHbIi  OpraH MCNOSTHUTENBHOM
BNacTu, BblAaBLUMA 3afaHMe Ha MNpOBeOEeHME IKCNepTu3bl FIEKapCTBEHHOro cpeacTea, B
TeyeHne naATM paboumx OHEen HanpaBnseT B 9KCNEPTHOE YyuypexaeHue yBeaoMIeHuMe O
HenpeacTaBfeHMM 3asiBUTENEM KOMUW  3aKMYEeHUss O COOTBETCTBUM MNpOU3BOAUTENS
NeKapCTBEHHbIX CPeacTB TpeboBaHUAM NpaBun Haanexawien npon3BoACTBEHHOM NPAKTUKMU.
Bpema co OHA HanpaBneHusi 3anpoca 3SKCMEPTHOro YYPEeXAEeHUs B YNOSIHOMOYEHHbIN
denepanbHbli  OpraH  UCMOMHUMTENbHOM BNacTM [0 OHA  NONyYEHUA  3KCNEPTHbLIM
yuypexneHmem Konumn 3akroyeHnsi 0 COOTBETCTBMM NPON3BOAUTENS NEKAPCTBEHHbLIX CPEACTB
TpeboBaHUAM npaBun Hagnexaiien NpouM3BOACTBEHHOW NPaKTUKM UMW YBEOOMIEHUS O ee
HenpeacTaBfiEHUM HEe YYUTbIBAETCS MNPU UCYUCNEHUM CpOKa MNPOBEAEHUA IKCNepTU3bl
neKapCTBEHHOro cpeacTaa.

5. OkcnepT npu npoBeeHUMM TMOPYYEHHOW €My pyKOBOOAMTENEM 3KCNEepTHOro
yuYpexaeHusi 9KCnepTuM3bl NIeKapCTBEHHOrO cpeacTaa 0653aH:

1) npoBecTM nonHoe uccrnegoBaHue NpencTaBeHHbIX eMy OObLEKTOB, MaTepuarnos,
AaTtb 060CHOBaHHOE M OOBLEKTMBHOE 3aKMOYeHWe Mo NOCTaBMEHHbIM Nepen HUM BOMpocam
UM  MOTUBMPOBAHHOE 3aKMOYEHME O HEBO3MOXHOCTU MPOBEAEHUA WM  IKCNEpPTU3bI
NeKapCTBEHHOro CpeacTBa, €eCnv  MNocTaBrfieHHble  BOMPOChbI  BbIXOOAT 3a npegensl
cneumanbHbIX 3HaHUK 3KcnepTa, OObeKTbl UCCneaoBaHUn U mMartepuansl HENPUro4HbI UMK
HeJOCTaTOYHbl AN NPOBEAEHUA MUCCNEeAOBaHUN U Aadn 3akroyeHns nmbo COBPEMEHHbIN
YPOBEHb Pa3BUTUA HAYKN HE MNO3BOMSIET OTBETUTb Ha NOCTaBEHHbIE BONPOCHI;

2) He pasrnaiwlatb CBeJeHUs, KOTopble CTanuM emMy U3BECTHbl B CBA3M C NpoBeLeHEM
9KCNepTu3bl  JIEKApCTBEHHOrO0  CpeacTBa, a TakKke  CBedeHus,  cocTaBndawoLime
rocygapCTBEHHYH, KOMMEPYECKYIO UIMN NHYIO OXPaHAEMYH0 3aKOHOM TauHy;

3) obecneunTb COXPaHHOCTb MNPEACTaBMEHHbIX OOBLEKTOB WCCNegoBaHUA U
MaTtepuarnos.

6. JkcnepT He Bnpasge:

1) npoBOOUTb  9KCNEPTU3y  JIEKApCTBEHHOrO  cpeactBa No  obpaleHuto
HenocpeacTBEHHO K HEMY OpraHmM3auumn Unn pusndeckux nuu,;

2) camocTtoATenbHO cobupatb MaTepuanbl O NPOBEAEHUS  SKCMEepTu3bl
fleKapCTBEHHOIO CpeacTBa;

3) NpOBOANTL SKCNEPTU3Y NIeKAapCTBEHHOrO CpeaCTBa B Ka4YeCTBEe HerocygapCTBEHHOMO
aKcnepTa.

7. B cnyyae HeobGXxoAMMOCTM 3KCMepT BMpaBe XopaTanWcTBoBaTb nepen
PYKOBOAUTENEM SKCMEPTHOMO YYpeXOeHUs O MpUBMEYEHUN K NPOBEAEHMIO IKCMEpPTU3bl
rneKkapCTBEHHOro cpeacTBa ApYrux aKCnepToB.
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8. Kaxabin akcnepT, BXOOALLMA B COCTaB KOMWCCUM 3KCMEPTOB, KOTOPOW MOPYYEHO
npoBefeHWe 3KCNepTusbl NeKapCcTBEHHOro CpeacTtBa, HEe3aBUCMMO W CaMOCTOSTESNbHO
NpoOBOAUT UCCNEeAOBaHUSA, OUEHMBaeT pesynbTaTbl, MOMYYEHHbIE UM JIMYHO W  OPYruMu
akcnepTamu, U PopMynupyeT BbIBOAblI OTHOCUTESIbHO MOCTaBfIEHHbLIX BOMPOCOB B npefernax
CBOMX CrneumanbHbIX 3HaHUN.

9. PesynbTaTbl 9KCNepTU3bl NIEKapCTBEHHOIO cpeacTBa OPOpPMATCH 3aKMYeHNEM
KOMUCCUWN 3SKCMEepTOB. B  3akmnyeHMn KOMUCCUMM 3KCNEepTOB yKasblBaKOTCHA MNepeyeHb
nccnepoBaHnin, o6beM MPOBEAEHHbIX KaXAblM 3KCNEPTOM UCCRNEeAOBaHUN, YCTaHOBIIEHHbIE
KaXgblM u3 HUX (pakTbl U caenaHHble B pesynbTaTe uccnegoBaHWi BbIBOAbl. JKCMNepT,
MHEHMe KOTOPOro He CoBMagaeT C pelleHMeM KOMUCCUM IKCMepPTOB, BripaBe Bbipa3uTb CBOE
MHEHWe B MMCbMEHHOM hopMe, KOTOpoe NpMoBLLaeTCs K 3aKNIOYEHUI0 KOMUCCUN SKCMEPTOB.

10. OkcnepTbl, BXOASLLME B COCTAaB KOMUCCUN, NpeaynpexaatoTcst 06 OTBETCTBEHHOCTH
B COOTBETCTBMM C 3akoHoAaTenbCcTBOM Poccuickon depgepaumm 3a [ady 3aknoyveHus,
cogepxallero HeoboCHOBaHHbIE UM (hanbCUUUMPOBaHHbIE BbIBOAbI, O YeM OHU AatoT
noAanucky.

11. OnpegeneHne ypoBHSA NpodecCuoHanbHOM NOArOTOBKM SKCNEPTOB U aTTecTauums
MX Ha nNpaBO [MPOBEOEHUA OKCMEPTU3bl JIEeKApCTBEHHbIX CPEeACTB  OCYLECTBISHTCS
9KCNepTHO-KBanMuKaunoHHbIMN KOMUCCUSIMUN B nopsiake, yCTaHOBMEHHOM
COOTBETCTBYHOLLMM YMNOSTHOMOYEHHbIM defeparnbHbiM OpraHOM WCMOMHUTESNTbHOW BNacTu.
YpoBeHb npodeccnoHanbHON NOArOTOBKM 3KCMEPTOB MOASIEXUT NepecMoTpy YKasaHHbIMU
KOMMUCCUSIMU HE pexe YeM OMH pas3 B MATb JieT.

12. lNpaBuna npoBefeHUs 3KCNepTU3bl fEKapCTBEHHbLIX CPeAcTB U OCOBEHHOCTU
3KCNepTu3bl OTAESbHbLIX BUAOB NeKapCTBEHHbIX npenapaTtoB (pedyepeHTHbIX JIeKapCTBEHHbIX
npenaparos, BOCMNPOU3BELEHHbIX NeKkapCTBEHHbIX npenaparTos, Buronormyecknx
NeKapCTBEHHbIX NpenapaToB, GuoaHanorosbix (6MONoAo6HbIX) NEKAapCTBEHHbIX MpenapaTos
(bnoananoros), roMeonaTtu4yeckux  fnekapCTBEHHbIX  MpenapaTtos, NeKapCTBEHHbIX
pacTuUTenbHbIX NpenapaTtoB, KOMOMHaALMIA NeKapCTBEHHbIX NpenapaToB), (hOpMbl 3aKNOYEHNN
KoMuccum 3KCNepToB yCTaHaBnNnBawTCH COOTBETCTBYHOLMM YMNONMHOMOY€EHHbIM
beepanbHbIM OpraHoM UCMONHUTESTbHOW BIacTu.

Cratba 17. lNogaya n paccMoTpeHue 3asiBfieHMs O FOCyAapCTBEHHOM perncrpauun

neKapCTBEHHOro npenapara Asns BeTepuHapHOro NnpuMeHeHus

1. [Ona rocygapCTBEHHOW  perucTpaumm  nekapCTBEHHOro npenaparta  Ans
BETEPMHAPHOrO MpUMMEHeHMs pas3paboTumk Takoro JflIeKapCTBEHHOro npenaparta  Wunu
YMOMHOMOYEHHOE MM OpYyroe ipuanyeckoe NuuUo (ganee B HACTOsILLEN CTaTbe - 3asBUTENb)
npeacraBnseTr B  YNONHOMOYEHHbIM defdeparibHbli - OpraH  UCMOSTHATENBHOW  BRacTu,
OCYLLECTBNALWMIA rOCYy4apCTBEHHYIO perncTpauuio  fekapcTBeHHbIX npenapatoB  Ans
BETEPVMHAPHOIO MPUMEHEHNS, B 3NEKTPOHHOW opMe unMm Ha OymaxHOM HocuTene
3asBneHne O TroCyJapCTBEHHOW  perucTpaumm  fekapcTBEHHOro  npenapata  Ans
BETEPUHAPHOIro MNPUMEHEHUHA, a Takke B MOpsake, YCTAaHOBMEHHOM COOTBETCTBYHOLLUM
YNOSTHOMOYEHHbIM beeparnbHbIM OpraHOM UCMONMHUTENbLHOM BRACTU, B SNEKTPOHHOU dhopme
unn Ha OymMaxHOM HocuTene HeobxoauMble [OOKYMEHTbl, W3 KOTOpbIX hopmupyeTcs
perncTpaunmoHHOe JOCbe Ha NeKapCTBEHHbIN NpenapaT AN BeTepUHApPHOro NpMMeHeHs.

2. B 3aaBneHun o rocygapCTBEHHOM perucrtpauuu fekapCTBEeHHOro npenapara ans
BETEPMHaPHOro NPUMEHEHNs yKasblBaloTCS:

1) HaumeHOBaHMEe W agpec 3aaBuTend, paspabotumka W npou3BoAUTENS
NeKkapCTBEHHOro npenapata [Ans BeTEepUHApHOro NPUMEHEeHUss W agpec  MecTa
OCYLLEeCTBMNEHNA  MPOM3BOACTBA  JIeKAPCTBEHHOro  npenapata Ans  BeTepuMHapHOro
npuMmeHeHna (B Crny4ae HanuMyuus HECKONMbKMX YyYaCTHWKOB Mpouecca npou3BOACTBa
HeobXxo4MMO yKasaTb KaXaoro U3 HuX);

2) HanmeHOBaHVE feKapCTBEHHOro npenapata And BeTepUHaPHOro MNpUMEHEHUs
(MexxgyHapoaHOe HenaTeHTOBaHHOEe, WNW TPYynnUPOBOYHOE, UM XMMWYECKOEe W TOpProBoe
HaUMeHOBaHUSA);

3) nepeyeHb [OENCTBYIOLWNMX WM BCNOMOratesnbHbIX BeLeCTB, BXOAAWMX B COCTaB
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fleKapCTBEHHOro npenapaTta Afs8 BeTEepMHApHOro MPUMMEHEHUs, C YyKa3aHMEM KOnmn4ecTBa
KaXkOoro n3 HUx;

4) nekapcTBeHHas popma, O03MpPOBKA, CNOCOObI BBEAEHUA M MPUMEHEHMUS, CPOK
ro4AHOCTW NIeKapCTBEHHOro npenaparta ansg BeTepmMHapHOro NpUMeEHeHUs;

5) dhapmakoTepaneBTMyeckas rpynna;

6) HeoBXoaUMOCTb NPUMEHEHUSA YCKOPEHHOW MpoLeaypbl 3KCNepTU3bl NIeKapCTBEHHbIX
CpeacTB B LieNsAx rocyaapCTBEHHOM perncTpawmm nekapcTBEHHOro npenapara;

7) KON OOKYMEHTOB, NOATBEPXAaroLWwmX ynraTy rocygapCTBEHHON NOLUSMNHDI:

a) 3a NpoBefeHME IKCNepTU3bl KadecTBa NEKAapCTBEHHOrO CpeAcTBa M 3KCNepTu3bl
OTHOLWIEHUS OXMAAEeMOM MoSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOIO
npenapaTa aAns BETEPUHAPHOro NPMMEHEHUS NPU ero rocyaapCTBEHHOW perncTpaumm;

0) 3a Bblgavy permcTpaLMoHHOro YAOCTOBEPEHMS NIEKAapPCTBEHHOrO Npenapara;

8) Hanuuue cornacus, NpenyCMOTPEHHOro 4acTbid 7 HaCTOsIEen cTaTbu, €cnv C
MOMEHTa perncTpauum pedepeHTHOro nekapcTBEHHOro npenapata ans BeTepUHaPHOro
NPUMEHEHNSA NPOLLSIO MEHEE YEM LLECTb NeT.

3. PernctpaunoHHoe gocbe B LENnsX 3KCNepTu3bl JIEKApCTBEHHOro npenapara gng
BETEPUHAPHOIO NPUMEHEHU OPMUPYETCHA N3 CreayoLmnX JOKYMEHTOB:

1) Konua nUUEH3MM Ha MNPOU3BOACTBO JIEKAPCTBEHHbLIX CPeACTB, BblOaHHOM
Npou3BOAMTENIO PErNCTPUPYEMOrO JIeKapCTBEHHOro npenapata [Ang BeTepuHapHOro
NPUMEHEHNS, AN POCCUNCKUX NPON3BOAUTENEN;

2) KOMUS T§WUUEH3MM Ha MNPOM3BOACTBO JNEeKapCTBEHHbIX CPeacTB, BblAAHHOW
npoun3BoauTENto (hapmMaLeBTUYECKON CyOCTaHUMKM, BXOASLLEN B COCTaB PErncTpupyemMoro
nekapCTBEHHOro npenapata Ans  BeTEepUHaApHOro  NpUMEHeHWsd, Ons  POCCUMCKUX
npoun3BoauTenen;

2.1) Konua  OOKYMEHTa, BblAAaHHOIO  YNOSITHOMOYEHHbIM  OpraHoM  CTpaHbl
npou3sBoguMTena  ONd  KaXdoW  NPOM3BOLACTBEHHOW  MAOWAAKM  PerncTpupyemMoro
nekapCTBEHHOro npenapata Ans BeTEepUHAPHOro MNPUMMEHEHUA W noaTBepXaaroLero
COOTBETCTBME MNPOU3BOAUTENS NEKAPCTBEHHOro npenapaTta TpeboBaHuAM  npaBun
Hagnexawen NpouM3BOLACTBEHHOW MPAKTUKN, U ero nepeBof Ha PYCCKUN SA3blK, 3aBEPEHHbIE B
YCTAHOBMEHHOM MOpPsiAKE, a TaKkKe KOMuUs 3aKio4YeHUs O COOTBETCTBUM MNPOM3BOAUTENS
NEKApPCTBEHHbIX CpeacTB TpeboBaHMAM npaBuil Hagnexawen Npon3BOACTBEHHOW MPaKTUKW,
BblAA@HHOMO YNOSIHOMOYEHHbIM beaepanbHbIM OPraHoOM UCMONHUTENbHOW BNAcTy ANsl KaXaomn
NPOU3BOLACTBEHHOW  NIOWAAKM  PEerncTpupyemMoro  JiekapCTBEHHOro npenapata gns
BETEPUHAPHOIO MNPUMEHEHUS, NMOO KOMUS pelleHns O MNPOBEAEHUM WHCNEKTUPOBAHUS
npou3BoauTENa NeKapCTBEHHbIX CPeAcTB, MNPUHATOrO YMNOMHOMOYEHHbIM heaepanbHbIM
OpraHOM  WUCMOMHUTENbHOW  BRlacTM AN KaXOOW  NPOM3BOLACTBEHHOW  MnoLiagku
perncTpmpyemoro nekapcTBeHHOro npenapara Ang BeTepuMHapHoro npuMeHeHus. YkasaHHble
AOKYMEHTbI NPEeACTaBATCA B Cryvyae, ecnu Npou3BOACTBO JleKapCTBEHHOrO npenapaTta
ocyllecTBngeTcs 3a npegenamun Poccurckon ®enepauuu;

2.2) KonNus  OOKYMEHTa, Bbl4AHHOIO  YNOSITHOMOYEHHbIM  OpraHoM  CTpaHbl
npousBoauTens apmaueBTUYECKON CyOCTaHUMM U NOATBEPXKAAKOLWEro COOTBETCTBME
npoussoauTensa apmaueBTU4eckon cybcTaHumn, BXOASALLEN B COCTaB PErMCTPMpPYyeEMOro
NIEKApCTBEHHOrO npenaparta Ana BETEPUHAPHOrO NPUMEHEHUs, TpeboBaHMsM npaBun
Hagnexawen NpoM3BOL4CTBEHHON MPAKTUKM, U €ro NepeBo Ha PYCCKUN SA3blK, 3aBEPEHHbIE B
YyCTaHOBMEHHOM MNopsiake, B Chnydae, ecnv npousBoACTBO dhapMaueBTUYECKOW cybcTaHumm
ocyulecTBngeTcs 3a npegenammn Poccuiickon ®epepauuu;

3) NpPOEeKT HOPMAaTMBHOIO [OOKYMEHTa Ha JleKapCTBEHHbIM npenapaTt Aans
BETEPUHAPHOIO NPUMEHEHUS;

4) [OKYMEHT, cofepxawumn cregylwyio uHdgopmauuio o dapmaleBTUYecKon
cybcTaHuun mnu apmaueBTUYECKUX CYOCTaHUMSAX, BXOAALWMX B COCTaB JIEKAPCTBEHHOMO
npenapaTta a1 BEeTEPUHAPHOIO NPUMEHEHUS:

a) HauMeHoBaHWe hapmMaLeBTUYECKON CybCTaHUMN, ee CTpyKTypa, obLune CBOMCTBA;

6) HanmeHoBaHWe 1 agpec NPON3BOANTENS;
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B) TexHosorms mnpou3BoACTBa C ONWCaHWEM CcTaauvi NPoOu3BOACTBA M METOAOB
KOHTPOJIS Ha BCEX CTaausaX Npou3BOACTBa;

r) MTHbopMaumns O NPUMECHX;

A) cneundmrkaumsa Ha hapmaueBTUYECKY0 CyOCTaHUMIO;

e) onMcaHne MeToauK KOHTPOrs KavyecTBa;

X) pesynbTaTbl aHanu3a cepun apmaueBTU4eCKon CybcTaHumm;

3) nepedyeHb CTaHOapTHbIX 06pasuoB WM BeWecTB, WCMNOMNb3yeMblX Mpu
OCYLLECTBMNEHNN KOHTPOIS KayecTBa;

M) ONMUCaHWe XapaKTEepPUCTMK WU CBOWCTB YMAKOBOYHbLIX MaTepuanoB W YKYNMOPOYHbIX
CpPeAacTs;

K) AaHHble O CTabUNbHOCTK;

1) CPOK rogHOCTH, YCINOBUSA XPaHEHUS;

5) oTyeT 0 pesynbTaTax AOKIMHUYECKOro MCCIedOBaHUSA eKapCTBEHHOro cpeacTsa
ANs BeTepUHapHOro NpUMEHEeHUs;

6) oTyeT 0 pesynbTaTax KIIMHUYECKOro NCcneoBaHus NekapCTBEHHOro npenapara ang
BETEPUHAPHOIO MPUMEHEHUS Y Kaxgoro BuAa XWMBOTHbIX, YKa3aHHbIX B WHCTPYKUUW MO
BETEPMHapPHOMY NPUMEHEHWNIO;

7) NPOEKT MHCTPYKUUN NO BETEPUHAPHOMY NMPUMEHEHMUIO NIEKapCTBEHHOrO npenapara,
cofepXxallen cnefyowme CBeAeHUs:

a) HanMmeHOBaHWE feKapCTBEHHOro npenapata And BeTepUHaPHOro MNpUMEHEHUs
(MexxgyHapoaHOe HenaTeHTOBaHHOEe, WNW TPYynnUPOBOYHOE, UM XMMWYECKOEe W TOpProBoe
HanMeHOBaHUS);

6) nekapcTBeHHaa opMa C yKka3aHMEeM HaMMEHOBaHWUMA U KONMYECTBEHHOrO cocTaBa
AENCTBYIOLLUNX BELLECTB Y KaYECTBEHHOrO COCTaBa BCMOMOraTesbHbIX BELLECTB;

B) OMuncaHMe BHELUHEero Buaa JeKapCTBEHHOro npenaparta Afs BeTepUHapHOro
NPUMEHeHUs;

r) dpapmakoTepaneBTU4ecKkasa rpynna nekapcTBeHHOro npenapara ansa BeTepuHapHOro
NPUMEHEHNA UNn ykasaHue "romeonaTnyeckuin fiekapCTBEHHbIN npenapaT”;

A) bapmakogMHamuka W dapMakoKMHeTUKa (3a UCKYeHneM dapMaKOKUMHETUKU
romMeonaTM4yeckMx  JieKapCTBEHHbIX MpenapatoB UM pacTUTENbHbIX  JNleKapCTBEHHbIX
npenapartoB) Ui onMcaHne MMMyHOBMONOrNMYECKMX CBOMCTB fIEKapCTBEHHOMO Npenapara;

e) NokasaHusa Ansa NpUMeHeHNs;

) NPOTUBOMNOKa3aHUS AN NPUMEHEHUS;

3) Mepbl NPeaOCTOPOXKHOCTM NPU NPUMEHEHUN;

n) yKazaHue BO3MOXHOCTU U OCOBEHHOCTEN NPUMEHEHUS Y BepeMeHHbIX XXUBOTHbIX, Y
XWMBOTHbIX B Nepuno nakrauun, y noTOMCTBa XXUBOTHbIX;

K) peXxvm 4O3MpoBaHus, cCnocob BBEOEHUSA U NPUMEHEHMS, NPU HEOBXOANMOCTM BpeEMS
npuema nekapcTBeHHOro npenapara ansg BeTepPUHAPHOro NPUMEHEHUS, NPOAOIIKUTENbHOCTb
neveHus;

n) BO3MOXHble MOOOYHbIE OENCTBUA, HexernaTerbHble peakuuy npyv NpUMeHeHUn
NleKkapCTBEHHOro npenapara Ans BeTepuHapHOro NpuMeHeHs;

M) CUMMTOMbI Nepeo3nPOBKU, Mepbl NO OKa3aHMK NOMOLLM NP Nepeao3npoBKe;

H) B3aMOAEeNCTBUE C APYrMMU fleKapCTBEHHbIMMY npenapartamMmu 1 (Unv) KopMmamu;

0) bopMbl BbiNycKka fiekapCTBEHHOIO npenapara ans BeTepMHapHOro NpUMeHeHns;

n) ykasaHue (NMpM HeoBXx0AMMOCTM) OCOBEeHHOCTEN OEeNCTBUS NEeKapCTBEHHOro
npenapata Ans BeTepuHapHOro NpMMeHeH1s Npyu NnepBoM npuemMe Unm rnpu ero OTMEHE;

p) onucaHune (Npu HeobxoaMMOCTN) OENCTBUIN BETEPUHAPHOIO Bpayva (BETEPUHAPHOIO
denbawepa), MHOro cneuwanucrta B obnactu BeTepuHapuw, BriagenbLa >XUBOTHOMO npwu
nponycke npuemMa OAOHOW UMM  HECKOSbKMX [03 NeKapCTBEHHOro nmnpenapaTta Ang
BETEPMHaAPHOIo NPUMEHEHNS;

C) CPOK rOAHOCTM N YKa3aHue Ha 3anpeT NpYMeHeHus nekapcTBeHHOro npenapaTa ans
BETEPMHaAPHOro NPUMEHEHNS MO UCTEYEHUN CPOKA rOOHOCTH;

T) YCNOBUSA XpPaHEHUS;



y) YyKkasaHMe Ha HeobXoOUMOCTb XpaHEeHUs JieKapCTBEHHOro npenaparta Ans
BETEPUHAPHOro NPUMEHeHUs B MecTax, He4OCTYMNHbIX ANA AeTewu;

@) ykasaHue (npu HeobXxoAMMOCTW) chneumnanbHbIX Mep MNPeaoCTOPOXHOCTM MNpwu
YHUYTOXEHUN HEUCNONb30BaHHbIX JIEKAPCTBEHHbIX MpenapaToB ANs BeTepPUHApPHOro
NPUMEHeHUs;

X) CPOK/ BO3MOXHOIO MCMOMb30BaHUA MPOAYKLUMU XMBOTHOIO MPOUCXOXKOAEHUA rocre
BBEZIEHMS XXMBOTHOMY fleKapCTBEHHOrO npenapara Ans BeTepuHapHOro npMMeHeHus;

L) yCrioBusi OTnycka;

4) HaMMeHOBaHUA W agpeca MNPOU3BOACTBEHHbIX NOWAAOoK NPou3BOAUTENS
NieKkapCTBEHHOro npenapara Ass BeTepuHapHOro NpuMeHeHs;

W) HauMMeHOBaHWe, afpec opraHusauun, YNOSTHOMOYEHHOW [AepxaTenem unu
BnagenbLeM perncTpaumoHHOro yOOCTOBEPEHUSA NEKapCTBEHHOrO npernapara Ha NpuHAaTue
npeTeH3nn ot noTpedbutens;

8) MpoeKTbl MakeToB MEPBMYHOM YMaAKOBKU WU BTOPUYHOW YMNAKOBKM NEKapCTBEHHOro
npenapata Ansg BeTepuHapHOro NpMMeHeHus;

9) crnepywuwme cBedeHUs O JleKapCcTBEHHOM rpenapate Ans  BeTepuHapHOro
NPUMEHEHUS:

a) onvcaHune 1 cocTas NiekapCTBEHHOro npenapara Ansg BeTepUHapHOro NpUMeHeHNS;

6) onncaHune hapmaueBTUYECKON pa3paboTKu;

B) onucaHue npouecca NpoM3BoACTBa U ero KOHTPOns;

r) OnucaHWe KOHTPOSA KPUTUYECKUX CTagum NpOM3BOACTBA U MPOMEXYTOYHOWN
npoaykunu;

A) HaMMmeHoBaHMa UM agpeca paspabortumka, gepxaTtensa uwnv - Bnagenbua
PErmcTpaunoHHOro  yAOCTOBEPEHUS  JIEKApCTBEHHOro npenaparta, MNpOu3BOACTBEHHbIX
nnowazoK Npon3BoaAnTeEnNs NnekapCTBEHHOro npenapara Ans BeTepuHapHOro NpuMeHeHus;

e) (hapmaueBTMYeckas COBMECTUMOCTb;

X) MUKpoBronornyeckne xapakTepuCTUKu;

3) MaTepuanbHbli 6anaHc 4ns Npon3BoOACTBa CEPUN FOTOBOMO NPOAYKTA;

n) onucaHue XapakTepUCTUK U CBOMCTB YMNAKOBOYHbIX MaTepuanoB U YKYNOPOYHbIX
CpeAacTs;

K) OKYMeHTansHoe nogTeepxaeHue (Banvaauns) npoueccoB 1 (UNN) X OLEHKa;

n) TpeboBaHuA K Ka4yeCcTBY BCMoMoraTesibHbIX BELLECTB (cepTudumkaT, cneumdukaumns
Ha BCMomoraTenbHble BeLlecTBa n nx obocHoBaHue);

M) aHanUTU4ecKne MeToaukn, Cnosib3yemMble Npu oCyLLLEeCTBNEHUM KOHTPOIS KadYecTBa
BCNoMoraTesibHbIX BELECTB;

H) [AOKYMeHTanbHoe MOATBEpPXAeHWe (Banupauusl) aHanuTU4ecKUx MEeTOAVK,
NCronb3yeMblX NPU OCYLLLECTBIIEHUN KOHTPOSIS KadecTBa BCroOMoraTeribHbIX BELWECTB;

0) WHdopmauusa 06 MCNoNbL30BaHUM BCMOMOraTesbHbIX BELLEeCTB 4YeNoBEeYeCKoro u
XWBOTHOIO NPOUCXOXAEHUS;

n) MHpopmaLms 06 MCroNb30BaHUM HOBbIX BCNIOMOraTesibHbIX BELLECTB;

p) TpeboBaHWA K KayecTBy JieKapCTBEHHOro npenapata pAns BeTepUHapHOro
npuMeHeHna (ceptTudumkat, cneungukaums Ha nekapcTBeHHbIM npenapart u nx obocHoBaHue);

C) aHanuUTMyeckne MeToaukun, NCNosib3yemble Npu OCYLLEeCTBIIEHNUN KOHTPOMSA KadecTBa
nekapcTBEHHOro npenapaTa 4ns BETEPUHAPHOIo NPUMEHEHUS;

T) [OOKyMeHTanbHoe noATBepXAaeHue (Banuvgauusl) aHanuTU4Yeckux MeTOoOMK,
ncnosb3yemMblX NPU OCYLLECTBIEHUM KOHTPONSA KayecTBa fleKapCTBEHHOro npenaparta ans
BETEPUHAPHOro NpUMeHeHus;

y) [OOKYMEHT, noATBepXOaloLWnin KayeCcTBO JleKapCTBEHHOro MnpenapaTta Tpex
NPOMBbILLITEHHBIX Cepuin (MPOTOKON aHanmn3a unu ceptudukaT aHanusa), ogHa cepusi KOToporo
AOIMKHa coBnagaTb C cepuen obpasua nekapCTBEHHOro npenapaTta, MNOAAHHOro Ha
perucTpaumio;

&) XapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 06pa3uoB, MCMOMb3YyEMbIX MPU OCYLLLECTBAEHUUN KOHTPONSA



KayecTBa NlekapCTBEHHOro npenaparta an1s BeTepMHapHOro NpUMeHeHns;

U) AaHHble O CTabunbHOCTM fEeKapCTBEHHOrO npenapata [Ans BeTepuHapHOro
NPUMEHeHUs;

10) konua OOKYMeHTa, coAep)kallero MHgopmauuio 0 Hanuumm unm o6 oTCyTCTBUM
akToB perncrpauumn nekapCcTBEHHOro npenaparta [Afsg BeTepuMHapHOro MpUMEHeHUs 3a
npegenamu Poccuinckon ®egepaunu;

11) cornacve B NMCbMEHHON (hopme, NpesyCMOTPEHHOE YacTblo 7 HACTOSILLEN CTaTbM,
B Crydae permcrpauuu BoCrnponsBeeHHOro fiekapCTBEHHOMo npenapara;

12) konua JOKyMeHTa Ha PYCCKOM A3blke, 3aBEPEHHOro B YCTAHOBMEHHOM MNOpSaKe w
nogTeBepXxgaroLwero  nNpPaBOMOYHOCTb  3asiBMIeHUS O  FOCYAapCTBEHHOM  perucrTpauuu
nekapCTBEHHOro nNpenapaTa Ans BeTepuHapHOro NpuMeHeHus (JOBEPEHHOCTD).

4. [Npu npoBedeHNN YCKOPEHHOW Npoueaypbl 3KCNepTU3bl NeKkapCTBEHHOro npenapara
ANA BETEepUMHapHOro MNpUMEHEeHUs B LUensax ero rocyaapCTBEHHOM peructpaumm MoxeT
npeacTaBnNATLCA MHOPMaUUA, NoslyYeHHass Npu MpoBeAEeHUN KITMHUYECKUX UccnenoBaHum
NeKkapCcTBEHHOro npenapata W onybnukoBaHHas B CheUManu3npoBaHHbIX MeYaTHbIX
n3gaHusx, a Takke  [OOKYMEHTHI, cogepxaiwime  pesynbTaTbl nccrnegoBaHns
OMO3KBUBANEHTHOCTUN NEeKapCTBEHHOro Npenapara Ansg BeTepUHapHOro NpUMeEHEHNS.

5. Ha oakcneptnay pasnunyHbiX nekapCcTBeHHbIX OpM OOHOrO U TOro Xe
NeKapCTBEHHOro npenapata Ond BeTepUHapHOro MNpUMEHeHUs 3asaBuTenb npeacraBnaeT
oTAenNbHble 3asBMIEHUA N PErNCTPALMNOHHbBIE AOCbE Ha KaXayk nekapcTBeHHy dopmy. [Mpu
yCroOBMM OOHOBPEMEHHOW nodayM Ha 3KCnepTudy OAHOW JiekapCTBEHHOW dopMbl C
pasnUYHbIMX [0O3VMPOBKOMW, KOHUeEHTpauuen, obbemom 3asBuTenb npeacrasnseT OAHO
3asiBrieHne 1 perncTtpaumoHHoe [JoCbe C MPUMOXKEHMEM MaKeTOB YMakOBOK Ha Kaxayto
AO03NPOBKY, KaXAYI KOHLEHTpaLUMIO, KaXabl 06beM 1 Kaxgoe KonNnmyecTBo 403 B YNaKkoBKe.

6. 3agBuTenb BApaBe nNpeacTaBUTb MO COOCTBEHHOM WHULMATMBE BMECTE C
3asBneHneM O T[OCyJapCTBEHHOW  peructpauuMuM  fekapCTBEHHOro npenapata  Aans
BETEPUHAPHOIrO MNPUMEHEHNA [OOKYMEHTbI, MOATBepXAawlwme ynnaTty rocyaapCTBeHHOM
MOWSMHBbI M YKasaHHble B MNYHKTe 7 4acTu 2 Hactoswen crtatbn. B cnydyae wux
HenpeacTaBreHus COOTBETCTBYHOLLMI YNOSTHOMOY€EHHbI denepanbHbIn opraH
NCNOJSTHUTENBbHOW BNacTu NpoBepsieT dakT ynnaTbl 3asgBuTenieM rocygapCcTBeHHON NOLMNHBI
nocpeacTBOM UCMOMb3oBaHMs WHdoOpMaumm o6 ynnaTe rocygapCTBEHHOW  MOLUSMHGI,
cogepxallenca B [ocygapCTBEHHONM WHAOPMAaUWMOHHOW CUCTEME O rOCYyOapCTBEHHbLIX WU
MYHUUMNANbHbIX NaTexax, Ha OCHOBaHUN NpeaCTaBNeHHbIX 3asiBUTENeM KOnum 4OKYMEHTOB,
noaTeepXgatroLnx ynnaTty rocygapCTtBEHHON NOLUMVHbI.

7. He ponyckaetcsa wucnonb3oBaHWe B KOMMEPYECKMX Lensax WHgopmMaumm o
pesyrnbTatax AOKMMHUYECKUX WCCNeLOBaHUN NEKapCTBEHHbIX CPEeACTB U KIMHUYECKUX
nccrnegoBaHUM  NEKapCTBEHHbIX — MNpenapaTtoB AN BETEPUHAPHOro  MPUMEHEHUS,
npeacTaBneHHON 3asBuUTEneM AOns  rocyAapCTBEHHOW  perucTpaumm  nekapCTBEHHbIX
npenapatos, 6e3 ero cornacus B Te4eHue LWEeCTU NeT C AaTbl FOCYy4apCTBEHHON permcrpaumm
pedepeHTHOro nekapcTBeHHOro npenapata B Poccuinckon ®egepaunn.

Cratba 18. [logava n paccmoTpeHue 3asiBfieHUs O roCydapCTBEHHOM perncrpauuu

nekapCcTBEHHOro npenapaTa Ans MegUUUHCKOTO NpUMEHEHNs

1. [Ins rocygapCTBEHHOM perncrpaumm nekapcTBeHHOro npenaparta ans MeavunHCKoro
NpUMEHeHna puandeckoe nuuo, [Aeuncteylowlee B COBCTBEHHbIX UMHTEpecax Wunu
yNoNHOMOYEeHHOE MpPeACTaBnATb WHTepechbl APYroro opuauvyveckoro nuua wu 3assBnsollee
NeKkapCTBEHHbIN NpenapaTt Ha rocyJapCTBEHHYIO perucTpauuio (ganee B HacTosiLWen ctaTbe -
3asiBUTEnNb), NpPeacTaBrnseT B YNOSIHOMOYEHHbIN doefdeparibHblii OopraH WUCMNOMHUTENBHON
BNacTW, OCYLLECTBNALMIA rOCY4apCTBEHHYIO PErMCTPaLMIO NIeKapCTBEHHbIX NpenapaToB 414
MEAMLMHCKOrO NPUMEHEHUS, B 9NIEKTPOHHON (bopMe 1 Ha ByMaXHOM HOcUTene 3asiBfieHne o
rocydapCTBEHHOM  perucTpauum  fekapcTBEHHOro  npenapata And  MeauUMHCKOro
NPUMEHEHNA, a Takke B MNopsgke, YCTAHOBMEHHOM YMNOSTHOMOYEHHbIM beaeparnbHbIM
OpraHOM WCMOMHUTENBHON BRNacTW, B 3fIEKTPOHHOW hopmMe M Ha OymakHOM HocuTene
HeobXxooMMble OOKYMEHTbl, W3 KOTOPbIX (OPMUPYETCA PernctpaumMoHHoe [JOoCbe Ha
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fleKapCTBEHHbIN npenapaT Ans MeauuMHCKOro NpUMEHEHMS.

2. B 3aaBneHun o rocygapCTBEHHOM perucrTpauuu rekapCTBEeHHOro npenapara ans
MeANLMHCKOro NpUMEHEHMUS YKa3blBalOTCS:

1) HanmeHoBaHWe, agpec 3asBuUTens U NPOU3BOAMTENSA NeKapCTBEHHOro npenapara
AN MeaVUMHCKOro  MpUMEHEHUsl, cBedeHna o0 WX perncrtpaumm B KayecTBe
HaroronnatenblWmnka B CTpaHe peructpaumm (458 POCCUUCKUX OPUOUYECKUX nuu -
NOEHTUMPUKALMOHHBIN HOMep Hanoronnatenswmka (MHH), ana MHOCTpaHHbIX PUANYECKNX
nuy, - CTpaHa perucrtpauuu, HaMMeHoBaHWe PerucTpupyrolero opraHa, permctpauvoHHbIN
HOMep, KOA HanoronnaTenblinka B CTpaHe permcrtpauum (MHKopnopawmm) unm ero aHanor) u
aZlpec MecTa OCYLLEeCTBIIEHNS NPON3BOACTBA NeKapCTBEHHOro npenapaTta (B cnyyae Hann4ms
HECKOSbKMX YYaCTHMKOB nMpoLecca €ero npou3BoAcTBa HeOoOXOAMMO YyKasaTb KaXaoro
y4yaCTHUKa B COOTBETCTBMM C OCYLLECTBNAeMOn cTagmen Nnpons3BoacTea);

2) HauMeHOBaHWEe IeKapCTBEHHOro npenapaTta And MEeAUUUHCKOro MpUMeEHeHUs
(MexxgyHapoaHOe HenaTeHTOBaHHOEe, WNW TPYynnUPOBOYHOE, UM XMMWYECKOe W TOpProBoe
HanMeHOBaHUS);

3) nepeyeHb [OENCTBYIOLWWMX WM BCNOMOratesnbHbIX BeLeCTB, BXOAAWMX B COCTaB
fleKapCTBEHHOro npenapaTta Ans MeOUUMHCKOrO MPUMEHEHUs, C YKasaHWeM KonudecTtBa
KaXK4oro 13 HuXx;

4) nekapcTBeHHas popma, [03MPOBKa, CNOCoObl BBEAEHUS W MPUMEHEHUHA, CPOK
rogHOCTW NIeKapCTBEHHOMO nNpenapaTa aAns MeanuuMHCKOro NpUMEHEHWS;

5) dapmakoTepaneBTUdeckaa rpynna, Ko aHaToMO-TepaneBTUYEeCKO-XUMUYECKON
Knaccudumkauum, pekoMmeHgoBaHHOM  BcemupHOM — opraHm3aumen  34paBOOXPaHEeHus,
3agBnsieMble MNokasaHus And NpMMEHEHUs! NeKapCTBEHHOro npenapara ans MeauuMHCKOro
NPUMEHEHNS;

6) oTcyTCTBME HEOOXOAMMOCTM NPEeAOCTaBNEHNs OT4YeTa O pe3dynbTaTax KIIMHUYECKOro
nccnegoBaHud,  UccnegoBaHuMst OMO3KBMBANEHTHOCTW  NIleKAapCTBEHHOrO  npenapara,
paspeLleHHoro ansa MmegmumHckoro npumeHeHnsa B Poccuiickon ®enepauun 6onee apaguatum
neT, C yKa3aHMEM HOPMATMBHbLIX MNPAaBOBbIX aKTOB, MNOATBEPXKOAKLWMX [AaHHbIN CPOK
NPUMEHEHUS;

7) HeobxoaMMOCTb OhopmneHnsa paspelleHna Ha BBo3 B Poccuickyto depepauuio
KOHKPETHOW napTuM 3aperncTpupoBaHHbIX U (MNW) He3aperMcTpUpoBaHHbIX NeKapCTBEHHbIX
CcpencTB, NpeaHasHavYeHHbIX A5 NPOBeAEHNSA 3KCNEPTM3bl JIEKAPCTBEHHbBIX CPEACTB B LIENAX
rocygapCTBEHHOW permcrpauuu;

8) HeobxoaMMOCTb NPOBEOEHUS IKCMEPTU3bl [OKYMEHTOB, MpPeACTaBrEeHHbIX AN
onpeneneHnsi BO3MOXXHOCTU paccMaTpuBaTh fleKapCTBEHHbIM Npenapart ana MeauuuHCKoro
NPUMEHEHNSA MPU OCYLLECTBNEHUN FOCYOapCTBEHHON perncTtpauun B kayectBe opdaHHOro
nekapCcTBEHHOro npenaparTa;

9) Heob6X0AUMOCTb NMPUMEHEHNS YCKOPEHHOW NMpoLeaypbl 3KCNEePTU3bl JIEKAaPCTBEHHbIX
CpeacTB B Lenax rocyaapCTBEHHOM perucTpaumm nekapcTBeHHOro npenapara;

10) KONUM OOKYMEHTOB, NOATBEPXKAAOLLMNX YNnaTy rocyaapCTBEHHOM MOLUSNHBI:

a) 3a npoBedeHWe SKCNepTu3bl OOKYMEHTOB, MpeAcTaBfeHHbIX ONnA onpeneneHus
BO3MOXHOCTM paccmaTpuBaTb NeKapCTBEHHbIM npenapaTt Ans MeauuMHCKOro npuMeHeHUs
npwn OCyLLEeCTBNEHUN rocy4apCTBEHHOW perncTpaumm B Ka4ectse opdpaHHOro nekapcTBeHHOro
npenapara;

6) 3a npoBegeHWe IKCNepTU3bl KadecTBa fEKapCTBEHHOIO CpeacTBa U IKCMEepPTU3bl
OTHOLUEHUS OXMAAEMOM MNOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JIEKapCTBEHHOMO
npenapaTa, paspelleHHoro ans MeauuMHCKOro npumMmeHeHna B Poccuinckon depepaummn
Oonee gBaguaTu neT, NPU OCYLECTBEHUN rOCY4apCTBEHHOW PErncTpaumm fiekapCTBEHHOrO
npenapara;

B) 3a npoBeAeHne IKCNepTU3bl KavyecTBa JIeKapCTBEHHOrO CpeacTBa U 9KCNepTU3bl
OTHOLWIEHUS OXMAAEeMOM MoSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOIO
npenapaTa ana MeauuUHCKOro NpUMEHEHUs NpU ero rocyaapcTBEHHOW perncTpaumm;

r) 3a npoBedeHWe JSKCNepTU3bl KavyecTBa NEeKapCTBEHHOro cpeacrtBa M 3KCNepTusbl



OTHOLWUEHUS OXMAAEMOM MNOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JEKapCTBEHHOMO
npenapata Ansa MeAUUMHCKOrO MNPUMEHEHUA, B OTHOLUEHUW KOTOPOro MpoBeaeHb!
MeXOyHapoOHble MHOrOLEHTPOBbIE  KIMMHUYECKME WCCNedoBaHusl, YacTb W3  KOTOPbIX
nposefeHa B Poccunckon denepaunmn, npu ocywecTBNEeHNN rocyaapCTBEHHON perncrpaumm
fleKapCTBEHHOrOo npenapara;

11) Hannume cornacus Npou3BoaMTENd NeKapCcTBEHHOro rnpenapara, Npous3BOACTBO
KOTOPOro ocyulectensetca 3a npegenamm Poccuinckon Pepgepaunun, Ha npoBeaeHue
WHCNEKTMPOBAHUA MNPOM3BOOUTENSA Ha COOTBETCTBME TpeboBaHMsIM MpaBusl Hagnexaien
NPON3BOLACTBEHHON NPAKTUKN;

12) Hanu4ne cornacus, npegycMoTPEeHHOro YyacTblo 18 HacTosiLen cTaTby;

13) ykasaHue BMOa fnekapCTBEHHOro npenapara, NpeAcTaBfeHHOro Ha perucTpauuto
(pethepeHTHbIN NekapCTBEHHbLIN NpenapaT, BOCNPOU3BELEHHbIN NIeKapCTBEHHbIA npenapar,
Buonornyeckui nekapcTBeHHbIN npenapat, bnoaHanorosbin (61MonogobHbIN) NeKapCTBEHHbIN
npenapat (6woaHanor), romMeonaTM4yeckUn FEeKapPCTBEHHbIM MpenapaT, JeKapCTBEHHbIN
pacTUTEeNbHbIM Npenapar).

3. PerucrtpaumoHHoe p[ocbe Ha nekapcTBEeHHbIW npenapaTt Ansg MegUUMHCKOro
NPUMEHEHNSA NpeaocTaBnaeTcs B popmMe 0bLero TeEXHNYECKOro 4OKYMEHTA.

4. Pasgen JokyMeHTauum agMMHUCTPATMBHOMO XapakTepa BKo4aeT B ceosi:

1) 3agBneHne O rocygapCTBEHHOW perucTpauuu JiekapCTBEHHOro npenaparta ans
MeANLMHCKOro NPUMEHEHMUS B 3NIEKTPOHHON hopMe 1 Ha ByMaXkHOM HOCUTENE;

2) KON OOKYMEHTa Ha PYCCKOM SA3blKe, 3aBEPEHHOro B YCTAHOBIIEHHOM Mopsaake u
noaTBepXaarLwwero NpaBOMOYHOCTL 3asiBUTENSA nofaBaTb 3asiBlieHWE O rOCyAapCTBEHHOM
perncrtpauum nekapCTBEHHOro npenapara ans MegauumMHCKOro npuMeHeHns (4JOBEPEHHOCTD);

3) KOMUKO TIMUEH3UM HaA MNPOM3BOACTBO JIEKAPCTBEHHbLIX CPeACTB WM KOMWIo
3aKIIH0YEHNS O COOTBETCTBUMN NPOU3BOANTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHUAM npasBun
Hagnexawen nNPOM3BOACTBEHHOW MNPAaKTUKW, BblAAHHLIX YMNONHOMOYEHHbLIM heaepanbHbIM
OpraHOM  WUCMOSTHUTENbHOW BfactTM B  OTHOWEHUW MPOU3BOACTBEHHOM  MNSIOWaaKu
permcTpupyemoro  nekapcTBeHHOro npenapata, B Cinyyae, ecnu  nNpou3BoACTBO
neKkapCTBEHHOro npenapara ocyuiectenseTcs B Poccuinckon degepaumu;

4) KOnuto BblAAHHOW YNOSTHOMOYEHHbIM OpraHOM CTpaHbl NPON3BOAUTENS NIMLIEH3UN Ha
NPOU3BOLCTBO NIEKAPCTBEHHOrO MpenapaTta U ee nepeBo Ha PYCCKUN A3blK, 3aBEepPeHHble B
YCTAHOBMEHHOM MOPSAKE, a TakKe KOMUIK 3aKkM4vyeHUs O COOTBETCTBUM NPOM3BOAUTENS
NeKapCTBEHHbIX CPeacTB TpeboBaHUAM MpaBun Haanexawlen npou3BOACTBEHHOW MPAKTUKM,
BblAAHHOMO  YNOSIHOMOYEHHbIM  doeeparibHbiM  OpraHOM  UCMNOJSIHUTENbHOM Bnactm B
OTHOLIEHUM MNPOU3BOACTBEHHOW MNIIOWAAKA PEeruMcTpupyemoro rekapCcTBEHHOro npenapara,
UM KOMUIO peLLeHnst YNOHOMOYEHHOro defepanbHOro opraHa UCMOMHUTENBHOW BNactu O
npoBefeHUN MHCNEKTUPOBAHUSA NPOU3BOOUTENSA NEeKapCTBEHHbIX CPeACcTB, B Criydyae, ecnv
NPOM3BOACTBO JIEKApPCTBEHHOrO Mpenaparta OcCyLlecTBndeTca 3a npegenamm Poccumnckon
depepaumm;

5) NPOEeKT UHCTPYKUUN NO MEOULMHCKOMY MPUMEHEHMIO NIEKAPCTBEHHOrO npenapaTa,
cofepXxallen cnefyoLwime CBeAeHUs:

a) HaMMeHOBaHME JeKapCTBEHHOro npenapaTta (MexayHapoaHoe HenaTeHTOBaHHOe,
UIn rpyNnNMPOBOYHOE, UITU XMMUYECKOE 1 TOProBoe HauMeHOBaHUS);

0) nekapcTBeHHass oopma C ykas3aHMEM HaMMEHOBAHWMA M KONMYECTBEHHOIO COCTaBa
OENCTBYIOLWNX BeWecTB M KayeCTBEHHOro0 CocTaBa BCMOMOraTelibHbIX BewecTtB (npu
HEeoBX0aMMOCTM KONMYECTBEHHOIO COCTaBa BCMOMOraTesibHbIX BELWECTB);

B) OnuCaHWe BHELHEro BuAa JleKapCTBEHHOro npenapata Ans  MeguuMHCKOro
NPUMEHEHNS;

r) usmnko-xmummyeckne cBoucTBa (Ons paguodapmaueBTUYECKUX JleKapCTBEHHbIX
npenapaToB);

A) dapmakoTepaneBTunyeckaa rpynna, Ko JiekapCTBEHHOro npenaparta [ang
MEeOMLMHCKOrO MPUMEHEHUS MO aHaTOMO-TepaneBTUYECKO-XMMUYECKON Krnaccudumkaumm,
pekoMmeHOoBaHHOW  BcemupHOW  opraHu3aumen  30paBOOXPaHEHusi, UM - ykasaHue
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"romeonaTtnyeckni nekapcTBeHHbIN npenapaTt’;

e) (papmakognHamvka U dapMakoKMHETUKa (3a WCKNIYEeHUeM (apMaKkoKUHETUKN
roMeonaTn4yecknx JeKapCTBEHHbIX MNpenapaTtoB W pacTUTENbHbIX  FIEKapPCTBEHHbIX
npenapaTos);

X) NOKasaHuna Ansi NpUMMEHeHUs;

3) NPOTMBOMNOKa3aHUsA A48 NPUMEHEHUS;

n) Mepbl NPEAOCTOPOXHOCTM MPU NPUMEHEHWUMN;

K) YKkaszaHne BO3MOXHOCTU M O0CODEHHOCTEN NPUMEHEHUS NIEKapCTBEHHOrO npenapara
AN MeOUMUMHCKOrO NPUMEHEHNS OepeMEeHHbIMU JKEHLUMHAMM, >KeHWUHaMu B nepuog
rpy4HOro BCKapMnvMBaHus, 4eTbMW, B3POCNbIMU, UMEIOLLUMU XPOHMYECKNE 3aboneBaHns;

n) pexum AO03UpoBaHUS, Cnocobbl BBEAEHUS U MPUMEHEHUS, NMPU HEoBXoaMMOCTU
BpEMSI MpuemMa INeKapCTBEHHOro npenapata Ansg  MEeOUUMHCKOrO  MPUMEHEHUS,
NPOLOIMKUTENBHOCTb NEYEHNS, B TOM Yncne y AeTen 4o 1 Nocne 0gHOro roaa;

M) BO3MOXHble HexXenaTefnbHble peakuMm npu  NPUMEHEHMU NEKapCTBEHHOrO
npenapaTa ans MeanuuMHCKOro NPUMEHEHWS;

H) CUMNTOMbI NEPEA03NPOBKN, MEPbLI MO OKa3aHWI0 MOMOLLM NPY Nepefo3MPOBKE;

0) B3aMMOLENCTBME C OPYTMMMU JIEKAapCTBEHHbIMW Npenapatamy U (Unv) NueBbIMA
npoaykTamu;

n) oOpMbI BbIMyCKa fieKapCTBEHHOro npenapara;

p) ykasaHue (Npy HeobxoaUMMOCTM) OCODEHHOCTEN AENCTBUS JIEKAPCTBEHHOTO
npenapaTa aAns MeAULUHCKOro NPUMEHEHMS NPY NEPBOM NPUEME UMK NPU €ro OTMEHE;

C) onucaHue (Nnpu HeobxogMmMocTn) AencTeuir Bpaya (denbgwepa) u (unv) naumeHTta
npy nponycke npuMemMa OLHOM WM HEeCKONbKMX [O03 JEeKapCTBEHHOro npenapata Ans
MeANLMHCKOrO NPUMEHEHNS;

T) BO3MOXHOE BIIMSIHWE NEKapCTBEHHOro npenapara Ans MeguuUHCKOro npuMeHeHus
Ha cnoCOBHOCTb yNpaBnATb TPAHCMOPTHLIMW CPeACTBaMN, MEXaHNU3MaMU;

y) CPOK rogHOCTM 1 yKa3aHne Ha 3anpeT NpUMeHeHUs NekapCcTBEHHOro npenapara ans
MeANLMHCKOro NPUMEHEHMUS MO NCTEYEHUN CPOKa rOQHOCTN;

@) ycnoBus xpaHeHus;

X) YyKasaHuMe Ha HeobXOAMMOCTb XpaHEeHUs feKapCTBEHHOro npenaparta Ans
MEAMLMHCKOro NPUMEHEHUS B MeCTax, HEAOCTYNHbIX ANa AeTewn;

L) ykasaHue (Npu HeobBXoOUMOCTM) creumanbHbliX Mep NpPegoCTOPOXKHOCTU Mpwu
YHUMTOXEHUN  HEUCMOMb30BaHHbIX  JIEKAPCTBEHHbLIX MpenapaToB  Ans  MeOULUHCKOro
NPUMEHEHNS;

4) YCroOBUA OTMYCKa;

W) HaMMeHOBaHMA W agpeca NpPOM3BOACTBEHHbLIX MOWAA0K Npou3BoauTens
NeKkapCcTBEHHOro npenaparTa;

ll) HauMeHOBaHWe, ajpec opraHu3aumm, YMNOSIHOMOYEHHOW AepXaTenem unm
BNagenbuemM perucTpaumMoHHOro  yaoOCTOBEPEHUs  fieKapCTBEHHOro  npenapaTta  Ans
MeANLMHCKOro NPUMEHEHUS Ha NPUHATUE NPETEH3UN OT noTpebutens;

6) WHCTPYKUMIO MO MEOULUMHCKOMY MNPUMEHEHUIO WM KPaTKyld XapaKTEpPUCTUKY
rfieKapCTBEHHOrOo npenapara, yTBEPXKAEHHbIE B CTPaHe NpPOM3BOANTENS;

7) NpPOEeKTbl MakeToB MNEPBUYHOM YMAKOBKM M BTOPUYHOM YMAKOBKM JIEKAPCTBEHHOrO
npenapaTa ans MeanuUHCKOro NPUMEHEHWS;

8) nNpoekT HOpMaTUBHOW [OOKYMEHTaumm unM HOPMAaTMBHOIO [JOKYMEHTa Ha
NeKapCTBEHHbIN  npenapat  Ans  MeOULMHCKOrO  MNpUMEHeHMs  nNubo  yKasaHwue
COOTBETCTBYIOLLEN (papMakonenHon CTaTby;

9) OOKYMEHT, cogepxawimn uHopmauuio O Hanmmuuum mnum o6 oTcyTCTBUM (haKTOB
permcTpauumn nekapCTBEHHOro npenapara ang MeauvuMHCKOro NpuMeEHeHWs 3a npeaenamm
Poccuinckon ®egepaunu;

10) Konun JOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIIEHHOM MOPSAAKE U NOATBEPXOAtOLLNX
dakT perncTpaumm nekapCTBEHHOro npenapata B MHOCTPaHHbIX rocygapcTBax B KavecTBe
opdaHHOro fiekapCTBEHHOro Npenapara;



11) nnaH ynpaBneHust pyuckamum ans BMonorn4eckux nekapcTBeHHbIX NpenapaTtoB Afis
MEANLMHCKOro NPUMEHEHUS;

12) pokymeHT 0O cucteme (papmakoHagsopa Aepxatend uwnM  Bnagenbua
perncTpaunuoHHOro yaoCToBEPEHNS NiekapCTBEHHOIO Npenapara;

13) [OKYMEeHT, nNOATBEPXKOAKLWMA KAYeCcTBO JIEKApCTBEHHOrO MpenapaTta Tpex
NPOMbILLITEHHBIX Cepuii (MPOTOKON aHanmnsa unu ceptudukaT aHanuaa), ogHa cepusi KOToporo
AOSDKHa coBnagatb C cepuen obpasua nekapCTBEHHOro npenaparta Ans MeauvumHCKOro
NPUMEHeHNA, NpeaCcTaBNeHHOro Ha rocy4apCTBEHHYO perncTpaumio.

5. Pasgen xumuyeckon, dapmMaueBTUYECKON U  BMOMNOrM4YecKkon AOKyMeHTauun
BKMOYaeT B ceba JOKYMEHThI, cogepalume nHopmaumio o hapmaneBTUYeckon cybcTaHLmm
N NekapcTBEHHOM npenapaTe A8 MegUUMHCKOro NpUMEHEHNs, npouecce ero Npon3sBoacTea
N MeToAax KOHTPOSA Ka4ecTBa, B TOM YucCrhe:

1) KONMIO OOKYMEHTA, coaepallero cnegyoLlyo nHdopmMmauuo o dapmaleBTUYEeCKON
cybCcTaHuun mnn hapmaueBTUYEeCKMX CyOCTaHUMAX, BXOASLMX B COCTaB JIEKAPCTBEHHOrO
npenaparta:

a) HaMMeHoBaHMe hapmMaLeBTUYECKOM CybCcTaHUmun, ee CTpyKTypa, obLume CBOUCTBA;

0) HauMeHoBaHWe 1 agpec NPOM3BOANUTENS;

B) TEexXHONorms npou3BOACTBA C ONUCAHWMEM CTaguh MpoOM3BOACTBA U METOO0B
KOHTPOSS Ha BCEX CTagusiXx NPOM3BOACTBa;

r) onucaHue paspaboTkm npouecca NPoM3BOACTBA;

A) OnucaHme KOHTPONS KPUTUYECKUX CTaaun Mpou3BOACTBA U  MPOMEXYTOYHOM
npoayKumm;

e) AOKyMeHTarbHOe NoATBepXaeHue (Banngauuns) npoLeccoB 1 (Unu) nx oLeHKa;

) CBONCTBA M CTPYKTYpa OENCTBYHOLLMX BELLECTB,;

3) XapakTepucTuka npumMecenu;

n) cneymdmrkauma Ha hapmMaueBTUYECKYIO CyBCTaHUMIO 1 ee 060CHOBaHME;

K) aHanMTn4eckne MeToauKu, UCrnonb3yemMble Npu OCyLLIEeCTBIIEHUM KOHTPOMS KavyecTBa
dhapmaueBTUYeCKON cybCcTaHuunu;

n) [OOKYMeHTanbHOEe MOATBepXAaeHve (Banupauusl) aHanuTUYecKux MeToauk,
NCnonb3yeMbiX NPW OCYLLIECTBIIEHNN KOHTPOSS KadecTBa papmaLeBTUYECKON CyOCTaHLMK;

M) pe3ynbTaTbl aHanu3sa cepui bapMaLueBTMYECKON CybCcTaHLmu;

H) nepeyeHb CTaHOapTHbIX 06pasuoB WM BEWeCTB, UCMNOSb3yeMbIX MNpwU
OCYLLECTBMNEHNN KOHTPOIS Ka4yecTBa;

0) OnUcaHWe XapakKTEPUCTUK U CBOMCTB YNaKOBOYHbIX MaTepuasioB M YKYNOPOYHbIX
CpencTs;

n) AaHHblEe 0 cTabunbHOCTM (hapmaueBTUYECKON CcybCcTaHumu;

p) CPOK rogHOCTY;

2) OOKYMEHT, coaepalliuMi crnegyowme cBegeHus O NekapCTBEHHOM npenapaTe ans
MEANLMHCKOro NPUMEHEHMS:

a) onucaHne 1 cocTaB fNiekapCTBEHHOIO nNpenapara 4nsit MegUUNHCKOro NPUMEHEHNS;

6) onucaHve apmaueBTnyeckon paspaboTkn (obocHoBaHMe BblbOpa CoOCTaBa,
NepBUYHON YNaKoBKN N UHOTO);

B) TExXHONorus npou3BOACTBa C ONUCaHWeM CcTagui Mpov3BOACTBA U METOO0B
KOHTPOSISi Ha BCEX CTaausaX NPOM3BOACTBA;

r) OonucaHuve KOHTPOSs  KPUTUYECKMX CTaauvih  npouecca npomsBoAcTBa W
NPOMEXYTOYHOM NPOAYKLUNU;

[) HauMeHOoBaHWe W ajpec MecTa OCYLLEeCTBIEeHUS Npou3BOACTBa NeKapCTBEHHOIoO
npenapaTta Ans MeguUMHCKOro MpuMeHeHus (B crnyyae Hannumsa HEeCKOSNbKUX YYaCTHWUKOB
npouecca nNpon3BoacTBa HEOHXOAMMO yKasaTb KaX4oro U3 HuX);

e) hapmaueBTn4eckas COBMECTUMOCTD;

X) MUKpoBronornyeckne xapakTepuCTUKu;

3) MaTepuanbHbIn BanaHc Ana Npon3BoACTBa CepuM roTOBOrO NPOAYKTa;

N) OnucaHWe XapakKTePUCTMK U CBOWCTB YNAKOBOYHbIX MaTepuasnoB WU YKYyNOPOYHbIX



CpeacrTs;

K) OOKYMeHTanbHOe MoATBepXAeHue (Banvgauus) npoueccoB npomsBoactsa u (Mnu)
NX OLIEHKA;

n) TpeboBaHuA K Ka4ecTBY BCMOMOraTesibHbIX BELLECTB (cepTudumkaTt, cneumdpukaumns
Ha BCrnomoraTesibHble BeLLeCTBa U UX 060CHOBaHWE);

M) aHanUTU4yecKne MeToauKu, UCMoJSib3yeMble NPU OCYLLECTBIIEHUN KOHTPONA KavyecTBa
BCMOMOraTenbHbIX BELECTB;

H) [OOKyYMeHTanbHOe noATBepXxAeHue (Banuvgauusl) aHanuTu4eckux MeToauK,
NCnonb3yeMbiX NPU OCYLLIECTBIIEHUN KOHTPOSIS Ka4ecTBa BCNOMOraTesbHbIX BELECTB;

0) WHdopmauns 06 MCNONb30BaHUM BCMOMOraTeslbHbIX BELLECTB YENOBEYECKOro U
YXMBOTHOIO NMPOUCXOXAEHUS;

n) nHpopmaums 06 MCNoNb30BaHMM HOBbIX BCNIOMOraTeSbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBY JlieKapCTBEHHOro npenapata Ans MeauuMHCKOro
npuMmeHeHna (ceptTudukat, cneundukaums Ha nekapCcTBeHHbIM npenapart n nx obocHoBaHue);

C) aHanuUTM4Yeckne MeToauKMn, NCNosb3yemble Mpu OCYLLECTBIEHNN KOHTPONSA KadecTBa
nekapCTBEHHOro npenaparta ans MeauuuHCKOro NpuMeHeHus;

T) [AOKyMeHTanbHoe noATBepXaeHue (Banuvaauusl) aHanuTUYecKMx MeTOLMK,
NCrNonb3yeMbiX MPU OCYLLECTBIIEHUN KOHTPOSISI KadeCTBa JIeKapCTBEHHOro npenapaTta gns
MEOMULMHCKOro NPUMEHEHNS;

y) pe3ynbTaTtbl aHanu3oB CeEpU NEeKapCTBEHHOro npenaparta And MeauuUMHCKOro
NPUMEHEHNS;

&) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 06pa3uoB, MCMOMb3YyEMbIX MPU OCYLLLECTBAEHUMN KOHTPONSA
KaydecTBa NekapCTBEHHOro npenapaTa Ansi MeanuMHCKOro NpUMEHEHUS;

L) QQaHHble O CcTabunbHOCTM neKapCTBEHHOro npenapata pAns  MeauMuMHCKOro
NPUMEHEHUS.

6. Pasgen dapmakonorn4yeckom, TOKCUKONOrMYeCcKon JOKYMEHTauMm BktovaeT B cebs
OTYeTbl O pes3ynbTaTax OOKIMHUYECKMX WCCNedoBaHU FNEKapCTBEHHOrO cpeacrea  Ans
MEOMLMHCKOrO NPMMEHEHNS, B TOM YUCHE:

1) oTyeT 0 hapmakogUHAMNYECKUX UCCIEOBAHUSX;

2) oT4eT 0 hapMaKOKMHETUYECKUX UCCIe0BaHNAX;

3) OTYET O TOKCMKONOrMYECKNX UCCrneaoBaHUsX.

7. Pasgen KNMHMYECKOW AOKYMEeHTauun BKNovaeT B cebs oTyeTbl O pesynbrartax
KITMHUYECKMX MCcrneaoBaHnin IeKapCcTBEHHOro npenapaTa Aans MeaMuUuHCKOro NpMMEHeEHus, B
TOM 4YUCne:

1) otyetel 06 wuccnegoBaHuAX  GUOAOCTYMHOCTM UM BMO3KBMBANEHTHOCTMW,
nccrnegoBaHNAax, yCTaHaBNUBaKOLWMNX KOPPEnSaUnio pesynbTaToB, NOSTyYeHHbIX B YCNOBUAX in
vitro u in vivo;

2) oT4eTbl O (papMaKOKUHETUYECKUX UCCIedOBaHUSX;

3) oT4eThI O (hapmMakogMHAMUYECKMUX UCCNEeOOBaHUSX;

4) OTYETbI O KMNHUYECKMX UCCreaoBaHuaX 3pdekTUBHOCTN n 6e3onacHoCTy;

5) oT4yeT 0 NnocTperncTpaLmMoOHHOM OMNbITe NPUMEHEHUS (MPY HANUYKUN).

8. TpeboBaHna «k ob6bbemy uvHMOpPMauMM, nNpenocTaBnseMon B  COCTaBe
PEerMcTpauuoHHOro Aocbe, ANs OTAENbHbIX BUAOB JIEKAPCTBEHHbLIX MNpenapatoB Ansd
MeANLMHCKOrO MPUMEHEHUsST YCTaHaBMMBAKTCA YMNONMHOMOYEHHbIM hbeaepanbHbiM OpraHoM
WNCNONHUTENBbHOW BNAacTW.

9. B oTHOWweEHMN nekapCTBEHHbIX MpenapaToB, paspeLlleHHbIX ANns MeAULMHCKOro
npumeHeHna B Poccuinckon ®Pepepauun 6onee pgeaguatm net  (3a  UCKNIOYEHUEM
BMonorMyecknx nNeKapCTBEHHbIX NMpenapaToB), AOMyCKaeTCa BKNOYEHME B COCTaB pasgena
dpapmMaKkonorMyeckon, TOKCUKOSIOrMYECKOM [OOKYMEeHTauMm W pasgena  KIMHUYECKOW
AOKYMEHTauun BMECTO oTyeTa pa3paboTymka O pesynbTatax COOCTBEHHbIX OOKIMHUYECKUX
nccrnegoBaHUM NEKApCTBEHHbIX CPeACTB U KITMHUYECKUX WCCNedOBaHUM NeKapCTBEHHbIX
npenapatoB AnNd MeAWUMHCKOrO npuMeHeHns ob3opa HayyHbix paboT o pesynbTaTax



AOKITMHMYECKMX WUCCReaoBaHUN FEKapCTBEHHbIX CPeACTB W KIIMHUYECKUX UCCrneaoBaHUN
AaHHbIX NekapCTBEHHbIX NpenapaToB, B TOM YUCME BKNKOYast ONbIT MX NOCTPErMcTpaumnoHHOro
NPUMEHEHNS.

10. [llpn rocygapCTBEHHOM perucTpauuMmM  BOCMPOU3BEAEHHbIX JIeKapCTBEHHbIX
npenapaToB Afs MEAMUMHCKOrO NPUMEHEHUs OOMNyCKaeTCcs BKMOYEHWE B COCTaB pasgena
papMaKkonormnyeckom, TOKCUKOSIOrMYEeCKOM OOKyMeHTauuM W pasgena  KIvHUYeCKom
AOKyMEHTauumM BMECTO OoTyeTa paspabotumka O pesynbTaTax COOCTBEHHbLIX OOKIMHUYECKNX
nccnepoBaHW  NEKapCTBEHHbIX cpeAcTB  0030pa  HayyHblX  paboT O pesynbTaTax
AOKITMHMYECKMX UCCneaoBaHnin pedpepeHTHOro fieKapCcTBEHHOIO npenapara n npegcraBneHne
BMECTO KIIMHUYECKMX WCCNeaoBaHWA B MOMIHOM OO6beme, YCTaHOBMAEHHOM pasfaeniom
KNMHMYECKOM OOKYMEHTauuu, oTyeTa O pesynbraTtax uccrnefoBaHui GUO3KBMBANEHTHOCTU
BOCNPOM3BEAEHHOIO JlIeKapCTBEHHOro npenapaTta And MeaWUUHCKOro npumeHeHus. He
TpebyeTca npeactaBneHne oTyeTa O pesynbTaTax uccnefoBaHMi OUMOSKBUBANEHTHOCTU
BOCNPOM3BEAEHHOIO JIeKapCTBEHHOro npenapata Ana MeguUMHCKOro MpUMEHEeHUs, ecrnuv
PErMcTpmpyroTCa BOCNPOM3BEAEHHbIE NEeKapCTBEHHble npenapaTtbl AN9  MeaUUMHCKOro
NPUMEHEHNSA, KOTopblE:

1) npeaHasHadeHbl [AOnsi  nNapeHTepanbHOro  (NOLKOXHOMO,  BHYTPUMBILLEYHOrO,
BHYTPUBEHHOTO, BHYTPUINasHoro, BHYTPUNOMOCTHOrO, BHYTPUCYCTaBHOrO,
BHYTPUKOPOHAPHOr0) BBEAEHNA 1 NpeacTaBnsaoT cobon BOAHbIE PacTBOPbLI;

2) npencraBnsaloT cobon pacTBOpbl 4SS NepopanbHOro NPUMEHEHNS;

3) npousBedeHbl B (popmMe MOPOLIKOB Wnv nuodunnsaToB ANs MpUroToBMEHUN
pacTBOpPOB;

4) ABNAIOTCA rasamu;

5) saBRAlOTCA  yWHBIMM UM NAa3HbIMW  fIEKApPCTBEHHLIMKM  NpenapaTtamu,
npousBeaeHHbIMM B (popMe BOAHbIX pacTBOPOB;

6) npegHasHayYeHbl ANs MECTHOro MPUMEHEHUst U NPUroTOBMNEHbI B hOpMe BOAHbLIX
pacTBOpPOB;

7) npencraBnaAT cobon BOAHbIE pacTBOPLI A UCNOMb30BaHUA B (hopmMe MHranauun
C nomoubto Hebynamsepa unu B KadeCTBE Ha3aslbHbIX CNpeeB, NPUMEHSEMbIX C NMOMOLLbIO
CXOAHbIX YCTPOMUCTB.

11. na cny4vaes, yka3aHHbIX B nyHKTax 1 - 3, 5 - 7 yactn 10 HacToswen cratbu,
BOCMNPOM3BEAEHHbIN JIEKAPCTBEHHBIN NpenapaT Ans MeOUUMHCKOrO MPUMEHEHUs O0SDKEH
cogepxaTb Takme Xe BCMoOMoraTesibHble BelleCTBa B TaKkUX >Xe KOfMyecTBax, Kak wu
pedepeHTHbIN JleKapCTBEHHLIM npenapaT. Ecnu coctaBbl BCromMoraTesibHbIX BELLECTB
pasnuyaroTcs, 3asaBUTENb JOMMKEH NpeacTaBUTb AoKasaTernbCTBa TOro, YTO MUCMNONb3yeMble B
AaHHbIX KOHLIEHTpaLMsxX BCnoMoraTesibHble BelwecTBa He BNMST Ha 6e3onacHoCTb n (1nu)
3(P(PeKTUBHOCTb JleKAapCTBEHHOro npenapaTta And MeauuUHCKOro npumeHeHus. B cnydae,
€Cnun 3as8BUTENb HE MOXET NPeacTaBuUTb Takne AgokasaTenbcTBa U (Unn) He nmeeT 4OCTyna K
COOTBETCTBYIOLLMM [aHHbIM, OH [OSMKEH NPOBECTU COOTBETCTBYHOLIME UCCreaoBaHus Ons
JokasaTenbCcTBa OTCYTCTBUS  BAUAHUA  pasHbIX  BCMOMOraTeSibHbIX  BELWEeCTB WK
BCMoOMoraTesibHbIX YCTPOMCTB Ha 6Ge3onacHoCcTb U (Mnu) 3PdEKTUBHOCTL JIEKapCTBEHHOIO
npenapaTta gna MeOUUMHCKOro NPUMEHEHUs B Nopsiake, YCTaHOBMEHHOM YMNOSHOMOYEHHbIM
deaepanbHbIM OPraHOM MUCNOSHUTENBHON BRACTW.

12. Tpn rocygapCTBEHHOW perucTpauum KomOuHauum paHee 3aperMcTpupoBaHHbIX
NeKapCTBEHHbIX MpenapaTtoB And MeAUUMHCKOro MNMpUMEHEeHWa [OornyckaeTcsl BKYeHWe B
cocTtaB pasgenia (apMakoSiormyeckom, TOKCUMKOMOrMYeCcKon [OOKyMeHTaumn u pasgena
KNMHUYECKOM [OKyMEHTaLMM BMECTO OTyeTa paspaboTrumka o pesynbTaTtax COOCTBEHHbIX
AOKIMMHMYECKMX UCCNedoBaHU  NeKapCTBEHHbIX CcpeacTB o063opa  Hay4dHbix paboT o
pesynbTatax AOKMUHUYECKUX WUCCrefoBaHUn pedepeHTHbIX NeKapCTBEHHbIX MpenapaTtos,
BXOOSALWMX B COCTaB KOMOWHALMM NEKapCTBEHHbIX MpenapatoB, M 06 OTCYTCTBUM UX
B3aMMOAENCTBNA B OAHOW NleKapCTBEHHOM (hopMme.

13. Ha oakcneptMsy pasnuyHbiX JeKapCTBEHHbIX (OOPM OAHOMO M TOr0 Xe
NeKapCTBEHHOro npenaparta Ansg MeguuMHCKOro MNpPUMEHEHUA 3asBUTeNb npencTaBnseT



OTAENbHbIE 3a8BMNEHNA N PErMcCTpaLnoHHbIE OCbE HA KaXKayto NekapCTBeHHyo dopmy. Mpu
YyCrNOBMM OOHOBPEMEHHOW nodayM Ha 3KCnepTudy OAHOW JiekapCTBEeHHOW dopMbl C
pasnMyHbIMN  O03UPOBKOW, KOHLEHTpauuen, obbemMom 3asaBuUTENb MNpPeaAcTaBnsieT OfHO
3asiBlieHNe 1 perncTtpaumoHHoe [JoCbe C MPUMOXKEHMEM MAaKeTOB YMakOBOK Ha Kaxayto
A03UPOBKY, KaXOYK KOHLUEHTpAUUIO, Kaxabln 06beM 1 Kaxgoe KonmyecTBo 403 B YNAKOBKE.

14. lpwn rocygapCTBEHHOW perucTpaumMmM OphaHHOro JiekapCTBEHHOro npenapara
3asiBuUTENb NpeactaBnseT WMHdopMauuio, Heobxoammyro Ona OopMUpOBaHUA pasgena
KNUHUYECKON OOKYMeHTaumm, B obbeme, yCTaHOBNEHHOM YNOSTHOMOYEHHbIM hbeaepanbHbIM
OpraHoOM UCMONHUTENBbHOW BNACTM.

15. MNpw pernctpaumm BGMONOrMYEeCcKoro NekapCTBEHHOro npenapaTa, NOofly4YeHHOro w3
KpOBW, Nnasmbl KPOBM YerioBEKAa, B COCTaBe PErMCTPAUMOHHOIO AOCbEe Ha JIEeKapCTBEHHbIV
npenapaTt Ans MeANLUHCKOro NPUMEHEHUS A0IMKHbI ObITb NPeAcTaBneHbl AONONMHUTENBHO:

1) B pasgene AOKyMeHTauun agMUHUCTPATUBHOIO Xapaktepa OOKYMEHT, coaepKallmm
nHpopmauuio o0 cybbekTax obpalleHna JOHOPCKON KPOBU U (MN) ee KOMMOHEHTOB, O TOM,
roe Obina ocyulecTBrieHa AoHauust (KpoBu M (Mnn) nnasmbl KPOBW), a Takke OaHHble 00
NMH(PEKLUMOHHbIX 3aboneBaHusaX, NepefarwLmnxcs napeHTepanbHbiM NyTeMm, MHOpMauus O
cybbekTax obpalleHns OOHOPCKOW KPOBM U (MNK) €€ KOMMOHEHTOB, B OTHOLLUEHUUN KOTOPbIX
OCYLLECTBMSAETCSA KOHTPOSb AOHOPCKOW KPOBU U (MSIN) €€ KOMMOHEHTOB;

2) B pa3gerne XMMnyeckon, hapmaueBTUYEeCKON N BMONOrMyeckon JOKyMEHTaLMK:

a) KpuTepumn 1 cnocodbl oTOopa, TPAHCNOPTUPOBAHUSA N XPaHEHUS JOHOPCKOW KPOBU U
(M) ee KOMNOHEHTOB;

0) pesynbTaTbl UCCeaOoBaHUI OTOBPaHHbLIX JOHOPCKOW KPOBU U (M) NnasmMbl KPOBU U
nynoB Ha Hanuuve BO3byauTenen MHAEKUUN, BKYas UHgopmauuio 06 MCnonb30BaHHbIX
MeToauKax MCcrnegoBaHMM M B Criydae MUccnegoBaHWs MyfioB Nnasmbl KPOBWU pesynbTaTtbl
AOKyMEHTasbHOro noAareepxgeHus (Banuaauumn) NCnonb30BaHHbIX METOANK,;

B) TEXHMYECKME XapaKTEPUCTUKU YMNaKoBKM Onsi oTOopa LOHOPCKOW KPOBU U (MNn)
nnasmbl KpOBM, BKNOYas MHopmaL Mo 06 MCNOMNb30BaHHbLIX PaCTBOpPax aHTUKOAarynsiHToB.

16. KnuHnyeckne wnccnenoBaHusi NEKAapCTBEHHOro npenapaTta And MeauUMHCKOro
NPUMEHEHNA B LUENsxX ero rocygapCrBeHHOW perucTpaumm nposogsatca B Poccunckon
depnepaumm B nopsaake, yctaHoBNeHHOM ctatbsamu 38-44 HacToswero deaepanbHOro 3akoHa.
OT4yeT O nNpPOBEdEHHbIX MWCCNedoBaHUSX BKMNKOYAETCA B COCTaB pasgena  KIMHUYECKOW
AOKYMEHTaUUM PerncTpaumMoHHOro LOCbe Ha fleKapCTBEHHbIM npenapaTt Ansi MeguuMHCKOro
npuMeHeHnsa. [na nekapcTBEHHbIX npenapatoB Ansi MeAULMHCKOrO MPUMEHEHUs, B
OTHOLUEHMM KOTOPbIX B pe3ynbTaTte 9KCNepTu3bl [JOKYMEHTOB, MNPeACTaBfEeHHbIX Ans
onpeneneHnss BO3MOXXHOCTU paccMaTpuBaTh fleKapCTBEHHbIM npenapart ana MeauuuHCKoro
NPUMEHEHNA B Ka4yecTBe Op(aHHOro feKapCTBEHHOro npenaparta, Takas BO3MOXHOCTb
npu3HaHa M B OTHOLLEHUN KOTOPbIX NPOBEAEHbI KINMHUYECKNE UCCneaoBaHUs, BbIMOSTHEHHbIE
3a npegenammn Poccunckon degepauum B COOTBETCTBUM C NpaBuiaMmm Hagnexailen
nabopaTopHOM MPaKkTUKM U NpaBuUnaMyn Hagnexawlen KIMHUYECKOM MpakTUKW, AonycKaeTcs
BKMNIOYEHNE B COCTaB pasfena KIMHUYECKON OOKYMEeHTauMm BMECTO OT4yeTa O pesynbTaTax
KITMHUYECKMX UCCNeaoBaHMN feKapCTBEHHOro npenapaTta gna MeauuMHCKOro npuMeHeHus,
nposefeHHblx B  Poccuiickon ®depepauumn, oTyeTa O  pesynbTatax  KIMHUYECKUX
nccrnegoBaHuK, BbIMONMHEHHBIX 3a npegenamun Poccuinckon depepaumn.

17. 3agButenb BnpaBe npeactaBUTb MO COOCTBEHHOM WHMUMATMBE BMECTe C
3asiBlieHMeM O TrOCyJapCTBEHHOW  peructpaumm  nekapCTBEHHOro npenapata And
MEOMLMHCKOrO MpUMEHEHUs [OOKYMEHTbl, noATBepXXaawlwme ynnaty rocyaapcTBEHHOM
MOWwmnuHbl U YyKadaHHble B nyHkte 10 4vactm 2 HacTtosiwen crtatbn. B cnyvae wux
HenpeacTaBneHus COOTBETCTBYHOLLNN YNOSTHOMOYEHHbLIN denepanbHbIn opraH
NCMONHUTESTbHOW BRacTu nposepseT (PakT ynnaTbl rocyaapCTBEHHOMW MOLUMNHBI 3adBUTENEM
nocpeacTBOM MCNOMb30BaHUA UHpopmaumm 06 ynnate rocygapCTBEHHOW MOLUSMHbI,
cogepxallenca B [ocygapCTBEHHOM WHAOPMALMOHHOM CUCTEME O rOCYyAapCTBEHHbIX U
MYHUUMNANbHbIX NnaTexax, Ha OCHOBAHWWN NPeACTaBNEHHbIX 3asiBUTENEM KONU AOKYMEHTOB,
noaTeepXxgaroLmx ynniaTty rocygapCTBEHHON NOLUSUHbI.
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18. He ponyckaetca uMCNonb3oBaHME B KOMMEPYECKUX Uensax WHdopmauum o
pesynbtartax [OOKMIUMHUYECKMX WCCreAoBaHUN JIeKapCTBEHHbIX CPeAcTB U KIUHUYECKUX
UccrnegoBaHMn  NIEKapCTBEHHbIX  NpenapaTtoB AN MEeAUUMHCKOro  MPUMEHEHMS,
npeacTaBneHHoOM 3asBuTeneM AOns  rocygapCTBEHHOW  perncrpaumm  nekapcTBeHHOro
npenapaTta, 6e3 ero cornacus B Te4eHne LWeCTn NeT ¢ AaTbl roCyaapCTBEHHOW perncTpaumm
pedepeHTHOro fiekapcTBEHHOro npenapata B Poccuinckon ®egepaunn.

19. [depxatenb vnu Bnageney, perMcTpaumoHHOro yaoOCTOBEPEHUSA NeKapCTBEHHOIO
npenapata Ha OMOTEXHOMOrMYECKUn WNM OpdIaHHbIN NEeKapCTBEHHbIM npenapat oba3aH
npefoCcTaBNATb HA BO3ME34HON OCHOBE 06pa3Lbl pehepeHTHOro NekapCTBEHHOro npenapara
3aaBUTENAM ANA  NPOBEAEHUs  KNMHMYECcKuX  uccnepoBaHui. CrtoumocTb  obpasua
pedepeHTHOro fNekapCTBEHHOro npenaparta, BKMOYEHHOTO B MNEepeYeHb  KU3HEHHO
HeoOOXOOMMbBIX M BaXHEWLWMX JeKapCTBEHHbIX npenapaTtoB, He [OfkKHa npesblwaTb
3aperucTpupoBaHHY0 MpefenbHyo OTMNYCKHYK LEHY Ha pedepeHTHbIN NeKapCTBEHHbLIN
npenapaT Unn UeHy Ha nekapcTBEHHbIN npenapar B CTpaHe Npou3sBoauTens.

20. 3asaBneHne o] rocyfapcTBeHHOMN perncrpauunm BOCNpOnN3Be4eHHOro
NEeKapCTBEHHOro npenapaTta Ana MeguuMHCKOro npuMeHeHna MoxeT ObiTb NogaHo B
YNOSTHOMOYEHHbIN  (pefeparnbHbli  OpraH WCMOMHUTENbHOW BNacTW, OCYLECTBIISLWNNA
rocyJapCTBEHHYH PErncTpaumio NIEKapCTBEHHbIX NpenapaTtoB, MO UCTEYEHUN YeTbIpex NeT C
AaTbl rOCydapCTBEHHOM pernctpaumm pedepeHTHOro rnekapCTBEHHOro npenapaTta B
Poccuinckon ®egepaunn.

21. 3asBneHne O rocyaapCTBEHHOW peructpauum BuoaHanorosoro (6uonogoGHOro)
rnekapcTBeHHoro npenapata (bwoaHanora) MoOXeT OblTb MNO4AHO B YNOSHOMOYEHHbIN
dpegepanbHbIi - OpraH  UCMNOSTHUTENbHOW  BNAcTW, OCYLWECTBASAWNA  rocyaapCTBEHHYHO
perncTpauuio nekapcTBeHHbIX NpenapaTos, N0 UCTEYEHUN TPEX NeT C A4aTbl FOCyAapCTBEHHOM
permcTpauum pedepeHTHOro nekapcTtBeHHOro npenaparta B Poccuinckon degepauum.

22. [epxaTtenb unv Bnagenew peructpaumoHHOro yAOCTOBEPEHUS NeKapCTBEHHOrO
npenapaTta npeacTaBnsgeT B YNOJIHOMOYEHHbIN dedepanbHbli OpraH MCMNOSTHUTENbHOM
BSlaCTU, OCYLLUECTBNAKLWNA PYHKUUM MO KOHTPONKO M HaA30py B cdepe 34paBOOXpaHEHUd,
OTYeT MO pesynbTatam (papmMakoHaa3opa OAWH pa3s B LWIECTb MecsueB B TedeHue OByX neT
nocne rocygapCTBEHHOW perucrtpauuMm JriekapcTBeHHoro npenapata B  Poccunckon
depnepaummn, exxerogHo B Te4eHue nocneayrwmux Tpex neT v B JanbHenwem oanH pas B NaTb
ner.

Cratba 19. puHATME pelleHus O Bblgaye IKCMEPTHOMY YYpexXAeHUHo 3ajaHus Ha

npoBeaeHne 3KCNePTM3bl IEKAPCTBEHHOIO CpeacTBa

1. B TeueHune pgecatu paboumx AHen Co AHS NPUHATUSA 3asBlIEHMS O roCyaapCTBEHHOWN
pernctpauum neKapCcTBEHHOro npenapaTta COOTBETCTBYHOLLMI YNONTHOMOY€EHHbIV
dbefiepanbHbI OpraH UCMOMHUTENBbHOW BNACTU NPOBOANT NPOBEPKY NOSTHOThI, JOCTOBEPHOCTH
N NPaBUNbHOCTN OPOPMIEHUA NPEACTaBEHHbLIX JOKYMEHTOB PEerMcTpauuoHHOro Aocbe Ha
NeKapCTBEHHbIN NpenapaTt v NpUHUMAaEeT peLleHne O Bbldadve 3ajaHnsa Ha npoBedeHne:

1) a3KcnepTvMsbl OOKYMEHTOB, NPEACTABMEHHbIX AN onpeaerieHnss BO3MOXHOCTU
paccMatpmBaTb JfIeKapCTBEHHbIN  npenapaTt And  MeAUUUHCKOrO  MPUMEHEHUs  npu
OCYLLECTBMEHNUN FOCY4ApPCTBEHHOW perncTpaumm B KadecTBe OpP(aHHOro JiekapCTBEHHOrO
npenapara;

2) 9KCMepTU3bl JIEKApCTBEHHOrO CpeacTBa B 4acTM  3KCNepTu3bl  KadecTBa
NEeKapCTBEHHOIo CpeacTBa M SKCNepTU3bl OTHOLIEHUA OXWOAeMOW MNoJSib3bl K BO3MOXHOMY
PUCKY NPUMEHEHNA NEeKapCTBEHHOrO Npenaparta Ans MeguUMHCKOro NPUMEHEHNS;

3) o9KCcnepTu3bl JleKapCTBEHHOro0 CpeacTBa B 4acTM  3KCNepTu3bl  KadecTBa
NEeKapCTBEHHOIO CpeacTBa M 3KCNEPTU3bl OTHOLLUEHUA OXWOAEMOW MNOJSb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNSA NIeKapCTBEHHOro npenapaTa Ans MeguUMHCKOro NPUMEHEHUs B Nnopsiake
YCKOPEHHOM NpoLeaypbl 9KCNepTU3bl NekapCTBEHHbIX CPEACTB B COOTBETCTBMM CO CTaTben 26
HacToswero ®efepanbHOro 3akoHa;

4) aKkcnepTu3bl NEKapCTBEHHOIO CpPeacTBa B OTHOLLUEHUW NeKapCTBEHHOro npenapara
ANs BeTepUHapHOro NpUMeEHEHUs.
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2. YNONHOMOYEHHbIN doeaepanbHbI opraH UCMOMNHUTENbHOW BriacTu yBEOOMISET B
3NEKTPOHHOM bopme unu Ha BymMaXHOM HocuTene 3asiBUTENS U 3KCMEPTHOE yvpexaeHune o
NPUHATOM peLleHNn O Bblgaye 3afaHuMM Ha nNpoBedEeHME IKCNepTU3, NpeayCMOTPEHHbIX
YyacTblo 1 HacTosLLEN cTaTbk, U B Cryyae Heo6XoaMMOCTM O Bbldaye paspeLleHns Ha BBO3 B
Poccunckyto depepaumio  KOHKPETHOM NapTUKW, CEpUN 3aperncTpupoBaHHbIX WU (Unn)
He3aperncTpMpoBaHHbIX NEKapCTBEHHbIX CpeactB unM o6 oTkasze B NpoOBeLeHMM
nNpeayCMOTPEHHbIX 3KCNEPTM3 C yKa3aHMEM NPUYMH TaKoro oTkasa.

3. B cny4yae BbIIBNEeHUA OTCYTCTBUS WM  HEOOCTOBEPHOCTU UHdOopMauuu,
cogepxallemcsa B NpeacTaBfieHHbIX — 3asiBUTENEM  JOKYMEHTaX,  YNOSIHOMOYEHHbIV
denepanbHbli  OpraH WCMONHUTENBHOMW BNAcTU HanpaenseT 3asBuTento 3anpoc 06
YTOYHEHUN 3TOW WMHpopMaumn (ganee - 3anpoc YyNnosIHOMOYEHHOro dheaepanbHOro opraHa
MCNOSNTHUTENbHOW  BRacTu), KOTOpPbIM  MOXeT ObiTb nepedaH  YNoOSIHOMOYEHHOMY
npeaCcTaBUTESNIO 3aaBUTENS NMYHO NOL PacnuCKy, HanpasrfeH No No4yTe 3akasHbliM MUCbMOM
U nepegaH B dNEeKTPOHHOW (popmMe No TeNEeKOMMYHUKaLMOHHBLIM KaHanam csasn. B criyvae
HanpaBfieHMs1 3anpoca YnosIHOMOYEHHOro deaeparibHOro opraHa MCNOMIHUTENbHOW BnacTu
Nno noyTe 3akasHbIM NMUCbMOM OH CYMTAETCHA NOMyYEHHbIM MO UCTEYEHUUN WECTU OHEN C AaTbl
HanpaBfieHMs1 3aKa3HOro nucbma.

4. 3Basasutenb o0653aH nNpeactaBuTb  OTBET Ha  3anpoc  YNOAHOMOYEHHOro
beepanbHOro opraHa MWCMNOSIHUTENbHOW BRacTM B CPOK, He NpeBbllalWwmnn OeBsHoCTa
paboymx OHen co gHA ero nonydeHus. Cpok, ykasaHHbIM B 4acTtu 1 HacTtosiwen craTtbwm,
npuocTaHaBnNMBaeTCs CO [OHA HanpasfeHua 3asiBUTEenN 3anpoca  YrNOorIHOMOYEHHOro
deepanbHOro opraHa MCMNOSIHUTENBHOM BRlAcTW A0 AHS NOMyYEHUS UM COOTBETCTBYHOLLEINO
oTBeTa.

5. OcHoBaHMeM Onga OTkasa B OpraHuM3auumn aKcnepTus, NpeayCMOTPEHHbIX YacTbio 1
HacTosillen cTaTbl, SABMNSETCA MpeAcCTaBneHMe HeobXoauMmbIX Ons  NpoBeAeHUs
NpeasyCMOTPEHHbIX 3KCMEPTU3 [OKYMEHTOB B HEMOSIHOM OObeMe unuM HenpeacTaBfieHne
3asiBUTENEM B YCTaAHOBIIEHHbIA CPOK OTBETa Ha 3anpoc YNONIHOMOYEHHOro doeaeparibHOro
opraHa WCNOSIHUTENbHOW BNacTu, a Takke NpencTaBfeHMe AOKYMEHTOB, He COoAepKalunx
ncYepnbiBaloLLErO NepeyHss HeoBXoaNMbIX CBEAEHW.

Cratba 20. Okcneptmsa [OOKYMEHTOB, MpeACTaBMEeHHbIX Ana  onpeneneHus

BO3MOXHOCTU paccMmaTpuBaTb NeKapCTBEHHbIN npenapaT And MeauUMHCKOro
NPUMEHEHNSA NPU OCYLLECTBNEHUN rOCY4apCTBEHHON perncTpauumn B Kayectese
opdaHHOro nekapcTBEHHOro npenapara

1. OKkcnepTusa [OOKYMEHTOB, MNPEeACTaBMEHHbIX ANs onpegeneHns BO3MOXHOCTU
paccMaTtpmBaTb JfIeKapCTBEHHbIN npenapaTt And  MeAWUUHCKOrO  MPUMEHEHUs  npu
OCYLLECTBMEHNUN FOCYOApPCTBEHHOW perncTpaumm B KadecTBe OpP(aHHOro JiekapCTBEHHOrO
npenapaTta, COCTaBfeHNWEe KOMUCCUMEN OKCMEepTOB 3aKMiYEeHUs O BO3MOXHOCTU  UIK
HEBO3MOXXHOCTM paccMmaTpuBaTb JleKapCTBEHHbIW nNpenapart Ans MeauumMHCKOro npuMeHeHus
npu OCyLLEeCTBNEHUN rocy4apCTBEHHOW pernctpaumm B Ka4ectse opdpaHHOro nekapcTBeHHOro
npenapaTta M HanpaBfieHMe LaHHOrO 3akflYeHUs B YNOSTHOMOYEHHbIN doedeparbHbli opraH
NCNOSTHUTENbHOW BNAcTWM OCYLLECTBIIAIOTCA B CPOK, HE NpeBbiatowmi Tpuguatn pabounx
OHEN CO [OHA NOMyYeHUA OJKCNEPTHbIM  ydYpexaeHuem 3afaHust  YNoSIHOMOYEHHOro
denepanbHOro opraHa UCMOMHUTENBHON BRACT U B 3NIEKTPOHHON hopme Unn Ha ByMaxkHbIX
HOCUTENSAX HEOBXOANMBIX AOKYMEHTOB, yKa3aHHbIX B NyHKTax 1, 2, 5, 6, 10 yactn 4 n B yactu
7 ctatbn 18 HacTosiwero ®egepansbHOro 3akoHa.

2. [okymeHTbl, cofepXxalwmecs B pPerucTtpaumoHHOM [JOCbe Ha JleKapCTBEHHbIN
npenapatr v NOCTynNMBLUME Ha OyMaXHbIX HOCUTENAX B 93KCMEpPTHOE ydpexaeHue nns
OCYWECTBMEHNA WX 3KCMNEepTM3bl ANs  onpedeneHnst BO3MOXHOCTM  paccMmaTpuBaTb
NeKapCTBEHHbIN npenapat And MeAUUMHCKOrO MNPUMEHEHUs B KayecTBe OpdhaHHOro
fleKapCTBEHHOro npenapaTta, noanexar Bo3BpaTy B YNOMHOMOYEHHbIN heaepanbHbI OpraH
NCMONHUTESTbHOW B1IaCTU OAHOBPEMEHHO C 3aKNMIYEHUAMU COOTBETCTBYIOLLNX KCNEPTUS.

Crtatbsa 21. PeweHne 0 BO3MOXHOCTU paccMmaTpmBaTh NEeKapCTBEHHbIA npenapar npu

OCYLLEeCTBMEHNUN TOCyAapCTBEHHOMW perucTpauum B KadecTBe oOpdaHHOro



nekapCTBEHHOro npenapara

1. B cpok, He npeBblwarowmnn natm paboumx AHEW CO OHSA MONYYEHUA 3aKMYeHUus,
ykaszaHHoro B 4actm 1 ctatbum 20 Hactosdwero depgepanbHOro 3akoHa, YNOSTHOMOYEHHbIN
dbefepanbHbIi - OpraH UCMOMHUTENBbHOM BMNAacTM  OCYLLECTBSET OUEHKY MOoJSTly4eHHOro
3aKnYeHnsa Ona  onpegenieHMst  ero  COOTBETCTBMS  3aaHU0 Ha  MpoBedeHue
COOTBETCTBYIOLLEN IKCNEPTU3bl U yBeAOMISEeT 3asiBUTENS B ONEKTPOHHOW dopmMe unn Ha
OymMaxHOM HocuTene O pesynbTaTax NPOBELEHHOW 3JKCMEPTU3bl C MNPUITOXKEHUEM KOMUn
9KCNEepTHOro 3aKntoYeHnsa (C coxpaHeHnem KOoH(MAEHUManbHOCTU MHGOpPMaLMM O cocTaBe
9KCNEepTHOM KOMMUCCUMM) U O BO3MOXHOCTM UMW  HEBO3MOXHOCTW  paccMmaTpuBaTb
NeKapCTBEHHbIN npenapaTt AN MeOWUMHCKOro  MPUMEHEHWA MNpu  OCYLUEeCTBrEHUN
rocygapCTBEHHOWN permcTpauum B Ka4ecTBe opdaHHOro fieKapCTBEHHOMo npenapara.

2. [lpn BbIHECEHMM KOMMUCCUEMN IKCMEPTOB  3aKMOYEHUS O  BO3MOXHOCTU
paccMaTtpmBaTb  JfIEKAPCTBEHHbIN npenapat And  MeAUUUMHCKOrO  MPUMEHEHUs  Npu
OCYLLEeCTBMEHNUN rOoCyJapCTBEHHOW perncrpaumm B KadecTBe Op(aHHOro JiekapCTBEHHOro
npenapaTta YMNONHOMOYEHHbIN befeparibHbIi OpraH WCMOMHUTENbHOW BriacTu B CPOK, He
npeBbILWAWmMi NATM paboyunx AHEW CO AHA MONyYeHUs LaHHOro 3aKMYEeHUs, NpUHUMaeT
pelweHne O Bblgaye 3afaHuMsl Ha NpoBedeHMe JKCNepTU3bl KadecTBa JieKapCTBEHHOIO
cpencTBa M 3KCNepTU3bl OTHOLLEHNS OXMAAEMOWM MOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS
NeKapCTBEHHOro npenapata and MeOUUMHCKOrO MNPUMEHEHUS B MOpPsiAKe YCKOPEHHOW
npouenypbl 9KCNepTu3bl JIEKAapCTBEHHOIO CcpeacTBa B COOTBETCTBMM CO CcTaTben 26
HacTosiwero ®egepanbHOro 3akoHa.

3. B cnyyae npuHATMA pelleHns O HEBO3MOXHOCTW paccMaTpuBaTthb JIEKapCTBEHHbIN
npenapaT gnsg MeguuUMHCKOro NpuMeHeHUsa npu rocygapCTBEHHOW perncrpauum B KadyecTBe
ophaHHOro  NekapCTBEHHOro npenapaTta  YNoNIHOMOYEHHbLIM  doefeparbHbi - OpraH
WCMONHUTESNTbHOW  BNacTu  npekpawaeT npouenypy rocygapCTBeHHOW — perucrpauum
rfeKkapCTBEHHOro npenapata. 3adBuUTENb BrpaBe o0paTUTbCA B PErMcTpupyrowmin opraH c
3asiBlieHNeM O roCyJapCTBEHHOW perucrpauum ykasaHHOro fiekapCTBEHHOro npenapata B
COOTBETCTBUM CcO cTaTben 18 HacToswero PegepanbHOro 3akoHa.

CraTbsa 22. Y1patuna cuny ¢ 1 nona 2015 .

Cratba 23. OJkcnepTmsa KadecTBa JieKapCTBEHHOrO CpeacTBa W 9KcnepTuaa
OTHOLWEHUS OXWOaemMoW ronb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
fieKapCTBEHHOro npenapara ans MeguLMHCKOro NpuMeHeHust

1. OkcnepTuMsa KayecTBa feKapCTBEHHOrO CpeacTBa W 3KCNepTuU3a OTHOLLEHUS
OXMOaemMonm Mnosb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FEKapCTBEHHOro npenaparta nng
MEOMLMHCKOIO MNPUMEHEHNS, COCTaBfieHMEe KOMMUCCUAMU 3KCMEPTOB  3aKMNKYEeHUA Mo
pesynbTartam NpoBeAeHHbIX AKCNEPTU3 U HanpaBfeHne TUX 3aKIYEeHU B YNONTHOMOYEHHbIN
dbefiepanbHbI OpraH UCMOMHUTENbHOW BIacTU OCYLLECTBAATCA B CPOK, He MpeBblLatoLmm
cTa gecatn paboumx gHen Co AHS NOSTyYEeHUsT AKCMEPTHBIM yYpexaeHMeM COOTBETCTBYHOLLENO
3agaHu1s YNnonHOMOYEHHOro dpeaeparnbHOro opraHa MCNONHUTENBHOM BNAcTn N HEOHBXOAMMBbIX
AOKYMEHTOB B 3MIEKTPOHHOM (hopmMe nnmn Ha ByMakHbIX HOCUTENSX.

2. B TeyeHne peBAHOCTA AOHEN CO [OHA MOMNYYEHUS peLleHUs YNOSTHOMOYEHHOro
degepanbHOro  opraHa  UCNOSHUTENbHOW  BflaCTM O NPOBEAEHUN  JKCMNEpPTU3,
npesyCMOTPEHHbIX YacTbio 1 HacTosdWen cTtaTbu, 3asBUTENb NpeacTtaBndeT B 3KCNepTHoe
yuypexneHve ans npoBefeHUs IKCMepTU3bl KayecTBa JfleKapCTBEHHOro cpeactea obpasupl
nekapCTBEHHOro npenapata ana  MeauuMHCKOro  NPUMMEHEHUs, MNpou3BEeAEeHHOro B
COOTBETCTBUM C TpebOoBaHMSAMWU  OMbITHO-NPOMBILLFIEHHOTO W (UAX)  NPOMbILLAEHHOrO
perrnamMmeHToB, YTBEPXOEHHbIX PYKOBOAUTENEM MNPOU3BOAUTENS NEKapCTBEHHbIX CPeacTs, a
Takke B COOTBETCTBYHOLWMX crnydasx obpasubl dapmaueBTuydeckon cybctaHumm,
TeCT-WTaMmMa MUKPOOPraHM3mMoB, KynbTypbl KNeTok, obpasubl BELWeCTB, NPUMEHSIEMbIX ANA
KOHTPOSSi KayecTBa JIEKapCTBEHHOrO0 CpeacTBa MyTEM CPaBHEHUS C HUMWU UCCnenyemMoro
NEKapCTBEHHOIO CPeAcTBa, B KONMMYECTBaxX, HEOOXOANMbIX Ofsi BOCNPOU3BEAEHUS METOO0B
KOHTPOISi KayecTBa.

3. lMpu nonyyeHnn oO6pas3LOB NEKapCTBEHHOro npenapata M dapmMaueBTU4eCKon
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cybCcTaHUMM SKCNEPTHOE YyYpeXOaeHWe BblOaeT 3asiBUTEN0 AOKYMEHT, MOATBepXAatowmi
nonyyeHne ykasaHHbIX 00pas3LoB, U B CPOK, He npeBbiaWmMi Tpex paboumx AHen,
yBeAOMNSAET B 3NIEKTPOHHON bopme unm Ha BymakHOM HocuTene ob 3TOM YNOHOMOYEHHbIN
deaepanbHbIN OpraH UCNOMTHUTENBHOW BrACTU.

4. YKasaHHble B 4acTax 2 M 3 HacTosiwen cTaTbWM CPOK ANns npeacTaBrieHus
3aaButenem o6pasuoB NeKapCTBEHHOro npenapata M hapmaueBTMYECKON CyBCcTaHumMmM m
CPOK yBEOOMIIEHUSI 9JKCMNEPTHbIM y4ypexaeHmem o6 3ToM Ha 6yMaxHOM HocuTene
YNONMHOMOYEHHOro oefieparibHOro opraHa UCMOMHUTESNTIbHOW BNacTW He BKIKYAKTCHA B CPOK
npoBeaeHNsT IKCNEePTU3, NPEeAYyCMOTPEHHbIX YacTblo 1 HAcTOsLLEN CTaTbu.

5. [IokyMeHTbl, NOCTYNUBLUNE B 3KCMEPTHOE y4ypexaeHue ANns npoBefeHUss SKCnepTus,
npeasyCMOTPEHHbIX YacTblo 1 HaCTOALWEN cTaTbM, Noanexar BO3BpaTy B YNOSTHOMOYEHHbIV
degepanbHbii - OpraH  UCMNOMHUTENBbHOW  BNacT OOHOBPEMEHHO C  3aKMOYEHUSIMU,
NoSTly4YEHHbLIMW NO pe3ynbTatamMm COOTBETCTBYHOLLMX SKCNEPTUS.

Cratba 24. OkcnepTm3a KayecTBa JleKapCTBEHHOrO cpeacTBa M 3KcnepTmsa
OTHOLWIEHUS OXWOAeMOW nMofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
nekapCTBEHHOro npenaparta ans BeTepUHapHOro NpMMeEHeHUs

1. OKcnepTu3a KayecTBa JIeKapCTBEHHOIO CpeacTtBa WM JKCNepTu3a OTHOLLEHUS
OXnaaemMonm Mnosnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FEKapCTBEHHOro npenaparta nng
BETEPUHAPHOIO MNPUMEHEHUS, COCTaBfIEHNE KOMWUCCUSIMM IKCMEPTOB  3aKMOYEHUMA MO
pesynbTaTtaM yKasaHHbIX 3KCNEepPTMU3 N HanpaBrfieHWe TakuX 3aktOYEHUn B YNONTHOMOYEHHbIN
dbeaiepanbHbI OpraH UCMOMHUTENbHOW BacTU OCYLLECTBAATCA B CPOK, He MpeBblLaowmm
cta pecatm paboymx [[HEW CO [OHA MNOSyYEHUs JKCMEPTHbIM  yypexaeHueMm 3agaHus
YNONMHOMOYEHHOIo  oefleparibHOro opraHa WCNOSTHUTENBHOW BracTu C  JOKYMeHTaMu,
yKkasaHHbIMK B YacTu 3 cTaTbn 17 HacToswero ®efepanbHOro 3akoHa.

2. B TeyeHne ngatHaguatm pabouMx [OHEN CO AHSA  MOMyvYeHus  peLueHus
YNONMHOMOYEHHOIO  (hefepanbHOro opraHa WCMOMHUTENbHOM BRacTu O MpPOBEAEHUN
yKasaHHbIX B YacTh 1 HacTosilen cTaTbu SKCNepTU3 3adaBUTENb NPeAcTaBnseT B 9KCNepTHOe
yuypexneHve Ans npoBefeHUs IKCMepTU3bl KayecTBa JfleKapCTBEHHOro cpeactea obpasupl
nekapCTBEHHOro npenapata Afs  BEeTEPUHAPHOro MNPUMEHEHUS, TMPOU3BEOEHHOIO B
COOTBETCTBUM C  TpeboBaHMAMM  TEXHOMOTMYECKMX  PErfiaMeHTOB,  YTBEPXKAEHHbIX
pykoBoaMTENEM  NPOU3BOAUTENHA  JIEKApCTBEHHbIX  CpeacTtB, a Takke  obpaseu
hapmaueBTUYECKOM CYOCTaHLUMM B KONMYecTBax, HeobxoauMmbiX A5t BOCNpPOu3BeneHUs
METOLOB KOHTPOMA KadecTBa.

3. lMNpu nonyyeHmn ob6pasuyoB nekapcTBEHHOro npenapara v dapmMaueBTUYECKON
cybCTaHuMM 3KCNepTHOE YyypexaeHue BblAdaeT 3adABUMTEN [OKYMEHT, MNoATBEpXAatoLimi
nosiyyeHme ykasaHHbIX 06pasuoB, M B CpPOK, He MpeBblalowmi Tpex paboumx gHewn,
yBeaoOMNsieT B MUCbMEHHOW opme 06 39TOM YMNOMHOMOYEHHbIN defeparnbHbIi OpraH
NCMNONHUTENbHOW BRacTu.

4. Cpok ons npeacrtaBneHust 3asButenem obpasuoB NEKapCTBEHHOro npenapara u
hapmaueBTUYECKON CyOCTaHLMM U CPOK YyBELOMIIEHMSI AKCMEPTHBIM yypexaeHnem o6 aTom B
NMMCbMEHHOW (popme YMNONHOMOYEHHOro defepanbHOro opraHa WCNOSHUTENbHOW BRNacTw,
yKasaHHble B 4acTax 2 M 3 HacCTosWeWn cTaTbW, HE BKOYAOTCA B CPOK MNPOBEOEHUS
yKa3aHHbIX B 4acTu 1 HacTosILEen cTaTbu IKCNEepTUS.

5. [JOKyMeHTbIl, NOCTYNUBLUME B IKCMEPTHOE yupexaeHue Ans npoBefeHUs YKa3aHHbIX
B 4YacTu 1 HacTosilen cTaTbM 3IKCNepTus, noarexar BO3BpaTy B YMNONIHOMOYEHHbIN
denepanbHbIM - OpraH  UCMNOMHUTENBbHOWM BRacTM OAHOBPEMEHHO C  3aKHYEHUAMWU MO
pesynbTaTtam yKasaHHbIX 9KCNepTus.

Cratbs 25. [loBTOpHOE NpoBeAeHNe SKCNEPTU3bl IEKAPCTBEHHbIX CPEACTB

1. B cnyyasx HegoctaTto4yHON 0B60CHOBAHHOCTU MM HEMOSHOTbI 3aKMOYEHNS KOMUCCUN
9KCNEepToOB, HaNMuMs B HEM MPOTMBOPEYMBLIX [aHHbIX, danbcudukaumm BbIBOOOB
9KCNepTu3bl JIEKAapCTBEHHOrO CpeacTBa, COKPbITUA OT YMNOMHOMOYEHHOro deaeparsibHOro
opraHa WCMOMHUTENbHON BfacTM OCHOBaHMK [Ansi OTBOAA 9JKcrnepta BCRAeacTBME €ro
3aMHTEpPECOBaAHHOCTN B pe3yribTaTax COOTBETCTBYHOLLENW IKCNEepPTU3bl, HanMumMs OaHHbIX O



npsMoM NMbo KOCBEHHOM BMeLLATENbCTBE B MPOLIECC COOTBETCTBYHOLLEN IKCNEPTM3bI NAL, HE
y4yacTBYWOLLMX B ee NpoBedeHUWN, HO OKasaBLUMX BNUAHME Ha MNpouecc U pesynbTaTbl ee
npoBeaeHnsi, YMNONMHOMOYEHHbIM  dpefeparnbHbiM  OPraHoM  UCMNOJSTHATENbHOW  BNacTtu
Ha3Ha4YaeTCcs MOBTOPHAA 3KCnepTu3a JlekapCTBEHHOro cpeacrtea U (M)  aTnyeckas
aKcnepTm3a.

2. T[loBTopHas 9aKkcnepTM3a NeKapCTBEHHOro cpeacresa MPOBOAUTCA C  Y4ETOM
pe3ynbTaTtoB paHee NpoBeLEHHOW 3KCNepTU3bl B CPOK, YCTAHOBSIEHHLIA YMNOAHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMOMHUTENBHOW BNAacTM U He NpeBbIWAWUn Tpuguatn paboymx
AHEN CO OHS MNOJSlyYeHUs] SKCMEPTHbIM YyYpexaeHneMm 3ajaHnsd Ha npoBefeHMEe NOBTOPHON
3KCNepTuM3bl TeKapCTBEHHOIO cpeacTBa.

3. ®duHaHcoBoe obecneveHne BbINOMHEHUA 3afaHus Ha MpPOBeAEHWEe MNOBTOPHON
3KCNepTM3bl NEeKapCTBEHHOIO CPeacTBa He OCYLLEeCTBNSAETCS.

CraTtbAa 26. YckopeHHas npouenypa aKkCnepTusbl NeKapCcTBEHHbIX CPEACTB

1. YckopeHHas npouedypa 9SKCNepTusbl fEeKapCTBEHHbIX CpPeacTB B - Uensax
rocygapCTBEHHOW pernctTpauumn InekapCTBEHHbIX MNpenapaToB MNPUMEHSIETCA B OTHOLLEHUMU
opdaHHbIX JIeKapCTBEHHbIX MpenapaTtoB, MNepBblX TpeX JIeKapCTBEHHbIX MpenapaTos,
pernctpmpyemblx B Poccuimckon ®egepauun B Ka4ecTBe BOCNPOM3BELAEHHbIX NIEKapCTBEHHbIX
npenapaToB, O4YepeaHOCTb KOTOpbIX OnpeaensieTcs B COOTBETCTBMM C HOMEPOM U OaTOM
BXOOSALWMX 3adBNEHUN O rocyJapCTBEHHOW perncrpaumm rnekapCTBEHHbIX npenapaToB B
paMKax OAHOr0 MeXAyHapOAHOro HenaTeHTOBAHHOIO0 HauvMEHOBaHUS NeKapCTBEHHOro
npenapata WM rpynnUPOBOYHONO HaMMEHOBaHWA FleKapCTBEHHOro npenaparta, U
NEeKapCTBEHHbIX MpenapaToB, npeAHasHa4YeHHbIX WUCKMAYUTENBHO ANd  NPUMEHEHUS
HecoBepLUEHHONETHUMM rpaXgaHamu.

2. YckopeHHass npoueaypa 9KCNepTu3bl JEKapCTBEHHbIX CPEeACcTB B Lensax
rocygapCTBEHHOW perncrTpauum nekapCTBeHHbIX NpenapaToB He NPUMEHSETCHA B OTHOLLEHUN:
1) 6noaHanoroBbix (6MONOAOBHLIX) NleKapCTBEHHbBIX NpenapaToB (buoaHanoros);

2) pedepeHTHbIX FeKapCTBEHHbIX npenapaToB (32 MWCKNKYEeHUeM oOpdaHHbIX
rfleKapCTBEHHbIX NpenapaToB);

3) BOCMpPOM3BEAEHHbIX NeKapCTBEHHbIX MpenapaToB (3a WCKNIYEHUEM nepBbIX Tpex
pernctpmpyemblx B Poccuickon ®egepaunn B Ka4ecTBe BOCNPOM3BELAEHHbIX NIEKapPCTBEHHbIX
npenapaTtoB W JeKapCTBEHHbIX MpenapaToB, MNpeAHasHa4YeHHbIX WCKIYUTENbHO Ans
NPUMEHEHNSA HECOBEPLUEHHONETHUMM rpakgaHammn);

4) HOBbIX KOMOMHALMI 3aperMCTPMPOBaHHbIX PaHee NeKapCTBEHHbIX NPenapaTos;

5) nekapCTBEHHbIX MpenapaToB, 3aperMCTPUPOBaHHbLIX paHee, HO NPOM3BEAEHHbIX B
APYrux fiekapCcTBeHHbIX popMax B COOTBETCTBUU C NepeyYHEM HaMMeHOBaHUN NeKapCTBEHHbIX
dopM 1 B HOBOM O0O3UPOBKE.

3. YckopeHHas npoueaypa 9KCNepTusbl NEeKapCTBEHHbIX CPeAcTB MNpoOBOAUTCA MO
PEeLlEHN0 COOTBETCTBYIOLLENO YMNOSTHOMOYEHHOrO doedepasnibHOro opraHa MCNOSIHUTENbHOM
BNacTM Ha OCHOBaHUM 3asaBMEeHUs 3asBUTENd B CPOK, HE MNpeBbILAKWMA BOCbMUOECATU
paboymx gHen. [pyn 3aTOM 3SKCNepTU3a OOKYMEHTOB, COAEPXKALUMXCA B PErnmcTtpaumoHHOM
AOCbe Ha NeKapCTBEHHbIN Npenapat, NPOBOANTCA B CPOK, HE NpeBbIaloLWnin 4eCcATU paboymx
AHEeN, 3KCnepTn3a KadecTBa NeKapCTBEHHOMO CPeacTBa M 3KCNepPTM3a OTHOLLEHUS OXXNOaeMON
Nosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSA NIEKapCTBEHHOrO npenapaTta npoBOAATCS B CPOK,
He NMpeBbILLAOLWMI LWeCcTNaecaTn paboumx gHen.

3.1. B oTHOWEHUN ophaHHbIX NEKApCTBEHHbIX NpenapaToB MOryT OblTb NpeacTaBMEHbI
pesynbtatbl OOKMAMHUYECKUX WCCNeLOBaHWA JEKapCTBEHHbIX CPEACTB U KIMHUYECKUX
nccrnegoBaHnn NekapcTBEHHbIX NpenapaToB ANs MeAnUUHCKOro NpUMEHEHUs, BbINOSTHEHHbIX
3a npegenammn Poccunckon degepauum B COOTBETCTBUMM C NpaBuiaMmm Hagnexaiien
nabopaTopHOM NPaKTUKM 1 NpaBMnamMm Hagnexallen KNMHUYECKOM NpakTUKK.

4. YckopeHHass npoueaypa 93KCnepTusbl JIEeKapCTBEHHbIX CPeaCcTB MNPOBOAMTCA B
nopsgke, yctaHoBrneHHoM ctatbamu 17 - 20, 23 u 24 HacTtosiwero ®efepanbHOro 3akoHa, u
He O3HayaeT CHwkKeHus TpeboBaHun K 6e3onacHOCTU, KadecTBy M 3PEKTUBHOCTU
NeKapCTBEHHbIX NpenapaTos.
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CtaTtbAa 27. PelueHune 0 rocyaapCTBEHHOM perncTpaumm nekapcTBeHHOro npenapaTta

1. B cpok, He npesbiwalowmin 4ecsatn paboynx aHen Co AHS NOMyYeHUs 3aKIYeHni
KOMMUCCUM 3KCNEPTOB MO pe3ynbTatamM 3KCNepTU3bl KayecTBa JIEKAapCTBEHHOrO cpeacTtea M
3KCNepTM3bl OTHOLWIEHUA OXUOaemMoW MoSfib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUSNA
neKkapCTBEHHOro npenapaTta, COOTBETCTBYHOLMNA YMNOSTHOMOYEHHbIN doefeparnbHbi opraH
NCMONHUTESTbHOW BracTu:

1) pasmewaeT Ha cBoeM oduumansHOM cante B ceTn "MIHTepHeT" cOOTBETCTBYHOLME
3aKMYeHNs KOMWUCCUW 3KCMEepTOB UM OCYLWEeCTBNAeT WX OUeHKY Ana  onpeneneHus
COOTBETCTBUSA 3a[aHMI0 Ha NPOBEAEHMNE ITUX IKCNEPTUS;

2) NnpMHMMaEeT peLleHne O rocyaapCTBEHHOM perncTpauumn nekapcTBeHHOro npenapaTta
unm o6 oTkase B rocygapCTBEHHOW perncTpaumm nekapCcTBEHHOro npenapara;

3) BHOCUT Mpu MPUHATUN peLLEHNa O rocygapCTBEHHOW pernctpauun fekapCTBEHHOMO
npenapaTta gaHHble O 3aperMcTpupoBaHHOM JfleKapCTBEHHOM Mpenapate, B TOM 4ucne o
dhapmaueBTU4eckorn cybcTaHummM, BXOASAWEN B COCTaB JfleKapCTBEHHOro npenapaTta, B
rocy4apCTBEHHbIA peecTp NieKapCTBEHHbIX CPEACTB U BblAaeT 3asBUTENO perncTpaunoHHoe
yOOCTOBEpPEHNE  NeKapCTBEHHOro  npenapaTta, (@(opma  KOTOporo  yTBepXpaeTtcs
YNONMHOMOYEHHbIM  bedepanbHbIM  OPraHOM  UCMNOJSTHUTENbHOW BfacTW, COrfacoBaHHbIE
HOPMAaTUBHYIO [AOKYMEHTAUUIO, HOPMATMBHbLIN AOKYMEHT, WMHCTPYKUMIO MO MPUMEHEHUIO
NeKapCTBEHHOrO nNpenapara U MakeTbl NEPBUYHOM YNAKOBKN N BTOPUYHON (NOTpebuTenbckomn)
YNaKOBKM C YKa3aHMEM Ha HUX HOMepa PEerncTpaumMoOHHOrO yAOCTOBEPEHUSA NEKAPCTBEHHOMO
npenaparta u gatbl €ero rocygapCTBEHHON perucTpaunm unm B criydae NpuHATUS pelleHns ob
OTKa3e B rOCyJapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapaTta yBegoOMIISieT B
nMCbMEHHON copme 3asBuTens o6 9TOM C ykasaHMeM MPUYUH Takoro oTkasa. 3a Bblgauvy
perncTpaunoHHoOro yAOCTOBEPEHUSA neKapCcTBEHHOro npenaparta B3MMaeTcs
rocygapcTBeHHasa MnoLufiHa B COOTBETCTBUM C 3akOoHoaaTenbCcTBOM Poccuickon denepaumm
O Hanorax u cbopax.

2. OcHoBaHMeM [Ansi OTkasa B roCyJapCTBEHHOW perncrtpauumn JiekapCTBEHHOro
npenapaTta Ans MeOULMHCKOrO MNPUMEHEHNA SABNSAETCS 3aKrioveHWe COOTBETCTBYHOLLEIO
YNONMHOMOYEHHOro hefepanbHOro opraHa MUCMNOSTHUTENbHOW BNacTM O TOM, YTO KayecTBO U
(MnKn) adPPEKTUBHOCTL PErMCTPUPYEMOrO NEKaApCTBEHHOrO npenaparta Ans MeamuuHCKOro
NPUMEHEHNA He NMoATBepPXAeHbl NOSTyYEHHbIMU OAHHLIMU UM YTO PUCK NPUYUHEHUs Bpeda
340pOBbIO0 YerioBeka BCReACTBME MNpUemMa feKkapCTBEHHOro npenapaTta gnsi MeguuMHCKOro
npUMeHeHNa NpeBbiwaeT 3PPEKTUBHOCTL €ro NPUMEHEHNS.

3. lNoBTOpHOE nNpeacTaBneHMe B COOTBETCTBYIOLNM YNONHOMOYEHHbIN dheepanbHbIn
opraH UCNoJSTHUTENbHOW BNacTy NekapcTBEHHOro rnpenapara, B OTHOLIEHUN KOTOPOro noslyveH
OTKa3 B rocyJapCTBEHHOW perucrpaumm n KoTopbi BMOCMEACTBUM NOABEPICA U3MEHEHUIO B
YacTM ero CcocTaBa, paccMaTpuMBaeTCA Kak npeacTaBfeHne HOBOro J1IekapCTBEHHOIo
npenapata Ha €ero rocygapCTBEHHYH pPermcTpaumio He3aBUCUMO OT COXPaHeHus ero
nepBUYHOr0 HAaMMEHOBaHMUSI.

4. lpu npegocTaBneHMn 3asiBUTENEM B COCTaBe PErMCTPaUMOHHOIO [OCbe Ha
NEeKapCTBEHHbIN  npenapaTt  Ans  BETEpPUHAPHOro  NPUMEHEHUS  KONUM  peLueHus
YNONMHOMOYEHHOIO  (hefepanbHOro opraHa WCMOMHUTENbHOM BRacTu O MpPOBeAeHUn
WHCMEKTMPOBaHUA MNPOU3BOOUTENSA FEeKapCTBEHHbIX CPEeACTB CPOK MPUHATUS pelleHna o
rocygapCTBEHHOW  perncTpaumm  fnekapCTBEHHOro npenapata Ans  BeTepuHapHOro
NPUMEHEHNA NPUOCTaHaBNMBAETCHA CO AHA MOJSTIyYEeHUS 3akNYEeHUW, yKasaHHbIX B 4YacTtu 1
HacTosWwen cTaTtbM, OO AHA MNPUHATUMS  YNOSHOMOYEHHbIM  doedeparibHbiM - OpraHoM
NCNOSNTHUTENbHOW BracTM pelleHust 0 Bblgade unm o6 OTkase B Bbldaye 3aKlyeHus o
COOTBETCTBUN NPOU3BOAMTENS NEKApPCTBEHHbIX CPEeACTB TpeboBaHMsAM NpaBusl Hagnexawemn
NPOV3BOACTBEHHOM NPAKTUKK, HO HE Bonee Yem Ha CTO BOCEMbAECAT pabounx gHeN.

5. OcHoBaHuMeM pnsi OTkasa B rOCYQapCTBEHHOW permcTpauumn JekapCTBEHHOMO
npenapaTta Ans BeTepuMHapHOro MNpUMEHEHNA HABNAETCH 3aknioYeHne YrnofIHOMOYEHHOro
defepanbHOro  opraHa WCMOMHUTENbHOM BRacTM O TOM, YTO KayectBo U (4nu)
3(PPEKTUBHOCTb  PErUCTPUPYEMOro fieKapCTBEHHOro npenapaTta Afs  BeTepUHApPHOro
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NPUMEHEHNSA He MOATBEPXAEHbI NOSTYYEHHBIMU OAHHLIMU WUAW YTO PUCK NPUYUHEHMUS Bpeaa
30POBbIO XXMBOTHOIO BCNEACTBME NpUeMa fekapCTBEHHOro npenapara Ans BeTepUHApPHOro
NnPUMeEHeHNa npeBbiwaeT 3PEPEKTUBHOCTL €ro MNPUMEHEHUH, OTKa3 YMNOSIHOMOYEHHOIo
dheepanbHOro opraHa WCMOMHUTESNTbHOW BMacTM B BblAade 3akfioyeHust O COOTBETCTBUU
npou3BoaMTENSA  NEKAapCTBEHHbIX  cpeacTB  TpeboBaHMaAM  npaBui  Hagnexawlen
NPOU3BOLACTBEHHOW MPAKTUKN ON1S KaXO0W NPOU3BOLACTBEHHOW MNNOLWAAKW PernctpupyemMoro
fleKkapCTBEHHOro npenapaTa Afs BETEPUHAPHOro NpUMEHEHUs B CrnyyYae, ecrnv NpouM3BOACTBO
NeKapCTBEHHOro npenaparta Ans  BeTepuHapHOro rMpUMEHEeHUs OcCyLllecTBrseTcs 3a
npegenamu Poccunckon degepaumm, unm OTCYyTCTBME TAKOrO 3aKHOYEHUS.

Cratba 27.1. [lopagok onpegeneHMss B3aMMO3aMEHAEMOCTU  NeKapCTBEHHbIX

npenapaToB 419 MEANLNHCKOro NpUMeHeHus

1. BsauMmo3aMeHAeMOCTb NneKkapCTBEHHbIX npenapatoB  Ans  MeaULUMHCKOro
npuMeHeHna onpenenseTca B MNopsake, ycTaHoBreHHOM [lpaButensCTBOM Poccuinckon
depgepaumm, Ha OCHOBaHUM CrieayroLmMxX napaMmeTpoB:

1) okBuBaneHTHoOCTb (ons  ©OuoaHanoroBbiX (6MonNogo6HbBIX)  NEeKapCTBEHHbIX
npenapatoB (6uoaHanoroB) - COMOCTaBMMOCTb) KAaYeCTBEHHbIX W  KONMYECTBEHHbIX
XapakTepucTuk dapmMaueBTUYECKMX CybCcTaHUMn (MCNOMb30oBaHWE pPasfiIMYHbIX  COMEen,
3(hnpoB, KOMMMEKCOB, M3OMEPOB, KPUCTANIMYECKNX POPM U APYrMX NPOM3BOAHbLIX O4HOMO U
TOro e OeWCTBYHOLLEro BewecTBa He ABNAeTCs NpensaTcTBMeM ANd B3aMO3aMeHAeMOCTU
NleKapCTBEHHbIX MpenapaTtoB, ecnv npu NpoBefeHMUM uccnenoBaHusi BUO3KBUBANEHTHOCTU
NeKapCTBEHHOro npenapara unm B criy4ae HeBO3MOXHOCTU NpoBeAeHUst 3TOro uccnegoBaHus
npu npoOBEAEHUN UWCCreOoBaHUA TepaneBTUYECKOW 9SKBMBANEHTHOCTM JleKapCTBEHHOIO
npenapaTta [OKa3aHO OTCYTCTBME KIMHUYECKU 3HAYUMbIX pPasfiMynun apMakOKUHETUKU U
(vnn) BGesonacHoCTM M 3APPEKTUBHOCTU NEKAPCTBEHHOrO npenapata Ans MeauuUHCKOro
NPUMEHEHNS);

2) 3KBUBANEHTHOCTb JIEKAapCTBEHHON (PopMbI (MOA IKBMBANEHTHBIMU JIEKAPCTBEHHBIMU
dopmMaMn NOHMMAOTCA pasHble NeKapCTBEHHblIE (POPMbI, MMEIOLME OANHAKOBbIE Cnocob
BBeAEHUA M cnocob npumeHeHusi, obnagarolime conoctaBUMbIMU PapMaKOKMHETUYECKUMM
Xapaktepuctmkamm 1 (apMakonormyeckum aenctenem K - obecnedmBarowme Takke
OOCTUXEHNe Heobxoaumoro KnnHuyeckoro adbdekta. Pasnuums nekapcTBeHHbIX hopM He
ABNAIOTCA NPenaTcTBMEM ONs  UX B3aMMO3aMEHSIEMOCTM, €Cnn  npu  NpoBedAeHUU
nuccrnegoBaHna  GUMO3KBMBANEHTHOCTM  NIEKAPCTBEHHOrO  npenapata  wWnin B Crnyyae
HEBO3MOXHOCTM MpPOBEAEHUs 3TOr0 UCCredoBaHWa npu  nNpoBedeHun UccregoBaHus
TepaneBTMYECKOM OSKBMBANEHTHOCTM JleKapCTBEHHOrO npenapaTta [JokKa3aHO OTCYTCTBUE
KNMMHUYECKM  3HAYUMbIX  pasnuuuMi  (papmakokmHeTukn u  (unu) 6Ge3onacHoctTM U
3(P(PEKTUBHOCTIM NIEKAPCTBEHHOIO NpenapaTa aAns MeanumMHCKOro NpUMEHEHUS);

3) O9KBMBAIIEHTHOCTb WM COMOCTaBMMOCTb COCTaBa BCMOMOraTesflbHbIX BeLlecTB
fleKapCTBEHHOro npenapata And  MeAUUMHCKOro  NpUMEHeHMsa  (pasnuuus  cocTaBa
BCNoMoraTesibHbIX BELLECTB NeKapCTBEHHOro npenapara ana MeavumHCKOro npuMeHeHnsa He
ABMAOTCA NpPenaTtcTBMEM ANS  UX  B3aMMO3aMEHSIEMOCTW, €Cnv  Mpu  NpOBeAEeHUn
nccnepoBaHnst OMO3KBMBANEHTHOCTM JIEKAPCTBEHHOrO npenapata  Ans  MeauuMHCKOro
NPUMEHEHNA WU B ClNy4yae HEeBO3MOXHOCTM MPOBeAEeHNd 3TOro UcCCrnegoBaHua npu
npoBefeHUn uccrnegoBaHNsa TepaneBTUYEeCKON 3KBUBANEHTHOCTU NIeKapCTBEHHOMO npenapara
AN MeAMUMHCKOrO MpPUMEHEHUs OOKa3aHO OTCYTCTBME KIMHUYECKU 3HAYMMbIX Pasfivyunn
dhapmMakoknHeTMKN 1 (Mnn) 6esonacHoOCTN 1 3PHEKTUBHOCTM NNIEKAPCTBEHHOMO Npenapara ans
MEANLMHCKOrO NpuUMeHeHus. pu 3TOM pasnnumsi cocTaBa BCMOMOraTeribHbIX BELLECTB He
OOSDKHbI  MPUBOAUTL K PUCKY BO3HUKHOBEHUS CEPbE3HbIX HeXenaTerlbHbIX peakunn y
OTAENbHbIX rPYNM NALMEHTOB UMM MOBbLILLIEHNSA YaCTOTbl UX BO3HUKHOBEHUS);

4) ngeHTUYHOCTb cnocoba BBeAEeHUS U NPUMEHEHNS;

5) oTcyTCTBME KIIMHMYECKM 3HAYUMbIX Pas3nMynun Npu nNpoBeAEeHUU UCCreaoBaHus
OMO3KBMBANEHTHOCTU NleKApCTBEHHOrO npenapata wWiM B Crnydae HEBO3MOXHOCTU
npoBeaEHNsI ATOr0 UCCeOoBaHUSA OTCYTCTBME KITMHUYECKM 3HAYMMBbIX Pasnuynin nokasaTenemn
GesonacHocTM ©  3PPEKTUBHOCTM  NIEKApPCTBEHHOrO npenapata npu  nNpoBegeHun
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nccnegoBaHnsa TepaneBTUYECKON SKBMBANEHTHOCTU. [JaHHbIM napamMeTp He NMpUMEHSIETCHA B
OTHOLLEHUM BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX NpenapaToB, yKa3aHHbIX B Yactu 10 ctatbu
18 Hactosiwero denepanbHOro 3akoHa. B oTHoweHun 6GuoaHanoroBbix (6MonogoOHbIX)
NeKkapCTBEHHbIX NpenapaTtoB (buoaHanoroB) AaHHble 00 OTCYTCTBUMM KITMHUYECKN 3HAYUMBbIX
pas3nuumin 6e3onacHoCcTn, 3PPEKTUBHOCTM U MMMYHOTEHHOCTM JIEKAapCTBEHHOrO npenapara
no pesynbtataMm MNPOBEeAEHUS KIIMHUYECKUX UCCredoBaHUW NpefoCcTaBnslTCca B nopsake,
YCTaHOBIIEHHOM HaCTOSLLEN HYaCTbIo;

6) cooTBEeTCTBME MPOM3BOOMTENS  NleKapCTBEHHOro cpencrtBa  TpeboBaHMAM
Hagnexawen Npon3BoACTBEHHOW NPaKTUKN.

2. CpaBHeHMe napamMeTpoB pPerucTtpupyemMbliX JleKapCTBEHHbIX MpenapaTtoB Ans
MEOMLMHCKOTO  MPUMEHEHUSI  OCYLLECTBASETCA  KOMUCCUMEN  SKCMEPTOB  IKCMEPTHOro
yypexaeHusi pyu NpoBeaeHUn 3KCNepTU3bl TakNX NEeKapCTBEHHbIX NMpenapaToB B npouecce Ux
rocygapCTBeHHOW pernctpaumn. BbiBogbl 3KCMEepToB O  B3aMMO3aMEHSEMOCTUM  UNuU
HEB3aMMO3aMEHAEMOCTM JlIeKapCTBEHHbLIX MpenapaTtoB A1 MEOUUMHCKOTO MNPUMEHEHUS,
caenaHHble B peaynbTaTte 3TOr0 CpaBHEHUs, OOPMNSAITCA B BuUOE MPUNOXEHUS K
3aKMYEHNI0  3KCNepToB Mo opMe, YTBEePXAEHHOW YNOSTHOMOYEHHbIM dedeparnbHbIM
OpraHoOM UCMONHUTENBbHOW BNACTM.

3. TllonoxeHna HacTosILEW CTaTbWM He pPacnpoCTPaHATCA Ha pedepeHTHble
nekapCTBeHHble npenapartbl, NeKkapCTBEHHbIE pacTUTemnbHble Npenapartbl, roMeonaTnyeckne
NeKapCTBEHHbIE MpenapaTbl W NeKapCTBEHHble npenapaTbl, KOTOpble paspelueHbl ans
MeanLUMHCKOro npumeHenuns B Poccuiickon degepaunn 6onee agaguat nNeT n B OTHOLLIEHWMN
KOTOPbIX HEBO3MOXHO NPOBeAEHNE NCCNefoBaHNS NX BMO3KBMBANEHTHOCTN.

CraTtbAa 28. PerncrpaumoHHOe yOoCTOBEpPEHME NeKkapCTBEHHOIo npenapara

1. PerncrpaumMoHHOEe YyAOOCTOBEPEHME JIEKAPCTBEHHOrO npenapata C yKasaHuem
NEKapCTBEHHbIX (OPM U  [O3MPOBOK  BblaaeTcss  GeccpoyHO, 3a  UCKIHYEHMEM
permcTpaunoHHOro yaoCTOBEPEHNSA NEKapCTBEHHOrO npenaparta, BbldaBaemMoro cCo CPOKOM
AencTBus nATb  NeT, Ha BnepsBble pernctpupyemble B Poccuiickon ®depepauuu
neKkapCTBEHHbIE nNpenapaTbl.

2. [lo wcTeyeHuM ykasaHHOro B 4YactTu 1 HacTosWeEeW cTaTbM CpPoKa BblAAeTCs
BeccpoyHoe perncTtpaumoHHoe YOOCTOBEpPEeHWe NeKapCTBEHHOro npenapaTta npu yCrioBuu
noaTBePXAEeHUs ero rocygapCTBEHHON perucTpauumn.

3. B cnyyae BHeceHna B cootBeTcTBMM cO cTatbamm 30 m 31 HacToswero
depgepanbHOro 3akOHa W3MEHEHWW B cogepxallmecss B pPermcTpauMoHHOM [JOoCbe Ha
3aperncTpupoOBaHHbIN NIEKAPCTBEHHLIN Npenapat OOKYMEHTbI, 3aTparvBalolimMx CBeAEeHUs,
OTpPaXeHHble B  PerncTpauMoHHOM  YOOCTOBEPEHUW  NleKapCTBEHHOro  npenapara,
YNOSTHOMOYEHHbIN  dpeepanbHbIn - OpraH  UCMOSIHATENbHOW  BNacTu  BblgaeT  HOBOe
perucTpauuoHHoe yaoCTOBEPEHME feKapCTBEHHOro npenapara, cogepxallee BHECEHHble B
HEero M3MeHeHus1.

4. B cnyyae yTpaTbl WNU NOBPEXOEHUS PErucTpauuoHHOro YAOCTOBEPEHUs
NIeKapCTBEHHOro npenapata nNo 3asiBNEeHU0 B MNUCbMEHHOW (popme aepxatens wnm
Bnagenbua perucTpauuoHHOro  yOOCTOBEPEHUS  JIeKAapCTBEHHOro  npenapata  wunuv
YNONMHOMOYEHHOIO  MMW  OPYyroro  HpuMAMYeckoro nuua o  Bblgadye  gybnukaTta
perucTpauuoHHOro  yAOCTOBEPEHUs  JIeKapCTBEHHOro  npenapata  YNoSIHOMOYEHHbIV
degepanbHbI OpraH UCNOMHUTENbHOW BNAacTU B CPOK, HE MPeBbILIAWMA AeCcaTn padboumx
AHEN CO OHSA NOCTYNNeHNs 3asBreHns, BolgaeT aybnmkaT permcTpaumoHHOro ygoCcToBepeHus
flekapCTBeHHOro npenaparta. 3a Bblgadvy Aybnukata perMcrpaumoHHOrO yaooOCTOBEPEHUS
NeKapCTBEHHOro npenapaTta B3uWMaeTCs rocydapCTBEHHas MOWrMHa B COOTBETCTBUM C
3akoHogatenbcTBoM Poccuinckon Gegepaunn o Hanorax n cbopax.

Cratba 29. [logTBepxaeHwe rocydapCTBEHHOW perucTpauum  JieKapCTBEHHOro

npenapaTta

1. TlloaTtBepxaeHve rocydapCTBEHHOM perucTpauumM fekapCTBEHHOro npenaparta
OCyllecTBMAsgeTCa npu  Bblgaye  BGECCPOYHOro  pPerucTpauuoHHOro  yOOCTOBEPEHUSA
NeKapCTBEHHOro npenaparta B cClfyyae, YkasaHHOM B 4acTu 2 ctatbuM 28 HacTosiwero
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depgepanbHOro 3akoHa, B CPOK, HEe MNpPEeBbIWAWNA LecTnaecsatm pabounx gHenm co AHSA
Nnosly4eHnsi COOTBETCTBYIOLUM YNONHOMOYEHHbIM doefieparibHbIM OpPraHoOM UCMNOSTHUTENBbHOM
BNacTM 3asiBNeHnd O MNOATBEPXOEHMM T[OCYyNapCTBEHHOW pernctpauumn fekapcTBeHHOro
npenapaTta. He ocyuwecTBnseTcs noATBEPXAEHWE rocyLapCTBEHHOW perucTpauMm B
OTHOLLEHUM NEKAPCTBEHHOro npenapaTta, He HaxoauBlierocsi B obpauweHun B Poccuickon
depepaumm B TeyeHne Tpex u bonee net, a Takke B OTHOLUEHUM NEKAPCTBEHHOrO CPeacTBa,
NpPoOn3BeLEHHOrO C HapyleHMem TpeboBaHus, YCTAHOBMEHHOro 4acTtbto 3.7 ctatbu 71
HacToswwero ®efepansHOro 3akoHa.

2. 3aaBneHve O NOATBEPXOEHUM TOCYyAApPCTBEHHOW perncTpauumn rekapCTBEHHOro
npenapaTta npeacTaBnseTcd B COOTBETCTBYHOLWMN YNONHOMOYEHHbIM hbeaepanbHbld OopraH
WCMONHUTENbHOW BIIAaCTU HE paHee YeM 3a CTO BOCEMbAECAT OHEW A0 WUCTEYEeHUs Cpoka
AEeNCTBUS pPerncTpaumMoHHOro yaoCToBepeHus fiekapCTBEHHOMO npenapara.

3. [llogTeBepxaeHwe rocygapCTBEHHOMW perucTpaummn rekapCcTBEHHOro npenaparta
OCyLecTBNAeTCa Mo pesynbTaTaM 3KCMepTU3bl OTHOLUEHUS OXUOAeMOW Mofb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS NIEKapCTBEHHOrO npenaparta Ha OCHOBaHUW pe3ynbTaToB
MOHUTOPUHra 3PPEKTUBHOCTM M GE30NacHOCTM fIeKapCTBEHHOrO npenapara, NpoBOAMMOro
aepxatenem unu  BrnagenbuemM  perucTpaumoHHOrO  yAOCTOBEPEHUA  FIEKAPCTBEHHOTO
npenapaTta fiMbo ynofIHOMOYEHHBIM UMW HOPUANYECKUM FIULIOM, @ Takke COOTBETCTBYIOLLUM
YNONMHOMOYEHHbIM (hbeaepanbHbiM OpraHoOM WUCMOMHUTENTbHOW BacTM B COOTBETCTBUU C
TpeboBaHnamMu ctatbn 64 HacToswero PegepanbHOro 3akoHa.

4. K 3asBrneHnio 0 NOATBEPXAEHUU TOCYydapCTBEHHOW perncrtpauumn rnekapcTBeHHOro
npenapaTa ana MeauuUHCKOro NpUMEHEHUs nNpunaratoTCs:

1) [OOKyMeHTbl, coaepxawume pesynbTaTtbl MOHUTOPUHra 3MEEKTUBHOCTN U
©e30nacHOCTM NeKapCTBEHHOro npenapata Ans MeauuMHCKOro npuMeHeHns, npoBeaeHHOro
agepxatenem unu  BrnagenbuemM  perucTpaumoHHOro  yAOCTOBEPEHUA  NeKapCTBEHHOTO
npenapaTta And MeauMUMHCKOro MNPUMEHEHNS NUOO YNONMHOMOYEHHBIM WM  OPUONYECKUM
nmyomMm, no  dopme,  YTBEPXKOAEHHOMW  YMNOMHOMOYEHHbIM  bedeparnbHbIM  OpraHoMm
NCMNONHUTENbHOW BRacTy;

2) Konus NMUEH3UN Ha NPOMN3BOACTBO NEKAPCTBEHHbIX CPEACTB UMK KOMUS 3aKnioyYeHns
O COOTBETCTBUM NPOU3BOAMTENSA  NEKApPCTBEHHbIX CpeacTB TpeboBaHMAM  npaBun
Hagnexawen npPoV3BOACTBEHHOW MNPAaKTUKW, BblAAHHLIX YMNOMHOMOYEHHbIM deaepanbHbIM
OpraHOM  WUCMOSHUTENbHOW BfacTM B  OTHOLIEHUW  MPOU3BOACTBEHHOM  MSIOWAAKK
NeKapCTBEHHOro npenapara 4ns MeguUMHCKOro NPUMEHEeHUs1, rocyfapCTBEHHAA perncrtpauus
KOTOPOro noaTBepXaaeTcsi B Criydyae, ecriv npou3BOACTBO flEeKapCTBEHHOro npenapaTta gns
MeanLMHCKOro NnpuMeHeHus ocyulectenseTcs B Poccuinckon degepaumu;

3) KOnusi Bbl4@HHOW YNMOSIHOMOYEHHbLIM OpPraHOM CTpaHbl NPON3BOAUTENS NNLEH3UN Ha
NPOn3BOACTBO NEeKapCTBEHHOro npenaparta Ansg MeanUUHCKOro NpuMeHeHust U ee nepeso Ha
PYCCKUIN $3blK, 3aBEPEHHblE B YCTAHOBSIEHHOM MOpPSiAKE, a TakKe KOMUS 3aKr4veHus O
COOTBETCTBUN NPOU3BOAMTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHMAM NpaBuil Haanexawemn
NPOU3BOLACTBEHHON MNPAKTUKW, BbIAAHHOMO YMOMAHOMOYEHHbLIM hbeaepanbHbiM  OpraHoM
NCMNOSTHATENBHON BfacTM B OTHOLWEHUW MPOU3BOACTBEHHOW MNOWAAKM JIEKAapCTBEHHOMO
npenapata Ana MeAMUUHCKOrO MPUMEHEHUs, TFOCYyAapCTBEHHas perucrpauusi KoToporo
noaTBepxaaeTcsd, WM KONUA  pelleHUd  YyNorTHOMOYEHHOro  doefeparnbHoro opraHa
NCMONHUTENbHOW BIACTU O NPOBEAEHUN WMHCMEKTUPOBAHMS NPOU3BOLAUTENS NEeKapCTBEHHbIX
CpeacTB B Criydae, ecnv Mpou3BOACTBO JIEKAapCTBEHHOro npenapaTta Ans MeguuMHCKOro
NPUMEHEHNS OCyLLIECTBIISIETCA 3a npegenamm Poccuinckon denepaumn.

4.1. B OTHOWEHMN OMONOrMYECKMX NEKAPCTBEHHLIX NpenapaTtoB AN MeaUMLMHCKOro
NPUMEHEHNA 3asBUTENb  AOMONHUTENbHO MNPEACTaBnseT pe3ynbTaTtbl  MEepOonpusTUn,
NpesyCMOTPEHHbIX MMaHOM  ynNpaBrieHUs pUCKaMK, YTBEPXOAEHHbIM  YNOMHOMOYEHHbIM
denepanbHbIM OpraHOM WCMOMHUTENbHON BRAAcTXM MpPWU OCYLLECTBIEHUN FOCYyAapCTBEHHOM
perncTpauum nekapCcTBeHHOro npenaparta ans MeauuuHCKoro npuMeHeHus:.

4.2. K 3a9BneHno 0 NOATBEPXOEHUN FTOCYOAaPCTBEHHOM perncTpaummn fiekapcTBEeHHOro
npenapaTta [Ans BeTepUHaApHOro MNPUMEHEHUA rMpunaralTca LOOKYMEHTbl, coaepalume
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pes3ynbTaTtbl MOHUTOPUHIa 3PPEKTUBHOCTM N BE30MAaCHOCTM NIEKAapCTBEHHOrO npenapara gns
BEeTEpPUHaApPHOro NpUMEHEHWS, npoBOANMOrO aepxarenem nnu Bnagenbuem
pPerMcTpaunuoHHOro yAOCTOBEPEHUA FEeKapCTBEHHOro npenapata Ans  BeTepUHapHOro
npuMeHeHna NMbo yNnosIHOMOYEHHBIM UM HOPUONYECKUM NMLOM, N0 opMe, YTBEPXKAEHHOM
YNONMHOMOYEHHbIM  dpefepanbHbiM  OpPraHoOM  WUCMOMHUTENBHOW BNactn, W OOKYMEHTHI,
ykasaHHble B nyHkTax 1, 2 - 2.2, nognyHkrax "a", "6", "k", "n" nyHkta 4 yactn 3 ctatbn 17
HacToswero ®efepansHOro 3akoHa.

43. C 3aaBneHMeM O [MOATBEPXOEHUN  TOCYyOApCTBEHHOM  perucrpauuu
rfleKapCTBEHHOro npenapaTa 3asBUTENb npeacraenseT KOnuio OOKyMEHTa,
noaTeepxgaroLero ynnaty rocygapCTBeHHON NOLLIMNHBI 3a nogTeepxgeHue
rocygapCTBEHHOW perucTpauum nekapcTBEHHOro npenapara, niMbo MOXeT npencTaBuUTb
YKa3aHHbIA JOKYMEHT No cO6CTBEHHOM nHMUMaTmBe. B cnyvyae HenpeacTaBneHnsa ykasaHHOro
AOKYMEeHTa YMNOSIHOMOYEHHbIN doefeparnbHbii OpraH WCMNOSIHUTENbHOM BfiacTuU nNpoBepseT
dakT ynnaTtbl rOCygapCTBEHHOW MOLWIMWHBI 3asiBUTENeM MnocpeacTBOM MCMNONb30BaHNUSA
nHdpopmMmauum 06 ynnate rocygapCTBEHHOW MOLWUNMHBI, copepXxallencs B focyaapcTBEHHOM
MHOPMALNOHHOM CUCTEME O rOCYapCTBEHHbBIX U MYHUUUNAIbHbIX NnaTexax, Ha OCHOBaHUU
npeacTaBneHHON 3asBUTENEM KOMun  OOKYMEHTa, noaTBepXxaarowero  ynnaty
rocygapCTBEHHOW NOLUSNHbI.

5. B TeueHne gecatn paboumx gHEN CO OHA NPUHATUA 3aaBnEeHUs O NOATBEPXAEHUU
rocygapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapata U OOKYMEHTOB, COAepKallmX
pe3ynbTatbl MOHUTOPWUHra 3pdeKkTUBHOCTN M Ge30macHOCTU feKkapCTBEHHOro npenapara,
npoBOAMMOro  AepXaTenem Wnu  BragenbueM  pPerncTpaumMoHHOrO  YAOCTOBEPEHUS
NEeKapCTBEHHOro npenapata JNMOBO  YNOSTHOMOYEHHBIM UMW HOPULOMYECKUM  FIMLIOM,
YNOSTHOMOYEHHbIN doefeparbHbIM OpraH UCNONHUTENBHOW BacTu:

1) npoBOAUT nMpOBEpPKY MOSMHOTbI CBEAEHUW, coAepXallMxcs B MpeacTaBneHHbIX
3asiBUTENEM AOKYMEHTAX;

2) NpUHUMaEeT pelleHne O npoBedeHun nnn o6 oTkase B NPOBEOEeHUU IKCNepTusbl
OTHOLWLEHMS OXMAAEMOM MNOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JIEKapCTBEHHOMO
npenapata Ha OCHOBaHWM pPe3ynbTaTOB MOHUTOPUHra 3PEPEKTUBHOCTM N GE30NacHOCTU
nleKkapCTBEHHOro npenaparTa, NpPoBOAMMOrO aepxarenem nnu Bnagenbuem
pPerncTpauLnoHHOro yaoCTOBEPEHMUS NEKAPCTBEHHOMO npenapata fiMbo ynosIHOMOYEHHBbIM MU
IOpUANYECKMM  NMLUOM, a Takke deaeparnbHbiM OpPraHoM WCMNOSIHUTENBHOW BracTu B
CcoOoTBETCTBUMN C TpeboBaHuAMM cTaTbh 64 HacToswero ®enepanbHOro 3aKoHa;

3) yBegomnsieT B 9NEKTPOHHOM opme WM MNUCbMEHHON dopme 3asBuTens wu
9KCMNEPTHOE yuYpexaeHne O NPUHATOM peLueHnn nnbo B cryyae NpuHATUA pelleHnst o6 oTkase
B NPOBEOEHUM IKCNEPTU3bl YKa3biBAET NMPUYUHBI TAKOro oTKasa.

6. B cnyyae BbISiBNieHUS HeQOCTOBEPHOCTU M (UNX) HEOOCTaTOYHOCTU MHOpMauuu,
cogepxallemcsa B NpeacTaBfieHHbIX — 3asiBUTENEM  JOKYMEHTaX,  YNOSIHOMOYEHHbI
denepanbHbli  OpraH MUCMONHUTENBHOMW BNAcTW HanpaenseT 3asBuTento 3anpoc 06
YTOUYHEHUN YKa3aHHOW WHQopMauun. 3anpoc YNOSIHOMOYEHHOro heaepanbHOro opraHa
WCNOSNTHUTENbHOW BMacTm MOXeT ObiTb nepegaH YyNnosIHOMOYEHHOMY NpencTaBUTENtO
3asBUTENSA NNYHO NOL PacnuCKy, HanpaBfieH No No4YTe 3akasHbiM MMCbMOM UMW NepefaH B
3MEeKTPOHHOM pOpMe MO TeneKOMMYHUKAUVMOHHbIM KaHanam cBa3n. B cnyvae HanpaBneHus
3anpoca YMNONIHOMOYEHHOrO deaepanbHOro opraHa WCNOSHUTENbHOW BflaCTU MO  MouyTe
3aKa3HbIM MUCbMOM OH CYMATAeTCs MOJSlyYEHHbIM MO WCTEYEeHUM LWeCTu AHenW C AaThbl
HanpaBfieHMs1 3aKa3HOro nNucbma.

7. 3asButenb o0643aH nNpeacTaBUTb  OTBET Ha  3anpoc  YNOSIHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENBHOM BlacTU B CPOK, He MpeBbllalowmn geBsiHOCTa
pabounx OoHen co gHA ero nonydeHus. Cpok, ykasaHHbI B 4acTu 5 HacTosLWen cTaTbwy,
npuocTaHaBnNMBaeTCss CO [OHA HanpasfeHusa 3asiBUTEN0 3anpoca  YNOSHOMOYEHHOro
heepanbHOro opraHa MCMNOSIHUTENbHOW BlacTW A0 AHSA NOSyYeHUs UM COOTBETCTBYHOLLEro
OTBETA W HEe Y4YUTbIBAETCA MPU WUCYUCIIEHUM CpOKa MOATBEPXKOAEHUS TFOCYyaapCTBEHHOMN
perucrtpauum nekapCTBEHHOro npenapara.
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8. OcHoBaHMeM [nsi OoTKasa B MNPOBEAEHUM IKCMEPTU3bl OTHOLUEHUS OXnOaeMoWn
nosib3bl K BO3MOXHOMY PUCKY TMPUMEHEHUs JleKapCTBEHHOro npenaparta sBnseTcd
npeacTaBneHne AOKYMEHTOB, coAepXalimx pesynbTaTbl MOHUTOPUHra 34dEKTUBHOCTU U
Ge3onacHOCTM neKapCTBEHHOro npenapata, W (UnKM) B  OTHOWEHUM BUMONOrNYEeCcKMX
NeKapCTBEHHbIX NpenapaToB pe3yfbTaToOB OCYLLECTBEHUS MEPOnpUsaTUA B COOTBETCTBUMN C
NnnaHoM ynpasneHus puckamu, yTBepXOeHHbIM YNONMHOMOYEHHbIM doefepasibHbiM OpraHoM
UCMONHUTENbHOM  BracTU  NpWM  OCYLLECTBNEHUM  FOCydapCTBEHHOM  perucTpauum
NEeKapCTBEHHOro  npenapaTta, B  HenonHoM ob6beme, OTCyTCTBME  WMHpopmauum,
noareepxgarowlen akt  ynnatbl rOCy4apCTBEHHOM MOWMWHBLI  3a  noaTeBepXaeHue
rocyadapCTBEHHOM perncTpauum nekapCcTBEHHOro npenaparta, nvbo HenpencraBneHve
3adBuUTENEeM B YCTAHOBJSIEHHbIN CPOK OTBETa Ha YyKa3aHHbIN B 4YacTu 6 HacTosLWen cTaTbu
3anpoc YnosIHOMOYEHHOro doefiepasnibHOr0O OpraHa WCMONHUTENbHOM BRacTW, a Takxke
OTCYTCTBME B YKa3aHHbIX JOKYMEHTax MHopMauumn, kKotopasi 4oShkHa ObITb B HUX OTpaXKeHa.

9. OKcnepTv3a OTHOLLEHUS OXMOAeMOW MOfb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSN
NleKapCTBEHHOro npenapata B Uenax MNOATBEPXAEHUA TOCyLapCTBEHHOM perncrpauumn
NeKapCTBEHHOro npenapara NpoBOAUTCA KOMUCCUEWN IKCNEPTOB IKCNEPTHOro yYpexaeHnsa B
CPOK, HE MpEeBbILIALWMA COpoka pabounx gHen.

10. B cnyyae HefoCTaTOYMHOCTM MNPeACTaBfIEHHbIX JKCMEpPTYy MaTtepuanoB Ans Layu
3aKknoYeHns  akcnepT obpawaeTcs K pyKOBOAUTESMIO  3KCMEPTHOrMO  yupexaeHus o
npefocTaBfieHMn eMy HeobXoaMMbIX MaTepuanoB. PykoBoaUTENb 3KCNEPTHOrO yYpeXaeHns
obpaljaeTca C COOTBETCTBYIOLLMM 3anpocoOM B YMNOMHOMOYEHHbIN heaepanbHbid opraH
WCMONHUTENbHOM BNacTW, BblOABLIWA 3aJaHWe Ha MpoBeAeHWe 3KCNepTu3bl OTHOLUEHUS
OXnagaeMonm Mnosib3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOro npernaparta Ha
OCHOBaHWW [OKYMEHTa, coAepXallero peaynbTaTtbl MOHUTOPUMHra 3EKTUBHOCTU U
6e3onacHOCTM nekapcTBEHHOro npenapata. B TeyeHue natu paboumx OHEW Cco  AHSA
NOCTYNMNEeHUs 3anpoca pPyKoBOAMTENSA IKCNEPTHOro yYpeXAeHUsa ykasaHHbli dpefepanbHbii
opraH WCMOSIHNTENBbHOW BIlACTM HanpasngeT 3asiBUTEN0 3anpoc O npeacTaBleHnn
HeoOXoOuMbIX  MaTepuanoB, KOTOpPbIW MOXeT ObiTb nepejaH  YNOSIHOMOYEHHOMY
npeacTaBUTESNO 3aAaBUTENS NUYHO NOL PacnuCcKy, HarnpasfeH No noyte 3akasHblM MMCbMOM
Unu nepegaH B 3NEKTPOHHON hopmMe No TENEKOMMYHMKALMOHHBLIM KaHanam cssasn. B cniyvae
HanpasfieHMs1 3anpoca YnosIHOMOYEHHOro doefeparibHOro opraHa WCMOMHUTENbHOW BnacTtu
Nno NoYyTe 3aka3HbIM MUCbMOM OH CYMTAETCHA NOSyYEHHbIM MO UCTEYEHUMN LWECTU OHEW C AaTbl
HanpaBneHus 3akasHoro NnMcbMma.

11. 3aaButenb o00s3aH npeacTtaBuTb OTBET Ha  3anpoc  YNOSIHOMOYEHHOro
degepanbHOro opraHa MCNOSIHUTENbHOW BNacTu B CPOK, HE MNPEeBbILIAWNA LWEeCTUOECATH
paboymx OHEN CO OHSA MONyYeHUs yKasaHHOro 3anpoca. YNONHOMOYEHHbIN defepanbHbii
opraH UCMNOSTHNTENBbHOW BACcTU, BblAaBLUNK 3aaHNE Ha NPOBeLEHNE IKCMEPTU3bl OTHOLLEHUS
OXMOaeMonm nosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUSI NEKapCTBEHHOro npenaparta Ha
OCHOBaHWW [OKYMEHTa, coepXallero pesynbTaTtbl MOHUTOPUHra 3MPEKTUBHOCTU U
©e30nacHOCTM NEeKapCTBEHHOrO MnpenapaTta, B TeyeHMe naTM pabounmx OHenW Co  AHS
NOCTYNMeHns OT 3asiBUTENd OTBEeTa Ha 3anpoc YNoSIHOMOYEHHOro dgyefeparibHOro opraHa
NCMONHUTENBbHOW BNacTM HanpasBnsieT 3TOT OTBET B 3KCMNEpPTHOe yypexaeHue. B cnydvae
HenpeacTaBNeHMs NO WUCTEYEHUM LecTMaecsatTM paboumx OHen 3asBuTenem oOTBeTa Ha
yKasaHHbIA 3anpoc YMOSIHOMOYEHHbIN hefeparnbHbli  OpraH MUCMNOMHUTENBbHOW BracTu,
BblJaBLUMA 3aJaHMe Ha npoBedeHMEe IKCNepTU3bl OTHOLUEHUS OXWOAEeMOW Monb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHUSA NEKaApCTBEHHOro npenapata Ha OCHOBaHMM [OOKYMEHTA,
copgepxallero pesynbTatbl MOHUTOPUHIA 3PPEKTUBHOCTU U 6E30MAaCHOCTN NEKAPCTBEHHOIO
npenapaTta, B Te4yeHMe nATM paboymx AHEeN HanpasnsieT B 3KCNEepTHOE YyypexaeHue
yBeJOMIeHne O HenpeacrtaBneHun 3asiBUTenieM OTBeTa Ha 3anpoc yKa3aHHOro opraHa.
Bpema co OHA HanpaBneHusi 3anpoca 3SKCMEPTHOro YYPEeXAEHUs B YNOSIHOMOYEHHbIN
deepanbHbIi - OpraH  UCMNOSHUTENbHOM BNactM OO0 AHA  MNOSlyYeHUs  3KCNepTHbIM
yuypexaeHmem OTBeTa Ha 3anpoc Unv yBeLOMISIEHMUS O HenpeacTaBfeHMM OTBETA Ha 3anpoc
He Y4uTblBaeTCH MPU UCHUCIIEHUN CPOKa MPOBEAEHUS SKCNEepPTU3bl OTHOLUEHUA OXUAaeMOoun



Nnosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUSA FEKapCTBEHHOrO npenapata Ha OCHOBaHUMK
AOKYMEHTa, cofepxallero pesynbTtatbl MOHUTOPUHra 3PEEKTMBHOCTM U BGe3onacHOCTU
rfiekapCTBEHHOro npenapara.

12. B cpok, He npeBbiaoWmi AecaTn pabounx gHeN Co OHA NONyYeHUs 3aKnyYeHns
KOMMUCCUMM SKCMEPTOB MO pe3ynbTaTaM 3KCNEPTU3bl OTHOLUEHMS OXWOaemMon Nonb3bl K
BO3MOXHOMY  PUCKY MNPUMEHEHUA  NeKapCTBEHHOro npenapaTta, COOTBETCTBYHOLLMN
YNOSTHOMOYEHHbIN doefeparibHbIM OpraH UCNONTHUTENBHOW BraCTu:

1) ocywecTBnAeT OUEHKY 3TOro 3akfiloyeHus Ana onpeaeneHus ero CoOoTBeTCTBUSA
3aaHunI0 Ha NpoBeAEeHNE YKa3aHHOW 3KCNePTU3bI;

2) nNpuHUMaeT pelleHne O NOATBEPXAEHUW roCygapCTBEHHOW —perncrpauuu
fekapCTBEHHOro npenapata unnm o6 oTkase B NOATBEPXKOAEHUN TrOCyLapCTBEHHON
permcTpauum nekapCcTBeHHOro npenapara;

3) BHOCUT Mpu NPUHATUN peLleHnst O NOATBEPXKAEHMUM FOCYAapCTBEHHOW perncrpaumnm
NeKapCTBEHHOro npenapara CBeJeHUs B rocyJapCTBEHHbIN peecTp NekapCTBEHHbIX CPeaCcTB
N BbloaeT 3asBuTento 6eccpovHOe perncTtpaumoHHoe YAOCTOBEPEHUE NeKapCTBEHHOIO
npenapara.

13. OcHoBaHMeM [Ansi OTkasa B NOATBEPXKAEHUN rOCYOapCTBEHHOW perucTpaumm
NleKapCTBEHHOro npenaparta SABNAeTCs 3aktoveHne COOTBETCTBYHOLLENO YNOSTHOMOYEHHOMO
deaepanbHOro opraHa WCMOMHUTENbHOM BRAAacTM O TOM, YTO PUCK MNPUYMHEHUS Bpeaa
340pOBbI0 YenoBeka WM >XMBOTHOrO BCREeACTBME MpuMeMa JNekapCcTBEHHOro npenapaTta
npesbiaeT 3OMEKTUBHOCTb €M0 NPUMEHEHUS.

14. B nepuoa npoBedeHus npouenypbl  NOATBEPXAEHUS  rOCyAapCTBEHHOM
peructpauumn nekapcTBEHHOro npenapata ero obpauweHue B Poccuinckon depepaunm He
npuocTtaHaBnuBaeTcs.

15. [onyckaetca obpalieHne rnekapCTBEHHbIX nNpenapaTtoB Ans MeAMLUMUHCKOro
NPUMEHEHNSA 0O UCTEYEHUS CpOKa rogHOCTWU, NPOU3BELEHHbIX B TEYEHNE CTa BOCbMUOECATHU
KaneHgapHbIX AHeW nocne fatbl MPUHATUSA YNOSTHOMOYEHHbIM dedeparnbHbIM  OpraHoM
NCMONHUTENBbHOW BMACTU peLleHns O NOoATBEPXKAEHUN rOCyaapCTBEHHOW perncrpaunm, B
COOTBETCTBUU C MHOpMaUunen, cogepxallencs B AOKYMEHTax perucrpaumMoHHOro ocbe Ha
neKapCTBEHHbIN NpenapaT A0 AaTbl NPUHATUS TaKoro peLleHus.

Cratba 30. BHeceHne nameHeHnin B JOKYMEHTbI, coaepalimecs B perucrpaymoHHOM
A0Cbe Ha 3apermcTpmpoBaHHbI NIEKapCTBEHHbIM NpenapaT Ang MeanumMHCKOro
npUMeHeHns

1. B uenax BHeCeHUs UI3SMEHEHUI B LOKYMEHTbI, CoaepXallmnecs B permctpaumoHHOM
[OCbe Ha 3aperMcTpupoOBaHHbIN NIEKApPCTBEHHbIN npenapaT Ans MeauLMHCKOro NpUMeEHeHUs,
aepxartenb unu Brnageney permcTpaunuoHHOro yaoCTOBEPEHUSA NEKAapCTBEHHOrO npenapaTta
UM YNONHOMOYEHHOE WM [pyroe lpuanyeckoe nuuo (ganee B HaAcToOdAWeEW cTaTbe -
3asBUTENb) MNpeacTtaBndeTr B YNONMHOMOYEHHbIM doedeparnibHbIii OpraH WCMOSTHUTENBHOWN
BNacTM 3asBfieHWe O BHECEHUN Takmx U3MeHeHurM no d¢opme, YCTaHOBIIEHHOM
YNONHOMOYEHHbBIM doeaeparibHbIM OpraHOM UCMOSTHUTENBHOW BNACTU, U NpunaraeMble K HeMy
M3MEHEHNA B YyKa3aHHble [OOKYMEHTbl, a Takke [OOKYMeHTbl, noaTBepxjarowme
HEeoBX0AMMOCTb BHECEHUSI TAKUX U3MEHEHNNA.

1.1. Tlpn Heob6xoOMMOCTM BHECEHWss B  [OOKYMEHTbl, coAepxalwmeca B
perucTpaunMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  FIEKAPCTBEHHbIM  npenapat  Ans
MeANLMHCKOro NPUMEHEHUS, NU3MEHEHWI, YKa3aHHbIX B NYHKTE 3 4acTu 2 HacTosILWen ctaTtbu U
Tpebyowmx npoBeLeHUss IKCNEpPTU3bl KavyecTBa JEKAapCTBEHHbIX CPeACTB, 3asBUTESb
AOMNOSTHUTENbHO NpeacTaBndeT B YNOSIHOMOYEHHbIN hefeparnbHbli OpraH UCMOMNHUTESTbHON
BNAacTW KOMWUIO NIMLIEH3UN HA NPOU3BOACTBO FIEKAPCTBEHHbIX CPEACTB UMW KOMUIO 3aKMoYeHUs
O COOTBETCTBUM NPOU3BOAMTENSA NEKAPCTBEHHbLIX CpPeacTB TpeboBaHMAM  npaBun
Hagnexawen nNPOM3BOACTBEHHOW MNPAKTUKW, BblAAHHLIX YMNOMHOMOYEHHbLIM heaepanbHbIM
OpraHoOM WCMOSMHUTENbHON BNAacTW B OTHOWEHUN W3MEHEeHHOW W (Unu) LONOSIHEHHOW
NPON3BOLCTBEHHOW NIIOWAAKN NIEKapCTBEHHOrO npenapaTa, B Crnyyae, ecnv npou3BoacTBO
NeKkapCTBEHHOro npenaparta ocyuwecTtenaerca B Poccuiickon ®degepauun, nmbo konuto
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BblAaHHOM YNOMIHOMOYEHHbBIM OPraHOM CTpaHbl MPOU3BOAUTENS NULEH3MM Ha NPOU3BOACTBO
NeKapCTBEHHOro npenapaTa u ee nepeBo Ha PYCCKUM A3blK, 3aBepPeHHble B YCTAaHOBIIEHHOM
nopsigke, a Takke KOMUIO 3aknioveHUss O COOTBETCTBMM MPOU3BOAUTENSA NEKapCTBEHHbIX
cpeactB TpeboBaHMAM nNpaBun Hagnexawlem npou3BOACTBEHHOM MPAKTUKK, BblIOAHHOMO
YMOMHOMOYEHHbIM ~ dpeeparibHbiM  OpraHoM  UCMOMHUTENbHOW BRAacTm B OTHOLUEHWUK
N3MEHEHHONW U (MnWn) [OOMOSIHEHHOW NPOW3BOACTBEHHOM MNIMOLWAAKA  JleKapCTBEHHOro
npenaparta, Unn KOnuio peLleHnsa ynosTHOMOYEHHOro peaepanbHOro opraHa UCNoNHNTENBHOM
BNacTu 0 NpoOBeAEHUN NHCNEKTUPOBaHUS NPON3BOAUTENS NIEKapCTBEHHbIX CPeaCTB B Crnyyae,
ecnn npou3BOACTBO JleKapCTBEHHOro MpenapaTta OcCylwecTBnseTca 3a npegenamu
Poccunckon ®epepaunn.

1.2. Tlpn HeobxoOuMMOCTM BHeceHMs B  [OKYMEHTbl, coAepxawiumecs B
perucTpauuoHHOM [0Cbe Ha 3aperucTpupoBaHHbIN  FEKapCTBEHHbIM npenapat  Ans
MEOMLMHCKOrO NPUMEHEHNS, USBMEHEHWUWN, YKa3aHHbIX B NYHKTE 4 YacTu 2 HACTosALWEN CTaTbu U
TpeObyowmx nNpoBeAEeHUsT IKCMepTM3bl KavyeCcTBa JIEKapCTBEHHbIX CPEeACTB, 3asBUTESb
OOMONHUTENbLHO NMPeacTaBniseT B YNOMHOMOYEHHbIN heepanbHbli opraH UCMOSTHUTENbHON
BNacTy KONUIO NIMLIEH3UN Ha NPOU3BOACTBO NIEKAPCTBEHHbIX CPEACTB UNN KOMUKO 3aKMioYeHUs
O COOTBETCTBMM NPOU3BOAUTENSA  NEKapCTBEHHbIX cpeacts  TpeboBaHMaM  npaBun
Hagnexawen npousBOACTBEHHOW MNPAKTUKKU, BblOAHHBIX YNOMHOMOYEHHbIM eaepanbHbIM
OpraHOM  WUCMOSTHUTENbHOW BfactTM B  OTHOLWEHUW MPOU3BOACTBEHHOM  MNSIOWAaKu
NeKkapCcTBEHHOro npenapaTa, B cry4ae, ecnv Npou3BOACTBO JleKapCTBEHHOro npenapara
ocyulectensgetca B Poccuiickon ®epepaumm, nnbo Konuoo BblAaHHOM YNONHOMOYEHHbLIM
OpraHoM CTpaHbl NMPOM3BOAUTENSA NULEH3NN Ha NPOU3BOACTBO fIEKapCTBEHHOro npenapaTa u
ee rnepeBO[ Ha PYCCKUM £3blK, 3aBEepeHHble B YCTAHOBIIEHHOM MNOpsiaKe, a TakKe KOruio
3aKIII0YEHNs O COOTBETCTBUN NPON3BOAUTENS NEKAPCTBEHHbLIX CPeacTB TpeboBaHUAM npasun
Hagnexawen npou3BOACTBEHHOM MNPAaKTUKW, BbIAHHOIO YMNOSIHOMOYEHHbIM heaepanbHbIM
OpraHoM  WCMOMHUTENbHOM BNAcTU B OTHOWEHUW NPOU3BOACTBEHHOW  MNNOLLaAKM
NeKapCTBEHHOro npenaparta, UM KOnuio peLleHns YnorHOMOYEeHHOro doeepasnibHoro opraHa
NCNOJSTHUTENbHOW BNacTU O MPOBEAEeHUN MHCMEKTUPOBAHUS MPOU3BOANTENS NIEKapCTBEHHOIO
cpenctBa B cnyyae, ecrnv nNpou3BOACTBO fIEKapCTBEHHOro npenapata OCyLecTBnaeTcs 3a
npeaenamu Poccuinckon ®egepaunn.

1.3. lpuHATME peleHns O BHECEHMM MU3MEHEHUN unm o6 OTKase BO BHECEHUU
M3MEHEHUN B  [OOKYMEHTbl, cojepxawuecs B  pPerucTtpauMoHHOM  [OoCbe  Ha
3aperncTpupoBaHHbIN NIEKAPCTBEHHbLIN NpenapaT Ansg MeguuMHCKOro NpUMeEHeHus, B criyyae
HeobXxo4MMOCTU NPOBEAEHUS] 3KCMEepTU3bl KavecTBa JleKapCTBEHHbIX cpeacts u  (Mnu)
3KCNepTM3bl OTHOLUEHUA OXUOaemMou MoSfib3bl K  BO3MOXHOMY PUCKY MNPUMEHEHUNA
NeKkapCcTBEHHOro npenapara Ans MeguLMHCKOro NMpUMEHEHUS OCYLLECTBNAETCA B CPOK, He
npeBbllWaoWmin  gesaHocta paboynx OHen, a B OCTanbHbIX Cry4yasx B CpOK, He
npeBbILWaLWmi TpuguaTtn pabodmnx AHen o AHS NPUHATUA YNONTHOMOYEHHbIM heaeparnbHbIM
OpraHOM UCMONHUTESTbHOW BNacTU 3asBIEHUS] O BHECEHUU TaKUX N3MEHEHUN.

2. 3OKcneptmMsa neKapCTBEHHbIX CPeACcTB B 4aCcTM  3KCNepTusbl  KadecTBa
NeKapCTBEHHOro cpeactsa M (MNKU)  3KCNepTU3bl OTHOLLUEHUS OXUAAeMOW MNosSib3bl K
BO3MOXHOMY pPUCKY MNPUMEHEHUS JfieKkapCTBEHHOro npenaparta Ans  MeauuMHCKOro
NPUMEHEHNA NPOBOAUTCH B ClyYae BHECEHUA U3MEHEHWN B OOKYMEHTbI, cofepalimecsa B
perncTpaumoHHOM AOCbEe Ha 3aperncTpupoBaHHbIN NIeKapCTBEHHbIV Npenapar, B OTHOLUEHWW:

1) cBegeHW, yKasaHHbIX B WHCTPYKUMM NO  MEAULMHCKOMY  MPUMEHEHUIO
nekapCcTBEHHOro npenaparTa:

a) nekapcteeHHast popMa C ykasaHMEM HaVMEHOBaHUM U KONMYEeCTBEHHOro CocTaBa
OENCTBYIOWUNX BELLEeCTB W KayeCTBEHHOro cocTaBa BCnomoraTesfibHbiX BelecTs (npwu
Heo6X04MMOCTUN KONMMYECTBEHHOIO COCTaBa BCNOMOraTenbHbIX BELLECTB);

0) dhapmakognHammka u apMakoKMHETUKA (3@ WCKNYEeHUEM (apMaKOKMHETUKN
roMeonaTn4yecknx NekapCTBEHHbIX MpernapatoB W pacTUTESbHbIX  NEeKapCTBEHHbIX
npenapaToB);

B) NoKa3aHus AN NpUMeHeHns;
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r) NPOTUBOMOKa3aHUA ANA NPUMEHEHNS;

A) Mepbl NPegOCTOPOXHOCTU NPU NPUMEHEHWM;

e) ykasaHue BO3MOXHOCTU N OCOBEHHOCTEN NPUMEHEHUSA NeKapCTBEHHOro npenapara
ANA  MEeAULUMHCKOrO MNPUMEHEHUA OGepeMEHHbIMU XEHLWMHAMK, >XEHLMHaMn B nepuog
rpyaHoOro BCKapMnvMBaHus, 4eTbMW, B3POCIbIMU, UMEIOLLUMU XpOHMYECcKue 3aboneBaHns;

X) pexuvm [03MpoBaHWA, Cnocobbl BBEAEHUA U NPUMEHEHUS, Npu HeobXoaAMMOCTU
BpeMS npuemMa nekapCcTBEHHOro npenapara, NpogoIIKUTENbHOCTb fleYeHns, B TOM 4ucre y
AeTen oo 1 nocrie of4HOro roga;

3) BO3MOXHble MOBOYHbIE OENCTBUMA M HexXenaTterlbHble peakuun npu npuMeHeHUn
nekapCcTBEHHOro npenaparTa;

1) CUMNTOMbI NEPESO3NPOBKU, MEPbLI MO OKa3aHWI0 MOMOLLW NpU Nepefo3npPOoBKeE;

K) B3aMmMogencTsne C APYrMMW feKapCTBEHHbIMU Mpenapatamum n (Mnu) nulieBbIMU
npoaykramu;

n) doopMbI BbIMyCKa NeKapCTBEHHOro npenapara;

M) ykaszaHue (nNpy HeobxoammocTn) OCOBEHHOCTEN AOENCTBUS JIEKAaPCTBEHHOIO
npenapara npu NepBoOM NpMeme Unn nNpu ero OTMeHE;

H) cCBeJeHUS O BO3MOXHOM BIIMSIHUM NleKapCTBEHHOro npenapara gns MeauuMHCKOro
NPUMEHEeHNsa Ha CNOCOBHOCTbL YyNpaBnsATb TPAHCNOPTHBIMKU CpeaCcTBaMU, MeXxaHU3Mamu;

0) CPOK FOAHOCTM U yKasaHue Ha 3anpeT NpUMeHEeHUs nekapCcTBEHHOro npenapaTa no
NCTEeYEeHNN CpoKa roAHOCTY;

M) YCNOBUSA XpaHEHWS;

p) ycnoBusa oTnycka;

2) cocTaBa flekapCTBEHHOro npenapaTta ang MeanunuHCKOro npuMeHeHus;

3) N3MeHeHNss MecTa NPOM3BOACTBA NEKapCTBEHHOro npenapata Ans MeavumMHCKOro
NPUMEHEHUS;

4) n3mMeHeHNs nokasaTtenen Ka4ecTBa fiekapCTBEHHOro npenapara ans MeauumnuHCKoro
NpUMEHeHNa wn (MnNn) MeToOOB KOHTPOMsS KayecTBa JieKapCTBEHHOro npenapaTta Ans
MEeANLMHCKOro NpUMEHEeHUS;

5) u3aMmeHeHus cpoka rogHOCTW feKapCTBEHHOro mnpenapata Ansg MeauuuHCKOro
NPUMEHeHUs;

6) cBegeHUn O HeobOXOAMMOCTM BHECEHUSI WHbIX W3MEHEHMW B WHCTPYKUMIO MO
MEAVLMHCKOMY MNPUMEHEHUIO NEeKapCTBEHHOro npenaparta, a Takke B WHble [OKYMEHTHI,
cogepxawmecs B pPerucTpauumoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  fNleKapCTBEHHbIV
npenapart. [1pn 3TOM pelueHne O NpoBeaeHUN SKCMEPTU3bl Ka4YeCTBa NeKapCTBEHHbIX CPEeACTB
n (MnNn) aKcnepTU3bl OTHOLUEHUS OXWMOAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
nekapCcTBEHHOroO npenapara Ang MeguuMHCKOro NpUMeHeHUs NpUHMMaeTCcs B COOTBETCTBUM C
YTBEPXXAEHHOMW  YMOMHOMOYEHHbIM  ddefepanbHbiM  OPraHOM  UCMOSTHUTENbHOW  BRacTu
Knaccudukaumen namMeHeHnn, BHOCUMbIX B OKYMEHTbI, coaepXallumecsa B pernctpauMoHHOM
A0Cbe Ha 3aperncTpupoBaHHbIN NIeKapCTBEHHbIN Npenapar.

3. C 3asBneHnem o0 BHECEHUN U3MEHEHUM B [JOKYMEHTbl, cojepxalwuecs B
pPErMcTpaumMoHHOM [0Cbe Ha 3aperncTpMpoBaHHbIN  NEeKApCTBEHHbIM npenapaTt  Ans
MEAVLUMHCKOrO NPUMEHEHNs, Hapsgy C OOKYMEHTaMu, yKa3aHHbIMW B 4YacTu 1 HacToswen
cTaTbW, 3asBUTENb NPeAcTaBnseT KONUM  OOKYMEHTOB, MOATBEPXAAloWwmMx ynnaty
rocyapCTBEHHOM MOLUMMHbI 328 BHECEHWE B AOKYMEHTbI, COAepXallmecs B permnctTpaLMoHHOM
AOCbe Ha 3aperMcTpMpoBaHHbIA NEKAPCTBEHHbIV npenapaTt Ans MeAUUMHCKOro NpUMeEHeHUs,
N3MeHeHun, Tpebylwnx nNpoBeAeHUS IKCMepPTU3bl JfEeKapCTBEHHbIX CPeacTB B 4acTu
9KCMepTM3bl KadecTBa JleKapCTBEHHOro cpeactBa W (MNKM)  SKCNepTU3bl  OTHOLLEHUSA
OXMAAeMOW MoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta and
MEANLUMHCKOrO MNPUMEHEHUS, TOCYAapCTBEHHOM MOWWHBI 3@ BHECEHME B [AOKYMEHTHI,
cofjepxalwimecs B pPerucTpaumoHHOM [0Cbe Ha 3aperMCTpupOBaHHbIA  NeKapCTBEHHbIV
npenapat And MeOUUMHCKOrO MPUMEHEHUS, MU3MEHEHMK, He Tpebywmx npoBeaeHUs
9KCNepTM3bl NeKapCTBEHHOro cpeactsa, nMbo BnpaBe npeAcTaBUTb MO COOCTBEHHOW
MHUUMATUBE YKa3aHHble [OOKyMeHTbl. B cnyyae wx HenpegcrtaBneHust YNONHOMOYEHHbIN
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doefepanbHbI OpraH UCMNOSTHUTENBHOW BIlaCTU NpoBepseT (akT ynnaTbl rocygapCTBEHHbIX
MOWnuWH  3asdBMTENEeM  MNOCPEACTBOM  UCMOMb30BaHWs  MHpopmauum o6  ynnate
rocyapCTBEHHbIX MOLWSIMH, cogepxallencsa B ['ocygapCTBEHHON MH(POPMALMOHHON CUCTEME
O TrOCydapCTBEHHbIX W MyHAUMNANbHbLIX MnaTexax, Ha OCHOBaHWW nNpeacTaBfieHHbIX
3asiBUTENEM KONUI AOKYMEHTOB, MOATBEPXKAAOLWMX YNnaTy rocya4apCTBEHHOMW MOLUSMHDI.

4. B TeyeHne pecatn paboumx OHen CO AHS NOCTYMMEHWUs yKasaHHoOro B 4yactu 1
HacTosWen CcTaTbW 3asBfeHUss U HeobXoAUMbIX  LOKYMEHTOB  YNOSIHOMOYEHHbIN
deaepanbHbIN OpraH UCNOMHNTENBHOW BrAcTu:

1) npoBOAMT NPOBEPKY MOSMHOTbI U OOCTOBEPHOCTM CBEAEHWUN, COAEPKALLMXCA B
npeacTaBneHHbIX 3asiBUTENEM MaTepuanax;

2) NpuMHMMaeT pelleHMe O MPOBEAEHUN YKa3aHHbIX B 4YacTU 2 HaACTOsLWEW CTaTby
COOTBETCTBYHLLUNX IKCNEPTU3 NIEKAPCTBEHHOIO CpeacTBa unm 06 oTkase B NX NPOBEAEHUN;

3) yBeOooMnsieT B 3MIEKTPOHHOW WM MUCbMEHHOW dopMe 3aaBUTENS O MPUHSATOM
pelweHnn Unn B criydae NpuHATUA peleHnss o6 OTka3e B MPOBEOEHUN COOTBETCTBYHOLLEN
3KCNepTuM3bl C yKaszaHMEM NPUYMH TaKoro oTkasa.

41. B cnyyae BbiSBNEHUA HEOOCTOBEPHOCTU CBEOEHUW, COAepXalluuxca B
npeaCTaBnNeHHbIX 3asiBUTENEM Martepuanax, YnosITHOMOYEHHbIN denepanbHbii  opraH
WUCMONHUTENbHOM BRacTU HanpaensieT 3asiBUTENt0 3anpoc 06 YTOYHEHUMM yKa3aHHbIX
ceefeHun. [aHHbii 3anpoc MOXeT ObITb nepefaH YNOfHOMOYEHHOMY MpeacTaBuUTENO
3asBUTENSA NNMYHO NOL PacnucKy, HanpaefieH No No4YTe 3akasHbiM MMCbMOM UMW NepefaH B
3MEeKTPOHHOM POpMe MO TeNneKOMMYHUKAUVMOHHbIM KaHanam cBa3n. B cnyvae HanpaBneHus
AAHHOro 3anpoca no Mno4yTe 3akasHbiM MUCbMOM OH CYMTAETCHA MOSyYEeHHbIM MO UCTEYEHUU
LWecTn OHEN ¢ AaThl HaNpaBfeHUs 3akasHOoro NMcbma.

4.2. 3agsutenb o00s3aH nNpencTaBUTb OTBET Ha 3anpoc  YNOSHOMOYEHHOro
beiepanbHOro opraHa MWCMNOSIHUTENbHOW BRacTM B CPOK, He NpeBbllalWwmnn OeBsHOCTa
paboymnx AHeN Co OHSA NOoNyyYeHus gaHHoro 3anpoca. CpokK, yKa3aHHbIN B YacTu 4 HacTosLen
cTaTbu, NPUOCTaAHaABNUBAETCH CO [HS HanpaBlieHUs 3asiBUTESTHO 3anpoca YrnoSIHOMOYEHHOro
deepanbHOro opraHa MCNOSIHUTENBHOM BracTu A0 OHSA MOMyYeHus UM oTBeTa Ha AaHHbIN
3anpoc M He YyYuTbiBaeTCs MNpu UCHUCIIEHUN CpoKa MPUHATUS peLleHus O BHEeCeHUn
M3MEHEHUA B  [OKYMEHTbl, CcoAepXawmecs B  PErmcTpauMoHHOM  [OCbe  Ha
3apermcTpupoOBaHHbIN IeKapCTBEHHbIM NpenapaTt Ansg MeauULUMHCKOrO NpUMeEHEHUS.

5. OcHoBaHneM Onsi oTKasa B NPOBEAEHUM yKa3aHHbIX B YacTu 2 HACcTosLWen CTaTby
3KCNepTu3 sBMseTCA npencTaBneHne [OOKYMEHTOB, MepeyucrieHHblx B 4actax 1 wm 3
HacTosILLEeN cTaTbW, B HEMNONMHOM O0bbeMe, HenpeacTaBneHne 3asaBUTENEM B YCTAHOBIEHHbIV
CPOK OTBeTa Ha yKasaHHbIM B 4actu 4.1 HacToswen cTaTbM 3anpoc YnoSIHOMOYEHHOro
deepanbHOro opraHa MCNOSIHUTENbHOW BriacTU, a TakkKe OTCYTCTBME B MpeAcTaBfEeHHbIX
AOKYMEHTax [OCTaTOYHbIX CBEeAEeHWMW, NOoATBEPXOAKLWMUX HEeobXOAMMOCTb BHECeHUus
U3MEHEHUN, WNU  OTCyTCTBME  WNHAOPMaLUW, noatreepXxgawowen  dakt  ynnaTthbl
rocygapCTBEHHbIX MOLUSWH, YKa3aHHbIX B YacTU 3 HaCcTOSILWEN CTaTbMu.

6. YKkaszaHHble B 4acCTWU 2 HacTosILeW cTaTbW IKCMNepTU3bl MPOBOAATCA B MOpSAOKe,
yCTaHOBIEHHOM cTaTben 23 HacToswero ®eagepansHOro 3akoHa.

7. B cpoK, He npeBbIlWakoWnin aecatn pabounx gHEN CO AHS NOSyYEeHUsT 3aKNYEeHUN
KOMMCCUI SKCMNEepPTOB MO pesyrbTaTaM yKasaHHbIX B YacTU 2 HACTOSWEW CTaTbW 3KCNEpTuUs,
YNOSTHOMOYEHHbIN dbefeparbHbIM OpraH UCNONTHUTENBHOW BracTu:

1) NpyHUMaeT pelleHne O BHECEHUN U3MEHEHUW B OOKYMEHTbI, cofepXaliuecs B
perucTpauuoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  FIEKAPCTBEHHbIM npenapat  Ans
MEANLMHCKOro NPUMEHEHUS, NN 00 OTKase BO BHECEHUUN TaKUX N3BMEHEHWI;

2) BHOCUT B rOCY[apCTBEHHbIN pPEecCTp JIEeKapCTBEHHbIX CPEeACTB Ha OCHOBaHWUU
peleHns 0 BHECEHUN U3MEHEHNN B JOKYMEHTbI, coaepalimecs B permcTpaumoHHOM JOCbe
Ha 3aperncTpMpoBaHHbIA JIEKAPCTBEHHbIN nNpenapat And MegUUMHCKOrO MNPUMEHEHUS,
HeobxoanMble N3MEHEHNS N BO3BpPALLIAET UX 3asABUTENIO;

3) BblgaeT 3adBUTEN0 HOBOE pPErMCTPaLMOHHOE YOOCTOBEPEHME FEKapCTBEHHOMO
npenapaTta B ciniy4yae U3MeHEeHUs CBEAEHUN, COAEPKALLMXCA B HEM.
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8. OcHoBaHMeM Aans oTkasza BO BHECEHUN M3MEHEHUI B JOKYMEHTbI, COAepKalmecs B
perucTpauuoHHOM [0Cbe Ha 3aperucTpupoBaHHbIN  FEKapCTBEHHbIM npenapat  ans
MEONLMHCKOrO MPUMEHEHUS, SBNSIETCSA 3akno4vyeHne YrNoSIHOMOYEHHOro heaepanbHoro
opraHa MWCMNOMHUTENbHON BRactm O BO3MOXHOCTU CHWXeHUss 6e30macHOCTW, KadecTBa,
3P PEKTUBHOCTN JIEKaPCTBEHHOIO CPeCTBa B Cllydae BHECEHUS TaKMX NU3MEHEHUN.

9. [onyckaeTcs oOpalleHne neKapCTBEHHbIX MpenapaTtoB ANs  MeauUMHCKOro
NPUMEHEHNSA 0O UCTEYEHUS CpOKa rogHOCTWU, NPOU3BELEHHbIX B TEYEHNE CTa BOCbMUOECATH
AHen nocne AaTbl NPUHATUSA YNONTHOMOYEHHbIM doefiepalribHbIM OpPraHOM WUCMOSTHUTESTbHON
BNacTu peLleHnsi O BHECEHUN N3MEHEHWI B AOKYMEHTbI, coAepalimecs B pernctpaumoHHOM
Aocbe, B COOTBETCTBUM C MH(popMaumen, cogepxalenca B JOKYMEHTax pernctpauuoHHOro
A0Cbe Ha NeKapCTBEHHbIN npenapaT 40 AaTbl NPUHATUS TAKOro peLleHus.

Cratba 31. BHeceHue nameHeHnin B JOKYMEHTbI, coaepalimecs B perucrpaymoHHOM
AoCbe  Ha  3aperncTpuMpoBaHHbIA  FIEKAPCTBEHHbLIM  npenapat  And
BETEPUHAPHOro NpMMeHeHus

1. B uenax BHeCeHUs UI3BMEHEHWI B LOKYMEHTbI, CoaepXallumecs B permctpaumoHHOM
A0Cbe Ha 3aperMcTpupoBaHHbIN NEeKapCTBEHHbIN Npenapar A1 BEeTepUHAPHOro NpUMeHeHus,
aepxartenb unu Brnageney permcTpaunuoHHOro yaoCTOBEPEHUSA NEKAapCTBEHHOrO npenapaTta
UNn YNoNHOMOYEHHOE MM [Jpyroe lpuandeckoe nuvuo (ganee B HACTosILEN cTaTbe -
3asiBuUTEnNb) npeacraBndeTr B YNOMHOMOYEHHbIM doedepalribHblii OpraH WCMNOSTHUTENBHOW
BflaCTM 3asiBfieHNe O BHECEHUM TaknX WU3MEHeHMn no ¢opMe, YCTaHOBMNEHHOMN
YNONHOMOYEHHbIM doefieparibHbIM OpPraHOM UCMOSTHUTENBHOW B1aCTU, U NpunaraeMble K Hemy
M3MEHEHNA B YyKa3aHHble [OOKYMEHTbl, a Takke [OOKYMEHTbl, MNoATBepxaarowme
HeobX04MMOCTb BHECEHUSA Takux MameHeHun. [Npn HeobXxoauMOCTM BHECEHUS U3MEHEHUIN B
AOKYMEHTbI, CcoAepXawmeca B pPErmcTpaumMoHHOM [OOCbe Ha  3aperncTpyMpoBaHHbIN
NeKapCTBEHHbIN npenapart A BETEPUHAPHOTO NPUMEHEHUS, B CnyyYasX U3MeHeHUs n (unu)
AOMNOSTHEHUS] NPON3BOACTBEHHOM MNSOWAAKM NEKAapCTBEHHOIO CPeACTBa, a TakkKe U3MEeHeHUs
nokasaTterien kayecTBa NnekapCTBEHHOro npenapaTa ang BeTepUHapHOro NpUMeHeHUs n (Mnm)
METOOO0B KOHTPOMA KayecTBa NekapCTBEHHOro npenapaTta A BETEPUHAPHOIo NpUMEHEHUS
3asiBUTENb [OOMOSIHUTENbHO npeacTaBnseT B YMNONHOMOYEHHbI eaepanbHbii  opraH
NCMONHUTENBbHOW BRacTu cnegyoLlmne 4OKYMEHTbI:

1) Konua nuUEeH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPeAcTB, BblgaHHOM
NPON3BOAMTENIO JIEKAPCTBEHHOrO Mpenapata Afs BeTepuUHapHOro MpUMEHeHus, Ans
POCCUNCKMX NPOUN3BOAUTENEN;

2) KOMMS T§WUUEH3MM Ha MNPOM3BOACTBO JleKApCTBEHHbIX CPEeACTB, BblAAHHON
npoun3BoANTEN0 hapMaLeBTUYECKOM CybCTaHuuK, BXOoAsdWEed B COCTaB EKapCTBEHHOro
npenapaTa aAns BeTEPUHAPHOro NPMMEHEHUs!, 49 POCCUNCKMUX NPON3BOaUTENEN;

3) KonNua OOKYMEHTa, BblAAaHHOMO YNOHOMOYEHHbIM OpPraHoOM CTpaHbl NMPOU3BOAUTENS
ANS KaXKaoW Npon3BOACTBEHHOW MOLWALKM NTEKAPCTBEHHOMO nNpenapaTa Ansg BeTEpUHapPHOro
NnPUMEHEHNa U NoATBepXJawLwero COOTBETCTBME  MPOU3BOAUTENS  NEeKapCTBEHHOro
npenapata TpeboBaHNAM NpaBun Hagnexallien NPpom3BoACTBEHHON MPaAKTUKK, N ero NepeBos
Ha PYCCKUM A3blK, 3aBEPEHHble B YCTAHOBMIEHHOM MopsigKe, a Takke KOMua 3akrioyeHust o
COOTBETCTBUN NPOU3BOAMTENS NEKAapPCTBEHHbIX CPeACTB TpeboBaHMsAM NpaBusl Hagnexawemn
NPOU3BOLACTBEHHOW MNPAKTUKW, BbIAAHHOIMO YMOMHOMOYEHHbIM heaepanbHbiM  OpraHoM
UCMONHUTENBbHOW BRNactu AN KaXAoW MNPOM3BOACTBEHHOW MIoWagKku nekapcTBEHHOIMo
npenapata pAns BeTEepUHAPHOro npuMeHeHusa, nMbo KOoMMs pelleHus O NpOBeAEeHUM
WHCMNEKTMPOBaHMS MPOM3BOANTENS NEKAPCTBEHHbIX CPEenCTB, MPUHATOrO YMNOSHOMOYEHHbLIM
deaepanbHbIM OPraHoOM UCMOSNHUTENbHOW BNAacTU AN KaX40W NPoM3BOACTBEHHOMW NOLWaaku
NleKapCTBEHHOro npenapaTta ANd BEeTEPUMHAPHOro MNPUMEHEHUs. YKa3aHHble [OKYMEHTbI
npeacTaBNATCA B Criydae, ecnv NPOU3BOACTBO JfleKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO NPMMEHEHUs OCyLecTBNAeTCA 3a npeaenammn Poccunckon ®epepauuu;

4) Konusa OOKYMEHTa, BblAAaHHOMO YMNOSIHOMOYEHHbLIM OpPraHOM CTpaHbl Npon3BoaUTENS
hapmaueBTUdeckon cybcTtaHuMM U MNOATBEPXKAAoLEro COOTBETCTBME Npou3BoauTENS
dapmaueBTU4eckon cybcTaHumn, BXOAsSLWENW B COCTaB JleKapCTBEHHOro npenapaTta Ang
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BETEPUHAPHOIO MpUMEHEHUsi, TpeboBaHMsAM NpaBun Hagnexawen npon3BoaACTBEHHON
NpakTUKN, U ero nepesof Ha PYCCKUM A3blK, 3aBEepPeHHble B YCTAHOBIIEHHOM MoOpsake, B
cnyyae, e€ecnv nMpoOM3BOACTBO (rapmaueBTUYECKOM CyOCTaHUMM  OCyLlecTBnsieTcs 3a
npegenamu Poccunckon denepaumn.

1.1. B cnyyae wuamMeHeHna u (Mnu) AOONOSHEHUS NPOM3BOACTBEHHOW NNoOLLALKK
NEeKapCTBEHHOro cpeacTBa [AOKYMEHTbl, YKasaHHble B 4Yactm 1 Hactodwen craTby,
NpeacTaBNAlTCA 3asABUTENIEM B OTHOWEHMM U3MEHseMOn U (MnNn)  OONOSHAEMOK
NPOM3BOACTBEHHOM MIOWAAKN NEeKapCTBEHHOIO cpeacTea. PelleHne 0 BHECEHUN U3MEHEHUI
B [OKYMEHTbl, cofepXawuecsa B perucrtpauyMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
NEKapCTBEHHbIN Npenapar Ans BETEPUHAPHOro NPUMEHEHUSA, unn 06 OTKkase B X BHECEHUU
NPUHUMAaeETCs B crnyyae HeobBXxoAMMOCTM NPOBEAEHUS AKCMEPTU3bl NIEKAPCTBEHHOIO CpeacTea
B CPOK, HE MpeBbILWALWMA OeBAHOCTA paboumx AHEW, a B OCTalbHbIX Criy4yasiX B CPOK, He
npesbILLaLWMA TpuauaTn pabounx agHEN CO AHA NPUHATUS YNOSTHOMOYEHHbIM beaepanbHbIM
OpraHoM UCMOSTHUTESTbHOM BACTU 3adBNEHNS O BHECEHUM TaKMX N3MEHEHUMN.

2. B cniyyae BHeCeHUs USMEHEHUN B JOKYMEHTbI, coepXawmecs B pernctpaumoHHOM
A0Cbe Ha 3aperncTpupoBaHHbIA NEKAPCTBEHHbIN Npenapart Ans BeTEPUHAPHOIO NPUMEHEHUS,
B OTHOLLUEHUM CBeAEeHUN, yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkTa 7
yactn 3 ctatbu 17 Hactosiwero denepanbHOro 3akoHa, U3MEHeHUs U (UnnM) OONOSHEHUS
NPOU3BOLACTBEHHOW NIIOWAAKN JIeKAapCTBEHHOrO CpeacTBa, a Takke B criydae U3MeHeHUs
nokasaTternen kayecTBa NekapCTBEHHOro npenapaTa And BETEPUHAPHOIO NPUMEHEHUS N (M)
METOLOB KOHTPOSISI KadecTBa feKapCTBEHHOro npenapaTta Ans BeTEPUHAPHOro NpuUMeHeHns
NPOBOANTCA 3KCMepTM3a IEeKapCTBEHHOrO CpeacTBa ANS BETEPUHAPHOro npumeHeHus. B
crniyyae HeobXoOMMOCTU BHECEHUSI WHbIX M3MEHEHWA B [OOKYMEHTbl, coaepXalwimecs B
perMcTpaunMoHHOM [OOCbe Ha 3aperncTpupoBaHHbIA  NEeKapCTBEHHbIW npenapaTt Aang
BETEPUHAPHOIO MPUMEHEHUS, JKCMNepTM3a NEeKapCTBEHHOrO cpeacTBa Ons BeTEPUHAPHOro
NPUMEHEHNA He NPOBOAUTCS.

3. C 3agBneHvemM O BHeCEHUN W3MEHEHUA B [OOKYMEHTbl, codepXaluecs B
perMcTpauuoHHOM [OOCbe Ha 3aperncTpupoBaHHbIA  NEKapCTBEHHbIM npenapaTt Aang
BETEPUHAPHOro NMPUMEHEeHUs, Hapsdy C OOKYMeHTaMW, ykasdaHHbiMU B 4YacTu 1 HacTtosuwien
cTaTbu, NPeacTaBnaAlTCA AOKYMEHTbI, NOATBEPXKAAOLWME ynnaTy rocyaapCTBEHHOMW MOLUMANHbI
3a BHeCeHMe B [JOKYMEHTbl, cojepxawueca B  pPerncTpauMoHHOM [oCbe Ha
3aperMcTpupoBaHHbIM  NEKApCTBEHHbIN  npenapaT AN BEeTEePUHAPHOro  MPUMEHEHUS,
N3MEeHeHUn, TpebylLwmx nNPOBEAEHNS IKCMEepPTU3bl NEKAapCTBEHHOrO cpeacTBa  Ans
BETEPUHAPHOIO MPUMEHEHUS, UNN U3MEHEHUN, He TPebyLMX NPOBEAEHUA IKCNEpPTU3bI
nekapCTBEHHOro cpeacTea Ansa BeTePUHAPHOro NpuUMeHeHUS.

4. B CpoK, He npeBbIWaoLWmnin 4ecatn paboumnx gHEN CO OHSA NOCTYNNEHUs yKa3aHHOro
B 4acTn 1 HacTosILLen CTaTbW 3asaBMEHMS U HEOBXOOUMbIX AOKYMEHTOB, YNOSIHOMOYEHHbIV
doenepanbHbIA OpraH UCNONMHUTENBHOM BNacTu:

1) npoBOAMT NPOBEPKY MOSMHOTbI WU OOCTOBEPHOCTUM CBEAEHWW, COoAepXKaluxcs B
npeaCcTaBNeHHbIX 3asiBUTENEM AOKYMEHTAX;

2) NnpMHMMaeT pelleHe O MPOBedEeHUN IKCNepTU3bl NeKapCTBEHHOro cpeacTsa Ans
BETEPUHAPHOIro NpUMeHeHNsa unm ob oTkase B ee NpoBeaAEHUM;

3) yBegomMnsaeT B MMCbMEHHOW pOpMe 3asiBUTENSA O NPUHATOM pPeLUEHUN UK B Criydae
NPUHATUA pelleHns o6 oTka3e B NPOBEOEHMUN IKCMEPTU3bl NEKapCTBEHHOro cpeacTBa Ans
BETEPUHAPHOIO NMPUMEHEHUS C yKa3zaHMeM NpUYMH Takoro oTkasa.

4.1. B cnyyae BbIIBNEHUS HELOCTOBEPHOCTU WU (MNK) HELOCTATOYHOCTU CBEOEHUMN,
cogepxawmxcsd B NPeAcTaBrieHHbIX  3adABUTENEM  JOKYMEHTaX,  YNOSIHOMOYEHHbIV
degepanbHbIl - OpraH WCMOMHUTENbHOW BNAcTU  HanpaenseT 3asBuTento 3anpoc 06
YTOYHEHUN yKa3aHHbIX CBedeHun. 3anpoc MoXeT ObiTb nepedaH YNOAHOMOYEHHOMY
npeacTaBUTENO 3asBUTENS NOL PacnMCKy, HanpaBfieH No MNo4vTe 3aka3HbIM MUCbMOM WU
nepefaH B 3MEKTPOHHOM popMe MO TeNleKOMMYHUKAUMOHHBIM KaHanam cBaAsn. B crniyyae
HanpasrieHust 3anpoca 06 YyTOYHEHUN yKa3aHHbIX CBEL4EHMI MO NoYTEe 3aKkasHbIM MMCbMOM OH
cyMTaeTcs Nosly4eHHbIM N0 UCTEYEHUU LLIEeCTN OHEN C AaTbl HanpaBrneHnsa 3aka3Horo nnucbma.
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4.2. 3agsutenb o00s3aH nNpencTaBUTb OTBET Ha 3anpoc  YNOSHOMOYEHHOro
beiepanbHOro opraHa MWCMNOSIHUTENbHOW BRacTM B CPOK, He NpeBbllalWwmnn OeBsHoCTa
paboymx OHEeW CO AOHA MOonyyeHus gaHHoro 3anpoca. Cpoku, ykasaHHble B 4Yactm 1.1
HacTosLWen CcTaTbW, MNPUOCTAHABNUBAKOTCA CO [OHHA HanpaBneHus 3asBuTento 3anpoca
YNONMHOMOYEHHOro beaepanbHOro opraHa MWCMNOSIHUTENBHOM BRacTU [0 AHA MOnyYeHus
OTBEeTa Ha [aHHbI/ 3arnpoc N He YYUTLIBAOTCH NPU UCHUCIIEHUN CPOKa NPUHATUSA peLleHns o
BHECEHMM W3MEHEHUA B [OOKYMEHTbI, cCoAepXallmecs B PermcTpauuoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NIeKapCTBEHHbIN nNpenapaT Ang BeTEPUHAPHOIo NPUMEHEHUS.

5. OcHoBaHMeM anga oTkasa B NPOBeLEHUN IKCNEPTU3bl JIEKAPCTBEHHOIO CpeacTBa Ans
BETEPUHAPHOro NpMMeHeHns ABNSeTCs npeacTtaBreHne JOKYMEHTOB, YKa3aHHbIX B YacTax 1 1
3 HacTosLen cTaTbi, B HEMNOMIHOM O6beME UM OTCYTCTBME B NPEeACTaBEHHbIX JOKYMEHTaxX
AOCTaTOuYHbIX CBeAEeHUn, NoATBepXAatolmx HeobXoaUMOCTb BHECEHUS W3MeHeHuKn, nNunbo
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBSIEHHbLIM CPOK OTBETA Ha yKa3aHHbIM B 4acTtu 4.1
HacTosLLen cTaTbM 3anpoc YNoSIHOMOYEHHOro deaeparibHOro opraHa MWCNOSIHUTENbHOM
BnacTu.

6. JKcnepTu3a NnekapCcTBEHHOro cpeacTBa AN BETePUHaAPHOro NPUMEHEHUs B Lensx
BHECEHMS] WM3MEHEHWA B [OOKYMEHTbl, CoOAepXallmecs B PermcTpauuoHHOM [OCbe Ha
3aperncTpupoOBaHHbIM  FIEKAPCTBEHHbIN NpenapaTt ANnd  BETEPUHAPHOro  NPUMEHEHUS,
OCyllecTBNAeTCa B nopsgke, YCTaHOBMNEHHOM cTatben 24 Hactosiwero ®denepanbHOro
3aKoHa.

6.1. B cpok, He npeBbIWaWmi NGt paboumx AHEN CO OHA NOSTyYEeHUN 3aKIHYeHUs
KOMMCCUM IKCMEPTOB MO pe3yfibTaTaM yKa3aHHOM B YacTu 2 HACTOSLWEN CTaTbW SKCNEPTU3bI,
YNONMHOMOYEHHbIV beaeparnbHbI OpraH UCNOSTHUTENBHOW BNacTu:

1) NpyHUMaeT pelleHne O BHECEHUN U3MEHEHUN B OOKYMEHTbI, cofepalinecs B
perucTpauuoHHOM [0Cbe Ha 3aperucTpupoBaHHbIN  FIEKApCTBEHHbIM npenapat  Ans
BETEPUHAPHOIO NPUMEHEHUs!, Unn 06 oTKase BO BHECEHUN TaKNX U3MEHEHUN;

2) BHOCUT B rOCY[apCTBEHHbIN pPeecTp JIeKapCTBEHHbIX CPeACTB Ha OCHOBaHWUU
peLleHns 0 BHECEHNN U3MEHEHNN B JOKYMEHTbI, coAepalimecs B permcTpaumoHHOM JOCbe
Ha 3aperucTpMpoBaHHbIN NEKaApCTBEHHbLIW npenapaTt ONd BeTepPUHApPHOro MNpUMEHEHUS,
HeobXxoauMble N3MEHEHNS N BO3BpPAaLLIAeT 3TU AOKYMEHTbI 3as8BUTENIO.

6.2. B cnyyae BHeceHWA WU3MEHeHWA B [OOKYMEHTbl, cojepxaiwimecs B
perucTpaunMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  FIEKAPCTBEHHbIM  npenapat  Ans
BETEPUHAPHOIrO MPUMEHEHUs, B 4acTu, Kacawwenuca U3MeHeHna u (unm) [OoNoSTHEHUS
NPON3BOLACTBEHHOW NSOLAAKM NeKapCTBEHHOrO NpenapaTta, Npu NpeacTaBneHnn 3asaBuTenemM
B COOTBETCTBMM C MYHKTOM 3 4YacTu 1 HacTosLen cTaTb KOMUU peLleHnst YNorHOMOYEHHOIo
degepanbHOro  opraHa WUCMOMHUTENbHOM BfactTM O MNPOBELEHUN  UHCNEKTUPOBaHUS
npoun3BoaMTENSA NEeKapCTBEHHbIX CPEeACTB CPOK, YKas3aHHbI B YacTn 6.1 HacTosdwen cratbum,
npUocTaHaBNMBAETCS CO AHA NOSNyYEHUS 3aKNYEHNS KOMUCCUN IKCNEPTOB A0 AHS NPUHATUS
YNONHOMOY€EHHbIM doefieparibHbIM OpraHOM MUCMNOSTHUTENBHOM BNACTU pPeLleHns O Bblgaye unm
00 oTKase B Bblgaye 3aKNYeHUs 0 COOTBETCTBUM NMPOU3BOANTENS NIEKAPCTBEHHbLIX CPEeACTB
TpeboBaHNAM npaBui Hagnexalien Npon3BOACTBEHHON NPaKTUKK, HO HEe Bonee YyemM Ha CTo
BOCEMbAECAT pabounx aHeEN.

7. OcHoBaHMEM Ans oTkasa BO BHECEHUN N3MEHEHU B JOKYMEHTbI, coaepKalmecs B
perMcTpauuoHHOM [OCbe Ha 3aperucTpupoBaHHbIA  FIEKAPCTBEHHbIM npenapat  Ans
BETEPMHAPHOIO MPUMEHEHNS, B Cny4vyasX, He Tpebylwunx npoBeaeHna 3KCnepTu3bl
NleKapCTBEHHOIO CpeacTBa, SABMSETCA NpeacTaBfeHne JOKYMEHTOB, YKa3aHHbIX B YacTsax 1 m
3 HacToslLen cTaTtbl, B HENOMTHOM O6beMe Mnu OTCYTCTBME B NPEACTaBIEHHbIX JOKYMEHTax
CBEeAEHUN, KOTOpPbIe AOMKHbI OblTb B HUX OTpaXkeHbl, MO0 HenpeacTaBneHne 3asiBUTENEM B
YCTaAHOBIMEHHbLIN CPOK OTBETa Ha ykasaHHbIn B 4actu 4.1 HacTosiwen crtatbu 3anpoc
YNONMHOMOYEHHOI0 (heaepanbHOro opraHa UCMONHUTENbHOW BRacTu.

7.1. OcHoBaHueM A51a oTKa3a BO BHECEHUN M3MEHEHUN B JOKYMEHTbI, coagepxalimecs
B PErncTpaumMoHHOM [OCbe Ha 3aperncTpupoBaHHbIA NEKAPCTBEHHbLIM npenapaTt Ans
BETEPMHAPHOIrO MNPUMMEHEHUsi, B  cnydvasix, TpeOylwmx npoBeaeHus  3KCnepTu3bl
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NleKapCTBEHHOIO CPeACcTBa, ABMAETCS 3aKnto4eHne ynosTHOMOYEHHOro doeaeparnibHOro opraHa
WCMONHUTENbHOM  BMACTM O  BO3MOXHOCTW  CHWXeHMA  6e30macHOCTW,  KayecTBa,
3(PPEKTUBHOCTM NNEKAPCTBEHHOIO Npenaparta BCreacTBUe BHECEHNA N3MEHEHUI B YKa3aHHbIE
OOKYMEHTbI, OTKa3 YMNOSIHOMOYEHHOro peaepanbHOro opraHa WCMNOSIHUTENbHOW Bnactu B
Bblaye 3akNyYeHns 0 COOTBETCTBUM NMPOMU3BOANTENS NIEKAPCTBEHHbIX CPeACTB TpeboBaHUAM
npasBun Hagnexaiwien npou3BOACTBEHHOW MPAKTUKM B Crydae Wu3MeHeHus u (1nn)
AO0MNOSTHEHMSI MPON3BOACTBEHHOM NNOLWAAKM NEKapCTBEHHOrO Npenaparta, eCnu nNpou3BOACTBO
NeKapCTBEHHOro npenaparta ANns  BeTepuHapHOro rMpUMEHEeHUs OcCyLllecTBrseTcs 3a
npegenamu Poccuinckon degepaumm, unm OTCyTCTBME 3TOrO 3aKNIOYEHNS.

8. [onyckaetca obpalieHne nekapCTBEHHbIX MpenapatoB [Ans BeTepUHapHOro
NPUMEHEHNSA 0O UCTEYEHUS CpOKa rogHOCTWU, NPOU3BELEHHbIX B TEYEHNE CTa BOCbMUOECATHU
AHen nocne AaTbl NPUHATUSA YNONTHOMOYEHHbIM doefiepalribHbIM OpPraHOM WUCMOSHUTESTbHOW
BNacTu peLleHnsi 0 BHECEHUN N3MEHEHWI B AOKYMEHTbI, coAepXalimecs B pernctpaumoHHOM
A0Cbe Ha NneKapCTBEHHbIN MpenapaTt, B COOTBETCTBMM C MHJOpPMauuVen, coaepxallenca B
AOKYMEHTaX PermcTpauuoHHOro [OCbe Ha JIeKapCTBEHHbIN npenapat A0 AaTtbl NPUHATUSA
TaKoro peLueHmns.

Cratbsa 32. OTMeHa rocyfapCTBEHHOW perucTpaumm nekapcTBeHHOro npenapara

PeweHne 06 OoTMeHe rocygapCTBEHHOM pernctpauumn nekapcTBEHHOro npenapaTta wu
WCKIMIOYEHNN NeKapCTBEHHOro rnpenaparta u3 rocygapCTBEHHOro peectpa NeKapCTBEHHbIX
CpencTB NpUHUMAaETCa YNONTHOMOYEHHbIM dbeaeparnbHbIM OpPraHoOM WUCMOSMHUTENbHOM BRacTtu
B criyyae:

1) npeacTaBneHNa COOTBETCTBYIOLWMM YNONHOMOYEHHbIM defepanbHbiM  OpraHoM
NCNOSTHUTENbHOW BNAacTW 3aKkrYeHns O pucke unu ob yrpose 340pOBbO, XKU3HU YenoBeka
UM XXMBOTHOrO MNpW  MNPUMEHEHUN FEKApCTBEHHOro npenaparta, MpeBbiakWwmnx ero
3(pPekTUBHOCTb, MO pesynbTatam OCYLECTBMSEMOro MM MOHUTOpPMHra 6e3onacHocTm
rfleKapCTBEHHOro npenapara;

2) nogadn pepxaTtenem wunuv  BragenbueMm  perncTtpaumMoHHOro  yaoCTOBEpPEHUS
NeKapCTBEHHOro npenapata WM  YnosIHOMOYEHHbIM WM APYrMM  HOPUANYECKUM  JIULLOM
3aaBneHnsa o6 oTMeHe rocygapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara;

3) HenoATBEPXKAEHNS FOCYAAapPCTBEHHON perncTpaumm nekapCTBEHHOro npenapara no
NCTeYeHUN cpoka OeNCTBUA PErMcTPaLnMoHHOIo Yya0oCTOBEPEHNS, BbIAAHHOMO Ha NATL NeT;

4) HenpeacTaBneHns 3asiBUTeNneM MHgopmaumm, KoTtopas MOXeET noBneyvb 3a cobon
HeobXo4MMOCTb BHECEHUS M3MEHEHWU B AOKYMEHTbI, COAepXalmecss B pernctpauMoHHOM
AO0Cbe Ha 3aperncTpupoBaHHbLIN NEeKapCTBEHHLIM NpenapaT, B TeyeHne TpuauaTtu pabounx
AHEeN CO OHSA HACTYNEHUS 3TUX N3MEHEHWUI;

5) ocywecTBneHns rocyaapCTBEHHOW perncrtpauumn nekapcTBEHHOro npenaparta nojg
TOProBblIM  HaMMeHOBaHWMEM  3aperncTpupoBaHHOIO  paHee nMog 3TUM  TOProBbIM
HaWMeHOBaHWEM JIEKAPCTBEHHOrO npenaparta, OTNMYaloLerocs KayecTBEHHbIM COCTaBOM
AEeNCTBYIOLNX BELLECTB;

6) ocyLLecTBNEeHNS rocyaapCTBEHHON perncTpaumm 0gHOro 1 TOro Xe fekapcTBEHHOro
npenapaTta B OTHOLLUEHUM OOHOIO M TOrO Xe AepXxaTens wunu Bnagenbua pernctpaunuoHHOro
yOOCTOBEPEHNSA NEKApCTBEHHOro npenapata B Buae [AOBYX M 0Oonee nekapCcTBEHHbIX
npenapaToB Mo pasnuyHbIMU TOProBbIMU HAUMEHOBAHUSIMU;

7) BblHECEHMSI CYOOM peELUeHNA O HapyleHun npaB npaBoobragaTtenss 06bekToB
WMHTENNEeKTyanbHOM COBGCTBEHHOCTM NpU obpaLLeH NeKapCTBEHHbIX CPEACTB;

8) oTCcyTCTBMA NekapCTBEHHOro npenapaTa B obpalieHnn B Poccuiickon degepaumm B
TeyeHune Tpex u bonee ner;

9) HeBbLINOMHEHMS aepXaTeneMm unu BnagenbuemM permcTpaunmoHHOro yaoCTOBEPEHUS
NeKapCTBEHHOro npenapata NMB0 YNONMHOMOYEHHBIM UMK OPYrUM  HOPUOUYECKAM  FULIOM
MeponpuaTnin No odecneveHnto 6e3onacHOCTU NeKapCTBEHHbIX NpenapaToB, YCTAaHOBIIEHHbIX
YNONMHOMOYEHHbIM (hbeaepanbHbiM OpraHOM WUCMOMHUTENTbHOW BNacTM B COOTBETCTBUU C
yactammn 3 n 4 ctatbn 64 Hactoswero denepanbHOro 3akoHa, B pamMKax OCYLLECTBIIEHUS
drapmakoHag3opa;
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10) oTkasa pepxatensas wnu  Bragenbua PermcTpauuoHHOro  YAOCTOBEPEHUS
NeKkapCcTBEHHOro npenaparta nMbo yrnormHOMOYEHHOrO UMW OPYroro HpuaANYEeCcKoro nuua ot
BHECEHMS] WU3MEHEHUN B MHCTPYKLUMIO MO NPUMEHEHUIO JieKapCTBEHHOrO npenapara,
KacatoLMxcst HOBbIX NOATBEPXKAEHHbIX AA@HHbIX O TOM, YTO PUCK NPUYNHEHMS Bpeaa 340PO0BbIO
yerioBeka WM >XMBOTHOIO BCMNELCTBME NpuemMa NeKkapCTBEHHOro npenapata npesblaeT
3PPEKTUBHOCTb €0 NPUMEHEHUS.

CraTtba 33. [ocygapCTBEHHbIV pEECTpP NEKapCTBEHHbIX CPEACTB

1. TocyoapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB  COAEPXUT nepedeHb
NEeKapCTBEHHbIX MNpenapaToB, MPOLWEALNX [OCYAapCTBEHHYD pPerncTpaumio, nepeyeHb
dhapmaLeBTU4ECKNX CyBCTaHUMiA, BXOOSAWMX B COCTaB JleKapCTBEHHbLIX MpenapaTtoB, U
cneayroLLyo MHOpPMaLUuIo:

1) B OTHOLLEHUM NEKAPCTBEHHbIX NpenapaTos:

a) HaMMeHOBaHWE FeKapCTBEHHOro npenapaTta (MexayHapoaHoe HenaTeHTOBaHHOe,
UIn rpyNnNMPOBOYHOE, UITU XMMUYECKOE N TOProBoe HauMeHOBaHUS);

0) nekapcTBeHHasa hopma C ykasaHMEM [O3MPOBKM NIEKAPCTBEHHOrO npenapaTa u ero
KonuyecTtBa B NOTpebUTenbCKOM YNakoBKe;

B) HaMMeHOBaHMEe AepXxaTensa Wnu Bragenbua perucTpaumoHHOro yaoCTOBEPEHUS
NIeKapCTBEHHOrO npenapata W CBeAEHUss O perucTpauumn gepxatens wnuv Bragensua
perucTpauuoHHOro yaoCTOBEPEHUA feKapCTBEHHOro npenapata ans  MeauuuHCKOro
NPUMEHEHNA B Ka4yecTBe Hanoronnatenblinka B CTpaHe pernctpaumm (ansi poCCUMCKUX
opUaNYecKnX nuy - UAEHTUPUKAUMOHHBLIM  HOMep Hanoronnatenbwuka (UMHH), ans
WHOCTPAHHbIX HPUANYECKUX NUL, - CTpaHa perncrtpaummn, HaMMeHoBaHWE PEerncTpupyroLLero
opraHa, pPermcTpauMoHHbIM HOMEpP, KOA HamnoronnaTenbliMka B CTpaHe perucrpauum
(MHKOpPNOpaUUK) UK ero aHarnor);

r) HaMMeHoBaHWe 1 agpec NPou3BoaMTENA NekapCcTBEHHOro npenapara U cBeaeHus o
permctpauum npon3BoanTens fIekapCTBEHHOro npenapara aAngd MeguuMHCKOro NpuMeHeHus B
KayecTBe Haroronnartenblinka B CTpaHe peructpauum (4na poCCUNCKUX IOPUONYECKUX UL -
NOEHTUMPMKALMOHHBIN HOMep Hanoronnatenswmka (MHH), ana MHOCTpaHHbIX PUANYECKNX
nuy, - CTpaHa perucrtpauuu, HaMMeHOBaHWe PerucTpupyrolero opraHa, permcTtpauvoHHbIN
HOMep, Ko HanoronnaTenbLuka B CTpaHe pernctpaumm (MHKopnopauun) nnm ero aHanor);

A) dapmakoTepaneBTUdeckaa rpynna, KoA JIeKapCTBEHHOro rnpenapata o
aHaTOMO-TepaneBTUYECKO-XUMMUYECKON  Krnaccuukauum, pekomeHgoBaHHOM BcemupHomn
opraHusaumen 3gpaBoOXpaHEHUS;

€) NnokasaHusa n NPOTUBOMNOKAa3aHUA K MPUMEHEHMIO NeKapCTBEHHOIO Npenapara;

) NoBGOYHbIE AENCTBUS NNEKAPCTBEHHOrO NpenaparTa;

3) CPOK FOAHOCTM NeKapCTBEHHOrO npenapara;

n) yCNnoBnUA XpaHeHUs nekapcTBEHHOro npenapara;

K) yCrnoBusi OTNyCKa fekapCTBEHHOro npenapara;

n) HoMep hapMakonemHon CTaTbu UK B Criy4ae ee OTCYTCTBUA HOMEpP HOPMaTUBHOW
AOKyMeHTauum nnbo HopMaTUBHOMO LOKYMEHTA;

M) [fJaTa rocydapCTBEHHOM perucrtpauuuM rekapCTBEHHOro npenapata W ero
perncTpaunoHHbIN HOMEp, AaTa 3aMeHbl PErMcTpaunuoHHOro YAOCTOBEPEHMUS NIEKAapCTBEHHOIO
npenaparta Ha 6GeccpoyHoe pernmcTpauMoHHOEe y4OCTOBEpPEHMEe NeKkapCTBEHHOro npenapara,
AaTa nofayu 3asBfieHust 0 NOATBEPXKOEHMM rOCyLapCTBEHHON perncTpaumm nekapcTBEHHOMO
npenapaTta, AaTta OTMEHbl rocyJapCTBEHHOW perucTpawmm nekapCcTBEHHOro npenapara;

H) Ka4yeCTBEHHbIN COCTaB W KOSMYECTBEHHbIA COCTAB AEWCTBYIOLLUMX BeELWECTB W
Ka4eCTBEHHbIN COCTaB BCMOMOraTesibHbIX BELLECTB JIEKapCTBEHHOMO npenapara;

0) uHopmaums o000 BCex pas3pelleHHbIX BuAax BTOPUMYHOM (MOTPEOUTENBbCKOWN)
YyNaKOBKU;

n) pgata nNpUHATUS pelleHnMss O BO3MOXHOCTU pacCcMaTpuBaTb J1IEKAaPCTBEHHbLIN
npenapaTt nNpu rocyaapCTBEHHOW perucTpauumM B KadyecTBe OpgaHHOro rekapCTBEHHOro
npenapara;

p) HanuMunme nekapCTBEHHOro npenapata B MNepeYHe XU3HEHHO HeobXoauMbIX |
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Ba)KHEMLLNX NeKapCTBEHHbLIX NpenapaTos;

C) Hanuuue B JieKapCTBEHHOM npenapaTe HapKOTUYECKUX CPeacTB, MCUXOTPOMHbIX
BELLECTB M WX TMPEKYypcopoB, noafnexawmx KoHTponto B Poccuiickon degepaumm, B
COOTBETCTBMM C 3akoHogaTtenocTtBoM Poccuiickon depepaumn, MexagyHapoOHbIMU
porosopamn Poccuinckon degepaunmn, B TOM Yucne EQMHON KOHBEHUMEN O HapPKOTUYECKUX
cpeactBax 1961 roga n KoHBeHUmMen 0 ncuxoTponHbix BewecTtBax 1971 roga;

T) wuHdopmauMss O TOM, SBNSETCA NM  AaHHbIA  NIEKAapCTBEHHbIM  npenapart
pedepeHTHbIM NEKAPCTBEHHBLIM NpenapaToMm;

y) cCBedeHuss O nojade 3asaBfeHUS O BHECEHUM W3MEHEHUA B [LOKYMEHThI,
cogepxalimecs B permcTpaumoHHOM OOCbe Ha SIeKapCTBEHHbIN npenapar;

&) cBeeHMS O B3aMMO3aMEHAEMOCTUN NIEKapCTBEHHOMO nNpenaparTa;

X) CPOK BBEAEHUS NIEKapCTBEHHOMO NpenapaTa B rpaxgaHckuin obopoT;

2) B OTHOLUEHUN hapMaLeBTUYECKUX CYOCTaHLMIA:

a) HanmMeHoBaHue hapmaueBTUYECKON cybcTaHumm (MexxgyHapoaHoe
HenaTeHTOBaHHOE, U FPYNNUPOBOYHOE, UM XMMUYECKOE U TOProBOe HauMEHOBaHUS);

6) HanmeHoBaHWe 1 agpec NpPomM3BoAMTENS dapMaLeBTUYECKOM CyBCTaHUmK;

B) CPOK rogHOCTU hapMaLeBTUYECKON cybcTaHLuu;

r) yCrnoBua XxpaHeHusi bapmaLeBTUYECKON CyOCTaHLMK;

A) Homep dpapmMakonemHon ctaTtbu UNN B Criydae ee OTCYTCTBUS HOMEpP HOPMaTUBHOM
AOKyMeHTauum nnbo HopMaTUBHOIO LOKYMEHTA;

e) Hannume dapmaLeBTU4EeCKOW CybCTaHUMM B NepeyHe HapKOTUYECKUX CPEeAcCTB,
NCUXOTPOMHbLIX BELLEeCTB M WX NPEKYpcopoB, Moasiexawmx KOHTponi B Poccunckon
depepaummn, B  COOTBETCTBMM C  3akoHopdaTenbcTBoM  Poccuinckon  Pegepaunn,
MexayHapoaHbiMun gorosopammn Poccuiickon depepaumm, B TOM Ynucne EQnHON KOHBEHUMEN
0 HapkoTunyeckux cpencrtsax 1961 roga n KoHBeHUMEN O MCUXOTPOMHLIX BeuwectBax 1971
roga.

2. ®apmaueBTnyeckan cybcTaHuuMs, Npou3BeaeHHaa NS peanusauun, MoxeT ObiTb
BKMNOYEHA B rOCY[apCTBEHHbBIN peecTp NeKapCTBEHHbIX CPEACTB Ha OCHOBaHUM 3asiBIIEHUS
pa3paboTymka Mnv NpoM3BOaUTENS NEKapCTBEHHOro cpeacTBa nNMboO ynosIHOMOYEHHOTO UMK
IOPMANYECKOTO Nnua Mpu YCrnoBuM MNPOBEAEHUA B OTHOLLUEHMM Takon bapmaleBTUYECKOn
cybCcTaHuun  3KcnepTM3bl kayecTBa  apmaueBTUYECKOM cybCcTaHumm B nopsake,
yCTaHOBMEHHOM cTaTbenn 34 Hactoswero ®degepanbHOro 3akoHa. B oTHoweHun
dhapmaLeBTU4ECKNX CyOCTaHUMA, MPOM3BEOEHHbIX AN peanu3auun, B rocygapCTBEHHOM
peecTpe nekapCTBEHHbIX CPEACTB COAEPXUTCA crieaytoLlas nHopmMmauus:

1) HanuMmeHoBaHue hapmaueBTUYECKON cybecTaHumm (MexxgyHapoaHoe
HenaTeHTOBaHHOE, U rPYNNUPOBOYHOE, UM XUMUYECKOE U TOProBOe HauMEHOBaHUS);

2) HaumeHoBaHwue, agpec NpousBoanTensa dapmaLeBTUYEeCcKon cybcTaHUnN, a Takke B
OTHOLUEHMM JIEKAPCTBEHHbIX CPeacTB ANs  MeAUUMHCKOrO MPUMEHEHUST CBEAEHUs O
permcTpauum npoussoauTens dapmaueBTUYECKON cybcTaHumm B KadecTBe
Hanoronnatenblnka B CTpaHe peructpaumm (45s POCCUUACKUX  IOPUOUYECKMX NUL -
NOEHTUMPUKALMOHHBIN HOMep Hanoronnatenswmka (MHH), ana nHoCTpaHHbIX PUaNYECKUX
Ny, - CTpaHa perucrtpauuu, HaMMmeHoBaHWe PEerMcTpupyrollero opraHa, permctpaunoHHbIN
HOMep, Ko HanoronnaTesbLuka B CTpaHe perncrpaumm (MHKopnopauumn) nnv ero aHanor);

3) CpOK rogHoCTM hapmaLeBTMYECKON CyOCTaHLMK;

4) ycnoBus XpaHeHus hapMaLeBTUYECKON CybcTaHumm;

5) Homep cbapmakonenHon ctaTbn NGO B criydae ee OTCYTCTBUA HOMEP HOPMaTUBHON
AOKYMeHTauumn Unm HopMaTUBHOIO JOKYMEHTa;

6) Hanuuue dapmaueBTUYECKOM CyOCTaHUMM B MNepeyHe HapKOTMYECKUX CPeacTs,
NMCUXOTPOMHLIX BELLECTB W WX MNPEKypcopoB, Mnoanexawmx KoHTposnio B Poccunckon
depepaumm, B COOTBETCTBMM C  3akoHogaTenbcTtBom  Poccuiickon  Pegepaunn,
MexayHapogHbiMyn gorosopamun Poccuiickon depgepaumum, B TOM Yucne EQnHON KoHBeHUMen
O HapkoTum4yeckux cpeacrtsax 1961 roga n KoHBeHUMEN O MCUXOTPOMHbLIX BewecTBax 1971
roga;
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7) paTta BKMYeHust dpapmaleBTMYECKOW CyOCTaHUMM B rOCyAapCTBEHHbLIM peecTp
NEeKapCTBEHHbIX CPeaCTB, faTa BHECEHWA W3MEHEHWW B [OKYMEeHTbl dhapMaueBTUYEeCKOW
cybcTaHuun, parta MCKNYeHns dapmaueBTMYeCcKon CcybCcTaHuuMM U3 rocygapCTBEHHOO
peecTpa nekapCTBEHHbIX CPEACTB.

3. lNopsagok BedeHUs rocyaapCTBEHHOrO peecTpa NeKapCTBEHHbIX CpeacTB Aans
MeANLMHCKOro NpMMeHeHUs 1 NopsaoK Be4eHUs rocyJapCTBEHHOro peecTpa nekapcTBEHHbIX
cpeaoctB ang BETEPUHAPHOINO  NPUMEHEHNA  YTBEPXOAAKTCA  COOTBETCTBYHLLMM
YNONHOMOYEHHbIM dpefiepanbHbIM OPraHoOM UCMONHUTESTbHOW BacTu.

Ctatba 34. BknioyeHne B rocygapCTBEHHbIA PeecTp NeKapCTBEHHbIX CPeacTB W
UCKMIOYEHNe U3 TrOCydapCTBEHHONO peecTpa JleKapCTBEHHbIX CpPeacTB
dhapmaueBTUYeCKOn cybCcTaHUUK, NPOM3BEAEHHON ANA peanv3aunm

1. [Ons BKkAYeHua dapmaueBTMYeckon cybCcTaHuuu, nNpou3BedeHHOM  Ans
peanusauuun, B rocygapCTBEHHbIN PEECTP NEKapCTBEHHbIX CPeACTB, NPOBOANTCS 3KCnepTn3a
ee KayecTBa.

2. JKcnepTu3a kayecTBa yka3aHHOM B YacTu 1 HacTosLen ctaTbm hapMaueBTUHECKON
cybCcTaHuuKn, CcoCTaBneHMe KOMUCCUEN IKCMNEepPTOB 3aKMloYeHUMn no pesynbTaTaMm  3Town
3KCnepTusbl U UX HarnpasfieHNe B YNOSIHOMOYEHHbIN (hefeparbHbii OpraH UCMONMHUTENbHON
BNacTW OCYLLECTBASAOTCA B CPOK, HE MPEBbILAKLWMA WECTUAECATM pabounx OHEeNn co AHSA
Nnosly4eHUs 3KCMEepPTHbIM y4ypexaeHuem COOTBETCTBYIOLLEro 3afdaHud YrNorHOMOYEHHOro
denepanbHOro opraHa UCMNONTHUTENBHOW BNAcTU U CrieayroLwmx JOKYMEHTOB:

1) KOnNusa NMUEH3M Ha NPOU3BOACTBO NEKAPCTBEHHbLIX CPEACTB UMM KOMUA 3aKITioYeHuUs
O COOTBETCTBUM NPOU3BOAMTENSA  NEKApPCTBEHHbIX CPeacTB TpeboBaHMAM  npaBun
Hagnexawen npPou3BOACTBEHHOW MNPAaKTUKW, BblAAHHLIX YMNOMHOMOYEHHbIM eaepanbHbIM
OpraHoOM MCMNOJSTHUTENBHOW BlacTu, B Criydae, ecriv Npon3BoLCTBO NIEKAaPCTBEHHOMO CpeacTBa
ocywectBngaetca B Poccuiickon enepaumu;

2) Konusa OOKYMEHTA, BblAAHHOMO YNOSHOMOYEHHbIM OpPraHOM CTpaHbl NPOM3BOAUTENS
nekapCTBEHHOro  cpeacTBa n NnoaTBepXKaaroLLEero paspeLueHune npousBoacTBa
NleKapCTBEHHOro CpeacTBa, U ero nepeBos Ha PYCCKUM A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM
nopsiake, a TaKKe KOMus 3akmlYeHUst O COOTBETCTBUMM MNPOM3BOAUTENS NeKapCTBEHHbIX
cpenctB TpeboBaHMAM npaBuil Hagnexallen nPOM3BOACTBEHHOW MPaKTUMKK, BblAAHHOMO
YNOMHOMOYEHHbIM (heaepanbHbiM OpraHoOM MCNOMHUTENBHOM BRacTn, NMbo Konust pelueHns
YNONMHOMOYEHHOIO  (befepanbHOro opraHa WUCMOMHUTENbHOM BRacTu O NpOBeAeHUn
WHCMEKTMPOBaHUSA MNpPOU3BOAUTENS NEeKapCTBEHHOrO CpeacTBa. YKas3aHHble [OOKYMEHTbI
npeaCcTaBNATCA B Cnyyae, ecrnn NpoM3BOACTBO NIeKapCTBEHHOIO CPeACcTBa OCYLLECTBSETCA
3a npegenamu Poccuickon ®eagepaunu;

3) OOKYMEHT, coaepxalumin cnegyowme ceegeHnsa o papmMmaueBTU4ECKon cybcTaHumnu:

a) HaMMeHoBaHMe hapmMaLEeBTUYECKOM CybCcTaHUmK, ee CTpyKTypa, obLume CBOUCTBA;

0) HauMeHoBaHWe 1 agpec NPOM3BOANTENS;

B) TEexXHONorus npou3BOACTBaA C ONUCaHWeM CcTagunh Mpov3BOACTBA U METOO0B
KOHTPOSISi Ha BCEX CTaausaX NPOU3BOACTBA;

r) onucaHme pa3paboTkm npoLecca NPON3BOACTBA;

A) OnuMcaHMe KOHTPONA KPUTUYECKMX CTagui npouecca npou3Boactea U
NPOMEXYTOYHOM NPOAYyKUUU;

€) OOKYMeHTanbHoe NOATBepXAeHME (Banugaums) NpoLeccoB 1 (M) UX OLEHKa;

X) CBOMCTBa M CTPYKTypa AENCTBYIOLLUX BELLECTB;

3) XapakTepucTmka NpuMecen;

n) cneundmrkauma Ha hapmaneBTUYECKyo cybCcTaHumo n ee 060CHOBaHME;

K) aHanMTn4eckne MeToauKu, UCMNonb3yeMble NPU OCYLLIECTBIIEHMM KOHTPONS KavyecTBa
hapmaLeBTU4ECKOM cybCcTaHLmuy;

n) [JOKyMeHTanbHoe noATBepXaeHwe (Banupaums) aHanuMTUYecKUx MeTOoOMK,
NCNOoNb3yeMblX NPU OCYLLIECTBIIEHNN KOHTPOSA KavyecTBa papMaLeBTUYECKOM CyGCTaHUmm;

M) pe3ynbTaTbl aHanu3a cepun goapmaueBTUYECKON CyOCTaHLMK;

H) nepeyeHb CTaHAapTHbIX o06pas3uoB WM BELWEeCTB, WCMOMb3yeMbIX Mpu
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OCYLLECTBIIEHNN KOHTPOSI Ka4YecCTBa;

0) OnucaHne XapakTepUCTUK U CBOMCTB YMNaKOBOYHbIX MaTepuanoB U YKYNOPOYHbIX
CpeacrTs;

n) AaHHble O CTAabMNBbHOCTM hapMaLeBTUYECKOM CyBCTaHUmK;

p) CPOK rogHOCTY;

4) DOKYMEHT, coaepalimi CcBeeHUs 0 pernctpaumm npon3BoauTenst nekapCTBEeHHbIX
CpeacTB aAns MEOMUMHCKOrO MNPUMMEHEHWs B Ka4vyecTBe HanoronnaTtenbliuka B CTpaHe

peructpauum (4N POCCUNUCKUX HOPUANYECKUX NUL -  UOEHTUPUKALMOHHBIA  HOMeEp
Hanoronnatenswmka (MHH), ANS WMHOCTPaHHbIX PUANYECKUX NUL - CTpaHa perucrpauumu,
HanMeHoBaHwue perncTpupyroLiero opraHa, perncTpaunoHHbIN HOMeDp, Kog

HarnoronnaTenbLlnKa B CTpaHe pernctpaumm (MHKoprnopaummn) Unmn ero aHanor).

3. [lna npoBefeHUs SKCNepTuU3bl KavyecTBa yKa3aHHOM B 4acTu 1 HacCTosALWen cTaTby
apmaueBTUdeckon  cybcTaHuMm  3aaBUTENb  NPEAcTaBnseT B YNOSIHOMOYEHHbIV
deaepanbHbIN OpraH UCNOMHNTENBHOW BRAcTu:

1) 3a9BneHne O BKIHYEHUM B FOCYLapPCTBEHHbLIN PEECTP JieKapCTBEHHbIX CPeacTB
AaHHOW (hbapMaueBTMYECKON cybcTaHumu;

2) KOMMsl OOKYMeHTa, MOATBepXAalowero ynnaTty rocyaapCTBEHHOM MOLWSMHbI 3a
BKIIOYEHNE B TOCYOAPCTBEHHbLIM pPeecTp JIeKapCTBEHHbIX CpeacTB dpapmMaueBTUYEeCKON
cybCcTaHuun, npou3BedeHHOW p[ns peanusaumm, nmMbo no COBGCTBEHHOW WHUUMATUBE
yKasaHHbIi OOKYMeHT. B crnyyae ero HenpenctaBreHus 3asBUTENEM YNOSTHOMOYEHHbIN
dbefepanbHbI OpraH MUCMNOMHUTENBHOM BNacTyu NpoBepsaeT (hakT ynraTtbl rocyaapCTBEHHOM
NOLWSKNHbLI 3asiBUTENEM C WUCMOMb3OBaHMEM WHMopmMaunmm 06 ynnaTe rocyaapcTBEHHOM
NOWMWUHLI,  codepxawenca B [ocynapcTBeHHOM  MHAPOPMAUMOHHOM  cuUCTemMe O
rocygapCTBEHHbIX M MyHUUMNANbHbIX NfaTtexax, Ha OCHOBaHWW NpeacTaBreHHOM
3asiBUTENEeM KONuUM AOKyMeHTa, NoATBEPXKAAtoLWero ynnarty rocyaapCcTBeHHOMW MOLWSIVHbI;

3) OOKYMEHTbI, YKa3aHHbIE€ B YacTh 2 HACTOsILEN CTaTby;

4) 3agBneHne o0 Bblgaye paspelleHnsa Ha BBo3 B Poccunckyro denepaumio KOHKPETHOM
napTUM He3aperncTtpupoBaHHOIO JEKApCTBEHHONO CpeacTBa, MpegHa3HayeHHoro Ans
npoBefeHUs1 YKa3aHHOW 3KCNepTu3bl.

4. B TeuyeHne pecatn paboumx OHEN CO AHA MPUHATUS 3asiBMEHUSI O BKNHOYEHUN
ykaszaHHoOW B 4Yactu 1 Hactoswen cTraTbM apmaueBTUYecKoW cybcTaHumm B
rocy4apCTBEHHbIV PEECTP NEKAPCTBEHHbIX CPEACTB N JOKYMEHTOB, NEPEYNCTIEHHbIX B YacTu 1
MW NyHKTe 2 YacTm 3 HacTodwen craTbu, YMNONMHOMOYEHHbIM doedeparibHbIii  OpraH
NCMNONHUTENbHOW BRacTu:

1) npoBoaAMT MpPOBEPKY MOMHOTbI M [OCTOBEPHOCTU [AaHHbIX, COAEepXallnxca B
npeaCcTaBNeHHbIX 3asiBUTENEM AOKYMEHTAX;

2) NpUHUMaeT pelleHve O HarnpaBfeHUW B IKCMEPTHOE yudpexaeHue 3aJaHus Ha
npoBefeHMe 3KCNepTu3bl KavecTBa yKasaHHOM B 4acTu 1  HacTosiwen craTbu
dhapmaLeBTU4ECKOM cybcTaHLmMm nnm 06 oTkase B TaKOM HarnpasneHuu;

3) yBeOooOMnsieT B 3IEKTPOHHOW WM MUCbMEHHOW dopMe 3aaBUTENS O MPUHSATOM
peLleHnn unn B criydae oTkasa C ykazaHneM NpuYnH Takoro otkasa.

41. B cnyyae BbiBNEHUss HEOOCTOBEPHOCTM CBEAEHWMW, COAEpXKaLMXcs B
npeacTaBNeHHbIX 3asiBUTENneM Marepuarnax, YrnosIHOMOYEHHbIn enepanbHbii  opraH
WCMONHUTENBbHOM BRacTU HanpaensieT 3asiBUTENt0 3anpoc 06 YTOYHEHMM yKa3aHHbIX
ceefeHun. [aHHbii 3anpoc MOXeT ObITb nepefaH YnoOfHOMOYEHHOMY MpeacTaBUTENIO
3asBUTENSA NNMYHO NOL PacnuCKy, HanpaBfieH No No4YTe 3akasHbiM MMCbMOM UMW NepefaH B
3MEeKTPOHHOM hOpMe MO TeneKOMMYHUKAUVMOHHbIM KaHanam cBa3n. B cnyvae HanpaBneHus
AAHHOro 3anpoca no no4yTe 3akasHbiM MUCbMOM OH CYMTaETCHA MOSyYEeHHbIM MO UCTEYEHUU
LWeCTU AHEeN C AaTbl HaNpaBneHUs 3akasHoro Nucbma.

4.2. 3agsutenb o00s3aH nNpencTaBUTb OTBET Ha 3anpoc  YNOSHOMOYEHHOro
beepanbHOro opraHa MWCMNOSIHUTENbHOW BRacTM B CPOK, He NpeBbllakWmnn OeBsHoCTa
paboymnx AHEN CO OHSA NONyyYeHus gaHHoro 3anpoca. CpokK, yKa3aHHbIN B YacTu 4 HacTosLen
cTaTbu, NPUOCTaAHABNUBAETCH CO [HS HanpaBlieHUs 3asiBUTEST0 3anpoca YrnosIHOMOYEHHOro



deepanbHOro opraHa MCNOSIHUTENBHOM BRacTu A0 OHSA MOfyYeHus UM oTBeTa Ha AaHHbIN
3arnpoc 1 He y4YUTbIBAEeTCHA NPU UCYUCIIEHUM CPOKa IKCMEePTU3bl KavyecTBa papMaueBTUYECKON
cybcTaHuumn, HeMCnoib3yeMon Npu NPOM3BOACTBE NIEKAPCTBEHHbIX NpenapaTos.

5. OcHoBaHMeM AN oTKasa B HanpaBIieHUM B SKCMNEPTHOE ydpexaeHwe 3afaHus Ha
npoBefeHMe 3KCNepTu3bl KadecTBa yKa3aHHOM B 4acTu 1  HacTosiwen craTbu
dapmaLeBTU4ECKOM CybCTaHuMM SBNSETCA HenpeacTaBneHne OOKYMEHTOB, YKa3aHHbIX B
YacTu 2 HacTosdlen cTaTbW, OTCYTCTBME WHOpMauuu, noaTeepxgarwowen dgakt ynnathbl
rocyaapCTBEHHOM MOLUMNHBI 3@ BKITOYEHNE hapMaueBTUYeCKon cybCcTaHumm, Npon3BeaeHHOM
Ana peanusauuu, B rocyfapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeaCcTB, HenpeacTaBrieHne
3asiBUTENEM B YCTAHOBIIEHHbIA CPOK OTBETa Ha yKasaHHbI B YacTu 4.1 HacToswen ctaTby
3anpoc  YNOMIHOMOYEHHOrO  hefepanbHOro  opraHa  WCNOMHUTENbHOW  BRacTm  wnm
npeacraBneHne AOKYMEHTOB, He CoAepKalimx MCHepnbiBaloLWEero nepeyHs Heobxoanmbix
cBeEeHUN.

6. B TeyeHne natHaguatm pabouMx [OHEN CO AHSA  MOMyYeHus  peLleHus
YNONHOMOYEHHOIo dheaeparnbHOro opraHa WCMOMHUTENBbHONW BRacTM O HanpasfieHMM B
3KCNepTHOEe yypexgeHue 3adaHnda Ha npoBedeHne 3KCrnepTU3bl KadecTBa yKa3aHHOM B 4acTu
1 HacTtoswen cTatbM dapmMmaueBTU4YeCcCKon cybcTaHumn 3aaBUTENb NpeacTtaBnseT B
3KCNepTHOE yupexaeHue ans NnpoBeAeHnsa JaHHOM aKenepTm3abl 06pasubl hapmMaueBTUYECKON
cybCcTaHuuMnM B KONM4yecTBe, HeobxoaMMOM And BOCMPOM3BEAEHMS METOAOB KOHTPONA
KayecTBa. OKCMNEpTHOE YyypexaeHue npu nonyyvyeHunm ob6pasuoB ykasaHHOM B 4actn 1
HacTosWwen cTaTtbn apmaueBTUYecKon CcyObCcTaHuun BblgaeT 3asBUTENO  OOKYMEHT,
noaTBepXaarLwmin nonyvyeHne atux obpasuos, U B CPOK, HE MPEBbILAOWMIA Tpex paboumnx
AHeN, yBeooOMNSAeT B 3fIEKTPOHHOM WAW NUCbMEHHON dopmMe 06 3TOM YNOMHOMOYEHHbIN
degepanbHbIl  OpraH WUCMOSTHATENBHOW BfacTu. 3TU CPOKM HEe BKMNKYAKTCA B CPOK
npoBeAeHnst 4aHHOW SKCNepPTU3bl.

7. JOKyMeHTbI, NOCTYNMBLLME B SKCMEPTHOE yupexaeHue Ans NpoBeAeHNsa aKCnepTusbl
KayecTBa ykaszaHHOM B 4acTm 1 HacTosilen cTtatbh apMaueBTUYeCcKOW CcybecTaHumu,
noanexaT BO3BpaTy B YMNOMHOMOYEHHbLIN defepasribHbi OpraH WCMOSIHUTENbLHOW BRacTu
OLHOBPEMEHHO C 3aKNYeHUsMU No pesyrnbTaTaM NpoBegeHHOM 3KCNePTU3bI.

8. B cpok, He npeBbiwawwmi NaTn paboymx OHEW CO AHS MNOSTyYEHUs 3aKIYeHus
KOMMUCCUM SKCNEepTOB MO pesyrbTaTtaMm 3KCnepTusbl KavecTBa YkasaHHOW B 4actn 1
HacTosLLen cTaTbk bapmaLeBTMYEeCKOn cybCcTaHummn, YNoNHOMOYEHHbIN beaepanbHbI OpraH
NCMNOJSTHATENBHOW BACTMU:

1) ocyLlecTBnSET OUEHKY TaKoro 3akmnioueHusa Ong onpeferieHvus ero COOTBETCTBUSA
3aaHuio Ha npoBefeHne JaHHOW 3KCNepTuUsbl;

2) NPUHUMAET pelleHne O BKIHYEHUM YKasaHHOW B 4YacTu 1 HacCToAWEWN cTaTbk
hapmaLeBTUYECKOM CyBCTaHLMM B FOCYAapCTBEHHbLIN PEECTP NEeKapCTBEHHbLIX CPEeACTB UNn
pelleHne 06 OoTkase B TaKOM BKIHOYEHUN;

3) BHOCUT NpU MPUHATUN peLleHns O BKIMIOYEHUW yKas3aHHOW B YacTu 1 HacTosiwen
ctatbM (papmaueBTMYECKOW CYyOCTaHUMM B TOCYAApPCTBEHHbLIN pPEeecTp JieKapCTBEHHbIX
CpeacTB npedycMOTPeHHY0 NyHKTOM 2 4vactu 1 crtatbm 33 Hactosdwero PenepanbHOro
3aKoHa WHGopMauui n ysegomnser o6 3TOM B 3MEKTPOHHOW WKW MUCbMEHHOW dhopMe
3agaButend.

9. OcHoBaHMeM pAnsi OTka3a BO BK/OYEHUW YKa3aHHOM B 4YacTu 1 HacTosiwen
cTaTbk hapmaueBTUYEeCKOM CyBGCTaHuMM B TOCYOAPCTBEHHbIA  PEECcTp JleKapCTBEHHbIX
CpeacTB SBMSIETCA 3aKNiYeHWe COOTBETCTBYHOLLENO YMNOSIHOMOYEHHOrO defepanbHOro
opraHa WMCNOMHUTENbHOW BRacTM O TOM, YTO KayecTBO (papmaueBTMYECKON cybcTaHumn He
noaTBEPXAEHO NONy4YEHHbIMU LaHHBIMU.

10. He gonyckaeTca BKIOYEHUE B rOCyAapCTBEHHbIN peecTp NeKapCTBEeHHbIX CpeacTB
O4HOW (hapMaueBTUYECKON CybCTaHuMM, NPou3BeLeHHOW ONs peanu3auum U BbiyckaeMom
OLHUM 1 TEM XXe NPOoun3BOAMTENEM, B BUAE ABYX U Bonee peecTpoBbIX 3anncen.

11. BHeceHMe WU3MEHEHWN B [JOKYMEHTbl Ha dapMaueBTUYECKyo cybcTaHuuio,
Npou3BeLeHHYI0 OnA  peanu3aumMM W BKIIOYEHHYKD B rOCyJapCTBEHHbIA  peecTp



NeKkapCTBEHHbIX CPeACTB, OCYLLecTBNseTcs B nopsake, ycTtaHoBneHHoMm ctatbsmmn 30 n 31
HacToswero  ®defepanbHOro  3akoHa, C  ynnaToM  rocydapCTBEHHOW  MOLUMVHBI,
npegycMOTPEHHON 3akoHoAaTenbCcTBOM Poccuinckon degepaumm o Hanorax n cbopax.

12. Jonyckaetca obpawieHne dapmaueBTUYECKUX CyOCTaHUMA, NPOM3BEOEHHbIX ANA
peanu3auuun, B TedeHue cTa BOCbMUOECATM OHEeN OO0 WU nocne MpUHATUSA YNONHOMOYEHHbIM
beeparnbHbIM OpPraHoOM WCMOSTHUTENbHOW BMacTu pelleHuss O BHECEHUU WU3MEHEHUN B
AOKYMEHTbl Ha papMaueBTMYEeCKylo CcybCTaHumio, MPOU3BEOEHHYIO ANnd peanusaumm u
BKIMIOYEHHYIO B rOCYapCTBEHHbIN PeecTp fiekapCTBEHHbIX CPeaCTB.

13. PeweHune 06 nCKNoYeHUN N3 rocyaapCTBEHHOIO peecTpa NekapCTBEeHHbIX CPeacTB
dapmaueBTUdeckon cybcTtaHuuu, nNpouM3BedeHHOM [Ons  peanu3auuu, npuHMMaeTcs
YNONMHOMOY€EHHbIM doefieparnbHbIM OpraHOM UCMOSTHUTENbHOW BNACTU B Criyyae:

1) npeacTtaBneHuMsi COOTBETCTBYHOLLMM YMNOMHOMOYEHHbLIM hbeaepanbHbIM  OpraHoM
WCNOSTHUTENbHOW BMacTU 3aKMOYeHUs O pucke unuM o0 yrpose >XM3HU UnuM 300POBbHO
Yyenoseka NMbO XMBOTHOMO NPU NCNOSNb30BAHUKN NIEKAPCTBEHHOIO CPeACTBa;

2) nogayn pa3paboTyMKOM JeKapCTBEHHOr0 CpeacTBa WM npousBoguTernemM
NEeKapCTBEHHOrO0 cpeacTBa MO0 YNOMHOMOYEHHBIM UMW OAPYrUM  HOPUONYECKAM  FIULIOM
3aaBneHna o6 WCKMIYEeHUNn W©3 rocyJapCTBEHHOrO peecTpa JieKapCTBEHHbIX CpeacTs
hapmaueBTUYECKON CyBCTaHUUK, NPOM3BEAEHHON AN peanu3auuu;

3) oTcyTcTBMS hapmaueBTUYECKOM CcybCcTaHUuKM, NPOM3BEOEHHON ANSA peanu3auuu, B
obpaweHnn B Poccunckon degepauum B Te4eHne Tpex n bonee ner.

Cratba 35. Y1patuna cuny ¢ 1 nona 2015 .

Cratba 36. OGxanoBaHue peweHna o6 OTKaze B Bblgave paspelleHust Ha
nposefeHne KIWHUYECKOro WCCnenoBaHWUs NeKkapCTBEHHOro npenapara,
peweHns 06 oOTkase B rocyaapCTBEHHOW perucTpaunm rekapcTBEHHOro
npenapaTta, 3aKkno4YeHNa KOMUCCUN SKCMNEPTOB IKCMEPTHOIO yypexaeHuss nnu
3aKIIlYeHNs coBeTa no aTuke

PeweHue COOTBETCTBYHOLLEIO YNONTHOMOYEHHOTO benepanbHOro opraHa
NcnosHUTENbHOW BnacTn o6 oTkase B BblAaye paspelleHns Ha npoBefeHue KIMHUYECKOro
nccrnegoBaHNA JiekapCTBEHHOrO npenapaTta, pelleHwe ykasaHHoOro defepanbHoro opraHa
ncnonHuTenbHoOM BnactTm o6 oOTkase B roCy4apCTBEHHOW perncrpauumn rfekapcTBEHHOro
npenapaTta, 3akniyYeHne KOMUCCUW 3KCMEepPTOB IKCMEPTHOro YYpexAeHUs UInu 3akroyveHue
coBeTa MNo 3TUKe MOXeT OblTb 06XanoBaHO B nopsake, yCTaHOBNEHHOM 3aKOHOAATEeNbCTBOM
Poccunckon ®depepaumun. 3aknodeHne akcneprta, opopMieHHoe MO UToram 3KCnepTusbl B
uenax onpegerneHus  B3aMMO3aMEHAEeMOCTM  3aperMcTpUpoBaHHOINO  JieKapCTBEHHOro
npenaparta, MoxeT ObiTb ObXanoBaHO AepxaTenem wnu BnagenbuemM perncTpaumoHHOro
YOOCTOBEPEHUS  NIEKApPCTBEHHOro rnpenapata B  KOMWUCCUIO  3KCMEpPTOB  9KCMEPTHOro
yypexaeHus. 3akroyeHme KOMUCCUM IKCNEePTOB SKCNEPTHOro yupexaeHusi, opopMmneHHoe no
uToram nepecmoTpa 06XanoBaHHOrO 3akmnt4veHus akcnepTa, MoxeT 6bITb OCNOpeHo
aepxatenem unu  BrnagensuemM  perucTpaumMoHHOro  yAOCTOBEPEHUA  NeKapCTBEHHOTO
npenapata nMboO  YNONMHOMOYEHHBIM UMM  NUUOM B NOpsSAKe, YCTaHOBIIEHHOM
3aKoHoOaTerbLCTBOM Poccunckon depepaumn. Mpwn obxxanoBaHum peLleHns
YMOMHOMOYEHHOro defeparibHOro opraHa MCMNOMHUTENbHON BNacTW, 3aKIOYEHUs aKkcnepTta
UM KOMWUCCUWM 3KCMEPTOB 3IKCNEPTHOIO YYpexdeHUs, 3akiyeHus coBeTa Mo ITUKe
aepxatens unu Bnagernel peruMcTpaumoHHOro yYAOCTOBEPEHUS NeKapCTBEHHOro npenapaTa
nmbo  ynonHOMOYEHHOE MMW NUUO BMpaBe MpPeAcTaBuTb pe3ynbTaTbl  IKCMEPTU3bI
neKkapCcTBEHHOro npenapaTa, NPOTOKOSbl NOMYYEHHbIX akkpeaUTOBaHHbIMU UCMbITaTeNbHBIMK
nabopartopusmu (LeHTpammn) pe3ynbTaToB UCCNeLOBaHUN, UCNbITAHUNA.

Cratba 37. WHdopmauus, cBA3aHHaAs C OCYWECTBIEHMEM [OCYyOapPCTBEHHOWN
peructpauuu neKapCTBEHHbIX npenaparos, MHopMauus o]
3aperucTpMpoBaHHbIX  NleKapCTBEHHbIX Mpenapatax W feKkapCTBEHHbIX
npenapaTax, MCKMIOYEHHbIX M3 rOCydapCTBEHHOro peectpa feKapCTBEHHbIX
cpeacTs

1. CooTBeTCTBYHOLWMNA YNONHOMOYEHHbIM dedeparbHbIi  OpraH WUCMONHUTENbHOM
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BflacTm pasMmellaeT Ha cBoeM odwuumanbHoM cante B cetun "UMHTepHeT" unHdopmauumio,
CBSI3aHHYI0 C OCYLLECTBNEHNEM rocy4apCTBEHHON pernctpaunm nekapCTBeHHbIX npenapaTos,
B TOM 4uUCfe NpOBEeAEHNEM IKCNEPTU3bl NTEKAPCTBEHHbIX CPeACTB (BKMNtoYasa pesynbraThbl ee
nposefeHust), uHOPMaLMIO O 3aperucTpupoBaHHLIX JEKApCTBEHHbIX MpenapaTtax u
NeKapCTBEHHbIX Npenaparax, UCKMYEHHbIX N3 roCydapCTBEHHOIO peecTpa NeKapCTBEHHbIX
CPEeACTB, He NO3aHee YeM Yepes NATb pabounx gHEeN CO OHA NOfyYeHUs COOTBETCTBYHOLLMM
YNONMHOMOYEHHbIM  doefeparibHbiM  OpraHOM — UCMOMHUTENbHOW  BRacTu  3asiBEHNA O
rocygapCTBeHHOW permctpauum nekapCTBEHHOro npenapara.

2. Cpoku UM nopsigoK pasMmelleHuMs yKasaHHOM B 4YacTu 1 HacTodAwen cTaTbu
nHdopmauum yCTaHaBnMBalTCA YNOSTHOMOY€EHHbIM denepanbHbIM opraHom
ncnonHutTensHon snactu. MHdopmaums, ykazaHHas B YacTu 1 HacTosiwen ctatbu, ABnsieTcs
OTKpbITOM M 00LLEeA0CTYNHOM N NPpeaoCTaBNAeTCa 3anHTepeCcoBaHHbIM ML aM B COOTBETCTBUU
C 3akoHogaTenbcTBoM Poccumnckon degepauuu.

MnaBa 7. KnuHn4yeckue nccnenoBaHus NeKapcTBEHHbIX NpenapaToB Ans
MeAMWLMHCKOro NpUMeHeHusl, 4oroBop o6 ux npoBeneHUn, NpaBa NaLMeHToB,
y4YacTBYHOLMX B 3TUX UCCeA0BaHUSAX

Cratba 38. KnunHuyeckne wuccnegoBaHusi FEKaApCTBEHHbIX MpenapaTtoB AN
MEOMLMHCKOro NPUMEHEHNS

1. KnuHuyeckme wuccnenoBaHUs NEKapCTBEHHbIX NpenapaTtoB Ansi MeAMUUHCKOro
NPUMEHEHNA, B TOM 4uCne MeXAyHapodHble MHOMOUEHTPOBble, MHOIOLEHTPOBbIE,
NOCTPErncTpaLmoHHble, NPOBOASTCA B OOHOM UITM HECKONbKUX MEUUMHCKUX OpraHmM3aumsax B
COOTBETCTBMM C nNpaBunaMmn Hagnexawen KIMHUYECKOW MpaKkTuUKY, YTBEepXOAeHHbIMU
YNONHOMOYEHHbIM deaeparibHbIM OpPraHOM WCMOSHUTENbHOW BRacTW, COOTBETCTBEHHO B
cnegylowmnx Lensax:

1) ycraHoBneHne 6e30MacHOCTM JleKapCTBEHHbIX nNpenapaTtoB Ans  340POBbIX
AobpoBonbLEB U (MNKN) NEPEHOCMMOCTU UX 300POBbIMM JOOPOBOMbLAMU, 3a UCKITHOYEHNEM
TakMx MWCCnegoBaHMM JEeKapCTBEHHbIX MpenapaTtoB, MPOM3BEAEHHbIX 3a npeaenamu
Poccuinckon ®epgepaunu;

2) noadop onTumarnbHbIX 4O3MPOBOK JIEKAPCTBEHHOMO NpenapaTa u Kypca feyvyeHust ans
naunveHToB C onpegeneHHbiM 3aboneBaHMeM, OMTMMarnbHbIX 003 W CXEeM BaKuuHauuu
UMMYHOBMOOrMYEeCKMMUN NEKAPCTBEHHbIMM NpenapaTamm 340p0BbIX 4O0OPOBONbLEB;

3) yctaHoBneHne 6e30nacHOCTM NEKapCTBEHHOro npenapata n ero adeEKTUBHOCTH
AnNs NauMeHToB C onpegeneHHbiM 3aboneBaHuemM, NpodunakTuyeckon 3dpdPEKTUBHOCTHU
NMMYHOBNONOrMYECKNX NEeKapCTBEHHbIX NpenapaToB AN 300poBbix 406POBONbLEB;

4) n3y4yeHne BO3MOXHOCTWN pacLUMPEHUS NOKa3aHUM ONst MEAULMHCKOrO NPUMEHEHUS U
BbISIBIEHNSA paHEee HEU3BECTHbIX MOBOYHbLIX OENCTBUN 3apErMCTPUPOBAHHbIX NEKAPCTBEHHbIX
npenapaTos.

2. B oTHOLWEHNN BOCNPOM3BEOEHHbBIX NIEKAPCTBEHHbIX NpenapaTtoB Ansi MeAuLMHCKOro
NPUMEHEHNSA MPOBOAATCA MUCCNefoBaHUs GUMO3KBMBANEHTHOCTU U (MNKN) TepaneBTUYECKOMn
9KBMBAaNeHTHOCTU B Mnopsagke, YCTAHOBIIEHHOM YMOMMHOMOYEHHbIM defeparnbHbiM OpraHom
NCMNONHUTENbHOW BRacTu.

3. OpraHusaumio npoBeOeHUA  KITMHUYECKMX  UCCReoBaHWM  fieKapCTBEHHOro
npenapaTa ana MeauuUMHCKOro NpUMEHEHNs BNpaBe OCYLeCTBNATb:

1) pa3paboTumk nekapCcTBEHHOro nNpenaparta Unm yrnosIHOMOYEHHOE UM NNLO;

2) obpasoBaTtenbHble oOpraHuM3aumMm  Bbicllero  obpasoBaHuWd,  opraHuMsaumm
AOMNOJTHUTENBHOro NpodeccnoHanbHOro o6pasoBaHns;

3) Hay4YHO-UccnegoBaTenNbCKUE opraHmM3aunu.

4. KnunHuyeckne wuccnenoBaHUs feKapCTBEHHOro npenaparta and MeOUUMHCKOro
NPUMEHEHNA TMNPOBOAATCA HA OCHOBaHMM paspelleHns Ha npoBefeHME  KITMHMYECKOro
nccrnegoBaHNAa NekapCcTBEHHOro npenapaTa, BblJaHHOro YNoSIHOMOYEHHbIM beaeparibHbIM
OpraHOM UCMNOSHUTENBHOW BAacTU. YNOMHOMOYEHHLIN doeaeparnbHbI opraH NCNOSTHUTENbHON
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BNacTun BeAEeT PEECTp BblAaHHbIX paspeLLleHni Ha NPOoBeAEHNE KITMHUYECKNX UCCnenoBaHum
NeKapCTBEHHOro npenapara, cogepXallun ykazaHve Ha ux Lenb unuv uenu, B yCTaHOBIEHHOM
3TUM OpraHoM Mopsiake.

5. YTpatuna cuny ¢ 1 nonsa 2015 r.

6. K opraHusaumm npoBeaeHust KIMHUYECKMX WUCCNegoBaHUM NeKapCTBEHHOIO
npenapaTta ans MeauUMHCKOro NpUMEHEHUs pa3paboTyMkOM NneKapCTBEHHOro npenapara
MOryT MNpUBREKaTbCA lopuanydeckne nvua nobor opraHn3auMoOHHO-NPaBoBoKM (hopMbl Mpu
ycrnosun obecnevyeHnss COOTBETCTBUS ITUX MCCredoBaHUM TpeboBaHMsIM HACTOSALEro
depepanbHOro 3akoHa.

7. KnunHuyeckne wuccrnenoBaHUa feKapCTBEHHbIX MNpenapaTtoB Ans  MeauLMHCKOro
NPUMEHEHNS npoBOaATCS B MeONLMNHCKNX opraHusaumsx, aKKpeaMTOBaHHbIX
YNONMHOMOYEHHbIM  (befepanbHbiM  OpraHOM  UCMOSIHUTENbHOW  BracTu B NOpsdKe,
ycTaHoBneHHoM [NpaBuTtensctBom Poccuiickon depepaumm.

8. lNepeyeHb MeaMUUMHCKUX opraHmsaumin, UMerLmMx npaBo NPOBOAUTL KIAMHUYECKMNe
nccnegoBaHNsa INEKapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOrO NPUMEHEHUS, U peecTp
BblJA@HHbIX pa3pelleHnn Ha npoBedeHUe KIMHUYECKUX WCCNeoBaHNN neKapCTBEHHbIX
npenapaToB ony6nnMKoBbIBAOTCA M pa3MeLlaroTca YNomHOMOYEHHbIM heaepanbHbIM OpraHoM
NCMONHUTENbHOW BIaCTU B YCTAHOBSIEHHOM MM MNOpPsSiAKe Ha CBOEM oduLManbHOM cante B
cetn "HtepHeT".

Cratbsa 39. PelwweHne o npoBegeHUN KIMHUYECKOrO MUCCNeaoBaHUsSI NeKapCTBEHHOro

npenapaTta ans MeanuuHCKOro npuMeHeHus

1. KnuHnyeckoe wnccnenoBaHMe feKapCTBEHHOro npenaparta ang MeauuuHCKOro
NPUMEHEHNS MNPOBOAMTCS Ha OCHOBaHMM paspeleHMs Ha npoBedeHue KIMHUYECKOro
nccnegoBaHnsa NekapCcTBEHHOrO npenapaTa, Bbl4aHHOrO YnofTHOMOYEHHbIM heaepanbHbIM
OpraHoM MCMOSHUTENBbHON BacTy MO pe3ynbTaTaM 3KCNepTusbl AOKYMEHTOB, HEOBXOOUMbIX
ANS NonyyYeHnsa paspelleHns Ha npoBedeHne KIMHMYECKOro UCcneoBaHus NekapCTBEHHOMO
npenapaTa 1 3TU4ECKON IKCNepTU3bI.

2. [Ons nonyyeHus paspelleHna Ha MpoBeAEeHNEe KIMHUYECKOrOo UccrneaoBaHus
nekapCTBEHHOro npenapaTta Ans MeauuMHCKOro NpUMEHEeHUsa 3asiBUTeNb npeactaBnseT B
YNOSTHOMOYEHHbIN doefeparbHbIM OpraH UCNONHUTENBHOW BacTu:

1) 3asBneHne O Bblgade paspelleHus Ha NpoBefeHne KITMHUYECKOro nccnenoBaHus
rfieKkapCTBEHHOro npenapara ans MeauLMHCKOro NpUMEHEHNS;

2) KOMuMM [OOKYMEHTOB, MNoATBepXAawlmx ynnaTty rocygapCTBEeHHOW MOLWvHbBI 3a
npoBefeHNE 3TUYECKON IKCMEPTM3bl, IKCNEPTMU3bl JOKYMEHTOB Ha NeKapCTBEHHbIM npenapart
A8 NonyyYeHnsa paspelleHns Ha npoBefeHne KIMHUYECKOro nccrneoBaHus nekapCTBEHHOMo
npenapata and MeAUUUHCKOrO MPUMEHEHUs, 3a Bblgayy paspelleHns Ha npoBeaeHue
KITMHNYECKOro MUccrneaoBaHus fiekapCTBEHHOro npenaparta Ans MeguuuHCKOro npuMeHeHus,
3a npoBedeHne 3KCnepTu3bl AOKYMEHTOB Ha JeKapCTBEHHbLIM npenapart Ans nonydYeHus
paspelleHns Ha npoBedeHVe  MeXAyHapOAHOro  MHOFOLEHTPOBOrO0  KIIMHUYECKOro
nccnegoBaHnsa nekapcTBEHHOro npenaparta gngd MeauuMHCKOro NpPUMEHEHUSs, 3a Bblgady
paspelleHns Ha npoBedeHVe  MeXAyHapOAHOro  MHOFOLEHTPOBOrO  KIIMHUYECKOro
nccrnegoBaHNa NekapCTBEHHOMO npenapara gns MeauumMHCKOro NpMMeEHeHus, 3a NnpoBeaeHne
3TUYECKOM 3IKCNepTu3bl, IKCNepTu3bl [LOKYMEHTOB Ha JeKapCTBEHHbIN npenapart Aans
noslyyeHnMst  paspelleHns Ha  NpoBedeHMe  MOCTPErMCTPAUMOHHOIO  KITMHMYECKOro
nccrnegoBaHNA nekapCcTBEHHOro npenaparta and MeauUMHCKOro NpUMEHEHUs, 3a Bblgady
paspelleHnss Ha npoBefeHuMe MNOCTPErncTpPaLMOHHOrO  KIIMHMYECKOro  UccrnegoBaHus
NIEKapCTBEHHOrO npenapata And MeOULMHCKOTO MNPUMEHEHUs,, UMM Mo COOCTBEHHOWN
WHULMATMBE YKasaHHble OOKYMeHTbl. B crnyyae HenpeactaBneHusa 3asiBUTENEM YKa3aHHbIX
OOKYMEHTOB YMOMHOMOYEHHbIN befeparibHbIn OpraH WUCMOMHUTENBLHOW BrlacTu nposepsieT
dakT ynnaTbl rocygapCTBEHHOW MOLWIMHBI C MCMNOSMb30BaHMEM WHgopMauun ob ynnarte
rocygapCTBEeHHOW MOLWMWMHLI, cogepxawenca B [ocygapCTBEHHOW UMHAOPMaLMOHHOM
CUCTEME O FrOCYyAapCTBEHHbIX N MYHULUMNAMbHbIX NaTeXxax, Ha OCHOBaHUM NpeacTaBiEHHbIX
3asiBUTENEM KON AOKYMEHTOB;
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3) nNpOTOKOM KIIMHMYECKOrO0 UCCReaoBaHWSA feKapCTBEHHOro npenapata Aans
MeANLMHCKOro NPUMEHEHWS;

4) GpoLutopy uccrneposartens;

5) NHPOPMALNOHHBIN NIUCTOK NAUNEHTA;

6) cBegeHns 06 onbite paboTbl uMccrnegoBaTene Mo COOTBETCTBYHOLLMM
crneumanbHOCTAM U UX ONbiTe paboTbl MO NPOBEAEHMNIO KIMHUYECKUX NCCREeA0BaHUM;

7) cBeeHNs O MeOUUMHCKUX OpraHm3auusx, B KOTOPbIX NpeanonaraeTcsa npoBeaeHune
KIMHMYECKOro nccneaoBaHUs nekapcTBEHHOro npenapata and MeauuuHCKOro npuMeHeHuUs
(NoNHOe ¥”  COKpalleHHOEe HauMMeHOBaHus, OpraHu3auMoHHO-NpaBoBas d¢opma, MecTo
HaxoXOeHUss W MeCTO OCYLEeCTBMeHNa AeaTenbHOCTU, TenedoH, Tenedakc, agpec
3NEKTPOHHOM NOYThI KaXKA0W MEeANLMHCKON OpraHn3aumm);

8) cBegeHus O npeanoniaraeMblX Cpokax NpoBedeHUsA KITMHUYECKOro uccregoBaHus
rfieKkapCTBEHHOro npenapara ans MeauLMHCKOro NpUMEHEHNS;

9) konuo goroBopa 06A3aTENbHOro CTPaxoBaHWS, 3aKMOYEHHOTO B COOTBETCTBUM C
TMNOBLIMW NpaBuriamm o06s3aTenbHOro CTpaxoBaHUsl, C YKkasaHMeM npeaeribHon YMCEHHOCTH
nauneHToB, Y4acTBYKOLLMX B KITMHMYECKOM MCCrefoBaHUM fekapCTBEHHOro npenaparta gns
MeANLMHCKOrO NPUMEHEHWS;

10) wmHdOpmMauMlo O CcoOCTaBe JieKapCTBEHHOrO npenapaTta Ans  MeauUMHCKOro
NPUMeEHeHNS;

11) OOKYMEHT, COCTaBfEHHbIA MPOM3BOAUTENEM JIEKAPCTBEHHOrO Mpenapata Ans
MeOMUMHCKOrO MPUMEHEHUST U CoAepXallni nokasaTtenu (XapakTepucTukn), a Takke
CBEeAEHNS O NeKapCTBEHHOM npenapaTte Ans MeOUUMHCKOro NpUMEHEeHUsi, Npon3BeaeHHOM
ANa NpoBefeHNs KNMHUYECKUX nccrnefoBaHum;

12) Konuito NULEH3MM Ha NPOM3BOLCTBO JIEKAPCTBEHHbLIX CPEACTB B Criyvyae, ecnu
NPOn3BOLCTBO fleKapCTBEHHOro npenapaTta ocyuwecTensaeTcs B Poccunckon denepaumm, unm
KOMMIO  3aKMYeHMss O COOTBETCTBUM NPOM3BOAUTENS  NIEKAPCTBEHHOro npenapara
TpeboBaHMAM  NpaBun  Hagnexawen  MNpOU3BOACTBEHHOW  MPaKTUKW,  BblOAHHOTO
YNONTHOMOYEHHbBIM OPraHOM CTpaHbl MPOM3BOANTESNS NEKAPCTBEHHOMO nNpenapara.

3. B cpok, He npesblwawWmn NATM paboumx OHEN CO OHA MPUHATUSA yKa3aHHOro B
nyHkTe 1 4YacTm 2 HacToswen CcTaTbW 3asBfeHMss U HeobXOOUMbIX [OOKYMEHTOB,
YNONMHOMOYEHHbIV beaepanbHbI OpraH UCNOSTHUTENBHOW BNacTu:

1) npoBOAMT NPOBEPKY MOSMHOTbI U OOCTOBEPHOCTM CBEAEHWUN, COAEPKALMXCA B
npeacTaBNeHHbIX 3asBuUTeNneM JOKyMeHTax;

2) NPUHUMAET peLleHne O NPOBEeLEHUN JKCMEepPTU3bl AOKYMEHTOB AS1 MOMyYeHus
paspeLlleHus Ha npoBefeHne KIMHUYEeCKOro nccnenoBaHus nekapcTBeHHOro npenaparta gns
MEONLMHCKOrO MPUMEHEHUS WM 3TUYECKOW 3KCnepTusbl unm o0 oTKase B npoBeneHuu
YKa3aHHbIX 9KCNepTus;

3) yBeooOMMSieT B ONIEKTPOHHOW hopMe mnm Ha BymakHOM HocuTene 3asBUTENS O
NMPUHATOM pelleHMn nnbo B criydae NpuHATUA pelwleHns o6 oTKkase Takke C YKa3aHWem
NPUYNH TaKoro oTKasa;

4) nogrotaeBnvBaeT M HanpasnseT B OSKCMNEPTHOE YyYpexdeHWe W COBEeT Mo 3TuKe
3aaHune Ha NpoBeaeHNEe COOTBETCTBYHOLMX SKCNEPTUS.

4. B cnyyae BbISIBfIEHUS HEMOMHOTbI W (MNW) HEeOOCTOBEPHOCTU WHAOPMauuu,
cogepxallemcsa B NpeacTaBfieHHbIX — 3asiBUTENEM  JOKYMEHTaX,  YNOSIHOMOYEHHbI
denepanbHbli  OpraH MUCMONHUTENBHOMW BNAcTW HanpaenseT 3asBuTento 3anpoc 06
YTOUYHEHUN  yKa3aHHOW  WHpopmaumn. [daHHbIn  3anpoc  MOXeT OblTb  nepeaaH
YNONMHOMOYEHHOMY MpeAcTaBuUTENio 3asBUTENSA NIMYHO MO PaCnUCKy, HanpasfieH Mo nodte
3aKkasHbiM MUCbMOM WM nepedaH B 3NEKTPOHHOW ¢hopmMe No TenekKoOMMYHUKALMOHHBIM
KaHanam cBa3n. B crniydae HanpaBreHus 4aHHOro 3anpoca no novte 3akasHblM NMUCbMOM OH
CYMTaeTCs MosyyYeHHbIM MO UCTEYEHNUN LLIECTM OHEN C AaTbl HANpaBneHUs 3akasHoro Nucbma.
3asButennb 06s13aH NpeacTaBnTb OTBET HA 3anpoC YNONIHOMOYEHHOIo dheaepanbHOro opraHa
NCMOSTHATENBbHON BNAacTU B CPOK, HE MpPEBbIAOWMA AeBAHOCTA pabounx AHEen Co OHA ero
nonyyeHusi. CpokK, ykasaHHbI B YacTu 3 HacTosWen cTaTbu, NMPUOCTaHaBNMBAETCA CO AHS
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HanpasneHus 3aaBUTEN0  3anpoca  YMNOSIHOMOYEHHOro  dpefepanbHOro  opraHa
WUCMONHUTESNIbHOW BfactTu A0 [AHSA MONyYeHUs MM  COOTBETCTBYHKOLLEro oTBeTa U He
YUMTbIBAETCA MPU UCHUCHEHUN CPOKa NPUHATUSA YNONHOMOYEHHbIM doeaeparibHbIM OpraHoMm
NCMONHUTESTbHOW BNacTu peLleHns O NpoBefeHUM IKCNepPTU3bl AOKYMEHTOB 1S NONyYeHUs
paspeLleHns Ha NpoBeaAeHne KIMHUYECKOro NccnegoBaHns nekapcTBEHHOro npenaparta gns
MeOMLMHCKOrO NPMMEHEHNS.

5. OcHoBaHMeM Ansa OTkasa B NPOBEAEHUM 3KCMEPTU3bl AOKYMEHTOB AfS NOMyYeHus
paspelleHnss Ha NpoBedeHne KIMHNUYECKOro UccregoBaHns fieKapcTBEHHOro npenapara gng
MeANLMHCKOro NPUMEHEHUS N 3TUYECKOW 3KCNEPTU3bl ABMASETCA NpeacTaBNeHne AOKYMEHTOB,
NpeayCcMOTPEHHbIX YacTblo 2 HacTOsWEn CTaTbWl, B HEMONIHOM ob6beme, HenpeacTaBreHve
3asiBUTENIEM B YCTAHOBMEHHbLIN CPOK OTBETA HA YKasaHHbI B 4YacTu 4 HaACcTosLWen CTaTbu
3anpoc ynosIHOMOYEHHOro heaepanbHOro opraHa UCNoSTHUTENbHOM BNactTn nnbo oTcyTcTeme
B NPeACTaBlieHHbIX JOKYMEHTax UcYepnbiBaloLero nepeyHsa Heobxogmmon nHopmaumm nnm
MHpopmauum, KoTopas omkHa OblTb OTpaXeHa B HUX, a TakkKe OTCYTCTBME MHGOPMauUW,
noareepxgaroLwlen dakt ynnaTtbl rocygapCTBEHHOW MNOWSIMHBbI 3a NPOBEAEHUE 3TUYECKOW
3KCNepTu3bl, 9KCMEepTU3bl [OOKYMEHTOB Ha JleKapCTBEHHbI npenapart nnd nonyyYeHus
paspeLleHns Ha NpoBeaAeHne KITMHUYECKOro UccnefoBaHns nekapcTBEHHOro npenaparta gns
MEOMLMHCKOrO MPUMEHEHMUs, 3a Bblgady paspelleHnss Ha npoBedeHMe  KITMHUYECKOro
nccrnegoBaHUs NnekapcTBEHHOro npenapara ans MeauumMHCKOro NpMMeHeHus, 3a npoBegeHmne
93KCNepTM3bl LOKYMEHTOB Ha JieKapCTBEHHbIA NpenapaTt Ans MNofnyyYeHus paspelleHust Ha
nposeaeHne MeXayHapoaHoro MHOIOLLEHTPOBOIO KNMHNYECKOro nccnegoBaHuns
fleKapCTBEHHOro npenapaTta gnsi MeAuLMHCKOrO NMpUMMEHEHUs!, 3a Bbl4ayy paspelleHust Ha
nposeaeHne MeXayHapoaHoro MHOIOLLEHTPOBOrO KIMHUYECKOro nccnegoBaHmns
fleKapCTBEHHOro npenapaTta Aans MeguuMHCKOro MPUMEHEHUs, 3a MpOBeAEeHne 3TUYECKON
3KCNepTu3bl, 9KCMEepTU3bl [OOKYMEHTOB Ha JleKapCTBEHHbI npenapart And nonyyYeHus
paspelleHns Ha npoBefeHuMe MNOCTPErncTpPaLMOHHOIO  KIIMHMYECKOro  UccrnegoBaHus
NeKapCTBEHHOro npenapaTta Ans MeauuMHCKOro NMpuUMeHeHus, 3a Bbldayy paspelleHus Ha
nposegeHne  MNOCTPErMcTpaLMoOHHOIO  KIMHUMYECKOrOo  UCCNefoBaHuUs  JleKapCTBEHHOIO
npenapaTta ans MeanumMHCKOro NnpuMeHeHus.

6. lNMpoBeaeHne aKcnepTM3bl AOKYMEHTOB 45151 NOSTyYeHUs pa3peLleHnsa Ha NnpoBeaeHne
KITMHNYECKOro UccneaoBaHus NIeKapCTBEHHOro npenapaTa Ang MeauuMHCKOro NpMMEHEHUs n
3TUYECKOM OKCNEepTU3bl, COCTaBNEHME KOMMUCCUMEW IKCMNEPTOB W COBETOM MO 3TUKE
3aKNIYEHNN O BO3MOXHOCTM UMM HEBO3MOXHOCTM MNPOBEAEHUS TaKOro KNUHMYECKOro
nccnefoBaHUsa M HarnpasneHne 3TUX 3aKNiYeHUn B YNONIHOMOYEHHbIM heaepanbHbii OpraH
MCNOSTHUTENbHOW BNAcTXM OCYLLECTBIIAIOTCA B CPOK, HE NpeBbiatowmi Tpuguatn pabounx
OHEN CO [OHA NOMyYeHUA OJKCNEPTHbIM  yyYpexaeHuem 3afaHust  YNoSIHOMOYEHHOro
heiepanbHOro opraHa UCNOSTHUTENBHOW BNACTU C MPUNOXEHUEM JOKYMEHTOB, YKa3aHHbIX B
nyHktax 3, 4, 10 u 11 vyactm 2 HacToswen cTatbM, U COBETOM MO 3TUKE 3adaHusd
YNONMHOMOYEHHOrO oefieparibHOro opraHa WCMOMHUTENTbHONW BNAacTu C  MPUIOXEHUEM
AOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 yacTtu 2 HacTosALlen CTaTbM.

7. B cpoK, He npeBbiWaoWmMA NATU pabounx OHEN CO OHA MOMyYeHUsT 3aKITHYEHUN,
yKasaHHbIX B 4acTu 6 HacTosuwen cTaTbW, YMNOMHOMOYEHHbIN doedepanbHbii  opraH
NCMNOJSTHUTENBHOW BACTMU:

1) ocywecTBnsieT OUEHKY MOCTYNMBLUMX 3aKMOYEHUn Ons  onpedeneHus  ux
COOTBETCTBUA 3aaHUsIM Ha NpoBefeHne COOTBETCTBYIOLLUNX IKCNEPTU3;

2) nNpuUHMMaeT pelleHMe O Bblgade paspelleHns Ha NpoBeAeHME  KIMHUYECKOro
nccrneaoBaHNs NIEKapCTBEHHOIO nNpenapaTa aAns MeauumMHCKOro NpMMeHeHus unm ob otkase B
Bblaye yKa3aHHOro paspeLUeHus;

3) BbldaeT paspelleHne Ha NpoBedeHue  KIIMHMYECKOro  uccriegoBaHus
fleKapCTBEHHOro npenaparta gns MeauvuMHCKOro MpUMEHeHust unn peweHne o6 oTkase B
Bblaye yKa3aHHOro paspeLleHns C ykadaHueM NnpuynH otkasa.

8. OcHoBaHMeM Ans oTKasa B Bblgaye paspelleHns Ha npoBeAeHne KIMHUYECKOro
nccrnegoBaHUs  fIeKapCTBEHHOro npenapaTta Aans MeauUUMHCKOro MNPUMEHEHUs1 SABMSeTCS



Hanuune 3akni4YeHUs KOMWUCCUM IKCMEPTOB UMM 3aKNOYEeHUs1 CcoBeTa Mo 3dTUKE O
HEBO3MOXXHOCTN NPOBEAEHUS KITMHUYECKOrO MCCregoBaHNS fIeKapCTBEHHOro npenapara ans
MEANLMHCKOrO NMpPMMEHEHUS MO pes3ynbTaTaM MPOBEAEHHbIX 3KCMEPTU3, NPeayCMOTPEHHbIX
4YacCTblo 6 HACTOSILLEN CTaTbW.

9. PeweHne o6 oTkaze B nNpoBeAeHUN IKCNEPTU3bl OOKYMEHTOB AN MNOMyYeHus
paspeLlleHns Ha NpoBedeHne KIMHUYECKOro UccregoBaHns fieKapcTBEHHOro npenapara gng
MEOMLMHCKOTO MPUMEHEHUST N ITUYECKOM 3KCMEepTM3bl M B Bblga4vye paspelleHus Ha
npoBedeHne KIMHUYECKOro MCCneaoBaHUs NIEKapCTBEHHOro npenapata ans MeguuuHCKOro
NPUMEHEHNA MOXeT ObiTb 06XanoBaHO B MNopsaake, YCTAaHOBMIEHHOM 3aKOHOAATENbLCTBOM
Poccunckon ®epepaunn.

Cratbsa 39.1. 3Tnyeckas akcnepTmsa

1. OTuyeckaa aKkcnepTmsa NPOBOAUTCS COBETOM MO 3TUKE, CO34aHHbIM B Mopsake,
YCTAHOBIIEHHOM YMOMHOMOYEHHLIM deaeparibHbIM OpPraHoOM WCMNOSIHUTENBHOW BRacTu, B
uensx Bbldaun 3akno4veHns 00 3Tudeckon OBGOCHOBAHHOCTM BO3MOXHOCTWM MPOBEAEHUS
KITMHNYECKOro nccrnenoBaHnsa ekapcTBEHHOMo npenaparta Ans MeanuUMHCKOro NPUMEeHEHNS.

2. BOkcneptamu coBeTa NO 3TMKe MOryT ObITb nNpeacTaBuTENUM  MeOULMHCKUX
opraHuMsauuin, HayudHblX  OpraHu3dauuni, obpasoBaTesfibHbiX  OpraHuM3auuMi  BbICLLErO
obpasoBaHMdA, a TaKkke npeacraBUTENN OOLIECTBEHHbIX OpraHu3auun, pPenurmo3HbIX
opraHuMsauumn n cpeacTs MaccoBon MHopMaunn. [laHHbIe 3KCNepTbl He OOMKHbI HAX04UTbCA
B Kakom-nmbo 3aBUCMMOCTM OT pa3paboTyMKOB fEKAPCTBEHHbLIX NpenapaTtoB U APYrux nuu,
3aMHTEepeCOBaHHbIX B pe3yribTaTax 3TUMECKOM IKCNepTU3bl.

3. Onnarta ycnyr 3KcnepToB coOBeTa MO 3TMKE OCYLLUECTBISIETCA Ha OCHOBaHWUU
aoroeopa, 3aKITHO4YEHHOr0 Mexay YNONTHOMOY€EHHbIM deaepanbHbIM opraHom
NCMNOJSTHATENBbHOW BNACTW, KOTOPbIM CO34aH COBET MO 3TMKE, N IKCMEPTOM COBETa Mo 3THKE, 3a
cyeT OHOOXKETHbIX aCCUrHOBAHWA, MNPEAYCMOTPEHHbLIX YMNOMHOMOYEHHOMY doeaepanbHOMY
opraHy WCMOMNHUTENbHOM BRAcTX, KOTOPbIM CO34aH COBET MO 3Tuke, B heaepanbHOM
GlogKeTe Ha COOTBETCTBYKWOLWMA rog Ha obecneyeHue ero AesTenbHOCTW, B pa3mMepax,
ycTaHoBneHHbIX NMpaButensctsom Poccurickon ®epepaunu.

4. OkcnepTbl coBeTa MO 3TUKE HEeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenbcTtBoM Poccuickon ®egepaunn.

5. CocTtaB coBeTa Mo 3TUKe, NosfoxeHne ob 3TOM coBeTe, NOPSAA0K €ro O4EeSATENbHOCTH,
TpeboBaHna K kBanudpukaumm u onbiTy paboTbl NO 3KCNEPTHOM OUEHKe HayuHbIX,
MEOMLMHCKMX W  OTUYECKUX acheKTOB KIMUHUYECKMX WUCCedoBaHUM  NeKapCTBEHHbIX
npenapaToB ANs MeOMLUUHCKOro MNpUMEHEHUs, NpeabsiBfsieMbie K 3KcrnepTaMm coBeTa Mo
3TUKe, MOPSAOOK OpraHu3aumm 1 nNpPoBeOEHUS ITUYECKOW IKCNepTusbl, hopma 3akmoyeHus
coBeTa MO 3TUKE YCTaHaBMMBAKOTCA  YNOSIHOMOYEHHbIM  drefepanbHbiM - OpraHoMm
NCNOSTHUTENBHOM BRacTu. Yucno npeacraBuTenen MeauUMHCKUX OpraHmsaumini He MOXeT
npeBsbllaTh NOMOBMHY OT 0OLLEro YMcra 3KCnepToB coOBETa MO 3TUKE.

6. WHdopmaumss o coctaBe coBeTa MO 3TMKe, NnaHax ero paboTbl M TeKylien
OeATenbHOCTN pasMellaeTcs Ha oduumanbHOM cauTe YNorHOMOYEHHOro eneparnbHoro
opraHa UCnosiHUTENbHOM BNnactu B ceT "VIHTepHeT" B yCTaHOBNEHHOM UM MOPSIAKE.

Cratbsa 40. lNpoBegeHne KNMHUYECKOrO UCCreaoBaHUA NeKapCTBEHHOro npenaparta

Anst MeAULMHCKOro npuMeHeHns

1. PykoBoguTenb MEOWLUMHCKOW OpraHuM3aumm, KoTopasi NpoOBOAUT  KIUMHMYECKoe
nccrnegoBaHne nekapcTBEHHOro npenaparta gngd MeauuuHCKOro NpUMEHeHUs, HasHavaeT
nccrnegoBartensi, OTBETCTBEHHONO 3a MPOBEAEHME Takoro WUCCneaoBaHWs U MMEKOLLEro
neyebHyO cneumanbHOCTb, COOTBETCTBYHOLLYH NPOBOAUMOMY KIMHUYECKOMY UCCNeaoBaHmIo
NekapCTBEHHOro npenaparta, CO CcTaxem paboTel NO nporpammamM  KIMHUYECKNX
nccnegoBaHUM NeKapCTBEHHbBIX NpenapaToB HE MEHEE YeM TpU rogda u rno ero npeafioXKeHuto
Ha3HayaeT couccregoBaTenen n3 ymcna spadyen aTon MeanuLUmnMHCKoOn opraHusaumn.

2. WNccnepoBaTenb ocyuwecTBnsieT BbIOOp MauMeHTOB, KOTOpble MO MeOULMHCKUM
nokasaHusiM MOryT OblTb MpMBRAEYEHbl K Yy4yacTUO B KIMHUYECKOM UCCnefoBaHum
nekapCTBEHHOro npenaparta ans MeamuuHCKOro npuMeHeHus.
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3. WiccnepoBaTtenb 1 couccrnegoBaTenv A0SMKHbI OblTb O3HAKOMIEHbI C pe3ynbTaTamu
AOKIMMHNYECKOro MCCreoBaHNA NeKapCTBEHHOro CpeAacTBa, copepxawummmca B Gpolutope
uccrnegoBartensi, MNPOEKTOM MNPOTOKOSla  KIMHMYECKOrOo UCCRedoBaHUa  NeKapCTBEHHOIO
npenapata gns  MeAMUMHCKOrO  NpuMeHeHusi,  pa3paboTaHHbiM  pa3paboTymKom
fleKapCTBEHHOro Npenaparta Ui UHbIM KPUANYECKUM NULIOM, MPUBIEKAEMbIM K OpraHmM3aumnm
npoBeAeHUst KITIMHNYECKOro MUCCnedoBaHUs NEKapCTBEHHOro npenaparta A MeguUMHCKOro
NPUMEHEHNSA, N OPYrMMX MaTepuanamMmm Takoro nccrnegoBaHus.

3.1. PykoBogutenb MeOVUMHCKOM OpraHu3auuMmM B CPOK, He NpeBbIWakWnn Tpex
paboymx gHEn Co OHSA Hayana nNpoBefeHUs] KIMHUYECKOro MUCCNenoBaHusi NekapCcTBEHHOIo
npenapata Ans MeauUMHCKOrO npuMeHeHnd, coobwaetr 06 9TOM B YNOSTHOMOYEHHbIV
denepanbHbIA OpraH MCMOSTHUTENLHOW BacTW, BblAaBLUMK paspelleHne Ha npoBedeHue
Takoro nccnegoBaHus, N0 YCTaHOBIIEHHOW UM oopMe.

4. OpraHusaumm, OCYLLEeCTBMSOWME OpraHmsauuio npoBeAEeHNA  KIMHUYECKOro
nccrnegoBaHNa nekapCTBEHHOro npenapaTa and MeguumMHCKOro NnpUMeEHEHUa U ykasaHHble B
yactn 3 crtatbu 38 HacToswero defepanbHOro 3akoHa, B criydae HeobXxoaUMOCTM BHECEHUS
N3MEHEHNN B MPOTOKOS KIMHMYECKOro WCCreaoBaHUA JlIeKapCTBEHHOro npenaparta ang
MeANLMHCKOro NpuMeHeHus cooblaoT 06 3ToOM B YNONTHOMOYEHHbIM (hbeaepanbHbi OpraH
NCMONHUTENbHOW BNAacTu, BblAaBLUMIA pa3peLlleHne Ha NpoBeaeHNEe Takoro nccnenoBaHus, no
yCTaHOBIEHHOW UM hopme.

4.1. dopma cCoOOLEHNS O BHECEHUM W3MEHEHUM B MPOTOKOM  KINHUYECKOro
nccrnegoBaHUs  NeKkapCTBEHHOro npenapata  Ans MeAUUMHCKOrO NPUMEHEHUs  OOJSIKHa
cogepxaTtb cnegyouwine cBegeHus:

1) HaumeHoBaHWe, WOEHTUMUKALMOHHBLIN HOMEP M AaTta MNpOTOKONa KIMHUYECKOro
nccneaoBaHus;

2) paTa BHECEHUSA N3MEHEHUIN B MPOTOKOS KITMHMYECKOro NnccrnefoBaHus;

3) HauMeHoBaHME N MECTO HaxXOXAEeHWs 3asiBUTENS;

4) HauMeHOBaHWEe OpraHusauun, npuBNeYeHHoOM pas3paboTYMKOM NeKapCTBEHHOrO
npenapaTa K opraHm3aumm NpoBeaeHUs KITMHUYECKOro nccnegoBaHms (Npu Hanu4imm);

5) HanmeHOBaHUS M MecCTa HaxOXOEHUS MeOULUMHCKUX OpraHu3auuin, B KOTOPbIX
NPOBOAMTCA KNNHUYECKOE UCCreaoBaHNE;

6) mata Bblgaun paspelleHuss Ha nNpoBefeHue KITMHUYECKOro nUccnegoBaHus U HoOMep
3TOro paspeLUeHms;

7) N3MEeHeHNs, BHOCUMbIE B MPOTOKOM KIMHUYECKOro UCCrnegoBaHus.

5. B cpok, He npeBbiwarowmi TpuauaTn pabounx gHEW Co AHA NOMyYeHNsa yKa3aHHOro
B 4YacTu 4 HacToswen cratbM COOOLWEHUs, YNOMHOMOYEHHbIN beaepanbHbI  OpraH
NCMONHUTENbHOW BNAacTU paccmaTpuBaeT 3TO COOOLLUEHNE B YCTAHOBIEHHOM MM MOpPSAOKe U
NPUHUMAET pelleHne O BHECEHUM M3MEHEHUW B MNPOTOKOST KAMHWUYECKOro uccrenoBaHus
fleKapCTBEHHOro npenaparta gns MeauuUHCKOro npuMeHeHus unm o6 oTkase BO BHECEHUU
Taknx nameHeHun. Mpun paccMoTpeHnn coobLLeHns 0 He0BX04MMOCTM BHECEHUS UBMEHEHWUI B
NPOTOKOST KIIMHMYECKOro WCCreaoBaHUsA nekapCcTBEHHOro npenapata ans MeauvuuHCKOro
NPUMEHEHNSA B LENsX OLEHKN 06OCHOBaHHOCTU MpeafiaraemMbiX M3AMEHEHUN U onpeaeneHns
CTEMEHN pUCKa AONS MNauMeHTOB, NPUHUMAIOLWMX y4acTMe B KIMHUYECKUX UCCNEeLOBaHUsIX,
YNONMHOMOYEHHbIM efepanbHbiM OpraHoOM WCMNOMHUTENBbHOW BNacTU MOryT npuBnekaTbcs
3KCnepThbl coBETa MO 3TUKE.

6. KnuHuyeckoe wuccrnegoBaHue IekapCTBEHHOro npenapaTta Ansg MeOuUMHCKOro
NPUMEHEHNA MoXeT ObiTb MNPUOCTAHOBMEHO WM MpeKkpaweHo, ecnn B npouecce ero
npoBegeHnst obHapyXeHa OnacHOCTb [ANs XWU3HW, 300pOBbsA nauneHtoB. B cnyvae
BO3HWKHOBEHNSA ONACHOCTU ANS XMU3HW, 300POBbS NauMeHTa, Y4acTBYHOLWEro B KIMHUYECKOM
nuccrnegoBaHUM  fieKapCTBEHHOro  npenapata  Angd MEOVULUMHCKOIO  MPUMEHEHUS,
uccnegosatenn o0643aHbl  NpouHdopMmMpoBaTtb 06 3TOM pyKoBOAUTENS MEAMLUHCKOM
opraHvMsauun U opraHu3saumio, nonyYmBLLYI0 paspeLleHne YrNoNHOMOYEeHHOro dpegeparnsHoro
opraHa UCMOMHUTENbHOM BNAcTU Ha OpraHnu3aumio NPoBeLeHNsST KIIMHMYECKOro nccrneaoBaHns
rnekapCcTBeHHOro rnpenaparta. PelweHve O NpUOCTaHOBNEHUU KIMHUYECKOrO MCCreaoBaHuA
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fleKapCTBEHHOro npenapata gngd MeAuUMHCKOrO NPUMEHEHUA NPUHUMAOT PYKOBOAUTESb
MeOMUMHCKOW  opraHmsauumM 1M (unv)  opraHusauus, rnorfyudmBlLUAas  pas3pelueHue
YNONHOMOYEHHOIO  (hefepanbHOro opraHa MWCNOSIHUTENbHOW BNacTM Ha OpraHM3aumio
npoBefeHUsT KIMHUYECKOro UccnenoBaHUS NekapCTBEHHOro npenaparta Ans MeauuuHCKOro
NPUMEHEHNS, peLleHne O NpeKkpaLLeHnn Takoro nccnefoBaHnst NPUHMMAaeET YNOSTHOMOYEHHbIN
deaepanbHbIi OpraH UCMOMHUTENBHON BNAacTUM Ha OCHOBaHUM COOOLLEHMS B MUCbMEHHOM
dopme pykoBOOMTENA MEAMUMHCKOM OpraHu3auuMmM Wnu  opraHu3aums, nonyyusLluas
paspelleHne YrnorHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENBLHOW BRactu Ha
opraHuM3aumio NpoBeAeHNsa KIMHUYECKOro UCCNenoBaHUs feKapCTBEHHOro npenaparta gns
MeANLMHCKOro NpUMEHEHMS.

7. B cpok, He npeBblwawwmui natm padoumx QOHEM CO [OHA 3aBepLleHus,
NPUOCTAHOBMNEHUA WM MpeKpalleHUs KIMHUYECKOro UCCredoBaHna  nekapcTBEHHOro
npenapata And MeauVUMHCKOro npuUMeEHeHusi, coobleHne o6 9ToM HanpaBnseTca
opraHuMsaumamMm, ykasaHHbIMM B vactu 3 ctaTbn 38 Hactoswero denepanbHOro 3akoHa, B
YNOSTHOMOYEHHbIN doefiepanbHbI OpraH MCMOMHUTENbHOW BracTu MO YCTAHOBMEHHOW UM
dopme.

8. ®dopma coobuieHnss O 3aBepLUEHUN, MPUOCTAHOBMEHUN WNN  NpPeEKpaLLeHNn
KIMHMYECKOro UCCneoBaHus nekapcTBEHHOro npenapata gnd MeAMUUMHCKOro NpuMeHeHUs
OOJDKHa coaepxaThb:

1) vH(opmMauMio 0 MEeaUUMHCKOM OpraHu3auMm wunM MeamuUHCKUX OopraHuMsaums,
NPOBOAMBLUNX AAHHOE UccreaoBaHue;

2) onucaHne JaHHOro UccrnenoBaHus;

3) AaHHble uccnegosaTensa (pamunus, MMsi, OTY4eCTBO, MecTo paboTbl, 3aHMMaemas
AOJDKHOCTb, CneuManbHOCTb, CTaX paboTbl MO nporpamMmam KIMHUYECKUX MCCreaoBaHUN
NEeKapCTBEHHbIX MpenapaTtoB, MNepevYeHb KIMHUYECKUX WCCNedoBaHUM  JleKapCTBEHHbIX
npenapaToB, B KOTOPbIX OH MpWUHMMan y4vactue (nepuoabl yyactus) B KayecTBe
nccregoBartensa unm couccrnegosaTtens);

4) pesynbTaT [[aHHOIO WUCCnegoBaHus (3aBeplleHue, NPUOCTaHOBMEHWE UMK
npekpalleHne OaHHOro UCCreaoBaHUs C yKa3aHUMEM UX MPUYMH U BIIMSIHUS Ha OUEHKY ero
pes3ynbTaTtoB, OOLLYK OLUEHKY puUcKa M OXWOAeMOW Momnb3bl OT MPUMEHEHUS UCCnenyemMoro
NeKkapCTBEHHOro npenapara, a Takke npegnonaraemMble ganbHenwmne JencTans).

8.1. [Tlpn BbiIsiBNEeHUM deaepanbHbiM  OpPraHoM  UCMOSTHUTENbHOW  BRacTw,
OCYLLECTBNAWNM  (OYHKLUMM MO KOHTPOMO UM Haasopy B cdepe 34paBOOXpaHEHUS,
HapyLleHW NpaBun Hagnexawen KIMHUYECKOW MPaKTUKM Mpyu NPOBEAEHUN KITMHUYECKOro
nccrnegoBaHna NiekapCTBEHHOro npenaparta, BAUSAILWNX Ha NOSTHOTY U (Unn) AOCTOBEPHOCTb
AAHHOIo KIIMHUYECKOro UCCrefoBaHUA, YKasaHHbI doeepanbHbii opraH UCNOSTHUTESTbHOM
BNacTu npuocTaHaBnuBaeT MpoBedeHne OaHHOMO KIIMHMYECKOro UccnenoBaHUs U BbIHOCUT
MeONLMHCKOW OpraHu3aumu, B KOTOPOW MNPOBOAMTCA OaHHOE KIMHUYECKOe uccnenoBaHue,
npegnucaHne o6 yCTpaHEeHWWN BbIABMNEHHbIX HapylleHun. [pu HeycTpaHeHUn MeguUMHCKON
opraHusaunen BbIIBIEHHbIX HapyLWeHU B YCTAHOBMNEHHbIN B NPeAnucaHumM CPOK YKas3aHHbIN
dpefepanbHbIi  OpraH WCMOMHUTENbHOW BNacTM MNPUHUMAaET pelleHMe O MpekpawleHumn
npoBeaeHNsT KIMHUYECKOrO MCCreaoBaHUs JfIeKapCTBEHHOro npenaparta W HanpasnsieT B
deneparnbHbIi OpraH UCMNOSTHUTENBbHOWN BIACTW, OCYLLECTBASIOWMNA (PYHKUMM NO BbipaboTke n
peanu3auun rocygapCTtBEHHON MOMUTMKM U HOPMATMBHO-NPABOBOMY pPEryriMpoBaHuMio B
ctbepe 3OpaBOOXpaHEHUs, 3akryeHMe O BbISIBIEHUW Mpu  NpoBefeHUMU  OaHHOro
KIMHMYECKOro UCCeaoBaHUs HapyLLeHWA NpaBu Hagnexallen KIMHUYeCKOW NpakTuKM ons
NPUHATMA pelweHnss o6 OTMeHe paspeLlleHns Ha OpraHvM3auuio NpoBeAEHUA AaHHOro
KITMHMYECKOro MUCCrneaoBaHnsa ¢ AaTbl MPUHATUS peLleHns O NPUOCTaHOBIIEHUN MPOBEAEHNS
KIMHMYECKOro nccnefoBaHus nekapCTBEHHOro npenapara.

9. YNonHOMO4eHHbIN dbeaeparnbHbIi OpraH UCMOMHUTENBHOW BNactTy onybrvkoBbiBaeT
N pasmMeLlaeT Ha cBoeM odmumnanbHom canTte B ceTn "MHTepHeT" cooblieHne o0 3aBepLueHuny,
NPUOCTAHOBNEHUN UMM MpPEKpPaLLEHNUN  KIMHUYECKONO WUCCReAOoBaHUA  NeKapCTBEHHOro
npenaparta aAna MeguuMHCKOro NPUMEHEHUS B CPOK, HE MPEBbILWAOLWMIA NATU pabounx gHen
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CO OHS ero nosnyvyeHns, B yCTaHOBIIEHHOM UM NOPSIAKE.

10. YNonHOMOYeHHbIN (heaepanbHblid opraH UCMONHUTENBbHOW BIlaCcTU OCyLLEeCTBSeT
BeJeHMe peecTpa wuccrnegosaTenen, MNPOBOAAWMX UM NPOBOAMUBLUMX  KIIMHMYECKME
nccrnegoBaHNA  NeKapCTBEHHbIX  MpenapaTtoB  AnNA  MeOUUMHCKOro  MPpUMEHEeHusl, B
COOTBETCTBUUN C YTBEPXKAEHHBIMM UM MpaBuinamMm U pasmMeLLaeT ero Ha ceoem odumunanbHOM
cante B cetn "MHTepHeT" B YyCTAHOBMEHHOM UM nopsigke. YKasaHHbIN peecTp COOepXuT
MHdOpMaUUIO, NPeayCMOTPEHHYIO NMYHKTOM 3 4acTu 8 HacTosLLEeN CTaTbu.

11. OTyeT 0 pesynbTaTax KIMMHUYECKOro MCCreaoBaHUSA NeKapCTBEHHOro npenapara
AN MegUUMHCKOro NPUMEHEHUS1 COCTaBMSIETCHA OpraHu3aumen, ykasaHHOM B YacTn 3 cTaTby
38 Hactosiwero ®PegepanbHOro 3akoHa, Ha OCHOBaHUW  3aKIOYEHUW MEOULMHCKUX
opraHuMsauun, NpoBOAMUBLUMX 3TO MCCRedoBaHWe, U NpeacrtaBnsaeTcss B YNOSTHOMOYEHHbIV
dbefepanbHbIi OpraH WCMOMHUTENbHOM BNAcTW, BblOABLUMW paspelleHne Ha npoBedeHue
3TOr0 MCCreaoBaHus, B CPOK, He MpeBbILWAWNN TPEX MECALEB CO [HS €ro 3aBepLlUueHus,
NPUOCTAHOBMNEHUA WM MpekpawleHus, B nopsake, YCTAHOBIIEHHOM  YNONHOMOYEHHbIM
denepanbHbIM OpraHOM UCNONTHUTENbHOW BAcTW.

12. HapyweHne npaBun Hagnexawen KINHWYeCKoM npakTukn, danscudukaums
pes3ynbTaToB KIMHUYECKOrO MCCReaoBaHUSA NIeKapCTBEHHOrO npenapaTta ang MeamuuHCKOro
NPUMEHEHNA BReKyT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATESILCTBOM
Poccunckon ®epepaunn.

13. Mpn NpoBeaeHUn KIMHUYECKOrO UCCedoBaHUA NeKapCcTBEHHOro npenapara Aans
MEAMLMHCKOro NpMMeHeHusa gonyckaeTtcs 3abop y naumeHToB OMONOrMyeckux matepuarnoB
(obpasubl BMONOrMYEeCcKMX XXMAKOCTEN, TKAHEW, CEKPETOB U MPOAYKTOB XMU3HEAEATESNIbHOCTU
YyenoBeka, PU3NOMOMMYECKUX N NATONOrMYECKUX BblOESNIEHUN, Ma3KoB, COCKOOOB, CMbIBOB,
MUKPOOPraHn3mMoB, BMONCUNHBIN MaTepuan) ana nx undydeHust B Poccunckon depepaumm um
(vnn) 3a npegenamu Poccuinckon denepaumn.

14. MNopsagok BBo3a B Poccuinckyto Pegepauunio 1 BbiBO3a 3a npefensl Poccuiickon
depgepaumm BGUONOrMYECKNX MaTepuanoB, MOMNYYEHHbIX MNPW NPOBEOEHUN KITMHUYECKOrO
uccrnegoBaHna  NiekapCTBEHHOro  npenapata  Ans MEOMUNHCKOIO  MPUMEHEHMUS,
yctaHaBnuBaeTcs NpaButensctsom Poccurickon ®enepauuu.

Crtatbsa 41. [loroBop O nNpoBeAEHUMU KNUHMYECKOrO WCCNeAoBaHUs NEeKapCTBEHHOro

npenapaTa ana MeauuuHCKOro NpuMeHeHus

1. KnuHnyeckoe wuccnegoBaHvMe neKapCTBEHHOro npenapata Aana MeamuuHCKOro
NPUMEHEHNA NPOBOAMTCA B COOTBETCTBUM C [AOrOBOPOM O MNpPOBEAEHUUN KITMHUYECKOro
nccnegoBaHna nekapcTBEHHOro npenapata Ang MeAMUUHCKOro NPUMEHEHMS, 3aKntioYaemMbiM
MeXxay opraHusaumen, nonyymBlLEn paspelleHne YrnormHOMOYEHHOro gefepansHOro opraHa
UCMONHUTENBbHOM BRAcTM Ha OpraHu3auuio MNpoBEOEHUs Takoro WccnenoBaHus, U
MeANLMHCKOWN opraHu3aumen, ocyLLecTBNAILWEN NpoBeAeHNe Takoro uccreaoBaHns.

2. [lJoroBop O NpoBEAEHUN KIIMHMYECKOro UCCreaoBaHUSA fneKapCTBEHHOro npenapaTta
A9 MeQULMHCKOro NPUMEHEHNSA JOMMKEH coaepxartb:

1) ycnoBusi u Cpoku npoBefeHUs1 AaHHOMO UCCeaoBaHNS;

2) onpegeneHve obwen CToMMOCTU NpOorpaMmbl AAaHHOTO UCCNefOoBaHNA C yKa3aHueM
CyMMbI, NpefHasHavaloLencs ong Boinnat nccnegoBatensam, CouccrneaoBaTensm;

3) onpegeneHve ¢opMbl NpeacTaBrieHUs pesynbTaTOB AaHHOro uccrnegoBaHUs B
YNOSTHOMOYEHHbIN doefeparbHbIM OpraH UCNONTHUTENBHOW BaCTU.

Cratba 42. duHaHcoBOe obecneyeHne KNMHNYECKOro UCCeaoBaHNA NeKapCTBEHHOIO

npenapaTa ans MeanuUHCKOro NpuMeHeHus

®duHaHcoBoe obecneyeHne KIMHUYECKOro MCCneaoBaHMs feKapCTBEHHOrO npenapara
AN MeQULIMHCKOrO NPUMEHEHNS OCYLLIECTBIISIETCA 3a CYET:

1) cpeacTB cbeaepanbHOro 6rooxeTa;

2) cpeAcTB opraHMsauumin, NOMyYMBLUMX paspelleHne Ha OpraHmsauuio npoBeaeHus
AaHHOro uccrnegoBaHusi, B COOTBETCTBUM C YCIOBUSIMU JOroBOpa O ero npoBefeHum;

3) UHbIX HE 3anpeLLeHHbIX 3akoHo4aTenbCcTBOM Poccuinckon denepanmm MCTOYHUKOB.

Cratba 43. [lpaBa nauueHTOB, Y4acCTBYIOLMX B KIWHUYECKOM WCCNeoBaHUU
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fleKapCTBEHHOro npenapara Ans MeguLMHCKOro NpuMeHeHus

1. Yyactne naumeHTOB B KINMHMYECKOM WCCREeLOBaHUM feKapCTBEHHOro npenaparta
AN MeQULIMHCKOrO NPUMEHEHNA ABNAeTCS 40OPOBOSIbHLIM.

2. lMaumeHT unn ero 3akoHHbLIM NpeacTaBuTENb OOMKEH ObiTb MHAOPMUPOBAH B
NUCbMEHHOWN chopMe:

1) o nekapcTBeHHOM npenapaTte Ans MeAULMHCKOrO MPUMEHEHUS WU CYLLHOCTU
KIMHMYECKOro nccnefoBaHus 3TOro fiekapCTBEHHOMO nNpenaparTa;

2) o 6e30MacHOCTM NeKkapCTBEHHOro npenapaTta Ans MeEQULUHCKOrO NPUMEHEHUs, ero
oXxuagaemon adpdPEKTUBHOCTN U CTENEHN pUCKa ANA NAUNEHTa;

3) 06 ycnoBuAX yvacTusa naumeHtTa B KIIMHUYECKOM WCCNeLOBaHUW NeKapCTBEHHOrO
npenapaTa ans MeanuuMHCKOro NPUMEHEHNS;

4) 0 uenu wunu uUenax W NPOJOIMKUTENIbHOCTU  KIMHUYECKOro UccnenoBaHus
fieKkapCTBEHHOro npenapara ans MeauLMHCKOro NpUMEHEHNS;

5) o0 penctBuMax nauMeHTa B CnyyYae HenpeaBuAEHHbIX 3d(EEKTOB BIUAHUSA
rfieKapCTBEHHOrOo npenapara ans MeguUMHCKOro NPUMEHEHNSA Ha COCTOSIHNE ero 340pOBbS;

6) 06 ycnoBuax 0653aTenNbHOr0 CTPaxoBaHWUS XXN3HW, 340POBbA NALMEHTA;

7) O TrapaHTuMsX KOH(UAEHUMANbHOCTU Yy4yacTuUs NauueHTa B KIIMHMYECKOM
nccnegoBaHnn NekapCTBEHHOro NpenapaTa Anst MeAULMHCKOIo NPUMEHEHUS.

3. [dobpoBonbHOE cornacue nauueHTa Ha y4dacTve B KIMHWYECKOM WccnegoBaHum
fleKapCTBEHHOro npenapata pAna MeOUUMHCKOrO MNPUMEHEHUs NoATBEPXAAeTCs ero
noaNUCbID UM NOAMUCBID €ro 3akoHHOro npeactaBuTend Ha WMHAPOPMALMOHHOM JIUCTKE
naumeHTa.

4. MNauneHT unu ero 3akOHHbIVM NpeacTaBUTeNb MMEEeT NpaBO OTKa3aTbCs OT y4yacTus B
KIMHMYECKOM UcCcreaoBaHnn NiekapCTBEHHOrO nNpenapaTa Angd MeanLUUHCKOro NpuMeHeHns Ha
nobor cTagmMm NpoBEeAEHUS TaKoro CCreaoBaHmS.

5. [llpoBefeHne KIAMHNYECKOTO WCCedoBaHUs feKapCTBEHHOro npenaparta Aans
MeANLMHCKOro NPUMEHEHNA C y4acTUEM B KavyeCTBe NauMeHTOoB AeTen JOMycKaeTCHa TOSbKO C
cornacus B MNUCbMEHHOM dopMme UX poauTtenen, ycblHoBuTenew. [etn moryT
paccmaTpmBaTbCs B KayecTBe MNOTeHUMarnbHbIX MauMeHTOB TaKoOro WUcCregoBaHWUsl, TOSMbKO
€eCnun ero npoBefeHne HeobxoaMMO AONsi YKpenneHus 300pOoBbA AeTer Unu npodmnakTukm
MHAEKUMOHHLIX 3aboneBaHnin B AE€TCKOM BO3pacTe NMbo ecnv Lenbio Takoro uccrneaoBaHns
ABMSETCA NOSlyYeHMe [aHHbIX O Haunydwen AO03MPOBKE JleKapCTBEHHOro npenapaTta ansd
nevyeHns peten. B aTux cnyyaax TakoMy WCCnegoBaHWUO OOJDKHO MpejlwecTBoBaTb
KNMHMYecKoe nccnegoBaHme NekapCTBEHHOro npenapaTa Ans MeguUMHCKOro NpMMeHeHus Ha
COBEpLUEHHOMNETHUX rpaxgaHax, 3a MCKNIYeHneM CcryvaeB, ecnv  uccnegyemblii
feKapCTBEHHbIN npenapaT ANd MeAUUMHCKOro NPUMEHEHUs npegHasHayvyeH UCKMIOYUTESbHO
Ansi UCNONb30BaHMA HECOBEPLUEHHONETHUMM FpaXKaaHaMmu.

6. 3anpewaeTcsa npoBeAeHUE KIIMHMYECKOrOo UCCnefoBaHuUs  feKapCTBEHHOro
npenapaTa ans MeauuuHCKOro NpuMeHeHus ¢ y4acTMeM B KadecTBe NnauMeHTOB:

1) neten-cupoT 1 aeten, octaBLMxca 6e3 noneyeHns poanTenen;

2) XeHLWWH B nepuog 6epeMeHHOCTH, XXEHLMH B NEPUOA rPYAHOro BCKapMnNnBaHus, 3a
UCKMIOYEHNEM CIyvaeB, €Cnn MPOBOAUTCA KIAMHUYECKOE MWCCreaoBaHue nekapcTBEHHOro
npenapara, npegHasHa4YeHHOro AN YKa3aHHbIX >KEHLUWH, Npu YCnoBUMm HeOBXOAMMOCTM
nosly4eHmst MHopMauum TOMbKO BO BPEMSI MPOBEAEHUSI COOTBETCTBYHOLUMX KIMHUYECKMX
NccrneaoBaHNn U NPUHATUSA BCEX HEOOXOAUMbIX MEP MO UCKIMIOYEHMIO pUCKa HAHECEHUN Bpeaa
XEHLKHe B nepuoa 6epeMeHHOCTU, XEHLUHe B Nepuoa rpyaHoro BCKapMiMBaHUS, Nioay
nnun pebeHky;

3) BOEHHOCNyXalMX, 3a WUCKMNIOYEHNEM CrydYaeB nNpoBeAeHUs  KIMHUYECKOro
nccrnegoBaHNsa NEKapCTBEHHOrO npenaparta, cneuyanbHO pa3paboTaHHOro Ans NPUMEHEHNS
B YCMNOBUAX BOEHHbIX OEWUCTBUW, Ype3Bbl4aWHbIX CUTyauun, MNPpOPUNaKTUKKU U JevyeHns
3aboneBaHMn M MOPaXEHUW, MNOMYYEHHbIX B pes3ynbraTte BO34eNCTBUSA HebnaronpusaTHbIX
XUMUYECKMX, BMONOrMyeckmx, pagnaumoHHbiX pakTtopoB. KnuHnyeckoe nccnegoBaHme Takoro
NeKapCTBEHHOro mnpenapata MOXeT MNpoBOAMTbLCA C Yy4YaCcTMeM B KayecTBe MNauueHToB
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BOEHHOCNYXaLnX, 3a WUCKNIOYEHNEM BOEHHOCHYXalUmMX, NPOXOOAWNX BOEHHYK cnyx0y no
npu3biBy, C cobnoaeHnem TpeboBaHnn, yCTaHOBMEHHbIX HacToAWwMM PeaepanbHbIM 3aKOHOM
B OTHOLUEHUWN rpaXgaHCKUX nuL;

4) cOTPYyOAHVKOB NPaBOOXpaHUTENbHbIX OPraHoB;

5) nuu, oTObIBaKOWMX HakasaHMe B MecTax nuvweHust ceBoboabl, a Takke nuu,
HaxXo4ALMXCS Nog CTPaXen B CNeACTBEHHbIX N30ATOpax.

7. [HonyckaeTca npoBedeHVE  KIMHWYECKOro WUCCNeaoBaHWUs  NleKapCTBEHHOro
npenaparta ans MeauvuMHCKOro NpUMEHEHUs, NpeAHa3HauYeHHoro Asis NeYeHUs NCUxXmyYecknx
3aboneBaHun, C y4acTMemMm B KayecTBe NauMEHTOB NUL, C MNCUXMYecKuMu 3aborneBaHnaMu,
NPU3HaHHbIX  HeAeecnocobHbiIMM B MNOPSiAKE, YCTAHOBMIEHHOM  3aKOHOA4ATENbCTBOM
Poccuinckon degepaunn. KnuHudeckoe nccnegoBaHne feKapCTBEHHOrO npenapata B 9TOM
criydae nMpoBOAMTCS MPUM  HanmMuuu  cornacns B MUCbMEHHOW  OpMEe  3aKOHHbIX
npegcraBuTenen ykasaHHbIX M.

CraTtbsa 44. Ob64a3aTenbHOe CTpaxoBaHWE XU3HWU, 300POBbSA NauUMEHTa, y4acTBYOLLEro

B KIMHMYECKOM  WCCredoBaHMM  fIeKapCTBEHHOro  npenapata  Ansg
MEANLMHCKOro NpMMeEHEHMS

1. OpraHmsaumsa, nonydMBlIaA paspelleHMe Ha opraHuMsauuio  nposefeHus
KNMMHNYECKOro nccnefoBaHus NekapCcTBEHHOro npenaparta Ans MeguuuHCKOro nNpuMeHeHus,
o6s3aHa B ka4deCTBe CTpaxoBaTens CTpaxoBaTb PUCK NPUYUHEHUSI Bpeda >KU3HW, 340POBbIO
naumeHta B pesynbTate nNpoBeAeHUs KIMHUYECKOro WCcCneaoBaHust JieKapCTBEHHOro
npenapaTta Ans MeOuUMHCKOro MpUMEHEeHUs 3a CBOM CYeT MyTeMm 3akr4veHus [orosopa
obda3aTenbHOro CTpaxoBaHUs.

2. Ob6bekTom 0643aTenbHOr0 CTpPaxOBaHWA SABNSETCA WMYLECTBEHHbIN MHTEpEeC
naumeHTa, CBA3aHHbIA C MPUYUMHEHWEM Bpeda €ero XWM3HW UnuM 300pOBbl B pesynbraTte
npoBefeHNsT KIMHUYECKOro UCcnenoBaHUS NekapCTBEHHOro npenaparta Ans MeauuuHCKOro
NPUMEHEHUS.

3. CTpaxoBbIM criy4aem no JOroBopy o6a3aTenbHOro CTpaxoBaHWUs SIBMSiETCA CMepTb
naumeHTa unu yxygleHne ero 3gopoBbsi, B TOM 4ucre Briekylee 3a cobon ycTaHOBreHue
WHBanNMAHOCTU, NPU HanMYun NPUYNHHO-CNEACTBEHHOW CBA3WM MEXAY HACTyMnfieHMeM 3TOro
cobbITMA U yyacTMeM naumeHTa B KNMHUYECKOM UCCreaoBaHMmM NekapCcTBEHHOroO npenaparTa.

4. TpeboBaHNAa 0 BO3MELLEHWM Bpeaa, NMPUYMHEHHOTO XU3HN UM 340POBbLI0 NauMeHTa,
NpeabsBraloTCad B TeYeHMe CPOKOB WCKOBOM [OABHOCTW, YCTAHOBMEHHbLIX PaX4aHCKUM
3aKoHOaTesIbCTBOM.

5. Pasmep cTpaxoBou BbinfaTbl MO AOroBopy 06s3aTenbHOro CTpaxoBaHUs
COCTaBIsieT:

1) B cnyyae cmepTu nauueHTa ABa MuUINMoHa pybnenm Ha Kaxgoro nauueHTa,
y4yacTBOBAaBLLEIO B KITMHNYECKOM MUCCregoBaHUM NIeKapCTBEHHOro npenapara;

2) Npy yxyALeHun 30opoBbs NauneHTa:

a) nosnekwem 3a cobon yCTaHOBREHWE WHBaNMAHOCTM | rpynnbl, OOWUH MWISMOH
NATbCOT ThiCAY pybren Ha Kaxgoro nauueHTa, Yy4acTBOBaBLUErO B KIMHUYECKOM
nccrnegoBaHUM fiekapCTBEHHOrO npenapara;

0) noBnekwem 3a cobon ycTaHoBneHwe uHBanugHoctu |l rpynnbl, OAWH MUMASINMOH
pybnen Ha Kaxgoro nauveHTa, y4acTBOBaBLUEro B  KIMHMYECKOM  UCCNegoBaHWU
nekapcTBEHHOro npenaparTa;

B) noBsnekwem 3a cobon yctaHoBreHue uHBanugHocTu Il rpynnbl, AATBCOT ThbiCAY
pybne Ha Kaxgoro nauueHTa, y4acTBOBaBLUEro B  KIMHUYECKOM  MUCCnegoBaHWUU
nekapCTBEHHOro npenapara;

r) He nosrekwem 3a cobon yCTaHOBMEHUA WHBaANMAHOCTU, He Oonee 4yem TpucTa
ThiCAY pybnen Ha Kaxgoro naumeHTa, y4acTBOBaBLUErO B KIIMHUYECKOM MCCrefoBaHUK
neKkapCcTBEHHOro npenaparta, UCXOAs M3 HOPMAaTUBOB, OTpaxaloLlMx XapakTep U CTeneHb
NnoBpeXaeHna 300pOoBbsl, a Takke (PaKTUYeCKM T[OHECEHHbIX nNauMeHTOM pacxodoB,
BbI3BaHHbIX MOBPEXAEHWEM 3[40POBbSA, Ha MEOVUMHCKYH MOMOLWb, npuobpeTeHne
NeKkapCTBEHHbIX NpenapaTos.
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6. YTpatuna cuny ¢ 1 nonsa 2015r.

7. Cpok poroBopa 006s3aTenbHOro CTpaxoBaHUA HE MOXET ObiTb MeHee, YeM CpOK
npoBeaeHNs KIMMHNYECKOrO UCCrneaoBaHna nekapcTBEHHOro npenapara.

8. YcnoBsusa goroBopa 06A3aTenbHOro CTpaxoBaHUs, B TOM YMCie CTpaxoBble Tapudbl
no obsi3aTenbHOMY CTpaxoBaHuUio, NnepevyeHb HeOBXOAMMbIX AOKYMEHTOB A OCYLLECTBEHNS
CTpaxoBOW  BbIMMaTbl, MNOPSLAOK YCTAHOBMNEHUS  CTpaxoBaTenem  MHAUBUAOYarbHOro
NOEHTUMPMKALUMOHHOMO Koda NauueHTa, MopsiAoK  WMHGOPMUMPOBaAHUSA  CTpaxoBaTenem
CTpaxoBLUuKa O NPUBMEYEHHbIX K KIMMHUYECKOMY UCCIeA0BaHNIO fleKapCTBEHHOrO npenapara
ANs MeaUMHCKOro NpUMEHEHNSA naumeHTax, NopsaokK ynnaTbl CTPaxoBOW NpemMun, nopsigok
peanusauuun onpegernieHHbIX HacTosawmm degeparnbHbIM 3aKOHOM U ApyruMmun doeeparbHbIMU
3aKkoHamu npaB 1 06s13aHHOCTEN CTOPOH MO LOroBopy 06s3aTenbHOro CTpaxoBaHUsl, a Takke
HOpPMaTMBbI, OTPaXalLLmMe XapakTep U CTeneHb NoBpeXAeHUs 340pO0Bbs, YCTaHaBNUBAKOTCA
TMMNOBbLIMW NpaBunaMm 0b6s3aTenbHOro CTpaxoBaHus.

9. B cny4yae npuynHeHUs Bpeda XWU3HW MauueHTa, y4acTBOBaBLUErO B KIIMHUYECKOM
nuccrnegoBaHMM  fiEKApCTBEHHOro  nNpenaparta, BblrogonpuobpeTtatensmMm  nNo  OOroBopy
06a3aTenNbHOr0 CTpaxoBaHUs ABNSAIOTCA rpaxaaHe, MMelLlme nNpaBo Ha BO3MeLLeHne Bpeaa
B Crnyyae CMepTW KOopMumnbLa@ B COOTBETCTBUM C Fpa4aHCKMM 3aKOHO4ATeNnbCTBOM, Mpu
OTCYTCTBUM TaKuX rpaxgaH - poautenu, Cynpyr, 4eTn yMepLluero naumeHTa, y4acTBoBaBLLENO
B KIWHWUYECKOM WCCnedoBaHUM NeKapCTBEHHOro npenaparta, B criydae CMepTu nauueHTa,
y4yacTBOBAaBLLEIO B KMMHUYECKOM UCCeAoBaHUN NEKapCTBEHHOMO nNpenapaTta U He UMEBLLETO
CaMOCTOATENbHOIO Aoxoda, - rpaxaaHe, Ha WKOMBEHUUM KOTOPbIX OH HaxoawusicHd, B
OTHOLWIEHMM BO3MELLEHUS pacxodoB Ha norpebeHne nauueHTa, ydacTBOBaBLUErO B
KNMHMYECKOM UccrefoBaHnn fiekapCTBEHHOro npenapara, - UL, NOHecLee Takne pacxombl.

10. CtpaxoBas Bbinsata B cHET BO3MELLEHUS Bpeaa, NPUYNHEHHOMO XU3HM NauMeHTa,
y4yacTBOBaBLUErO B KIWMHUYECKOM  UCCMeJoBaHUM  JIeKAapCTBEHHOro  npenapara,
pacnpegensieTca mexay BblrogonpuobpeTtatensMmm nponopumoHanbHO MX KONMYECTBY B
PaBHbIX OONSX.

11. MNpwn HacTynneHMn CTPaxoBOro cryyas nauueHT, y4acTBOBaBLUMN B KIMHUYECKOM
nccnepoBaHMM NEeKapCTBEHHOrO npenaparta, BblirogonpuobpeTtaTens BNpaBe NpeabsBUTb
HenocpeacTBEHHO CTPaxoBLUMKY TpeboBaHne O BO3MELWEHUM MPUYMHEHHOrO Bpeaa.
CTpaxoBas BbinfaTa OCYLECTBNAETCA CTPaxOBLUMKOM B TeveHwe Tpuauatn OHEeW cO AHS
npeacTaBneHnss HeobxoaMMbIX AOKYMEHTOB. [launeHT, yyacTBOBaBLIMA B  KIUMHUYECKOM
nccnepoBaHMM NekapCTBEHHOrO npenapara, unu Bbirogonpuobpertartenbs 06a3aH coobWwunTb
CTPaxOoBLUUKY ans OCYLLEeCTBMEHUS CTpaxoBoWn BbinnaTbl NHOMBUAYANbHbIN
NOEHTUMPUKALMOHHBIN KOO MaumeHTa, YCTaHOBIEHHbIN CTpaxoBaTeneM B COOTBETCTBUU C
TMMNOBLIMU NpaBunaMm 0b6s3aTenbHOro CTpaxoBaHus.

12. [Jo nonHoro onpegeneHns pasMepa nognexawero BO3MELLEHWIO Bpeda
CTPaxOBLUK MO 3asBMEHUO MauueHTa, y4acTBOBAaBLUErO B KIAMHWYECKOM WUCCregoBaHUn
NeKapCTBEHHOro npenapaTa, unu 3asiBNeHunto BbirogonpuobpeTtaTena BnpaBe OCYLLECTBUTb
YacTb CTpPaxoBOW BbIiNNaTbl, COOTBETCTBYOLLYID (aKTUYECKM OrnpeneneHHON 4YacTu
NPUYMHEHHOrO Bpeaa.

13. CtpaxoBasi Bbinnata B COOTBETCTBUM C AOrOBOPOM 006S3aTENbHONO CTpaxoBaHUS
OCYLLEeCTBMNAETCA He3aBMCUMO OT BbINaT, MPUYMTaIOLWNXCA MO APYrMM BUAaM CTpaxoBaHUS.

14. He pgonyckaeTcs yyacTme naumeHTa B NPOBEAEHUN KIMHUYECKOro MCcrnenoBaHus
NeKkapCTBEHHOro NpenapaTa Npu OTCYTCTBUM JOroBopa 0693aTenbHOro CTpaxoBaHUS.

15. KoHTponb 3a WCNOMHEHWEM oOpraHusauuen, MNonyyYMBLUEN pa3pelleHne Ha
opraHuM3aumio npoBefeHnsa KIMHUYECKOro MUccrnefoBaHUs NeKapCTBEHHOro rnpenapara gns
MEONUMHCKOrO MPUMEHEHMUs), YCTAHOBMEHHOW HacTosWwen cratben 0643aHHOCTM Mo
o6a3aTeNbHOMY CTPaxOBaHMIO XXMU3HU, 300POBbs NauMeHTa, y4acTBYoLEro (y4acTBOBaBLUErO)
B KIMMHWYECKOM  WUCCMedoBaHWW  NeKapCTBEHHOro  npenapaTta,  OCyLlecTBrsieTca
YNONHOMOYEHHbIM  doeflepalibHbIM ~ OPraHoOM  UCMOJSIHUTENbHOW  BNacTW,  BblAaBLUMM
paspeLlleHne Ha NpoBeaeHME KIMHUYECKMX UCCNeAOoBaHNN NeKapCTBEHHbIX NpenapaToB Ans
MEOMLMHCKOrO NPMMEHEHNS.
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MnaBa 8. NMpou3BoACTBO N MapKUPOBKA JNIeKapCTBEHHbLIX CpeacTB

CraTtba 45. [1pon3BOACTBO NeKapCTBEHHbIX CPeACcTB

1. Mpon3BoACTBO NEKAPCTBEHHbBIX CPEACTB AOJMKHO COOTBETCTBOBATb TpeboBaHUAM
npaswusi Hagnexawen npousBOACTBEHHOW MNPAKTUKN, YTBEPXKOEHHbIM YNONHOMOYEHHbLIM
degeparnbHbIM OpraHoM ucnosniHuTenoHonm Bractn. OcobeHHOCTU nepexofa NpPoM3BOACTBA
OTAENbHbIX NEeKapCTBEHHbIX CPeACTB K MX MPOM3BOACTBY B COOTBETCTBUM C TpeboBaHusMU
npaBusi Hagnexailen npou3BOLACTBEHHOW NPaKTUKM YyCTaHasnuBakoTca [1paBUTENbLCTBOM
Poccunckon ®depepaumn. Bblgada 3aknioueHUWM O COOTBETCTBUM  MPOU3BOAUTENS
NeKapCTBEHHbIX CpeaCcTB TpeboBaHMAM NpaBui Hagnexawien npovM3BOACTBEHHOW NPaKTUKM
OCyLecTBNAeTCa MO pesynbTaTtaM WHCNEKTUPOBaHUSA Npou3BoauTenen nekapcTBEeHHbIX
cpencTtB B nopsgke, yctaHosneHHom [lpaButenbctBoMm Poccurickon ®depepaummn. Pasmep
nnaTtbl 3a Bblgady 3akfYEeHUs O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbIX CpeacTB
TpeboBaHnAM npaBun  Hagnexawien npoM3BOACTBEHHOM MPaKTUKWM  YCTaHaBnMBaeTCsA
MpaButensctBoMm Poccuinckon degepaumn. [lopsgok  opraHMsauuu v nNpoBefeHus
WMHCMNEKTMPOBaHMs NPON3BOAUTENEN NEKAPCTBEHHbIX CPELCTB HA COOTBETCTBME TpebOoBaHUAM
npaswusil Hagnexawen npou3BOACTBEHHOMW MNpaKTUKM ycTaHaBnuBaeTcs [lpaButenscTBoM
Poccunckon ®epepaunn.

2. [lpou3BoacTBO  nekapcTBEHHbIX cpeactB B Poccumnckon — depepaummn
OCYyLLEeCTBNAEeTCA NPOU3BOAUTENAMU NEeKapCTBEHHbIX CPeACTB, UMEKLWWUMU NULEH3NIO Ha
NPOU3BOACTBO JlE€KApPCTBEHHbIX cpeacTB. [loaTBepxaeHne COOTBETCTBUS NuuUeH3naTa
npasunaMm Hagnexaiwen npousBOoACTBEHHOMW NPAaKTUKM  OCYLLECTBIISIETCA B pamKax
NULEH3NOHHOIO KOHTPONS B COOTBETCTBUM C 3aKOHOOATENLCTBOM Poccurickon depepaumm ¢
y4yeToM 0COBEHHOCTEN, yKa3aHHbIX B 4acTU 1 HACTOsILLEN CTaTbMW.

3. [lpon3BOACTBO nEKaApCTBEHHbLIX CPEeACTB OCyLleCcTBNsieTcs C cobnogeHnem
TpebOBaHUN MNPOMBILLIEHHOIO perfiameHTa, KOTOpbIM  yTBEPXAAeTCs pyKoOBOAUTENEM
Npon3BOAMTENSA JIEKAPCTBEHHbIX CPEACTB M BKMOYaeT B cebs nepeyeHb WUCMonb3yeMbiX
dhapmaueBTU4eCKnX CcybCTaHUMM M BCNOMOraTesnbHbIX BELECTB C YKa3aHWMEM KOnMyecTBa
Ka)Kgoro M3 HuX, AaHHble 06 mcnonb3dyemom o60opyaoBaHWKM, ONMCaHME TEXHONOrMYeckoro
npolecca 1 MeTog0B KOHTPOSIS Ha BCEX 3Tanax NpoM3BOACTBaA NIEKAPCTBEHHbIX CPEeACTB.

4. lNMpn Npon3BOACTBE NEKapCTBEHHbLIX CPEACTB MCMOMb3YTCA dapMaueBTUdeckue
cybCTaHuuK, BKIOYEHHbIE B TOCYQAPCTBEHHbIN PEECTP JieKapCTBEHHbIX CpPeacTB, 3a
UcknoveHnem  dapmMaueBTUYECKMX  CyOCTaHUMiA, NpPOM3BOAMMBIX AN NpOBeAeHUs
KNUHWYECKMX uccrenoBaHun n ansa akcrnopta. K npoueccy nponssoacTea hapmaLleBTUYeCKOon
cybcTaHuum oOTHoCcATCA nobble CcTagum  TEeXHONOMMYECcKoro npolecca, Mo3BondAoLme
Mony4YnTb roTOBbLIV NPOAYKT, COOTBETCTBYIOLWMI TpeboBaHNAM hapMaKkonemnHon cTaTbu, B TOM
yncne  pepmeHTauusi,  9KCTPaKuMd, OYUCTKa, BblAeneHue, nepekpuctannuaaums,
BbICYLLUMBaHWE, U3MerbYeHUe.

4.1. lepedveHb nekapcTBEHHbLIX MpenapaTtoB ANA MeOULMHCKOTO MNPUMEHEHUs, B
OTHOLLUEHMM KOTOpPbIX YCTaHaBnMBalTCA TpeboBaHus K o0ObeMy Tapbl, YynakoBke W
KOMMMEKTHOCTU, NepeYeHb NIEKapCTBEHHbIX NpenapaToB A4S BETePUHAPHOro NpUMEHEHUS, B
OTHOLLIEHMM KOTOpPbIX yCTaHaBnNuBarTca TpeboBaHUA K 06beMy Tapbl, a Takke TpeboBaHus K
o0beMy Tapbl, YNakoBKe W KOMMMEKTHOCTU JNIEKApCTBEHHbIX NpenapaToB Afsi MEOULMHCKOTO
npumeHeHns, TpeboBaHnsa K 06bEMY Tapbl NEKAapCTBEHHbIX NpenapaToB Ans BeTePUHAPHOro
NPUMEHEHNA  OMNPedensitoTCAa  COOTBETCTBYHOLMMWU  YNOSTHOMOYEHHbIMKM  dbeaeparbHbIMU
opraHamMu  UCNOSHUTENbHOW  BracTu B Nopsgke, YycTaHoBneHHOM [lpaButenscTtBomM
Poccuinckon ®egepaunn.

4.2. OpraHusauuu, oCyLLeCTBAOLWME NPOM3BOACTBO (hapMaLeBTUYECKON CyGCcTaHUmm
cnvpTta 3TUMOBOro (3TaHona) Ans NpouM3BOACTBA CNMPTOCOAEPXKALUMX JleKapCTBEHHbIX
npenapaTtoB, 06513aHbl OCYLLECTBNATL yYeT U AeKnapupoBaHWe B NOpsiAKe, YCTaHOBIIEHHOM
ctatbssMn 8 n 14 depgepanbHoOro 3akoHa OT 22 Hosb6psa 1995 rogpa N 171-¢3 "O
rocyaapCTBEHHOM perynumpoBaHnm NpoM3BoACTBa U 060poTa 3TUMOBOrO CNUpTa, ankorosibHOM
N cnupTocogepXallen npoaykumm n o6 orpaHndeHnn notpebneHns (pacnutnd) ankoronbHOM
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npoaykumn®.

4.3. lngueuayanbHble npegnpuHMMaTeny u opuguyeckve nvua, ocyulecTensawowune
3aKynKy U UCMNosib3oBaHMe (hapMaueBTUYECKON CyOCTaHUMKM CnupTa 3TUMOBOro (d3TaHona), a
TaKke NpoM3BOACTBO, U3rOTOBMEHNE U (MNK) 0BOPOT (3a UCKNIOYEHMEM PO3HUYHOW NPOSAXKN)
crnvpTocofepXallumx neKkapCTBEHHbIX npenapaTtoB, 00A3aHbl OCYLWECTBAATb WX yyeT U
AeknapvpoBaHue B nopsgke, yCTaHOBNEHHOM cTaTbamu 8 n 14 denepanbHOro 3akoHa oT 22
Hos6psa 1995 roga N 171-®3 "O rocygapCTBEHHOM perynMpoBaHumn NpoM3BoacTBa 1 obopoTa
3TUNOBOrO CNMpPTa, arnkorofbHOM W CAMpTOCOAepXallerh npoaykuum m o6 orpaHvyeHun
noTpebneHnsa (pacnuTnsa) ankorosibHON NPOAyKLUMNn".

5. 3anpewjaeTcs Nnpon3BOACTBO:

1) nekapCTBEHHbIX CpPeACTB, He BK/MOYEHHbIX B rOCYAApPCTBEHHbIN peecTp
NEeKapCTBEHHbIX CPeaCTB, 3a WCKIIOYEHUEM JleKapCTBEHHbIX CPeACTB, NPOU3BOAUMbLIX AN
npoBeaeHUs KITMHUYECKUX NCCneoBaHui U AN aKCnopTa;

2) panbcumunMpoBaHHbIX NeKapCTBEHHbIX CPEACTB;

3) nekapcTBEHHbIX cpeacTB 6e3 NUuUeH3nn Ha NPOM3BOACTBO NEKapPCTBEHHbIX CPeaCTB;

4) nekapCTBEHHbIX CPeACTB C HapyLleHMeM npaswusl opraHmsauuu npousBOACTBa U
KOHTPOMS Ka4yeCcTBa NiekapCTBEHHbIX CPEACTB;

5) dhapmaueBTUYeCcKon cybCTaHLmMm cnvpTa 3TUNOBOroO (3TaHoMa) Ha TEXHONMOMMYECKOM
obopyaoBaHMK, KOTOPOE HEe 3aperMcTpMpoBaHO MM 3aKOHCEPBMPOBAHO B COOTBETCTBUM C
depgepanbHbIM  3aKOHOM OT 22 Hosi6pa 1995 roga N 171-03 "O rocynapCTBEHHOM
perynupoBaHum npousBoactBa UM obopoTa  STUMOBOrO  CAMPTA,  ankoroflbHOM U
cnvpTocoaepalen npoaykumMm n ob orpaHnvyeHnn noTpedneHnsa (pacnuTtusl) ankoronbHOW
npoaykumn®.

6. Mpn BBOAE NEKAPCTBEHHbIX CPEACTB B rpaXxaaHCKM 060pOT YNOSTHOMOYEHHOE NNLO
npou3BoaMTENSA FEeKapCTBEHHbIX CPeACTB OCYLeCTBNAeT NOATBepXAeHWe COOTBETCTBUSA
NeKapCTBEHHbIX CcpeacTB TpeboBaHWSIM, YCTAHOBMEHHbIM MpU  UX FOCygapCTBEHHOW
perucrtpauuu, N rapaHTupyeT, YTO fleKapCTBEHHbIe cpeacTBa Npou3BeaeHbl B COOTBETCTBUN C
TpeboBaHNAMU NpaBun Haanexallen Npon3BoaCTBEHHON NPAKTUKN.

7. YNONHOMOYEHHbIM JIMLIOM MPOM3BOAUTENS NEKAPCTBEHHbLIX CPEACTB SABMSETCA €ro
paboOTHWK, aTTeCTOBAHHbIA B YCTAHOBMIEHHOM YMOSIHOMOYEHHbIM beaepanbHbiM OpraHoOM
NCNOSNTHUTENbHOW BRacTu Mopsake M MMeKLWmMn ctax paboTbl HE MeHee yeM NATb NeT B
obrnactn npousBoAcCTBa W (MNN) KOHTPONSA KayecTBa fEeKapCTBEHHbIX CPeAcTB, BbICLIee
obpasoBaHMe COOTBETCTBEHHO MO OAHOW U3 cneumanbHocTen W (MNn) OJHOMY U3
HanpaeneHurh noaroToBkU: Buonornsa, OUOTexHomnorus, BeTepuHapus, KrMHU4eckas
MeavumHa, paguauMoHHas, XuMmudeckas u - Buonormyeckas  3awmTa,  hapmaums,
dyHOaMeHTanbHaa MeamumHa, XmmMmyeckasa TEXHOMNOMNSA, XUMUS.

8. lNpousBoanTenn nekapCTBEHHbIX CPeAcTB (3a MUcKYeHuem dapmMaueBTUYeCKon
cybcTaHuun cnupTta 3TUNOBOrO (dTaHona) MOryT OCYLWECTBNATb MPOAaxy JeKapCTBEHHbIX
cpencTB UNu nepegasaTtb X B YCTAaHOBIEHHOM 3akoHoAaTenbCcTBOM Poccuinckon degepaumm
nopsiake:

1) OpyrMMm  npou3BOAUTENSAM  FIEKapCTBEHHbIX CPeAcTB  Ans  Npou3BoACTBa
NeKkapCTBEHHbIX CPEACTB;

2) opraHu3aumsm oNTOBOW TOProBriv NekapCTBEHHbIMU CpeCcTBaMMU;

3) anTeyHblM  OpraHusauusM,  BeTepuHapHbIM  anTeYHbIM  OpraHM3auusMm,
UHOMBMAOYaNbHBbIM  MPEeanpuUHUMAaTensaM, UMEKLWMM JMUEH3NI0 Ha apmaueBTUYECKYHO
AEeATEeNbHOCTb UMM NULEH3NIO HA MEONLNHCKYIO OeATeNbHOCTb;

4) Hay4yHO-uccregoBaTesfibCKMM  OpraHuM3aumam Ans  Hay4yHo-uccriegoBaTesibCKon
paboThl;

5) MeguuMHCKMM OpraHm3aumam 1 BeTepPUHapPHbIM OpraHu3aLmsaM;

6) opraHusaumsaMm, OCYLLEeCTBNALWMM pasBefeHue, BblpallMBaHue W copepXaHue
XNBOTHbIX.

9. lMpomnsBoauTenu apmaueBTUHECKON CyBCTaHuuKM cnupTa 3TUOBOro (3TaHona)
06a3aHbl OCyLeCcTBNATbL peanusaunto (nepegady B YCTAHOBMEHHOM 3aKOHOAATENbCTBOM
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Poccunckon depgepaumm nopsgke) apmaueBTUYECKOM CyOCTaHuMM civpTa  3TUOBOro
(3TaHONa) npousBoaAMTENAM NEKapCTBEHHbIX CPeaCTB ONA MNPOM3BOACTBA NeKapCTBEHHbIX
cpencTB B eMKocTsx obbemom He 6Gonee 1 nutpa u (unu) He meHee 1000 nuTpos, a
opraHusaumnsam, ykasaHHbIM B NyHKTax 2 - 6 yactu 8 HacToswen ctatbu, B Tape 06beMOM He
oonee 1 nutpa.

CraTtbsa 46. MapkupoBKa fekapCTBEHHbIX CPeacTB

1. JlekapCcTBeHHble npenapaTtbl, 3a WCKAOYEHMEM JlIeKapCTBEHHbLIX MNpenapaTos,
N3roTOBIIEHHbLIX aNTEYHbIMU OpPraHM3aunamu, BETEPMHAPHBLIMU anTEeYHbIMU OpraHM3auusiMm,
WMHOMBMAYANbHLIMU NPeanpUHMMaTENSaIMN, UMEKLLMMU JIMLEH3UIO Ha dapMaueBTUYECKYH
AEeATEeNbHOCTb, AOMKHbI NOCTYNaTh B obpalleHne, ecnu:

1) Ha UX NEPBUYHON yNaKoBKE (3@ UCKMOYEHNEM NEPBUYHOM YNAKOBKN NIEKAPCTBEHHbIX
pacTUTENbHbIX MpenapaTtoB) XOPOLWO YMTaeMbiM LUIPUAPTOM Ha PYCCKOM $3blKe YyKasaHbl
HaUMEHOBaHWE fEeKapCTBEHHOro nmnpenapata (MeXagyHapogHOe HenaTeHTOBaHHOe, Wunu
rpynnUpPOBOYHOE, UMM XMMWYECKOEe, UMW TOProBoe HauvMeHOBaHWe), HoMep cepuu, faTa
BbiMycka (459 WUMMYHOBUONOrMYECKNX JIeKapCTBEHHbIX MpenapaToB), CPOK TFOOHOCTMH,
A03MPOBKa UMM KOHLEHTpauusi, 06bemM, akTMBHOCTb B eAMHMLAaxX OENCTBUS UNN KONUYECTBO
003,

2) Ha MX BTOPUYHOW (MOTPEOUTENBLCKOM) YNaKoBKE XOPOLLUO YMTaeMbIM LLUPUETOM Ha
PYCCKOM $3blKe YyKasaHbl HauMMeHOBaHWe feKapCTBEHHOro npenapaTta (MexayHaponHoe
HenaTeHTOBaHHOE, WNW TPYNNMPOBOYHOE, UMM XUMWYECKOE M TOProBOE HaMMEHOBaHUS),
HauMeHOBaHWe MPOU3BOAUTENSA NEeKapCTBEHHOro npenapaTta, HOMep cepun, daTta Bbinycka
(8N MMMYHOBMONOrMYECKNX neKapCTBEHHbLIX MNpenapaTtoB), HOMEpP PerucTpaunoHHOro
yAOCTOBEPEHUS, CPOK FOAHOCTU, CNOCO6 NPUMEHEHUS, [O3NPOBKA UIM KOHLEHTpauus, obbem,
aKTUBHOCTb B eAnHuLax AencTBmst NMbo KONM4eCcTBO 403 B YNAKOBKE, NekapcTBeHHas gopma,
yCnoBua OTMycCKa, YCNOBUS XpaHeHusl, npeaynpeanTenbHble Haanucu.

2. ®apmaueBTMyeckMe CyObCTaHUMM AOOSMKHbI NOocTynaTb B obpalieHune, ecnm Ha ux
NMEPBMYHON YMaKOBKE XOPOLWO YMTAaeMbIM LIPUEPTOM Ha PYCCKOM A3blke yKasaHbl
HauMeHoBaHWe papmMaueBTUYEeCcKOn cybcTaHuMn (MeXayHapoaHoe HenaTeHTOBaHHoe, WUnu
rpynnMpOBOYHOE, UMM XUMUYECKOE W  TOProBOE HaMMEHOBaHWS), HaMMeHoBaHWE
nponssoauTensa apmaueBTnyeckon cybcTtaHumm, HOMEp cepum U gaTa W3roTOBIEHMS,
KONMMYECTBO B YNaKOBKE W €OUHULbI M3MEPEHMS KONMYecTBa, CPOK FOAHOCTU M YCIOBUS
XpaHeHus.

3. JlekapcTBeHHbIE CpeacTBa B Ka4eCTBE CbIBOPOTOK AOSMKHbI NOCTynaTh B obpalleHne
C YKasaHMeM >XMBOTHOrO, M3 KPOBW, NnasmMbl KPOBW, OpPraHoB M TKaHEM KOTOPOro OHWu
nony4YeHbl.

4. Ha BTOpUYHyO (MOTPebnTEnbCKy) yNnakoBKy fEKapCTBEHHbIX CPEACTB, NOMyYEeHHbIX
N3 KPOBW, MIiasMbl KPOBW, OPraHOB W TKaAHEW 4enoBeka, OOfMKHA HaHOCUTbCA HaAMWChb:
"AHTnTtena Kk BWY-1, BNY-2, k Bupycy renatmta C u NOBEPXHOCTHbLIN aHTUreH Bupyca
renatuta B otcytcTBylOT".

5. Ha nepBMYHYlO ynakoBKy W BTOPUYHYK (MOTPEOUTENBLCKYID)  YNakoBKY
pagnodapMaueBTUYECKNX  JIEKAPCTBEHHbLIX  CPeaCTB  AOMMKEH  HaAHOCUTbCA  3HakK
paguauMoHHOW ONacHOCTW.

6. Ha BTOpu4Hyto (NOTpebUTENnbCKy0) YNakoBKY roMeonaTUYecKmx NeKapCTBEHHbIX
npenapaTtoB AOSMKHA HAHOCUTLCSA Haanuck: "flomeonaTnyecknn®.

7. Ha BTOpuYHylo (NOTPEeOMTENbCKYH) YMNAKOBKY J€KApCTBEHHbLIX pPaCTUTENbHbIX
npenapaToB A0JHKHA HAHOCUTbLCA Haanuck: "lMpoaykumns npowia pagmauoHHbIN KOHTPONb" .

8. Ha nepBu4Hy0 ynakoBky (ecnu Aris 9TOro CyLllecTByeT TEXHUYEeCcKass BO3MOXHOCTb)
N BTOPUYHYIO (NOTPEOUTENBLCKYHD) YNAKOBKY NeKapCTBEHHbIX NpenapaToB, npegHa3Ha4vYeHHbIX
ONs  KNWHUYECKNX WccnegoBaHWW, [AOMmkKHa HaHOCUTbCA Haanucb: "[Ons  KNUHUYECKUX
nccnegosaHnin.

9. YnakoBka IEeKapCTBEHHbIX CPeACTB, NpeAdHa3HA4YeHHbIX WCKITYMTENBHO AN
3KcnopTa, MapKnpyeTcs B COOTBETCTBMM C TpeDOBaHMUSIMU CTpaHbl-MMnopTepa.

10. Ha TpaHcnopTHyto Tapy, KOTOpas He npegHasHadyeHa nns notpebutenen n B



KOTOPYKO MNOMELLEHO feKapCTBEHHOE CpPeacTBO, AOSMKHA HaHOCUTBCA MHopMaums o
HanMeHOBaHWN, CepuM NEeKapCTBEHHOro CpeacTBa, AaTe BbiMycka, KONMYECTBE BTOPUYHbIX
(noTpebuTenbCkMx) ynakoBOK feKapCTBEHHOro CpencTBa, NpouM3BoauTENE NeKapCTBEHHOIO
CpeAcTBa C yka3aHMeM HaMMEHOBAHUSA N MECTOHaXOXAEeHUSA NPON3BOAMTENS NEKAaPCTBEHHOTO
cpenctBa (agpec, B TOM 4ucre cTpaHa WM (Mnn) MecTo NPOM3BOLCTBA JIEKAPCTBEHHOMO
CpeacTBa), a Takke O CpOKe rO4HOCTM NEeKapCTBEHHOro cpeactBa M 06 ycrnoBusix ero
XpaHeHUs 1 nepeBo3kn, Heobxoanmble NpenynpeauTenbHble HaANMUCU U MaHUNYNATOPHbIE
3HaKW.

11. Ha nepBuYHyl0 ynNakoBKY W BTOPUYHYK (MOTPEOBUTENBCKYID)  YMNaKOBKY
NEeKapCTBEHHbIX CPeACTB ONs BETEPUHAPHOIrO MPUMEHEHUA AOSMKHA HAHOCUTBCA HAAMUCH:
"[1ns BETEpUHAPHOro nNpuMeHeHus".

12. Ha BTOpu4Hyt0 (NOTPeOGUTENBLCKYIO) YMNAKOBKY FEKapCTBEHHOro npenapaTta
HaHOCUTCSA LUTPUXOBOM KOL.

MaBa 9. BBo3 nekapcTBeHHbIX cpeacTB B Poccumnckyro denepaumio n BbiBO3
neKapcTBeHHbIX cpeacTB n3 Poccumnckon ®epgepauun

Cratba 47. lNopagok BBO3a NekapcTBEHHbIX cpeacTB B Poccunckyto degepaumio u
BbIBO3a NeKapCTBEHHbIX cpeacTB u3 Poccurickon ®eagepaummn

1. BB03 nekapcTBeHHbIX cpeactB B Poccuinckyto depepauuio OCyllecTBnaeTcs B
nopsigke, ycraHosneHHom [lpaButenbctBom Poccuiickon ®epepauumn, B COOTBETCTBUM C
TaMOXEHHbIM 3aKOHOOAaTeNnbCTBOM TaMOXeHHOro cow3a B pamkax EBpA3OC (manee -
TaMoOXeHHbIN cot3) 1 (Mnn) 3akoHogatenbcTBoM Poccunckon depepaumm 0 TaMOXEHHOM
aene.

2. Beosumble B Poccuiickyto degepaunto nekapcTBeHHble cpeacrtBa AO0SMKHbI ObiTb
BKIMIOYEHbI B rOCYapCTBEHHbIN PEEeCTp NTeKapCTBEHHbIX CPeACTB.

3. [Honyckaetca BBO3 B Poccunckyto defepaumio  KOHKPETHOM  napTum
3aperncTpupoBaHHbIX U (UMW)  HE3aperncTpMpoBaHHbIX  NEeKapCTBEHHbIX  CPEeAacCTs,
npegHasHa4yeHHbIX ONs  NPOBEAEHUS]  KIMUHUYECKUX  UCCNedoBaHUW  NeKapCTBEHHbIX
npenapaToB, NPOBeOEHUS 3KCNepTU3bl JIeKAapCTBEHHbIX CPeACTB [ANA  OCYLLEeCTBIIEHUS
rocygapCTBEHHOW  perucTpauuMmM  NeKapCTBEHHbIX nNpenapatoB  WNWM  Ans  OKasaHus
MEOMLMHCKON MOMOLLM MO XWM3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHta Ha OCHOBaHWUK
paspeLleHunsi, BblAAHHOMO YMNOSTHOMOYEHHbIM defepanbHbiM  OpPraHoOM  MCMNOSTHUTENBHOM
BNacTh No 3asiBfeHMs M Nuu, yKasaHHblX B cTaTbe 48 HacTosiwero denepanbHOro 3akoHa.
PaccmoTpeHne Takoro 3asiBNeHUs N MNPUHATME PELUEeHUs O Bblda4ve paspelleHns Ha BBO3
KOHKPETHOW napTuM 3aperncTpupoBaHHbIX U (MNW) He3aperMcTpUpoBaHHbIX NeKapCTBEHHbIX
CpeacTB, npegHa3Ha4YeHHbIX ANns NPOBEeAEHUsI KIMMHUYECKUX UCCNeAoBaHMN NIEKapCTBEHHbIX
npenapaToB, NPOBeOEHUS 3KCNepTU3bl JIEKAapCTBEHHbIX CPeACTB ANA  OCYLLEeCTBIIEHUS
rocygapCTBEHHOW  perucTpaumMmM  NeKapCTBEHHbIX nNpenapatoB  WNUM  Ans  OKasaHus
MEANLMHCKOWM NOMOLLIM NO XXM3HEHHBbIM MOKa3aHUSAM KOHKPETHOro nauneHTa nnbo ob oTkase B
BblJaye yKa3aHHOro paspelleHns Npou3BOOATCS B CPOK, HE MpeBbIaloWmin NaTn padoymx
AHen. Nnarta 3a Bblga4vy ykasaHHOro paspelueHus He B3nmaeTcs.

4. B Poccuickyto defepaumnio MOXHO BBO3UTb JIEKAPCTBEHHbIE CPeACTBa, KayecTBO
KOTOpbIX MOATBEPXOEHO cepTUdMKaToM MNpPoOM3BOAUTENS  FIEKApPCTBEHHbLIX  CPEACTB,
yOOCTOBEPSAOWNM  COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX CpPeAcTB  TpeboBaHuAM
dapmakonerHbIx ctaten nMbo B criy4ae Ux OTCYTCTBUA HOPMaTUMBHOM AOKYMEHTauuwn wnu
HOPMAaTUBHOIO JOKYMEHTA.

5. 3anpewaetca BB0o3 B Poccuunckyto depepauunio  hanbcudpuUMpoBaHHbBIX
neKapCTBEHHbIX CPeAcTB, HeA0OpPOKa4YeCTBEHHbIX NTEKAPCTBEHHbLIX CPEeACTB, KOHTpadaKTHbIX
nekapCTBEHHbIX CPeaCTB.

6. danbcmuumMpoBaHHbIE NEKapCTBEHHblE CpeacTBa, HeaobpokaydecTBEHHblE
NeKapCTBEHHble cpeAcTBa noanexart U3bATUIO U NoCcreaywemMy YHUHTOXEHUIO UNN BbIBO3Y
n3 Poccunckon degepaunmn, KoHTpadakTHble IEKAPCTBEHHbIE CpeacTBa - M3bATUIO U
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nocrnegyowemMy YHUYTOXEHMIO. YHUYTOXEHWE wunu BbiIBO3 M3 Poccuinckon Pepepaumm
dhanbCcunUNPOBaHHbIX FEKAapCTBEHHbLIX CPEACTB, HeaobpOoKaYeCTBEHHbIX JeKapCTBEHHbIX
CPeACTB, KOHTpadaKTHbIX FEeKapCTBEHHbIX CPEeACTB OCYLEeCTBRseTcs 3a CcyeT nuvua,
ocywlecTBMBLIEro uX BBO3. [lOpSAOK YHUYTOXEHUS U3BATLIX anbCUPUUUPOBaHHbIX
NeKkapCTBEHHbIX CPeacTB, HeAOOpPOKaYeCTBEHHbIX JIEKapPCTBEHHbIX CPEeACTB, KOHTpadaKTHbIX
neKapCTBEHHbIX CpeacTB ycTaHaBnueaeTcs [paButensctBoMm Poccurckon egepauuu.

7. Jlnya, ocyuwectensawowme BeBo3 B Poccuiickyto ®efepaunio hanbCcuumpoBaHHbIX
NeKapCTBEHHbIX CPeacTB, HeAOOPOKAYECTBEHHbIX NTEKAPCTBEHHbIX CPEeACTB, KOHTpadaKTHbIX
NeKapCTBEHHbIX CpeacTB, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM
3aKoHogaTenbCTBOM TaMoOXeHHoro cow3a u (unu) 3akoHogaTernscTBom Poccunckon
depepaumm o TaMOXEHHOM aene.

8. BbiBO3 nekapcTBeHHbIX cpeacTs u3 Poccuickon Pegepauumn ocyuwlectsnsaerca 6e3
NPUMEHEHNSA OrpaHNYEeHNi, YCTaHOBNEHHbIX TAMOXEHHbLIM 3aKOHOAATENbCTBOM TaMOXEeHHOro
cow3a wun (Mnn) 3akoHopgaTenbcTBoM Poccunckon degepaumm O rocyaapCTBEHHOM
perynmpoBaHnn BHELLHETOProBOW AEATENbHOCTH.

CraTtba 48. lOpnguyeckue nvua, KOTOpbIM pa3peLleH BBO3 JIeKapCTBEHHbIX CPeaCTB B

Poccunckyto denepaumio

JlekapcTBeHHble cpeacTBa B Poccurickyto Pegepaumio MoryT BBO3UTb:

1) npou3BoaANTENN NEKAPCTBEHHbIX CPEACTB AN Lenen cobCTBEHHOro Npon3BoacTBa
NeKkapCTBEHHbIX CPEACTB;

2) WHOCTpaHHble pa3paboTyMKM  NEKapCTBEHHbIX CPeACTB WU WMHOCTPaHHble
NPOUN3BOANTENN NEKAPCTBEHHbLIX CPEACTB WU Opyrue opuavyeckue nuua no nopyveHuto
pa3paboTumka NEeKapCTBEHHOrO0 CpeAacTBa [ANs NPOBEAEHMS KIMHUYECKUX WCCneaoBaHum
NeKkapCTBEHHOrO npenapara, OCYLLIeCTBNEHNS rocyaapCTBeHHOM perncTpauum
neKapCTBEHHOro npenapara, BKIHOYEHNS hapmaueBTUYECKON cybcTaHumm B
rocyaapCTBEHHbIN pPeecTp feKapCTBEHHbIX CPeACTB, KOHTPOMS KayecTBa JieKapCTBEHHbIX
CpeacTB  Npu  HanmuMyuu  paspelleHus  YNorIHOMOYEHHOro  dpefeparnbHoro  opraHa
NCNOJSTHUTESTbHOW BNACTN Ha BBO3 KOHKPETHOW NapTUW NeKapCTBEHHbIX CPEACTB;

3) opraHu3aunm onNnToBOW TOProBMv fIeKapCTBEHHbLIMU CpeaCcTBaMMU;

4) Hay4HO-UccnegoBsaTenbCkne opraHusauuu, obpasoBaTenbHble OopraHusauum
BbiClLero o06pasoBaHndA, MNpPOU3BOAUTENN NEKAPCTBEHHbIX CPeacTB Ana paspaboTku,
nccrnegoBaHun, KOHTponsa ©e3onacHoCTU, KadvecTBa, 3MMEKTUBHOCTU NEKapCTBEHHbIX
CpeactB  NpU  HanmuMyuu  paspelleHus  YNorIHOMOYEHHOro  dpefepanbHoro  opraHa
NCNOSTHUTENbHOW BNacTw;

5) MegnuuHCKMe opraHmMsauuu, UHble ykasaHHble B nyHKTax 1 - 4 HacToswen ctaTbu
opraHusauun ang okasaHus MeAMUMHCKOM NMOMOLLM MO XU3HEHHbIM NOKa3aHUAM KOHKPETHOro
nauveHta npu Hanuyiunm  paspelleHns  YNoriHOMOYEHHOro  (pefepanbHOro  opraHa
WCNOSTHUTENbHOW BNacTM Ha BBO3 KOHKPETHOM MapTuM JlekapCTBEHHOro npenapara,
BblJAHHOIO B YCTaAHOBSIEHHOM nopsake B dOpMe 3MNEeKTPOHHOro AOKYMeHTa, NoAnmcaHHOro
YCUNEHHOW KBannMuuUMpoBaHHOW 3NIEKTPOHHOW NOANUCHIO.

Cratba 49. [lokymeHTbl, nNpeactaBndeMble B TaMOXeHHble opraHbl Poccunckon

depnepaumn nNpu BBO3€e NeKkapCTBEHHbIX cpeacTB B Poccunckyto degepaumio

1. Mpu BBO3e nekapCcTBeHHbIX cpeacTB B Poccunckyo Pepepaumio B TaMOXEHHbIE
opraHbl Poccunckon ®Pepepauumn Hapsgy € AOKYMEHTamMu, MNpencTaBneHne KOTOpPbIX
npegycCMOTPEHO TaMOXEHHbIM  3aKOHOAATeNlbCTBOM  TaMOXEHHOro cotsa U  (Mnn)
3akoHogatenbctBoM Poccuiickon dPegepauum O TaMOXEHHOM [dene, npeacTaBnsloTCs
cnegywowmne JOKYMEHTbI:

1) cepTudpmkat npousBoauTeENns NEKapCTBEHHONo CpeacTBa, YOOCTOBEPSIOLNIA
COOTBETCTBME BBO3MMOIO JleKapCTBEHHOro cpeactea TpeboBaHUAM hapMakonenHom cTtaTbu
nnbo B cny4yae ee OTCYyTCTBUSA HOPMATUBHOW AOKYMEHTaUUN UM HOPMaTUBHOIO AOKYMEHTA;

2) paspelleHune ynosIHOMOYEHHOro doeiepanbHOro opraHa UCNoSTHUTENbHOW BNacTu Ha
BBO3 KOHKPETHOW NapTuUX NEeKapCTBEHHOro CpeacTBa B CriydasX, YCTAHOBIEHHbIX YacTblo 3
ctatbu 47 HacTosawero PegepanbHOro 3akoHa.
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2. [OKyMeHTbl, yKa3aHHble B nyHKkTax 1 M 2 yactm 1 HacTodAwen cTaTby,
nNpeacTaBnaAlTCA B TaMOXeHHble opraHbl Poccuiickon ®epepaumm npy  npubbiTvn
neKkapCcTBEHHbIX cpeacTB B Poccunckyto egepauuio.

Cratba 50. BB0O3 nekapcTBeHHblx npenapatoB B Poccunckyo Pepepauuio ans
NMIMYHOIO MCMOSMb30BaHNA M WMHbIX HEKOMMEpYECKMX Lenen, a Takke Ans
NCronNb30BaHWA Ha TEPPUTOPUN MEXOYHAPOLHOro MeANLMHCKOro Krnactepa

1. JlekapcTBeHHble npenapatbl MOryT ObiTb BBe3eHbl B Poccuinckyto denepaumo 6e3
yyeTa TpeboBaHW, NpeayCMOTPeHHbIX Yactamm 1-4 crtateum 47, crtatbamum 48 wn 49
HacTosilwero ®egepanbHOro 3akoHa, ecriv OHU NpegHasHa4veHbl Ans:

1) nNn4HOro McnonNb3oBaHUA U3NYECKUMU nvuamu, NpubbiBWMMK B Poccuickyto
depepaumio. Npu atom BBO3 B Poccuickyto Pepgepaumio nekapCTBEHHbIX MpenapaTos,
cogepXawmx cunbHogeucTsywwme U (MnNn)  A00BUTbIE  BELLECTBA,  BKIOYEHHble
COOTBETCTBEHHO B CMWUCOK CUMbHOOEWCTBYIOWMX BeLeCTB [Ans Uenen  YyrofloBHOro
3akoHogartenbcTBa Poccuinckon depepaumm m B CNUCOK SIAOBUTLIX BELLECTB ANs ueneun
YroNoBHOro 3akoHogartenbctBa Poccunckon depepaumn, ytBepKaeHHble [1paBUTENbCTBOM
Poccunckon depepaummn, ocyLecTBNAETCS NPU HanMyuu OOKYMEHTOB (3aBEepeHHbIX KOMuK
AOKYMEHTOB WM 3aBEPEHHbIX BbIMUCOK M3  HWUX), MNOATBEpXAalWwmnx HasHavyeHue
dusndeckoMy  nuuy  yKasaHHbIX  fIeKapCTBEHHbIX MnpenapatoB  (3a  UCKNIOYEHMEM
nekapCTBEHHbIX MpenapaTtoB, 3apernctpmpoBaHHbix B Poccuinickon ®depgepaummn  wu
oTnyckaembix B Poccunckon ®Pepepaumm 6e3 peuenta Ha NeKapCTBEHHbIM npenapar).
MoaTBepxaatowmne AOKYMEHTbl (MX 3aBepeHHble KOMUU UM 3aBepeHHble BbINMUCKUA U3 HUX)
OOIMKHbI  coAepXaTb CBeOeHUs O HaMMEHOBaHWW W KONMMYecTBe  Ha3HA4YeHHoro
nekapCcTBeHHOro npenapaTta. B cnyyae, ecnn noareepXxgatowime JOKYMEHTbl (UX 3aBEepPeHHble
KOMUM UNU 3aBepeHHble BbIMUCKM W3 HUX) COCTaBfEeHbl HA WMHOCTPAHHOM £3blKe, K HUM
npuraraeTca HoTapuanbHO 3aBepPeHHbI NepeBO Ha PYCCKUM A3bIK;

2) ncnonb3oBaHNsa paboTHUKaMU AMNNOMaTUYECKOro Kopryca unu npeacraBuTensMmu
MeXOyHapoOHbIX OpraHn3auumn, akkpeanToBaHHbIx B Poccunckon ®enepauuu;

3) neyeHMs NaccaXxuvpoB M YNEHOB 3KUMNAXeWh TPaHCMOPTHbIX CPeAcTB, MOEe3AHbIX
Opurag 1 BoguTenemn TpaHCNOPTHbIX CPEACTB, NPUbLIBLLMX B Poccuinckyto deaepaunio;

4) neyeHNsa y4aCTHWKOB MeXOYHapOAHbIX KYNbTYPHbIX, CMOPTUBHBLIX MEPONpUATUA Y
Y4aCTHUKOB MeXOyHapOaHbIX 3KCneanunn,

5) neyeHUs KOHKPETHbIX XMBOTHbLIX B 300Mapkax, a Takke >XWUBOTHbIX, BBO3MMbIX B
Poccunckyto Penepaumio ans y4actmsa B CNOPTUBHbBIX U 3pESTULLHBIX MEPOMNPUATUSIX;

6) NCNONb30BaHUA Ha TEPPUTOPUM MEXOYHAPOAHOro MEANLMHCKOrO KnacTepa.

2. B cny4asx, npegyCMOTPEHHbIX YacTbio 1 HacTosLWwen ctaTbu, OOMYCKaeTCa BBO3 B
Poccuiickyto  ®efepauunio  nekapcTBEHHbIX MpenapaToB, He 3aperMcTpupoBaHHbIX B
Poccunckon ®epepaunn.

3. JlekapcTBeHHble npenapaTbl, MNpefHasHadYeHHble ONA TYMaHUTapHOW MOMOLUM
(cogencTtBnsa) mMnNuM NOMOLLM MNPU  Ype3BblHaWHbIX CUTyaumax, BBO3ATCA B Poccunckyto
depepaumo B nopsigke, ycrtaHosneHHom [paButenbctBoM Poccuiickon ®depepaumn.
3anpewaeTtcsa BBo3 B Poccunckyio degepaumio He3aperMcTpupoBaHHbIX feKapCTBEHHbIX
npenaparos, NpeAHasHavYeHHbIX AN5 r'yMaHUTapHOM NoMoLUM (COAENCTBMS) UM NOMOLLU MpK
YypesBblYarHbIX CUTYyaUUsX.

Cratba 51. CoTpygHuyecTBo penepanbHOro opraHa WCNOMHUTENBHOW BRacTw,
YNOAHOMOYEHHOro B 061acTM TaMOXEHHOMo Aena, u Apyrnx ynosIHOMOYEHHbIX
denepanbHbIX OpraHOB UCMNOMHUTESNBHOW BNacTu

1. YnonHomo4eHHble pefepanbHble opraHbl UCNONTHUTENBHOM BNacTU NpeaoCcTaBnsaioT
B pacnopsikeHne egepanbHOro opraHa WCMOMHUTENbHOW BriacTW, YMNOSIHOMOYEHHOrO B
o6nacTn TamMOXEeHHOro Aerna, rocygapCTBEHHbIA PeecTp NEKapCTBEHHbIX CPEACTB, a Takke
WHpOpMaUUnIo O BblJAHHbIX paspelleHMsaX Ha BBO3 KOHKPETHOW napTum fekapCTBEHHbIX
CpeacTB B CnyvasiX, YCTAHOBMIEHHbIX 4YacTbio 3 cratbu 47 HacTtoswero PenepanbHOro
3aKoHa.

2. depepanbHbIi OpraH WCNOSHUTENbHOW BNACTW, YMNOMHOMOYEHHbIN B obnactu
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TaMOXEHHOro Aena, WHMoOpMMpyeT yKasaHHble B 4actu 1 HacToswen craTby
YNONHOMOYEHHble (hefepanbHble OpraHbl UCMOMHUTENbHOW BracTM O BBO3€ JIEKAaPCTBEHHbIX
cpenctB B Poccuinckyto degepaumio M BbIBO3€ JIEKapCTBEHHbIX CpencTB M3 Poccuickon
depnepaumm no opme 1 B nopsagke, KOTopble yctaHoBreHbl [MpaButensctBom Poccunckon
depepaumn.

MaBa 10. PapmaueBTUYECKaA AeATENIbLHOCTb

CraTtbsa 52. OcywecTBneHme apmaLeBTUYECKON OeATENbHOCTH

1. ®dapmaueBTUYecKass [OeATeNbHOCTb OCYLLUECTBSAETCA OpraHusauusMn OnToBOWM
TOProBNN feKapCTBEHHbIMM CpeAcTBaMn, anTedHbiIMU OpraHnsaunsaMmun, BeTepuHapHbIMA
anTeYHbIMM  OpraHuM3auMamMu, UHAMBUAOYaNbHbIMW  NpeanpuHUMaTENsaMKy,  UMeLWUMU
NMUeH3ni  Ha dapmMaueBTUYeCKylo  OeATeNnbHOCTb, MEeAWUMHCKUMU  OopraHusaumnsmu,
UMELWUMN  NNLEH3NIO Ha apMaLeBTMYECKYIO OeATeNbHOCTb, U KX 060cobneHHbIMU
nogpasgeneHuamm (ambynatopusamu, denbawepckumn 1 penbalepcKo-akyLepcKkumm
nyHKTamu, uUeHTpamu (oTgeneHusmu) obwen BpavebHOM (CeMenHOW) MpaKkTUKK),
pPacnosioXXeHHbIMU B CENbCKUX HacCeneHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeydHble
opraHvsaumu, W  BeTepuHapHbIMW  OpraHu3auusiMu,  UMEKLWUMUM  NULEH3UK  Ha
hapmaLeBTUYECKYI0 OeATENbHOCTD.

2. ®dusnyeckne nuua MOryT OCYLLECTBMATb (papmMaueBTUYECKYD AeATEeNbHOCTb Mpu
HanuuMM BbICLLErO WNKU cpegHero dapmaueBTudeckoro obpasoBaHua wn cepTudmkata
crneuvanucTa, BbICWLIEro WM CcpefHero BeTepuHapHoro obpasoBaHua W cepTudukaTa
crneuvanucTa, a Takke BbICLUErO UMW cpedHero MeamumnHCKoro obpasoBaHusd, ceptudukaTa
crneuvanucTa n AOOMOSTHUTENbHOIO NpPodecCnoHansHoro obpasoBaHMs B 4acTU PO3HUYHOW
TOProBNN feKapCTBEHHbIMX MpenapaTtamyM nNpu ycnoeBun ux paboTbl B 060COBNEHHbIX
nogpasgeneHnax MeanuUnHCKMX opraHn3aunin, ykasaHHbIX B 4acTU 1 HAcCTOSILLEN CTaTbMW.

Cratbsa 53. lNpopgaxa, nepegaya nekapCTBEHHbIX CPEACTB OpraHu3aumsiMm OnTOBOW

TOProBNU fiekapCTBEHHbIMU CcpeacTBaMu

1. OpraHusaumm ONTOBOW TOProBNW  feKapcTBEHHbIMW  CpeacTBamMu  MOryT
OCYLLECTBMNATb NPOAAXy NeKapCTBEHHbIX CPeacTB MnvM nepefdaBaTb UX B YCTAaHOBIIEHHOM
3akoHopaTtenbcTBoM Poccunckon denepaunm nopagke:

1) opyrMum opraHvMsaumsim ONTOBOW TOProBv NekapCTBEHHbLIMU CPEeACTBaMY;

2) npou3BOAUTENSAM  fEeKapCTBEHHbIX CPeAcTB  Ana  uenen  npovsBoACTBa
NeKkapCTBEHHbIX CPEACTB;

3) anTeYHbIM opraHM3aunsam 1 BeTepMHapPHbIM anTeYHbIM OpraHu3aunsm;

4) Hay4HO-UccrnegoBaTeNnbCkMM  OpraHMsaumsMm Ons  HaydYHO-uccrnegoBaTesibCKon
paboThbl;

5) NHOnBMOYanbHbIM npegnpuHUMaTensam, NMeLLUM NULEH3UI0 Ha
hapmaueBTUYECKYIO OEeATENbHOCTb UMK JIULEH3UIO HA MEULNHCKYO OeATeNbHOCTb;

6) MeguLMHCKMM OpraHm3aumsam, BeTepuHapHbIM OpraHmM3aumsm;

7) opraHmsauusM, OCYyLIEeCTBMASALWNM pa3BedeHue, BblpaliMBaHue W codepXaHue
XWBOTHbIX.

2. OpraHusaumm onToBOW TOProOBMM NleKapCTBEHHbIMU CpeacTBaMmn 00s3aHbl XpaHUTb
3aKynrieHHyo apmaueBTUYeCcKyo cybcTaHUMIo cnupTa 3TUNOBOrO (3TaHoNa), OCyLLEeCTBNAATb
ee peanu3aumio unu nepegadvyy B YCTAHOBSIEHHOM 3akoHodaTenbCTBOM Poccurckon
depepaumm nopsiake opraHM3aumsaM, ykasaHHbIM B NyHKTax 1 - 7 yactu 1 HacTosLen cTaTbMm,
B Tape o6bemom He 6onee 1 nutpa.

Cratbs 54. [lpaBvna onToBOW TOProBv NEKapCTBEHHbIMU CPEeACTBaMMU

OnTtoBas TOproens neKapCTBEeHHbIMU cpencTeamu ocyLlecTBnaeTcs
NPON3BOAUTENSMN  NIEKApCTBEHHbIX CPeacTB W OpraHu3auusmMu  ONTOBOW  TOProBIM
NeKapCTBEHHbIMX CpeACTBaMU MO NpaBuiaM Hagnexaiwen ANCTPUBBLIOTOPCKOM MPaKTUKU ©
npaBunaMm Hagnexawen npakTUKU XpaHeHUs U NepeBO3KU JieKapCTBEHHbIX MpenapaTos,
yTBEPXOEHHbIM  COOTBETCTBYIOLIMMU  YNOSIHOMOYEHHbIMM  dpefepanbHbiMKU  OpraHamMmm
NCNOSTHUTENbHOW BMNAaCTW.
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Cratbs 55. [lopsgoK pO3HUYHOW TOProBnM NIEKAapCTBEHHBbIMM Npenapartamm

1. PO3HMYHaA TOpProBns NeKapCTBEHHbIMM npenapatamMm B KONMUYECTBaX,
HeobXoauMbIX ANSA BbINOMIHEHUS BpayebHbIX (henballepcknx) HasHavyeHun Unu HasHavyeHum
cneuvManucToB B 00MacTm BeTepuMHapuu, OCYLLECTBASETCS anTeYHbiMW OpraHuM3aumsiMu,
BETEPUHAPHLIMW aNTEYHbIMU OpraHu3auusaMn, WNHOMBUAYANbHLIMU NpeanpUHUMaTeENaMu,
UMELWUMM  JNIMUEH3NI0  Ha  apMaueBTUYECKYD  AEeATEeNbHOCTb,  MEeAULUHCKUMM
opraHuMsaumsamMm, UMEKLMMM NULEH3NI0 Ha (apMaueBTUYECKYID AOeATeNbHOCTb, W UX
060Cc06nEHHBbIMK nogpasaeneHnamm (ambynatopusamu, denbawepcknmm n
denballepCKo-aKyLepCKUMM  NyHKTaMW, LeHTpamu (oTaeneHumsmn) obwen BpavebHom
(cemenHoON) MNpaKTUKK), PacrofIOXXEHHbIMU B CEeNbCKMX HacCesieHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeuvHble OpraHu3auuuM, M BeTEepUHApPHbIMX OpraHM3aunamu, UMerLUMn
NNUEH3NI0 Ha dpapMaueBTUYECKY OeATeNnbHOCTb. Pa3pelueHa po3HMYHas TOProBnsa TOSbKO
NnekapCTBEHHbIMU npenapaTtaMmun, 3apernctpmpoBaHHbiMM B Poccuickon degepaumm mnu
N3roTOBIIEHHLIMW anTEYHbIMW OPraHM3aunsaMn, BETEPUHAPHBLIMU anTEYHbIMU OpraHn3aUnsaMum,
MHOMBMAYANbHLIMU NPeanpUHMMaTENSaIMN, UMEKLLMMU JIMLEH3UIO Ha dapMaueBTUYECKYH
AeATenbHOCTb. PO3HWYHAA TOpProBnsi NeKapCTBEHHbIMW MpernapaTamMu OCYLLEeCTBNSEeTCA Mo
npasBunam  Hagnexawen anTeyHou MpPakTUKW,  YTBEPXKAEHHbIM  YNOSHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONTHUTENbHOW BAcTW.

2. Bngpl anTeyHbIX opraHmMsaumi n npasuna oTnycka nekapCTBEHHbIX NpenapaTos Ans
MeANLMHCKOro NpPUMeEHeHNA anTeYHbIMK opraHusaumnsamu, MHOMBMAYaNbHbIMU
npeanpuHMMaTensamMu, MMELWMMN NIMLEH3NI0 Ha dapMaLeBTUYECKY0 OeATeNbHOCTb, a
Takke npaBuna OTNycka JEeKapCTBEHHbIX NpenapatoB A1 MEOUUMHCKOro NPUMEHEHUs
MEAVUMHCKAMW  OpraHmMsaumsaMn,  UMELWUMUM  fULEH3NK0  Ha  (bapmaueBTUYECKYHO
AeATenbHOCTb, 1 nX 060CcobneHHbIMM NogpasgeneHnamMm (ambynaTopmsamm, denbaepCcKumm
n denbalepcKo-akyLepCckuMmM MNyHKTaMn, LeHTpamu (oTaeneHnsamn) obuwen BpadebHon
(cemenHon) NpaKkTUKK), PacCMOSIOXKEHHbIMU B CENbCKMX HacCesieHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeuYHble OpraHu3auuu, yTBepXOatTcs YNOHOMOYEHHbIM deaepanbHbIM
OpraHoOM UCMNOSHUTENBbHOW BNACTM.

3. [lpaBuna oTnNycka HapKOTUYECKUX CPEeAcCTB UM MCUXOTPOMHbIX  BELLECTB,
3aperncTpupoBaHHbIX B KAYECTBE NEKapCTBEHHbIX NpenapaToB, fIeKapCTBEHHbIX NpenapaTos,
cogepxalimx HapkoTMYeckue CcpeactBa W MCUXOTPOMHble BewecTBa, YTBepXaarTcH
YNONHOMOYEHHbIM doefeparibHbiM OpraHOM WCMOMHUTENBHON BracTU MO COrfacoBaHUIO C
denepanbHbIM OpraHoM MCMNOMHUTENBHOM BNACTU, YNOSIHOMOYEHHBIM B cdhepe BHYTPEHHMUX
aen.

4. JlekapCTBeHHble npenapaTtbl AN BETEPMHAPHOIO NPUMEHEHUNA noanexaTt OTnycKy
BETEPUHAPHLIMA  anTeYHbIMWU  OpraHM3aunsaMu, BETEPUHAPHbIMKM  OpraHu3aumsmMu,
MHOMBMAYaNbHbIMW NpeanpuHUMaTENAaMU, UMEKLWUMU NMUEH3NIO Ha (hapmaueBTUYECKYHO
aeatenbHocTb. [lpaBuna oOTNycka nekapcTBEHHbIX npenapatoB ANl  BeTEPUHAPHOro
NPUMEHEHNSA YTBEPXAAKTCA YMNOMHOMOYEHHbIM beaepanbHbIM OpraHOM UCMONHUTENBHOM
BnacTu.

5. MepeyeHb MEANLMNHCKNX opraHusaumn, UMeLWMX  FIULEH3UIO Ha
hapmaueBTUYECKYD OeATEeNbHOCTb, U UX 0bocobrneHHbIX nogpasgeneHun (ambynatopun,
denbalwepckmx Un  enbalepcko-akyLepCckux MyHKTOB, LEHTpPoB (oTAeneHun) obLen
Bpa4yebHON (CemMenHOM) MpPaKTUKK), PaCMnoOSIOXKEHHbIX B CEMbCKUX HaCEeneHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYKOT anTedHble oOpraHusauuu, a TaKkKe nepeyeHb JleKapCTBEHHbIX
npenapaToB (3a UCKMOYEHNEM HAPKOTUYECKUX NIEKAPCTBEHHbIX NpenapaToB U NCUXOTPOMHbIX
NEeKapCTBEHHbIX MnpenapaToB), Npodaxa KOTOPbIX MOXET OCYLECTBAATbCHA YKa3aHHbIMU
opraHMsaumamMm n mux o60cobneHHbIMU noapasgeneHnusaMn, yCTaHaBnMBaKTCA OpraHamu
ncnonHuTenbHom BnacTtn cyéwektoB Poccuiickon depepaumn.

6. ANTeyHble oOpraHusauuu, WHOMBUAYalnbHble nNpeanpuHUMaTenun, uMelmne
NULEH3NI0 Ha hapMaLeBTUYECKY0 OeATenbHOCTb, 0083aHbl obecnevnBaTb YTBEPXKAEHHbIN
MpaBsutensctBoM Poccurickon denepaumm n bopmMmpyemMbii B YCTAHOBIEHHOM MM MOPSAKE
MUWHUMarbHbLI aCCOPTUMEHT JIEKAPCTBEHHbIX MNpenapaToB, HeoOXOAMMbLIX ANA OKa3aHud
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MeONLMHCKOW NOMOLLIN.

7. AnTeyHble oOpraHusauuu, WHOuBUAyarbHble nNpeanpuHUMaTenu, uMeloune
NNUEH3NI0 Ha dhapMaleBTUYECKY0 OeATEeNbHOCTb, Hapsiay C NIeKapCTBEHHbIMUM NpenapaTtamu
UMEelT npaBo npuobpeTtatb M NpodaBaTb MEAUUMHCKME u3genus, AesvHuuupylowme
cpenctea, npeameTbl U cpefcTBa JIMYHOW TUMMEHbI, MOCcyay Ans MeOUUMHCKUX uenen,
npegmMeTbl U CpeacTBa, NpedHasHayeHHble Ans yxoda 3a 60nbHbIMW, HOBOPOXAEHHLIMU U
AeTbMUW, He OOCTUrMMKM BO3pacTa Tpex fleT, OYKOBYI OMTMKY U CpeacTBa yxoda 3a Hew,
MUHepanbHble BOAbl, MPOAYKTbl JiedyebHOro, [AeTCKoro 1  AUeTUYEecKOro nuTaHus,
Bronornyeckn akTuBHble ob6aBKK, NapoMepHbIE U KOCMETUYECKME CpeacTBa, MeanLMHCKMNE
N CaHUTapHO-MPOCBETUTESNbHbLIE MNeYaTHble U34aHusa, npefHasHadeHHble OnS nponaraHabl
340pOBOro obpasa XXusHu.

8. [HeatenbHOCTb anTeuyHbIXx oOpraHudauui BoopyxeHHbix Cun  Poccuinckon
depepaumn, OpyrMx BOWCK, BOUHCKMX (OPMUPOBAHUM W OpPraHoB, B  KOTOPbIX
3akoHopaTtenbcTBoM Poccuiickon denepaumm nNpegycMOTPEHO MNPOXOXAEeHWEe BOEHHOW
cnyxbbl nnu deagepanbHON rocyfapCTBEHHON CNyX6bl, CBA3aHHOW C NPaBOOXPaHUTENbHOM
AeATerbHOCTbIO, pernameHTupyeTcs HacTosawmm defepanbHbiM 3aKOHOM U YTBEPXKAEHHBIMU
COOTBETCTBYHOLWMMUN defepanbHbiMKU OpraHaMm WUCMOMHUTESNIbHON BRacT MOSOXEHUSMN.
KoHTponb 3a cobnogeHMeM  yKasaHHbIMKM - anTeYHbIMXU  OpraHm3auusiMn  MOSIOXKEHUN
HacToswero degepanbHOro 3akoHa OCYLLECTBNAETCH COOTBETCTBYHOWUMKU doeaeparibHbIMU
opraHamu UCMNONHUTENbLHOW BRacTu.

CraTtba 56. M3aroToBneHne n oTnyck nekapCTBEHHbIX NpenapaToB

1. W3roTtoBneHne nekapCTBEHHbIX MNpenapaTtoB anTeYHbIMKM  OpraHM3aunsmMu,
BEeTEPUHAPHLIMW anTeYHbIMU OpraHu3auusaMn, WNHOVMBUAYaAsNbHLIMU MpeanpuHUMaTensaMu,
UMEIOLWNMM  JIMLEH3NI0 Ha apMaueBTUYECKYHD OeATenbHOCTb, OCYLIECTBMSETCA Mo
peuentam Ha fekapCTBEHHble npenapaTbl, N0 TpeboBaHUAM MEOUUMHCKUX OpraHu3auunn,
BETEPUHAPHbLIX OpraHM3auun B COOTBETCTBUM C MNpaBUriaMn W3FOTOBMEHMS W OTMNycKa
NeKapCTBEHHbIX MpenapaToB, YTBEPXAEHHbIMU YNONMHOMOYEHHbIM doefepalibHbIM OpraHoMm
NCMNONHUTENbHOW BRacTu.

2. [pn W3roTOBMEHUN JIEKAPCTBEHHbIX MpenapaToB anTeYHbIMKM OpraHn3aunamm,
BETEPUHAPHLIMW aNTEYHbIMU OpraHn3aumsaMn, WNHOMBUAYANbHLIMU MpeanpUHUMaTENSaMMU,
UMEKLWNMM  JNIULUEH3NI0  Ha  (bapMaueBTUYECKY  OeATesIbHOCTb, NCNonb3yTCH
hapmaueBTUYECKME CyOCTaHUUKM, BKITHOYEHHbIE COOTBETCTBEHHO B rOCYy4apCTBEHHbIN peecTp
NEeKapCTBEHHbIX CpeacTB ANA MeAMUMHCKOrO MNPUMEHEHWA W rocyfapCTBEHHbIN peecTp
NeKapCTBEHHbIX CPeACTB Afi BETEPMHAPHOrO NMPUMEHEHUsSI B YCTaAHOBIIEHHOM nopsigke. He
AOMNycKaeTcs W3roToBfieHWe anTeYHbiIMU OpraHu3aunamu, BeTepuHapHbIMU  anTeYHbIMU
opraHuMsaumamMu, uHAMBMAYanbHbIMW  NPEeanPUHMMATENSMN, UMEKLWMMN  JNIMLEH3NI0 Ha
hapmaueBTUYECKY0 OesATeNbHOCTb, NeKapCTBEHHbIX MpenapaToB, 3aperucTpupoBaHHbIX B
Poccuinckon ®egepaunn.

3. MapknpoBka nekapCTBEHHbIX MNpenapaTtoB, W3rOTOBMEHHbIX  anTeYHbIMU
opraHMsaumamMu, BeTepuHapHbIMW  anTeYHbIMW  OpraHu3auusaMn,  UHOMBUAYaANbHbIMU
npeanpvHUMaTens My, MMerLWwMMn JULEH3NI0 Ha (apMaueBTUYECKYID AeATeNbHOCTb, U
odhopMIieHMEe Taknx NpenapaToB AOSMKHbI COOTBETCTBOBATbL NpaBuiam, ykasaHHbIM B YacTtu 1
HaCTOoSALLEN CTaTbMW.

4. AnTeyHble opraHM3auumn, BEeTEPUHApPHbIE anTeYHble OpraHu3auum, UHOMBMAYaNbHbIE
npeanpuHUMaTeny, MMerwwme nuUeH3ni Ha dapMaueBTUYECKYD OeATerNlbHOCTb, HecyT
OTBETCTBEHHOCTb 3a HecobnogeHue npasui U3rOTOBMEHMST U OTNyCKa JleKapCTBEHHbIX
npenapaToB B COOTBETCTBUM C 3aKoHOOAaTENLCTBOM Poccuiickon ®enepaumn.

Cratbsa 57. 3anpewieHne npogaxun danbcnnLMpoBaHHbIX NIEKAPCTBEHHbLIX CPEACTB,
HeJobpoKa4YeCTBEHHbIX NeKapCTBEHHbIX CpeacTs, KOHTpadaKTHbIX
NeKapCTBEHHbIX CPeACTB

Mpopaxa danbCcudnLMpOBaHHbLIX NEKAPCTBEHHbLIX CPeacTB, HeaAobpOKayYeCTBEHHbIX
NeKapCTBEHHbIX CPEACTB, KOHTpaaKTHbIX NIeKapCTBEHHbIX CPEACTB 3anpeLlaeTcs.

CraTtba 58. XpaHeHne nekapcTBeHHbIX CPEeACTB
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1. XpaHeHve nekapCTBEHHbIX CpPeaCcTB  OCYLWeCTBNAeTCAa  NpOU3BOAUTENSAMMU
NeKapCTBEHHbIX CPeACTB, OpPraHn3aumMsiMm ONTOBOW TOProBMN NleKapCTBEHHLIMU CPeACTBaMM,
anTevyHbIMu opraHusauusamu, BETEPUHAPHbLIMU anTe4HbIMu opraHnsaumsamu,
NHOnBMAYanNbHbIMW NpeanpuHUMaTENAMU, UMELWUMU NMUEH3NIO Ha (hapmaueBTUYECKYHO
AEATEeNbHOCTb UMW NMLUEH3UI0  Ha  MEOUUMHCKYKD  OeATeNbHOCTb,  MeaAULMHCKAMMU
opraHusauusamu, BETEPMHAPHbIMX  OpraHM3aumsMm M WHBIMW  OpraHM3auusMu,
OCYLLECTBNALWMMN obpalleHne nekapCTBEHHbIX CpeacTB. XpaHeHWe riekapCTBEHHbIX
CPeAcTB [Onsi  BETEPUHAPHOrO0 MNPUMEHEHWS  OpraHM3aumsMm W MHAMBUAYaNbHbIMU
npegnpuHUMaTensamMm B criydasix, eCrnm OHU UCNONb3YHTCA UCKMIOYUTENBHO NPU pasBedeHuu,
BblpalnBaHUN, COOEPXKAHUN U NIEYEHNN XKMBOTHBIX, MOXET OCyLLEeCTBNATbCA 6e3 nonyvyeHus
nUUEeH3nn Ha hapMaLeBTUYECKYIO AeATENbHOCTb.

2. MNpaBuna xpaHeHWsi NeKapCTBEHHbIX CPEeACTB YTBEPXOAlTCA COOTBETCTBYHOLLMM
YNONMHOMOY€EHHbIM doefieparnbHbIM OpraHOM UCMONHUTENBHOW BNAcTH.

3. XpaHeHne HapKOTUYECKNX NEKapCTBEHHbIX CPEACTB, MCUXOTPOMHBLIX NIEKAPCTBEHHbIX
CpeacTB, pagnodapmaueBTUYECKMX  NeKapCTBEHHbIX  CPeacTB  OCYyLeCcTBNsSeTcd B
COOTBETCTBUU C 3akOoHoAaTenbCcTBOM Poccuiickon enepaumm.

Crtatba 58.1. [lpegMeTHO-KONMYECTBEHHbBIN Y4YeT JeKapCTBEHHbIX CpPeacTB Ans

MEeANLIMHCKOro NpMMeHeHUs

1. NepeyveHb NekapCTBEHHbIX CPEACTB ANA MeOULMHCKOro NpUMEHEHNs, nognexatumx
NpegMeTHO-KONMYECTBEHHOMY  YYeTy, YTBepXaaeTca YNoNHOMOYEHHbIM deaeparnbHbIM
OpraHoM MCMNOMHUTENBbHON BNAcTMW.

2. MNopsaoK BKNIOYEHUS NEeKapCTBEHHbIX CPeACTB ANA MeOULUMHCKOro NpuMeHeHus B
nepeyeHb NEeKapCTBEHHbIX CpPeacTB ANa  MeOULMHCKOrO MNPUMEHEHWs, noafnexalnx
npegMeTHO-KONMYECTBEHHOMY YYeTy, YCTaHaBNMBAETCHA YMNOMIHOMOYEHHbIM deaeparnbHbIM
OpraHoOM  WUCMOSIHUTENbHOW BfacTM NO  COrfacoBaHui C  doegeparnbHbiM  OpraHoM
NCNOJSTHUTENbHOW BNACTW, YNOSTHOMOYEHHbIM B cpepe BHYTPEHHUX Aen.

3. lMpeamMeTHO-KONMYECTBEHHbIN YyYeT NEeKapCTBEHHbIX CPeAcTB ANs MeAUMUMHCKOro
npUMeHeHna BeayT MNPOU3BOAUTENN JeKapCTBEHHbIX CPeacTB, OpraHu3auuu OnTOBOM
TOProBNN NEKapCTBEHHbIMM CPEeACTBaMW, anTeudHble OopraHusaumu, WHAMBUAYanbHblE
npegnpuHMMaTeny, uMerwune JIUUEH3NI0 Ha (apMaueBTUYECKYD AesATEeNbHOCTb UMK
NULEH3NIO Ha MEOULMHCKYO AEATENbHOCTb, U MEANLNHCKME OpraHn3aumm, OCcyLLecTBSIoLNe
obpallyeHne nekapCcTBEHHbIX CPeacTB ANA MEeOUUUHCKOro NpUMEHEHUs, NyTeM perucrpaumm
nobbIxX CBA3aHHbIX C MX ObpaleHnemM onepaumn, Npu KOTOPbIX N3MEHSAETCA UX KONUYECTBO U
(Mnn) cocTosiHMe, B cneumarnbHbIX XypHanax yyeTa onepaunin, CBA3aHHbIX C obpalleHnem
NeKapCTBEHHbIX CPEACTB ANA MeMLMHCKOro NPUMEHEHUs (aanee - cneumanbHble XXypHanbl).

4. TpaBuna perucTpaumm onepauun, cBA3aHHbIX C obpalleHVeM nekapCTBEHHbIX
CPeAcTB ANs MeAULMHCKOro NPUMEHEHWS, BKITHOYEHHbIX B NEPEYEHb NIEKAapPCTBEHHbIX CPEACTB
ANA  MEeOUUUHCKOro MpUMEHEHUs, noanexawmux npeaMeTHO-KONMYECTBEHHOMY Y4eTy, B
crneuvanbHbIX KypHanax W npaBuna BeAeHUss W XpaHeHUs cneumanbHbiX KYpHanos
YyTBEPXAATCA YNONHOMOYEHHbBIM (hbeaepanbHbiM OpraHoM UCMNONMHUTENBHOM BacTy.

5. KoHTponb 3a cobniogeHvem npaBuni perucTpauum onepaumi, CBS3aHHbIX C
obpalleHnemM nekapCcTBEHHbIX CPeACTB ANd MeOUUMHCKOro NPUMEHEHUS!, BKIOYEHHbIX B
nepeyeHb NEeKapCTBEHHbIX CPeacTB ANA  MeOULMHCKOrO MNPUMEHEHUs, noafexalinx
npegMeTHO-KONMYECTBEHHOMY y4YeTy, B creuumarnbHbIX XypHanax, a Takke 3a cobniogeHnem
npaBui BEOEHUA U XpPaHEHWUs creuunanbHbIX XypHanoB BoO3fnaraetcs Ha YnoSIHOMOYEHHbIE
deneparnbHble OpraHbl WCMOMHUTENBbHOW BRAcTM W OpraHbl WUCMOMHUTENbHOW BRacTu
cybbektoB Poccuiickon ®degepauun, OCyLECTBRAKOLWINE NULEH3MPOBAHME NPOU3BOACTBA
neKkapCTBEHHbIX CPeacTB, hapmMaLeBTUYECKON AEeATENbHOCTU N MEAULIMHCKON OeATENbHOCTH,
N OCYLLLECTBNSETCH B paMKaX NMLEH3MOHHOIO KOHTPOSS.

MnaBa 11. YHUUYTOXEHUE NneKapCTBEHHbIX CPeacTB

Cratbsa 59. OcHOBaHMA 1 NOPSOOK YHUUTOXEHUS NEKAPCTBEHHbIX CPeACTB
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1. HepobpokayeCTBEHHbIE NEKAPCTBEHHblIE CpeacTBa, danbcuduunMpoBaHHbIE
NeKapCTBEHHbIE CPeacTBa nognexar M3bATUI0 M3 00palleHMs U YHUYTOXEHUIO B nopsiake,
ycTaHoBneHHoM [NpasuTtensctBom Poccuinckon denepaumm. OCHOBaHNEM AN YHUUTOXEHUS
neKkapCTBEHHbIX CPEeACTB SBMSETCS pelleHne Brnagenbla nekapCTBEHHbIX CPeACTB, peLleHne
COOTBETCTBYHLLENO YNOSHOMOYEHHOro (heaepanbHOro opraHa MCNOSIHUTENBHOW BRAcTU Unu
pelleHve cyaa.

2. KoHTpadhakTHble NnekapCTBEHHbIE CpeacTBa Nnoanexar U3bsATUI0O U3 obpalleHnsa u
YHUYTOXEHUIO MO pelleHunio cyda. [opagok YHUUTOXEHUS KOHTpaddakTHbIX NeKapCTBEHHbIX
cpencTB ycTtaHasnmBaeTcs Npasutensctsom Poccuiickon ®epepaunu.

3. Pacxopabl, cBA3aHHbIE C YHUYTOXEHMEM KOHTpad)akTHbIX JIEKAapCTBEHHbIX CPeacTB,
He[O0OpOKa4YeCTBEHHbIX JIEKAPCTBEHHbIX CPeACTB, (anbCUULMPOBAHHBIX FEKapCTBEHHbIX
CpeacTB, BO3MELLAOTCA UX BNnagernbLuemMm.

4. Bnapgeneu nekapcTBEHHbIX CPeACTB LOSMKEH MpeacTtaBuTb B YMNOSHOMOYEHHbIN
befiepanbHbI OpraH NCNOSTHUTENBHOW BIAaCTU AOKYMEHT UMW 3aBEPEHHYI0 B YCTAHOBIEHHOM
nopsigke ero Konuk, NOATBEpXKAaLWMeE PaKT YHUUTOXEHMUS NEKAPCTBEHHbIX CPEACTB.

5. CoOoTBEeTCTBYIOLWNN YMNOMHOMOYEHHbLIN defiepanbHbli  OpraH WUCMOMNHUTESTbHON
BNacTu, NPUHABLUNA pelieHne 00 YHUYTOXEHUU JEeKapCTBEHHbIX CPeaCTB, OCYLecTBRseT
KOHTPOJIb 3@ UX YHUYTOXEHMEM.

6. YHMUYTOXEHME neKapCTBEHHbIX CPeACTB NPOU3BOAUTCS OpraHn3aumamMm, MMeLWwnumMmn
COOTBETCTBYHOLLYIO NINLEH3MUIO, Ha cneunanbHO 0b60opyaoBaHHbIX MoLwagkax, nosimroHax u B
cneumanbHO 060pyAOBaHHbIX MOMELLEHUSX C cobntogeHem TpeboBaHun B 06nacTn oxpaHbl
OKpYy)KatoLlen cpebl B COOTBETCTBUN C 3akoHoAaTeNnbCTBOM Poccunckon ®epepaunu.

7. HapkoTunyeckne nekapCTBEHHble CpPeacTBa, MCUXOTPOMHbIE JIEKAPCTBEHHbIE
cpenctBa, paguodapMaueBTUYECKME  NEKapCTBEHHblE  CPEeACTBa  YHMYTOXAKTCA B
COOTBETCTBUU C 3aKoHoAaTenbCcTBOM Poccuiickon enepaumm.

MnaBa 12. l'ocyaapcTBeHHOE perynmpoBaHue LieH Ha NeKkapcTBeHHbIe npenapartbl Ans
MeaULMHCKOro NpuMeHeHus

Cratba 60. [ocygapCTBeHHOe perynupoBaHue LeH Ha feKapCTBEHHble npenapaTbl
ANa MeaUUMHCKOro NpUMeHeHMUs

locynapcTBeHHOe perynupoBaHuMe LUeH Ha JleKkapCTBeHHble npenapaTtbl  Ans
MEeANLIMHCKOro NPUMEHEHUS OCYLLIECTBMNSETCHA NOCPEACTBOM:

1) yrtBepxaeHus [lpasutensctBom Poccunckon ®enepaumm nepeyvHss >XU3HEHHO
HEeOOXOAUMbBIX W BaXXHEWLUMX JEeKapCTBEHHbIX MpenapartoB, KOTOPbI CHPOpMUPOBaH B
YCTaHOBIIEHHOM UM MOpPSAKe Ha OCHOBE KOMMMEKCHOM OLEHKU feKapCTBEHHbIX npenapaTos,
BKINOYasl aHann3 CBeAEHUN O CPaBHUTESNIbHOW KNMHUYECKOM 3(hPeKkTUBHOCTU 1 Be3onacHOCTH
NEeKapCTBEHHOrO  CpeAcTBa,  OLEHKY  3KOHOMUYECKUX  MOoCrneacTBurM  NPUMEHEHUs
NeKapCTBEHHOIO CpeAcTBa M U3ydeHUe [OOMNOSMHUTESNbHbBIX NOCNeACTBUA  NPUMEHEHUSN
NeKapCTBEHHOro CpeacTBa;

2) yTBEPXOEHUS MeTOAWKM YCTaHOBMEHUS NPOU3BOAUTENAMMU  NEeKapCTBEHHbIX
npenapaToB npefernbHblX OTMYCKHbIX LEeH Ha fnekapcTBEeHHble npenapaTbl, BKMIOYEHHblE B
nepeyYeHb >XU3HEHHO HeobXOAMMBbIX W BaXKHEMLIMX NeKapCTBEHHbIX NpenapaTtoB, a Takxe
BHeJpeHUs1 MexaHn3mMoB (hOPMUPOBAHNSA CUCTEMbI pedPepPEeHTHbIX LEH;

3) rocyaapCTBEHHOW pernctpalmm yCTaHOBIIEHHbIX MPOM3BOAUTENSAMU JIeKapCTBEHHbIX
npenapaToB npefernbHbIX OTMYCKHbIX LEeH Ha fnekapcTBEeHHble npenapaTbl, BKMNIOYEHHblE B
nepeyeHb XU3HEHHO HEODXOANMbIX U BaXKHENLLMX NeKapCTBEHHbIX NpenapaTos;

4) BeeHNA rocyfapCTBEHHOro peecTtpa npefernbHbIX OTNYCKHbIX LIeH npousBoanTenen
Ha JnekapCTBEHHble npenapaTtbl, BKIOYEHHblE B MepevYeHb XU3HEHHO HeoOXOAUMBbIX WU
Ba)KHEMWLINX NekapCcTBEHHbIX NpenapaTos;

5) yTBepXOeHua MeToOMKM YCTaHOBMEHUS OpraHamu WCMNOMHUTENbHOW Briactu
cybbektoB Poccunckon degepaumm npedenbHbiX pa3MepoB  ONTOBbIX HaabaBoOK w
npegenbHbiX pasMepoB PO3HMYHbIX HaabaBOK K (PaKTMYECKMM  OTMYCKHbIM  LieHaM,
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YCT@HOBMEHHBIM MNPOM3BOAUTENAMU  JIEKAPCTBEHHbIX MNpenapaToB, Ha JleKapCTBEHHbIE
npenapaTbl, BK/MIOYEHHbIE B MNEPEYEeHb KU3HEHHO HEOOXOAMMLIX W  BaXKHEMWLINX
neKapCTBEHHbIX NpenapaTos;

6) ycTaHOBNEeHUNA NpeaesnbHbiX pa3mepoB ONTOBbIX HAA0aBOK N NpeAenbHbIX pa3mepoB
PO3HUYHbIX HaAbaBOK K hakTUYECKMM OTNYCKHbIM LleHaM, YCTaHOBIEHHbIM NPOM3BOANTENAMM
neKkapCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEHHble Mpenapatbl, BKIOYEHHblE B NepeyveHb
XU3HEHHO HEOBXOAMMbIX N BaXKHENLUMX NIEKAPCTBEHHbIX NMpenaparos;

7) yTBEpXOEeHNa nopsgka Bblgavu npeanncaHui opraHam UCMNONHUTENbHOM BriacTu
cybbekToB Poccuiickon degepaumm 0 npuBegeHMM B COOTBETCTBME C 3aKOHOAATESbCTBOM
Poccuiickon ®depepauun peweHni 06 ycTaHOBMEHUM NpeferibHbIX pa3MepoB ONTOBbIX
HafbaBOK 1 NpefenbHbIX pa3MepoB PO3HUYHBIX HAA6aBOK K (haKTUYECKUM OTMYCKHbIM LieHaM,
YCTaHOBIEHHbIM  NPOU3BOAUTENAMU  NEeKapCTBEHHbIX MpenapaToB, Ha JeKapCTBEHHble
npenapaTtbl, BKMIOYEHHbIE B MNEpPeYEeHb >KU3HEHHO HEOOXOAMMBbIX WU BaXXHEMLMX
NEeKapCTBEHHbIX MpenapaTtoB, €CNU OHUM MNPUHATbI C HapylweHWeM 3aKkoHoAdaTeNnbCTBa
Poccunckon depgepaumn, B nopsagke, ycTaHoBreHHOM [lpaBuTtensctBoMm Poccumnckon
depepauymm;

8) HanpaBneHnst YNoNHOMOYEHHbIM dhefepanbHbiM OPraHOM UCMOMHUTENbHON BacTu
opraHam wucnonHuTenbsHon Bnactn cybbektoB Poccurckon Pepepauumn npegnucaHnin o
npuBedeHMn B COOTBETCTBME C 3akoHodaTenbCTBOM Poccuiickon degepaumm MpUHATBIX C
HapylleHMem 3akoHopatenoctBa Poccuiickon ®Pepepaumm pewweHuin 06 ycTaHOBNEHUM
npeaenbHbIX pasmMepoB ONTOBLIX HAAO0ABOK U NpederibHbIX pa3MepoB PO3HMYHbIX HaAbaBOK K
LeHaM Ha nekapcTBeHHble npenaparbl, BKNIOYEHHbIE B NEPEYEHb XXU3HEHHO HEOBXOAMMbIX U
Ba)KHEWNLUNX NEKapCTBEHHbIX NPenapaTos.;

9) ocywecTBneHus enepanbHOro rocyfapCTBEHHOro Hag3opa B cepe obpalleHus
NEeKapCTBEHHbIX CPeaCTB U perMoHarnbHOro rocyfapCTBEHHOro KOHTPOSiS 3a MpUMEHEeHUEM
LEeH Ha IeKapCTBEHHble npenapaTbl COOTBETCTBEHHO YMNOSIHOMOYEHHbIMU beaepanbHbIMU
opraHamu MWCMNOMHWUTENbHON BNAacTM M OpraHamu WCMNONHUTENBHOW BRacTn CcybbekToB
Poccunckon depgepaumm cornacHoO UMX  KOMMETEHUMM B Nopsgke, YCTaHOBMEHHOM
MpaBuTtenbcTBoM Poccunckon degepauunm;

10) npumeHeHns npenyCMOTPEHHbIX 3akoHogaTenscTtBoM Poccunckon depepaumm
Mep OTBETCTBEHHOCTM 3a HapylweHue nopsgka LeHooOpa3oBaHWs Ha  XKU3HEHHO
HeobxoanMble 1 BaXKHENLLME NIeKapCTBEHHbIE npenapaTbl.

Cratba 61. [ocygapcTBeHHasa perucTpauusi ycTaHaBnvBaeMblX MPOU3BOAUTENSMU
NeKapCTBEHHbIX NpenapaTtoB npeaenbHbIX OTNYCKHbIX LEH Ha NIEKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B NEPEYEHb XNU3HEHHO HEODXOOMMBIX N BaXKHENLLUNX
nekapCTBEHHbIX NpenapaToB

1. YcTtaHaBnnBaeMble MPOU3BOAUTENSMU NEKapPCTBEHHbIX MpenapaToB npedesibHble
OTNYCKHblE LEHbl Ha NeKapCTBEHHblIE Mpenapartbl, BKIOYEHHble B MNEpPeYeHb XMU3HEHHO
HeOOXO4MMbBIX W BaKHEMWMX NeKapCTBEHHbIX MNpenapaToB, noafexaT rocyaapCTBEHHOM
permctpauum B nopsigke, yctaHoBrneHHoM paButensctBom Poccuiickon denepaumm.

2. Ha ocHoBaHMM nogaHHOro o 1 okTabps Kaxaoro roga 3asBreHus NpovM3BOAUTENS
NEeKapCTBEHHbIX MNpenapaToB, BKIOYEHHbIX B MEpPeYeHb XU3HEHHO HeobXxoaumbIX U
BaXKHEWLUNX fieKapCTBEHHbIX NMpenapaToB, 3aperncTpupoBaHHasa npegeribHas oTnyckHasa ueHa
Ha NEeKapCTBEHHbIN NpenapaTt MoXeT ObiTb NepeperncTpMpoBaHa OauMH pa3 B KaneHaapHOM
rogy B nopsigke, ycraHosneHHoM [NpasutensctsoMm Poccunckon ®enepauuu.

2.1. Ytpatuna cuny ¢ 1 uionga 2015 r.

2.2. Y1tpatunna cuny ¢ 1 nronsa 2015 r.

3. Pacyet npeaernbHbIX OTAYCKHbIX LEH, yKa3aHHbIX B 4acTax 1 1 2 HacTosILWEN cTaTbH,
npu WX TroCcyAapCTBEHHOW perucTpauumM wunuv nepeperucrpauum OCyLLEeCTBSeTCAa B
COOTBETCTBUM C MeTOAMKOW, yTBepxaeHHon [lpasutenbctBom Poccuickon Pepepauumn um
y4uTbIBaKOLLEN, B YACTHOCTMU:

1) cobniogeHne 6GanaHca WHTepecoB NOTpebuTenen nekapCTBEHHbIX NpenapaTtos,
BKIMIOYEHHbIX B MNEPEYEHb >XU3HEHHO HEOOXOOMMBIX W BaXXHEWLIMX NEKapPCTBEHHbIX
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npenapaTtoB, W MpPOM3BOAUTENEN JeKapCTBEHHbIX NpenapaToB, BKMOYEHHbLIX B MepeyYeHb
XN3HEHHO HEOBXOANMbIX N BaXXHEWNLLMX NEKapCTBEHHbIX NpenapaTos;

2) aKTMYecKyto OTMYCKHYK LEeHY Ha JlekapCTBEHHble npenapatbl B Poccuinckon
depepaummn, LeHy BBO3a NekapCTBEHHbIX NpenapaTtoB B Poccunckyo defepauunio, a takke
LUeHbl Ha aHanorMyHble rekapCTBEHHble MpenapaTbl, Haxoaswuecs B obpalleHun B
Poccuinckon ®epgepaunu;

3) 3aTpaTbl MPOM3BOOUTENSA FEKapCTBEHHOro npenapata Ha MpoOM3BOACTBO U
peanusauuio nekapCTBEHHOro npenaparTa;

4) uUeHy Ha nekapCTBEHHbIM npenapaT WMHOCTPAHHOrO MPOM3BOACTBA, €ro LeHy B
CTpaHe NpoOu3BOAUTENS M B CTpaHax, B KOTOPbIX MpenapaTt 3aperucTpuposaH u (Mnu) B
KOTOpble NOCTaBNAETCA MHOCTPAHHBIM NPOU3BOAUTENEM.

4. He ponyckatoTcs peanu3aumsa n oTNycK fiekapCTBEHHbIX NpenapaTos, BKIHOYEHHbIX B
nepeyeHb XU3HEHHO HEODXOANMbIX U BaXXHENLLMX NeKapCTBEHHbIX NpenapaToB, Ha KOTopble
npou3BoaMTENAMM JIEKAaPCTBEHHbIX MpenapaTtoB He 3aperncrtpupoBaHa npegenbHas
OTNYCKHasA LeHa, peanusaums U OTNycK NpOu3BOAUTENSAMWU NEKapCTBEHHbLIX NpenapaTosB Mo
ueHaMm, nMpeBblAWMM  3aperucTpupoBaHHble  MpefderibHble  OTMNYCKHble  LeHbl  Ha
nekapCTBEHHbIe NpenapaTbl.

5. OcobeHHOCTN rocyaapCTBEHHOIO perynvpoBaHus npedenbHblX OTMAYCKHbIX LeH Ha
NeKapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MNepevYeHb >KU3HEHHO HeobXxoouMbIX W
BaXXHEWLLMX JieKapCTBEHHbIX MNpenapaTtoB, B 3aBUCUMOCTM OT 9KOHOMMUYECKMX W (Mnn)
coumarnbHbIX KpuTepueB (M3MEHeHWe YCroBWUA, nopsaka W CTOMMOCTM NPOU3BOACTBA
NeKapCTBEHHbIX NpenapaTtoB, WCMNOMb30BaHWE HOBbIX (opMm, MeTodoB U cnocobos
rocyJapCTBEHHOroO perynupoBaHuUs LEeH Ha feKapCTBEHHble npenapaTtbl, B TOM 4ucne Ha
OCHOBE MexaHuama pedepeHTHOro LeHoobpa3oBaHnsa, W3MEHEHWA Mnopsiaka OKasaHus
MeANLMHCKOW NOMOLLM, U NHble N3MEHEHWS) YyCTaHaBnmBatoTca NpasutensctBom Poccunckon
depepauymn.

Cratba 62. [ocygapcTBeHHbIM peecTp npefesibHbIX OTMYCKHbIX LieH Npou3BoauTenen

Ha JIeKapCcTBEHHble rnpenapaTbl, BKIMOYEHHblE B MepeyYeHb XXU3HEHHO
Heo6X0AMMBIX N BaXXHENLLMX NIEKapCTBEHHbIX NpenapaToB

1. 3apeructpupoBaHHble npefenbHble OTMYCKHble LEeHbl Ha NeKapCTBEHHble
npenapatbl, BKMOYEHHbIE B MNEepeyYeHb KU3HEHHO HEeOoOXOAMMBbIX W BaXXHEWLWKX
NeKapCTBEHHbIX NpenapaTtoB, MOAMNexXaT BKMAYEHUIO B OCYOApPCTBEHHbIA  peecTp
npenenbHbIX OTNYCKHbIX LEeH NpouM3BOAUTENien Ha NekapCcTBEHHbIE npenaparbl, BKIHOYEHHbIE
B NepeyYeHb XN3HEHHO HEOBXOAMMBIX N BaXKHEWLLMX NEKapCTBEHHbIX NpenapaTos.

2. locypapCTBEHHbIN peecTp npefernbHblX OTMYCKHbIX LUEeH npou3BoauTenen Ha
NeKkapCTBEHHble MpenapaTbl, BKIOYEHHble B MNepevYeHb >KU3HEHHO HeobxoauMbIX W
BaXKHENLLMX NIeKapCTBEHHbIX NpenapaToB, COAEPXUT B cebe crieaytoLuyto MHpopmauuio:

1) HanmeHoBaHve OepxaTensa wnu BragenbLa perncTpaumMoHHOro yA4OoCTOBEpPEeHUs
NeKapCTBEHHOro npenaparta, HaMMeHOBaHWe NPOM3BOAUTENS FeKapCTBEHHOro npenapara,
CBeAEeHMa O perucTpaumu gepxarens vnv Bnagenbla perncTpauuoHHOro yaooCTOBepeHus
NeKapCTBEHHOro npenapaTa, CBeJeHUst O perucTpauum npou3BoauTensd nekapCTBEHHOro
npenapata AN MeOULWHCKOro NpUMEHEeHWs B KadecTBe HarnoronnaTtenblinka B CTpaHe

peructpauum (4N POCCUNUCKUX HOPUOANYECKUX NUL -  UOEHTUPUKALMOHHBIA  HOMeEp
Hanoronnatenswmka (MHH), ANS WMHOCTPaHHbIX PUANYECKMX NUL - CTpaHa perucrpauumu,
HanMeHoBaHwue perncTpupyroLiero opraHa, perncTpaunoHHbIN HOMeDp, Kog

HanoronnaTenbluka B CTpaHe perncrpaumMm (MHKoprnopauuu) Wnn ero adanor), MecTo
HaxoXOeHusi NPOM3BOACTBEHHbIX MNIOWAaA0K, Y4YacTBYWOLWMX B rpouecce npou3sBoacTBa
nekapCTBEHHOro Npenaparta, ¢ ykazaHueM ctagun npouecca npon3BoacTsa;

2) HanMeHOBaHue feKapCTBEHHOro npenapaTta (MexayHapoAHoe HenaTeHTOBaHHoe,
UKW rpynnNMpoOBOYHOE, NN XMMNYECKOE U TOProBOE HauMeHOBaHUS);

3) HOMep perncTpaumoHHOro YA0oCTOBEPEHUS NeKapCTBEHHOrO npenapara;

4) nekapcTBeHHas hopma C ykaszaHuMeM O03MPOBKWN NeKapCTBEHHOro npenapara u ero
KOnu4yecTBa BO BTOPMYHOW (MOTPEOMTENLCKOWN) YNakoBKe, a Takke KOMMNIIEKTHOCTb;
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5) sapernctpmpoBaHHasa npegenbHasi OTnyckHas LeHa B pybnsx;

6) gaTa n HoMep npukKasa yrnorIHOMOYEHHOro doeeparnibHOro opraHa UCMOMHUTESTbHON
BNacTu O rocygapCTBEHHOW pernctpaunn, nepeperucTpaumm npeaesibHon oTnyCKHOW LeHbl Ha
NeKapCTBEHHbIN Npenapar, BKOYEHHbIN B NEPEeYEHb XXU3HEHHO HEOOXOANMbBIX N BaXKHENLLMX
NleKapCTBEHHbIX NpenapaTos;

7) WTPUXOBOW KOL, HAHECEHHbI Ha BTOPUYHYIO (NOTPEBUTENBCKYI) YNakoBKY
fleKapCTBEHHOro npenapara;

8) KoO neKkapCTBEHHOro npenapata MO aHaToMO-TepaneBTUYEeCKO-XUMUYECKON
Krnaccudukaumnm, pekomeHgosaHHon BcemmpHon opraHnsaumnen 3gpaBooXpaHeHUs.

3. [ocypapcTBeHHaa perncrpaumsa npefesibHbIX OTNYCKHbIX LeH Ha feKkapCTBEeHHble
npenapaTbl, BKMHOYEHHbIE B NEpPeYeHb KU3HEHHO HEeOBXOAMMbLIX U BaKHEWLINX
NeKapCTBEHHbIX NpenapaTtoB, BeJeHWUe roCy4apCTBEHHOro peectpa npeaesibHbIX OTMYCKHbIX
LEeH npou3BoAUTENEN Ha NeKapCTBEHHbIE Mpenaparbl, BKAYEHHbIE B NepeyYeHb XXMU3HEHHO
HeOOXOAMMBIX U BaXHEWLIMX NEKapCTBEHHbIX MpenapaTtoB, OCYLIECTBNAIOTCA B MNOPSAKe,
ycTaHoBrneHHom [NpaButensctBom Poccuiickon Peaepaumm.

Cratbsa 63. YcraHoBneHve opraHamMmuv WUCMNOMNHUTENbHOW BNactn CybbekToB
Poccuinckon ®epepaumn npegenbHbiX pPasmMepoB ONTOBbIX HagbaBoK WU
npefenbHbiX PasMepoB PO3HMYHbLIX HaabaBOK K (PAKTUYECKMM OTMYCKHbIM
LeHaM, YCTaHOBMNEHHbIM MPOU3BOAUTENSMU JleKapCTBEHHbIX NpenapaTos, Ha
nekapCTBEHHble npenapaTbl 419 MeANLNHCKOro NpUMeHeHMs

1. OpraHbl ucnonHuMTenbHOW Bnactm cybbektoB  Poccunckon  depepaunm
yCTaHaBnMBalT npefesfibHble pa3mepbl ONTOBbIX HaabaBoOK W npeaefibHble  pasmepsbl
PO3HNYHbIX HAaABOaBOK K haKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOM3BOAUTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble Mpenapartbl, BKOYEHHbIE B MEpPeYeHb
XN3HEHHO HEOOXOAMMBIX U BaXKHENLWIMX NeKapCTBEHHbIX MNpenapaTtoB, B COOTBETCTBUM C
yTBEPXKOEHHON B nopsiake, ycTtaHoBneHHoM [lpaBuTtenbctBoM Poccuinckon ®depepaumn,
METOAMKON YCTaHOBIEHUS OpraHaMym WCMOMNHUTENbHOM Bnactu cybbektoB Poccuiickon
depnepaumm npegenbHbIX pasMepoB ONTOBbIX HAA6ABOK U NpeaenbHbIX pasMepoB PO3HUYHbIX
HanbaBoK K (PaKTUYECKMM OTMYCKHbIM  LEeHaM, YCTaHOBIIEHHbIM MNPOM3BOAMTENAMMU
NeKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble Mpenapartbl, BKOYEHHbIE B MEpPeYeHb
XN3HEHHO HEeOBXOOUMBIX M BaXHEWLIMX JEKapCTBEHHbIX npenapaTtoB. [1poekTbl pelueHun
OpraHoB MCMOMHUTENBbHOM BrRactu cybbektoB Poccurckon depepaumm o6 ycTaHOBREHUN Y
(M) mM3MeHeHMM npefenbHbIX pa3MepoB ONTOBbIX HaabaBOK M NpedesibHbiX pasmepoB
PO3HUYHbIX HaAbaBOK K hakTUYECKMM OTMNYCKHbIM LieHaM, YCTaHOBIEHHbIM NPOM3BOANTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha neKkapCcTBEHHble Mpenapartbl, BKIMOYEHHblE B MepeYeHb
XU3HEHHO HEOOXOAMMLIX W  BaXHEWLWMX JNeKapCTBEHHbIX MpenapaToB, noanexar
cornacoBaHuio Cc degepanbHbiM  OpraHOM MWCMOMHUTENBbHOMW BracTu, YMNONHOMOYEHHbIM
OCYLLECTBMATb NMPaBOBOE perynvpoBaHne B cdepe rocygapCTBEHHOrO perynmpoBaHus LieH
(TapudpoB) Ha TOBapsbl (ycryrun), B nopsiake, ycraHosrieHHoM [lpaButensctBoMm Poccuiickon
depepauymn.

2. OpraHu3aunm oNnTOBOW TOProBnn 1 (UNn) antTeyHble opraHn3auum, NHaMBUAyarbHble
npegnpvHMMaTenn, UMellWmne  NUUEH3NK Ha  dapMaueBTUYECKYD  OesTenbHOCTb,
OCYLEeCTBNAT peanu3aumio feKapCTBEHHbIX MNpenapaTtoB, BKMIOYEHHbIX B MNepeyeHb
XN3HEHHO HEeoOXOOMMbIX N BaXKHEWLUMX JIEKApPCTBEHHbIX MpenapaToB, MO LEeHaM, YPOBEHb
KOTOPbIX He npeBblllaeT CyMMy aKTU4eCKOW OTNYCKHOW UeHbl, YCTaHOBIEHHOM
Npon3BoaMTENEM JEKApPCTBEHHbLIX NMpenapaTtoB M He MpeBbILAOWEN 3aperncTpMpoBaHHOM
npegenbHOM OTMYCKHOM LEHbl, U pa3mep ONToBOM HagbaBkum wn (Mnu) pasmep PO3HUYHOM
HagbaBkK, He npesblllaloLLne COOTBETCTBEHHO pa3mepa npenenbHOM OnTOBOWM HagbasBku M
(vnn) pasmepa npeaenbHON PO3HUYHOM HaabaBku, YCTAHOBMEHHbLIX B CybbekTe Poccuickon
depepauymn.

3. OpraHbl ucnonHUTENbHON BnactTu cyobekToB Poccuinckon depepaumm pasmeLlarot
B ceTn "MHTepHeT" nnu onybnmnkoBbIBaOT MHPOPMALUIO O 3aperMcTpupoBaHHON NpenenbHOn
OTNYCKHOW LEeHe Ha neKkapcTBeHHble Mnpenapartbl, BKMIOYEHHblIE B MNepeYeHb >XU3HEHHO
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HeobXoAMMbIX N BaXKHEWLLMX NeKapCTBEHHbIX npenapaTtoB, 00 YCTAHOBMEHHbLIX B CyObekTe
Poccuiickon depepaumm pasmepe npefenbHOM OnNToBoW HaabaBku u (Mnn) pasmepe
npegenbHOM PO3HUYHOWM HagbaBKM K YCTAHOBIIEHHbIM MNPOWU3BOAUTENSMU fEKapCTBEHHbIX
npenapaToB (PaKkTUYEeCKMM OTMYCKHbIM LieHaM Ha fekapCTBEHHble npenapaTthl, BKIOYEHHbIE B
nepeyYeHb >XM3HEHHO HeoOXOAMMbLIX M BaXHeWLUMX NeKapCTBEHHbIX MpenapaTtoB, U 06
yKasaHHOMW B 4YacTm 2 HacTtoswen ctatbM cymme. WHdopmauus, npegycMOTpeHHas
HaCTOSILLLEeN YacTbio, AOIMKHA pasmellaTbCs Takke B anTeyHbIX opraHusauusix B OOCTYMHOW
ANA  CBedeHVUst BCEX 3aMHTEPECOBaHHbIX nuy dopMe Kn OBHOBMATLCA NO Mepe ee
onybnukoBaHus.

4. MNpuHATbIe C HapylweHueM 3akoHopaTtenbcTBa Poccunckon depepaumn pelueHus
OpraHoB ucnonHuUTenbHOM Bractun cybbekta Poccunckon Pepepauum 06 ycTaHOBREHUMU
npegenbHbIX pa3MepoB ONTOBbIX HAA0ABOK U NpeaenbHbIX pa3mMepoB PO3HUYHbLIX HaabaBoK K
3aperncTpMpoBaHHbiM NpedenbHbiM  OTMYCKHbIM LeHaM Ha fekapCTBEeHHble mnpenapaTbl,
BKMIOYEHHbIE B MNEpeYeHb XKU3HEHHO HeOoBXOoOUMBbIX W  BaXXHEWULWMX NeKapCTBEHHbIX
npenapaTos, nognexaT oTMeHe B cyaebHOM nopsake.

MaBa 13. MoHUTOpPUHTr 3dhheKTUBHOCTM N 6€30NaCHOCTU JNIeKapCTBEHHbIX NMpenaparTos,
Haxogswmxca B obpaweHun B Poccunckon Pegepaumm

Cratbs 64. DapmakoHaasop

1. JlekapcTBeHHble npenapaTtbl, Haxogswmecs B obpaweHnn B Poccurickon
depepaummn, noanexaT MOHUTOPUHTY 3(PPEKTUBHOCTN N BE30NAaCHOCTM B LENsX BbiSABNEHNSA
BO3MOXHbIX HEraTUBHbIX NOCNEACTBUIA UX MPUMEHEHUS, UHONBUAYANTbHOW HENEPEHOCUMOCTWN,
npeaynpexneHns MeauumMHCKMX paboTHMKOB, BETEPUMHAPHbIX CNeunanmcToB, NaunMeHTOB UMn
BnagenbueB XUBOTHbLIX U UX 3aWUTbl OT NPUMEHEHNS TakUX fleKapCTBEHHbIX NpenapaTos.

2. ®dapmakoHags3op — OCyLWecTBASeTCs  COOTBETCTBYHOLUMM  YNONTHOMOYEHHbIM
deneparnbHbIM OpraHoM WCMOSTHUTENbHOW BfacTM B YCTAHOBMEHHOM WM Mnopsgke nyTem
aHanusa npegocTtaBnsemon cybbektamu obpalleHnst nekapCTBEHHbIX CpeacTs nHdopmMaumm
0 NOBOYHbIX OENCTBUAX, HEXenaTernbHbIX peakumsaX, cepbe3HblX HexenaTenbHbIX peakumsix,
HenpeaBUAEHHbIX HeXenaTerbHbIX peakuusax npyv npUMeHeHUn fekapcTBeHHbIX npenapartos,
06 uvHAMBMAYyanNbHOW HENepeHOCUMOCTH, OTCYTCTBUN IPIPEKTUBHOCTU NeKapCTBEHHbIX
npenapaToBs, a Takke 06 MHbIX hakTax n 06CToATENBCTBAX, NPEACTABASIOWMNX YIPO3Y XU3HU
UNn 340pOBbLI0 YerioBeka NMBOo XUBOTHOIO NMPU NPUMEHEHUW JleKapCTBEHHbIX NpenapaToB U
BbISIBMIEHHbIX Ha BCeX 9dTanax obpaleHus nekapCTBEHHbIX npenapaTtoB B Poccuiickon
depepaumn n apyrux rocygapcraax.

3. CybbekTbl OOpalleHnsa nekapCTBEHHbIX CPeACTB B NOpsake, YCTaHOBMEHHOM
YMNOMHOMOYEHHbIM (heaepanbHbiM OpraHOM MCMOMHUTENBHOW BRacTn, oba3aHbl coobuwiaTth B
YNOMHOMOYEHHbIN hefepanbHbli OpraH MCNOMHUTENBHOM BAAcT O NOBOYHbIX AENCTBUSX,
HexernaTernbHbIX peakuusiX, Cepbe3HblX HexXenaTesnbHbIX peakuusix, HenpeaBuaeHHbIX
HexenaTenbHbIX  peakuuMsax npu  NPUMEHEHUW  feKapCTBEHHbIX  npenapaTtoB, 06
MHOUBMOYaNnbHONW  HENepeHOCUMOCTU,  OTCYTCTBUM  A(PMPEKTUBHOCTU  NeKapCTBEHHbIX
npenapaToB, a Takke 06 MHbIX hakTax n 06CToATENBCTBAX, NPEACTABNASOWMNX YIPO3Y XU3HU
UNn 300pOBbI0 YerioBeka NMBOo XUBOTHOIO MPU NPUMEHEHUW JfleKapCTBEHHbIX NpenapaToB U
BbISIBMEHHbIX Ha BCex 9dTanax obpaleHus neKkapCTBEHHbIX npenapatoB B Poccuiickon
depepaumn n apyrux rocygapcraax.

4. [Nepxatenu wunu Bnagenblbl pPerMcTpauuoHHbIX YOOCTOBEPEHUN FeKapCTBEHHbIX
npenapaTtos, OpUANYECKME NUUA, Ha UMS KOTOPbIX BbiaHbl pas3pelleHus Ha npoBedeHue
KNMHM4YeCknx mnccnegosaHun B Poccuiickon ®egepaumm, nmbo ynoriHOMOYEHHbIE UMY Apyrve
topugndeckne nuua B pamkax obecneveHuss 6e30MacHOCTU NMeKapCTBEHHbIX npenapaTtoB B
nopsigke, yCTaHOBMEHHOM COOTBETCTBYHOLMM YMNOMHOMOYEHHbIM doefepalsibHbIM OpraHoM
NCNOSTHUTENbHOW BracT, 00s3aHbl OCYLWeCTBNATb MNpueM, y4veT, obpaboTky, aHanus u
XpaHeHne MNOoCTynawLux B UX agpec OT cybbekToB obpalleHns nekapCTBEHHbIX CPenCTB U
OpraHoB rocyaapCTBEHHOM BMacTn coobuieHun O NoBOYHbIX OENCTBUSAX, HexenaTenbHbIX
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peakumsix, Cepbe3HbIX HexenaTesibHbIX U HenpenBUAEHHbIX HeXenaTeNbHbIX peakuusax npu
NPUMEHEHNN NEKapCTBEHHbIX NpenapaTos, 06 0COBEHHOCTAX UX B3aUMOLENCTBUSA C APYruMu
neKapCTBEHHbIMM MpenapaTtamu, MHAMBMAOYaNbHOW HEenepeHOCUMOCTU, a Takke 00 WHbIX
dakTax n obcTosaTenbCTBaX, NPEACTABMAIOWNX YrPO3Yy XU3HU UNN 340POBbLI0 Yenoseka nmbo
XMBOTHOMO MM BAUSAIOWNX HA U3MEHEHWE OTHOLUEHUS OXMOAAEMOW MOSb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNA NeKapCTBEHHbIX NpenapaToB.

5. lpn BbISABAEHMN UHPOPMAUMN O CePbE3HbIX HEXeNaTerbHbIX peakumsax u
HenpeaBUAEHHbIX HeXenaTesnbHbIX peakunsax npu NpUMeHeHNN nekapcTBEHHbIX NpenapaTos,
06 0coBeHHOCTAX WX B3aMMOOENCTBUSA C APYrMMU  JieKapCTBEHHbIMKW MpenapaTamu,
MHOUBMOYANbHON HEMNEepeHOCUMOCTU, a Takke 06 WHbIX aktax u 0bCcToATenbCcTBaAXx,
BNUSAIOWMX HA WU3MEHEHME OTHOLWIEHUS OXWOAEMOW MOSib3bl K BO3MOXHOMY PUCKY
NPUMEHEHNA NEKapCTBEHHbIX NpenapaToB, AepXaTenu Unu Bragenblbl perMcTpaunoHHbIX
yOOCTOBEPEHUIN NEKAPCTBEHHbBIX NpenapaToBs, lopuanyeckne nuua, Ha MMs KOTopbIX BblAaHbl
paspelleHns Ha NPoBeAEHME KIMHUYECKMX uccrnegoBaHnin B Poccuinckon ®eagepauumn, nnbo
YNONMHOMOYEHHbIE MU ApYyrve opuamyeckme nuua obssaHbl NPUHATL Mepbl, HanpaBieHHbIe
Ha yCTpaHeHWe HeraTUBHbIX MOCNeACTBUM NPUMEHEHUS TakUX NeKapCTBEHHbIX Mpenapartos,
npegynpexaeHne npuYMHEHUs Bpeda >XM3HW UMM 340POBbH YerioBeka NMOO XMBOTHOrO,
3aWmMTy UX OT NMPUMEHEHMUS TaKUX JIEKApPCTBEHHbIX MpenapaToB, HA OOMOMHUTENbHbLIN cOop
AaHHbIX 00 3P PEKTUBHOCTM N BGE30MNACHOCTM TaKMX NEKAPCTBEHHbIX NpenapaToB.

6. 3a HecoobuleHMe unn CcokpbiTMe MHGOPMaUMKN, NPeayCMOTPEHHOW YacTbio 3
HacTosLWwen CcTaTbW, gepxaTenu Wnu Briagenbubl PerucTpauuoHHbIX  YOOCTOBEpeHun
NleKapCTBEHHbIX NpenapaTtos, pUANYEeCcKne nuua, Ha UMS KOTOpPbIX BblAaHbl pa3peLleHns Ha
npoBeaeHne KNMHMYEeCKnx ncenegosanun B Poccuinckon ®egepaumm, nnbo ynonHOMOYEHHbIE
UMW Opyrve opugumyeckme nuua, a Takke OOSMKHOCTHbIEe Nvua, KOTOpbIM 3Ta MHpopmaums
cTana u3BecTHa Nno poay Mx nNpodeccuoHanbHOW AeATENbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOoHOAaTeNbLCTBOM Poccuickon ®egepaunn.

7. lpn nonyyeHuUM YyrNoNHOMOYEHHbIM doefeparibHbIM OpPraHoOM WCNOSTHUTENBHON
BNacTu B pamKax OCYLUECTBMEHNA UM dpapMakoHaa3opa [AOoKa3aTenbCTB O HECOOTBETCTBUMU
NEeKapCTBEHHOrO npenapaTta YCTAHOBMEHHbIM  TpeboBaHMAM  MAM  MpU  NONyYEeHUN
nHdopMauum O HEeCOOTBETCTBMM [AdaHHbIX 00 addekTmBHOCTM M O 6e3onacHoCTU
nekapCTBEHHOro npenapaTta [LaHHbIM O JIEKapCTBEHHOM nMpenapaTte, cogepXawmmca B
WHCTPYKUUM MO €ro nNPUMEHEHUIO (B TOM YUCME BbISBMEHHbLIX B XO4€ OCYLLECTBMEHUS
papmakoHag3opa  KOHTPOJSIbHO-HAO30pPHbIMW  OpraHamMu  WMHOCTPaHHbIX  rOCydapcTB),
YNOSTHOMOYEHHbIN (hefeparnbHbli OpraH WCMOMHUTENbHOW BIlaCTM B YCTAHOBMEHHOM UM
nopsiake paccMmaTpuBaeT BOMPOC O MPUOCTAHOBIIEHUN NMPUMEHEHNS TaKOro NEKapCTBEHHOIO
npenaparta.

Cratbs 65. [lpnocTtaHoBneHNe NPMMEHEHNS NIEKAPCTBEHHOIO Npenapara

1. Tlpy nonyy4yeHMn UHGOPMALMM O HeXenaTesnbHbIX peakumsax Mpu MPUMEHEeHUN
NeKapCTBEHHOro npenaparta, He yKa3aHHbIX B MHCTPYKUUU MO NPUMEHEHUIO NeKapCTBEHHOMO
npenapaTta, Cepbe3HbIX HexenaTesnbHbIX peakunax, 06 0COBEHHOCTAX ero B3aMMogenCcTBuA ¢
ApYrMMun nexkapcTBeHHbIMU NpenapaTamMu, KOTopble MOryT NpeacTaBnsiTh Yrpo3y XU3HU UNu
340pOBbl0  YeroBeka nMBO KMBOTHOMO, a TakkKe O HeCOOTBETCTBUM AaHHbIX 06
3peKTUBHOCTM N 0 BE30MaCHOCTMN NEKAPCTBEHHOIO NpenapaTa AaHHbIM O NEKapCTBEHHOM
npenapaTte, coAepXawumcsi B WHCTPYKUMM MO €ro MpUMEHEeHuto, B TOM 4ucne ot
YMNOMHOMOYEHHbIX OPraHOB WMHOCTPAHHbIX FrOCy4apcTB, OOMEH KOTOPOW OCYLLEeCTBASETCS B
COOTBETCTBUM C COrMMalleHNAMM MeXay YNOSIHOMOYEHHbIM  dpefeparnbHbiM  OpraHoM
WCMONHUTENTbHOW BNactTM U YNOSIHOMOYEHHbIMM OpraHaMy UWHOCTPAaHHbLIX roCyaapcCTB,
YNOSTHOMOYEHHbIN (hefeparnbHbi OpraH UCMOMHUTENbHOW BflaCTU paccMmaTpmBaeT BOMNPOC O
BO3MOXXHOCTM NPUOCTAHOBNEHUSA 0OpaLLeHNss Takoro NIeKapCTBEHHOrO npenapara B Nopsiake,
YCTaHOBIEHHOM YMNONIHOMOYEHHbBIM dhefepanbHbiM OPraHOM UCMONHUTESNbHOW BRacTu.

2. [lpy HeucnomHeHUM wnNu HeHagnexawem WCMONMHEHUN OepXaTensaMu unm
Bnagenbuamu perncTpaunoHHbIX yOOCTOBEPEHUI NeKapCTBEHHbIX npenaparos,
PUONYECKUMN NTNLAMKN, HA UMSA KOTOPbIX Bbl4aHbl paspeLlleHnst Ha npoBeaeHne KITMHNUYECKUX
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uccnegosaHnn B Poccuinckon depgepaumm, WM YNOAHOMOYEHHBIMW UMW OPYTUMU
opugndeckumm  nuuamm  06s13aHHOCTEN, YCTAHOBMEHHbIX 4YacTamu 3 wm 4 cratbum 64
HacTosiwero ®epepanbHOro 3akoHa, nNMMBoO B cryvasix npeacTaBfeHns COOTBETCTBYHOLLUM
YNONHOMOYEHHbIM  dbefiepalibHbIM  OPraHOM  UCMOSIHUTENBbHOM BNacTW  3aKMiOYeHus o
HEeJOCTOBEPHOCTU pe3ynbTaToB KIMHUYECKOro MUCCrneaoBaHUs fekapCTBEHHOro npenapara
A9 MeQULUMHCKOro NPUMEHEHUS, KOTOpPOe OCHOBAHO Ha pe3yrnbTaTtax NpoBepKU MeULNHCKON
opraHusauuun, NPoBOAUBLLEN YKa3aHHOE KITMHUYECKOe MCCrefoBaHne C HapyLleHnem npasun
Hagnexaweun KNMHUYECKON NpakTUK1, U NPUBESO K MOyYEeHUI0 He4OCTOBEPHbIX pe3ynbTaTos,
nnbo B criyyae HeBbINOMHEHUS NpPeanucaHns, BbIJAHHOTO YNOSTHOMOYEHHbIM dhefeparibHbIM
OpraHoM MCMOMHUTENBbHON BNAacTM MO WUTOram OCYLLIECTBMEHUS BbIOOPOYHOrO KOHTPONSA
KadecTBa  JleKapCTBEHHOro npenapaTta, YMNOSIHOMOYEHHbIN  pbefeparnbHbii  opraH
WCMONHUTESNIbHOW BIlaCTM B YCTaAHOBMEHHOM WM TMOpPsSAKe paccMmaTpuBaeT BOMPOC O
NPUOCTaHOBMNEHNN MPUMEHEHUS Takoro NekapCTBEHHOro npenapara.

3. YNonMHOMOYeHHbI  defeparibHbIi - OpraH  UCNOSHUTENbHOW  BrRactu  npwu
npeacraBneHnn eMy cBefeHun O HECOOTBETCTBMM MPOM3BOAUTENS NEKapPCTBEHHbIX CPEeaCcTB
TpeboBaHUAM npaBun Hagnexalwen npou3BOACTBEHHOW MPaKTUKM U (MNM) O HapyLueHUu
NUUEH3NOHHBLIX  TpeboBaHuW, KoTopble ObiMM  BbISABNEHbI B Xo4e  NpoBedeHus
WHCNEKTUPOBaHUA  MPOU3BOAMTENS  JIeKapCTBEHHbIX CPeACTB  WNU  OCYLLECTBIEHUS
NNUEH3NOHHOro KOHTPOSA B cdepe Npou3BoACTBa JIEKAaPCTBEHHbIX CPeaCTB U NpuUBenn unm
MOryT TMpMBECTU K MPOU3BOACTBY JIEKApCTBEHHbIX MpenapatoB And MeAULMHCKOro
NPUMEHEHNSA, MPUYNHUBLLNX UM CMOCOBHBIX MPUYUHUTD BPEL XXU3HWU U 300POBbIO rpaXaaH,
paccmaTpmBaeT BONPOC O NPUOCTAHOBMEHUN NPUMEHEHNS NeKapCTBEHHbIX NpenapaToB Ans
MeANLMHCKOro NpUMEHEHUS B YCTAHOBITIEHHOM UM NopsaaKe B CredyoLwwmx cnyyasx:

1) coctaB u (MnNKM) TEXHONOrMMA MPOM3BOACTBA JEeKapCTBEHHOrO npenapaTta Ans
MeONLUMHCKOrO NpUMEHeHna (C onucaHueMm CTaguin NpOU3BOACTBA) OTNMYalTCA  OT
3asBNEeHHbIX B PErMcTpaumoHHOM OOCbe;

2) nekapCTBEHHbIN npenapaTt Ansa MeOUUMHCKOrO MNPUMEHEHUs npousBedeH Ha
NPON3BOACTBEHHOM NSioLaake, He yKkasaHHOM B permcTpaumoHHOM 4OChE;

3) Yy npousBOAUTENS  NEKapCTBEHHbIX CPeaCcTB  OTCYTCTBYKT  [JOKYMEHThI,
noaTeepXxjatoLLine COOTBETCTBME KayecTBa NeKapCTBEHHOro npenaparta Ans MeauuMHCKOro
NPUMEHEHNs, BBOAMMOrO B rpakgaHckunm obopoT, TpeboBaHMAM, YyCTaHOBMIEHHbIM MpU €ero
rocyapCTBEHHOMW perncrpaumu;

4) npousBoOAUTENIEM NEKAaPCTBEHHbIX CPEACTB B COrnacoBaHHbI C COOTBETCTBYHOLLUM
YMNOMHOMOYEHHbIM befepanbHbiM OpPraHOM WUCMOSHUTENbHOW BlaCTM CPOK He YCTpPaHEeHbI
HapyweHuss TpeboBaHUN npaBwun Haanexaiwlen npon3BOACTBEHHON MPaKTUKM W (4nn)
NULUEH3NOHHBLIX  TpeboBaHuW, KoTopble ObiMM  BbISABNEHbI B Xo4e  NpoBedeHus
WHCMEKTUPOBaHUSA  MPOU3BOAUTENS  NIeKapCTBEHHbIX CPeACTB UMM OCYLLECTBIIEHUS
NULEH3MOHHOIO KOHTPONSA B cpepe NpoM3BOACTBA fIEKapCTBEHHbLIX CPEACTB U NPUBENU UNn
MOryT TMpMBECTUM K MPOU3BOACTBY JleKapCTBEHHbIX npenapaTtoB Ans  MeAUUUHCKOro
NPUMEHEHNSA, MPUYNUHUBLLNX UM CIOCOBHBIX NPUYMHUTL BPEA XU3HW UM 300POBbI0 rpaXKaaH.

4. YNONHOMOYEHHbIN dpefieparibHbIi OpraH UCMOMHUTENbHOM BracTu Npu Hanuyum y
Hero cBeJeHUNn O HEeCOOTBETCTBUM MPOU3BOAUTENSA NeKapCTBEHHbIX cpeacTB TpeboBaHUAM
npaBun Hagnexailien nNpousBOACTBEHHOW MPAKTUKUW U (UNW) O HapPyLUEHUUN NULEH3UOHHbIX
TpeboBaHUN, KoTopble ObiNM BbISABNEHbI B X04€ MPOBEOEHUS  UHCNEeKTUpOBaHUSA
npounssBoauTensa NekapcTBEHHbIX CPeACTB UM OCYLLEeCTBEHUS NNUEH3MOHHOrO KOHTPONSA B
cepe nNpPOU3BOACTBA JIEKAPCTBEHHbIX CPeACcTB W NPUBENU WM MOryT MpPUBECTUM K
NPOU3BOLCTBY NleKapCTBEHHbIX NpenapaToB ANs BeTEPUHAPHOIo NPUMEHEHUS, NPUYUHUBLLNX
NN CNOCOBHbLIX MPUYUHUTD BPE XMU3HM UNU 340POBbLI0 XUBOTHLIX, paccMaTpmsaeT BONPOC O
NPUOCTAHOBMEHUN peanu3auum W NPUMEHEHUA  NEeKapCTBEHHbIX npenapaTtoB  And
BETEPMHAPHOro NPUMEHEHNSA B YCTAHOBMEHHOM UM NOpsSaKe B cnegylowmnx cnyyasax:

1) coctaB u (MnNnM) TExXHONOrMA MNPOU3BOACTBA JleKapCTBEHHOro npenapaTta Ans
BETEPMHApPHOro npuMeHeHus (C onucaHnem CcTagui NPOM3BOACTBA) OTNMYalTCsa OT
3asiBIeHHbIX B PErMCTPaLMOHHOM JOChE;
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2) neKapCTBEHHbIN npenapaT AN BETEPUHAPHOro MNPUMEHEHUsT NPOou3BeLEeH Ha
NPOU3BOACTBEHHOW NNowaaKke, He yKasaHHOW B perMcTpauuoHHOM JOChE;

3) Yy npou3BOAUTENS  NEKApPCTBEHHbIX CPEeACTB  OTCYTCTBYKT  [OKYMEHTHI,
noaTBepXXaaroLme COOTBETCTBME KayeCTBa SleKapCTBEHHOroO npenapara ans BeTepuHapHOro
NPUMEHEHNS, BBOAMMOIO B rpaxgaHckmin obopoT, TpeboBaHWAM, YCTaHOBIIEHHbIM MpU €ro
rocygapCTBEHHOW permcrpauuu;

4) npon3BOANTENIEM NEKAPCTBEHHbBIX CPEACTB B COMMacoOBaHHbIM C COOTBETCTBYHOLLMM
YNONHOMOYEHHbIM doefiepalribHbIM OpPraHOM WCMOMHUTENbHOM BNacTM CPOK He YCTPaHeHbI
HapylweHnss TpeboBaHUM NpaBunl Hagnexawlen npou3BOACTBEHHOM MPAKTUKA U (Unn)
NMNUEH3NOHHBLIX  TpeboBaHuW, KOTopble ObiNMM  BbISABNEHbBI B XO4e  NPOBEAEHUS
WHCMEKTMPOBaHMS  MPOU3BOAUTENST  NIEKApCTBEHHbLIX  CPEACTB UMM OCYLLECTBIIEHUS
NULEH3NOHHOIO KOHTPOIS B cdhepe NpoM3BOACTBA NEKAPCTBEHHbIX CPEeACTB U NpUBENN UNn
MOryT MpMBECTM K MPOU3BOACTBY JleKapCTBEHHbIX MpenapaTtoB AN BeTepUHapHOro
NPUMEHEHNS, NPUYNHUBLLUMX WM CMOCOOHBLIX MPUYMHUTL BPEed XU3HUM WU 300POBLIO
YKUBOTHbIX.

CraTtbsa 66. MIHdopmauuma o pesynbtatax dpapmakoHagsopa

YnonHoMmoyeHHbI doefepanbHbIi OpraH UCNOSTHATENBHOW BRAcTW, OCYLLECTBAIOLLMN
hapmakoHag3op, Haxogsawmxca B obpawieHnn B Poccuiickon ®epepaunn, no pesynbTatam
dhapmakoHag3opa pasMelaer Ha cBoeM oduvunanbHoM cante B cetn "UHTepHeT"
MHOPMALMIO O NPUHATBIX PELLEHUSIX O BHECEHUN U3MEHEHUS B MHCTPYKLMIO NO NMPUMEHEHUIO
nekapCTBEHHOro npenapaTta, 0 NPMOCTAHOBIIEHNN MPUMEHEHUS NEKapCTBEHHOIO npenapara,
00 n3vATUM N3 obpalleHns NnekapCTBEHHOro npenaparta unn o BO30O6HOBNEHUN NMPUMEHEHUS
nekapCTBEHHOro npenapara.

MnaBa 14. Uupopmauma o nekapCcTBEeHHbIX Npenapartax. Cucrema MOHUTOPUHra
ABUXEHUS NeKapCcTBEHHbIX NpenapaTtoB AN MeAULIMHCKOro NpuMeHeHus

Cratba 67. VMHdopmauua o nekapcTBeHHbIX rnpenapatax. Cuctema MOHUTOPUHra
ABWKEHUS NEeKapCTBEHHbIX NpenapaToB A1 MeAULMHCKOro NpuMeHeHNs

1. WHdopmaumss O rnekapCTBEHHbIX npenapaTtax, OTMyCKaeMbIX MO peuenTty Ha
NeKapCTBEHHbIN Npenapar, A0SPKHA coAepXaTbCsl TOSNbKO B CNeLMann3npoBaHHbIX U30aHUsX,
npegHasHa4yeHHbIX AN MeAUUMHCKMX, (apMaLeBTUYECKUX, BeTepuMHapHbIX pPabOoTHMKOB.
MHbopmaumsa o nekapcTBEHHbIX npenapartax Ans cneuvanuctoB B obnactu obpauieHus
NEeKapCTBEHHbIX CPeaCcTB MOXET codepXaTbCs B MOHOrpadusax, cripaBOYHMKAX, Hay4HbIX
cTaTbsX, B OOKMagax Ha KOHrpeccax, KOH(epeHuMsiX, CUMMNOo3nymMax, HayyHbIX cOBeTax, a
TaKkKe B MHCTPYKUMSX MO NPUMEHEHUIO NTEKapCTBEHHbIX NpenapaTos.

2. NHdopmaumss O nekapCTBEHHbIX Mpenapatax, oTnyckaeMblx 6e3 peuenta Ha
NeKapCTBEHHbIN Npenapart, MOXeT codepXaTbCa B nybnukaumsax n obbsABNEHUsSX CpeacTs
MaccoBOW MHOpMaLMN, CneunanmanpoBaHHbiX U OBLLMX NeYaTHbIX U3OaHUAX, NHCTPYKLUMUAX
No MPUMEHEHUNIO NEKApCTBEHHbLIX MpenapaTtoB, MHbIX M3AaHuUsX cybbekToB obpalleHus
NeKapCTBEHHbIX cpeacTB. PeknamHble MaTepuanbl O JIEKapCTBEHHOM Mpenaparte,
oTnyckaemMom 06e3 peuenta Ha neKapCTBEHHbIW npenapaT, LOMKHbl COOTBETCTBOBATb
WHCTPYKLUUKM NO NPUMEHEHUIO NIEKapCTBEHHOIO npenapara.

3. Jonyckaetca ucnonb3oBaHuMe nOObIX MaTepuarnbHbIX HOCUTENEW, NO3BOMSOLLMX
XpaHUTb, NepedaBaTb M UCMNOMb30BaTb MHGAOPMALMIO O NIEKAapCTBEHHbIX nNpenapaTtax 6e3 ee
NCKaXKeHns1.

4. [Ona uenen wnoeHTUPUKaAUUM YNaKoOBOK JleKapCTBEHHbIX npenapaToB AJS
MEOMLMHCKOIO MPUMEHEHUS MPOU3BOAUTENN JIEKAPCTBEHHbLIX CPeACTB B NOPsSAKe,
ycTaHoBneHHoMm [lpaButensctBom Poccunckon depepaumm, HAHOCAT Ha MNEPBUYHYIO
YyNaKoBKY (B OTHOLUEHUW NeKapCTBEHHbIX NpenapaTtoB AN MeAULUHCKOrO NpUMEHEHUs, ans
KOTOPbIX He npefycMOTpeHa BTOpUYHAasi YnakoBKa) M BTOPUYHYHO (NOTPEOUTENbLCKYHO)
YNaKOBKY JIEKapCTBEHHbIX npenapatoB [And MeOUMUMHCKOro MNpUMEHEHUa cpeacTsBa
noeHTurKaummn, 3a UCKNIYEHUEM JeKapCTBEHHbIX MpenapaToB ANd  MeAMLUHCKOro
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NPUMEHEHNS, NPOM3BOAUMbBIX [OMS NPOBELEHUS KIIMHMYECKUX MWCCreaoBaHUKW, 3KCnopTa,
NeKapCTBEHHbIX MpenapaToB ANA MeOUUMHCKOrO MPUMEHEHUs, yKasaHHbIX B 4acTax S5 u 8
ctaTbk 13 HacTosLwero ®egepanbHOro 3akoHa.

5. Xapaktepuctukun cpeacrtea naeHtumkaumm, nopsagok ero HaHeceHus n TpeboBaHns
K CTPYKType un dopmaTy WHGOpMaLUK, KOTOPYH COOEPXUT CPeacTBO uaeHTUukaumm,
onpegenstoTca MNpasutenscTtBoM Poccuickon ®eaepaunn.

6. Mopsagok co3gaHnd, passuTUs, BBOAA B SKCMyaTauuio, akcnnyatauum n Bbisoga u3
aKcnnyataumMmM CUCTEMbl  MOHWUTOPUHra [ABWMXXEHUS JIeKapCTBEHHbIX npenapaTtoB And
MEOMLMHCKOrO NPUMEHEHUS, MOPSAOK NpefocTaBfeHust MHpopMauun, copepxallencs B
CUCTEME MOHUTOPUHra [OBMXEHUA JIeKapCTBEHHbIX npenapaTtoB And  MeOuLMHCKOro
NPUMEHEHNS, N NOPSAOK B3aUMOLENCTBUS YKa3aHHOW CUCTEMbI C UHBIMU FOCY4apCTBEHHbIMMU
MHPOPMALNOHHBIMU CUCTEMaMU U MHAOPMALMOHHBIMW CUCTEMaMU KOPUONYECKUX NUL, U
MHOMBMAYANbHbLIX NpeanpuHUMaTtenen, ykasaHHbiX B 4actax 7 M 10 HacToswen craTtbwm,
yctaHasnuBatTtca [lpaButensctsom Poccunckon Pepepaumn. OnepaTopamn  CUCTEMBbI
MOHUTOPUHIaA [OBWXEHWUS JEKapCTBEHHbIX npenapaToB AN MEOULUMHCKOro MNpUMEHEHNS
ABNATCA  (pefepanbHbIA - OpraH  UCMOMHUTENbHOM BracTm wn  (Mnn)  opraHusaums,
ynonHomMmo4eHHble NpasutensctBomM Poccuinckon denepaumn.

7. KOpuandeckne nvua M WHOMBUAYanbHblE NpeanpUHUMAaTENN, OCYLLECTBRSOWME
NPoOn3BOACTBO, XpaHeHune, BBO3 B Poccuickyto Pegepauuto, OTNyCcK, peanusauuio, nepeaadyy,
NPUMEHEHNE U YHUYTOXEHME JNIEKAPCTBEHHbBIX NpenapaToB A MEeAULMHCKOro NPUMEHEHWS,
oGecneynBaloT B NopsgKke U B coctaBe, KOTopble yCcTaHOBMNEHbI [NpaButensctBom Poccuinckom
depnepaumm ¢ y4eTOM BUAa OCYLLECTBASEMON MU OEATESNbHOCTU, BHECEHNE MHOPMaLUKN O
NeKapCTBEHHbIX Mpenapartax And MeaWUUHCKOrO MPUMEHEeHUss B CUCTEMY MOHUTOPUHra
ABWKEHUS NEKAPCTBEHHbIX NpenapaToB A1 MeEAULMHCKOTO NPUMEHEHNS.

8. OpraHusaunss WMHPOPMALMOHHOIO B3aUMOOENCTBUS CUCTEMbI  MOHUTOPUHIA
OBWKEHUS TEKapCTBEHHbIX MpenapaToB AN MEAMUUHCKOrO MNPUMEHEHUA C  UHbIMU
rocyaapCTBEHHbIMU  MH(OPMAUNOHHBIMK  cucTemamum obecnevvMBaeTcss B TOM  YuUcne
nocpeacTtBoM  MHAGPACTPYKTypbl, obecneumBarollen MHEGPOPMALMOHHO-TEXHOOIMYEeCcKoe
B3aMMOJencTBMe WHMPOPMALUUOHHBLIX CUCTEM, WUCMOMNb3yeMblXx ANd npeaocTaBrieHus
rocygapCTBEHHbIX W MyHUUMMAnbHbIX  YCAYr W UCMOSIHEHUS FOCYAApPCTBEHHbIX U
MYHUUMNANbHbIX (PYHKUUW B 3NEKTPOHHOU hopMe.

9. O6wenoctynHasa nHopmaums, cogepxallasiCa B CUCTEME MOHUTOPUHIA ABMKEHUS
NEeKapCTBEHHbIX rpernapaTtoB AN  MEeOUUMHCKOrO  MPUMEHEHWs, pasMellaeTcs B
MHPOPMALNOHHO-TENEKOMMYHUKAUNOHHON ceTun  "MHTepHeT" (B TOM 4ucne B dopme
OTKPbITbIX AaHHbIX) B NOpsiake, ycTtaHoBneHHoM [MpaButensctBoM Poccunckon denepaumn.

10. MNMpousBogMTenn nekapCTBEHHbIX CPeACTB MOSyvalT coaepXallytocsi B cucteme
MOHUTOPWUHIa [OBWXEHUS JeKapCTBEHHbIX npenapaToB Ans MeOUUMHCKOro nNpuMeHeHUs
MHOPMAaUMIO O Cepusix U MapTUsX NeKapCTBEHHbLIX NpenapaTtoB, NPOM3BOAMMbBIX UMW U
HaxogALWmMXcs B rpaxkgaHckom obopoTte B Poccunckon depepaumm, 6€3803mMe3aHO.

11. 3a Npon3BOACTBO MMM NPOAaXy fNeKapCTBEHHbIX NpenapatoB Afs8 MeLUUMHCKOro
npumeHeHna 6e3 HaHeceHus CpeacTB MAEHTUdUKaUUW, C HapyleHWEM YCTaHOBIEHHOrO
nopsigka MX HaHECeHWsl, a Takke 3a HEeCBOEBPEMEHHOE BHECEHME [aHHbIX B CUCTEMY
MOHUTOPWUHIa OBWXEHUS NEeKapCTBEHHbIX NpenapatoB AnA MeAUUUHCKOrO MpUMEHEeHUs unuv
BHECEHME B Hee HeOOCTOBEPHbIX [AdaHHbIX lopuaudeckue nuua W  uMHaAMBUAOYyanbHble
npegnpuHUMaTenu, ykasdaHHble B YacTsx 4 U 7 HacToSLeN cTaTbW, HECYT OTBETCTBEHHOCTbL B
COOTBETCTBUM C 3akoHOAaTeNbLCTBOM Poccuiickon ®eaepaunn.

12. TlpaButenbctBo Poccuiickon ®Pepepauumn BnpaBe YCTAaHOBUTb OCOBGEHHOCTM
BHEOPEHNUST CUCTEMbl  MOHUTOPWUHra  OBWXKEHUS  NEeKapCTBEHHbIX npenapatoB  Ans
MeANLMHCKOrO NMPUMEHEHUS, BKIKOYas CPOKUM ee BHeAPEHUS, B OTHOLLUEHUUN NeKapCTBEHHbIX
npenapaTtoB [AN8 MEOUUMHCKOrO MPUMEHEHUS, BKIIHOYEHHbIX B MNepeYeHb >KU3HEHHO
HeOOXOAMMbBIX W BaXXHEWLIMX NEeKapCTBEHHbIX MpenapaToB, JleKapCTBEHHbLIX MpenapaTos,
npegHasHayeHHblx Ans obecnedeHus nuu, 60MbHbLIX remModunmen, MyKOBUCLMOO30M,
rmnocumsapHbIM - HaHM3MOM, ©onesHbio [owe, 3noKayeCcTBEHHbIMWU HOBOOOGPA30BaAHUAMM



NMMMAONAHON, KPOBETBOPHOM W POACTBEHHLIX UM TKaHEW, pacCesiHHbIM CKepo3oM, vy,
nocrnie TpaHCMnaHTauun opraHoB U (MNM) TKaHEW, WHbIX JIeKapCTBEHHbIX MnpenapaToB Ans
MeANLMHCKOrO NPUMEHEHMS.

MnaBa 14.1. OrpaHnyeHuns, HanaraemMmble Ha opraHu3auum, ocyLecTBRAOLWMe
DeATeNbHOCTb NO OOpaLLEeHUIO NIeKapCTBEHHbIX CPeacTB

Cratba 67.1. OrpaHudeHus, Hanaraemble MNpU OCYLLECTBIIEHUMN AEATENbHOCTM B

chepe obpalleHnsa nekapCTBEHHbIX CPeACTB

1. OpraHunsauuu, 3aHumMatromecs paspaboTkon, NPon3BoACTBOM U (MNK) peanusaumen
NeKapCTBEHHbIX NpenapaTtoB AN MeOULMHCKOro NpUMEHeHus, opraHusauuu, obnagawowme
npaBamMyM Ha MCMNONb30BaHWE TOProBOro HaMMEHOBaHUS FIEKApPCTBEHHOro npenapaTta Ans
MEANLMHCKOro NpUMEHEHNs, oOpraHn3aumm onToBOW TOPrOBIM NEKapCTBEHHbIMU CPeaCTBaMM,
anTeyHble opraHm3auumn (UX npeacTaBUTENW, MHble U3NYECKME W opuauyeckme nuua,
OCYLLECTBNAOLWME CBOW [OeATENbHOCTb OT WMMEHW 3TUX OpraHM3aumn) B OTHOLUEHWUMU
MeANLMHCKNX pabOTHMKOB 1M pyKOBOAUTENEN MEANLMHCKUX OpPraHnM3aumin He BnpaBse:

1) BpydaTb nogapku, BbiNNa4YMBaTh [OEHEeXHble cpeactsa  (3a  UCKIHYEHUEM
BO3HArpaXXgeHnn no JoroBopaMm nNpu  MPOBEAEHUN  KIMHUYECKUX  UCCnenoBaHumn
NeKapCTBEHHbIX NpenapaTtoB 4151 MeAULMHCKOrO NPUMEHEHUs1, BO3HarpaxxaeHum, CBA3aHHbIX
C OCYyLeCTBMEHNEM MeAUUMHCKUM paboTHMKOM nedarormvyeckon u  (Mnu) HayyvyHowm
AeATenbHOCTN), B TOM YMCrie onnadmBaTb pasBnevYeHns, oTablx, Npoe3a K MecTy oTabixa, a
TaKke NpuMBMEKaTb K y4acTUO B pasBriekaTesflbHbIX MepOonpuUSTUAX, NPOBOAUMbBIX 3a CYeT
CBOMIX CPEACTB;

2) 3aknwyaTb COrMaweHns O Has3Ha4YeHUn wunu  pekoMeHgaumm naumeHTam
NleKapCTBEHHbIX NpenapaToB A8 MeANLUHCKOro NpUMEHEHUS (3a UCKITIOYEHMEM AOrOBOPOB O
NpoBeAeHUN KINNMHUYECKUX MCCIeLOBaHUN NEKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro
NPUMEHEHNS);

3) npepocTaBnATb 00pasubl JleKapCTBEHHbLIX MpenapaToB And  MeauuUMHCKOro
NPUMEHEHNA B LENsX BpYy4YEeHUs nauMeHTam (3a MCKNIYEHWEeM CrnyyaeB, CBSA3aHHbIX C
NpoBeAeHNEM KITMHUYECKMX UCCNeoBaHUA NeKapCTBEHHbIX NpenapaTtoB ANg MeauMUMHCKOro
NPUMEHEHUS);

4) npepocTaBnATb HEAOCTOBEPHYIO W (UN) HEMOJSTHYIO NHOPMALNIO O JIEKapPCTBEHHbIX
npenapaTax 4ss MeguuUMHCKOro NPUMeEHEHNS;

5) nocewatb nx B paboyee BpeMsa Ha paboymx MecTax, 3a MCKMOYEHUEM CRy4Yaes,
CBSI3aHHbIX C NPOBEAEHMEM KIMHUYECKUX UCCNeLOBaHWA NEKapCTBEHHbIX NpenapaTtoB Ans
MEAVLUMHCKOrO MNPUMEHEHNS, C yyacTMeM B MNopsdKe, YCTaAHOBIIEHHOM pPyKOBOAUTENEM
MeANLMHCKOWN opraHusauum, B cOBpaHnax MeauumMHCKNX paboTHMKOB U UHBIX MEPONPUATUSAX,
HanpaBneHHbIX Ha MOBbIWEHME WX NPOGECCMOHANBHOIO YPOBHS UMM Ha NpeaocTaBneHue
MHdOpMaUUK, CBA3AaHHOW C OCYLLECTBNEHMEM MOHUTOPUHra 6e30MacHOCTM NeKapCTBEHHbIX
npenaparTos;

6) nobyxaaTb K BbIMUCLIBAHUIO JEKAPCTBEHHbIX MpenapaTtoB Ans MeOULUMHCKOro
npuMeHeHna Ha GnaHkax, coaepXalmx MHoOpMaUUnIo peKNnamMHOro xapakrtepa, a Takke Ha
peuenTypHbIX BnaHkax, Ha KOTOPbIX 3apaHee HarneyaTaHO HaMeHOBaHME NeKapCTBEHHOIO
npenapara aAns MeguuUUHCKOro NpUMeHeEHNS.

2. OpraHusauumn, ykasaHHble B ab3aue nepBoM 4actm 1 HacToswen cTaTbM, U UX
npeacTaBuTeENn B OTHOLIEHMM bapMaLeBTMYECKMX PabOTHMKOB U PyKOBOAUTENEN anTeYHbIX
opraHmsauumn He Bripase:

1) BpyyaTb NoAapku, BbiNflayMBaTb OEHEXHble CPeACTBa, B TOM 4YMCNe OnnaynBaTtb
pasBrieyeHust, oTablX, Npoesn K MecTy oTAbiXa, U NpuBNeKaTb K y4acTUIO B pa3BriekaTesbHbIX
MEPONPUATUSAX, NPOBOAMMbIX 32 CHET CBOUX CPEACTB;

2) npegocTaBnAaTb 00pasubl NIEKApPCTBEHHbIX MNpenapatoB  Ans  MeOULMHCKOro
NPUMEHEHNSA ANs BPyYEHUS HAaCENEHMIO;

3) 3aknw4atb CcorfnaweHns O  NpPeaniokKeHUM  HaceneHuw  onpeneneHHbIX



NeKapCTBEHHbIX NpenapaToB A1 MeAUUMHCKOIO NPUMEHEHUS;
4) npepocTaBnATb HEAOCTOBEPHYIO U (UN) HEMOJSTHYIO NHOPMALNIO O JIEKapPCTBEHHbIX
npenapaTtax Ans MeOULMHCKOTO MNPUMEHEHNA, B TOM 4UCMEe WMEKLWNX OAMHAKOBOE
MeXayHapoaHoe HenaTeHTOBaHHOEe HauMeHOBaHMe.
Cratba 67.2. TpeboBaHna K opraHu3aumMm M NPOBEOEHMIO HAyYHbIX MEPONPUATUMN,
WHBbIX MEPONPUATUN, HanpaBfiEHHbIX Ha MNOBbIWEHWE NPOdeCCNOHaNbHOIO
YPOBHA MEOULMHCKMX pabOTHMKOB WNU Ha npegocTaBneHne uHdopmaumu,
CBSI3@HHOW C OCYLLECTBIIEHMEM MOHUTOPUHra 6e30nMacHOCTU NeKapCTBEHHbIX
npenapaTos

1. MNpu nposBegeHNN HayYHbIX MEPOMPUATUN, UHBIX MEPOMNPUATUA, HaNpPaBMEHHbIX Ha
noBbllLEHME  MPOMECCUOHANBHOMO  YPOBHA  MEAMUMHCKMX  paboTHMKOB  MnuM  Ha
npegocTaBfieHne  CBA3AHHOW  C  OCYLIEeCTBIIEHMEM  MOHUTOPUHra  6Ge3onacHoOCTM
NeKapCTBEHHbIX MpenapaToB WHGOPMauuK, OpraHn3yembiX OpraHMsauusiMy, ykasaHHbIMWU B
absaue nepBom yactu 1 cratem 67.1 Hactoawero ®PenepanbHOro 3akoHa, MX
npegcrasutenaMm n (unuv) dUMHaHCUPYEMbIX 3a CYET CPeACTB 3TUX OpraHmsauum n ux
npegcraBuTernien, sanpeLaeTca NPensaTCTBOBaTb Y4aCTUIO B YKa3aHHbIX MEPONPUATUAX UHbIX
opraHuMsauun, KoTopble NPOU3BOAAT WAW peanu3yloT NeKapCTBEHHble npenapaTbl Ans
MEANLMHCKOrO NMPUMEHEHUST CO CXOXMM MEXaHM3MOM (bapMaKonorm4yeckoro encTems, nNMbo
co3faBaTb OUCKPUMUHALMOHHbBIE YCNOBUA ONA OOHUX YYACTHUKOB MO CPaBHEHUIO C APYruMu
y4yacTHUKaMn, a UMEHHO:

1) npepocTtaBnATb pasfiMyHOE KOMMMYECTBO BPEMEHU ANS BbICTYMNSIEHUA YYaCTHUKOB,
pasnuyHble MO pasMepy 3aHMMaemMon nnowiagu Mecrta Ana AeMoHCcTpauuum obpasuos
NeKapCTBEHHbIX NpenapaToB Ans MeANLNHCKOro NPUMEHEHUS UNW PeKnaMHbIX MaTepuarnos O
NeKapCTBEHHbIX NpenapaTax Ana MeOULMHCKOrO NMPMMEHEHUs Ha 3KCMNOo3nLumMsx, cTeHaax, 3a
NCKIMIOYEHNEM CIlyYaeB, eCriv Takme YCroBUA 3aKpenneHbl B CornalleHnax 3Tmx opraHnsauuim,
Ux npegcrasuTenen o ((PUHAHCMPOBAHUM YKa3aHHbIX MeponpusaTUiA KU 0BYyCroBMEHbI
pasnuyHbIMK 3aTpaTaMy y4aCTHUKOB Ha UX OpraHn3aumio;

2) ycTaHaBnuBaTb pasmep B3HOCA ANA Y4YaCTHUMKOB MEPONPUSATUNA, YKa3aHHbIX B
ab3aue nepBOM HaCTOAWEW 4YacTu, MpeBbIAKWMIA CyMMY 3aTpaT Ha opraHusaumio
yKasaHHbIX MeEpOnpuUATUA 1 Beaywun K HeobOCHOBAHHOMY OrpaHUMYEHUI0 4ucrna ux
Y4aCTHUKOB.

2. OpraHusaumn, ykasaHHble B ab3aue nepBom 4actm 1 crtatbum 67.1 HacToswero
depnepanbHOro 3akoHa, WX npeacTaBUTENU, OCYLIECTBRASLWME opraHmsauuio n (unu)
PUHaHCUMPOBaHNE MEPOMPUATUA, YKasaHHbIX B 4Yactu 1 Hactoswen craTbn, 0643aHbl
obGecneunBatb AOCTYN K MHGOpPMaumm O AaTte, MecTe U BPEMEHN NPOBEAEHUS yKa3aHHbIX
MEpONpPUATUA, NnaHax, nporpaMmax MpPOBEAEHUS YKa3aHHbIX MEepPonpusaTMi Kn  Temax,
nnaHvpyemMblXx AOns  pPacCMOTPEeHusi, COCTaBe WX Y4aCTHUKOB MNyTeEM pasMeLleHus
COOTBETCTBYIOLLEN MHGOPMaUMM Ha CBOUX oduumanbHbiX cantax B cetun "MHTepHeT" He
nosgHee ABYyX MecsLeB 40 Havarna npoBeAeHNs yKasdaHHbIX MepOornpuUsaTUi.

3. VIHopmauma o npoBedeHUM MepOonpUSATUA, yKasaHHbIX B Yactm 1 HacTosiwen
CTaTbW, B CPOK, YCTAHOBMNEHHbIA YaCTbiO 2 HACTOSILLEN CTaTbW, AOIMKHA ObITb HanpasneHa B
doeaepanbHbIN OpraH UCNONHUTENBHOW BNacTu, OCYLLECTBAAOWMA OYHKLUUM MO KOHTPOSIO U
Hag30py B cpepe 3apaBoOOXpaHeHNd, AN nocnenywero pasMmeLlleHns ee Ha ouunanbHOM
caunTe 3TOro opraHa B cetn "IHTepHeT".

MnaBa 15. OTBeTCTBEHHOCTb 3a HapyLlleHue 3aKkoHoaaTenbcTBa Poccuinckon
depepaumm npm odpaLleHMn NeKapCcTBEHHbIX CPeACTB U BO3MeLleHue Bpeaa,
NPUYMHEHHOro 340POBLIO FpaxaaH BCrneacTBUe NpUMEHeHNA NeKapCTBEHHbIX

npenapaTtoB

Crtatba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHogaTtenbcTBa Poccunckon
depepaumm npu obpalleHnn nekapcTBEHHbIX CPeaCcTB
1. HapyweHne 3akoHogaTenbctBa Poccuiickon ®epepauumn npu  obpaleHum



NEeKapCTBEHHbIX CPeacTB BneyeT 3a CcoboM OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHoaaTtenbcTBoM Poccunckon denepaumn.

2. 3a HenpeacTaBreHne UnNn HECBOEBPEMEHHOE NpeacTaBneHne nHgopmaumm n (unum)
AOKYyMEeHTOB nnbo npeacTaBneHne HeAOCTOBEPHbIX MHAoOpMauMmM W (Mnn) LOKYMEHTOB,
npesyCMOTPEHHbIX  HacTtodAwmm  dPepgepanbHbIM - 3aKOHOM,  CyObekTbl  obpalieHus
NEeKapCTBEHHbIX CPeaCTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon ®egepaunn.

Cratba 69. BosmelweHune Bpena, NpUYMHEHHOrO 300POBbLID rpaxgaH BcneacTsue

NPUMEHEHNS NeKapCTBEHHbIX NpenapaTos

1. [powusBoguTenb neKapCTBEHHOro npenapata o06s3aH BO3MECTUTb  Bpen,
NPUYNHEHHBIA 340POBLI0 rpaxdaH BCMeACTBME MPUMEHEHMUSI NIEKapCTBEHHOro npenapara,
ecnu gokasaHo, YTo:

1) nekapCcTBEHHbIN npenapat MNPUMEHSANCA NO Ha3HAa4YeHUKD B COOTBETCTBMM C
WHCTPYKLUMEN NO NPUMEHEHUIO NTEKAPCTBEHHOTO Npenapara 1 NpMYNHON Bpeaa ABUICHA BBOL B
rpaxkgaHckum o6opoT HegoObpOKaYeCTBEHHOIO NNeKapCTBEHHOIO Npenapara;

2) Bped 300pOBbIO  MPUYUHEH  BCNeacTBME  HEeOOCTOBEPHOM  MHdopMauuw,
cogepxallemcsa B WMHCTPYKUMM NO NPUMEHEHUIO JEKAapCTBEHHOro npenapaTta, W3gaHHOM
npoun3BoaMTENEM NEKapCTBEHHOrO nNpenapara.

2. B cnyyae, ecnu Bpen 300pOBbIO rpaxaaH NPUYMHEH BCNEACTBME MNPUMEHEHUS
fleKapCTBEHHOro npenapaTta, NpuleaLlwero B HErogHOCTb B pe3ynbTaTe HapyLleHUs npaBun
XpaHEHUs1 NEeKapCTBEHHbIX CPeacTB, MNpaBwWil  ONTOBOW TOPrOBMM  NEKapPCTBEHHbIMU
npenapatamy, npasBun OTMNyCKa JEeKapCTBEHHbIX MNpenapaToB, MNpaBuil U3rOTOBMEHUA U
OTNyCKa fieKapCTBEHHbIX NpenapaToB, BO3MELLEeHNEe Bpeaa OCYLLECTBNAETCA COOTBETCTBEHHO
opraHmsaumnen ornToBoM TOProBfN NEeKapCTBEHHbIMKM CpeacTBaMu, anTey4yHOW OpraHm3aumen,
MHOMBMAOYaNbHbIM NpeanpUHUMaTENneM, WUMELNUMM NULEH3NI0 Ha (apMaueBTUYECKYHO
AEeATENbHOCTb UNU NULEH3NIO HA MEeAULMHCKYO OEeATENbHOCTb, MEOULMHCKON OpraHu3aumnen,
MMelLWen nUUEeH3n0 Ha  dapmaueBTUYecKkylo AedTenbHoCTb (ee  060CcOo6neHHbIM
nogpasgeneHvem (ambynatopuen, penbawepckum n henbawepcko-akyLepcKMM NyHKTamu,
ueHTpom (oTgoeneHuem) obuwen BpadebHOW (CEMENHOW) NpPakTUKW), PacrOnOXeHHbIM B
CENbCKOM HacCefleHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHass opraHusauus),
AO0NYCTUBLLMMW NPOAAXKY UM OTNYCK TaKoro NieKapCTBEHHOro npenapara.

3. BoamelleHune Bpena, NPUYNHEHHOIO 300POBLI0 FpaXKaaH BCNeacTBME NMPUMEHEHUs
NEeKapCTBEHHbIX MNpenapaToB WM COBEPLUEHUA NPOTUBOMPAaBHLIX AEUCTBUA CyObeKkTamm
obpalleHna  nekapCTBEHHbIX  CPeAcTB,  OCYLEeCTBNSAeTCs B  COOTBETCTBMM C
3akoHoaaTtenbcTBoM Poccunckon denepaunn.

NnaBa 16. 3aknuYuTenbHbIe NONOXEeHUA

Cratba 70. O npusHaHun yTpaTUBLUMMMK CUIY OTAENbHbIX 3aKOHOL4ATESNbHbIX aKTOB
(nonoxeHun 3akoHoaaTernbHbIX akToB) Poccumnckon ®epepauun

Mpu3HaTb yTpaTUBLLUNMMK CUSTY:

1) ®depepanbHbii 3akoH oOT 22 wumwoHA 1998 roga N 86-®3 "O nekapCTBEHHbIX
cpenctBax” (Cobpanue 3akoHogatensctBa Poccunckon ®egepaunn, 1998, N 26, ct. 3006);

2) ®epepanbHbln 3akoH OT 2 gHBaps 2000 roga N 5-©3 "O BHeCeHUM M3MEHEeHUs U
pononHeHnn B @epepanbHbin - 3akoH  "O  nekapctBeHHbIXx  cpeacTtBax"  (CobpaHue
3akoHogartenbcTBa Poccunckon depepauum, 2000, N 2, cT. 126);

3) cratbio 40 denepanbHoro 3akoHa oT 10 aHBaps 2003 roga N 15-03 "O BHeceHun
N3MEHEHNN U OOMONHEHMN B HEKOTOPbIE 3akoHodaTerbHble akTbl Poccunckon degepaumm B
cBa3n ¢ npuHatnem ®PegepanbHoro 3akoHa "O nMUEH3NPOBaHMUM OTAENbHbIX BUAOOB
pearenbHocTn" (CobpaHue 3akoHogaTenbctBa Poccuiickon ®eaepaumn, 2003, N 2, cT. 167);

4) ctatbto 31 depepanbHoro 3akoHa ot 30 uioHs 2003 roga N 86-d3 "O BHeceHuun
N3MEHEHNN MU OOMNOSIHEHUMA B HEKOTOpble 3akoHoAaTenbHble akTbl Poccuickon depepaumn,
NPU3HaHUM  yTpaTMBLUMMK  CUMYy OTAENbHbIX  3akoHOoAAaTemnbHbIX akToB  Poccunckon
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depnepaummn, NnpeaocTaBneHMn OTAENbHbIX rapaHTU COTPYAHMKAM OpraHoB BHYTPEHHUX Oen,
OpraHoB MO KOHTPOSI0 3a 0OOPOTOM HAPKOTUYECKUX CPEACTB U MCUXOTPOMHbLIX BELLECTB U
ynpasgHsieMblx oefeparbHbIX OpraHOB HANOroBoW NONULMK B CBA3W C OCYLLIECTBIIEHUEM MEP
Mo COBEPLUEHCTBOBAHUIO rocygapcTtBeHHoro ynpaeneHua" (CobpaHune 3akoHogaTenbCcTBa
Poccunckon ®egepaunn, 2003, N 27, c1. 2700);

5) crateto 101 ®PepepanbHoro 3akoHa oT 22 asrycta 2004 ropa N 122-03 "O
BHECEHMM W3MEHEeHMN B 3akoHodaTenbHble akTbl Poccurickon depepaumm 1M NpuU3HaHUK
yTpaTUBLLMMUM CUITY HEKOTOPLIX 3akOoHOAaTerbHbIX akToB Poccunckon defepaunm B CBA3U C
npuHaTnEM deaepanbHbiX 3akoHOB "O BHECEHUN N3MEHEHM KU OononHeHnn B ®eaepanbHbin
3akoH "O6 obwmx npuHUMNax opraHu3auuy 3akoHodaTemnbHbIX (NpeacTaBUTENbHbIX) U
NCMNONHUTESNbHBLIX OPraHoOB rocyaapCTBEHHOM Bnactu cybbektoB Poccuickon ®epepauun” m
"O6 o6Wwnx NpMHUMNax opraHn3aunm MecTHOro camoynpasneHnsa B Poccunckon ®egepauun”
(Cobpanue 3akoHogaTenbcTBa Poccuiickon ®egepaumnm, 2004, N 35, ct. 3607);

6) cTtaTtbio 28 ®enepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-d3 "O BBeaeHuUn
B AenctBue vactu yetBepton [paxgaHckoro kogekca Poccunckon depepaumn” (CobpaHue
3akoHopaTtenbcTBa Poccuinckon ®epnepaumm, 2006, N 52, ct. 5497).

CraTtbsa 71. BctynneHue B cuny Hactoswero ®egepanbHOro 3akoHa

1. HacToawun denepanbHbin 3akoH BeTynaeT B cuny ¢ 1 ceHTsbps 2010 roga.

2. JlekapcTBeHHble CpeAcTBa, 3aperucTpupoBaHHble 00 AHA BCTYMNNEHUS B Cuny
HacTosiwero ®efepanbHOro 3akoHa, nognexaT BKIHYEHUK B roCy4apCTBEHHbIE peecTpbl
NEeKapCTBEHHbIX CPeaCcTB C BHECEHMEM yKasdaHHbIX B 4actu 1 cratbm 33 HaCToOsLEro
depepanbHOro 3akoHa cBeAeHUM 00 3TUX NEKAPCTBEHHbLIX CpedcTBax 0e3 NpoxXoXXAaeHus
BHOBb Npoueaypbl rocya4apCTBEHHOM pernctpaumm nekapcTBeHHbIX npenapaTos.

3. locypapcTBeHHasi pernctpaumsa NekapCTBEHHbIX MNpenapaTtoB, 3a WCKIYEHUEM
NEKApPCTBEHHbIX MpenapaToB ANd MeOULMHCKOrO MNPUMEHEHUS, NPEACTaBIEHHbIX Ha
yKa3aHHyl permctpaumio 4o AHA BCTYNNeHus B cury Hactosiwero denepanbHOro 3akoHa,
OCYyLLEeCTBNSAeTCA B COOTBETCTBMM C HacToswmm PepeparnbHbIM 3aKOHOM Ha OCHOBaHUMU
AOKYMEHTOB M [aHHblX, MNPEACTaBfEHHbIX A0 AHA BCTYNSIEHWSS B CWUITy HacCTOSLLEro
depeparnbHOro 3akoHa.

3.1. TocypapcTBEHHaAsA perucTpaumsi IekapCTBEHHbIX NpenapaTtoB ANd MeOULMHCKOro
NPUMEHEHNA, npeacTaBreHHbIX Ha roCyAapCTBEHHYK pernctpauuio 0o OHS BCTYMNeHus B
cuny Hactoswero ®efepanbHOro 3akoHa, M rocyaapcTBEHHAsi perncTpaums fekapCTBEHHbIX
npenapaTtoB And  MeOUUMHCKOrO  NPUMEHEHWUs, NpeaCcTaBfeHHbIX Ha  3KCnepTusy
NeKapCTBEHHbIX CPeacTB OO0 OHS BCTYMMEHUs B cuny Hactoswero denepanbHOro 3akoHa B
uensx uMx nocrieayroulen rocygapCTBEHHOW perncrpaummn, OCyLLeCTBNAKTCA Ha OCHOBaHUMU
AOKYMEHTOB M [aHHblX, MNPEACTaBfEHHbIX A0 AHA BCTYNSIEHWSS B CWUITy HacCTOSLLEro
depgepanbHOro 3akoHa, a TakkKe 3asBneHuMss O rocygapCTBEHHOW — perncrpauuu
NekapCTBEHHOro  npenapara, NpPeaCTaBfEeHHOro  Npou3BOAUTENEM  NEKAPCTBEHHbIX
npenapaToB UM yNOSIHOMOYEHHbIM UM FMLIOM B COOTBETCTBUM C HacTtoswmm degepanbHbim
3aKOHOM B YMNOJSIHOMOYEHHbIN bedepanbHbIi OpraH MCNOSHUTENbHOM Bractu o 1 mapTta
2011 ropa, ©6e3 TpeboBaHWA ynnaTbl rOCYAAPCTBEHHOW MOLWSIMHbI, NPEeayCMOTPEHHOM
3akoHogartenbcTBoM Poccuinckon ®egepaunmn o Hanorax n cbopax.

3.2. MNoaTBepxaeHne rocyaapCTBEHHON pernctTpauumn nekapCTBEHHbIX NpenapaToB Afs
MEONLMHCKOrO NPUMEHEHUA, NPeaCTaBNEHHbIX ANs MNOATBEPXKAEHUS TFOCyAapCTBEHHOM
peructpauum OO [OHSA BCTynfieHMss B cuny Hactodwero ®efepanbHOro 3akoHa, U
noaTBEPXAEHNE TrOCydapCTBEHHOM  perncTtpauumn  fekapCTBEHHbIX npenapaToB  Ans
MeANLUMHCKOrO NPUMEHEHNd, NpeacTaBfieHHbIX Ha 3KCNepTu3y JleKapCTBEHHbIX CPeacTB [0
OHA BCTynneHna B cuny Hactosiwero defepanbHOro 3akoHa B Lenax nocnefyrouwero
noaTBEPXAEHUS WX roCydapCTBEHHOW pernctpauuun, OCYLEeCTBNAITCA Ha OCHOBaHUU
AOKYMEHTOB M [aHHblX, MNPEACTaBfEHHbIX A0 AHA BCTYNSNIEHUSS B CWUITy HAaCTOSLLEro
depgepanbHOro 3akoHa, a Takke 3asiBNeHUs O MOATBEpPXOEeHUUM rocyaapCTBEHHOM
permcrpauum NeKapCTBEHHOro npenapara, npeacTaBneHHoro npousBoguTenem
NeKapCTBEHHbIX NpenapaToB UM YNOSTHOMOYEHHBIM UM NIMLOM B COOTBETCTBUM C HACTOSALLMM
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depgepanbHbIM 3aKOHOM B YMNOSTHOMOYEHHbBIN hefepanbHbii OpraH UCNOMTHUTENBHOM BNacTu
po 1 wmapta 2011roga, 6e3 TpeboBaHus ynnaTbl [OCYAApCTBEHHOW MOLUMWHBI,
npegycMOTPEHHON 3akoHoAaTenbCcTBOM Poccuinckon degepaumm o Hanorax n cbopax.

3.3. lpuHATME pelleHna O BHECEHUW U3MEHEHWW B LOOKYMEHTbl, coAepalumecss B
perucTpaunMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  FIEKAPCTBEHHbIM  npenapat  Ans
MeANUMHCKOrO MPUMEHEeHUs U NpeacTaBrieHHble OO0 AHA BCTYMMEHUs B CUIy HacTOSLWEero
degepanbHOro 3akoHa, W MNPUHATUE pPeLleHMss O BHECEHUUM W3MEHEHUA B [OOKYMEHTHI,
cogepxawmeca B pPeErmcTpauMoHHOM [OCbe Ha 3aperMcTpupoOBaHHbIN NEKApPCTBEHHbLIN
npenapat And MEOVUMHCKOrO  MPUMMEHEHUs W NpeAcTaBfieHHble Ha  3KCnepTuay
NeKapCTBEHHbIX CPeAcTB A0 AHA BCTYNSMeHUs B cuny Hacrtosduwero denepanbHOro 3akoHa,
OCYLLECTBMAIOTCA Ha OCHOBaHWM [OKYMEHTOB W [aHHblX, MpeacTaBfeHHbIX A0 [OHS
BCTyNneHna B cuny Hactosiwero deneparnbHOro 3akoHa, a Takke 3asBreHWs O BHeCeHUU
M3MEHEHUA B  [OKYMEHTbl, coAepXawmecs B  pPErmcTpauMoHHOM  [OCbe  Ha
3aperMcTpupoOBaHHbIM  NEKapCTBEHHbIM  npenapaTt  ans  MeaWUUMHCKOro  NPUMEHEHUS,
npeaCcTaBNeHHOro NPon3BOAUTENEM NEKAPCTBEHHbIX NpenapaToB UM YNOAHOMOYEHHbIM UM
nMUoOM B COOTBETCTBUM C HacToAwum defepanbHbiM  3aKOHOM B YNOSTHOMOYEHHbIN
degepanbHbIn opraH ucnonHutenoHon Bnactm go 1 maprta 2011 roga, 6e3 TpeboBaHus
ynnaTtbl rocygapCTBEHHOW MNOLUMWHBLI, NpeayCMOTPEeHHOM 3akoHodaTenbCTBOM Poccuinckon
depepaumm 0 Hanorax un cbopax.

3.4. Bblgaya paspewleHnn Ha NpoBedeHWe  KITMHUYECKUX  uccrnegoBaHum
neKkapCTBEHHbIX NpenapaToB ANg MeAULMHCKOro NpUMeHEHNS Nno 3asiBfieHnaM, nogaHHbIM 40
AHSA BCTyNneHna B cuny Hactosiwero PefepanbHOro 3akoHa, a Takke MO 3asiBMEHUSM,
nogaHHbIM Nnocne AHA BCTYNNeHus B cuny Hactoswero degeparnbHOro 3akoHa Ha OCHOBaHUMU
3KCNepTun3, NPOBEAEHHbIX OO0 OHSA BCTYMNNeHust B cuny Hactosiwero denepanbHOro 3akoHa,
OCYyLLEeCTBNSAeTCA B COOTBETCTBMM C HacToswmm PeneparbHbIM 3aKOHOM Ha OCHOBaHUMU
AOKYMEHTOB M [aHHbIX, MPeACTaBfeHHbIX WM MNOSyYEHHbIX OO0 AOHSA BCTYMNNEHUA B CUNy
HacToswero ®degepanbHOro 3akoHa, a TakKe Ha OCHOBaHMM KOMUW NpenBapuTenbHOro
aoroBopa 0643aTenbHOr0 CTPaxOBaHWUA >KWU3HW, 340POBbS MAUMEHTOB, Yy4acTBYHOLMX B
KITMHNYECKOM MCCNegoBaHUM NEKAapCTBEHHOMO npenapaTta Ans MeAUUMHCKOro NpuUMeHeHus,
UM Konum  gorosopa 0643aTefNibHOr0  CTPaxoOBaHUS  XXWU3HW, 300POBbS  MALMEHTOB,
y4acTBYHOLLMX B KIIMHUYECKOM UCCIe0BaHUN NlekapCTBEHHOMo npenapara A MeguUnHCKOro
NnpUMeEHeHnsa, nnbo npeacTaBfeHHOM Konuu foroBopa 06s3aTenbHOro  CTpaxoBaHus,
3aKMOYEHHOrO0 B COOTBETCTBMM C TWUMOBLIMW MpaBunamum o6s3aTenbHOro CTpaxoBaHUSA, C
ykaszaHnem npeaenbHOM  YUCNEHHOCTW  MauMEeHTOB, Y4acTBYKOLWMX B KIIMHMYECKOM
NUccrnegoBaHNMM  NIEKAPCTBEHHOrO npenapata  Ans  MeOUUMHCKOro  MpuMeHeHusi, ©e3
TpeboBaHnA ynnaTbl rOCya4apCTBEHHOW MOLWUHLI, NPEeSyCMOTPEHHON 3aKOHO4ATENbCTBOM
Poccuiickon ®egepaumm o Hanorax n céopax.

3.5. 3apernctpmpoBaHHble B WHOCTPAHHOW BantoTe [0 [OHS BCTYNNEHUS B Cuny
HacToswero ®degepanbHOro 3akoHa npedernbHble  OTNYCKHble  UeHbl  MHOCTPaHHbIX
npou3BoaMTENEN Ha neKapCTBEHHble npenapaTbl, BKIOYEHHbIE B MNEpPEYEHb KU3HEHHO
HeobXo4MMbIX U BaXKHENLUMX NEKapCTBEHHbIX NpenapaTtoB, noanexat nepecyeTy B pybnu no
Kypcy LleHTpanbHoro 6aHka Poccuinickon ®defepaumm Ha gaty, YCTaHOBMEHHYH
MpaButenbctBoM Poccurickon depepaumm, 6e3 npeactaBneHNsa 3asBNEHUs O MnepecyeTe
LEeHbl C BHECEHMEM COOTBETCTBYHOLLMX U3MEHEHUN B roCy4apCTBEHHbIN peecTp npenesnbHbIX
OTNYCKHbIX LeH Npou3BOauUTENEN Ha NekapCTBEHHble npenaparbl, BKIIOYEHHbIE B NepeYeHb
XXN3HEHHO HEOBXOAMMbIX U BaXKHENLLUNX NTEKAaPCTBEHHbIX NpenapaTos.

3.6. 3apernctpmypoBaHHble OO0 AHSA BCTynneHust B cuny Hactoswero degeparnbHOro
3aKoHa npeferibHble OTNYCKHbIE LEeHbl POCCUNCKUX MNPOU3BOAUTENEN Ha feKapCTBEHHblEe
npenapaTbl, BK/MIOYEHHbIE B MNEPEYEeHb KU3HEHHO HEOOXOAMMLIX W  BaXKHEMWLIMUX
nekapCTBEHHbIX MpenapartoB, nognexart uHaekcaumm ¢ 1 Hosdpsa 2010 roga wcxogos w3
NMPOrHO3MPYEMOro YpoBHS MHANALMMK, yCTaHOBNEHHOro ®eaepanbHbiM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O cdenepansHom 6tomkeTe Ha 2010 roa n Ha nnaHoBbIv nepuog 2011 u
2012 ropos" Ha 2011 rog.
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3.7. Nocne 1 mapta 2011 roga He gonyckalTcs NPOM3BOACTBO M BBO3 B Poccuickyto
degepaumio NEeKapCTBEHHbIX MpenapaToB B yNakoBKax C MapKUMPOBKOMW, KoTopas Obina
HaHeceHa OO OHA BCTynneHust B cuny Hactoswero degepanbHoro 3akoHa. Mo ucrtevyeHum
YKa3aHHOro  CpoKka [daHHble  neKkapcTBeHHble  npenapaTtbl  MOryT  OTnycKaTbCs,
peann3oBbiBaTbCA, NepeaaBaTbCs U NPUMEHATLCA 4O UCTEYEHUS NX CPOKa rogHOCTN.

4. Co gHA BCTynneHna B cuny Hactoswero ®enepansHoro 3akoHa n no 30 anpens
2011 roga BKMOYUTENBLHO OOMyCcKaeTCcd MNpoBefeHWEe 3KCNepTU3bl NeKapCTBEHHbIX CPeacTs
aKcnepTaMm 3IKCNEPTHOro YyYpexaeHna OO0 NPOXOXAEHUSs UMW aTTecTauuu B nopsgke,
YCTaHOBJIEHHOM YMOSIHOMOYEHHbIM doeieparnbHbIM OpraHOM UCNOMHUTENBHOW BRacTu.

5. Co gHa BcTynneHus B cuny Hactoswero degepanbHoro 3akoHa n no 31 gekabps
2013 roga BKIIOYUTENbHO OCYLLECTBNAETCHA Mepexod K MPOU3BOACTBY JieKapCTBEHHbIX
CpeacTB B COOTBETCTBUM C MpaBuiiaMmy opraHu3aumm Npou3BOACTBA M KOHTPOMSA KayecTsBa
NeKapCTBEHHbIX CPEeACTB, yKa3aHHbIMM B 4actu 1 cTtatbn 45 Hactosdwero degeparnbHOro
3akoHa, B nonHom obbeme. Cpokm nepexoga Npou3BOACTBA NEKAPCTBEHHbLIX CPEACTB K MX
NPOU3BOLCTBY B COOTBETCTBMM C KOHKPETHbIMW TPeOOBaHMSAMW OaHHbIX Npasui, BKA4Yast
CPOKM aTTecTaumm ynofHOMOYEHHbIX NAL, YKa3aHHbIX B YacTsax 6 u 7 ctatbu 45 HacTosLero
depnepanbHOro 3akoHa, yctaHaesnmBatotcs [paButensctBom Poccurickon egepauum.

6. JlMueH3un Ha npon3BOACTBO NEKAPCTBEHHbIX CPEACTB, BblAaHHble OO 1 sHBapA
2014 ropa, pewnctytoT nocre 1 aHBapsa 2014 roga OO UCTEYEHUs Cpoka UX OeNCTBUS Mpu
yCrnoBUM COOTBETCTBUA NUUEH3naTa npasuriamM opraHusaumm npousBOLACTBA W KOHTPOSIS
KayecTBa JleKapCTBEHHbIX CpPeaCTB, YyKa3aHHbIM B 4Yactu 1 cratbm 45 HacTtoswero
depepanbHOro 3akoHa.

7. ®dopmMmunpoBaHMe rocydapCTBEHHOro 3ajaHus Ha npoBedeHuWe  3KCnepTusbl
NeKapCTBEHHbIX cpeacTB dpefepanbHOMY rocyaapCTBEHHOMY BHOAXKETHOMY YYPEXAEHUIO MO
NPOBEOEHMIO  3KCNEepTu3bl NEeKApCTBEHHbIX CPeacTB M duHaHCoBoe obecneyeHue
BbIMOSIHEHUSA 3TOr0 3aJaHusl OCYLLECTBAKOTCA B nopsigke, yctaHoBneHHoMm denepanbHbiM
3akoHOM oT 12 aHBaps 1996 roga N 7-93 "O HekoMMepyecKnx opraHmsaunax”.

Mpe3ngeHT Poccuiickon ®eagepaummn [. MeoBenes

Mockea, Kpemnb
12 anpensa 2010 .
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