®PepnepanbHbin 3aKkoH oT 12 anpens 2010 r. N 61-®3
"O6 o6pallueHnn nekapcTBeHHbIX cpeacTB”

MpunuaTt NocyaapcTBeHHon [lymon 24 mapta 2010 roaa
Opno6peH Cosetom Pepepaumn 31 mapta 2010 roga
TAPAHT:

CmM. KoMmmeHmapuu K Hacmosiuwemy ®@edepasibHOMY 3aKOHY

MaBa 1. O6wmne nonoxeHus

Cratbsa 1. [peameT perynnpoBaHunsa Hactoswero ®efepansbHOro 3akoHa

1. Hactoswmin degepanbHblil 3aKOH perynmpyeT OTHOLLEHUS!, BO3HMKalOLLME B CBA3N C
obpawieHnem - paspaboTkoW, AOKMUHUYECKUMWU  UCCEeAOBaHUAMM,  KIUHUYECKUMU
nccnegoBaHUAMK, 3KCNEPTU30M, FOCYNapCTBEHHOW perucrpaunen, co ctaHagapTMsaumen u c
KOHTPOJSIEM KayecTBa, NPOU3BOACTBOM, U3rOTOBMIEHNMEM, XpaHEHUEM, NepeBO3KON, BBO3OM B
Poccuinckyto depepaumio, BbiBO3oM U3 Poccuinckon Pepepaunn, peknamon, OTMYCKOM,
peanusauuen, nepegadvyen, NpUMEHEHNEM, YHUYTOXEHNEM NEeKapCTBEHHbIX CPEACTB.

2. Hactoawun depeparnbHbl 3aKOH yCTaHaBnNuBaeT NPUOPUTET rocydapCTBEHHOro
perynupoBaHusa 6e3onacHoCTU, kayecTBa U 3EKTUBHOCTY FIEKAPCTBEHHbLIX CPEACTB MPU KX
obpalueHun.

FAPAHT:

Cm. kommeHmaput kK cmambe 1 Hacmosiwe2o PedepasibHO20 3aKoHa

Cratbs 2. Cdepa npumeHeHnsa HacTosiero ®egepanbHOro 3akoHa
Hactoawumn depeparnbHbi 3aKOH MPUMEHAETCS K OTHOLUEHUAM, BO3HMKAKOLLMM MNpw
obpalleHnn nekapCcTBeHHbIX CPeAcTB Ha TeppuTopun Poccurckon ®efepauuu.
FAPAHT:

CmM. KommeHmapul K cmamee 2 Hacmosiwe2o ®edepasibHo20 3aKoHa

Cratbs 3. 3akoHogaTenbCcTBO 06 0OpalleHn NnekapCTBEHHbIX CPEeACTB

1. 3akoHogaTenbCcTBO 00 oOpalleHnn nekapcTBEHHbIX CPeacTB COCTOMT U3
HacTosilwero defepanbHOro 3akoHa, Apyrux deaeparnbHbIX 3aKOHOB M MHbIX HOPMaTUBHbIX
npaBoBbIX akToB Poccurckon depepaumn.

2. [enctBue Hactosiwero ®eagepanbHOro 3akoHa pacnpocTpaHsieTcsl Ha obpalleHue
HaPKOTUYECKNX NIEKAPCTBEHHbBIX CPEACTB M NCUXOTPOMHbIX NEKAPCTBEHHLIX CPEACTB C y4ETOM
0COBEHHOCTEN,  YCTaAHOBIIEHHbIX  3akoHopaTtenbcTBoM  Poccuinckon  degepaumm 0
HapPKOTUYECKNX CpeacTBax, NCMXOTPONMHbLIX BeLEeCcTBax U 06 nx npekypcopax.

3. [encrtBue HacTtoswero ®eagepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalleHue
pagnocapmMaLeBTMYECKMX  NEKApPCTBEHHbIX  CPeactB € yd4eToM  O0cobeHHocTen,
YCTaHOBIEHHbIX 3akoHogaTtensctBoM Poccunckon depepaumm B obnactu obecneyeHus
pagvaunoHHon 6e30nacHoOCTU.

4. Ecnn mexpgyHapoaHbiM goroBopomMm Poccuinckon degepaumm yCTaHOBMEHbI MHbIE
npasuna, 4YemMm Te, KOTOpble MPeayCMOTPeHbl HacTosawmMm dPefeparnbHbIM - 3aKOHOM,
NPUMEHSIIOTCA NpaBunia MexayHapoaHOro orosopa.

5. B Poccuinckon ®depepaumm B COOTBETCTBUMM C MeXOyHapOAHbIMM [OroBopammu
Poccunckon denepaumm n (Mnu) Ha OCHOBE NpUHUMNA B3aMMHOCTU NPU3HAOTCA pe3ynbTaThl
KITMHUYECKMX UCCRefOBaHUN feKapCTBEHHbIX NpenapaTtoB And MeAULUMHCKOrO NpUMeEHEeHud,
npoBeAeHHbIX 3a npegenamn Tepputopumn Poccuinckon ®egepaunn.
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FTAPAHT:
Cm. kommeHmaput K cmambe 3 Hacmosiwe2o PedepasibHO20 3aKoHa

CtaTtbsa 4. OCHOBHblE NMOHATUA, UCMOMb3yeMble B HacToswem deaeparibHOM 3aKOHe

Ons uenen HacTosiwero ®efepanbHOro 3akoHa UCMONb3YHTCH cnefyowmne OCHOBHbIE
NMOHATUA:

1) nekapcTBeHHble cpeacTBa - BeLUecTBa UM MX KOMOMHauuu, BCTynawwme B
KOHTaKT C OpraHM3mMoM YeSioBEeKa Un XNUBOTHOrO, NPOHMUKaKOLWME B OpraHbl, TKaHW opraHusma
yerioBeka WM >KMBOTHOrO, MpPUMEHsIeMble ANns  NPOUAKTUKKA, OUarHOCTUKM  (3a
NCKITIOYEHNEM BELLECTB UM UX KOMOMHaLUMIA, HE KOHTaKTUPYHOLLUX C OpraHM3MOM 4YesioBeka
UIN XXUBOTHOrO), NneyeHuns 3abonesaHus, peabunurauumn, ans coxpaHeHus, NpeaoTBpaLleHuns
unn npepbiBaHnss 6epeMEHHOCTU U MNOSTyYEeHHbIE U3 KPOBW, MNa3Mbl KPOBW, M3 OpraHos,
TKaHEen opraHMamMa 4YerioBeka U XXMBOTHOMO, pacTEHUA, MMHEPAOB METOAAMM CUHTE3a UMK
C NpuMeHeHnem OGuonorndeckmx TexHonornn. K nekapcTBeHHbIM CpeacTBaM OTHOCATCA
dapmaueBTUYeCKMe CybCcTaHUUN 1 NIEKAPCTBEHHbIE NpenaparTbl;

2) cpapmaueBTMYECKME CYOCTaHUMM - JleKapCTBEHHble cpeacTtBa B BuAe
AENCTBYOLWNX BewecTtB Ouonormyeckoro, OMOTEXHOMOIMYECKOrO, MMUHEPASIbHOMO UMK
XUMUYECKOrO  MpoucxoxgeHuda,  obnagawowmne  @apmMakonorMyeckom  akTUBHOCTbIO,
npegHasHayeHHble Ans NPOM3BOACTBA, W3rOTOBMEHUS JEKAPCTBEHHLIX MpenapaToB WU
onpegensowme nx 3pPeKTUBHOCTb;

3) BcnomoraTesibHble BellecTBa - BelecTBa HEOPraHNM4YeCcKoro Unn opraHn4Yeckoro
NPOUCXOXAEHNSA, UCMNOSb3yeMblE B npoLecce Npou3BOLCTBA, U3rOTOBMEHNSA NeKapCTBEHHbIX
npenapaToB 415 NpuaaHusa UM HEOBX0ANMbIX (PUBNKO-XMMUYECKNX CBOMCTB;

4) nekapcTBeHHble npenapaTtbl - IeKapCTBEHHbIE CPeACTBa B BUAE JIEKAPCTBEHHbIX
dopM, npuMeHsieMble ONA  NPOUNAKTUKW, ANArHOCTUKW, neyeHust 3aboneBaHus,
peabunutaumn, ona coxpaHeHus, NpeaoTBpaLLeHns Unu NpepbiBaHUs 6epeMeHHOCTH;

5) nekapcTtBeHHasas ¢opma - COCTOSIHUE  NEKapCTBEHHOro  npenapaTa,
cooTBeTCTBYylOLEee cnocobam ero BBeAeHUs U NnpuMeHeHnsa n obecrneymBaroLiee JOCTUXKEHNE
HeobxoauMoro nieyebHoro adhdekTa;

6) nepeyYyeHb KU3HEHHO HEOOXOAUMBLIX WU BaXHEUWUX JFleKapCTBEHHbIX
npenapaTtoB - exXerogHo yrtBepxgaembin [lpaButenbctsom Poccuinckon depepaumm
nepeyeHb NeKapCTBEHHbIX MpenapaTtoB Ans MeaUUMHCKOro npuMeHeHusi, obecnevmBaromx
NPUOPUTETHLIE NOTPEOHOCTM 30pPaBOOXPAHEHUSI B UENAX MNPOPUNAKTUKM U NeYEeHUs
3abonesaHun, B TOM 4Yucne npeobnagarowmnx B CTpykType 3abonesaemoctn B Poccumnckon
depepaumm;

7) WMMyHOOMoONorn4yeckme rnekapCTBeHHble nMpenapatbl - JIEKAPCTBEHHbIE
npenapaTtbl GMOMNOrMYECKOro MPOUCXOXAEHUS, NMpeAHa3HaYeHHble A1 UMMYHOMNOMMYECKNX
ANarHoCTUKN, NPodMNaKkTUKM N nevyeHnsa 3adbonesaHui;

8) HapkoTU4YecKue neKapCTBEeHHble CcpeacTBa - JlekapCTBEHHbIe MpenapaTtbl U
hapmaueBTUYeCKMe cybecTaHuuKn, cogepallime HapkoTUYeckue cpencTtBa M BKIOYEHHbIE B
[MepeyeHb HApPKOTUYECKNX CPEACTB, MCUXOTPOMHbIX BELLECTB U X MPEKYPCOPOB, NoAnexaLlnx
KoHTponto B Poccurickon degepaunn, B COOTBETCTBMM C 3aKkoHOAATeNbCTBOM Poccuinckon
depepaummn, mexagyHapogHbiMu gorosopamu Poccuinckon degepaunn, B ToM yucne EgnHon
KOHBEHUMeN 0 HapKkoTuyeckux cpeacreax 1961 roaa;

9) nNcuUXoTponHble JeKapCTBEeHHble CcpeAcTBa - JleKapCTBEHHble npenapaTtbl U
hapmaueBTUYecKMe cybecTaHuumn, cogepxalime NCUXOTPOmNHble BellecTBa U BKIOYEHHbIE B
[MepeyeHb HApPKOTUYECKNX CPEACTB, MCUXOTPOMHbIX BELLECTB U X MPEKYPCOPOB, NoAnexaLlnx
KoHTponto B Poccurickon degepaunn, B COOTBETCTBUMM C 3aKkoHOoAaTenbCTBOM Poccuimnckon
depepaumn, mMexagyHapoaHbiMu gorosBopamu  Poccuiickon depepaumm, B TOM  4Yucne
KoHBeHUMen o NCMXoTponHbIx BewectBax 1971 roaa;
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10) paguodapmaueBTUYECKME FeKapCTBEeHHble CpeaAcTBa - JleKapCTBEHHbIE
cpencTBa, KOTopble cofgepXaT B roTOBOW ANA UCMONb30BaHNA (hopMe OAUH PpagnOHYKIUA UIu
HECKOJSbKO paMOHYKNMAOB (pagnoakTUBHbLIX M30TOMOB);

11) opurnHanbHOe JleKapCTBEHHOEe CpeaAcTBO - JIeKapCTBEHHOE CpencTBo,
cofepxallee BrepBble MOMYyYEeHHYO apMaueBTUYEeCKylo CybCcTaHUMIO WU HOBYHO
KOMOUHauuio dapmaueBTU4eCcKnX cybcTtaHunn, adeKTMBHOCTL U 6e30NacHOCTb KOTOPbIX
noaTBepXaeHbl pesynbTatamn AOKIMHUYECKUX WCCIEeAOBaHUN NeKapCTBEHHbIX CPeacTB U
KNWHUYECKMX UCCnesoBaHN NekapCcTBEHHbIX NpenapaTos;

12) BocnpousBeAeHHOe JeKapCTBEHHOe CpeaAcTBO - JleKapCTBEHHOe CpencTBo,
cogepxallee Takyl xe ¢apMaueBTUYECKyt0 CyOCTaHUMIO UM KOMOMHaUMIO Takux Xe
dapmaueBTUYECKMX CYyOCTaHLMIA B TakOW e nekapcTBEHHOW hopMme, YTO U OpUrMHaNbHoEe
neKkapcTBEHHOE CPeaCcTBO, U NocTynuelLLee B obpalleHne nocne noctynseHns B obpalleHne
OPUrMHANBLHOro NeKapCTBEHHOrO CpPeacTBa;

13) nekapcTBeHHOE pacTUTENbHOE CbIpbe - CBEXWE WK BbICYLIEHHbIE pacTeHUs
nmbo Mx YacTu, ucnonb3dyemble A5 NPON3BOACTBA NEKapCTBEHHbIX CPeacTB opraHn3aumsMmm
- Npou3BOOMTENAMM JNEeKapCTBEHHbIX CPEeACTB  WUAW  U3rOTOBIIEHUS  NleKapCTBEHHbIX
npenapatoB anTeYyHbIMKU OpraHu3auusmMu, BeTepUHApPHbIMW anTeYHbIMU OpraHu3aunamu,
MHOMBMAOYaANbHbIMX NpeanpuHUMaTENAMN, UMELWNMM JNMLEH3NI0 Ha apmaueBTUYeCKyo
AEeATenbHOCTb;

14) nekapCTBEHHbIA pacTUTENbHbLIA npenapat - JNeKkapCcTBEHHbIM Mpenapar,
Npoun3BeaeHHbIN UN U3rOTOBMNEHHBIN U3 OAHOrO BUAA NEKapCTBEHHOIO PacTUTESbHOINO Chbipbs
NITM HECKOJTbKMX BMAOB TAKOro Cbipbs U peanuadyemMsblin B pacacoBaHHOM Buae BO BTOPUYHON
(noTpebuTtenbckon) ynakoBke;

15) romeonartu4yeckoe JreKapCTBEHHOe CpeAcTBO - JlekapCTBEHHOE CpeacTBo,
npounsBeeHHOEe NI U3roTOBMNEHHOE MO crneLumanbHON TEXHONOru;

16) mexayHapoAHoe HenaTeHTOBaHHOE HauMMeHOBaHMEe JleKapCTBEHHOro
cpeacTBa - HAMMEHOBaHME (hapMaueBTUYECKON cybCcTaHuuKM, pekomeHgoBaHHoe BecemmpHom
opraHusaumen 3gpaBoOXpaHeHus;

17) ToproBoe HauMMeHOBaHWEe JIeKapCTBEHHOro cpeacTtBa - HauMMeEHOBaHue
NleKapCTBEHHOro cpeacTea, NPUCBOEHHOE ero paspaboTymkom;

18) obwana dapmakonemHas CTaTbf - JOKYMEHT, YTBEPXKAEHHbLIA YNONHOMOYEHHbLIM
oefepanbHbIM OpraHoM MCMNOSTHUTENBHOM BlaCTU U cofepXallun nepeveHb nokasaTenen
KayectBa W (MNN) METOLAOB KOHTPOMS KadecTBa KOHKPETHOW JieKapCTBEHHOM dOpMbl,
NEKapCTBEHHOINO PacTUTENbHOrO ChbIpbdA, OMNUCaHUA  Buonornvyecknx, BUOXMMUYECKMX,
MUKPOBNONOrMYECKNX, (PU3NKO-XMMUYECKNX, (PU3UYECKUX, XUMUYECKUX U OPYrux MeTOAOB
aHanmsa nekapcTBEHHOro cpeacTsa AN MeOUUMHCKOro NPUMEHEHUs, a Takke TpeboBaHus K
ncnonb3yemblM B UEensX nNpoBeAeHWs [AaHHOro aHanui3a peakTMBaMm, TUTPOBaHHbIM
pacTtBopam, UHAMKaTopawm;

19) dapmakonerMHas cTaTbsl - [OKYMEHT, YTBEPXAEHHbIN YNOIHOMOYEHHbIM
defepanbHbIM OpraHoM MCMNOSTHUTENBHOM BrlacTU M copepXalluin nepeveHb nokasaTenen
KayecTBa M MeTOLOB KOHTPOSsl KadecTBa NeKapCTBEHHOro cpeactsa And MeaUUMHCKOro
NPUMEHeHUs;

20) HopmaTMBHasi AOOKYMEHTauus - [OOKYMEHT, CoAepXalwun nepeyeHb
onpegensieMblx Mo peaynbTataMm COOTBETCTBYHOLMX ISKCNEPTU3 MnokasaTenen kKayvectBa
NEeKapCTBEHHOro cpeAactBa ANd MeOWUMHCKOro MNpPUMEHEHUsi, MEeTOAOB KOHTPONdA ero
KayecTBa U YCTAHOBJIEHHbIN €ro NPOU3BOANUTENEM;

21) HOpMaTUBHbIN AOKYMEHT - JOKYMEHT, cCoAepXaLlmmn nepedeHb onpeaensemMbix no
pesynbTatamM COOTBETCTBYIOLINX 3SKCNEepPTU3 MokasaTtenenm kadectea U (Mnu) MeToLoB
KOHTPOMsS KadecTBa fEeKapCTBEHHOW (OpMbl, onucaHus Buonornyeckux, OMOXMMUYECKUMX,
MUKPOBMNONOrMYecknx, (OU3NKO-XMMUYECKUX, (PUBNYECKNX, XUMUYECKUX WU AOPYrMX MeToLOB



aHanu3a nekapCTBEHHbIX CpeACTB ANs BEeTEepUHapHOro npuMeHeHus, TpeboBaHus K
nucrnonb3yemMbiM B Lensax MpoBeAeHUs [OaHHOro aHanusa peakTvBaM, TUTPOBaHHbLIM
pacTBopam, UHOUKaATOpaM 1 yCTaHOBIIEHHbIW €ro Npon3BoauTenem;

22) KayeCTBO NleKapCTBEHHOro cpeAcTBa - COOTBETCTBME NIEKAapCTBEHHOIO cpeacTBa
TpeboBaHnaM drapmakonemHon ctaTtbM MO0 B Ccnyyae €e OTCYTCTBUA HOPMaTUBHOM
AOKYMEHTauumn Unm HopMaTUBHOIO JOKYMEHTA;

23) 6e3onacHOCTb JfleKapCTBEHHOro cpeacTBa - XapakTepucTuka nekapCTBEHHOro
cpenctBa, OCHOBaHHasi Ha CpaBHUTENbHOM aHanuse ero 3@eKTMBHOCTM U  puUcka
NPUYMHEHUs Bpeaa 340POBbIO;

24) 3chpeKTUBHOCTb JIeKapCTBEHHOro rnpenapara - XapakTepucTtuka CTeneHu
MOSMOXUTENBHOIO BMWUSIHUA NEKapCTBEHHOrO npenapata Ha TevyeHue, MPOAOIHKUTENbHOCTb
3aboneBaHusa Unu ero npegoTBpalleHve, peabunutauuio, Ha coxpaHeHue, npegoTBpalleHne
nUnu npepbiBaHne 6epeMeHHOCTH;

25) cepusi nekapCTBEHHOro cpefcTBa - KONMWYECTBO NEeKapCTBEHHOro CpencTsa,
npounsBefeHHoe B pe3ynbTate OAHOro TEXHONOrMYEeCcKoro Uukna ero npomssoguTenem;

26) perucTtpauMoHHOe yAOCTOBEpeHue NeKapCTBEHHOro npenaparta - JOKYMEHT,
NoATBEPXAALWLMA daKT rocyaapCTBEHHOW perMcTpauunm nekapCcTBeHHOro npenapara;

27) perucTpauMoHHbIA HOMep - KogoBoe o0OO3HayeHue, NPUCBOEHHOE
nekapcTBEHHOMY npenapaTy Npu ero rocy4apCTBEHHON perncrpaumu;
28) oOpaleHue rekKapcTBeHHbIX CpeAcTB - paspaboTka, OOKIMHUYECKue

nccnenoBaHus, KIMHUYECKME WUCCnefoBaHWs, 9KCNepTu3a, rocyaapCTBEHHas permcrpauus,
CTaHAapTM3aLmMsa U KOHTPOSb KayecTBa, NPOU3BOACTBO, N3rOTOBIEHNE, XpaHEHME, NEPEBO3Ka,
BBO3 B Poccuickyo Pepepauunto, BbiBO3 M3 Poccuinckon ®Pepepaumm, peknama, OTNYCK,
peanuaauus, nepegaya, NpPUMeHeHne, YHUUTOXEHNE NEKapCTBEHHbIX CPEACTB;

29) cy6bekTbl oOpalleHuss NneKapCTBEeHHbIX CpeacTB - hmandeckne nuua, B TOM
Jyucne wuHOuBMAOyanbHble MNpeanpuHUMaTeny, u puandeckne nuua, OocyllecTBhsowme
AeATenbHOCTb Npu obpalleHnn NekapCTBEHHbIX CPEACTB;

30) pa3paboT4mK fieKapCcTBEHHOro cpeaAcTBa - opraHu3aums, obnagaroLlasa npasamu
Ha pesynbTaTbl OOKIUHUYECKUX WCCNeOBaHUN NEeKapCTBEHHOrO CPencTBa, KAMHUYECKUX
nccnegoBaHWA  NIEKAapCTBEHHOTO MpenapaTta, a Takke Ha TEexXHONOornito npou3BoacTBa
NeKkapCTBEHHOMo CpeacTBa;

31) Nnpou3BOACTBO JIEKAPCTBEHHbIX CPeACTB - AEATENbHOCTb MO MNPOU3BOLCTBY
NEeKapCTBEHHbIX CPEeACTB OpraHvM3auusiMy - MPOM3BOOUTENSAMU NEKapCTBEHHbIX CPEeACTB Ha
OLHON CTaaun, HECKONMbKMX WM BCEX CTagusix TEXHOSIOrMYEecKoro npouecca, a Takke Mo
XPaHEHUIO U peanu3aumm Npon3BedeHHbIX NeKapCTBEHHbIX CPEACTB;

32) npousBoauTenb NeKapCTBEHHbIX CPeACTB - OpraHm3auusi, OCyLlecTBnstoLas
NPOU3BOACTBO JEKAPCTBEHHbIX CPeacTB B COOTBETCTBUM C TpeboBaHMSIMW HaCTOALLEro
depeparnbHOro 3akoHa;

33) c¢hapmaueBTMYECKaAA AOeATENbHOCTb - OEATENbHOCTb, BKMYawwasa B ceba
ONTOBYIDO TOPrOBIIKO JIEKAPCTBEHHbIMW CPEACTBAMW, WX XpaHeHuwe, nepeBO3Ky U (Mnwn)
PO3HWYHYIO TOPrOBMKO NEKapCTBEHHbIMW MpenapaTtamMu, UX OTMNYCK, XpaHeHue, NepeBO3KY,
N3roTOBMEHME NEKAPCTBEHHbIX NPenapaTos;

34) opraHu3auuMsas ONTOBOM TOProBNM JIeKAPCTBEHHbIMW cCpeacTBaMu -
opraHusauusl, OCYLLECTBMAIOWAA OMNTOBYK TOProBMnt0 NeKapCTBEHHbIMWM CpeacTBaMu, WX
XpaHeHue, NepeBoO3Ky B COOTBETCTBUMN C TpeboBaHUsAMN HacToswero deaepanbHOro 3akoHa;

35) anTteyHas opraHusauuMa - OpraHusauusl, CTPYKTypHOe noppasgeneHue
MEAVLMHCKOW OpraHusaumm, OCYLLECTBNAOWME PO3HUYHYIO TOProBMIO NEKapCTBEHHbIMM
npenapatamu, XpaHeHue, W3roTOBIMIEHMEe W OTNYCK JIeKapCTBEHHbIX MpenapaTtoB [Ans
MEAMLMHCKOrO MpMMEHEHUS B COOTBETCTBUM C TpeboBaHuaMM HacToswero degepanbHOro
3aKOHa;



36) BeTepuMHapHas anTeyHas oOpraHu3auusa - oOpraHu3auusi, CTPYKTypHOe
nogpasgenieHMe BeTepUHApPHOW oOpraHuM3aunn, OCYLECTBASAWNE PO3HUYHYKO TOProBIo
NeKapCTBEHHbIMX rpenapaTtamu, XpaHeHue, WU3roToBfeHWe W OTNYCK JleKapCTBEHHbIX
npenapaToB ANA BETEPMHAPHOIO NPUMEHEHMS B COOTBETCTBMM C TpeboBaHMAMM HACTOALLEro
depgeparnbHOro 3akoHa;

37) hanbcucmrumpoBaHHoe nekapcTBeHHOE CPeaAcTBO - fIeKapCTBEHHOE CPeaCTBo,
COMpoOBOXAaeMOoe JNTIOXXHOW MHdopMaLMen O ero coctase 1 (Unu) NPoM3BoOAUTENE;

38) HepobpokayecTBEHHOE NeKapCTBEHHOE CPeAcCTBO - flekapCTBEHHOE CPeACTBO,
He cooTBeTCTBYylOLee TpeboBaHUAM hapmakonernHonm ctaTtbh NMbo B criydae ee OTCYTCTBUSA
TpeboBaHNAM HOPMATUBHOW AOKYMEHTALUN NN HOPMATUBHOIO AOKYMEHTA;

39) koHTpadpakTHOEe JleKapCTBEHHOe CpeaAcTBO - JleKapCTBEHHOE CpPeacTBo,
HaxogsLeecs B 060poTe C HapyLIEHMEM rPaX4aHCKOro 3aKOHOAaTeNbCTBa;

40) ROKNUHUYECKOe uccreaoBaHWe feKkapCcTBEHHOro cpeacTBa - Guornormyeckue,
MUKpobBuonormyeckme, UMMMYHOSIOrMYEeCcKMe, TOKCUKONOrmyeckme, dapmakonormyeckme,
dun3nyeckme, XvMMu4eckne u Opyrme WccrnefoBaHUs JEeKapCTBEHHOro cpeactsa nyTem
NPUMEHEHNSA Hay4YHbIX METOLOB OLUEHOK B LensiX NonydeHnsa gokasatenibcTB 6esonacHocTy,
KadecTBa 1 9pPeKTUBHOCTU NeKapCTBEHHOIO CPeACTBa;

41) KNUHUYECKOe uccrneaoBaHME JeKapCTBEHHOro rnpenapata - WU3yyeHue
ANArHOCTUYECKUX,  JleyebHbIX,  NpoduNakTnyecknx,  (apmakonormyeckmx  CBOWCTB
NleKapCTBEHHOro npenapata B npouecce ero NpUMEHEHUs y 4YerioBeka, XWBOTHOrO, B TOM
yucrne npoueccoB BCacblBaHWs, pacnpefeneHvsi, WU3MeHeHWs W BblBedeHUs, nyTem
NPUMEHEHNSA Hay4HbIX METOLOB OLUEHOK B LensixX nonyydeHnsa gokasatesnibcTB 6esonacHocTy,
KayectBa U 9PEPEKTMBHOCTM JleKAapCTBEHHOrO npenaparta, AaHHbIX O HexenaTernbHbIX
peakuusix opraHuama 4esioBeka, XXMBOTHOMO Ha MpMMEHeHue fekapCTBEHHOro npenapaTa u
006 addekTe ero B3aMMOOENCTBUS C OPYIMMU NEKapCTBEHHbLIMW npenapatamm u (Mnn)
NULLEBBLIMU NPOAYKTAMU, KOPMaMMU;

42) MHOroueHTpoOBOE KIIMHUYEeCKoe uccrnepoBaHMe JNieKapCTBEHHOro npenapara
AN MeAULUMHCKOro TMpUMEeHEeHUs - KIIMHUYEeCKOe WuccnefoBaHuMe JeKapCTBEHHOro
npenaparta gns MeauvuMHCKOro NpuMeHeHus, NpoBoamMmMoe pa3paboTymkoM JfieKapCTBEHHOro
npenapata B [AByX W 6onee MeOVUMHCKUX OpraHu3aumsx Mo eguHoMmy MpOoTOKOny
KNMHNYECKOro nccrnefoBaHna nekapCTBEHHOMo npenapara;

43) MeXxayHapoaHoe MHOroueHTpoBoe KNUHUYeckoe uccneaoBaHue
neKapcTBEHHOro npenaparta AfA MEAULMHCKOro MNPUMEHEHUA -  KIMHUYecKoe
nccrnegoBaHne fnekapCTBEHHOro npenapata Ans MeauvuMHCKOro npuMeHeHWd, npoBoavMoe
pa3paboTyMKoM NeKapCTBEHHOro npenapaTta B pasfuyHbIX CTpaHax Mo eguHOMY NPOTOKOMy
KIMHMYECKOro nccneoBaHus fekapCTBEHHOMO npenapaTa;

44) nocTperucTpauuMoHHOe KIMHMYecKoe uccrefoBaHue JieKapCTBEHHOro
npenapata AnAd  MeAUUMHCKOrO MNPUMEHEHUA -  KIMHUYEeCKoe  uccnefoBaHue
neKkapCTBEHHOro npenapara ang MeguumMHCKOro npuMeHeHusi, NpoBoANMOe npoussoanTenem
NeKkapCcTBEHHOro npenapaTa, rpaxgaHckui oOOpOT KOTOPOro OcCyLlecTBnsieTcss nocne
rocydapCTBEHHOM perncrpauuu, B Lenax JOononHuTenbHoro cbopa AaHHbIX O  ero
©e3onacHoCTM U  3A(PMEKTUBHOCTN, pPaCWUMPEHUA MNOKA3aHUN K TMPUMEHEHUIOD [OaHHOro
NeKapCTBEHHOro npenapara, a Takke BbISBIEHUS HeXenaTerbHblX peakuun nauMeHTOB Ha
€ero gencreue;

45) uccnepoBaHue OMO3KBMBANEHTHOCTU JeKapCTBEHHOro npenaparta - Buj
KNMHMYECKOrO  MUCCrefoBaHUs  NIEKapCTBEHHOrO  npenaparta, MNpoBedeHMe  KOTOpOoro
ocywiectsngetca  Ans onpegeneHus CKOpOCTU BCacCbIBaHMS " BblBEAEHUSA
hapmaueBTUYECKON cybcTaHumu, Konuyectea  papMaueBTUYECKON cybecTaHumm,
AOCTUraroLLero CUICTEMHOro KpoOBOTOKa, U pe3ynbTaTbl KOTOPOro No3BONAKT caenaTtb BbiBOA O
OMO3KBMBANEHTHOCTN BOCMPOU3BEAEHHOIO JfleKapCTBEHHOrO npenapaTta B OnpeaesieHHbIX
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nekapcTBeHHON hopMe U O03UPOBKE COOTBETCTBYIOLLEMY OpPUrMHanbHOMY fleKapCTBEHHOMY
npenapary;

46) wuccnegoBaHMe TepaneBTUYECKOW IKBUBANIEHTHOCTUM  JIeKapCTBEHHbIX
npenapaTtoB - BUA KITMHMYECKOrO UCCNeoBaHNSA NeKapCTBEHHbIX NpenapaToB, NpoBeaeHne
KOTOPOro OCyllecTBnseTca [ANnd  BbIIBIEHUS OAWHAKOBbIX CBOWCTB  JleKapCTBEHHbIX
npenapatoB OMpeaenieHHOW JeKapCTBEHHOM (OPMbl, a TaKkKe Hannums OOUHAKOBbIX
nokasartenen 6es3onacHocT M 3¢PEPEKTUBHOCTU NEKAPCTBEHHbLIX MpPenapaTtoB, OAUHAKOBbLIX
KNUHNYECKNX 3hPEKTOB NpU X NPUMEHEHUN;

47) npoOTOKON KIIMHUYECKOro uccrneaoBaHUSA JeKapCTBEHHOro npenaparta -
AOKYMEHT, B KOTOPOM OnpefenstoTcs uenu, ¢opMbl OpraHu3auum uM MeTogonorus
npoBefeHUs KITMHUYECKOrO NccneaoBaHuns, ctatucTudeckme metoapl o6paboTkm pesynstaTtoB
Takoro uccrnegoBaHuss M Mepbl Mo  obecnedeHnto 6Ge30nacHOCTM  PUBNYECKMX  NnL,
YyYacTBYIOLLMX B KITMHUYECKOM MCCefoBaHUN NeKapCTBEHHOro npenapara;

48) 6politopa uccnepgoBaTtens - CBOAHOE U3NOXEHNE pe3ynbTaToB AOKITMHUYECKOrO
nccnenoBaHns NekapCTBEHHOMO CPeAcTBa M KMMHUYECKOro UCCnefoBaHUs fekapCTBEHHOMO
npenapata ans MegULUHCKOrO NPUMEHEHNS;

49) nHchopMaLMOHHBLIN NUCTOK NauueHTa - JOKYMEHT, B KOTOPOM COAEepXaTcsa B
AOCTYNHOM (popme CBeaeHus, Kacarolmeca MpOBOAMMOrO KITMHUYECKOrO MCCreaoBaHus
neKkapCcTBEHHOro npenaparta, U B NMCbMeHHoW dhopMe J0OpPOBOSbHOE cornacue naumMeHTa Ha
yyacTme B KIIMHUYECKOM MCCreaoBaHuMM NeKapCTBEHHOrO npenaparta nocne 03HaKoOMEeHNs C
0COBEHHOCTSIMU KIMHNYECKOIo UCCeAOoBaHUsA, UMEOLWUMY 3HaYeHNe NS BbIpaKeHUs Takoro
cornacwus;

50) no6o4yHOe aencTBMUE - peakumsa opraHn3ama, BO3HUKLLIAA B CBA3M C MPUMEHEHUEM
NEeKapCTBEHHOro npenapaTta B [03aX, PEKOMEHAYEMbIX B MHCTPYKUMM MO €ro NPUMEHEHMIO,
ANa NpoMnakTUK1, OUarHOCTUKN, neveHns sabonesaHns unu ana peabunurauuu;

51) cepbe3Has HexenatenbHas peakuus - HexenaTenbHasi peakuus opraHuMama,
CBSI3aHHasi C NPUMEHEeHNeM NekapCTBEHHOrO npenapaTta, NpuBeALlas K CMepTu, BPOXKAEHHbIM
aHoOManuMsiM  WNU NopokaMm pasBuTUS NMBO npeacTaenawas cobon  yrposdy XMU3HM,
Tpebylowas rocnutanMsauun Unn npueeLllas K CTOMKOW yTpate TPyAoCnocobHOCTM n (Mnn)
WHBanNMOHoCTy;

52) HenpeaBuAeHHas HexenaTtenbHasA peakuuss - HexenaTtenbHas peakuus
opraHunama (B TOM 4ucre CBfAA3aHHas C MPUMEHEHMEM IeKapCTBEHHOro npenapata B
COOTBETCTBUN C MHCTPYKUMEN MO €ro MpPUMEHEHMUID), CYLLHOCTb M TSKEeCTb KOTOPOW He
COOTBETCTBYHOT MH(pOPMALMM O TIEKAPCTBEHHOM Npenapare, cogepallencsa B MHCTPYKLUN No
ero NpUMeHeHuIo;

53) peuenTt Ha neKapCTBEHHbIW npenapaT - MNUCbMEHHOE Ha3HayeHue
NeKapCTBEHHOro npenapata no YCTaHOBMEHHOM opMe, Bbl4aHHOE MEAWMLUMHCKUM  Unn
BETEpPMHapHbIM paboOTHMKOM, UMEKLWMM Ha 3TO NpaBoO, B LENAx OTNnycka NeKkapCTBEHHOro
npenapara unv ero N3roToBMneHns 1 OTNYCKa;

54) TpeboBaHMe MeOMLMHCKOW oOpraHuMsauun, BeTEepMHAPHOW oOpraHuM3auum -
AOKYMEHT YCTaHOBMEHHOW (POpPMbl, KOTOPbLIA BbINMCAH MEOULUMHCKAM WM BeTepUHapPHbIM
pabOTHUKOM, MMEKLMM Ha 3TO NpaBO, WU COOAEPXUT B MNUCbMEHHOW dopme ykasaHue
anTeyHon opraHm3aumm o6 oTnycke NeKkapCTBEHHOro npenaparta UM O ero U3roTOBMEHUN U
o6 otnycke ana obecneyeHuss nevyebHOro npouecca B MEOUMLMHCKOM OpraHusauuu,
BETEpPUHapHOM opraHnsauuu.

FAPAHT:

Cm. kommeHmaput Kk cmambe 4 Hacmosiwe2o PedepalsibHO20 3aKoHa
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MmaBa 2. NMonHomouua chegepanbHbIX OPraHOB UCMOJTHUTENTbHOM BNAacTU, OpraHoB
MCNONHUTeNIbHON BnacTu cyobekToB Poccunckon ®epgepaumm npu odpaiieHnm
neKapcTBEHHbIX CpeAcTB

Cratba 5. [lonHoMouus degeparibHbIX OpraHoB WCMOSTHUTENBHOW BRnactu npwu

obpalleHnn nekapcTBeHHbIX CPeacTB

K nonHomoumnam denepanbHbIX OpraHoOB WUCMOMHUTESTIbHOW BflacTU Npu obpalleHun
rNleKapCTBEHHbIX CPeACTB OTHOCATCS:

1) npoBegeHve B Poccurckon Pepepauumn eouvHOW rocyaAapCTBEHHOW MOMUTUKU B
obnacTtu obecneveHnst nNekapCTBEHHbIMU NpenapaTamMmu rpaxkgaH Ha Tepputopumn Poccunckon
depepauum;

2) yTBepxaeHne obLumx hapmakonenHblx ctaten, hapmakonenHblx ctaten, nsgaHue
rocygapCTBeHHOW (hapmakorneu;

3) ocywecTBneHne rocyaapCcTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalleHus
NeKapCTBEHHbIX CPeaCTB;

4) NMUEH3NMpPOBaHME MPOM3BOACTBA JfIEKAPCTBEHHbIX CPeacTB M dapMaueBTUYECKON
AeATerlbHOCTN B COOTBETCTBUM C 3akoHogaTensctBoM Poccunckon denepaunm;

FAPAHT:

Cm. [lonoxeHue 0 nuUUeH3UposaHuUu rpou3sodcmea JlIeKapCmEEHHbIX cpedcms,
ymeepx0oeHHoe riocmaHosrneHuem [pasumernscmea P® om 6 urons 2012 2. N 686

5) opraHuMsauma 9KCNepTU3bl JEeKapCTBEHHbIX CPeaCTB, 3TUYECKOW 3JKCNepTusbl
BO3MOXHOCTU NPOBEAEHUS KITMHMYECKOTO WMCCNeaoBaHUsS NeKapCTBEHHOro npenapaTta ans
MeANLMHCKOro NPUMEHEHWS;

6) Bblgava paspelleHnin Ha NpoBeaeHNe KIMHUYECKUX UCCefOBaHUN fieKapCTBEHHbIX
npenapaToB, Be[eHWe peecTpa BblAaHHbIX paspeleHnun Ha npoBedeHune  KITMHUYECKUX
nccnegoBaHMii NekapCTBEHHbIX NpenapaTos;

7) rocygapCTBeHHasi  perucTpauusi  NlekapCTBEHHbIX — MpenapaTtoB, BedeHue
rocyapCTBEHHOIO peecTpa fekapCTBEHHbIX CPeacTB;

8) uvHCnekTupoBaHMe MNPOU3BOACTBA JIEKAPCTBEHHbLIX CPEeACTB Ha COOTBETCTBUE
npaBunam oOpraHuM3auun MNpoM3BOACTBA W KOHTPOMSA KayecTBa JleKapCTBEHHbIX CPeacTs,
Bbla4a 3aKkniyYeHUn 0 COOTBETCTBUM NMPOM3BOANTENS NTEKAaPCTBEHHbIX CpeacTB TpeboBaHNAM
npasus opraHm3aumm NPon3BOACTBA U KOHTPONSA KayecTBa NleKapCTBEHHbIX CPEACTB;

9) rocygapcTBeHHasi permctpauust yCTaHOBMEHHbIX NPOU3BOAUTENAMM JIEKAPCTBEHHbIX
npenapatoB npefenbHbIX OTNYCKHbIX LEH Ha XW3HEHHO HeobxoauMble W BaXHeWwwme
neKapCTBEHHble npenapaTbl U BeAeHWe rocygapCTBEHHOIO peectpa npeaenbHbIX OTNYCKHbIX
LUeH Npoun3BoauTENen Ha NeKkapCTBEHHble npenapaTtbl, BKIOYEHHbIE B NepevyeHb KU3HEHHO
HEeOOXOOUMbIX U BaXXHENLLUX SIEKAaPCTBEHHbIX NpenapaTos,

10) ycTaHoBNeHwe ropsgka BBO3a JIEKAPCTBEHHbIX CPeacTB Ha TeppuTopuio
Poccunckon ®depepaumm n BbiBO3a NEKAaPCTBEHHbIX CPeACTB C Tepputopumn Poccuickon
depepauum;

11) co3gaHne COBETOB MO BOMpOCaM, CBSA3aHHbIM C obpalieHMeM feKapCTBEHHbIX
CpencTs;

12) atTecTtaums u ceptTudmnkaums cneunanmcTos;

13) yTBepxxaeHue obpasoBaTternbHbIX NPOrpamMmm no NogroToBKe CneLmanmcToB;

14) MoHUTOPMHI 6€30NacHOCTU NIEKAapPCTBEHHbIX NpenapaTos;

15) yyactue B MexgyHapoaHOM COTPYAHNYECTBE;

16) nonyyeHne noO 3anpocaMm  YMNOSIHOMOYEHHOro  bedepanbHOro  opraHa
WCNOSTHUTENbHOW BMacTM OT OpraHOB WCMNOSMHUTENbHOW Bnactn cybbektoB Poccuickon
depgepaumm, a Takke OT CybbEKTOB 0OpalLeHNs NekapCTBEHHbIX CPeacTB At MeANLMHCKOro
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npuMeHeHna unHdopMaumm no BOMPOCaM YCTAHOBMEHWS W MPUMEHEeHUs LeH Ha
neKkapcTBEHHble npenapaTtbl U HaAbaBoK K HUM;
17) npumeHeHne Mep OTBETCTBEHHOCTU 3a HapyLLeHWe 3akoHoaaTenbcTBa Poccnmnckon
depepaumn.
FAPAHT:

Cm. kommeHmaput Kk cmambe 5 Hacmosiuwe2o PedepasibHO20 3aKOHa

Crtatba 6. [NonHOMO4YMA OpraHoB WCNOSHUTENbHOW BRactu cybbekta Poccuickomn

depepaumm npu obpaLleHnn NekapCTBEHHbIX CPEACTB

K nonHomounsim opraHoB MCNOSTHUTENBHOM BRnacTu cybbekta Poccuinckon degepaumm
npv obpalleHnmn nekapcTBEeHHbIX CPeACTB OTHOCATCS:

1) paspaboTka M peanusauusi perMoHasnbHbiX nporpamm obecrneyeHusi HaceneHus
neKapCTBEHHbIMY NpenapaTtamu;

2) ycTaHOBNEHUe npeferibHbIX pa3mepoB ONTOBbIX HAA0ABOK 1 NpeaenbHbIX pa3MepoB
PO3HUYHBLIX HaabaBoK K hakTUYECKUM OTMNYCKHbIM LieHaM, YCTaHOBIIEHHbLIM NPOU3BOAUTENAMMU
NeKapCTBEHHbIX NpenapaTtoB, Ha JleKapCTBEHHble npenapaTbl, BKMAOYEHHblE B MNepeyveHb
XW3HEHHO HEOBXOAMMBIX U BaXXHENLLNX JIEKAaPCTBEHHbIX NpenapaTos;

3) ocyLecTBneHne perMoHanbHOro rocyapCTBEHHOIO KOHTPOSS 3@ MPUMEHEHNEM LiEeH
Ha IeKapCTBEHHble npenapaTbl, BKMAYEHHblE B MNepevYeHb XU3HEHHO HeobXoaUMbIX W
Ba)XXHEWLLMX NEeKapCTBEHHbIX MpenapaToB, OpraHu3auusmMu ONTOBOW TOProBfv, anTeYHbIMU
opraHMsaumamMu, UWHAMBMAYanbHbIMW NpeanpuHUMaTensaMn, UMeLWUMN  NULEH3NI0  Ha
hapmaLeBTUYECKYI0 OeATENBHOCTb.

FAPAHT:

CmMm. AOMuHucmpamueHbll pearnameHm @edeparnbHoU Ccryxbbl Mo Had30py 8 cghepe
30pasooXpaHeHUs1 U coyuasibHO20 pa3eumusi o UCMOIHEHUK 20Cy0apCcmeeHHOU byHKUUU
10 KOHMpPOs 3a MNpuMeHeHUeM UeH Ha JleKkapCmeeHHble rpernapamhbl, 8K/THOYEHHbIe 8
rnepeyeHb XU3HEHHO HEeObXO00uMbIX U BaXXHeUWwuXx JieKapCmeeHHbIX rpernapamos,
ymeepxx0eHHbIU ripukazom MuH30pascoupassumus Poccuu om 3 okmsbps 2011 2. N 1128+

Cm. kommeHmaput Kk cmambe 6 Hacmosiuwe2o PedepasibHO20 3aKoHa

Nnaea 3. NlocynapcTtBeHHasa ¢papmakones

Cratba 7. PaspaboTka M wm3gaHue rocygapCTBEHHOW dapMakorneun, pasMelleHune
JaHHbIX O Hen

1. MNop rocypapctBeHHOW hapmakoneen NOHMMAaETCA CBOA OOLMX dhapMakonenHbIX
cTaTten n dpapmMakonemnHbix ctaTen.

2. Paszpabotka o00wux ¢papmakonenHblx cTaten u ¢apMakonemHbix cTaTen u
BKMIOYEHNE MX B TOCYAApPCTBEHHY apmakonew OCYLLEeCTBSAKTCA B MOpsake,
YCTaHOBIIEHHOM YMOIHOMOYEHHbIM dpefeparnbHbIM OpraHoM UCNOSNTHUTENBLHOW BNAacTW.

3. Pa3paboTtka dbapmakonenHom ctaTbh Ha opurMHanbHoe fiekapcTBEHHOEe CPeacTBO U
BKMNIOYEHNE ee B roCydapCTBEHHYK (apMakone B TevyeHve Cpoka OevCTBUSA 3aluThbl
UCKMIOYUTENBHOMO MNpaBa, YOOCTOBEPEHHOrO MATEHTOM Ha OPUrMHaNbHOE rfeKkapCTBEHHOEe
CPeACTBO, OCYLLECTBAAIOTCA C cornacus ero paspabortyuka.

4. [ocygapcTBeHHasi (papmakonesi u3gaeTcs  YrNosIHOMOYEHHbIM — doedeparibHbIM
OpraHoM MCMNOMHUTENBbHON BlacTU 3a CYET CpeacTB deaepanbHoro GogpkeTa U NoanexuT
nepensgaHnam He pexe 4Yem OoOuH pa3 B NATb NIeT, B Nepuo Mexay KOTopbiMU M34atTcs
NPUNOXEeHUa K rocyaapCTBEHHOW dhapMakonee, cogepxawue obwme dapmMakonenHble
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cTatby 1 (Unn) dapmMakonenHble CTaTbK, YTBEPXAEHHbIE MOCMNEe U30aHUA UKW NepensgaHus
rocygapcTBeHHOW (hapMakoremu.
FAPAHT:

O eocydapcmeeHHoU chapmakonee cMm. rnpuka3 MuH30pasa P® om 24 anpens
2003 2. N 182, npuka3z MuHucmepcmea 30pagooxpaHeHuUsi U couyuasibHo20 paseumusi P®
om 31 siHeaps 2007 2. N 73
5. YNonHoMo4eHHbIn heneparnbHbli OpraH WCNOSTHUTESNbHOW Briactu pasmellaet
AaHHble O rocygapCTBEHHOW hapMakornee W MPUNOXeHUsX K HEW Ha CBOEM oduLMarnibHOM
cante B ceTh "MIHTepHeT" B yCTaHOBMEHHOM UM MopsiKe.
FAPAHT:

Cm. kommeHmaput Kk cmambe 7 Hacmosiwe2o PedepasibHO20 3aKoHa

MnaBa 4. l'ocypapCTBEHHbIM KOHTPONb NpU OOpalleHun nekapCcTBeHHbIX CpeacTB

Cratba 8. JlMueHamMpoBaHMe NpPOM3BOACTBA  JIEKAPCTBEHHbIX  CPeacTB M
drapmMaLeBTUYECKON OeATENBHOCTU

1. JlnueHsmpoBaHve Npoun3BOACTBA fEKApPCTBEHHbLIX CPeAcTB M dhapmaleBTUYeCcKomn

OEeATeNbHOCTU OCYLWECTBSeTCS B COOTBETCTBUM C 3akoHopaTernbcTBoM Poccuinckon
depepauymn.

FAPAHT:
Cm. [lonoxeHue 0 nuUueH3UposaHuUu rpoudsodcmea JIeKapCmEEHHbIX cpedcms,
ymeepxx0eHHoe riocmaHoesneHuem lNpasumenscmea P® om 6 urons 2012 2. N 686

Cwm. lNonoxeHue o nuueH3uposaHuu ghapmauesmu4eckol 0essmesibHoCmu, ymeepxO0eHHoe
rnocmaHosneHuem lNpasumernbcmea P® om 6 urons 2006 2. N 416
2. O6gszaTtenbHbiM  YCNoBMEM MNPEefoCTaBfEeHMS NUUEH3MM Ha NPOU3BOLCTBO
NEeKapCTBEHHbIX CPEeACTB SBNAETCA MPUMOXKEHWEe K 3adBMeHUI0 couckaTtensa mnuueH3un
nepevHsa nekapCTBEHHbIX hopMm 1 (Mnn) BUOOB dapMaueBTUYecKnx cybcTaHumii, KOTopble
NpPOu3BOAUTESNb NTEKAPCTBEHHbIX CPeaCTB HAMepPEH NPON3BOANTb.
3. B cnyyae Heob6xoAMMOCTW pacluMpeHusi NPOM3BOACTBA NeKapCTBEHHbIX CPeACTB 3a
CYeT HOBbIX JIEKAaPCTBEHHbIX (hOPM 1 BUOOB hapmaLeBTUYECKMX CybCTaHUnn Npon3BoanTenb
NEKapCTBEHHbIX CPeACTB AO/MKEH MOMyYMTb HOBYK  JIMUEH3MKO Ha NpOu3BOACTBO
NeKapCTBEHHbIX CPEACTB.
FAPAHT:

Cm. kommeHmaput Kk cmambe 8 Hacmosiuwe2o PedepasibHO20 3aKoHa

Ctatbsa 9. [ocygapCTBEHHbIN  KOHTponb  (Hag3op) B cdepe  obpalleHus
NeKapCTBEHHbIX CPeaCcTB

1. TocymapcTBeHHbLIN KOHTpoOnb (Hag3op) B cdepe obpalleHuss nekapCTBEHHbIX
CpencTB BKIOYaAET B cebs:

1) NULEH3NOHHBIN KOHTPONb B Cdpepe MNpoM3BOACTBA JleKapCTBEHHbLIX CPeACTB U B
chepe hapmaueBTMHECKON OEATENBHOCTY;

2) dhegepanbHbIi rocyaapCTBEHHbIM Haa3op B cdepe obpalleHusi nekapCTBEHHbIX
CpeAacTs.

2. JINUEH3NOHHLIN KOHTPONb B cdepe Mpou3BOACTBaA NEKAPCTBEHHbLIX CPEeACTB U B
cthepe  dapmaueBTUHECKOM — OEATENIbHOCTM  OCYLIECTBNSEeTCA  YNOAHOMOYEHHbLIMN
denepanbHbIM OpraHoOM WCMNONMHUTENbHOM BRAcTU M OpraHamMu MCMNOSNTHUTENbHOW BRacTu
cybbekToB Poccuickon degepaumm CornacHo Mx KOMMNETEHUUM B Nopsgke, yCTaHOBIEHHOM
depepanbHbIM 3akoHOM OT 26 aekabpsi 2008 roga N 294-d3 "O 3awuTte npas opMaNYecKnx
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iy U MHOMBMAYanbHbIX NpeanpuHMMaTtenen npu  OCYWEeCTBEHUN rocygapCTBEHHOMO
KOHTpOns (Hagsopa) U MyHMUMNANbHOrO KOHTponsa", ¢ y4eToM 0CoOBEeHHOCTEN OpraHM3aumm u
npoBefeHns1 NPOBEPOK, YCTaHOBNEHHbIX PeneparnbHbiM 3akoHoM oT 4 masa 2011 roga N 99-
@3 "O nuueH3npoBaHUM OTAENbHbLIX BUOOB AeATENbHOCTN".

3. ®epepanbHbIi roCygapCTBEHHbIN Haa3op B cdepe obpallieHust NeKapCTBEHHbIX
CPEeACTB OCYLLECTBMSETCS YNONHOMOYEHHbIMU heaepanbHbiMyM OpraHaMmy UCNOSTHUTENbHOM
BnacTu (ganee - opraHbl rocygapCTBEHHOrO Haa3opa) COrflacHO MX KOMNeTeHUMN B nopsiake,
ycTaHoBreHHoMm [paButensctBom Poccuiickon ®eaepauuu.

4. depepanbHbl rOCyOapCTBEHHbIM Haa3op B cdepe obpalleHuss NeKapCTBEHHbIX
CpeacTB BKIOYaET B cebs:

1) opraHusauuio 1 nNpoBedeHMe MNPOBEPOK cobniogeHns cybbektamm obpalleHus
NeKapCTBEHHbIX CPeACTB YCTAHOBMEHHbIX HacToAwmnM degeparbHbIM 3aKOHOM U NPUHATLIMU
B COOTBETCTBUMN C HUM MHLIMW HOPMaTUBHbLIMW NPaBoBbIMK akTamun Poccurckon ®epepauunm
TpeboBaHNUN K [OOKIIMHUYECKUM UWCCReOBaHUAM NeKapCTBEHHbIX CPEeACTB, KIIMHUYECKUM
nccnegoBaHNAM NEKapCTBEHHbBIX NpenapaToB, XpaHEeHUo, NepeBo3ke, BBO3Y B Poccuiickyto
depepaumio, OTNYCKy, peanu3aumn nNekapcTBEHHbIX CPeacTB, MPUMEHEHUIO NeKapCTBEHHbIX
npenapaToB, YHUYTOXEHMIO  JIEKAPCTBEHHbIX CPEACTB, a Takke  cobniogeHus
YNOSTHOMOYEHHBIMW OpraHamMun UCMNOSTHUTENBHOW BriacTn cybbektoB Poccuiickon denepaumm
METOOMKN YCTAHOBMNEHUA NpedenbHbIX pa3MepoB ONTOBbIX HaabaBoK W npeaesibHbIX
pasMepoB pPO3HUYHbIX HaAbaBOK K (PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM
npou3BoaMTENAMM  NIEKAPCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEHHble  npenaparhbl,
BKIMIOYEHHbIE B MepeyYeHb XWU3HEHHO HeObXOAMMbIX W BaXHEWUWUX JeKapCTBEHHbIX
npenapaToB (ganee - obsi3arenbHble TpeboBaHUS);

2) opraHuMsauuio 1 npoBefeHue NPOBEPOK COOTBETCTBUSA NEKAaPCTBEHHbLIX CPencTB,
HaxoadaLWmxcs B obpalleHnn, yCTaHOBNEHHbIM 00s3aTenbHbIM TPEBOBaHUAM K X KA4eCTBY;

3) Bblga4vy paspeLleHnin Ha BBO3 fIeKapCTBEHHbIX CPeACTB Ha TeppuTopuio Poccuinckon
depepaumm;

4) opraHmszauuio Wn npoBefeHNE MOHUTOPUHra ©6e30MacHOCTU  JleKapCTBEHHbIX
npenapaTos;

5) npumeHeHMe B nNopsdke, YCTAHOBMEHHOM 3akoHoAaTenbCTBOM Poccuickon
depgepaumm, Mep No MPeceYeHnto BbISBIIEHHbLIX HapyLIeHUn obsi3aTenbHbIX TpeboBaHun n
(MnKn) ycTpaHeHuo NOCneacTBUM TakMX HapyleHWn, Bblgady npegnucaHnn ob yctpaHeHuu
BbISIBIEHHbIX HapyLleHu obsA3aTenbHbiX TpeboBaHM N NpUBNEYEHNE K OTBETCTBEHHOCTU
N1, COBEPLUMBLLMX TaKUe HapyLUEHUS.

5. K oTHOLWeEHUAM, CBA3aHHbLIM C OCyLlecTBeHneM eaepanbHOro rocyaapcrBeHHOro
Hag3opa B cdepe obpalleHus nekapCcTBEHHbIX CPeacTB, OopraHvsaumen n npoBedeHneM
NPoOBEPOK CYyObEKTOB OOpalleHns IEeKapCTBEHHbIX CPEACTB, MNPUMEHSIOTCS MOSOXEHUS
depepanbHoro 3akoHa oT 26 gekadbpsa 2008 roga N 294-03 "O 3awmTe npaB topuaNYEcKnx
iy M MHOMBMAYanbHbIX NpeanpuHMMaTenen npu  OCyWeCTBAEHUN ToCcyaapCTBEHHOrO
KOHTpOns (Hag3opa) U MyHMUMNANbHOrO KOHTpona".

6. [JOMmMKHOCTHbIE NyLa opraHa rocyfapCTBEHHOro Haz3opa B nopsagke, yCTaHOBIEHHOM
3akoHogaTenbcTBoM Poccunckon degepaunm, UMeoT Npaso:

1) nonyyaTb Ha OCHOBAHWW MOTMBMUPOBAHHLIX MUCbMEHHbLIX 3aMpPOCOB OT CyObEeKTOB
obpalleHna rnekapCTBEHHbIX CPeAcTB, OpPraHoOB WUCMOSHUTENBHOW BflaCTU CyObLEKTOB
Poccunckon denepaumm n opraHoB MECTHOro caMoynpasfieHUs AOKYMEHTbI U MHpopMaLnto
no Bonpocam obpalleHunsi NekapCTBEHHbIX CPEACTB;

2) 6ecnpensiTCTBEHHO MO nNpeabsABNEHUN CNyXebHOro yAOCTOBEPEHUS M KOMUK
npukasa (pacnopspkeHusl) opraHa rocydapCTBEHHOro HaAsopa O HasHavyeHun MNpOBEPKU
nocewiaTtb ncrnonb3yemble topPUaANYECKNMU nuuamn, MHOMBMAYaNbHLIMN
npegnpuHuMaTensiMu, ABnaWMMNCS cydbbekTammn obpalleHnsa nekapcTBEHHbIX CPEeACTB, Npu
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OCYLLIECTBMNEHNN CBOEN OEATENbHOCTU TEPPUTOPUN, 30aHUSA, NOMELLEHUS U COOPYXEHUS B
Lenax NnpoBeaeHns MeponpuATUA MO KOHTPOSIO;

3) npoBoanTb OTOOpP 06pPa3sLOB NEKApPCTBEHHbIX CPEeACTB, NpefHasHa4yeHHbIX AN
peanu3auun un peanuayembix cybbekTamum oOpalleHns neKapCTBEHHbIX CPeAacTB, Ans
NpoBEPKN WX KayecTBa, MPOBEOEHUA WCCredoBaHUW, WCNbITaHUA B COOTBETCTBUMM C
npaesunammn otbopa obpasLoB, YCTAHOBEHHBIMX YNOSTHOMOYEHHbIM heaepanbHbIM OpraHoM
NCNOSTHUTENbHOW BNacTw;

4) BblgaBaTb CybObekTam obpalleHusi neKkapCTBEHHbIX CPeacTB npeanucaHnsa o
npekpaweHnn HapyleHuin obasatenbHbiX TpeboBaHUW M 006 yCTpaHEHUW BbISIBIIEHHbIX
HapyLleHn obs3aTenbHbIX TpeboBaHWI;

5) HanpaBnsATb B YNOSIHOMOYEHHbIE OpraHbl Matepuarbl, CBA3aHHble C HapyLLUEeHUAMM
o6a3aTenbHbiXx TpeboBaHW, ANA peLleHns BONPOCOB O BO30YXAEHWWM YronoBHbIX Aen Mo
npusHakam npecTynieHnn.

FAPAHT:

Cm. kommeHmaput Kk cmambe 9 Hacmosiuwe2o PedepasibHO20 3aKoHa

MnaBa 5. Pa3paboTka, [OKNUHUYECKNe nccneaoBaHUA NeKapCTBEHHbIX CPeacTB, a
TaKXe KIIMHMYeCKne nccriefoBaHusA NeKapCTBEHHbIX NpenapaTtoB Af1IA BeTepUHaApPHOro
NPUMeHeHuns

Cratbsa 10. PaspaboTka nekapcTBeHHbIX CPeACTB

1. PaspaboTka nekapCTBEHHbIX CpeacTB BKNYaeT B cebA MNOUCK  HOBbIX
bapMaKkonormyecknm akTMBHbIX BELLECTB, MNOCMeaylolee U3y4YeHne WX JeKapCTBEHHbIX
CBOWCTB, [OKMMHMYECKME  UccnefoBaHus, paspaboTky  TEexXHOMNorMi  npou3BOLCTBa
hapmaueBTUYECKUX CyOCTaHuMi, pa3paboTKky COCTaBOB M TEXHOMOMMA MNPOU3BOACTBA
NeKkapCTBEHHbIX NpenapaTos.

2. ®uHaHcoBoOe obecrnedyeHne pas3paboTku NnekapcTBEHHbIX CPeaCTB OCYLLECTBASETCA
3a cyerT:

1) cpencts henepanbHoro GooxeTa;

2) cpeacTB pa3paboTyMKOB NIEKAPCTBEHHbLIX CPEACTB;

3) cpeacTtB npousBoauTENEn NEKapCTBEHHbIX CPEeACTB MNPU BbIMNOMHEHUM Hay4HO-
nccnepoBaTenbCkMx paboT No AOroBopy Mexay pa3paboTyMKOM feKkapCTBEHHbIX CPeacTB U
NpOu3BOAMTENEM NEKAPCTBEHHbLIX CPEACTB;

4) VHbIX HE 3amnpeLLEeHHbIX 3aKoHo4aTeNbLCTBOM Poccuinckon degepaumm MCTOYHUKOB.

3. [lpaBa paspaboTyMka IEeKapCTBEHHOrO CpPeacTBa OXPAHATCA rpaxagaHCKUMm
3aKoHOOAaTeNbCTBOM.

FAPAHT:

Cwm. kommeHmaput k cmambe 10 Hacmosiweao ®edeparibHO20 3aKOHa

Cratban 11. [loknuHMyeckoe wuccrnegoBaHne feKapCTBEHHOro cpeacrea  Ans
MeOMLMHCKOro NpUMeHEHNS

1. [HoknuHu4yeckoe wuccriegoBaHMe JeKapCTBEHHOro cpeactBa ans MeauvuuHCKOro
NPUMEHEHNA NPOBOAUTCS NYTEM NPUMEHEHNSA HAaYYHbIX METOA0B OLEHOK B LLESISIX MONy4YeHus
AokasaTenbcTB 6e30MacHOCTH, KavyecTBa N 3 PEKTUBHOCTU NEKapCTBEHHOIO CpeacTBa.

2. [loknuHuyeckoe wuccnegoBaHMe nNeKapCTBEHHOrO cpencTBa AN MeauLMHCKOro
NPUMEHEeHNs MnpoBOAUTCS B COOTBETCTBMM C npaBunamy nabopaTtopHOM MNpPaKTUKW,
yTBEPXOEHHBbIMU YNOMHOMOYEHHbLIM doeeparnbHbiM OpraHOM UCMNOSTHUTESNBHOW BlACTM.
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3. [Ins opraHusauuy 1 NpoBeaeHUsT OKMMHUYECKOr0 UCCNeaoBaHNs NeKapCTBEHHOIO
cpeacTBa AN MeOUUMHCKOrO MPUMEHEHUs pas3paboTyYMKM NEKApCTBEHHbIX CpeacTB MoryT
npuBnekaTb Hay4HO-UCCreaoBaTeNbCKMe oOpraHusauun, obpasoBaTeribHble YyupexaeHus
BbICLLErOo npodeccuoHansHoro obpasoBaHusl, UMelwmne Heobxoaumyro MaTepuanbHO-
TEeXHMYeckyto 06a3y M KBanMUUMPOBaHHbLIX CMEeunanMcToB B COOTBETCTBYOLEN obnactu
nccnenoBaHus.

4. [oknuHuM4eckoe WuccreaoBaHWe IeKapCTBEHHOro cpeactsa AN MeguUMHCKOro
NPUMEHEHUSI MPOBOAMTCSH MO YTBEPXKAEHHOMY pa3paboTyMKOM NeKapCTBEHHOro CpeacTBa
nnaHy C BeAeHWeM MpOTOKOSla 3TOro MCCrNefoBaHUS U COCTaBIiEHMEM OT4yeTa, B KOTOPOM
cogepxatcs pesynbTaTbl 3TOM0 UCCNenoBaHUs U 3aKMOYeHNEe O BO3MOXHOCTU MPOBEAEHWS
KMMHNYECKOro 1ccneaoBaHus nekapCTBEHHOro npenapaTta Ans MeauUMHCKOro NpUMEHeHMUs.

5. NpoBeaeHne NpoBepok cobnogeHns npaeun nabopaTopHON NPaKTUKM U NPaBOBbIX
HOPM  MCMOJb30BaHMUSA >KMBOTHLIX NPW  MPOBEAEHWMM  OOKIMHUYECKUX  UCCeaoBaHMN
NEeKapCTBEHHbIX  CPeAcTB  Ans MeNLIMHCKOro NPUMEHEHNS  OCYLLECTBNSETCS
YNONTHOMOY€EHHbIM hefieparnbHbIM OPraHOM UCMOSNTHUTENBHOWM BriacTw.

6. PesynbTaTbl AOKMMHUYECKOrO WCCRenoBaHWs JEeKapCTBEHHOro CpeacTBa  Ans
MeOMLIMHCKOro NPUMEHEHMs1 MOryT ObiTb NpeacTaBreHbl B YNOSIHOMOYEHHbIN dheaeparnbHbIi
opraH WCMNOSHUTENbHOM BNacTu B YCTaHOBMEHHOM MOPSAKE B LENAX rocygapCTBEHHON
permcTpaummn nekapCcTBEHHOro npenapara.

FAPAHT:

Cm. kommeHmaput kK cmambe 11 Hacmosiwezao ®edeparibHO20 3aKOHa

CraTtba 12. [JoKNMHUYECKOe MccrefoBaHNe NeKapCTBEHHOIO CPEeACTBA U KMMHUYECKoe

nccnegoBaHve NekapcTBEHHOro npenapara Ansi BeTepuHapHOro NpuMeHeHus

1. [OKnNUHMYeckoe WccrneaoBaHMe NEKApCTBEHHOTO cpeacTBa Ofis BeTepUHApHOro
NPUMEHEHUs NPOBOAMTCS NyTeM MPUMEHEHUSI HAYYHbIX METOAOB OLEHOK B LieNsiX NonyyYeHus
[okasaTenbcTB 6e3onacHOCTH, kayecTBa M 3EKTUBHOCTY JEKAPCTBEHHOIO CPEACTBa, B
TOM 4ucCne onpedeneHnss cpoka ero BblBEAEHUS M3 opraHvMama >XMBOTHOFO, B LIENsiX
obecneyeHnss 6e30nNacHOCTU MPOAYKUMM KUBOTHOTO MPOUCXOXKAEHUS MNOcne NPUMEHEHMS
COOTBETCTBYIOLLErO NIeKapCTBEHHOIO Npenapara.

2. [oknuHu4eckoe uWccrneaoBaHUE JEKAPCTBEHHONO CPeAcTBa W KIMMHUYEcKoe
nccnegoBaHve NekapcTBEHHOro npenapara A BeTEPUHAPHOro NpMMEeHeHUs1, nccneaoBaHme
OGNO3KBMBANEHTHOCTM YKa3aHHOIO NIeKapCTBEHHOIo npenapaTta NpoBOAATCS B COOTBETCTBUN C
npasunamu, yTBepXXAEHHbIMU YMONIHOMOYEHHbIM dheaeparnbHbIM OpraHOM WCMOMHUTENbHON
BMnacTu.

FAPAHT:
CMm.  Memoduyeckue  ykasaHus  "[lpogedeHue  Ka4yeCmBEHHbIX  uccriedosaHuli
buoakeusasnieHmMHocmu JiekapCmeeHHbIX cpedcme”, ymeep)xOeHHble

MuH3dpaecoupassumusi Poccuu om 30 ageycma 2004 a.

3. [oknuHnyeckoe wuccrnegoBaHWe NEKapCTBEHHOIO CpeactBa UM KNMHUYECKoe
nccrnegoBaHue nekapcTBEHHOro npenapaTta Ansg BeTepUHaApPHOro NpMMEHeHnst NpoBOAATCS MO
yTBEPXXOEHHOMY pa3paboTUMKOM NEKApPCTBEHHOrO CpeacTBa MnaHy C BeAeHWEM MPOTOKOSIOB
3TUX UCCReAoBaHUN U COCTaBIEHMEM OTYETOB, B KOTOPbIX COAepXaTcs pes3ynbTaTbl 3TUX
nccneaoBaHun.

4. [Ins opraHnsaumm 1 npoBeaeHns OOKNMHUYECKOro UCCNeaoBaHUst NeKkapCTBEHHOMO
cpeacTBa M KIIMHUYECKOro UCCreoBaHUSA NeKapCTBEHHOro npenaparta ans BeTepUHapPHOro
npUMeHeHns pa3paboTynmK NEKApCTBEHHOrO CPeAcTBa MOXET npuBrekaTb OpraHuMsauuu,
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uMerowme HeobxoouMmyro  MaTepuanbHO-TEXHMYECKYD 6a3y U KBanuuUUUPOBaHHbIX
crneumanmcToB B COOTBETCTBYIOLEN 061acTu nccrneaoBaHus.

5. KnuHun4yeckne wnccnegnoBaHusi NEKapCTBEHHbLIX MpenapaTtoB ANl BETEPUHAPHOro
NPUMEHEHNA MNPOBOAATCSA B  BEeTEPUHApPHbIX OpraHms3aumMax W B OpraHu3aumsx,
OCYLLECTBNAOLWNX pasBedeHne, BbipallMBaHne n cogepxaHme XXUBOTHbIX, B LEenax:

1) ycTaHOBNEHUs NepeHOCUMOCTU FeKapCTBEHHbIX MpenapaTtoB  340pPOBbIMU
YKMBOTHbIMMU;

2) nogbopa onTMManbHbIX JO3VMPOBOK NEeKapCTBEHHbLIX MPenapaTtoB M Kypca NeveHus
Ha KOHKPETHOW rpynne XMBOTHbIX C onpeaenieHHbIM 3aboneBaHnewm;

3) ycTtaHoBrneHus 6Ge3onacHOCTM U 3AEKTUBHOCTM JfEKAapCTBEHHOrO npenapara,
npegHasHa4yeHHOro And  nedeHus  onpefeneHHblx  3aboneBaHM  XKUMBOTHbBIX,  WUNK
3(PPEKTUBHOCTM NEKAPCTBEHHOrO npenapaTta And npodunakTuku 3aboneBaHnin 300POBbIX
KMBOTHBbIX;

4) n3y4yeHna BO3MOXXHOCTEN pacLmpeHnsa nokasaHum K NPUMEHEHNIO
3aperncTpupoBaHHOINO JNEKapCTBEHHOrO npenapata W BbIABEHUS paHee Hen3BECTHbIX
No6OYHbIX AENCTBUN.

6. KnuHuyeckoe wnccnegoBaHME NEKaApCTBEHHOro npenapata Ansi BeTEpPUHApPHOro
NPUMEHEHNS OCYLLIECTBIISIETCA 3a CYET cpeacTB pa3paboTymka nekapCTBEHHOro CpeacTBa.

7. OT4eTbl O pesynbTaTax QOKMIMHUYECKOrO UCCNeaoBaHNA NeKkapCTBEHHOrO cpeacTsa
N KIMHUYECKOrO0 WUCCregoBaHUSA  NIEKAapCTBEHHOrO npenapata  Ans  BeTepUHapHOro
NPUMEHEHNSA  COCTaBNATCA pa3paboTyMKOM NEKapCTBEHHOrO CpeacTtBa € y4ETOM
3aKMYeHNN opraHuMsaunn, MNpUMHUMaBLUMX yvacTMe B OpraHuMsaumm U nNpoBefeHuU ITUX
nccnegoBaHun.

8. KoHTponb 3a npoBeaeHneM OOKNNHUYECKUX NCCea0BaHNN NIEKAPCTBEHHbIX CPEeACTB
N KITMHUYECKNX UCCReaoBaHNIN NEKapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOIro NPpUMEHEHUS
OCYLLEeCTBMASAETCS YNONHOMOYEHHbLIM (heaepanbHbIM OpraHOM UCMOMHUTENBHOW BNAcTu.

[APAHT:

Cwm. kommeHmapul Kk cmamee 12 Hacmosuwie2o PedeparibHO20 3aKOHa

NnaBa 6. OcyuwecTBrneHne rocyaapCcTBeHHOM perucTpauum nekapcTBeHHbIX
npenapaToB

CraTtba 13. [ocygapCcTBeHHasa pernctpauns fiekapCTBeHHbIX npenapaTos

1. JlekapcTBeHHble npenapaTbl BBOAATCS B rpaxaaHCkMi OOOPOT Ha Tepputopumn
Poccunckon ®efepaummn, ecnu oHM 3apermctTpmpoBaHbl COOTBETCTBYHOLLMM YNOSTHOMOYEHHbIM
dhefeparnbHbIM OpraHOM UCNOMHUTENBHOW BNAcTU.

2. [ocygapCTBEHHOW permcTpauum noanexar:

1) opurmHanbHble NeKapCTBEHHbIE Npenaparhbl;

2) BOCNpoun3BeLeHHbIE NIEKapCTBEHHbIE NpenapaThl;

3) HOBble KOMBUHaLUKN 3apernCTPUPOBaHHBIX PaHee NeKkapCTBEHHbIX NpenapaTos.;

4) nekapcTBeHHble npenapaTbl, 3aperMcTpupoBaHHbIE paHee, HO NPOoM3BeAEeHHbIe B
ApYrux nekapcrBeHHbIX popmax, B HOBOW JO3MPOBKE.

3. [ocygapCcTBeHHast permcrTpauus fekapCTBEHHbIX npenapaTtoB And MeAMUMHCKOro
NPUMEHEHNA OCYLLECTBNAEeTCA MO pesynbTaTaM 9KCNepTu3bl NeKapCTBEHHbIX CpeacTB U
3TUYECKOM  JKCNEPTU3bl  BO3MOXHOCTM  NPOBELEHUS  KIWMHWYECKOro  UCCreaoBaHus
NEeKapCTBEHHOro npenapata Ansa  MeOUuUMHCKOro MnpuMeHeHust (ganee - aTuyeckas
akcnepTtnsa). [ocymapCTBeHHas  perucTpauusi  nekapcTBEeHHbIX  MpenapaTtoB  And
BETEPUHAPHOIo NPMMEHEHUS OCYLLIECTBIISIETCA MO pe3yribTaTaM 3KCNepTU3bl NeKapCTBEHHbIX
CpencTB AN BETepPUHAPHOro NPUMEHEHMS.
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FTAPAHT:

Cwm. lNpasurna 2ocydapcmeeHHOU peaucmpayuu riekapcmeeHHbIX cpedcme 051l XUBOMHbIX
U Kopmosbix 00basok, ymeepxOeHHble rpuka3om MuHcenbxo3a P® om 1 anpens 2005 a.
N 48

4. locygapCcTBeHHasi permctpauusi neKkapCTBEHHbIX MpenapaToB OCYLLIECTBNSAETCA
COOTBETCTBYHOLUNM YNOMHOMOYEHHbLIM deaeparnibHbiM OpraHoM MCMOMHUTENbHOWM BRactu B
CPOK, He MpeBblLaWNA ABYXCOT AECATM paboumx OHEN CO OHA MPUHATUA 3asBNEeHUa O
rocyiapCTBEHHOW perncrpaumm nekapcTBeHHOro npenapara. B ykasaHHbIM CpOK BKIoHaeTcs
BpeMs, HeobxoamMmoe Onsi MOBTOPHOrO NMpOBEAEHUST 3KCNEPTU3bl NIEKAPCTBEHHbLIX CPEACTB U
(MnKn) aTudeckom SKCNEpPTU3bl B COOTBETCTBMM CO CTaTben 25 Hactoswero denepanbHOro
3akoHa. CpoK rocydapCTBEHHOW perucTpauuu nekapcTBEHHOro npenapara UcYMCnaeTcs co
OHS  MNPUHATMS  COOTBETCTBYIOLMM  YMOMHOMOYEHHbIM  (bedepanbHbiM  OpraHoMm
NCNOSTHUTENbHOW BMAacTW 3asiBfieHUS1 O TOCYyO4AapPCTBEHHOW pPerncTpaumm nekapCTBEHHOro
npenaparta ¢ NpurnoXeHnem HeobxooMMbIX JOKYMEHTOB MO AE€Hb BblAauu perncTpaunoHHOro
yOOCTOBEPEHUS]  NIEKApCTBEHHOro  npenapaTta. Bpemss npoBeaeHWss  KIMMHMYECKOTO
nccnefoBaHWs NeKapCTBEHHOro npenapata He YYMTbiBaeTCs MpU UCHUCINIEHUM CpOKa €ero
rocyaapCTBEHHOMW permcTpaumm.

FAPAHT:

CmMm. AOMuHucmpamueHbIl peanameHm @edeparnbHol Cryx6bl no Had30py 6 cgepe
30pasooxpaHeHuUs1 U coyuasibHO20 pal3gumusi o UCMOTHEHUK 20Cy0apCmeeHHOU hyHKUUU
rno 2ocydapcmeeHHOU peaucmpayuu r1iekapcmeeHHbIX cpedcmes, ymeepXOeHHbIU MpuKasom
MuH3dpascoupaszsumusi Poccuu om 30 okmsbpsi 2006 2. N 736

5. locyaapcTBEHHOM permcTpaumm He nognexar:

1) nekapcTBeHHble npenapaTtbl, W3rOTOBIIEHHbIE aANTEYHbIMW  OpPraHM3aunsMu,
BETEPMHAPHbIMM anTeYHbIMW OpraHM3auMsaMn, WHOMBUAYaNbHbIMUA NpeanpuHUMaTENaMu,
KOTOpble WMEKT JNULEH3NK0 Ha dapMaueBTUYECKYHD AEATENbHOCTb, MO peuentam Ha
rNekapCTBEHHbIE MnpenapaTtbl U TpPebOoBaHUAM MEAULMHCKUX OpraHuM3aunn, BeTepuHapHbIX
opraHusaumm,

2) NekapCTBEHHOE pacTUTENbHOE CbIpbe;

3) nekapCTBEHHbIE NpenapaThbl, NpMobpeTeHHbIE PU3NYECKMMUN NNLAMK 3a Npeaenamm
Tepputopun Poccuiickon Pegepauum 1 npegHasHavyeHHble Ansi MIMYHOro UCNOoNb30BaHUS;

4) nekapCTBEHHbIE NpenapaTbl, NpegHa3HauYeHHble 451 AKCNopTa;

5) pagvodapmaueBTUYECKME  NEKapCTBEHHbIE  MnpenapaTbl,  WU3roTOBIEHHblEe
HEeNnocpeacTBEHHO B MEOVMUMHCKMX  OpraHu3aumsax B MNOpsiake,  yCTaHOBMEHHOM
YNOMHOMOYEHHbIM doefepanbHbIM OPraHoOM UCNOSTHUTENbHOWM BNACTW.

6. He gonyckaeTcs rocygapCcTBeHHasa permcrpaums:

1) pas3nuuHbiX NEeKapCTBEHHbIX MpenapaTtoB MNOA4  OAWHAKOBbIM  TOProBbIM
HaUMEHOBAHNEM;

2) OOHOro nekapcTBEHHOro npenaparta, BblNyCKAeMOro npou3sBoauTenemMm noa
pPasnMyHbIMM  TOProBbIMM HAMMEHOBAHUAMM W MPEACTABMEHHONO Ha roCy4apCTBEHHYHO
perncTpauuio B BUae AByx U 6onee nekapCTBeHHbIX NpenapaTos.

FAPAHT:

Cm. kommeHmaput Kk cmambe 13 Hacmosiuwez2o PedeparsibHO20 3aKOHa

Cratbs 14. |_|pI/IHLl,I/II'IbI JKCMNepTun3bl JIEKAPCTBEHHbLIX CpencTB U 3TUYECKON AKCNepTn3bl
1. C-)Kcnemeaa JIEKapCTBEHHbIX CPeacTB N 3TUYECKaA IKCneptm3a OCHOBbLIBAOTCA Ha
npuHUMnax 3aKOHHOCTH, cobnogeHuns npaB " cBoboa 4yenoBeka WU rpaxxgaHmHa, npasB
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OPMONYECKOro nuua, He3aBNUCMMOCTU 3KcrnepTa, 0OBLEKTUBHOCTU, BCECTOPOHHOCTM U NOSTHOTI
nccrnegoBaHnn, MNPoOBOAMMBIX C  UCMOSIb30BAHMEM COBPEMEHHbIX LOOCTWXKEHUA Hayku U
TEXHWUKN, OTBETCTBEHHOCTU hbeaeparibHOro rocygapCTBEHHOrO GHOLKETHOMO yyYpexaeHus no
NPOBEAEHUI0 SKCNEPTU3bI JIEKAPCTBEHHbIX CPEACTB U IKCMEPTOB 3a NPOBEAEHME N KayecTBO
3KCNepTum3bl.

2. JKkcnepTum3a NekapCcTBEHHbIX CPeaCcTB ANA MEOUUMHCKOrO NpUMEHEeHNa NpPoBOANTCS
NnoaTanHo:

1) Ha NepBOM 3Tane - 9KCNepTu3a LOOKYMEHTOB ANdA MOflyYeHUs paspeLleHuss Ha
npoBegeHne KNMHNYECKOro UCCreaoBaHna nekapCTBEHHOro npenapara, 3a UCKMoYEHNEM:

a) NekapCTBEHHbIX NpenapaTtos, KOTOpble paspeLleHbl AN MeOULIMHCKOTO NPUMEHEHNSA
Ha Tepputopun Poccuiickon dPepepaumm 6onee apaguatv nNeT M B OTHOLIEHUN KOTOPbIX
HEBO3MOXXHO NPOBeAEHNE UCCreaoBaHNs OMO3KBNBANEHTHOCTH;

0) nekapcTBeHHbIX npenapaTtoB AN MEAULUHCKOrO MNPUMEHEHUSA, B OTHOLLEHUN
KOTOpbIX NpoBefeHbl MeXayHapoaHble MHOrOLEHTPOBLIE KIMHUYECKME UCCredoBaHnd, YacTb
N3 KOTOpPbIX NpoBefeHa Ha TeppuTopun Poccnnckon denepauuu;

2) Ha BTOpPOM 3Tane - 3KCnepTu3a MpeasIoKeHHbIX MeTOLOB KOHTPONSA KavecTBa
NIEKApCTBEHHOINO CpeAcTBa UM KadecTBa nNpencTaBfieHHbIX 06pasuoB  JIEKAapCTBEHHOIO
cpeacTBa C UCNOSb30BaHMEM 3TUX METOAOB (fanee - aKcnepTMsa KayecTBa flekapCTBEHHOMO
CpencTBa) U 9KCnepTmn3a OTHOLLEHNSA OXNOAEMOWN NOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS
NeKapCTBEHHOro npenaparta, OcCyWecTBndeMble Mocrne npoBeaeHUss ero  KIMHUYEeCKOro
nccnegoBaHus.

3. JKcnepTnsa nekapCTBEHHbIX CPEACTB ANl BETEPMHAPHOro NPUMEHeHMs NpoBOANTCA
OOHO3TANHO W BKNHOYaeT B cebsa SKCnepTu3dy KadecTBa JIEKAapPCTBEHHOrO cpeacTBa W
3KCNepTM3y OTHOLIEHUA OXMAAeMOM MOofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
rleKapCTBEHHOrO npenapara.

FAPAHT:

Cm. [lonoxeHue o rnopsiOke sKcriepmu3sbl, UCMbIMaHUs U peaucmpauyuu semepuHapHbIX
npenapamos 8 P®, ymeepxOeHHoe [r1la8HbIM 20cydapCmeBeHHbIM 8emepUHapPHbIM
uHcriekmopom P® 3 okmsbps 1995 e.

Cm. kommeHmaput kK cmambe 14 Hacmosiweao ®edeparibHO20 3aKOHa

Cratba 15. ®epepanbHoe rocygapCTBeHHOe OlOOXeTHOe  ydpexaeHue o
NpoOBEAEHMIO IKCNEPTU3bI NIEKAPCTBEHHbIX CPeaCcTB

JKcnepTnsa nekapcTBEHHbIX CPeacTB NpoBoauTcsa eaepanbHbiM rocy4apCTBEHHbIM
OlOOXKETHBIM yYpeXaeHMeM COOTBETCTBYHOLLEro YNOMHOMOYEHHOro eaepansHOro opraHa
NCMONHUTESNTbHOW BMacTW, CO34aHHbIM Ans obecneyeHns MCMOMHEHUSI MOSIHOMOYUK 3TOro
doeepanbHOro opraHa no Bblgaye paspeLleHnin Ha NpoBeaeHNe KIMHUYECKNX NCCriegoBaHni
NeKapCTBEHHbIX MnpenapatoB M (UnM) NO rocygapCTBEHHOW perncTpaumm fekapCcTBEHHbIX
npenapaTtoB (Janee - 3KCnepTHOoe yyYpexaeHue).

FAPAHT:

Cm. kommeHmaput Kk cmambe 15 Hacmosiweao ®edeparibHO20 3aKOHa

Cratba 16. OpraHusauunsi NpoBeAeHUsT SKCNePTU3bl NIEKAPCTBEHHbIX CPEeACTB B LEeNnsx

NX rOCYapCTBEHHON perncTpaumm
1. 3KcnepTMsa rekapCTBEHHbIX CpPeacTB MNPOBOAUTCA KOMWUCCUEW 3KCNepToB
SKCNEPTHOrO Y4YpexxaeHUsl, Ha3HaA4YeHHON ero pykoBOOAUTENEeM, Ha OCHOBaHMM 3adaHus Ha
nNpoBeAeHNe 3KCMepTu3bl eKapCTBEHHOrO CpeacTBa, BblOAHHOTO  YMONTHOMOYEHHbIM
denepanbHbIM OpPraHOM UCMOMHUTENbBHOW BRacTu. PykoBoauTenb 3KCNEPTHOro y4pexaeHus
obecneuvBaeT Haanexallee nNpoBedeHME IKCMepTU3bl NEKAPCTBEHHbIX CpeacTB B
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COOTBETCTBUM C 3adaHWeM, BblAaHHbIM YMNOSIHOMOYEHHbIM bedepanbHbIM  OpraHoOM
NCNOSTHUTENbHOWM BNACTU, U OpraHM3yeT NOArOTOBKY CBOLHOMO 3aKNYeHUst 3Ton Komuccun. B
COCTaB 3TON KOMWUCCUM MO PELUEHUI0 PYKOBOAUTENSA SKCMEPTHOrO y4pexaeHus MoryT ObiTb
BKIMIOYEHbI B KA4eCTBE 3KCNEpPTOB Nuua, He paboTatolime B AaHHOM 3KCNEPTHOM YUYpeXaeHUH,
ecnn ux cneyunasbHble 3HaHUS HeobXoaUMbl NS NPOBEAEHNSA SKCMEPTU3bl U Takue IKCnepThl
OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YUYPEXOEHMUM.

2. JkcrnepTtoM NO MPOBEOEHUI0 3KCNepTusbl EeKapCTBEHHbIX CPeacTB sBrsieTcs
aTTeCcToBaHHbIN pabOTHMK 3KCNEPTHOrO yYpeXaeHUs, KOTopbi MMEeET BbiCLLEE MEANLIMHCKOE,
dapmaLeBTU4eckoe, Ouonornyeckoe, BeTEPUHAPHOE WU XuMUYeckoe obpasoBaHue U
NPOBOANT 3KCNEPTM3Y NEKAPCTBEHHbIX CPEACTB B NOPSAKE MUCNOSTHEHNSA CBOUX AOJMKHOCTHbIX
obsi3aHHOCTEN (Qanee - aKcnepT).

3. lpu npoBeaeHMn 3KCNEpPTU3bl FEKAPCTBEHHbIX CPEACTB 3KCNepT He MOXeT
HaxoOuTbCA B Kakon-nmbo 3aBMCUMOCTM OT §uvua, Ha3Ha4MBLLEro 3Ty 3KCrnepTuay,
paspaboTymka NeKkapCTBEHHOrO cCpeacTBa WMAM OPYrMx 3aMHTEPECOBaHHbIX B pesynbTaTax
3KCNepTM3bl NnL.

4. Tlpn npoBeaeHWM SKCMEPTM3bl JIEKAPCTBEHHbIX CPeacTB He [onyckaeTcs
nctpebosatb y 3asgBuTens nMbo MHbIX NUL MaTepuwansl, HeobxoouMMmble ANA NpoBedeHus
aKkcnepTm3bl. B cnyyae HeaQoCcTaTOMHOCTM NpeAcTaBfeHHbIX SKCNEepTy MaTepuanos Ans gadm
3aKMIYEHNs 3KCMepT BrpaBe MNOCTaBUTb BOMPOC O MPefoCTaBfieHMnM emMy HeobxoauMblX
MaTepuanoB nepen PyKkoBOAUTENEM 3KCNEPTHOrO y4vpexaeHus, KOTopbin obpallaetca C
npocbbori 06 3TOM B YMNOMHOMOYEHHbIN doedeparbHbIi OpraH MCNOMHUTENBbHOW BRacTH,
BblAaBLUMI 3aaHNe Ha NpoBeaeHNe SKCNePTU3bl NIEKapPCTBEHHOIO CPeACTBa.

5. OkcnepT npuv npoBedeHWM MOPYYEHHOW €My pPYKOBOAMTENEM 3KCNepTHOro
yuYpexXaeHust 3KCnepTM3bl NIeKapCTBEHHOIO cpeacTBa 0653aH:

1) npoBecTU MOMHOe uccnegoBaHWe NpencTaBrieHHbIX eMy OObEeKTOB, MaTepuarnos,
AaTtb 060CHOBaHHOE M OOBLEKTMBHOE 3aKrOYeHWe Mo MoCTaBfEeHHbIM Nepen HUM BOMpocam
UM  MOTUBMPOBAHHOE 3aKMKYEHWEe O HEBO3MOXHOCTM MNPOBEAEHUS UM  3KCNepTU3bl
NEeKapCTBEHHOrO CpeACTBa, €CnvM  MOCTaBfiEHHble BOMPOCbI  BbIXOAAT 3a nNpeaenbl
crneumanbHbIX 3HaHWW 3KcnepTa, O0BbEeKTbl UccnegoBaHW U Matepuanbl HENPUrOAHbI UMK
He4OCTaTOYHbl AN NPOBEAEHUA MCCNEeAOBaHUM U Jadn 3akroyeHnss nmbo COBPEMEHHbIN
YPOBEHb Pa3BUTUSA HAYKN HE NO3BOSISIET OTBETUTb HA NOCTaBMEHHbIE BOMPOCHI;

2) He pasrnawaTtb CBeAEeHUs, KOTOpble CTanu eMy M3BECTHbl B CBSI3W C NMPOBEAEHMNEM
9KCNepTM3bl  fIEKapCTBEHHOINO  CpeAacTBa, a  Takke  CBedeHusi,  CocTaBnswoLlime
rocyaapCTBEHHY, KOMMEPYECKYIO UITN UHYHO OXPaHSIEMYIO 3aKOHOM TaWHy;

3) obecneunTb COXpPaHHOCTb NPEACTaBMNEHHbIX OOBLEKTOB MCCReaoBaHUM W
MaTtepuarnos.

6. DKcnepT He Bnpase:

1) nNpoBOAUTbL  3KCNEPTU3y  FfIeKapCTBEHHOro  cpeactBa MO obpalleHuto
HenocpeacTBEHHO K HEMY OpraHu3auum nnm usndecknx nuu;

2) camocToATenbHO cobupaTb MaTepuanbl AN NPOBEOEHUST  AKCNepTuU3bl
neKapCTBEHHOro cpeacTBa;

3) NpOBOANTL KCMNEPTU3Y NEKAPCTBEHHOIO CpeaCTBa B KAYEeCTBE HErocygapCTBEHHOMO
aKcneprTa.

7. B cnyyae HeobGxogAMMOCTM 9SKCMEpT BnpaBe XxogaTalcTBoBaTb nepen
PYKOBOAUTENEM 3KCMEPTHOIO YYPEXOAEHUS O NPUBMEYEHMM K MNPOBEAEHUIO 3KCNEPTU3bI
rNekapCcTBEHHOro cpeacTBa APYrMX 3KCnepToB.

8. Kaxabin aKkcnepT, BXOOALWMA B COCTaB KOMWUCCUM IKCMEPTOB, KOTOPOM MOPYyYEHO
npoBegeHne 3KCNepTU3bl NeKapCTBEHHOrO CpeacTBa, HEe3aBUCMMO W CaMOCTOATENbHO
NpOBOAUT WCCNEAOBaHUSA, OLEHMBaeT pe3ynbTaTbl, MOSyYEHHbIE WM JIMYHO W APYrMU



akcnepTamn, n opMynupyeT BbIBOAbI OTHOCUTENBHO MOCTaBMEHHbLIX BONPOCOB B npeaenax
CBOMX crieumanbHbIX 3HaHUN.

9. PesynbTaTbl 3KCNepTU3bl NIeKapCTBEHHOrO cpeactBa OPoOpMAATCH 3aKItovyeHnem
KOMUCCUM  SKCNepToB. B 3aknyeHMn KOMWUCCUKM IKCMEPTOB  YKa3blBalOTCHA MNepeydeHb
nccnefoBaHnin, o6beM MPOBEAEHHbIX KaXdbIM 3KCNEepPTOM MCCrefOBaHUN, YCTaHOBMEHHbIE
KaxabiIM M3 HUX pakTbl U cCAenaHHble B pesyrnbTaTe uccnefoBaHUM BbiBOObI. JKCNepT,
MHEHWe KOTOpPOro He COBMagaeT C pelleHMeM KOMUCCUM IKCNepPTOB, BNpaBe Bblpa3uTb CBOE
MHEHWe B MMCbMEHHOM hopMe, KOTOPOe NPMOBLLAETCs K 3aKMOYEHNIO KOMUCCUN SKCNEPTOB.

10. BKcnepThl, BXOAALLME B COCTaB KOMUCCUU, NpeaynpexaatnTcs 06 0TBETCTBEHHOCTU
B COOTBETCTBMM C 3akoHopaTesnbcTBoM Poccunckon depepaumm 3a [ady 3akio4veHus,
cofepxallero HeobocHoBaHHble UNU hanbCcuUUMPOBaHHbIE BbIBOAbLI, O YEeM OHW [atoT
noanucky.

11. OnpegeneHne ypoBHSA NpodeccnoHanbHOM NOAroTOBKM 3KCMEPTOB M aTTecTtauus
MX Ha NpaBo NPOBeAeHUs AKCMePTU3bl JIeKapCTBEHHbIX CPEACTB OCYLLECTBAKTCHA 3KCMNEpPTHO-
KBanMUKaUNOHHBIMW  KOMUCCUAMW B MOPSAKe, YCTAHOBMIEHHOM  COOTBETCTBYHOLLUM
YNONMHOMOYEHHbIM  doefeparibHbIM ~ OpraHoOM  UCMOMHUTENbHOW  Bnactu.  YPOBEHb
npodeccrnoHanbHOM NOArOTOBKN 3KCNEPTOB MNOAMNEXNT NepecMOoTpy YkazaHHbIMU KOMUCCUAMMU
He pexe YyeM oauH pas3 B NATb NeT.

12. lNpaBuna npoBefeHNA SKCNepTU3bl NeKapCTBEHHbLIX CPeACTB U hopMa 3aKNyeHnd
KomMuccum 3KCcnepToB yCTaHaBnMBalTCA COOTBETCTBYHOLLUM YNONTHOMOY€EHHbIM
doeaepanbHbIM OpraHOM UCMNOSTHUTENBHOW BIIACTM.

FAPAHT:

Cm. kommeHmaput Kk cmambe 16 Hacmosiwezao ®edeparibHO20 3aKOHa

Cratbs 17. OTnyeckasn akcnepTnaa

1. OTnyeckasa akcnepTnsa NPOBOAUTCA B LIENSAX Bblaayvn 3akroyveHust 06 aTn4eckon
000CHOBAHHOCTN BO3MOXHOCTU MPOBEAEHUSA KITUMHUYECKOrOo MUCCedoBaHUs NeKapCTBEHHOMo
npenapaTta Anss MeAUUMHCKOrO NPUMEHEHUS COBETOM MO 3TUKE, CO34aHHbIM B nopsiake,
YCTaHOBIIEHHOM YMOSIHOMOYEHHbBIM hefeparnbHbIM OPraHoM UCMNONTHUTENBHOW BNAcTu.

2. JKkcnepTtamu coBeTa MO 3TUKE MOryT ObiTb NpeacTaBUTENN MEOULMHCKUX, HAY4YHbIX
opraHusaumn, obpasoBaTenbHbIX yYpexaeHun BbiCLIEro NpodeccuoHanbHoro obpasoBaHus,
a Takke npeacraBUTENN OOLLIECTBEHHbIX OpraHn3auui, PENUrMo3HbIX OpraHn3aummi n cpeacTts
MaccoBon WHgopmaumn. [aHHble 3KCnepTbl He AOSMKHbl HaxoOuUTbCs B Kakom-nmbo
3aBMCUMOCTM  OT  pas3paboTyMKOB  NEKapCTBEHHbIX MNpenapaTtoB W APYrMx  nuu,
3aMHTEPECOBaHHbIX B pe3yfibTaTax 3TUYeCKOM 3KCNepTU3bI.

3. Onnarta ycnyr 3KCnepToB cCOBeTa MO 3TUKE OCYLLECTBNSETCS Ha OCHOBaHUU
Aoroeopa, 3aKITHO4YEHHOr0 mMexay YNOSTHOMOYEHHbIM denepanbHbIM opraHom
NCMNOSTHATESBHOW BIIACTU, KOTOPbLIM CO34aH COBET N0 3TUKE, N SKCNEPTOM COBETa No 3TuKe, 3a
cyeT OHOKETHbIX aCCUrHOBaHUM, NPenyCMOTPEHHbIX YMNOSTHOMOYEHHOMY denepanbHOMY
OopraHy UCMONHUTENbHOW BNacTK, CO34aBLUEMY COBET MO 3TMKe, B deaepanbHoM GrogxeTe Ha
COOTBETCTBYHOLWMI rof Ha obecnedyeHne ero OesaTenbHOCTU, U B padmepax, YCTaHOBIEHHbIX
MpaButensctesoM Poccunckon denepaumn.

4. JOkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenscTeom Poccurnckon depepaumn.

5. CocTaB coBeTa no aTuke, noroxeHne ob aToM coBeTe, NopsAoK ero AesTenbHOCTH,
TpeboBaHna K kBanudukaumm u onbiTy paboTbl MO 3SKCNEPTHOM OUEHKE Hay4HbIX,
MEOMLUMHCKNX W  OTUYECKUX acCMeKTOB KIUHMYECKUX UCCNedoBaHUM  feKapCTBEHHbIX
npenapaToB ANs MEOULUMHCKOrO NPUMEHEHUS, NpeabsaBsieMble K 9Kcneptam coBeTa Mo
3TUKE, NOPSAOOK OpraHu3aunm 1 npoBeAeHUss ITUYECKOW JKCNepTusbl, ddopma 3akniyeHust
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coBeTa MO 3TUKe YCTaHaBMMBAKOTCA  YMNOMIHOMOYEHHbIM  dpefeparibHbiM  OpraHoMm
UCrnonHUTENbHOM Bnactu. Yucno npencrasutenen MeauUMHCKAX OpraHu3auuMi He MOoXeT
npeBbILWAaTh NOMOBUHY OT OBLLIEro YMcna 3KCNepTOB COBETA MO ITUKE.

6. WHdopmaumss 0 cocTaBe coBeTa MO 3TUKe, NnaHax ero paboTbl M Tekyllien
AeATenbHOCTN pasMellaeTcsa Ha oduumanbHOM canTe YNoSITHOMOYEHHOro doeaepanbHOro
opraHa UCnosiHUTEeNbLHOM BNactTu B ceTn "VIHTepHeT" B yCTaHOBNIEHHOM UM MOPSIAKE.

FAPAHT:

Cm. kommeHmaput kK cmambe 17 Hacmosiweao ®edeparibHo20 3aKOHa

Crtatba 18. [Nogaya n paccmoTpeHue 3asiBNEeHUN O roCyLapCTBEHHOM perncrpaumm
NeKapCTBEHHbIX NpenapaToB 1 NpeacTaBneHne Heob6xoauMbIX AOKYMEHTOB

1. [Ons rocygapCTBEHHOW perucTpauumn rekapcTBEHHOro npenaparta paspaboTymk
NeKkapCcTBEHHOro npenapara unu yrnoriHOMOYeHHOe UM ApYyroe lopugnyeckoe nvuo (panee -
3asBUTENb) MNpPeacTaBnsieT B COOTBETCTBYIOLIMA YNOSTHOMOYEHHbIN doedeparnbHbIn opraH
NCMONHUTESTbHON BnacTtu, OCYLLEeCTBNALLNNI rocygapCTBEHHYHO perncTpauuio
NeKkapCTBEHHbIX NnpenapaToB, 3asiBfieHWe O rocyaapCTBEHHOM perucTpaummn nekapCTBEHHOro
npenapaTta, a Takke B Mopsgke, YCTAaHOBIIEHHOM COOTBETCTBYHOLLMM YMNOAHOMOYEHHbLIM
deneparnbHbIM OpraHOM MCMOSMHUTENBHOM BRacTn, HeoOXoAMMble OOKYMEHTbl, U3 KOTOPbIX
dopMmpyeTca  perucTpaumMoHHOe [OCbe Ha feKapCTBeHHbIM npenapaTt (oanee -
perncTpaunoHHoe 40oChbe).

2. B 3adBneHun O rocydapCTBEHHOM perucTpaumMm nekapcTBEHHOro npenaparta
YKa3blBalOTCSA:

1) HaumeHoBaHWe W agpec 3aaBuTens n (UnM) NPou3BoAMTENd feKapCTBEHHOro
npenapara u agpec MecTa OCyLLeCTBeHUs NPON3BOACTBA JIeKapCTBEHHOro npenapara;

2) HaMMeHOBaHWe neKapCTBEHHOro npenaparta (MexayHapogHoe HenaTeHTOBaHHoe
NN XMMNYECKOE U TOProBOE HaVMEHOBaHMS);

3) nepeyeHb BeLLECTB, BXOASLLMX B COCTaB JIeKapCTBEHHOro npenapara, C ykasaHuem
KONMYeCTBa KaXK4oro U3 Hux;

4) nekapcTBeHHas bopma, O03MpOBKa, CMOCOObI BBEAEHUA U MPUMEHEHMUs, CPOK
rogHOCTU NeKapCTBEHHOro npenaparTa;

5) onucaHue dhapMakonorn4eckmx n hapMakoguHaMmn4eCcKmnx nnu
MMMYHOBNONOrMYECKNX CBONCTB NNEKapCTBEHHOIO nNpenapara;

6) 3asBneHHas npoussBoauTeNneM fnekapcTBEHHOro npenapaTa npegensHas oTnyckHas
LeHa Ha NneKapCTBEHHbIN npenapar, BKMOYEHHbIN B MepeyeHb XU3HEHHO HeobXoouMMbIX U
Ba)KHEMNLUNX NeKapCTBEHHbIX NpenapaToB, B Clly4ae ero rocyaapCTBEHHOM perncrpauuu,

7) oTcyTCcTBME  HEOBXOOMMOCTM  MPOBEAEHUS  KIMHUYECKOro  uccrnegoBaHus,
nccnegoBaHnss OUMO3KBMBANEHTHOCTM FEKapCTBEHHOro MnpernapaTa, paspeLlueHHoro Ans
MeAMLMHCKOro NpuMeHeHust Ha Tepputopumn Poccuiickon ®enepauun bonee agaguaTtu neT,
yKaszaHnemM HOPMaTMBHbIX NPaBOBbIX aKTOB, NOATBEPXKOAKOLWMX OAHHbLIN CPOK MPUMEHEHMUS.

3. PerncrpaumoHHoe gocbe hopmupyeTcs U3 cneayowmnx JOKYMEHTOB:

FAPAHT:

Cm. Memoduyeckue pekomeHOauuu no cooepxaHu U OgOPMIIEHUO HEObX00UMbIX
OOKyMEeHmMos8, U3 Komopbix ¢hopmupyemcsi peaucmpauyluoHHoe 00Cbe Ha JleKapcmeeHHbIU
npenapam 0519 MeOUUUHCKO20 MPUMEHEHUS, 8 UerisiX e20 20cydapcmeeHHOoU peaucmpayuu,
ymeepxx0eHHble rnpuxkazom MuH3aopascoupassumusi Poccuu om 23 Hosibpsi 2011 2. N 1413H
1) NPOEKTbI MakeToB NEPBUYHOM YNAKOBKM U BTOPUYHOMN (NOTPEOMTENLCKON) YNaKOBKU
rfleKapCTBEHHOro npenapara;
2) OOKYMEHT, MEpPEBEOEHHbIN Ha PYCCKUM $A3blK, MOATBEPXOAKLWMA COOTBETCTBUE
NpOV3BOANTENS PErMcTPUMPYEMOro neKapCTBEHHOro nmnpenapata TpeboBaHWsIM  MpaBus
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opraHusauum npoun3BOACTBA W KOHTPOMNS KayecTBa NeKapCTBEHHbIX CPeAcCTB, BblOAAHHbIN
KOMMETEHTHbIM OpraHoM CTpaHbl NPOU3BOAUTENSA PErMCTPUPYEMOro  feKapCTBEHHOro
npenapara u 3aBepeHHbIN B YCTAHOBIEHHOM MOPSAKE;

3) nNpPoOeKT HOPMaTUBHOW [OOKYMEHTauMm WM HOPMaTMBHOIO [JOKYMEeHTa Ha
NleKapCTBEHHbIN npenapaT NMbo ykasaHue COOTBETCTBYIOLLEN hapMaKONenHON CTaTby;

4) cxema TEXHOJSI0rM4eckoro npowecca nNpon3BoACcTBa fleKapCTBEHHOro npenapaTta, ee
onucaHue n (UnNu) cxema TEXHOSOMMYECKOro npouecca NPou3BOACTBa (hapMaLeBTUYECKON
cybcTtaHuum, ee onvcaHue;

5) OOKYMEHT, nepeBedeHHbI Ha PYCCKUN $A3blK, MOATBEPXAAKLWMA COOTBETCTBUE
npoussoauTens dapmaueBTndeckon cybctaHumm TpeboBaHMsaM npaBusi  opraHusaumm
NPOU3BOACTBA M KOHTPOMS KayecTBa NEeKapCTBEHHbIX CPeacTB, BblAaHHbIA KOMMETEHTHbIM
OpraHoM CTpaHbl npou3BoauTens dapMaueBTUYECKON CyOCTaHUMW, 3aBEPEHHbIn B
YCTaHOBMEHHOM MOPSKe U coaep KaLLnii:

a) HanmMeHoBaHue hapmaueBTU4ECKOn cybecTaHuum (MexxgyHapoaHoe
HenaTeHTOBaHHOE UMM XMMUYECKOE U TOProBOE HAaUMEHOBaHNSA);

0) HauMeHoBaHWe 1 agpec NpoussBoauTens dapmMaueBTndeckon cybctaHuuu;

B) CPOK rogHOCTM hapmMaLeBTUYECKON cybCcTaHumm;

6) OOKYMEHT, cofepkalumi CBeeHNa O nokasaTendx kayectBa (papmMaueBTU4EeCKOn
cybcTaHuuK, ncnonb3yemMom npu NPon3BOACTBE NIEKaPCTBEHHbIX NPenapaTos;

7) HOpMaTMBHAasA OOKYMEHTauus unm HOpMaTMBHbLIN AOKYMEHT Ha (bapmaLueBTUYECKYHO
cybeTtaHuuio Nnbo ykaszaHne COOTBETCTBYOLWEN ddapMaKONeNHON cTaThy;

8) nHpopmaumna ob ycnoBmax XpaHeHWUd, NepeBO3KM NeKapCTBEHHOro npenapaTta u
WHast NHpopmMaums;

9) oTyeT O pesynbTaTax AOKIMHMYECKOro UCCedoBaHUSA feKapCTBEHHOro cpencTBa
ANa MeOULMHCKOro NPUMEHEHUs, codepXaluin onucaHue, pesynbTaTbl U CTaTUCTUYECKWUIA
aHanu3 pesynbTaToB AAHHOMO LOKMANMHUYECKOro UCCeaoBaHNS;

10) oTyeT 0 pesynbTatax JOKIMHUYECKOro UCCreAoBaHNs NeKapCTBEHHOIO cpeacTBa U
KIMHMYECKOro nccrnegoBaHus fiekapCTBEHHOro npenapaTa ANg BeTEPUHAPHOIo NPpUMEHeHUs;

11) NPOEKT NPOTOKOMA KMMHMYECKOrO MUCCNeaoBaHUs NeKapCTBEHHOro npenapaTa Ans
MeANLMHCKOrO NPUMEHEHWS;

12) 6powltopa uccrnegosartens;

13) NH(POPMALIMOHHBIN NIUCTOK NaLUMNEHTa;

14) wuwHdopmaumMss O BbINfatTax WM KOMMNEHcauusax nauueHTam  (340pOoBbIM
Aobposonbuam, 605bHBIM) (fanee - NauneHTbl), NPUBIEYEHHbIM K NPOBEAEHNIO KITMHUYECKNX
nccnegoBaHMii NekapCTBEHHOMO npenapaTa Ans MeguuMHCKOro NpUMeHeHus, nccneaoBaHum
OMO3KBNBANEHTHOCTN N (MNKN) TepaneBTUYECKON SKBUBANEHTHOCTH;

15) oTyeT O pesynbTaTax MeXAyHapOAHbIX MHOFMOLEHTPOBBLIX  KIMHUYECKNX
nccrnegoBaHMn NiekapCTBEHHOrO npenapaTta Ans MeauUMHCKOro MpUMEeHeHus, 4acTb U3
KOTOpbIX NpoBeAeHa Ha Tepputopumn Poccuinckon ®egepaunu;

16) NPOEKT MHCTPYKUUM MO NPUMEHEHUIO NEeKapCTBEHHOrO npenapaTa, CoaepXalinn
cnegywouwine ceegeHus:

a) HaMMeHOoBaHWe NeKkapCTBEHHOroO cpeacTBa (MeXxayHapoaHoe HenaTeHTOBAHHOE Min
XMMUYECKOE 1 TOProBOE HAaMMEHOBAHWS);

0) nekapcTBeHHas opmMa C YykasaHMEM HAMMEHOBAHUN W  KONIMYECTBEHHOIO
copgepXaHna (aKTMBHOCTU) hapMaLeBTUYECKMX CYOCTaHUMIA N BCNIOMOraTesbHbIX BELLECTB;

B) dhapmakoTepaneBTU4ecKas rpynmna fnekapCTBEHHOro npenapara;

r) nokasaHus Ansg NpUMMeEHeEHs;

) NpOTUBOMNOKa3aHns ANs NPUMEHEHNS;
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€) pexum [03npoBaHusi, crnocob BBeAeHus, NMpu HeobXoauMOCTM Bpems npuema
nekapCTBEHHOro npenaparta, NPOAOSPKUTENBHOCTL fleYeHus (B TOM Yncne y AeTen OO 1 rnocrne
OQHOro roga);

X) Mepbl NPeAOCTOPOXHOCTU NPU NPUMEHEHUU;

3) CMMMTOMbI Nepeao3nPOBKM, Mepbl NO OKa3aHUIo NOMOLLM NPW Nepeao3npPOBKE;

n) ykasaHue, npu HeobxoouMoCTW, OCOBGEHHOCTEN [EeWCTBUMA NeKapCTBEHHOIo
npenapara npu NepBoM rnpueme Unn npu ero oTMeHe;

K) onucaHue, npu HeobxoAMMOCTW, OEUCTBUM Bpada (dpenbaliepa), cneumanucta B
obnactn BeTepuHapun, nauneHTa, BragenbLa XXMBOTHOIO Npu Nponycke npuema o4HOW WUnn
HEeCKOSbKMX 03 NIeKapCTBEHHOro npenaparTa;

1) BO3MOXHble NOBOYHbIE ENCTBUA NPU NPUMEHEHNN NIEKAPCTBEHHOIO Npenapara;

M) B3aMMOLENCTBME C APYrMMM FIEKapCTBEHHbIMU Npenapatamn u (Mnu) NUeBbIMn
npoaykramu, Kopmamu;

H) yKasaHMe BO3MOXHOCTM UM  OCODEHHOCTEM  MEOUUMHCKOTO  NMPUMEHEHUSN
neKkapCcTBEHHOro npenapata 6epeMeHHbIMU XEeHLUHAMK, XEeHLMHaMU B nepuog rpyaHoro
BCKapMInunBaHUs, 4eTbMU, B3POCHbIMU, UMEIOLLMMU XPOHMYEeCcKMe 3aboneBaHus;

0) cBeAEeHMS O BO3MOXHOM BfMSIHUM NEeKapCTBEHHOro npenapata Ans MeauuUUHCKOro
NPUMEHEHNSA Ha CNOCOBHOCTL YNPaBNATb TPAHCNOPTHLIMU CPeACcTBaMU, MEXaHU3MaMu;

M) CPOK ro4HOCTU M YKasaHue Ha 3anpeT NpUMeHEeHUs NekapCTBEHHOro npenapara no
NCTeYeHn cpoka rogHoCTy;

P) YCNOBUSA XPaHEHWS;

C) yKasaHuMe Ha HeobXxoOMMOCTb XpaHeHUs JeKapCTBEHHOro npenaparta B MecTax,
HeJOCTYMHbIX ANd AeTen;

T) ykasaHue, npu HeobXxoaAMMOCTW, cheumaribHbIX Mep MpPeaoCTOPOXHOCTU MNpwU
YHUUTOXEHUN HENCNOSIb30BaHHbIX NIEKAPCTBEHHbIX NpenapaTos;

Y) CPOKM BO3MOXHOIO UCMOMb30BaHNA MPOAYKLMM XUBOTHOMO MPOUCXOXAEHUS nochne
BBELEHMS XXMBOTHOMY fleKapCTBEHHOMO NpenapaTa Ans BeTEPUHAPHOro NPUMEHEHMS;

) HauMeHoBaHWe, agpec NPON3BOANTENS NEKApPCTBEHHOIO Npenaparta u agpec mecrta
NPOu3BOACTBA NIEKapCTBEHHOrO npenaparTa;

X) YCrnoBusl OTMNYCKa;

17) nepeBefeHHast Ha PYCCKUI A3blK U 3aBepeHHasi B YCTAHOBIIEHHOM MOPSAKE KOMUs
AOKYMeHTa, NoATBepXAatolero permcrpauuio fekapCTBEHHOro npenapaTta B Crydae ero
perucTpauum BHe npegenos Poccuickon ®epepaumm;

18) OOKyMeHTbI, NpeAcTaBnsieMble B COOTBETCTBUM CO cTtaTtbsamn 19 - 23 HacTosawero
depeparnbHOro 3akoHa.

4. Mo xenaHuto 3asiBUTENs MoryT ObiTb NpeacTaBfieHbl OTYETbl O MPOBEAEHHbIX B
CTpaHe 3asBuTena W [ApyrMx CcTpaHax pesynbTatax KIAWHUYECKMX  WUCcCrneaoBaHum,
nccriegoBaHnin - BUOSKBMBANEHTHOCTM U (MNKW)  TepaneBTUYEeCKOW  3KBMBANEHTHOCTU
NeKapCTBEHHOro npenaparta (BKNOYas 3nNuOeMUOSNIorMyeckme Wnm  anmM3ooToNormyeckmne
nccnegoBaHna UMMyHOBUONOrMYECKNX NEKapCTBEHHbIX NpenapaToB, NpegHa3HayYeHHbIX A5s
UMMYHONOMMYECKOM NPOUNAKTUKM U NEeYEHUs MHPEKLMOHHbIX 3abonesBaHuin, B TOM 4nucrne y
aeTen), cogepxawime onvcaHus npoBefeHHbIX UCCNegoBaHU NekapCTBEHHOrO npenapara,
nX pesyribTaTbl U CTAaTUCTUYECKUA aHanNu3 nory4yeHHbIX pe3ynbTaToB.

5. K 3asBneHntio O rocygapCTBEHHOW pernctpauumn rekapCTBEHHOro npenapaTta
npunaratTcs:

1) OOKYMEHT, NoATBEPXKAALWNA ynnaTy rocyaapCTBEHHOM MOLUSUHLI 3a NpoBeAeHme
3KCNepTu3bl [JOKYMEHTOB [Af19 MONyYeHUs paspelleHni Ha npoBedeHue  KIUHUYECKUX
nccnegoBaHMn NiekapcTBEHHONO npenapata Ans MeguUMHCKOro NPUMEHEHNA U 3TUYECKOM
3KCnepTM3bl npu obpaweHun 3a rocygapCTBEHHOW pernmctpauvent  nekapCTBEHHOro
npenapara;
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2) OOKYMEHT, NOATBEPXAAKLWMA ynnaTy rocy4apCTBEHHOW MOLUMWHLI 3a NpoBeAeHne
3KCNepTu3bl KavyecTBa NEKapCTBEHHOrO CpeacTBa M 3KCMNEepTM3bl OTHOLUEHUSI OXMOAEeMOW
Nnosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHNSA NEKapCTBEHHONO npenapaTta, paspeLlueHHoro ans
MEeANLMHCKOro npuMeHeHns Ha Tepputopum Poccuiickon denepaumm 6onee asaguaTtu ner,
npu rocygapCTBEHHOW perncTpauumn nekapCTBEHHOro npenaparTa;

3) OOKYMEHT, noaTBepXaaroLWnin ynnaTy rocygapCTBEHHON MOLUSUHBI 3a NpoBefeHue
93KCNepTM3bl KayecTBa JEKapCTBEHHOrO CpeacTBa W 3KCMEPTU3bl OTHOLLEHUSI OXMOAEeMOW
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS NEKapCTBEHHOro npenaparta Ans MeguuMHCKOro
NPUMEHEHNSA, B OTHOLUEHMM KOTOPOro nMpOBEeAEHbl MeXAyHapOoAHble MHOIOLEHTPOBLIE
KNUHUYECKME WUCCredoBaHns, 4YacTb M3 KOTOPbIX NpoBedeHa Ha Tepputopumn Poccumnckon
depnepaumm, Npm rocyaapCTBEHHON perncTpaunm nekapcTBEHHOro npenaparTa;

4) DOKYMEHT, NOATBepXAaloWwmnn ynnaTy rocyaapCTBEHHOM MOLLMMHBLI 3a NpPoBeAeHue
9KCNepTM3bl KayecTBa JIEeKAapCTBEHHOrO CpencTBa WM 3AKCMEPTU3bl OTHOLLUEHUS OXWOAEMOW
Nnonb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUN NeKapCTBEHHOro npenapara Afis BETEPUHApPHOro
NPUMEHEHNS NPU Ero rocyaapCTBEHHON pernctpauunn.

6. He ponyckatoTcss nonydeHue, pasrnaweHue, WUCMonb3oBaHWE B KOMMEPYECKUX
Lensix n B LUensix rocygapCTBEHHON permcTpauumn nekapCTBEHHbIX npenapaTtoB nHdopmaumm
O pesynbTatax [OOKIUHUYECKUX MWCCNeLOBaHUN NEKapCTBEHHbIX CPEeACTB W KIMHUYECKUX
nUccrnegoBaHMn  NEKAapCTBEHHbIX — MpenapatoB, NPeACTaBNEeHHOW  3asBuMTEneM  Ans
rocyaapCTBEHHOMW pernmctpaumm nekapCcTBeHHbIX npenapartoB, 6e3 ero cornacusi B TeveHue
LLECTM NET C AaTbl FOCYyAapCTBEHHOW PeErncTpaumm nekapcTBEHHOro npenapara.

HecobntogeHve 3anpeTa, YCTAHOBIIEHHOrO HacToOsLen 4acTbio, BneyeT 3a cobou
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOA4ATENLCTBOM Poccurckon denepaumn.

Ha Tepputopun Poccurickon Pegepaummn sanpeliaetcss obpalleHne fekapCTBEHHbIX
CpeacTB, 3apErnCTPMPOBAHHLIX C HAPYLLUEHNEM HACTOSILLEN YacTu.

FAPAHT:

Cm. kommeHmaput kK cmambe 18 Hacmosiweao ®edeparibHo20 3aKOHa

Cratba 19. lNpuHATNE pelleHns O Bblgaye 3KCNEePTHOMY Y4YpexgeHuo U COBETY Mo

3TUKe 3afilaH1s Ha NpOoBeLEeHME IKCNEPTM3bl NIeKapCTBEHHbIX CPeACTB

1. B TeyeHue nATK paboynx AHEN CO OHS NPUHATUSA 3asiBNEHUs O rocygapCTBEHHOW
perMcTpauum nekapCTBEHHOro npenaparta  YNnoSIHOMOYEHHbIM  (pefeparnbHblii - OpraH
NCMOMNHUTESNTIbHOW BNacTu NPOBOAUT MNPOBEPKY MOMHOTbI U OOCTOBEPHOCTU CBEAEHUN,
cofgepXalimxca B NpeAcTaBneHHbIX 3asiBATENEM MaTepuanax, M NpUHUMaeT peLueHue o
BblAaye 3agaHusi Ha NpoBeaeHue:

1) 9KCNepTM3bl JEKApCTBEHHbIX CPEACTB B 4YaCTW IKCMNEepTU3bl [OKYMEHTOB As
noslydYeHnst paspelleHuss Ha npoBedeHne KIMHUYECKOro WCCredoBaHUa feKapCTBEHHOro
npenapaTta And MeOUUUHCKOrO MPUMEHEHUs B COOTBETCTBUM C LENsMU, yKasaHHbIMU B
ctatbe 38 Hactosiwero dPegepanbHOro 3akoHa, U 3TUYECKOW IKCMEepTU3bl B OTHOLLEHUU
NeKapCTBEHHbIX NpenapaTos, AN KOTOPbIX HE NPOBOAUIUCE KIMHUYECKME UCCreaoBaHus Ha
Tepputopun Poccuinckon degepaumm, Ha OCHOBAHUN AOKYMEHTOB, yKa3aHHbIX B MyHkTax 1 -
9, 11 - 14, 17 vactn 3 n nyHkTe 1 yactn 5 ctatbn 18 HacTodAwero ®PegepanbHOro 3akoHa;

2) 9KCNepTu3bl JIEKApCTBEHHbIX CPEeACTB B 4acTM  9KCMepTU3bl  KadecTsBa
NeKapCTBEHHOro CpeAcTBa U 9KCMepTU3bl OTHOLLIEHUS OXMOAeMOW MOfMb3bl K BO3MOXHOMY
PUCKY TMPUMEHEHUS JIEeKapCTBEHHOro npenapata Angd MeOuUMHCKOro MNPUMEHEHUS B
OTHOLLEHUU NeKapCTBEHHbIX NpenapaToB, paspeLlleHHbIX AN MeOULIMHCKOTO NPUMEHEHUS Ha
Tepputopun Poccunckon dPepepauum bonee agsaguaTtu NeT, HA OCHOBAHUM [OKYMEHTOB,
yKkasaHHbIXx B rnyHktax 1-9, 16 yactm 3 n nyHkTe 2 4yactm 5 cratem 18 HacToswero
depgepanbHOro 3akOHa, a TaKkKe JleKapCTBEHHbIX MnpenapaTtoB, B OTHOLIEHUN KOTOPbIX
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npoBedeHbl MeXAyHapoAHble MHOMOLEHTPOBbIE KITMHUYECKME UCCIeLOoBaHUsA, 4acTb U3
KOTOpbIX npoBefeHa Ha Tepputopum Poccunckon depepaumm, Ha OCHOBaHUM [LOKYMEHTOB,
yKazaHHbIX B nyHktax 1-9, 15-17 yactn 3 n nyHkre 3 yactu 5 ctatbm 18 HacToswero
®epnepanbHOro 3akoHa;

3) aKcnepTu3bl NieKapCTBEHHOIo CpeacTBa B OTHOLLIEHMM FIEKapCTBEHHbIX NpenapaToB
A9 BETEPUHAPHOro NpMMEHeHUs Ha OCHOBaHUW JOKYMEHTOB, YKa3aHHbIX B nyHkTax 1 - 8, 10,
nognyHkrax "a" - "g", "x" - "mM", "n" - "®" nyHkra 16, nyHkte 17 yactu 3 u nyHkTe 4 yactn 5
ctaTtbk 18 HacTosdwero PefeparnbHOro 3akoHa.

2. YNONHOMOYeEHHbIN doeaepanbHbI opraH MUCMNOMNHUTENbHOW BiacTu yBeOOMISET B
NMMCbMEHHON hopMe 3adBUTENSA O NPUHATOM peLUEeHUW UM B criydae oTkasa C yKkasaHuewm
NMPUYMH Takoro oTkasa.

3. OcHoBaHMeM [ana oOTKa3a B OpraHuM3aummn 3KCNepTus, YyKasaHHblX B 4Yacty 1
HacTosILLen cTaTbW, SABNSETCA MpeAcTaBfeHne HeoOXoAUMbIX AN NpoBefeHus 3TUX
3KCNepTU3 [OOKYMEHTOB, MNepeyvucrneHHblx B 4Yactax 3 u 5 cratem 18 Hactoswero
depepanbHOro 3akoHa, B HenosHoM obbeme WM JOKYMEHTOB, He coAepXalinx
ncyepnbiBaloLero nepeyHs HeobxoaUMbIX CBEAEHNN.

FAPAHT:

Cwm. kommeHmapul kK cmamee 19 Hacmosuwea2o PedeparibHO20 3aKOHa

Crtatba 20. 3kcnepTtM3a OOKYMEHTOB AMsl MOSyYEHUSI paspeLleHusl Ha npoBeaeHue
KITMHUYECKOro nccregoBaHnsa NekapcTBEHHOMO npenapaTa ans MeauuuHCKoro
NPUMEHEHNSA N 3TUYECKOWN SKCNEPTU3bI

1. OkcnepTvsa [OOKYMEHTOB [Ans  MNOSiydeHUa  paspelleHuss Ha npoBefeHue
KIMHMYECKOro UCCreaoBaHNsA fiekapcTBEHHOro npenapaTa Anst MeAULMHCKOro NPUMEHEHUs B
COOTBETCTBUM C LENAMU, yKasaHHbIMM B cTaTbe 38 Hacrtosduwero denepanbHOro 3akoHa,
aTU4eckas aKcnepTusa, COCTaBIEHNE KOMUCCUEN IKCNEPTOB M COBETOM MO 3TUKE 3aKITHOYEHUI
O BO3MOXHOCTU WM HEBO3MOXHOCTW MNPOBEAEHUSI TaKOro KIIMHUYECKOro UCCreaoBaHusa n
HanpasneHue 3TUX 3aKIOYEHNN B YNOSTHOMOYEHHbIN (hefeparbHblii OopraH UCNOSTHUTESTbHOM
BNacTW OCYLLIECTBASAOTCA B CPOK, He MpeBbllalwmnn Tpuauatn paboumx AHen co OHS
NOSTly4YEHMs1 SKCMEPTHLIM YyYpEXAEHNEM 3afaHus YNOIHOMOYEHHOro deaepanbHOro opraHa
NCMONHUTESNTbHOW BRacTU C NPUITOXKEHNEM HEOBXOANMbIX OOKYMEHTOB, YKa3aHHbIX B MyHKTax
9, 11, 12 yactu 3 ctateu 18 HacToswero ®PenepanbHOro 3akoHa, JOKYMEHTOB, yKa3aHHbIX B
yactn 4 ctaten 18 HacToswero depepanbHOro 3akoHa WM NPEeACTaBfEHHbIX MO XENaHuo
3asBUTENSA, M COBETOM MO 3TUKE 3adaHust YMNOSIHOMOYEHHOoro deaepanbHOro opraHa
NCMONHUTESNTbHOW BRAcTU C NPUNOXEHNEM HeOBOXOANMbIX JOKYMEHTOB, YKa3aHHbIX B MyHKTax
11 - 14 yactu 3 ctatebun 18 HacToswero PeaepanbHOro 3akoHa.

2. [okyMeHTbl, cogepxawmecs B perncTtpauMoHHOM Jocbe W MNoCTynMBLUME B
3KCrepTHOE y4ypexaeHne, COBET MO 3TUKE ONA OCYLUECTBMEHUST UX 9KCNepTusbl B Lensax
noslyyYeHust paspelleHnsi Ha npoBedeHne KIAMHUYECKOro WCCredoBaHUa feKapCTBEHHOro
npenapata Angd MeauUMHCKOro MNpUMEHEHUSs, noanexar BO3BpaTy B YMNOSIHOMOYEHHbIN
degepanbHblii  OpraH  UCMOSTHATENbHOW  BMacTM  OOHOBPEMEHHO C  3aKflo4YeHUsMU
COOTBETCTBYHIOLLNX IKCNEPTUS.

FAPAHT:

Cwm. kommeHmaput k cmambe 20 Hacmosiwea2o ®edeparibHO20 3aKOHa

Ctatba 21. [MonyyeHue paspelleHns Ha NpoBefeHUE KITMHUYECKOro uccrnenoBaHus
neKapCTBEHHOro npenapara ans MeguLmMHCKOro npuMeHeHns

1. B cpok, He npeBblwakowmin Nt pabounx AHEN CO OHSA NOSTyYEHUSA 3aKHYeHUH,

ykasaHHblx B cTatbe 20 HacTtoswero ®egepanbHOro 3akoHa,  YNOJTHOMOYEHHbIN
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deneparnbHbli  OpraH MUCMOMHUTENbHOW BMACTU  OCYLWIECTBNSAET OLEHKY MOCTYNMBLUNX
3aKnYeHnn  Ona  onpegeneHuss UX  COOTBETCTBUSA  3aJaHusIM  Ha  npoBedeHue
COOTBETCTBYIOLUMX SKCMEpTU3 W YyBeOgoOMMAeT 3asBuTend B MUCbMEHHOW ¢opme o
pesynbTartax MPOBEAEHHbIX 9KCMEPTU3 U O BO3MOXHOCTM WM HEBO3MOXHOCTWU BblOayu
3a8BUTENI0 paspelleHnss Ha NpoBedeHWe KIIMHUYECKOro UccnegoBaHWs nekapCTBEHHOro
npenapaTa ana MeanuuHCKOro NpuMeHeHus.

2. Tpn NPUHATUM pelleHnss O BO3MOXHOCTM BblJaun paspelleHus Ha nposeneHue
KNMWHMYECKOro nccnefoBaHUs NekapCTBEHHOro npenaparta Ansg MeauvumHCKOro npuMeHeHus
YNOSTHOMOYEHHbIN  befeparbHbii - OpraH WUCMOMNHUTENbHOM BNacTu MNpuocTaHasnuBaeT
npoBefeHne rocygapCTBEHHOW perucTpauum nekapcTBeHHOro npenaparta Ao AHA nogayu
3agBuTeneM B YNOMHOMOYEHHbIN doefepanbHbIi OpraH UCNOMHUTENBHOW BIaCTU 3aABEHNA O
nosly4eHMn paspelleHns Ha MpoBedeHne KIMHUYECKOro WccrneaoBaHusa nekapcTBEHHOro
npenaparta Ansg MeguuUUHCKOro NpUMEHEHNS.

3. B cny4yae nNpuHATUA peleHns O HEeBO3MOXHOCTM BbldayuM paspelleHna Ha
npoBefeHne KIMHUYECKOro MCCnefoBaHUA NekapCTBEHHOro npenapata Ans MeguLMHCKOro
NPUMEHEHNSA YMNOTHOMOYEHHbIM (hefepanbHbld OpraH UCNOSTHATENBHOW BIlacTu npekpawaeT
npouenypy rocygapCTBEHHON pernctpauumn iekapcTBEHHOro npenapara.

FAPAHT:

Cm. kommeHmaput kK cmambe 21 Hacmosiwez2o ®edeparibHo20 3aKOHa

Cratbsa 22. PelieHne 0 npoBeaeHUN KIMHUYECKOro MCCrefoBaHUSA NeKapCTBEHHOro

npenaparta aAng MeguuMHCKOro NpuMeHeHns

1. [Ana nonyyeHuss paspelleHnss Ha npoBeAeHME KIMHUYECKOro uccnegoBaHuns
fekapcTBEHHOro npenapaTta gns MeQuUUHCKOro NpUMEHEHUs 3asBUTENb NpencTaBnsieT B
YNONMHOMOYEHHbIV beaepanbHbI OpraH UCNOSTHUTENBHOM BNAcTu:

1) 3asBneHMe O MNonyYeHun paspelleHna Ha nNpoBedeHWe OAHHOrO KIMHUYECKOro
nccnegoBaHus;

2) cBegoeHns 06 onbite paboTbl  uccnegoBaTene  MNo  COOTBETCTBYHOLLMM
crneumanbHOCTAM M UX OnbiTe paboTbl MO NPOBEAEHNIO KIMMHUYECKUX NCCNEeA0BaHUM;

3) konuo poroBopa 0643aTenbHOr0 CTPaxoBaHUS XXWU3HW, 300POBbS MNaLUEHTOB,
Y4YaCTBYHOLLMX B KITMHUYECKOM MCCIeA0BaHUN NIeKapCTBEHHOrO npenapaTta s MeauuuHCKOro
NPUMEHEHNSA (aanee - 4oroBop 06s3aTeNbHOr0 CTPaxoBaHMWsl), 3aKTlOYEHHOTO B COOTBETCTBUM
C TWUMNOBbLIMM MpaBunamm o064a3aTefnlbHOr0 CTPaxOBaHUS >KM3HW, 340POBbA MaUMEHTA,
yyacTBylOLlEero B  KIMHWYECKOM  WUCCNedoBaHWM  NleKapCTBEHHOro  npenapaTta  Ansg
MEAMUMHCKOro MpUMeEHeHus, yTBepxaeHHbiMu [paButenbctBom Poccuinckon Pepepaumm
(nanee - TunoBble npaBuna o06A3aTENbLHONO CTPaxOBaHWSA), C yKasaHMEM npeaenbHOMn
YMCIMEHHOCTM MALMEHTOB, Y4acTBYOLIMX B KIIMHUYECKOM WCCNefoBaHUM JieKapCTBEHHOIo
npenapara Ans MegUUUHCKOrO NPUMEHEHNS;

4) cBegeHNs 0 MeaNUMHCKNX OpraHmM3aumsix, B KOTOPbIX npegnonaraeTca npoBeaeHne
KNMUHUYECKMX UCCReAoBaHUN NeKapCTBEHHOro npenapata Ang MeauuUHCKOro MpUMEHEHUS
(nonHOe ” coKpalleHHOe HaMMEeHOBaHWs, OpraHu3auuoHHO-NpaBoBas ¢opma, MecTo
HaxXOXOEHUsT M MEeCTO OCYLUECTBMEHUs AeATenbHOCTU, TenedoH, Tenedakc, agpec
3NEKTPOHHOM NOYTbI MEANLIMHCKOW OpraHmM3aumm);

5) npepnonaraemble  CPOKM npoBeaeHus KNMMHNYECKOro  MCCriefoBaHus
NeKkapCTBEHHOro npenapaTa 418 MeANLMHCKOro NpUMEHEHMS.

2. B cpok, He npeBbiWawWmMin NATM paboumx OHEN CO OHA NPUHATUS yKa3aHHOro B
yacTm 1 HacToslWwen cTaTbM 3asBNEHUA C MPUNOXEHMEM HeoOXOoaUMbIX [LOKYMEHTOB,
YNONMHOMOYEHHbIN beaeparbHbI OpraH UCNONMHUTENBHOW BNACTU:
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1) npoBOAMT NPOBEPKY MOMHOTbI M OOCTOBEPHOCTU CBEAEHWUA, COLEepXaluMxca B
npeacTaBneHHbIX 3asiBUTENEM MaTepuanax;

2) NpUHMMaeT pelleHne O Bblgaye paspelleHnsi Ha NpoBeAeHMEe KIMHUYECKOro
nccrneaoBaHNa NeKapCTBEHHOIO npenapaTta aAnsg MeauumMHCKOro npuMeHeHnsa unm ob otkase B
Bbla4ye yKa3aHHOro paspeLUeHus;

3) yBegomMnsaeT B MMCbMEHHON dOpMe 3asiBUTENS O MPUHATOM peLLUeHUn Unn B criyvae
OoTKasa C ykasaHMeM NpUYMH Takoro OTkasa;

4) BblgaeT paspelleHne Ha NpoBedeHue  KIIMHMYECKOro  uccriegoBaHus
fleKapCTBEHHOro npenapara Ans MeguUMHCKOro NPUMEHEHUA B Mnopsake, YCTaHOBIIEHHOM
YNONMHOMOYEHHbIM pefeparnbHbIM OPraHoOM UCMOMHUTENBLHOW BNAcCTW.

3. OcHOBaHMsMKM NS OTKasa B Bbldaye paspelleHnsa Ha NpoBefeHME KIMHUYECKOTO
nccrnegoBaHUs NekapCcTBEHHOro npenapata Ang MeauuMHCKOro MNpUMEHEeHUa SBRsTCS
HenpeacTaBneHMe OOKYMEHTOB, YKa3aHHbIX B 4YacTyu 1 HaCTOSLLEN CTaTbW, HECOOTBETCTBME
cogepxaHna npeactaBfeHHbIX [OOKYMEHTOB TpeboBaHusiM HacTtosiwero ®denepanbHOro
3aKoHa NMbOo Hanuune 3akn4YeHNs KOMUCCUM IKCMEPTOB UM 3aKNOYEHNSA COBETA MO 3TUKE O
HEBO3MOXXHOCTWN NPOBEAEHUSI KNMHUYECKOro UCCNeaoBaHMa NeKapCTBEHHOMO npenapaTta ans
MEANLMHCKOrO MPUMEHEHUS NO pe3ynbTaTaM MPOBEAEHHbIX 3KCMEPTU3, NMPEeAYyCMOTPEHHbIX
ctatben 20 HacTosiwero ®eagepanbHOro 3akoHa.

TAPAHT:

Cm. KommeHmapul K cmamee 22 Hacmosiuie2o PedeparibHO20 3aKOHa

Cratba 23. OJkcneptMsa KayecTBa JNEeKapCTBEHHOrO CpeacTBa W 3KcnepTmsa
OTHOLWIEHUS OXWOaeMoOW nomfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
fieKapCTBEHHOro npenapara Ans MegULMHCKOro NpUMEHEHNS

1. OkcnepTvsa KayecTBa feKapCTBEHHOrO CpeacTBa W 3KCNEpTU3a OTHOLLEHUS

OXMOaemMonm Mnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS1 NEKApCTBEHHOro npenaparta nngd
MEOMLMHCKOTO MNPUMEHEHNS, COCTaBfieHME KOMMCCUSMU 3KCMEPTOB  3aKNYeHUn Mo
pesynbTatam MpPOBEAEHHbIX SKCNEepTU3 M HanpaBneHue TakuX  3akniyYeHun B
YNONMHOMOYEHHbIN doefieparibHbIn OpraH UCMOSTHUTENBHOW BracTuU OCYLWECTBNATCS B CPOK,
He MpEeBbIWAKLWMIA CTa AECATM paboymx AHEN CO AHSA MOMNYyYEeHUS SKCMEPTHBIM yUYpEXOAEHNEM
COOTBETCTBYHOLLEro 3adaHnsa YMNONHOMOYEHHOro doefepanbHOro opraHa MCNoSIHUTENbHOM
BflaCTU C JOKYMEHTaMW, yKadaHHbIMUM B nyHKkTax 1 - 8, 15 - 17 yactn 3 ctaten 18 HacToswero
depepanbHOro 3akoHa, W oOT4eTa O MNPOBEOEHHOM  KIIMHUYECKOM  UCCregoBaHun
fleKapCTBEHHOro npenapara aAns MeauLMHCKOro NPUMEHEHMS.
FAPAHT:

CmMm. AOMuHucmpamueHbll pearnameHm @edepasnbHoU Ccryxbbl no Had30py 8 cgepe
30pasooxpaHeHuUs1 U coyuasibHo20 pa3gumusi no UCMHOIHEHUI 20Cy0apCmeeHHOU hyHKUUU
1o opaaHu3ayuu rposedeHuUs1 3Kcrepmu3sbl Kadecmea, agpgpekmusHocmu u besornacHocmu
JleKkapcmeeHHbIX cpedcmes, ymeepxx0eHHbIU rpuka3om MuH3aopaecoupassumus P® om 30
oKmsbps 2006 2. N 734

2. [1ns npoBeAeHnst yka3aHHbIX B YacTu 1 HACTOAWEN CTaTbW 3KCNepTU3 3asiBUTENb
npeacraBnseT B YNOMHOMOYEHHbIN dhefieparnbHbl OpraH UCMONHUTESTbHOW BIacTu:

1) 3asBneHne o BO30OHOBMEHUM TFOCYOAPCTBEHHOW perncTpaumm nekapCTBEHHOro
npenapara n NPoBeAEHMM YKa3aHHbIX B 4acTu 1 HACTOSLLEN CTaTbW IKCNEPTUS;

2) OoT4eT O NPOBEOEHHOM KIMHUYECKOM MCCrefoBaHUM JNIEKapCTBEHHOro npenaparta
ANa MeULUMHCKOro NPUMEHEHUS;

3) AOKYMEHT, NOATBEPXAAKLWMA ynnaTy rocy4apCTBEHHOW MOLUMUHLI 3a NpoBeAeHune
3KCNepTu3bl KavecTBa NeKapCTBEHHOrO cpeacTtBa M 3KCNEepTU3bl OTHOLUEHUS OXuaaemou
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Nnosnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ans mMeguumMHCKOro
NPUMEHEHNA NPU ero rocygapCTBEHHOW pernctTpauuu.

3. B cpok, He npeBbiwakWmnn NATM paboumx OHEN CO LHS NPUHATUA 3asBrEHUSA C
AOKYMEHTaMM1, yKa3aHHbIMM B 4actu 1 W nyHkTax 2 M 3 4acTu 2 HacTOdAWeW cTaTtby,
YNOSTHOMOYEHHbIN doeepanbHbIN OpraH UCNOSTHUTENbHOW BI1aCTuU:

1) nNpoBOOUT NPOBEPKY MOSHOTbI [JaHHbIX, coAepXalwmuxca B nNpeacTaBfieHHOM
3aaBuUTENEM OT4YeTE O NPOBEOEHUN KITMHUYECKOrO UCCeAoBaHns fiekapCTBEHHOIO npenapara
AN MeQULIMHCKOTO NPUMEHEHUS;

2) nMpuvHMMaeT pelweHne O BO30OHOBMNEHUM rOCYAapCTBEHHOM perncrpaumu
NeKapCTBEHHOro npenapata W NpoBedeHUM YKasaHHbIX B 4YacTy 1 HacTodAwen cTaTby
akcnepTm3 unu o6 oTkase B BO30O6HOBMNEHUM rOCYAapCTBEHHOW PerncTpaunmn nekapcTBeHHOro
npenapaTa ana MeauuuHCKOro NpUMeHeHUs U NpoBeAEHUN TaknX IKCNepTuns;

3) yBegomnsaeT B NMCbMEHHON hopMe 3aaBUTENS O NPUHATOM peLleHun Unu B criyyae
OoTKasa C ykasaHMeM NpUYMH Takoro OTkasa.

4. OcHoBaHveM [fnsi OTKa3a B BO30OHOBNEHWW rOCYAApPCTBEHHOW perucTpaumm
NeKapCTBEHHOro npenapata W NpoBeAEeHUM YKasaHHbIX B 4YacTy 1 HacTodAlen cTaTby
9KCNepTU3 sBnseTca npeacraBrieHne OOKYMEHTOB, YKa3aHHbIX B 4actm 1 u nyHktax 2 n 3
4YacTu 2 HacCTosLWEeN cTaTbK, B HEMOSIHOM O6beme unu otyeTa O NPOBESEHHOM KIMHUYECKOM
nccneoBaHMM  NEKapCTBEHHOro  npenapata  Ans  MeAUMUMHCKOrO  NPUMEHEHUs, He
coepallero ncyepnbliBatoLLEro nepevHs HeobXxoanMbIX CBeLEHUN.

5. B TeyeHue nsaTHaguatu pabounmx OHEN CO OHA  MNOSyYEHUS  peLUeHns
YNONTHOMOYEHHOIO hefepanbHOro opraHa MWCMNOSIHUTENBHOM BnactTM O BO30OHOBIEHUU
rocydapCTBEHHOM perncTpauumn nekapCTBEHHOro npenapaTta M NpoBedeHUMUM YKa3aHHbIX B
yactu 1 HacTosilen cTaTbu IKCNEPTU3 3asBUTESNb NpeacTaBnsaeT B 3KCNepTHOe yypexaeHue
ANSA NpoBeAeHNst aKCNepTU3bl KayecTBa fekapCTBEHHOrO cpeacTBa 0bpasLbl fIekapCTBEHHOMO
npenapata Ans MeguUMHCKOro MpUMEHEeHUsl, NpPOU3BEOEHHOr0 B COOTBETCTBMM C
TPebOBaHNAMMN  OMbITHO-MPOMBILLNIEHHOMO W (MAXM)  MPOMBILNEHHONO  pernameHToB,
YTBEPXKOEHHbBIX PYKOBOAUTENEM MNPOU3BOAUTENS JIEKAPCTBEHHbIX CPEeACTB, a TakKke B
COOTBETCTBYOLNX crnyyadax obpasey ¢apmaueBTMyeckon cybcTtaHummM, TecT-luTamma
MUKPOOPraHM3MoB, KyrbTypbl KIE€TOK, oOpasubl BewecTB, MPUMEHSIEMbIX OS5 KOHTPOSis
KayecTBa JNleKapCTBEHHONo CpeacTBa MNyTeM CPaBHEHUA C  HUMW  UCCREedyemoro
NeKapCTBEHHOro cpeacTBa, B KonmyecTBax, HeObXoaAnMbIX AS11 BOCMPOU3BEAEHUS METOA0B
KOHTPOMS KayecTBa.

6. lMNpu nonyyeHmn obBpasyoB nekapCTBEHHOro npenapata W apmMaueBTU4ECKOn
cybCTaHUMM 3KCNepTHOE YyypexaeHue BblOaeT 3asBUTEN0 OOKYMEHT, MOATBEPXAatoLmi
nosiyyeHMe ykasaHHbIX 00pasuoB, U B CPOK, He MpeBblalWwun Tpex pabounx AOHeRn,
yBeaoMnsaeT B MNUCbMEHHOW opme 06 3TOM YMNONHOMOYEHHbI doedeparnbHbIi  OpraH
NCMONHUTESTbHOW BacTu.

7. Cpok ansa npeacraBneHvst 3asBuTenem obpasuoB NeKkapCTBEHHOro npenapaTta u
hapmaueBTUYECKON CyOCTaHLMM U CPOK YBEOOMIEHUS KCMEPTHBIM yupexgeHmem o6 aTom B
NMMCbMEHHOW (popme YNONHOMOYEHHOro defepanbHOro opraHa MCMNOSHUTENbHOW BriacTy,
yKasaHHble B 4acTtax 5 u 6 HacTosAwen cTaTbW, HE BKKYAKTCA B CPOK MNpOBeAeHUs
yKa3aHHbIX B YacTu 1 HacTosiLen cTaTbu 3KCNepTums.

8. [JoKyMeHTbl, NOCTYNUBLUME B IKCNEPTHOE yypexaeHue ans npoBefeHust YKasaHHbIX
B 4Yacty 1 HacTosilwen cTaTbW 3KCNepTus, nognexaTr BO3BpaTy B YNONTHOMOYEHHbIN
degepanbHbli  OpraH  MCMNOSIHUTENbHOM BNacTM OOHOBPEMEHHO C  3aKMYEHUsMU Mo
pesynbTaTtam yKasdaHHbIX 3KCMepTus.

FAPAHT:

Cm. kommeHmapuu Kk cmambe 23 Hacmosiwez2o @edeparibHo20 3aKOHa
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Cratban 24. OJOKcrnepTu3a KayecTBa JleKapCTBEHHOrO cpeacTBa M 3KcnepTmsa
OTHOLUEHMS OXWOAEMOW nMofb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCTBEHHOro npenapara ansa BeTepuHapHOro npuMeHeHmns

1. OkcnepTu3a kayecTBa JeKapCTBEHHOrO CpeacTBa M dKCMEepTM3a OTHOLUEHUS
OXnaaemMonm Mnorb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NleKapCTBEHHOro npenapata nng
BETEPUHAPHOIO TMPUMEHEHUS, COCTaBIIEHME KOMWUCCUSAMM IKCNEPTOB 3aKMHOYEHUM No
pesynbTaTtam yKasaHHbIX 3KCNepTU3 N HanpasBfieHWe TaknxX 3aKnio4YeHUn B YNONTHOMOYEHHbIN
doeaepanbHbIN opraH UCNOSTHATESBbHOW BIlaCTU OCYLLECTBAKTCA B CPOK, HE NMpeBblLlatoLLmii
cTa pecatm paboumx OHEeW CO AHS NOSMYyYEeHUA JKCNEepPTHbIM ydpexaeHnem 3adaHus
YNONTHOMOYEHHOIO doeeparibHOro opraHa WCMOSTHUTENbHOW BRacTu C  OOKYMEHTaMu,
ykasaHHbIMK B nyHkTax 1 - 8, 10, nognyHktax "a" - "g", "x" - "mM", "n" - "d" nyHkTta 16 n nyHkTe
17 yactn 3 ctatbmn 18 HacTosiwero PeaepanbHOro 3akoHa.

2. B TeyeHne naTHaguatm paboumx OHEN CO OHS  MONyYeHus peLueHus
YNONMHOMOYEHHOIO  (begepanbHOro opraHa WCMOMHUTENBHOM BRlacTM O  NPOBEeAEHMMU
yKasaHHbIX B YacT 1 HacTosiLen cTaTbu SKCNepTU3 3adaBUTENb NpeacTaBnseT B SKCNepTHOe
yuypexaeHve ans npoBefeHUs 3KCNepTM3bl KadecTBa NEeKapCTBEHHOro cpeacTtsa obpasubl
NekapCTBEHHOro npenapata ANl BEeTEepUMHapHOro MNPUMEHEHUsi, MNPOU3BELAEHHONO B
CoOTBETCTBMM C  TpeboBaHWAMM  TEXHOMOIMYECKUX  PErNAaMEHTOB,  YTBEPXOEHHbIX
pykoBoguTeneMm  nNpoms3BoauTENs  fleKapCTBEHHbIX  CpeacTB, a Takke  obpaseu
dapmaueBTUYECKOM CYyOCTaHUMM B KONMYecTBax, HeobxoauMmbiX Afsi BOCNPOu3BeLeHUS
METOLOB KOHTPOSA KayecTBa.

3. lMNpu nonyyeHmn obpasuoB nekapCTBEHHOro npenapata W apmMaueBTU4ECKON
cybCcTaHUMM SKCNEepTHOE YydpeXxaeHne BblOaeT 3asBUTeNo OOKYMEHT, MNoATBepXgaroLmmn
nosiyyeHme ykasaHHbIX 00pasuoB, U B CPOK, HE MpeBbialWUN Tpex pabounx AHeERn,
yBeaoMnsaeT B MNUCbMEHHOW opme 06 3TOM YMNONHOMOYEHHbI doedeparbHbli  opraH
WNCMNOMNHUTENbHOW BNacTu.

4. Cpok ans npencraBneHnsa 3asBuTenieM obpasuoB NEeKapCTBEHHOrO npenapara u
dhapmaueBTUYECKON CYOCTaHLMM U CPOK YBEOOMIEHUS SKCMEPTHBIM yypexaeHmem o6 aTom B
NMMCbMEHHON (popme YNOMHOMOYEHHOro defepanbHOro opraHa MCNOSIHUTENbHOW BRacTy,
yKasaHHble B 4acTax 2 M 3 HacCTOsWeEW cTaTbW, HE BKIOYAOTCSA B CPOK MNPOBEOEHUS
yKa3aHHbIX B YacTu 1 HacTosILEen cTaTbu IKCNepTuUs.

5. [IOKyM€eHTbI, NOCTYNUBLUME B IKCNEPTHOE yypexaeHne ans npoBeaeHust ykasaHHbIX
B 4Yactym 1 HacToswen cTaTbW 3KCNepTus, nognexaTr BO3BpaTy B YNONHOMOYEHHbIN
defepanbHbli - OpraH UCMONHUTENBbHOM BNacTU OOHOBPEMEHHO C  3aKMNKYEeHUaAMUM Mo
pesynbTaTtam yKasdaHHbIX 3KCNepTus.

FAPAHT:

CmM. kKommeHmapul K cmamee 24 Hacmosuwie2o PedeparibHO20 3aKOHa

Crtatba 25. [loBTOpHOE npoBedeHME SKCNEepPTU3bl JIEKAPCTBEHHbIX CPeacTB W
3TUYECKON SKCNepTu3bl

1. B cny4yasax HegoctaTto4yHoM 060CHOBaHHOCTU UM HEMOJTHOTLI 3aKIMHOYEHNST KOMUCCUN
3KCMNepTOB MMM COBETA NO 3TUKE, HAaNN4ns B HEM NPOTMBOPEUNBLIX AaHHbIX, hanbcudurkaumnm
BbIBOJOB 3KCMEPTU3bl IEKAPCTBEHHOIO CpeacTsa M (Mnn) 3TUYECKOM IKCNepTu3bl, COKPbITUS
OT YMOSIHOMOYEHHOro heaepanbHOro opraHa MWCMNOSIHUTENbHOW BracTM OCHOBaHUW Ons
OTBOJA 3KcMnepTa BCreacTBME €ro 3amHTepeCoBaHHOCTM B pesyrbTaTtax COOTBETCTBYHLLEN
3KCNepTU3bl, HanMyMs OaHHbIX O MNPAMOM MO0 KOCBEHHOM BMeELLATENbCTBE B MNpouecc
COOTBETCTBYIOLLEN 3KCNEPTU3bl NN, HE Yy4acTBYWOLWMX B ee MNPOBEAEHUM, HO OKasaBLUMX
BNUSIHWE Ha Npouecc U pesynbTaTbl €e NpoBefeHus, YNOSTHOMOYEHHbIM doeaeparibHbIM
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OpraHoOM WCMOMHUTENbHON BMNACTU Ha3Ha4yaeTcs MNOBTOPHas 9KCrepTu3a JieKapCTBEHHOro
cpencTtea v (Unn) aTudeckas skcnepTuaa.

2. TloBTOpHas oaKcrnepTu3a IekapCTBEHHOrO cpeactBa  MNPOBOAUTCA B CPOK,
YCTaHOBIIEHHbIW YNOMHOMOYEHHbIM (hefeparnbHbiM OpraHOM WUCMOMHUTESTIbHOW BRacTu U He
npeBbILWAWMA  copoka paboynx AHerW €O OHA MNOSMyYEeHUA IKCNEepPTHbIM  ydpexaeHuem
3alaHnsa Ha npoBefeHne MOBTOPHOW 3KCMepTU3bl NeKapCTBEHHOro cpeacTBa, MOBTOPHas
3TNYeckas 3KcnepTMsa - B CPOK, He MpeBbllalwmi natHaguatu paboynx OHen co OHA
nosly4eHusi COBETOM MO 3TUKE 3a[aHus Ha NpoBeeHne NOBTOPHON 3TUYECKOW SKCNepTU3bI.

3. ®uHaHcoBoe obecneyeHne BbINOMHEHUS 3adaHWA Ha nNpoBedeHWe MNOBTOPHOM
3KCNepTu3bl NeKapCTBEHHOINo CpeacTBa He OCYLLeCTBNSETCH, U cpeacTBa, nepedncrieHHble
paHee Ha NpoBeAEeHNE TaKoW AKCNEPTU3bI, NoanexaT Bo3BpaTy B dpefepanbHbli 61ooKeT.

FAPAHT:

Cm. kommeHmapuu Kk cmambe 25 Hacmosiwez2o ®edeparibHo20 3aKOHa

CraTtba 26. YckopeHHas npouenypa aKkcnepTusbl NekapCTBEHHbIX CPeaCTB

1. YckopeHHas npouegypa 9KCNepTu3bl JeKapCTBEHHbIX CpPeacTB B Lensx
rocygapCTBEHHOW pernctpaummn fiekapCTBEHHbIX MnpenapaToB MNPUMEHSIETCA B OTHOLUEHUMU
BOCMNPOM3BEOEHHbIX IeKapCTBEHHbIX npenapaTtos. [lpy npoBedeHUn Takou npoueaypsbl
npeaCcTaBNATCA MHPOpMaUNA, NoNnydYeHHas nNpu NpoBeLeHUN KIMHUYECKUX UccnenoBaHum
NeKapCTBEHHbIX MpenapatoB W onybrnvkoBaHHasi B Creuvanu3MpoBaHHbIX MeYaTHbIX
n3gaHusx, a Takke  [OOKYMEHThI, coaepxaiume pesynbTaThbl nccrnegoBaHng
OMO3KBUBANEHTHOCTN W (MNXM)  TepaneBTUYECKOW IKBMBAINIEHTHOCTM  FIEKApPCTBEHHOro
npenapata Agnd  MeOUWUMHCKOrO  NPUMEHEHWs  unu  pesynbTaTtbl  UCCNeoBaHus
OMO3KBUBANEHTHOCTU NleKapCTBEHHOrO Npenapara Ans BeTepUHapHOro NpYMEHEHNS.

2. YcKOpeHHasa npouenypa aKCnepTusbl NekapcTBEHHbIX CPEeACTB He NPUMEHSAETCS B
OTHOLLUEHUM UMMYHOBUONOrMYECKX NEeKapCTBEHHbIX NpenapaTtoB, NpenapartoB MHCYNUHa U
nleKapCTBEHHbIX NpenapaToB, Brnepsble perucTpupyemsix B Poccuickon degepaumm.

3. YckopeHHas npoueaypa 3KCnepTu3bl NeKapCTBEHHbIX CpeacTB MPOBOAUTCH MO
peLleHno COOTBETCTBYIOLENO YNOSTHOMOYEHHOIO doefepanibHOro opraHa WCMOMHUTENbHOM
BNacTM B CPOK, HE MNPEBbILALLMA LIEeCTUaecaTM paboumx gHen. [pu 3TOM 3KcnepTuaa
AOKYMEHTOB, COAepXallMxcs B permcTpauuoHHOM AOCbe, ANS MOofyYeHus paspelleHus Ha
npoBefeHne KIWHUYECKOro UccnenoBaHUS NekapCcTBEHHOro npenaparta ans MeauuuHCKOro
NPUMEHEHNSA N 3TUYECcKas JKCNepTu3a NpoBOAATCS B CPOK, HE MpeBbIaWMA NATHagUaTH
pabounx OHen, aKcnepTu3a KayecTBa NEKApCTBEHHONo CPeacTBa M 3KCMepTM3a OTHOLLUEHUS
OXnaaemMom nosb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs NeKapCTBEHHOrO npenapaTa - B CPOK,
He NpeBbILLALLNN COpOoKa NATK pabounx gHEN.

4. YckopeHHass npouefypa 3KCNepTusbl JleKapCTBEHHbIX CPeaCcTB MNpoOBOAMTCA B
nopsiake, yctaHoBfieHHOM ctaTtbamu 17 - 20, 23 n 24 Hactosiwero denepanbHOro 3akoHa, u
He O03HayaeT CHWKeHus TpeboBaHu K 6e30MacHOCTU, KavecTBy U 3A(PPEKTUBHOCTU
NeKapCTBEHHbIX NpernapaTos.

FAPAHT:

Cm. kommeHmaput Kk cmambe 26 Hacmosiweao ®edeparibHo20 3aKOHa

CtaTtba 27. PelueHune 0 rocyaapCTBEHHOM perncTpaumm nekapcTtBEHHOro npenaparta

1. B cpok, He npeBbiwawwmi NATn paboymx AHEN CO AHSA MNOJTYYEHMST 3aKIHYEHUN
KOMUCCUM IKCNEPTOB MO pesynbrataM 3KCNepTusbl KayecTBa NeKapCTBEHHOro cpeactea u
3KCMepTU3bl OTHOLUEHUS OXMOAEMOW MNOSb3bl K  BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCTBEHHOro npenapaTta, COOTBETCTBYHOLMA YMNOMHOMOYEHHbIN doefepanbHbin opraH
NCMNOSTHATENBHOW BACTU:
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1) ocywlecTBNAeT OUEHKY TakuX 3akmniyveHun Ons onpeaeneHnss ux CooTBETCTBUS
3a[aHUI0 Ha NpoBedeHNe yKa3aHHbIX AKCNePTUs;

2) NpyUHUMaeT peLleHne O rocyaapCTBEHHOW perncTpauumn nekapcTBeHHOro npenapara
nnu o6 oTkase B rocygapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapara;

3) BHOCUT Mpu NPUHATUM PELLEHNA O roCyJapCTBEHHOW perncrpauumn nekapcTBeHHOro
npenapaTta [JaHHble O 3aperncTpupoBaHHOM JleKapCTBEHHOM npenaparte, B TOM 4ucre o
hapmaueBTUYeCKON CcybCcTaHUMK, BXOASLEN B COCTaB JleKapCTBEHHOro npenaparta, B
rocygapCTBEHHbIV peecTp NeKapCTBEHHbIX CPeACTB U BblAaeT 3asBUTESNO pernctTpaumoHHoe
yOOCTOBEPEHNE  NeKapCTBEHHOro  npenaparta, ¢Qopma  KOTOporo  yTBepxaaeTcs
YNONMHOMOYEHHbIM  befeparibHbIM  OpPraHOM  UCMOSTHUTENBHOM  BIlaCTW, COrflacoBaHHbIE
HOPMAaTUBHYIO [JOKYMEHTaLUMO, HOPMATUBHBLIN [OKYMEHT, MWHCTPYKUMIO MO MPUMEHEHUIO
NeKapCTBEHHOro nNpenaparta U MakeTbl MEPBUYHON YNAKOBKM N BTOPUYHON (MOTPEeObUTENbLCKON)
YNakoBKM C yKa3aHWEM Ha HUX HOMepa PerycTpaumoHHOro yooCTOBEPEHUS NeKapCTBEHHOro
npenapaTa u gaTbl €ro rocyaapCTBEHHOM perucTpauum unm B criydae npuHATUS pelleHns ob
OTKase B rOCyAapCTBEHHOW perncrpauun nekapcTBEHHOro npenapata yBedomnseT B
NMCbMeEHHON hopMe 3asBuUTeNa 06 3TOM C yKasaHMEM NPUYNH TaKoro oTkasa.

2. OcHoBaHMeM [fns OTKasa B rOCydapCTBEHHOW perncrpauumn nekapcTBEHHOro
npenapaTta 4BMASeTCA pelleHne COOTBETCTBYHOLLEro YNoNHOMOYEHHOro eaepansHoro
opraHa WCMNOMHUTENbHOW BRacTM O TOM, YTO KayectBO W (Mnu) 3dpdpekTMBHOCTL
perncTpmpyemMoro fekapcTBEHHOro npenapaTta He noAaTBepXAeHbl MOSTyYEeHHbIMU AaHHbIMU
UKW YTO PUCK NPUYNHEHUS Bpeda 340POBbI0 YeNoBeKa WIW XXMBOTHOMO BCReacTBue npuema
rfieKkapCTBEHHOro npenapara npesbiwaeT 3(PEEKTUBHOCTb €ro NPUMEHEHMUS.

3. lNpun rocygapcTBeHHOW pernctpauum nekapCTBEHHOro npenapara, BKIIHOYEHHOro B
nepeyeHb  >KMU3HEHHO HeoOXOOUMMbIX UM BaXHEWLWUX JIeKapCTBEHHbIX MNpenaparos,
Heobxo4MMble AaHHble 3aHOCATCHA B rOCYAapCTBEHHBIN peecTp npedesibHbiX OTMYCKHbIX LiEeH
npoussoauTenen Ha NekapCTBEHHbIe NpenapaTbl, BKIHOYEHHbIE B YKa3aHHbIN NepeYveHb.

FAPAHT:

Cwm. kommeHmapul Kk cmamee 27 Hacmosuwie2o PedeparibHO20 3aKOHa

CraTtba 28. PerncrpaumoHHOe yoOCTOBEPEHUNE NTEKAPCTBEHHOMO NpenapaTta

1. PeructpauvoHHOe YOOCTOBEpPEeHME JeKapCTBEHHOro npenapata C yKasaHuem
NEeKapCTBEHHbIX (OpM U  OO3UPOBOK  Bblaaetca  6eccpoyHO, 3a  UCKOYEHMEM
perncTpaunoHHOro yaoCTOBEPEHUS fleKapCTBEHHOro npenaparta, Bbl4aBaeMoro CO CPOKOM
OencTens  nsaTb  neT, Ha BhnepBble pernctpupyembole B Poccuinckon depepauuu
nekapCTBeHHbIe npenaparTbl.

2. [lo uctedyeHuM ykasaHHoOro B 4actm 1 HacTosien CcTaTbM CpoKa BblaaeTcs
BeccpoyHoe pernctpaumoHHoe yOOCTOBEPEHUEe neKkapCTBEHHOro npenapaTta npu yCroBum
noaTBepPXAeHUs ero rocygapCTBEHHON perucrpauum.

FAPAHT:

Cm. kommeHmaput kK cmambe 28 Hacmosiweao ®edeparibHo20 3aKOHa

Crtatba 29. [loaoTBepxaeHwe roCyAapCTBEHHOM perucTpauum  fiekapCTBEHHOMO
npenaparta
1. lNoateBepxaeHue rocyqapCTBEHHOW perncTpauumn fekapCTBEHHOro npenapaTta
OCyLWEeCTBNSAETCA Npu  Bblgade  OGECCPOYHOro  PEermcTpaumoHHOro  YAOCTOBEPEHUS
nekapCTBEHHOro npenaparta B chnyyae, YKasaHHOM B 4acTu 2 cTaTbM 28 HacCToALWero
depgepanbHOro 3akoHa, B CPOK, He MpeBbilalWuMA OeBsAHOCTa pabounx OHen co OHS
nosly4eHnsi COOTBETCTBYHOLMM YNONTHOMOYEHHBIM dbeeparibHbIM OpPraHoOM MCMNOSTHUTENBHOMN
BflaCTU 3asiBNeHUss O MOATBEPXOEHUN rOCydapCTBEHHOM perncrtpaumm nekapcTBEHHOro
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npenapata, OQOPMMEHHOIO B COOTBETCTBUM C 4YacTbld 2 cTatem 18 HacTosdwero
depeparbHOro 3akoHa.

2. [logTeBepxaeHwe rocydapCTBEHHOMW perncTpaummn rekapCcTBEHHOro npenaparta
OCyllecTBNsgeTCsa Mo pes3ynbTaTaM 3KCMNepTu3bl OTHOLWIEHUS OXuaaemMou nosb3bl K
BO3MOXXHOMY PUCKY NMPUMEHEHNS NeKapCTBEHHOro npenapaTta, a Takke 3KCnepTusbl KayecTsa
NeKapCTBEHHOro cpeacTsa, NPOBOAVMMOW B cllydae BHECEHUSI U3MEHEHUW B HOPMAaTUBHYHO
AOKYMEHTaUMIo Ui HOPMaTUBHbIA JOKYMEHT.

3. K 3aaBneHuio 0 noaTBepXaeHUn rocyaapCTBEHHOM perncrpaumm riekapCTBEHHOIo
npenaparta npunaralTca AOKYMEHT, MOATBepXAaloWwmnn ynnaTy rocyaapCTBEHHOM MOLUMNHbI
3a noaTBepXAeHue rocyaapCTBEHHOM perucTpauum JiekapCTBEeHHOro npenaparta gng
MEOVLUMHCKOrO MNPUMEHEHUS WM NIeKapCTBEHHOro npenapata Ang  BeTepUHapHOro
NPUMEHEHNsa,  OOKYMEHT, coaepXawuh  pesynbTaTbl  MOHUTOpPMHra  6Ge3onacHoOCTU
NleKapCTBEHHOro npenapaTta, MPOBOAMMOro 3asiBUTENEeM, Mo dopme, YCTaHOBIIEHHOW
COOTBETCTBYHOLLMM YMNOSTHOMOYEHHbIM defepanbHbiM OpraHoM WCMOMHUTESNTbHON BRNacTu.
HopmatnBHas OOKYMEHTaumMsa WM HOPMAaTUBHBLIN  AOKYMEHT, MPOEKT WHCTPYKUUKM MO
NPUMEHEHWNIO FEKaApCTBEHHOro mnpenapaTa, MPOeKTbl MaKeTOB MEPBMYHOM YNaKoOBKA WU
BTOPUYHON (NOTPeOUTENBLCKOM) YNakoBKW FNEKApCTBEHHOrO npenaparta npunaralTcs K
3asiBMEeHNI0 O MOATBEPXKAEHUMN TOCYAAapCTBEHHOW perncrtpauumn fnekapcTBEHHOro npenapaTta
BHOBb TOSIbKO B Crly4ae, eCnn B HAX BHOCSTCH U3MEHEHWS.

4. B TeyeHne pgecatn paboymx OHEN CO OHSA MPUHATUS 3a8BNeHUs O NoATBEPXAEHUN
rocyaapCTBEHHOM perucTpaumm nekapcTBEHHOro npenaparta U HeobXoAuMMbIX [OOKYMEHTOB
COOTBETCTBYHOLLMIA YNOSTHOMOYEHHbIN (hefepanbHbli OpraH UCMOMHUTENBLHOW BNAacTu:

1) NpoBOAUT MPOBEPKY MOSIHOTbI M [OCTOBEPHOCTM CBEOEHWUN, coaepKalmxcs B
npeacTaBnNeHHbIX 3asiBUTeNneM maTepuanax;

2) NpUHUMaEeT pelleHne O npoBedeHUn unn ob oTKase B NPOBEAEHUN IKCNepPTU3bI
OTHOLWUEHUS OXMAAEeMOM MoSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOMO
npenaparta, a Takke 3KCnepTu3bl KayecTBa fiekapCTBEHHOIO cpeacTBa, NPOBOAMMOWN B Criyyae
BHECEHUSI UIBMEHEHMUI B HOPMATUBHYH AOKYMEHTAUUIO UM HOPMATUBHBIA JOKYMEHT;

3) yBegomngaeT B NMCbMEHHON hopMe 3aaBUTENSA O NPUHATOM peLleHun Unu B criydyae
NPUHATUSA pelleHna ob oTKa3e B MNPOBEAEHUW IKCNepTU3bl C YKasaHWeM MPUYUH Takoro
oTKasa.

5. OcHoBaHveM [nisi OoTKasa B MPOBEAEHUN IKCMNEPTU3bl OTHOLLIEHUA OXMOaemMomn
Nnosnb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NieKapCTBEHHOro npenapata u (Mnn) akcnepTusbl
KayecTBa feKapCTBEHHOro CpeacTBa ABMNAETCA NpeactaBrieHne OOKYMEHTOB, YKa3aHHbIX B
yacTtax 1 n 3 HacTosilen cTaTbW, B HEMOMHOM OObeME UM OTCYTCTBME B NMpeacTaBreHHbIX
AOKYMEHTaxX ncHepnbiBaloLLMX CBEAEHUN, KOTOPbIE AOMMKHbI OblTb OTPaXXeHbl B HUX.

6. OkcnepTv3a OTHOLUEHUSA OXMOAeMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
fleKapCTBEHHOro npenapata v (UnnM) 3KcnepTMsa KayvecTBa JNeKapCTBEHHOro cpeacTea B
uensx noATBEepPXOEeHUA roCydapCTBEHHOW pernctpauun  fekapcTBEHHOro npenapata
NpPoOBOOATCA Ha OCHOBaHWM [OOKYMEHTOB, YKasaHHbIX B 4YacTu 3 HacCTosilen cTtaTbW, B
nopsiake, yCTaHOBNEHHOM YacTamn 5-8 ctaTten 23 U ctaTben 24 Hactosiwero ®eaepanbHOro
3aKoHa.

7. B nepvog npoBeageHunsa npouenypbl NogTBEPXAEHUSA rocyAapCTBEHHOW perncrpauum
NIeKapCTBEHHOro npenapata ero rpaxgaHcknin obopoT OCyWecTBASETCA Ha TeppuTopuun
Poccunckon depepaunn.

FAPAHT:

Cm. kommeHmapuu Kk cmambe 29 Hacmosiwez2o PedeparibHo20 3aKOHa
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Cratba 30. BHeceHne nameHeHnn B JOKYMEHTLI, coAepKalimecs B permcrpaumoHHOM
A0Cbe Ha 3aperncTpupoBaHHbIV NeKapCTBEHHbIN NpenapaTt 4Nng MeanUUHCKOro
npUMeHeHns

1. B uenax BHeCeHUs U3MEeHeHUN B JOKYMEHTbI, coaepalimecsa B perMcrpaumMoHHOM
AOCbe Ha 3aperncTpuMpoBaHHbIA NeKkapCTBEHHbIVM npenapaTt Ans MeauMUMHCKOro NpUMeHeHus,
3asiBUTENb NpeacTaBnseT B YNONMHOMOYEHHbIM beaeparnbHbI OpraH UCNOSTHUTENBHOW BNacTu
3asiBNeHNe O BHECEHWW TaKMX U3MEeHEeHUN no ¢opme, YCTAaHOBMEHHOW YNOSTHOMOYEHHbIM
befepanbHbIM OpPraHoOM WCMOSTHATENBHOW BMacTu, U MNPUMOXEHHbIE K HEMY U3MEHEeHUs1 B
yKa3aHHble JOKYMEHTbl, a Takke AOKYMEHTbl, nogTBepXaarLlmne HeobxoanmMocTb BHECEHUS
Taknx U3amMeHeHun. MpuHATUE peLleHns O BHECEHUN TakMx U3MEHeHUn unu ob oTkase B UX
BHECEHUN OCYLLECTBNAETCA B CPOK, He MNpeBblaloWmnin AeBsaHoCcTa paboynx OHen co AHS
NPUHATUSA YNOSTHOMOYEHHbIM dhefiepanibHbIM OpPraHoOM UCMOSTHUTENBHOW BacTu 3asBieHUs O
BHECEHNN TaKUX U3MEHEHUM.

2. B cnyyae BHeCeHWS U3MEHEHWA B WHCTPYKUUIO MO MPUMEHEHUIO JIeKapCTBEHHOIO
npenapaTa B OTHOLLUEHUN CBeAEHUN, yKadaHHbIX B noanyHkrax "' - "n", "x" nyHkra 16 yactu 3
ctratb 18 Hactoswero denepanbHOro 3akoHa, B COCTaB NeKapCTBEHHOro npenapaTta ans
MEAMLMHCKOrO MpUMEHEHUS, U3BMEHEHUs MecTa NPOU3BOACTBA fleKapCTBEHHOro npenapara
AN MeOUUUHCKOrO MNPUMEHEHUS, M3MEHEeHUs MokasaTenen KadvecTBa JeKapCTBEHHOrO
npenapata Ans MeaUUMHCKOrO MNpUMEHeHns wn  (unu) MeToOoB KOHTPONSA KavecTsa
fneKkapCTBEHHOro npenapata Aans MeauvuMHCKOro NpuMeEHEHWUs, U3MEHEHUs1 cpoka FroAHOCTU
NeKapCTBEHHOro npenapata Ansg MeOULMHCKOro MNpUMEHEeHUs NpPOBOAUTCHA 3KcnepTusa
NeKapCTBEHHbIX CPeAcTB B YaCTW 3KCMepTM3bl KavyecTBa fiekapCTBEHHOro cpeactsa u (Mnm)
9KCNEepTM3bl OTHOLWIEHUS OXWMOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
NeKapCTBEHHOro npenapaTta Ans MeauuuHCKOro npumeHeHus. B cnyvae HeobxogmmocTwn
BHECEHUNS MHbIX U3MEHEHUA B AAHHYIO MHCTPYKUMIO 3KCMepTM3a NeKkapCTBEHHOro cpeactaa
AN BHECEHUS TakKMX W3MEHEHWA B CBeOeHMsI O 3aperucTpupoBaHHOM feKapCTBEHHOM
npenapare He NPOBOAUTCA.

3. C 3agBneHvemM O BHECEHUN W3MEHEHUA B [OOKYMEHTbl, cogepXaliunecss B
pPermcTpauuoHHOM [0Cbe Ha 3aperucTpupoBaHHbIN  NeKapCTBEHHbIM  npenapaTt  Ans
MeANLMHCKOrO MpPUMEHEHUs, Hapagy C AOKYMEHTaMmM, ykasaHHbIMW B 4actu 1 Hactodwen
cTaTbW, NPeAcTaBNATCA JOKYMEHTbI, NOATBEpXKAAoLWMe ynnaTy rocygapCTBEHHON NOLNHbI
3a BHeCeHMe U3MEHEHUA B WHCTPYKUMIO MO NPUMEHEHUIO NEeKapCTBEHHOro npenapata gngd
MEeAMLMHCKOro NPUMEHEHUS!, roCyAapCTBEHHOM MOLUSINHBI 32 BHECEHME U3MEHEHUI B COCTaB
niekapCTBEHHOro npenapara ans MeguumMHCKOro NpUMeHeHns.

4. B TeyeHne pecatn pabouymx OHEW CO OHS MOCTYNMEHWsA yka3aHHOro B 4actu 1
HacTosen CcTaTbU 3asBfieHMss U HeobXOAMMbIX  OOKYMEHTOB  YMOSIHOMOYEHHbLIN
doeaepanbHbIn OpraH UCNOSTHATENBHOW BIACTU:

1) NpoBOAUT MNPOBEPKY MOMHOTbI M AOCTOBEPHOCTU CBEAEHUN, COoOepXallunxcs B
npeacTaBneHHbIX 3asiBUTeNneM mMaTepuanax;

2) nNpuMHMMaeT pelleHMe O MPOBEeAEHUN YKasaHHbIX B 4acTu 2 HaACTOsIWEW cTaTbu
COOTBETCTBYHLLNX SKCNEPTU3 NIEKAPCTBEHHOrO cpeacTBa unm ob oTkase B UX NpoBeaeHUM;

3) yBegomMmnseT B MMCbMEHHOW hopMe 3asiBUTENS O MPUHATOM peLLUEHUN UK B Criyvae
NPUHATUA pelleHns o6 oTkase B NMPOBEOEeHUN COOTBETCTBYIOLLEN IKCMEPTU3bl C YKa3aHUEM
NPUYNH TaKoro oTkasa.

5. OcHoBaHveM Anga oTkasa B NPOBEAEHMM YyKa3aHHbIX B 4acTu 2 HacTodAWen cTaTbu
93KCNepTn3 sBMSEeTCA npeacTaBNeHne [OOKYMEHTOB, MepeyucrieHHblX B 4actax 1 wm 3
HacTosILLen cTaTbl, B HEMOMHOM OB6beMe WM OTCYTCTBUE B MPEACTaBMEHHbIX AOKYMEHTax
A0CTaTOYHbIX CBEeAEHMI, NOATBEPXKAAIOLLNX HEOOXOAMMOCTb BHECEHNSA N3MEHEHUIA.

6. YkasaHHble B 4acTy 2 HacTosiwen cTaTbW SKCNepTu3bl NPOBOOATCA B nopsagke,
YCTaHOBMEHHOM cTaTbeln 23 HacTosdwero ®egepanbHOro 3akoHa.
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7. B cpok, He npeBbiWwakWwmnm NATM paboymx OHEW CO OHS MONyYeHUs 3aKrtoYeHUin
KOMMCCUI SKCMNEePTOB NO pesyrbTaTaM yKasaHHbIX B 4acTy 2 HACTOSLWEN CTaTbU IKCMepTus,
YNOSTHOMOYEHHbIN doeepanbHbIN OpraH UCNOSTHUTENbHOW BI1ACTU:

1) NpMHMMaeT pelleHne O BHEeCEeHUUM WU3MEHEHUW B [AOKYMEHTbl, coAepKalimeca B
permcTpauuoHHOM [OCbe Ha 3apermcTpMpoBaHHbIA  NIEKAPCTBEHHbBIA npenapaTt  Ans
MEANLMHCKOro NPUMEHEHMS, NN 06 OTKa3e BO BHECEHUN TaKNX U3MEHEHWI;

2) BHOCUT B rOCY[apCTBEHHbLIA peecTp JIEeKapCTBEHHbIX CPeACTB Ha OCHOBaHWUK
peleHns 0 BHECEHUN U3MEHEHNN B JOKYMEHTbI, coaepKalimecs B permcTpaumoHHOM JoCbe
Ha 3apernmcTpMpoBaHHbIA JIEKAPCTBEHHbIM npenapaTt Ans MeOULMHCKOro MNpPUMEHEHWS,
HeobxoauMble N3MEHEHUS 1 BO3BpPAaLLAET UX 3asBUTENTHO.

8. OcHoBaHMeM ans oTkasa BO BHECEHUWN U3MEHEHUI B OOKYMEHTbI, cogepXallunecs B
perMcTpauuoHHOM [OCbe Ha 3aperncTpupoBaHHbIA  FIEKApPCTBEHHbLIM npenapaT  Ans
MEAMLMHCKOrO MPUMEHEHUS, SIBNSIETCS 3akroyeHue  YNoSIHOMOYEHHOro heaepanbHoro
opraHa WCMOSIHATESIbHOM BfacTM O BO3MOXHOCTU CHWXKeHUa 6e30nacHOCTU, KadecTBa,
3P PEKTUBHOCTIN NIEKAPCTBEHHOIO CPeCTBa B Cllydae BHECEHUSA TaKMX U3MEHEHUN.

9. onyckaeTcsa rpaxgaHcknin 060poT nekapCTBEHHbIX NpenapaToB ANns MeauUUHCKOro
NPUMEHEHNS, MNPOU3BEOEHHbLIX A0 MNPUHATUSA YMNOMHOMOYEHHbIM beaepanbHbIM  OpraHoM
NCMONHUTESTbHOW BRacTU peLleHns O BHECEHUN U3MEHEHUN B JOKYMEHTbI, coaepXalinecs B
perncTpaunuoHHOM OOCbe Ha TakMe fieKapCTBEHHbIE NpenapaTbl, Unn peweHns ob oTkase BO
BHECEHUN YKa3aHHbIX U3MEHEHUMN.

FAPAHT:

Cwm. kommeHmapul k cmamee 30 Hacmosiuweao PedeparibHO20 3aKOHa

Cratba 31. BHeceHMe naMeHeHn B JOKYMEHTLI, COAepKallmecs B permcTpaumoHHOM
AOCbe  Ha  3aperncTpupoBaHHbI  FIEKapCTBEHHbLIN npenapat  Ans
BETEPUHAPHOIO NPUMEHEHUS

1. B uensax BHeCEeHUs1 UI3MEHEHUN B OOKYMEHTbI, coaepalimecsa B permcrpaumoHHOM
A0Cbe Ha 3apermcTpmpoBaHHbIN NTEKAPCTBEHHbIN Npenapar 415l BETEPUHAPHOrO NPUMEHEHUS,
3asiBUTENb NpeacTaBnseT B YNONHOMOYEHHbI beaepanbHbI OpraH UCNOSTHUTENBHOW BNacTu
3asiBfIEHNE O BHECEHUN TaKUX WM3MEHEHUA No ¢Oopme, YCTAHOBIIEHHOW YMOSHOMOYEHHbIM
deepanbHbIM OpPraHOM WCMOSTHATENBHOW BMAcTU, U MNPUMOXKEHHbIE K HEMY U3MEHEHUs B
yKa3aHHble OOKYMEHTbl, a TaKkke AOKYMEHTbl, NOATBEpXAarowme HeobxoaMMoCTb BHECEHMUS
Taknx UaMeHeHun. MNpuHATNE pelleHns O BHECEHUM TakMxX U3MeHeHun unm ob oTkase B UX
BHECEHMM OCYLLECTBMAETCA B CPOK, HE MPEBbIAKWMA AEBSHOCTA pabounx OHEen cO OHS
NPUHATUSA YNOSTHOMOYEHHbIM doefepasribHbIM OpPraHoOM UCMOSTHUTENBHOW BacTu 3asiBfiEHUs O
BHECEHUN TaKUX U3MEHEHUI.

2. B cnyyae BHeCeHWS U3MEHEHWA B WMHCTPYKUUIO MO MPUMEHEHUIO JIEKAapCTBEHHOIO
npenapaTta Ona BETEPUMHAPHOrO MNPUMEHEHMSI B OTHOLUEHUM CBeAeHUn 06 WN3MEHEHUAX
A03UPOBKKN, CPOKOB BO3MOXHOMO MCMONb30BaHUA MNPOAYKUMN KMBOTHOMO MPOUCXOXOEHUS
nocne npuUMEHEHNa JeKapCTBEHHOro npenapata And BeTEPUHAPHOro MNpPUMEHEHUs
NPOBOANTCHA 3KCMNEepTM3a NEeKapCTBEHHOro0 cpeacTtBa AN BETepMHAPHOro NpuMeEHeHusi. B
cnyyae HeobGXOOMMOCTM BHECEHUSA MHbIX M3MEHEHUA B OaHHYK MHCTPYKUMIO 3KCrepTus3a
neKapCTBEHHOro cpeacTBa Ans BeTepMHaApHOro NpUMeHeHnst He NPOBOAUTCA.

3. C 3agBneHMemM O BHECEHMW W3MEHEHMA B [OOKYMEHTbl, coAepXxalimecss B
perMcTpaunuoHHOM [OOCbe Ha 3aperncTpMpoBaHHbIA  fIEKApPCTBEHHbIM npenapaTt  Aans
BETEPUHAPHOIO NPUMEHEHNA, Hapagy C OOKYMEHTaMW, yYKasaHHbIMWM B 4acTu 1 HacTosLLEN
cTaTbu, NPeacTaBnATCS AOKYMEHTbI, NOATBEPXKAAOLWME ynnaTy rocyaapCTBEHHOMW MOLUMNHBI
32 BHECEHME U3MEHEHUN B WHCTPYKUMIO MO NMPUMEHEHUIO JNIEKapCTBEHHOrO npenaparta ans
BETEPUHAPHOIro NPUMEHEHMS.
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4. B CpoK, He npeBbIlWaoWnn ecaTtn paboumx gHen co AHSA NOCTYNMEHNA yKa3aHHOMo
B YacTm 1 HaACToOsILLEeN CTaTbM 3asiBMIEHMS U HEOOXOANMbIX AOKYMEHTOB, YNOSIHOMOYEHHbIN
doeepanbHbIN OpraH UCNOSTHATENBHOW BI1ACTU:

1) NpoBOAUT NPOBEPKY MOMHOTbI U [OOCTOBEPHOCTU CBEOEHUW, COoOepXalumMxcs B
npeacTaBfieHHbIX 3adBUTENEM JOKYMEHTaX;

2) NpMHMMaeT pelleHMe O MPOBEAEHUN IKCNepTU3bl NeKapCTBEHHOro cpeacTsa Ans
BeTEepMHapHOro NpuMeHeHnsa nnmn ob oTkase B ee NposeaeHuu;

3) yBegomMnsaeT B MMCbMEHHON DOpMe 3asiBUTENS O MPUHATOM peLLUeHUn Unn B criyvae
NPUHATUA peleHns o6 oTkase B NpOBeAeHMM IKCNepTU3bl NeKapCTBEHHOro cpeactsa Ans
BETEPUHAPHOIO NMPUMEHEHUS C yKa3aHUeM NPUYMH Takoro oTkasa.

5. OcHoBaHMeM 118 OTKasa B NPOBEAEHUN IKCMEePTU3bl NIeKapCTBEHHOro cpeacTBa Ans
BETEPUHAPHOIo NPUMEHeHUs ABNSeTCs npeacTaBneHne JOKYMEHTOB, YKa3aHHbIX B YacTax 1 u
3 HacTosien cTaTtbn, B HENOSTHOM O6beMe unu OTCYTCTBUE B NpeAcTaBeHHbIX JOKyMeHTaxX
AO0CTaTOYHbIX CBeAeHUI, NoATBEPXKAAKLWNX HEOOXOAMMOCTb BHECEHNSA N3MEHEHWUI.

6. JkcnepTusa nekapCcTBEHHOro cpeacTBa Ans BETEPUMHAPHOro NpUMEHEHUS B Lensx
BHECEHUS] WM3MEHEHWA B [OOKYMEHTbl, coepxalimecs B perucTpauuoHHOM [OOCbe Ha
3aperncTpuMpoBaHHbIA  NIEKapCTBEHHbIM npenapat AN  BeTEPUHAPHOro  NPUMEHEHUs,
ocywlecTBngeTcs B Mopsagke, YCTaHOBMEHHOM cTtatber 24 Hactoswero ®PenepansbHOro
3aKoHa.

7. OcHoBaHWEeM ans oTkasa BO BHECEHUWN U3MEHEHUN B JOKYMEHTbI, cogepXallumnecs B
pPermcTpauuoHHOM [0Cbe Ha 3aperucTpupoBaHHbIN  JieKapCTBEHHbIM npenapaTt  Ans
BETEPUHAPHOIO MNPUMEHEHUS, ABNSAETCS 3akryeHue YNoSTHOMOYEHHOro hbeaepanbHOro
opraHa WCMOMHUTENbHON BracTM O BO3MOXHOCTU CHWXeHUss 6e30macHOCTH, KadecTsa,
3(hPEKTUBHOCTM NeKapCTBEHHOrO npenapaTta Ans BEeTEPUHAPHOro MNPUMEHEHUs B criyvae
BHECEHWNS UBMEHEHWI B YKa3aHHbI€ JOKYMEHTbI.

8. [onyckaeTca rpaxgaHckmin  0BOpPOT  NnekapCTBEHHbIX  MpenapaTtoB  Ans
BETEPMHAPHOINO  NPUMEHEHUs,  MNPOU3BEAEHHbIX A0  MPUHATUS  YNONMHOMOYEHHbIM
deepanbHbIM  OpPraHoOM MUCMOSTHUTENBHOM BRacTU pelleHns O BHECEHUU W3MEHEHUA B
OOKYMEHTbI, cogepXawmecsa B pPerucTpauMoOHHOM [0Cbe Ha  3aperncTpupoBaHHbIN
NeKapCTBEHHbIN npenapaTt Afs BeTEPUHAPHOro NpPUMEHEHUs, unn ob oTkase BO BHeCEHUU
yKasaHHbIX U3MEHEHNN.

FAPAHT:

Cm. kommeHmaput kK cmambe 31 Hacmosiweao ®edeparibHO20 3aKOHa

Cratbsa 32. OTMeHa rocygapCTBEHHOW perMcTpaumm nekapcTBeHHOro npenapara

PeweHne 06 oTMeHe rocygapCTBEHHOM perncrpaumm nekapcTBEHHOro npenapata u
UCKMIOYEHNN NeKapCTBEHHOro npenapata M3 rocyAapCTBEHHOrO peecTpa feKkapCTBEHHbIX
CpeacTB NPUHMMAETCS YNOHOMOYEHHbIM doeaepanbHbIM OpraHoOM MCNOMHUTENBbHOW BRacTu
B criyyae:

1) npeacTaBneHMs COOTBETCTBYHOLUMM YMNOMHOMOYEHHbIM dheaepasibHbiM OpraHoMm
NCMONHUTENbHOW BIAaCTU 3aKMiOYEHns O pucke unm ob yrpose 300POBbLIO, XKMU3HU YeroBeka
UAN  KMBOTHOIMO MpW MNPUMEHEHUN JEKApPCTBEHHOro npenaparta, npeBbIakwmx ero
3(PPEKTUBHOCTb, MO peaynbTatamM OCYLLECTBSEMONO MM MOHUTOpPUHra ©e3onacHoCTU
neKapCTBEHHOro npenapara;

2) nogayn pas3paboTyMKOM JIEKapCTBEHHOrO CpeacTBa UMM YNOSIHOMOYEHHBLIM UM
APYrMM  IOpUOMYECKMM NULOM  3asiBfieHnss 00 OTMeHe roCydapCTBEHHOM perncrpaumm
rfleKapCTBEHHOro npenapara;

3) HenoaTBEPXXOEHNSA FOCYAapCTBEHHON perucTpaumm nekapcTBEHHOro npenapaTa no
NCTEYEHMN CpoKa OENCTBUSA PErMCTPALMOHHOIO YAOCTOBEPEHNS, BbIAAHHOMO Ha NATL NET;
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4) HenpeacTaBneHust 3asiButenieM MHopmaumm, KoTopass MOXET MoBreyb 3a cobon
HeobX04MMOCTb BHECEHUS M3MEHEHUI B LOKYMEHTbI, CoAepXalmecs B pernctpauuoHHOM
AOCbe Ha 3aperucTpupoBaHHbIN NEKAPCTBEHHLINM NpenapaT, B TeyeHue TpuauaTtn paboumx
AHEeN CO OHSA HACTYNMeHUst 3TUX U3MEHEHWU;

5) ocywecTBneHns rocyaapCTBEHHOM perncTpauumn nekapcTBEHHOro npenapaTta noj
TOProBblIM  HauMMEHOBaHWMEM  3aperncTpupoBaHHOrO paHee nNog  9TUM  TOProBbIM
HanMMeHOBaHWEeM fleKkapCTBEHHOMO npenaparTa;

6) ocyLllecTBrneHNa rocygapCTBEHHOW perncrtpauun 3asiButerieMm OAHOro U TOro xe
fieKapCTBEHHOro npenapara noja pasfiMyHbIMM TOProBbIM1N HAUMEHOBaHUSIMU;

7) BblHECEHMSI CyAOM peLeHna O HapylleHun npaB npaBoobnagatenss o6bekToB
WMHTENNeKTyanbHOM COBCTBEHHOCTU NpK O0BpalLeHNN NIeKapCTBEHHbIX CPEACTB.

FAPAHT:

Cm. kommeHmapul Kk cmambe 32 Hacmosiwez2o PedeparibHo20 3aKOHa

CraTtba 33. [ocygapCTBEHHbBIV peecTp NekapCTBEHHbIX CPeacTB
FAPAHT:

Cwm. lNonoxeHue o 'ocydapcmeeHHOM peecmpe fiekapCmeeHHbIX cpedcms, ymeepXO0eHHoe
MuH3dpasom P® 1 dekabpsi 1998 2. N 01/29-15

1. TlocygapCTBEHHbLIN peecTp JleKapCTBEHHbIX CPeACTB  COAEPXUT nepeveHb
NeKapCTBEHHbIX npenapaToB, MPOLWEeAWnX rOCYAapCTBEHHYD perncTpaumio, nepeyeHb
hapmaLeBTUYECKUX CYyBCTaHLMK, BXOOAWMX B COCTaB JfIEeKapCTBEHHbIX MpenapaTos, U
cnenyoLyo MHpopMaunto:

1) B OTHOLLEHUN NeKapCTBEHHbIX NpenapaTos:

a) HaMMeHOBaHWe neKapCTBEHHOro npenaparta (MexayHapogHoe HenaTeHTOBaHHoe
NN XMMNYECKOE U TOProBOE HaVMEHOBaHMS);

0) nekapcTBeHHasa bopma C ykasaHMeM O03UPOBKWU flekapCTBEHHOroO npenapara u ero
KonuyecTBa B NOTPebuTenbCKOn YNakoBKe;

B) HaMMeHoBaHMe pa3paboTynka nekapcTBEHHOro npenapara;

r) HaMMeHOBaHWe N agpec NPOU3BOANTENS NEKAPCTBEHHOMO Npenapara;

A) bapmakoTepaneBTUYecKkas rpynna fnekapcTBeHHOro npenapara;

€) NoKa3aHnsa 1 NPOTMBOMOKa3aHUSA K MPMMEHEHUIO NTEKAapCTBEHHOrO npenapaTa;

X) NnoboYHble AeNCTBUS NeKapCTBEHHOro npenapara;

3) CPOK FOAHOCTU NeKapCTBEHHOro npenapara;

N) YCrOBUSA XpaHEHNA NekapCTBEHHOro npenapara;

K) yCrnoBusi OTMyCKa fieKapCTBEHHOro npenapara;

n) HoMep hapMakonenHon CTaTbl UK B CIly4ae €e OTCYTCTBUSA HOMEpP HOPMAaTMBHOM
AOKyMeHTauum nnbo HopMaTUBHOIO JOKYMEHTA;

M) [gaTta rocygapCTBEHHOW perumctpauvMmM nekapCcTBEHHOro npenapata W ero
perucTpaunoHHbIN HOMep;

2) B OTHOLWEHWN (hapMaLeBTUYECKUX CyDBCTaHLMM:

a) HanmMeHoBaHue hapmaueBTU4ECKON cybecTaHuum (mMexxgyHapoaHoe
HenaTeHTOBaHHOE NN XMMUYECKOE U TOProBOE HAaUMEHOBaHNS);

0) HauMeHoBaHWe 1 agpec NPOM3BOANTENS hapMaLeBTUYECKON cybcTaHuuu;

B) CPOK rogHOCTM hapMaLeBTUYECKOM CyOCTaHUMK;

r) yCrnoBua XxpaHeHusi bapmaLeBTUYECKOM CyOCTaHLMK;

A) HoMmep hapMakonemHon CTaTbu UMK B CriyYyae ee OTCYTCTBMS HOMEP HOPMaTUBHOM
AOKyMeHTauum nnbo HopMaTUBHOIO JOKYMEHTA.
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2. ®apmaueBTMyeckas  cybcTaHuusi,  Heucnonb3yemas npu  NPOU3BOACTBE
NEeKapCTBEHHbIX nNpenapaTtoB, MoOXeT ObiTb BKNOYEHa B rOCYAApPCTBEHHbLIN peecTp
NEeKapCTBEHHbIX CPEACTB Ha OCHOBaHUW 3asiBNeHns paspaboTymka, npousBoauTens
NeKapCTBEHHOro cpeactea NiMbo YNOTHOMOYEHHOMO UMK FOPUAMYECKOrO fnua Npu yCrnosum
npoBedeHNsi B OTHOLUEHUN Takowm dapmaueBTUYEeCKOM CyOCTaHUMM 3JKCMepTu3bl KavecTBa
dapmaLeBTU4ECKO CcybCcTaHuMM B MNOpPsSiAKe, YCTaHOBMIEHHOM cTaTbel 34 HacTosLero
depeparnbHOro 3akoHa.

3. [Mopsagok BedeHust rocygapCTBEHHOrO peecTpa  JleKapCTBEHHbIX CPeacTB Ans
MEeANLMHCKOro NpUMEHEHNsa 1 NopsAoK BeAeHMs roCy4apCTBEHHOrO peectpa NekapCTBEHHbIX
cpeactB and BETEPUMHAPHOIO  MNPUMEHEHUs  YTBEepXAakTca COOTBETCTBYHOLLNM
YNOMHOMOY€EHHbIM doeepanbHbIM OpraHoM NUCMNOSTHUTENbHOW BNACTW.

FAPAHT:

Cm. kommeHmapul Kk cmambe 33 Hacmosiwezao ®edeparibHo20 3aKOHa

Cratba 34. OkcnepTusa KavyecTBa (bapmaLeBTMYeCKOn CybCcTaHUuK, HEeMCNoNb3yeMomn

npv NPON3BOACTBE fleKapCTBEHHbIX NpenapaTos

1. Ona BKYeHWa apmaleBTMYeckon CcyOCcTaHLMKM, HEeUCMNosib3yemMon npu
NPOM3BOACTBE JIEKAPCTBEHHbBIX MNpenapaToB, B rOCYAapPCTBEHHLIN PeecTp eKapCTBEHHbIX
cpencTB, NPOBOANTCS SKCNepTU3a ee KadecTsa.

2. JkcnepTusa kayecTBa ykasaHHOM B YacTh 1 HacTosLen cTaTbm hapMaueBTUYECKON
cybcTaHuuKn, cocTaBneHne KOMUCCUMEN OKCMEPTOB 3aKroYyeHU No pesynbTaTaMm Takou
3KCnepTuU3bl U UX HanpasfieHne B YNOSIHOMOYEHHbIN hefeparibHbiA OpraH UCMOSTHUTENbHOW
BNacTU OCYLLIECTBASAOTCA B CPOK, HE MpeBblWaoWwmi wectnaecatn paboymx gHen co OHS
NnonyyYeHnsi 9KCNEePTHbIM YYpPEeXOAEeHUWEM COOTBETCTBYIOWEro 3afaHus YrNOSIHOMOYEHHOro
dheiepanbHOro opraHa MCMNOSIHUTENBHOM BlaCTU U AOKYMEHTOB, YKa3aHHbIX B MyHKTax 4 - 7
yactn 3 ctatbm 18 HacToswero ®enepanbHOro 3akoHa.

3. [lna npoBefeHus aKCNepTU3bl KavyecTBa yKasaHHOM B 4acTu 1 HacTosIWen ctaTbu
dapmaueBTUdeckon  cybcTtaHuMm  3asaBUTENb  NPEACTaBnsieT B YNOSIHOMOYEHHbIV
degepanbHbI OpraH UCNOSTHATENbHOW BRACTU:

1) 3asBreHnEe O BKMIOYEHUN B rOCYOAPCTBEHHbLIA PEECTP JFIEKAPCTBEHHbLIX CPEACTB
AaHHOW dhapmaLeBTUYECKON CyOCTaHLUuK;

2) OOKYMEHT, NoATBepXAaloWuin ynnaTty rocyaapCTBEHHOM MOLUMMHBI 3a BKAKOYEHUE
hapmaueBTUYECKONM CyOCTaHLUMKU, HEUCnonb3yemMon npu Mnpou3BOACTBE JIeKapCTBEHHbIX
npenapaTos, B rOCYy4apCTBEHHbIN peecTp NEKapCTBEHHbIX CPEACTB;

3) [OOKYMEHTbl, YyKa3aHHble B nyHktax 4 -7 dactmu 3 crtatem 18 HacToswero
depneparnbHOro 3akoHa.

4. B TeyeHne natM paboumx OHENn CO OHA MNPUHATUA 3asiBIIEHUS O BKIHOYEHUN
ykaszaHHoW B 4actm 1 Hactoswen craTbM apmaueBTU4ecKoM cybcTaHumm B
rocy4apCTBEHHbIV PEECTP NEKAPCTBEHHbIX CPEACTB N JOKYMEHTOB, NEPEYNCHEHHbIX B YacTu 1
N NyHKTe 2 4actu 3 HacTodWwen cTaTbW, YMNOMHOMOYEHHbIM deneparnbHbii  opraH
NCMONHUTENbHOW BRacTu:

1) nNpoBOOUT NpPOBEPKY MOMHOTbI [AaHHbIX, COOEpPXalUXcs B NpeacTaBreHHbIX
3asiBUTENEM AOKYMEHTaX;

2) NpUHUMaeT pelleHMe O HanpaBfeHMM B IKCMEPTHOE YyypexaeHue 3afaHusa Ha
npoBegeHne 3KCNepTu3bl KavecTBa yKazaHHOM B 4actu 1  HacTosiwen craTbu
dapmaueBTU4eckon cybecTaHuum nnm ob oTkase B TaKOM HanpaBreHuu;

3) yBegomMnseT B MMCbMEHHOMN hOpMe 3asiBUTENS O MPUHATOM peLLEHUN UK B Criyvae
OTKasa C ykasaHueM NpUYMH Takoro oTkasa.
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5. OcHoBaHMeM NS OTKasa B HanpaBfieHUW B 3KCNEPTHOE yypexaeHue 3afaHus Ha
npoBefeHMe 3KCNepTu3bl KavecTBa yKasaHHOW B 4actu 1  HacToswen craTbu
hapmaLeBTU4ECKOM CybCTaHUMK SBRseTCs HenpencTtaBrneHne AOKYMEHTOB, NepeyYnCcreHHbIX
B 4acTu 2 U NMyHKTe 2 YacTu 3 HacTosILEN CTaTbM.

6. B TeyeHue nsaTHaguatM pabounmx OHEN CO AOHA  MNOSyYEHUS  peLUeHus
YNONMHOMOYEHHOro befieparibHOro opraHa WCMOMHUTESNbHOW BNactTM O HanpasfieHuM B
9KCNepTHOE yypexaeHue 3aJaHns Ha NpoBefeHMe IKCMNEePTU3bl Ka4eCcTBa YKa3aHHOW B YacTu
1 HacTosiwen cTatbu papmaueBTMYECKON CyOCTaHUMM 3asBuTENb NpeacTaBnseTr B
3KCNepTHOoE yupexaeHue ans npoBeaeHnsa JaHHOW 3KenepTrabl 06pasubl hapmMaueBTUYECKON
cybCcTaHuMM B KONM4YecTBe, HeobGXoAMMOM ANns BOCNPOM3BELAEHMS METOAOB KOHTPONS
KayecTBa. OKCNepTHOe yupexaeHwe npu nonydeHun obpasuoB ykasaHHOM B 4vactu 1
HacTosillen cTaTbM apMaueBTUYECKOW CyOCTaHUMM BblOaeT 3asBUTEN0  JOKYMEHT,
noaTBepXaatoLnin noriyd4eHne 3Tux obpasuos, U B CPOK, HE MpeBbILALWMIA Tpex pabdoumnx
AHen, yBegoMIisieT B NMUCbMEHHOW dhopmMe 00 3TOM YNOSHOMOYEHHbIN heaeparbHbI opraH
WCNOSTHUTENbHOW BflacTU. OTU CPOKWM He BKMAYAKTCA B CPOK MpoBeAeHUs [AaHHOM
3KCNepTuU3bl.

7. [JoKkyMeHTbI, NOCTYNMBLLME B 3KCMEPTHOE yypexaeHue Aris NpoBedeHNA SKCnepTusbl
KayecTBa yKasaHHOW B 4Yacty 1 HacTodwen craTbn papmaueBTUYeckon cybcTaHuuu,
noanexaT BO3BpaTy B YMNOSIHOMOYEHHbIN doeepanbHbii OpraH MCNOMHUTENbHOW BRacTu
OAHOBPEMEHHO C 3aKNYEeHNAMM Mo pe3yribTaTaM NpoBeAEeHHON 3KCNepTU3bI.

8. B cpok, He npeBbiwawWwmi NATM paboymx OHEW CO OHS MONYyYeHUsT 3aKnNYeHus
KOMUCCUM SKCMEPTOB MO pesynbTaTaM 3KCNepTu3bl KayecTBa YykasaHHOM B 4actn 1
HacTosLLeN cTaTbk dbapmaleBTMYECKON CyOCTaHUMM, YNONMHOMOYEHHbIN doeaeparnbHblin OpraH
NCMONHUTESTbHOW BacTu:

1) ocyLlleCcTBNAET OUEHKY TaKkoro 3akfnioudeHus Ons onpeneneHvus ero cooTBETCTBUSA
3aaHunIo Ha NpoBeAeHNe JaHHOW 3KCNepTU3bl;

2) NPUHMMAET peLUEeHNEe O BKIMHOYEHUM YKa3aHHOM B 4acTu 1 HaCTOSILEN CTaTbu
hapmaueBTU4HeCKon cybCcTaHUMM B rocydapCTBEHHbIA PeecTp NeKapCTBEHHbIX CPeacTB unu
pelleHme 06 oTKase B TAaKOM BKIHOYEHUM;

3) BHOCUT NPU MPUHATUN peLleHnsl O BKIOYEHUN YKa3aHHOMW B YacTu 1 HacTosiwen
ctatbM apmaueBTMYECKOM CYyOCTaHUMM B TOCYLAPCTBEHHbIN PEecTp NeKapCTBEHHbIX
CpeacTB npeaycMOTPEeHHY MnyHKToM 2 4vactu 1 crtatem 33 Hactodwero degepanbHOro
3akoHa nHdopmaumo 1 ysegomnset 06 3ToM B MMCbMEHHOW hopme 3asBUTEns.

FAPAHT:

Cm. kommeHmaput Kk cmambe 34 Hacmosiweao ®edeparibHO20 3aKOHa

CraTtba 35. [loBTOpHOE NpeacTaBneHve NekapCTBEHHOro npenapara, He npoLueaLero
rocygapCTBeHHON pernctpauuu neKapCTBEHHbIX npenapaTos, Ha
rocy4apCTBEHHYHO perncTpaumio nekapcTBeHHbIX NpenapaToB

[MoBTOpHOE npeacTaBrneHne B COOTBETCTBYIOLMA YNONMHOMOYEHHbIN defepanbHbin

opraH  WCMOMHUTENbHOM  BNacTU  NeKapCTBEHHOro  npenapaTta, He  npolejwero
rocygapCTBeHHOW perucTpaumm JiekapCTBEHHbIX MnpenapaTtoB WU MOMyYMBLUEro OTKa3 B
yKasaHHOW permcrtpauun u BnocneacTsMn NogBepruerocss MI3SMEeHEeHUI0 B YacTu ero cocTasa,
paccmaTpMBaeTCsl Kak MpeAcTaBrieHVe HOBOMO IeKapCTBEHHOro npenapata Ha ero
rocyqapCTBEHHYHD  perncTpaumio  He3aBUCMMO  OT  COXPaHEHUs ero  MnepBUMYHOro
HanMeHOBaHWA.

FAPAHT:

Cwm. kommeHmaput Kk cmambe 35 Hacmosiuweao PedeparibHo20 3aKOHa
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Cratba 36. O6xanoBaHue peweHna o060 oOTKaze B Bblgade pas3pelleHust Ha
npoBeaeHne KIMHUYECKNX WCCNEeAOBaHUM NeKapCTBEHHOro npenapara unu
peweHns o6 oTKase B rOCydapCTBEHHOM perncTtpaumm nekapCTBEHHOMO
npenaparta

PeweHne COOTBETCTBYHOLLEIO YNOSTHOMOYEHHOTO denepanbHoro opraHa

NCMONHUTENbHOM Bnactu ob oTkase B BblAave pas3pelleHusi Ha NpPOBeAEeHNEe KIMHUYECKNX
nccrnegoBaHMn NIEKapCTBEHHOrO npenapaTta unmM pelleHne ob OoTkase B rocyaapCTBEHHON
permctpauun JIeKkapCTBEHHOro npenapata MoxeT OblTb o6xanoBaHO B nopsiake,
yCTaHOBIEHHOM 3akoHoAaTenbcTBOM Poccumnckon degepaumn.

FAPAHT:

Cm. kommeHmapuu Kk cmambe 36 Hacmosiwez2o ®edeparibHo20 3aKOHa

Cratba 37. WVHdopmaumsa, cBAA3aHHass C OCYLECTBIIEHMEM TOCYAapCTBEHHOM
perncTpaumm NeKapCTBEHHbIX npenapaTos, NnHpopmauns o]
3aperncTpupoBaHHbIX  JIEKApPCTBEHHbIX nNpenapatax W feKapCTBEHHbIX
npenapartax, WCKIYEHHbIX U3 roCygapCTBEHHOrO peectpa NeKapCTBEHHbIX
cpeacTs

1. CoOOTBETCTBYIOLWMIM YMNONIHOMOYEHHbLIN deaeparnbHblii  OpraH UCMONHUTENbHON

BflaCTuU pasMelwaeT Ha cBoeM oduumanbHom caute B cetun "WHTepHeT" uHdopmauumio,
CBSI3aHHYIO C OCYLLIECTBMNEHNEM rOCyaapCTBEHHOW perncTpawmm nekapCcTBEHHbIX NpenapaTos,
B TOM u4uCfie npoBedeHNEeM 3KCMepTU3bl JIEKapCTBEHHbIX CpeacTB, WHGopMauui o
3aperncTpuMpoBaHHbIX  JIEKApPCTBEHHbIX nNpenapaTtax W NeKapCTBEHHbIX Mpenapartax,
WCKMIOYEHHbBIX M3 rOCYyapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeacTB, He Mo3gHee 4em
yepe3d nNATb pabouymx AHeW CO [OHA MOSfyvYeHUMs COOTBETCTBYHOLWMM  YNOSIHOMOYEHHbIM
degepanbHbIM - OpPraHoOM  UCMOJSTHUTENBHOM  BRacTuU  3asiBNieHUst O  rocyapCTBEHHOM
perncTpauumn nekapcTBEHHOro npenapara.

2. Cpokn un nopsgok pasMmelleHusl ykasaHHOM B 4actm 1 HacTosiwen craTbu

NHgopMaLmm yCTaHaBNMBalTCS YNONTHOMOY€EHHbIM denepanbHbIM opraHom
NCMNONMHUTENbHON BMacTu.
APAHT:

Cwm. kommeHmapul Kk cmamee 37 Hacmosuwie2o PedeparibHO20 3aKOHa

MnaBa 7. KnuHnyeckne nccrnenoBaHus fekapCcTBEHHbIX NpenapaTtoB AN
MeAULIMHCKOro NpMMeHeHus, Aorosop o6 ux nposeaeHun, npaBa NnauueHToB,
y4yacTBYHOLWMUX B 3TUX UCCIIefOBaHUAX

Cratba 38. KnuHudeckne wuccnenoBaHUs NEKapCTBEHHbIX MpenapaToB  Ans
MeANLMHCKOro NpMMeEHeHMs

1. KnuHuyeckne wuccnegoBaHusa NeKapCTBEHHbLIX MpenapaToB Ans MeOULMHCKOro
NPUMEHEHNa, B TOM 4WUCNe MeXAyHapoAHble MHOrOLEHTPOBbIE, MHOrOLEHTPOBbLIE,
nocTperncTpaumoHHble, NPOBOOATCHA AN rOoCyAapCTBEHHOW pernctpaummn nekapCTBEHHbIX
npenapaToB M MHOTO NpeaHas3HayYeHnss B OOHON UM HECKONbKMUX MEAULMHCKNX OpraHm3aumnsax
B COOTBETCTBUM C MpaBuriaMy KIMHUYECKOM MPaKTUKW, YTBEPXKOEHHBbIMU YMNONHOMOYEHHbIM
deaepanbHbIM OPraHoM UCMONHUTESTbHOW BIIAaCTU, COOTBETCTBEHHO B CrieAyHLMX Lensx:

1) yctaHoBneHme 6e30MacHOCTN NeKapCTBEHHbIX MpenapaTtoB AN  340POBbIX
AobposonbLeB U (MNKN) NEPEHOCMMOCTU UX 300POBbIMU JOOPOBOSbLAMMU, 32 UCKITHOYEHMEM
TakMx MWCCrnegoBaHUM JleKapCTBEHHbIX MpernapaTtoB, MNpou3BedeHHbIX 3a npegenamu
Poccuinckon ®epgepaunu;
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2) nogbop onTMManbHbIX 403MPOBOK NEKapCTBEHHOro nNpenapara u Kypca nevyeHus ans
naumeHToB C onpegeneHHbiM 3aboneBaHMeM, ONTMMAanbHbIX [03 M CXeM BaKLMHauuu
NMMYHOBKNONOrMYECKMMI NeKkapCTBEHHBIMY NpenapaTamMmun 300poBbix 406POBONbLEB;

3) yctaHoBneHne 6e30nacHOCTM NeKapCTBEHHOro npenapata n ero 3deEKTUBHOCTH
ANs NauMeHToB C onpeferneHHbiM 3aboneBaHneM, npodunakTuyeckon aPgeKTUBHOCTU
NMMYHOBNONOrMYECKNX NEKAPCTBEHHBIX NpenapaToB AN 340pOBbIX 40OPOBONbLLEB;

4) n3y4yeHne BO3MOXHOCTU pacLUMPEHUs NOKa3aHUn AN MeOUUMHCKOro NpUMEHEHUs n
BbISIBNEHNSA paHee HEeM3BECTHbIX MOBOYHbBIX JENCTBUN 3apermcTpMpoBaHHbIX NEKapCTBEHHbIX
npenapaTos.

2. B oTHOLWEHMN BOCNPOU3BeLEeHHbIX NeKapCTBEHHbIX NpenapaTtoB Ans MeguunHCKOro
NPUMEHEHNSA MPOBOAATCA MCCnefoBaHMs OMO3KBMBANEHTHOCTU M (MNK) TepaneBTUYECKOn
9KBMBAaNeHTHOCTU B Mopsagke, YCTAHOBSIEHHOM YMOSHOMOYEHHbIM heaepanbHbiM OpraHoM
NCNOSTHUTENbHOW BNacTW.

3. Opranusauuio npoBedeHnsa  KIMUMHUYECKUX  UCCReAOBaHUN  JIeKapCTBEHHOIO
npenapata Ansg MeguunHCKOro NpuMeHeHns Brnpase OCyLLEeCTBNATb:

1) pa3paboTymk nekapCTBEHHOro npenapaTa Ui ynosiTHOMOYeHHOe UM NNLLO;

2) obpasoBaTenbHble YYpeXOeHUs BbICLLIEro npodeccnoHansHoro obpasoBaHnsa W
(nnn) obpasoBaTenbHble yYpexaeHus AONONHUTENBHOro NpodeccMoHanbLHOro obpasoBaHus;

3) Hay4HO-UccnegoBaTenbCKMe opraHu3auuu.

4. KnunHun4yeckne wuccrnefoBaHUsA feKapCTBEHHbIX MpenapaToB And MeOULMHCKOro
NPUMEHEHNa NPOBOAATCA B MoOpsAke, YCTAHOBAEHHOM crtatbamu 20 - 22  HacTosiLero
depgepanbHOro 3akoHa, Ha OCHOBaHWW paspelleHns Ha npoBedeHue  KIIMHUYEeCKOro
nccnefoBaHns NekapCcTBEHHOro npenaparta, BblAAHHOMO YNOHOMOYEHHbIM beaeparnbHbIM
OpraHOM WCMOMNHUTENbHON BrlaCTW, B COOTBETCTBMU C LENAMMU, YKasaHHbIMKM B 4acty 1
HacTosALWEN CTaTbU. YNONMHOMOYEHHbIN (befeparbHblid OpraH UCNOSTHUTESNTbHOM BNacTn BeaeT
peecTp BblAaHHbIX paspeLleHnii Ha NpoBeAeHUE KIMMHNYECKNX UCCegoBaHUN NeKapCTBEHHbIX
npenapaTtos, CoAepXallui yKasaHne Ha UX Lenb Unn Lenu, B yCTaHOBEHHOM 3TUM OpraHoMm
nopsigke.

5. B cnyyae ocywecTBneHMs rocyaapCTBEHHOM pernctpauuMm rnekapcTBEHHOro
npenapaTta rocygapCTBEHHas MOWMHA 3a MpoBedeHWe 9KCNepTU3bl OOKYMEHTOB [AJ1S
nonyyYeHnss paspelleHUn Ha npoBeAeHME KIMHUYECKUX WCCneaoBaHui NekapCTBEHHOIo
npenapaTta Ass MeauvUMHCKOro NpUMEHEHUsT U 3TUYECKOW 3KcnepTusbl npu obpalleHnn 3a
rocy4apCTBEHHOMW perucrTpaumen nekapcTBEHHOro npenapaTta B COOTBETCTBUM C LIENbIO UMK
uensiMun, ykazaHHbIMKU B 4acTu 1 HacTosILen ctaTby, ynnadnmBaeTcsi OAHOKPATHO.

6. K opraHmsaumm npoBefeHuUa KIMHUYECKUX UCCedoBaHUN  fleKapCTBEHHOIO
npenapaTta gns MeguUMHCKOrO NpuUMeHeHust pa3paboTymMKOM JlekapCTBEHHOro npenapaTa
MOryT MNpPUBREKaTbCA topuanyeckne nuua nwobor opraHn3auMoHHO-NPaBoBOKM (hopMbl Mpu
ycrnoBun obecrneyeHnss COOTBETCTBUA ITUX UccnefoBaHu TpeboBaHUAM HaCTOSLEroO
depeparnbHOro 3akoHa.

7. KnuHuyeckne wuccnegoBaHWsa JEeKapCTBEHHbIX MpenapaTtoB Ans MeAMUMHCKOro
npUMeHeHns npoBOAATCS B MeANLNHCKUX opraHusaumsx, aKKpeaMTOBaHHbIX
YNONMHOMOYEHHbIM  (befepanbHbiM  OpraHOM  UCMOMHUTENBbHOM BflacTM B MOpSAKe,
ycTaHoBrieHHoM [paBuTtenbcTBoM Poccuickon depepaumn.

8. MNepeyeHb MeaANUMHCKMX OpraHM3aunin, UMeLWNX NpaBo NPOBOAUTb KIMHUYECKMNE
nccrnegoBaHNA JeKapCTBEHHbIX MpenapaTtoB Ans MeAWUUHCKOro MNPUMEHEHUdA, U peecTp
BblJAHHbIX paspeleHnin Ha npoBefeHMEe KIMHUYECKMX WUCCreaoBaHUN fneKapCTBEHHbIX
npenapaTtoB Ony6rMKOBbLIBAKOTCA M pa3MeLLalnTcs YNONHOMOYEHHbIM dbeeparnbHbiM OpraHoM
NCMONHUTENbHOW BIaCTU B YCTAHOBSIEHHOM MM MNoOpsiike Ha CBOEM oduuManbHOM canTe B
cetn "HTepHeT".

FAPAHT:
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O nepeyHsix y4pexOeHUU 30pasoOXpaHeHuUsi, UMerWuUx rnpago rnpoeooums KUuHU4YecKue
uccrie0oeaHus fiekapcmeeHHbIX cpedcms, CM. CripasKy

Cm. kommeHmaput kK cmambe 38 Hacmosiweao ®edeparibHo20 3aKOHa

Ctatba 39. MexayHapogHOEe MHOrOLEHTPOBOE  KIMHUYECKOE  uccregoBaHue
NEeKapCTBEHHOro  npenapata Ans  MegUUMHCKOrO  MPUMEHEHUS  UNnn
NOCTPErmcTpauuoHHoOe  KIIMHUYEeCKoe  uccrnefoBaHve  fieKapCTBEHHOro
npenaparta ansg MeguuUHCKOro NpuMeHeHns

1. MexayHapogHoe MHOrOLEHTPOBOE KIIMHMYECKOE UCCnefoBaHME JieKapCTBEHHOIO
npenaparta 4ns MeguuuHCKOro rnpumMeHeHus Ha Tepputopum Poccuinckon depepaumm unu
NOCTPErmcTpauuoHHOEe KIMHUYECKOe WccrnegoBaHWe NeKkapCTBEHHOro npenapata  Ans
MEAMLUMHCKOrO MNPUMEHEHUs MPOBOAMTCSA Ha OCHOBaHWM paspelleHns Ha npoBeaeHue
KNMMHNYECKOro MCCrefoBaHUA NekapCTBEHHOro npenaparta, BblAaHHOMO YNOSIHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOSTHUTENBbHOW BRacTu No pesynbTaTaM 3KCNepTM3bl AOKYMEHTOB,
HeobXxooMMbIX  ONs  MOMyYeHUs  paspelleHuss Ha  MpoBeJeHue  MeXOyHapoOHOro
MHOIOLEHTPOBOrO  KIMHMYECKOTO  WUCCreAoBaHMs  NIEKApCTBEHHOro  npenapata  wunu
NMOCTPErMCTPaALNOHHOIO  KITMHMYECKOTO  MUCCefoBaHUA feKapCTBEHHOro npenapaTta, U
3TUYECKOMN SKCNEPTU3bI.

2. [Ina nony4yeHusa paspelleHnsa Ha NpoBedeHne MexayHapo4HOro MHOroLEeHTPOBOro
KNMMHNYECKOro MCCrefoBaHUSA NekapCTBEHHOro npenapara ans MeauMUMHCKOro MpUMEHEHMUS
WU NOCTPErMCTPaLUMOHHOIO KIIMHUYECKOrO MUCCredoBaHUs fieKapCTBEHHOro npenapaTa ans
MEAMLMHCKOrO MPUMEHEHNS B YMOMHOMOYEHHbIN doefepanbHbli OpraH MCNOMHUTENbHON
BNacTu 3aaBuTENb NpeacTaBnsaeT:

1) 3adBneHne O Bblgaye paspeweHna Ha npoBedeHne MeXxagyHapoOHoro
MHOIOLEHTPOBOrO  KIMHMYECKOrO  UCCredoBaHUs  NEeKapCTBEHHOro  npenapaTta  Ans
MEAMLUMHCKOrO MNPUMEHEHUS1 WU  NOCTPErMCTPaLMOHHOIO  KIMHUYECKOro WUCcneaoBaHus
NeKkapCTBEHHOro npenapaTa Ans MeAULMHCKOro NpUMEHEHMS;

2) AOKYMEHT, NOATBEpXAallmMhi ynnaty rocy4apCTBEHHOM MOLWMHBI 3a Bblgady
paspelleHnss Ha nNpoBedeHWe  MeXOyHapO4HOro  MHOFOLEHTPOBOrO  KIMHWYECKOro
nccnenoBaHWst  NIEKapCTBEHHOrO  npenapata Al MeOULMHCKOro  NPUMEHEHUs  Unu
rocyapCTBEHHOM MOLUMMHbI 3@ Bbldayy paspelleHns Ha npoBefeHne NoCTperncTpaunoHHOro
KNMHNYECKOro nccnefoBaHnsa NekapCTBEHHOMo npenapara Ans MEQULUHCKOIO NPUMEHEHNS;

3) OoT4eT O AOKMMHUYECKUX WUCCNeOoBaHUSIX NEKapCTBEHHOrOo CpeacTBa M OTYET O
NPOBEAEHHbIX paHee KIMHUYECKNX WCCRNeaoBaHMAX JeKapCTBEHHOro npenapata [nns
MEANLMHCKOro NpUMEHEHUs (NpU Hann4nm);

4) NpoeKkT NPOTOKOSia KIIMHUYECKOro UCCnefoBaHUs fieKapCTBEHHOro npenapaTta ans
MEeAMLMHCKOro NPUMEHEHUS;

5) 6powtopy nccnegosartens;

6) VHOPMALMOHHBIA  NUCTOK  NauueHTa, y4acTBYKOLWEro B KIMHUYECKUX
nccnenoBaHMsIX NekapCcTBEHHOIo npenapara aAnsg MeguuMHCKOro NPUMeHeHus;

7) cBegeHuss o6 onbite  paboTbl uccrnegoBaTenenM  MNo COOTBETCTBYHOLLMM
crneumanbHOCTAM M UX onbiTe paboTbl MO NPOBEAEHNIO KIMMHUYECKMUX NCCEeA0BaHUM;

7.1) cBegeHMss O MEAMUMHCKMX OpraHuM3auusix, B KOTOpbIX npegnonaraeTcs
npoBefeHne KIUHUYECKOro UCCnefoBaHUs NeKapCTBEHHOro npenapaTta ans MeauuuHCKOro
NpUMEHeHNsa (NosTHOe M COKpaLleHHOE HaMMEHOBaHMWs, OpraHu3aumoHHO-NpaBoBas oopma,
MECTO HaXOXOEHUS U MEeCTO OCYLLEeCTBNEeHUs OesTenbHOCTW, TenedoH, Tenedakc, agpec
3NEKTPOHHOM NOYTbI MEANLMHCKOW OpraHuM3aumm);

7.2) npegnonaraemble  CPOKM  MPOBEOEHUs1  KIIMHMYECKOro  uccrnegoBaHus
NeKkapCTBEHHOro npenapaTa Ans MeAULMHCKOrO NPUMEHEHMS;
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8) konuo goroBopa 06A3aTenbHOro CTpaxoBaHUs, 3aKIHOYEHHOro B COOTBETCTBUM C
TMNOBLIMW NpaBuamm o06a3aTeNbHOro CTpaxoBaHus, C ykasaHueM npeaenbHon YNCIEHHOCTHU
NaumeHToB, Y4acTBYIOLMX B KITMHMYECKOM MCCReLOBaHUM NeKapCTBEHHOro npenapaTta gns
MeANLMHCKOro NPUMEHEHWS;

9) nHdopmMaumio 0 cocTaBe NekapCTBEHHOro npenapaTa Ans nNonyyYeHuss paspeLueHus
Ha npoBedeHWEe MEeXOyHapOAHOro  MHOMOLEHTPOBOrO  KIIMHUYECKOro  UccrnefoBaHus
nekapCcTBEHHOro npenapaTta 4ns MeAnLMHCKOro NpUMeEHEHMS;

10) [OOKYMEHT, COCTaBrieHHbI MPOM3BOAUTENEM JIeKapCTBEHHOro npenaparta Wu
cofepXallimi nokasatenu (xapakTepucTUKM) fnekapCTBEHHOro npenapaTta, NpPou3BeaeHHOro
A8 NpoBefeHNs KINMHUYECKUX UccrnegoBaHUN.

3. B cpok, He npeBbiwawWwmi Nt paboymx OHEW CO OHS MPUHATUS YKa3aHHOro B
nyHkte 1 yactm 2 HacTosawen cTaTbu 3asBfneHuss M HeoOXOAMMbIX [OOKYMEHTOB,
YNOSTHOMOYEHHbIN doeepanbHbIi OpraH UCNOSTHUTENBHOW BI1aCTU:

1) NpoBOAUT NPOBEPKY MOMHOTbI U [AOCTOBEPHOCTU CBEOEHUW, COoOepXalumMxcs B
npeacTaBfieHHbIX 3adBUTENEM JOKYMEHTAX;

2) NPUHUMaET pelleHne O NpoBedEeHUN JKCMepTU3bl AOKYMEHTOB AS1 NOMyYeHus
paspelleHnss Ha nNpoBedeHWe  MeXOyHapo4HOro  MHOFOLEHTPOBOro  KIMHWYECKOro
nuccrnegoBaHNA  NIeKapCTBEHHOro  npenapata  Ans  MeauuUHCKOro  NPUMEHEHUa  Unu
NOCTPErMCTPaALNOHHOIO  KIMMHMYECKOTO WCCReAOoBaHUSA JliekapCTBEHHOro npenaparta [Aans
MeONUMHCKOrO MPUMEHEHUST U 3TUYECKOW 3KcnepTusbl nNnMbo 0O oOTkase B MNpoBedeHUM
YKa3aHHbIX 3KCnepTuns;

3) yBegomMnsaeT B MMCbMEHHOMN hOpMe 3asiBUTENS O MPUHATOM peLLUeHnn Unn B criyvae
NPUHATUA pelleHnst 06 oTKase C yKasaHWeM NpUYMH Takoro oTkasa.

4. OcHOoBaHMEM AN1a1 OTKasa B NPOBEeAEHUM IKCNEePTU3bl AOKYMEHTOB ANA MOfyyYeHus
paspelleHnss Ha npoBedeHWe  MeXOyHapo4HOro  MHOFOLEHTPOBOro  KIMHWYECKOro
nuccrnegoBaHMa  NIeKapCTBEHHOro  npenapata  Ans  MeauuUHCKOro  NPUMEHEHUA  Unu
NOCTPErMCTPALMOHHOIO  KMMHUYECKOrOo WCCRNeAoBaHusA NleKapCTBEHHOro npenaparta  Ans
MeANLNHCKOro NMpYMeHeHUs U 3TUYECKOM IKCNepTU3bl ABMSEeTCA NpeacTaBreHne JOKYMEHTOB,
NpeayCMOTPEHHbIX YacTbio 2 HacTosLWen ctaTbu, B HEMnomnHoM obbeme nnbo OTCyTCTBUE B
npeaCcTaBNeHHbIX [OKYMEHTax ucYepnbiBaloWero nepeyHs HeobXoaMMbIX CBEAEHUN Wnu
NMHopMauun, KOTopble OOMKHbI OblTb OTPaXEHbI B HUX.

5. MNMpoBeaeHne akcnepTU3bl AOKYMEHTOB 41151 NONyYeHUs1 paspeLLeHns Ha npoBeaeHne
MEXAYHApPOOHOrO0  MHOrOLEHTPOBOrO  KIIMHUYECKOrO0  UCCNefoBaHWUs  NIeKapCTBEHHOro
npenapata Ans MeauvUMHCKOro MNPUMEHEHUST UM NOCTPErucTpauuoHHOrO  KIMHUYECKOro
nccnefoBaHNs NEeKapCcTBEHHOro npenapata Ang MeguuMHCKOro NPpUMEHEHUA U 3TUYECKOM
3KCNepTM3bl N Bblgaya paspelleHns Ha npoBedeHue MeXOyHapoOHOro MHOrOLEHTPOBOro
KNMMHNYECKOro MCCrefoBaHUsA NekapCTBEHHOro npenaparta ans MeavuMHCKOro npuMeHeHus
UM NOCTPErMCTPaLVOHHOIO KIMHUYECKOrO UCCReaoBaHUs NeKapCTBEHHOro npenaparta Aans
MeANLMHCKOro NPUMEHEHUsT OCYLLECTBNAIOTCA B NOpsake, yCTaHOBNEHHOM ctatbamu 20 - 22
HacTosilwero ®egepanbHOro 3akoHa.

6. PeweHna o6 oTkasze B NpoOBEOEHUN IKCMEPTM3bl LOKYMEHTOB ANS MOMyYeHUs
paspeleHnss Ha npoBefeHuMe  MEeXAYyHapOAHOro  MHOFOLEHTPOBOrO  KIMHWUYECKOro
nuccrnegoBaHNA  NIeKapCTBEHHOro  npenapata  Ansg  MeauuuHCKOro  NPUMEHEHUS  Unu
NOCTPErnCTPaLMOHHOIO KIMHUYECKOrO UWCCreaoBaHUA JiekapCTBEHHOrO npenapata  Ans
MeONUMHCKOrO MNPUMEHEHNA W 3TUYECKOW 3KCNepTu3bl M B Bbldave paspelleHus Ha
nposegeHne MeXayHapoaHoro MHOIOLIEHTPOBOIO KIUHWUYECKOro nccnegoBaHns
neKkapCTBEeHHOro npenapara Ansg MeauuUMHCKOro NpUMEHEHUA unv nocTpernctpaumoHHOro
KIMHMYECKOro UccnefoBaHus NekapCTBEHHOro npenaparta gnst MeauvumHCKOro npuMeHeHuUs
MoryT ObiTb OOGXanoBaHbl B MNOpsSAKe, YCTaHOBMIEHHOM 3aKOHO4ATENbCTBOM Poccuickon
depepaumn.
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FTAPAHT:
Cm. kommeHmapuu Kk cmambe 39 Hacmosiwez2o ®edeparibHo20 3aKOHa

Cratbsa 40. lNpoBegeHne KIMHUYECKOrOo WUCCreaoBaHUA fnekapCTBEHHOro npenaparta
AN MeAULMHCKOro NnpuMeHeHus

1. PykoBoguTesnb MeOUUMHCKOM OpraHu3auuu, KoTopasi MNpOBOAUT  KIMHUYECKOoe
nccrnefoBaHne nekapcTBEHHOro rnpenaparta gna MeauuMHCKOro NpUMEHeHus, HasHadaeT
nccnegoBartensi, OTBETCTBEHHONO 3a MpPOBEAEHME TaKOro WUCCregoBaHUa U UMeEKLLEro
ne4vyebHylo cneynanbHOCTb, COOTBETCTBYIOLLYHO MPOBOANMOMY KITMHUYECKOMY UCCNeLoBaHuIo
NeKapCTBEHHOro npenapaTta, C€O CcTaxeM paboTbl NO nporpammMam  KIUHUYECKUX
nccnefoBaHUW NleKapCTBEHHBIX NpenapaToB HE MeHee YeM MATb NIeT U No ero NpeasnoXeHuto
Ha3Ha4aeT couccnegoBaTenen n3 Yncna Bpadvyen 3Ton MeguLMHCKON opraHu3aumn.

2. Wccneposatenb ocyllecTBnsieT BblOOp MaUMEHTOB, KOTOpble MO MEAMLUHCKUM
nokasaHusiM MoOryT OblTb NpuBREeYEeHbl K Yy4yacTUO B  KIMHUYECKOM UccnefoBaHuu
nekapCTBEHHOro npenapara ana MeguuUnUHCKOro NpUMeHeHus.

3. ViccnepoBaTtenb 1 couccregoBaTeniv JOMKHbI ObiTb O3HAKOMITIEHbI C pe3yribTaTaMu
AOKITMHMYECKOro MUCCnefoBaHMsl NEeKapCTBEHHONO CpeacTBa, coaepxawwmmucsa B Gpolutope
nccrnegoBartensi, MNPOEKTOM MpPOToKoMa KIMHUYECKOrO0 UCCNedoBaHUs NeKapCTBEHHOro
npenapata Ang  MeOUUMHCKOrO  MPUMEHEHUS, paspaboTaHHbiM  pa3paboTymkoM
nekapCTBEHHOro npenapaTa UM UHbIM IPUANYECKMM NULIOM, NPUBIEKAEMbIM K OpraHn3aumnm
npoBefeHUst KITMHNYECKOro UCCrenoBaHUs NeKapCTBEHHOro npenapara afis MeguumMHCKOro
NPUMEHEHNA, N OPYrMMXU MaTepuanamMmm Takoro uccreoBaHus.

3.1. PykoBoauTtenb MeaMUMHCKOM OpraHu3aumm B CPOK, He MnpeBbllarowmn Tpex
pabounx gHen co AHSA Havana NpPoBeAeHUsl KNUHUYECKOro UCCrenoBaHUsI nekapCTBEHHOro
npenapaTta Anss MeAWUUHCKOro NpPUMEHEHMs, coobwaetr o6 3TOM B YNOSTHOMOYEHHbIV
degepanbHbIl OpraH UCMNONHUTENbHOW BNacTW, BblOaBLUMKA paspelleHMe Ha npoBeaeHune
TakKoro nccnegoBaHusl, N0 YCTaHOBIIEHHOW UM hopMe.

4. OpraHusaumm, OCyLLeCTBAKOWME OpraHnsauuio npoBeAeHns  KIMHUYECKOro
nccnegoBaHUsa nNekapCTBEHHOro npenaparta ans MeauuMHCKOro NpUMeEHEeHNa U yKkasaHHble B
yactu 3 ctatbu 38 HacTosdwero defepanbHOro 3akoHa, B criydae HeobXxoaUMOCTM BHECEHUS
M3MEHEHNN B TMPOTOKOST KIMHMYECKOro WCCneaoBaHUs JNeKapCTBEHHOro npenapaTta Ans
MeANLMHCKOro NpuMeHeHus coobiaoT 06 9TOM B YNONMHOMOYEHHbLIN dbeeparibHbI opraH
NCMNOJSTHATENBHOW BRAcTW, BblAaBLUMA paspeLleHme Ha NpoBedeHne Takoro uccnenoBaHus, no
YyCTaHOBIEHHOWN UM bopMme.

4.1. dopma coobleHns O BHECEHMM WU3MEHEHUN B NPOTOKOS KIMUHUYECKOro
nccrnegoBaHUs  NieKapCTBEHHOro npenapata  ans MeauuMHCKOro MNpUMEHEeHUsa  OOofKHa
cofepxaTb cregyLwmne ceeeHus:

1) HaumeHoBaHWe, NOEHTUUKALMOHHBIA HOMEp W JaTa NPOToKona KAMHUYECKOro
ncecneaoBaHus;

2) haTa BHECEHUSA N3MEHEHWIA B MPOTOKON KITMHMYECKOro UCCrnegoBaHus;

3) HaMMeHoOBaHWE N MECTO HaxXOoXAeHNA 3asBUTENS;

4) HanMeHOBaHuMe opraHu3aumm, npuBrAEYEHHON pa3paboTyMKOM FeKapCTBEHHOMO
npenapara K opraHvu3auumm NpoBeaeHUs KIMHUYECKOro nccneoBaHms (Mpy Hanmyuum);

5) HanmeHOBaHMS W MecTa HaxOXOeHUs MEeOULMHCKUX OpraHu3auui, B KOTOPbIX
NPOBOANTCA KITMHNYECKOE NCCIeaoBaHuNE;

6) gata Bblgaun paspelleHus Ha NpoBefeHnEe KIMHUYECKOro UCCNeaoBaHUs 1 HoMep
3TOro paspeLueHus;

7) NU3BMEHEHNSA, BHOCUMbIE B MPOTOKOS KIMHNUYECKOro UCCregoBaHus.

5. B cpok, He npesbllaloWwmin Tpuauatm paboumx gHen co OHA NOMyYeHUs yKa3aHHOro
B Yactm 4 HacTosiwen cTtaTtbM COOBLIEHUS, YNONHOMOYEHHbIN heaepanbHbii  OpraH
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NCNOJSTHUTENbHOW BrlacTM paccMmaTpmBaeT 3TO CoobLleHne B YCTAHOBMEHHOM UM Mopsiake U
NPUHUMAET pelleHne O BHECEHUW WU3MEHEHWN B MPOTOKOS KIMHUYECKOro WUCCriedoBaHus
fleKapCTBEHHOro npenapara gns MeauuuHCKOro npumeHeHust nnu o6 oTkase BO BHECEHUM
TakUX N3MEHEHUN.

6. KnuHuyeckoe wuccrenoBaHue nekapCTBEHHOro mnpenaparta Ans MeauuMHCKOro
NPUMEHEHNa MOXeT ObiTb NPUOCTAHOBNEHO WNM MpeKkpalleHo, ecrnv B npouecce ero
npoBedeHuss oObHapyXeHa OMacHOCTb AN XWU3HW, 340pOBbA NaumeHToB. B crniyyae
BO3HUKHOBEHNSA OMACHOCTU ANSA XWU3HW, 300POBbS NaLMeHTa, y4acTBYOLWEro B KIMHUYECKOM
nccnegoBaHMM  NEeKapCTBEHHOro  npenapata Ans  MeOULMHCKOro  NpUMEHEHNs,
nccneposatenn o06sa3aHbl  NPOUMHOPMUPOBATL 06 3TOM  PyKOBOAUTENA MELMULMHCKOM
opraHusauum 1 opraHu3auuio, rnosfy4YMBLLYI0 paspelueHre YNoTHOMOYEHHOro eaepanbHOro
opraHa UCMONHUTESTbHOW BNAcTU Ha OpraHn3auuio NpoBeaeHust KNMHUYECKOro nccnegoBaHns
nekapcTBEHHOro npenapata. PelweHne o NpMOCTaAHOBMEHUU KIMHUYECKOrO UCCnefoBaHuUS
fneKkapCTBEHHOro npenaparta Ansg MeAMUUHCKOrOo MNpUMEHEHUA MNPUHUMAKOT PYKOBOAUTENb
MEOVLUMHCKOW  opraHmsaumm 1 (MnM)  opraHusauusi, nonyuvBlIas  paspelueHue
YNONMHOMOYEHHOIO  (hefepanbHOro opraHa WCMNOSIHATENBHOW BNacTM Ha opraHuM3aumto
npoBeaeHUsT KIMMHUYECKOro UCCneoBaHUA NekapCTBEHHOro npenapaTta Ansg MeguuMHCKOro
NPUMEHEHNS, peLleHne O NpekpaLweHn Takoro uccrnegoBaHus NpUHUMaEeT YNONHOMOYEHHbIN
denepanbHbii OpraH UCMOSHUTENBHOW BNacTM Ha OCHOBAHUM COOBLLEHMS B MUCbMEHHOM
dopme pykoBoAMTENA MEAMUMHCKOM OpraHusauuMM Wnu  opraHusaums, nonyyusluas
paspelleHne yrnofIHOMOYEHHOro deaepanbHOro opraHa MCMOMHUTENbHOW BRacTM  Ha
opraHuMsaumio nNpoBeaeHNsa KIMHUYECKOro MCCrefoBaHUs feKapCTBEHHOro npenaparta Aans
MEeAMLMHCKOro NpUMEHEHMS.

7. B cpok, He npeBblawWun natTM pabounx [HEW CO [OHA  3aBeplUeHus,
NMPUOCTAHOBMEHNS UMM NPEKpPaLLeHUs  KIMHUYECKOTO  UCCRedoBaHUsS  NeKapCTBEHHOrO
npenapata And MeOguUMHCKOro npUMeEHeHns, cooblieHne o6 3ToM HanpaBnseTcs
opraHu3aumsamMmn, ykasaHHbIMM B 4actu 3 ctaTbk 38 Hactoswero defepanbHOro 3akoHa, B
YNONMHOMOYEHHbIM doefieparibHbli OpraH UCMNOSTHUTENBbHOM BRAcTU MO YCTAaHOBEHHOW UM
dopwme.

8. ®opma coolweHnss O 3aBeplUEeHUN, MPUOCTAHOBMEHUN WKW  MpeKpaLleHnn
KNMMHNYECKOro MCCrefoBaHUA NekapCTBEHHOro npenaparta ans MeauUMHCKOrO MpUMEHEHUS
AOJDKHA coaepKaTb:

1) mHdopmauMlo O MEeOMUMHCKOW OpraHmsauun WUnn MenuuMHCKUX OpraHu3aumsix,
NPOBOAMBLUNX AAHHOE UccreaoBaHue;

2) onucaHve AaHHOro uccrefoBaHus;

3) OaHHble uccnegosaTtens (pamunusa, nMs, oT4ecTBo, MecTo paboTbl, 3aHMMaemas
AOIMPKHOCTb, CMneumanbHOCTb, CTaX paboTbl NO MNporpaMmam KIMHWYECKUX UCCneLoBaHun
NEeKapCTBEHHbIX MpenapaTtoB, MepevYeHb KAMHUYECKUX WUCCnefoBaHUM  NeKapCTBEHHbIX
npenapatoB, B KOTOPbIX OH MpPWUHUManN Yy4yactve (nepuogbl yvacTud) B Ka4vecTBe
nccnegoBaTtensa unm couccrnegosaTtens);

4) pesynbTaT [AaHHOrO UCCnefoBaHWA (3aBeplueHue, MNpPUOCTaAHOBMEHME UMK
npekpalleHne OaHHOro UCCreaoBaHUsA C yKasaHMeM WUX MPUYMH U BAUSIHUSA Ha OLIEHKY ero
pe3ynbTaTtoB, OOLLY0 OLEHKY pucKa U OXWUOAEeMOW MOoMb3bl OT NPUMEHEHUS UCCReayeMOoro
rfleKapCTBEHHOro nNpenaparta, a Takke npegnonaraemsle gansHenwme JencTBums).

9. YnonHoMo4eHHbIN hefepanbHblili OpraH MCNOSTHUTENBHOW BriacTM OnyGrvMKoBbIBaET
N pasmellaeT Ha CBoeM oduLmanbHOM canTe B ceTu "MIHTepHeT" coobLueHne o 3aBepLueHunim,
NPUOCTAHOBMNEHUN UM  MpPeKpawleHUn KIMHUYECKOro WUCCnedoBaHUa  neKkapCTBEHHOro
npenapaTa ans MeguuMHCKOro NpUMEHEHNA B CPOK, HE MPEeBbIWaWmMi NaTM pabounx aHen
CO OHS ero nonyvyeHuns, B yCTaHOBNEHHOM UM NOPSAKE.
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10. YNonHOMOYEHHbIN hbeaepanbHbi OpraH UCMOMHUTENBbHOW BAcTU OCyLLEeCTBNSAET
BeJeHue peecTpa wuccriegoBaTtesied, MpPOBOAAWMX WM MPOBOAUBLUMX  KIMHUYECKME
nccnefoBaHWss  NEKapCTBEHHbIX — NpenapaTtoB  ANs  MEeAWUUMHCKOrO  MPUMEHEHUs, B
COOTBETCTBUWN C YTBEPXKAEHHBIMM UM MpaBunamMmu n pasmMeLllaeTt ero Ha csoeMm oduunarbHOM
cante B cetn "WHTepHeT" B YyCTAHOBMEHHOM MM Mopsake. YKasaHHbIA PeecTp COoOepXuT
MHOPMaUUIO, NPEeAYCMOTPEHHYIO MYHKTOM 3 4acTu 8 HacTosILWEen cTaTbMy.

11. OT4eT O pesynbTaTax KIMHUYECKOrO UCCReAoBaHUS JieKapCTBEHHOro npenaparta
AN MeJULUMHCKOro NPUMEHEHUS COCTaBMSieTCs OopraHu3aumen, ykasaHHOW B YacTtu 3 cTaTby
38 Hactosiwero ®degepanbHOro 3akoHa, Ha OCHOBAHWM  3aKMOYEHUN  MeaMUUHCKUX
opraHusauun, NpoBOAUBLUMX ITO MUCCrefoBaHWe, U npeacraBnaeTcs B YNOSTHOMOYEHHbIN
doefepanbHbIn OpraH UCMNONHUTENBHOW BNacTW, BblOaBLUMKA paspelleHMe Ha npoBefeHune
3TOro MUCCreaoBaHus, B CPOK, He MpeBbIlalWmnn Tpex MecsueB CO [HS ero 3aBeplueHus,
NPUOCTAHOBMNEHNS WM  MNpeKpaweHus, B MNopsake, YCTaHOBMEHHOM  YMOMHOMOYEHHbIM
dreaepasnbHbIM OpraHoM UCMONHUTENbHOW BRacTu.

12. HapyweHue npasuil KIMHUYECKOW MpaKkTUKKW, anbcnudukauma pesynbtaTtos
KIMHMYECKOro nccnefoBaHus nekapcTBEHHOro npenapata gns MeauvuuHCKOro npuMeHeHus
BNeKyT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATENbCTBOM Poccuinckon
depepauymn.

13. Npu npoBefeHNN KITMHUYECKOro UCCreoBaHUA NEKapCTBEHHOro npenaparta ans
MeANUMHCKOro NpUMEHeHUs1 aonyckaeTcs 3abop y nauMeHToB BUOorMyeckux matepuanonB
(obpasubl Bronornyecknx XnakocTen, TKaHen, CEKPETOB W NPOAYKTOB XU3HEeAEeSATEeNbHOCTU
yenoBeka, M3MONOMMYECKMX M MaToONOrMYeckux BblAeNeHun, Ma3KkoB, COCKOOOB, CMbIBOB,
MUKPOOPraHn3mMoB, OMONCUMHLIM MaTepuan) Ans ux udydeHus Ha Tepputopum Poccumnckon
depnepaumm n (Mnn) 3a npegenammn Tepputopumn Poccunckon degepaumn.

14. MNopsgok BBO3a Ha Tepputoputo Poccuinckon depepaumm n BbiBO3a 3a npenesol
Tepputopun  Poccuinckon depepaumm  OUMONOMMYECKMX MaTepuanos, MNOMYYEeHHbIX Mpu
npoBeAeHUN KIMHUYECKOro MCCrefOBaHUSA NekapCTBEHHOro npenapaTta Ans MeauuMHCKOro
npuMeHeHus, yctaHaenueaeTcs [paButensctBom Poccuiickon egepauum.

FAPAHT:

Cwm. kommeHmapul Kk cmamee 40 Hacmosuwieao PedeparibHO20 3aKOHa

Crtatba 41. [loroBop O MpOBEAEHUM KITMHMYECKOrO MCCNenoBaHUs NEKapCTBEHHOMO
npenapaTa ang MeanunUHCKOro NpuMeHeHus

1. KnuHuyeckoe wuccnegoBaHWe feKkapCTBEHHOrO npenapaTta And MeguuUHCKOro
NPUMEHEHNA NPOBOAMTCA B COOTBETCTBUM C [AOrOBOPOM O MNpPOBEAEHUN KITMHUYECKOro
nccnefoBaHns NekapCTBEHHOro npenapaTa Ans MeQUUUHCKOrO NPUMEHEHUS, 3aKIoyaeMbIm
MexXay opraHusaumen, nonyymBlLLEN pa3pelleHne YNorHOMOYEHHOro egepansHOro opraHa
WCMONHUTESNTIbHOW BMacTU Ha oOpraHu3auuio MNpoBedeHUs Takoro uccnegoBaHus, U
MeANLMHCKOWN opraHu3aLmen, oCyLLeCTBAIOLWEN NPOBEAEHNE TaKoro UccrneaoBaHus.

2. [loroBop 0 NpoBeAEeHUN KIMHUYECKOro UccrnenoBaHUS NekapCTBEHHOro npenapara
AN MeOULIMHCKOTO NPUMEHEHNSA OOMMKEH coaepXaThb:

1) yCnoBMsa 1 CPOKN NPOBEAEHNSI AAHHOIO UCCNeS0BaHNS;

2) onpegeneHne obuen cToMMOCTU NPorpamMMbl AaHHOMO UCCEeAO0BaHNA C YKa3aHMeM
CyMMbI, NpefHa3HavarLencsa ang BoinnaTt nccnegosartenam, couccnenoBartensam,;

3) onpegeneHue ¢oOpMbl NpeacTaBfieHnsl pes3ynbTaToB AaHHOrO UCCreaoBaHUsA B
YNONMHOMOYEHHbIV beaeparbHbI OpraH UCNONHUTENBHOW BNAcTMU.

FAPAHT:

Cwm. kommeHmaput kK cmambe 41 Hacmosiweao ®edeparibHO20 3aKOHa
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Cratbsa 42. dnHaHcOBOE obecneyeHme KNMHUYECKOro NCCreaoBaHnsa nekapCTBEHHOro
npenapaTa ans MeanLUHCKOro NpUMeHeHus

durHaHcoBoe obecrneyeHne KINMHUYECKOro UCCreaoBaHus nekapcTBEHHOro npenapaTta
AN MegULIMHCKOrO NPUMEHEHNS OCYLLIECTBIISIETCA 3a CYET:

1) cpeacTs oegepanbHOro GloaxeTa;

2) cpeAcTB opraHuMsauun, NOSyYMBLUMX paspelleHne Ha OpraHumsauuio npoBefeHus
AaHHOro nccrneaoBaHus, B COOTBETCTBUM C YCITIOBMSIMU JOTOBOpPa O €ro NpoBEeAEHUM;

3) UHbIX He 3anpeLleHHbIX 3akoHogaTenscTBOM Poccuinckon denepaumm MCTOYHUKOB.

FAPAHT:

Cm. kommeHmaput kK cmambe 42 Hacmosiweao ®edeparibHo20 3aKOHa

Crtatba 43. [lpaBa nauMeHTOB, Yy4acTBYHOLUMX B KIMHMYECKOM WUCCreaoBaHUN
nekapCcTBEHHOro npenapara ana MeguuUnHCKOro NpMMeHeHns
1. YyacTnme nauveHToB B KIIMHMYECKOM WCCedoBaHWW JEKAPCTBEHHOrO npenapaTta
Anst MeAULMHCKOro NpuUMeHeHNs ABnseTcs 40OPOBOSIbHbLIM.
TAPAHT:

06 opzaHusayuu omoesneHul KIUHUYECKUX UCMbimaHul fleKapCmeeHHbIX rpernapamos Ha
300posbix 0obpoeosibyax cMm. ripuka3 MuHzOpasa P® om 25 aseycma 1992 2. N 235

2. laumMeHT vnNu ero 3aKOHHbIM MNpeacTaBuUTENb AOMMKEeH ObiTb MHMOPMMPOBaH B
NUCbMEHHON dhopMe:

1) O nekapcTBeHHOM npenapate ANs MeOUUUHCKOrO MNPUMEHEHUA U CYLLHOCTU
KNMHMYECKOro nccnenoBaHus 3TOro fiekapCTBEHHOIO NpenaparTa;

2) o Be3onacHOCTW fiekapCTBEHHOro npenapaTa ang MeauuMHCKOro NnpuMeHeHus, ero
oXungaemMmon 3(pPekTUBHOCTU U CTEMNEHN pUCKa 4SS NaUneHTa;

3) 06 ycnosusx yyactmsa nauuMeHta B KAMHUYECKOM WUCCNedoBaHUM JNIeKapCTBEHHOMO
npenapaTa ans MeANLUHCKOro NPUMEHEHNS;

4) o0 uenu wunu uenax W MNPOAOIHKUTESNIbHOCTU  KITMHUYECKOro MCCcregoBaHus
fleKapCTBEHHOro npenapara ans MeauLMHCKOro NPUMEHEHNS;

5) 0 penctBuMaAx naumeHTa B cnyyae HenpeaBuAeEHHbIX 3ddEKTOB BAUSHUSA
fleKapCTBEHHOrOo npenapara Ans MeauLMHCKOro NPUMEHEHNS Ha COCTOSAHUE ero 340POBbS;

6) 06 ycrnoBusix 0683aTeNbHOr0 CTPaxoBaHUs XU3HN, 300POBbS NAUVEHTa;

7) O rapaHTMsX KOH(UAEHUMANbHOCTM Yy4vyacTus NauueHTa B KIIMHUYECKOM
nccrnegoBaHUKM NekapcTBEHHOrO Npenaparta Ansg MeauUMHCKOro NpUMeEHEHUS.

3. [oGpoBonbHOE cornacve nauueHTa Ha y4dacTue B KIMHUYECKOM WCCreaoBaHUn
NekapCTBEHHOro npenapata And  MeAUUMHCKOro MNPUMEHEeHUa noaTBep)KaaeTca ero
noanucbld UMM MOAMUCLID €ro 3aKOHHOro npencTaBuUTENst Ha WMH(POPMALMOHHOM JIUCTKE
nauuneHTa.

4. NauneHT unn ero 3aKOHHbIN NpeacTaBUTENb MMEET NPaBoO OTKa3aTbCs OT y4acTus B
KITMHNYECKOM MUCCNeaoBaHUM NeKkapCTBEHHOro npenapaTta afnsi MeanuuMHCKOro NnpuMeHeHus Ha
nobor cTagmm NpoBEeAEHNSA TaKOro UCCneaoBaHus.

5. [lpoBedeHne KANHUYECKOro WCCNeooBaHUs JeKapCTBEHHOro npenaparta Angd
MEOMLMHCKOrO NPUMEHEHUS C ydacTUEM B Ka4yeCcTBe NauMeHTOB AeTen OOMNyCcKaeTCHa TOMbKO C
cornacus B MNUCbMEHHOM opmMe UX poauTenen, YycolHoBUTenen. [etn  moryt
paccmaTpmBaTbCsl B KayecTBe MnoTeHumarnbHbIX MaunMeHTOB TakKoro MccriegoBaHWUs, TOSMbKO
ecnun ero npoBefeHne HeobxoaMMOo AONS YKpensneHust 340poBbs AeTen Unu npodounakTukm
MHAEKUMOHHLIX 3aboneBaHnin B 4ETCKOM BO3pacTe NMOO eCcnu Lenbio Takoro nccnegoBaHus
ABMSETCA MNOSiyYeHue [[aHHbIX O Haunydwen OO3MPOBKE NeKapCTBEHHOro npenaparta gns
nedeHuss pgeten. B aoTmx cnydasx TakoMy uCCnegoBaHUK OOMMKHO MpeflecTBoBaTb
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KNMHWYECKOe UCcCcrefoBaHne NnekapcTBEHHOro npenapara aAnsg MegumumMHCKOro npuMeHeHns Ha
COBEPLUEHHOMNETHUX rpaXkgaHax.

6. 3anpewaetca npoBefeHME KIMHUYECKOrO WUCCNeaoBaHWUs  NleKapCTBEHHOro
npenapata Ans MegUUUHCKOro NpUMEHEHNS C y4acTUEM B Ka4yecTBe NaLUEHTOB:

1) neTen-cnupoT u geTen, octaBunxca 6e3 nonedveHns poautTenen;

2) >XeHLWMWH B nepuog 6epemMeHHOCTH, XXEHLMWH B NEPUOA rPYAHOro BCKAapMnBaHus, 3a
UCKITIOYEHNEM CRny4aeB, ecrniv MpOBOOUTCH KIMHMYECKOE UuccnegoBaHWe NekapCTBEHHOro
npenaparta, npegHa3Ha4YeHHOro Ans YKa3aHHbIX >KEeHLUUH, Npu YCnoBuMm HeoBXOAMMOCTM
nonyyeHnss MHgopmauun TOMbKO BO BpeMS NPOBEAEHUA COOTBETCTBYHOLUMX KIMHUYECKUX
nccnenoBaHUi M NPUHATUA BCEX HEOOXOAMMbIX MEP NO UCKITIYEHMIO pUCKa HaHEeCEHWs Bpeaa
XeHLWwmMHe B nepuog 6epeMeHHOCTU, XEeHLWUHe B nepuon rpyaHoro BCKapMnmnBaHus, nrogy
nnun pebeHky;

3) BOEHHOCNyXalux, 3a MWCKIYEeHMeM CnyyaeB MpoBeAeHUs  KIMHUYECKOro
nccnenoBaHnst NekapCTBEHHOMO npenapara, cneumanbHO pa3paboTaHHOro Ansi NPUMEHEHMS
B YCNOBUAX BOEHHbIX OENCTBUN, 4Ype3Bbl4arHbIX CUTyauun, MPOMUIIaKTUKN U neyeHus
3aboneBaHNn N MOPaKeHUN, MOSfyYeHHbIX B pe3ynbTaTe BO3AENCTBUS HeBnaronpuATHbIX
XUMUYECKMX, BMONormyeckunx, pagnaumnoHHblx aktopos. KnnHnyeckoe uccrnegoBaHme Takoro
NEeKapCTBEHHOro npenapata MOXEeT MpoBOAUTLCA C yyYacTMeM B KayecTBe MauMeHTOB
BOEHHOCNY>XaLUNX, 3a WCKIOYEHMEM BOEHHOCHYXaLUMX, MPOXOAALMX BOEHHYH CryX0y no
npu3biBy, C cobnoaeHnem TpeboBaHN, yCTaHOBMNEHHbIX HacToAWwMM PeaepanbHbIM 3aKOHOM
B OTHOLUEHUWN rpaXgaHCKUX NuL;

4) COTPYAHMKOB NPaBOOXPaHUTENbHbIX OPraHoB;

5) nuu, oTGbIBalOWMX HakaszaHMe B MecTax nuweHus cBobofbl, a Takke nuu,
Haxo4ALMXCS Nog, CTpaXken B CNeaCcTBEHHbIX N30NATOpax.

7. [HonyckaeTca npoBedeHVMe  KIUHWUYECKOro  WUCCNeaoBaHWUs  NleKapCTBEHHOro
npenaparta ans MeauMUMHCKOro NPUMEHEHUs, NpeaHa3HayYeHHOro Ans NeYeHnsa Ncuxmyecknx
3aboneBaHun, C y4acTMeM B KayecTBe MauMEHTOB NUL, C NCUXMYECKMMU 3aboneBaHusiMU,
NPU3HaHHbIX  HEeAeecnocobHbIMM B MOPsiAKEe, YCTAHOBMEHHOM  3aKOHOAATESbCTBOM
Poccuinckon ®depepaumn. KnmHndeckoe mnccrieqoBaHMe NeKapCTBEHHOrO rnpenaparta B 9TOM
crlydae npoBOAMTCS MNPWU  HanmMuMW  cornacusi B MUCbMEHHOW  (opMe  3aKOHHbIX
npeacraBuTenen ykasaHHblx nuu,.

FAPAHT:

Cm. kommeHmaput kK cmambe 43 Hacmosiweao @edeparibHo20 3aKOHa

CratbAa 44. O6a3aTenbHOe CTpaxoBaHWE XU3HKU, 300POBbS NauMeHTa, ydacTBYHOLLEro
B KIMHMYECKOM  WCCMefOoBaHMM  NIEKAapCTBEHHOrO  npenapaTta  Ans
MeANLMHCKOro NpUMEHEHMUS

1. OpraHmsauusi, nonyuYMBlUAs pPa3peLleHMe Ha OopraHuMsauuio  NpoBeAEHUS
KITMHNYECKOro MCCneaoBaHUsl NeKapCTBEHHOro npenapaTta ans MeauuMHCKOro NpUMeEHeHUs,
obsi3aHa B Ka4yecTBe CTpaxoBaTens CTpaxoBaTb PUCK MPUYMHEHUSA Bpeda >XWU3HW, 340POBbLHO
nauyveHta B pesynbTaTte nMpOBeAEHUS KIMHUYECKONO WCCreaoBaHUsA nekapcTBEHHOIO
npenapaTta Ans MeOUUMHCKOrO MPUMEHEHUsI 3a CBOW CYEeT NyTeM 3akfloyeHus aorosopa
00s13aTeNbHOr0 CTpaxoBaHmS.

2. Ob6bekTomM 00s513aTENBbHOrO CTpPaxoBaHUS SBMSIETCA WMYLLECTBEHHbLIN UWHTEpPEC
naumeHTa, CBsI3aHHbI C MPUYMHEHWEM Bpeda €ro >XM3HW WNU 300pPOBbI0 B pesynbraTte
NpoBeAEHNST KIMMHUYECKOTO MUCCNeaoBaHMs NEKapCTBEHHOrO npenapaTta Ans MeauuMHCKOro
NPUMEHEHNS.

3. CTpaxoBbIM Criy4aem no AoroBopy 064A3aTenbHOro CTpaxoBaHUs SIBMSIETCA CMepPTb
nauyneHTa unm yxygweHue ero 34opoBbsi, B TOM 4ucre Briekyliee 3a cobon yctaHoBreHue
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WHBaNMAHOCTU, NPU HanMyun NPUYNHHO-CNEACTBEHHOW CBA3WM MEXAY HacTynieHuem 3TOro
cobbITMA U y4acTUeM naumeHTa B KNMHUYECKOM UCCeAOoBaHUN NiekapCTBEHHOrO npenapara.

4. TpeboBaHWs 0 BO3MeLLEHUM Bpeaa, MPUYUHEHHOIO XU3HN NN 300POBLI0 NaUMEHTa,
npeabsaBnsAlTCA B TeYeHWe CPOKOB WCKOBOWM [OaBHOCTW, YCTAHOBIEHHbLIX PaXXaaHCKUM
3aKoHOOaTeNbCTBOM.

5. Pasvep cTpaxoBou BbiNfaTbl MO A0OroBopy o06SA3aTenbHOro CTpaxoBaHuWs
cocTaBnser:

1) B cnyyae cMmepTM nauveHTa [[Ba MWUNMOHA pybnen Ha KaXaoro naumeHTa,
y4acTBOBAaBLLEro B KMMHUYECKOM UCCIe0BaHUN fieKapCTBEHHOrO npenapara;

2) Nnpun yxyaLweHnn 30opoBbsa nauueHTa:

a) nosnekwem 3a cobon yCTaHOBMEeHWEe WHBaNWAHOCTU | rpynnbl, OOWH MWIIIVOH
NATbCOT ThicAY pybrem Ha Kaxgoro nauueHTa, Y4acTBOBaBLUENO B KITMHUYECKOM
nccnegoBaHUn NekapCTBEHHOMo npenapara;

0) nosnekwem 3a cobon ycTaHoBrieHMe uHBanuMaHoctu Il rpynnbl, OAWH MWUIIFNOH
pybnen Ha Kaxgoro nauueHTa, Yy4vacTBOBaBLUErO B  KIIMHUYECKOM  UCCreaoBaHUu
nekapcTBEHHOro rnpenaparTa;

B) noBrekwem 3a cobon ycTtaHoBneHwe uHBanugHoctu Il rpynnbl, NSATLCOT ThICAY
pybnen Ha Kaxgoro nauueHTa, YyyacTBOBaBLIEro B  KIMHUYECKOM UccnefoBaHUM
nekapCcTBEHHOro npenaparTa;

r) He nosriekwem 3a cobOW YCTaHOBMEHWA WHBANMAOHOCTU, He Oonee 4yem TpucTta
ThiCAY pybnen Ha KaxOoro naumeHTa, ydacTBOBaBLUEro B KIMHWYECKOM MUCCredoBaHUK
rfieKkapCTBEHHOro npenapara.

6. Paamep CTpaxoBbiX BbINfaT MOXET OblTb YBENNYEH HA OCHOBAHWW peLLEeHUs cyaa.

7. Cpok poroBopa o0b6si3aTeflbHOro CTpaxoBaHUS He MOXeT OblTb MeHee, YeM CPOK
npoBeaeHUs KITMHUYECKOro UCCreaoBaHUs NiekapCTBEHHOro npenapara.

8. Ycnosua gorosopa 06s13aTenbHOro CTpaxoBaHUs, B TOM YMCre CTpaxoBble Tapudbl
no ob6sa3aTtenbHOMY CTpaxoBaHWUIO, NepedYeHb HeOOBXOANMbIX LOKYMEHTOB ANS OCYLLECTBNEHMUS
CTpaxoBOW  BbINfaTbl, NOPSLAOK  YCTAHOBMNEHUS  CTpaxoBaTeneMm  WHAMBMAYanbHOro
NOEHTU(PUKAUMOHHOIO Koda naumeHTa, nopsgok  MHEOPMUPOBAHUSA — CTpaxoBaTenem
CTpaxoBLUMKa O NPUBNEYEHHbIX K KIMMHUYECKOMY UCCNeLOBaHUIO NekapCcTBEHHOro npenapaTa
ANa MeAULMHCKOrO NPUMEHEHUs nauueHTax, nopsagok ynnatbl CTPaxoBOW NpemMuun, nopsgok
peanusauuun onpegeneHHbix HactToawum degepanbHbIM 3aKOHOM U apyruMmun doegeparnbHbIMU
3aKkoHamMn npaB K 06s3aHHOCTENM CTOPOH MO [JOroBopy 00A3aTeNbHOr0 CTpaxoBaHWUA
yCTaHaBMMBaTCA TUMOBLIMY NpasunamMmm 06a3aTesibHoro CTpaxoBaHus.

9. B cnyyae NpuvyYnHEHUsa Bpeda XW3HW NauMeHTa, y4acTBOBAaBLUETO B KIMHUYECKOM
nuccrnegoBaHUM  fieKapCTBEHHOro  npenaparta, BbirogonpuobpetatensaMmm nNo  4OroBopy
06a3aTeNbHOr0 CTpaxoBaHUsA ABMASIOTCA rpaXaaHe, MMeloLLmMe NpaBo Ha BO3MeELLEeHWe Bpena
B Cfnyyae CMepTU KOpMumbLia B COOTBETCTBUM C PaK[aHCKMM 3akoHO4AaTerbCTBOM, Mpu
OTCYTCTBUM TaKuX rpaxgaH - pogutenu, cynpyr, 4eTm ymepLuero rnaumMeHTa, ydacTBoBaBLLEro
B KIWHWUYECKOM WCCNeoBaHMM NEeKapCTBEHHOro npenaparta, B cliydae CMepTU MNauueHTa,
y4yacTBOBAaBLLUErO B KIMMHUYECKOM UCCNesoBaHUM NeKapCTBEHHOMO npenaparta U He MMeBLUEro
CaMOCTOATENbHOIO Aoxoda, - rpaxaaHe, Ha WKOMBEHMM KOTOpPbIX OH Haxoauncs, B
OTHOLUEHMM BO3MELLEHNA pacxodoB Ha norpebeHve nauveHTa, YyyacTBOBaBLUErO B
KNMHNYECKOM MccneaoBaHumM NekapcTBEHHOMo npenapara, - NMMuo, NOHeCLee Takue pacxoabl.

10. CTtpaxoBas BbinsaTa B cHET BO3MELLEHUSA Bpeaa, NPUYMHEHHOTO XMU3HM NauneHTa,
y4yacTBOBaBLUEIO B  KIWMHUYECKOM  MCCReOOoBaHUM  JIEKApCTBEHHOro  npenapara,
pacnpefensieTcs Mexay BblirogonpuobpeTtatensamu nponopuMoHanbHO WX KONMUYEecTBy B
paBHbIX OONSX.

11. Mpu HacTynneHuuM CTpaxoBOro crnyvyasa naumeHT, y4acTBOBaBLUMA B KITMHUYECKOM
nccrnegoBaHNM fnekapcTBEHHOro npenapaTa, BblrogonpuobpeTtatens BrnpaBe MNpeabaABUTb
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HenocpeaCTBEHHO CTpaxoBLUMKYy TpeboBaHMe O BO3MELLEHMM NPUYUHEHHOro Bpeaa.
CTpaxoBasi Bbinsiata OCYLLECTBMNAETCA CTPaxXOBLUMKOM B TeveHwe Tpuauatn OHEen co AHS
npeacraBneHns HeobXxoAuMMbIX [OOKYMEHTOB. [lauueHT, y4acTBOBaBLUMW B KIMHUYECKOM
nccnegoBaHMM fNiekapCTBEHHOMO npenapaTa, unu BbirogonpuobpeTtaTtens 0683aH coobWnTb
CTPaxoBLUUKY ans OCYLLleCTBNEHNS CTpaxoBou BbInsaThbl NHOnBMAYyarbHbIN
NOEHTUMUKALNOHHBIN KOA4 MauMeHTa, YCTaHOBMEHHbIN CcTpaxoBaTenleM B COOTBETCTBUM C
TUMNOBLIMY NpaBunamMmm 0b6a3aTenbHOro CTpaxoBaHUs.

12. [Jo nomnHOro onpegeneHna pasmMepa noasiexailero BO3MeELEeHUI0 Bpeaa
CTPaxoBLUK MO 3asiBNEHWU0 NauueHTa, yy4acTBOBaBLUEro B KIMHWYECKOM WCCneoBaHUU
NeKapCTBEHHOro npenapaTa, unu 3asBrneHunto BbirogonpuobpeTatensa BnpaBe OCYLLECTBUTb
YacTb CTpPaxOBOW BbiNfNaTbl, COOTBETCTBYWLLUYD (aKTUYECKM OMnpesernieHHoOM 4YacTu
NPUYNHEHHOTO Bpeaa.

13. CtpaxoBas BbinnaTa B COOTBETCTBUMM C LOroBOPOM 06A3aTenbHOro CTpaxoBaHuUs
OCYLLEeCTBMSAETCA HE3aBUCUMO OT BbINSaT, NPUYMTaOLLMXCS MO APYrMM BUaM CTpaxoBaHUA.

14. He ponyckaeTcs yyacTue naumeHTa B NpoBeAEeHUU KITMHUYECKOro uccrieoBaHus
nlekapCTBEHHOro npenapara npu oTCYTCTBUKU JOroBopa ob6a3aTesibHOro CTpaxoBaHus.

15. KOHTpOnb 3a WCNOSHEHMEM oOpraHusauuen, nonyumsBllEN paspelleHne Ha
opraHuMsaumio nNpoBedeHNsa KIMHUYECKOro WCCrefoBaHUs feKapCTBEHHOro npenaparta Aans
MEAMLMHCKOrO MPUMEHEHMUsI, YCTAHOBIMEHHOW HacTosiwen craTtben 064a3aHHOCTM Mo
0bs13aTenbHOMY CTPaxoBaHUIO XKU3HUW, 300P0Bbs NauMeHTa, y4acTBYOLWEro (y4acTBOBaBLLETO)
B KIMHWYECKOM  WUCCnefoBaHWM — NeKapCTBEHHOro  npenaparta,  OCyLlecTBrsieTcs
YNONMHOMOYEHHbIM  dpefiepanbHbiM  OpraHOM  UCMOSIHUTENbHOM  BRacTW,  BblAaBLUUM
paspelleHne Ha npoBedeHNe KIMHUYECKUX UCCeLOBaHUN NeKkapCTBEHHbIX npenapaToB AN
MeANLMHCKOro NPUMEHEHMUS.

FAPAHT:

Cwm. kommeHmapul Kk cmamee 44 Hacmosuwie2o PedeparibHO20 3aKOHa

MaBa 8. npOM3BOACTBO n MapkKnMpoBKa JlieKapCTBeHHbIX cpeaAcTB

CtaTtba 45. [1pon3BOACTBO NEKAPCTBEHHbLIX CPEACTB

1. [Mpov3BOACTBO JleKapCTBEHHbLIX CPeACTB [LOSMKHO COOTBETCTBOBATb rMpasBusiam
opraHvMsaummn nNpPou3BoACTBa N KOHTPONS KadecTBa JlekapCTBEHHbIX CPeACTB, YTBEPXOEeHHbIM
YNONHOMOYEHHbIM hefeparnbHbIM OPraHoOM UCMOMHUTENBHOW BNAcCTW.

2. NpounsBoacTBO NeKapCTBEHHbIX CPeacTB Ha Tepputopun Poccuinckon depepaumm
OCYLLECTBMSAETCA NPOU3BOAUTENSMU NEKAPCTBEHHbLIX CPEeACTB, WUMEKLMMU FNLUEH3UI0 Ha
NPON3BOACTBO NEKapCTBEHHbIX CPEACTB.

3. [MpousBoacTBO nekapCTBEHHbIX CPeACTB  oOcyllecTBndetTca ¢ cobniogeHnem
TpebOBaHNN MNPOMBILWSIEHHOTO perfiameHTa, KOTOpbIA YTBEPXAAETCA pyKoBOAMTENEM
Npoun3BoaAMTENSA JEKAapPCTBEHHbIX CPEACTB U BKMNOYaeT B cebsa nepeveHb MCnosib3yemblX
hapmaLueBTU4ecknx cybCcTaHuMn M BCNOMOraTesibHbIX BELeCTB C YKa3aHMEM KonmyecTBa
KaXXgoro M3 HuX, AaHHble 06 mcnonbdyemom o6opyaoBaHWKM, ONMCaHME TEXHONOrM4Yeckoro
npouecca 1 MeTofoB KOHTPOMA Ha BCeX aTanax Npon3BoACTBa fleKapCTBEHHbIX CPeaCTB.

4. lMpn nNpons3BoACTBE NEKaApCTBEHHbIX CPEACTB MCMNOSb3YTCA ddapmMaueBTUYecKue
cybCcTaHuuK, BKMOYEHHbIE B rOCY4apCTBEHHbIN PEECTP NIeKapCTBEHHbIX CPEACTB.

5. 3anpewaeTca Npon3BoACTBO:

1) nNekapCTBEHHbIX CPeacTB, HE BKMYEHHbIX B T[OCYAapCTBEHHbIN  peecTp
NEeKapCTBEHHbIX CPeACTB, 3@ WCKIYEHMEM NeKapCTBEHHbIX CPeACcTB, NPOU3BOAMMBbIX ON4
npoBeaeHUs KIMMHNYECKNX UCCreoBaHUN U AN 9KCnopTa;

2) hanbcndruMpoBaHHbIX SIEKAPCTBEHHbBIX CPEACTB;
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3) nekapCTBEHHbIX CpeacTB 6e3 NMuEeH3MM Ha NPON3BOACTBO fIEKAPCTBEHHbIX CPELACTB;

4) nekapCTBEHHbIX CPeACTB C HapylleHueM npasBuSl OpraHmsauun npousBOACTBa U
KOHTPOSISi Ka4eCcTBa fIeKapCTBEHHbIX CPEACTB.

6. Npun BBOAE NEKapCTBEHHbIX CPEACTB B rpaXxaaHCcKknii 060poT yNnosTHOMOYEHHOE NNLLO
NPON3BOAMTENSA JEKAaPCTBEHHbIX CPEACTB OCYLIECTBMASET NOATBEPXOEHME COOTBETCTBUS
NEeKapCTBEHHbIX CcpeactB  TpeboBaHWMsIM, YCTAHOBMEHHbIM MpPU  UX rOCYyAapCTBEHHOM
permctpauuu, n rapaHTUpyeT, YTO fIeKapCTBEHHbIE CpeacTBa NpPou3BeAEHblI B COOTBETCTBUM C
npasunaMmm NPOM3BOACTBA U KOHTPOSS Ka4yeCTBa fieKapCTBEHHbIX CPeACTB.

7. YNOSTHOMOYEHHbBIM JIMLIOM NPOU3BOAUTENS NEKApPCTBEHHbLIX CPEACTB SIBMSETCSA €ro
paboTHMK, WUMEKLWMA Bbicllee dapmaueBTUYeckoe, XUMMYeckoe unmn ©Buonorndyeckoe
obpasoBaHne nMboO nNpu MNPOM3BOACTBE JlIEKAPCTBEHHbLIX CPEACTB ANs BeTepuMHapHOro
NPUMeEHeHNs BeETepMHapHoOe obpasoBaHue, cTax paboTbl HE MeHee YeM NATb NeT B obnacTtu
NPON3BOACTBA M KOHTPOSISI KayecTBa NieKapCTBEHHbIX CPEACTB U aTTECTOBAHHbLIN B Nopsake,
YCTaHOBIEHHOM YMOMTHOMOYEHHbIM dhefeparnbHbiM OpraHoM UCMOMHUTESTbHOW BracTu.

8. [lpomsBoauTenn nekapCcTBEHHbIX CPeaCTB MOryT OCYLWECTBAATb  Npoaaxy
NEeKapCTBEHHbIX CpeacTB wunuv nepefasaTb WX B YCTAHOBIEHHOM 3aKOHOAATENbLCTBOM
Poccuinckon ®enepaunmn nopagke:

1)  Apyrum  npousBOAUTENSM  NIEKapCTBEHHbIX CPeAcTB  Ana  NpOv3BOACTBA
NEeKapCTBEHHbIX CPEACTB;

2) opraHu3aumsim onTOBOW TOProBSiv fieKapCTBEHHbIMU CpeaACTBaMMU;

3) anTeyHbiM  OopraHuMsauuaMm, BETEPMHAPHBLIM  anTeYHbIM  OpraHu3aumsam,
WHOMBMAYaANbHLIM  NpeanpuHUMaTenaM, WMEKLWNMM  NUUEH3N0 Ha  dapMaueBTUYECKYH
AEeATENbHOCTb UMW JIMLEH3NIO HA MEOULMHCKYHO AEATENbHOCTb;

4) Hay4yHO-uccregoBaTeflbCKMM  OpraHuM3aumMsam  And  HayyYyHo-uccregoBaTeribCKon
paboThbl;

5) MeanuMHCKNM opraHmM3aumsam u BeTepmHapHbIM OpraHM3aumsu;

6) opraHmsauusM, OCYLLUECTBASKLWNM pa3BefeHMe, BblpallMBaHME U cogepxaHue
YKUBOTHbIX.

TAPAHT:

Cm. kommeHmapul kK cmamee 45 Hacmosuwie2o PedeparibHO20 3aKOHa

CraTtbsa 46. MapkupoBKka NekapCTBEHHbIX CPEACTB

1. JlekapcTBeHHble npenapaTbl, 3a WCKIYEHNEM JeKapCTBEHHbIX MpenapaTos,
N3roTOBMEHHbIX anTeYHbIMW OpraHu3auusMu, BeTEPUHAPHBIMU anTeYHbIMU OpraHM3aumsiMu,
MHOMBMAYANbHLIMU NpeanpuHMMaTENa MU, UMEKLLMMU JIMLEH3UIO Ha dapMaueBTUYECKYH
AEeATeNnbHOCTb, JOMKHbI NOCTYNaTh B 0bpalleHne, ecnu:

1) Ha UX NEePBUYHON yNaKoBKe (3a UCKITIOYEHMEM MEPBUYHON YNAKOBKM JIEKAaPCTBEHHbIX
pacTuUTenbHbIX MpenapaTtoB) XOPOWO YMTaeMbiM LUPUAPTOM Ha PYCCKOM $3blKe YyKasaHbl
HaUMeHOBaHWE JleKapCTBEHHOro npenapata (MexayHapogHOe HenaTeHTOBaHHoe, WIu
XMMUYECKOe, WM TOProBoe HauMMeEHOBaHWEe), HOMep cepwun, pJata Bbinycka (ans
UMMYHOBMONOrMYEeCKUX FEeKapCTBEHHbLIX MnpenapaToB), CPOK TrOAHOCTM, [OO3MpPOBKa WK
KOHLeHTpaums, 06bem, akTUBHOCTb B eQUHULAX 4EACTBUS UK KONMYECTBO A03;

2) Ha UX BTOPUYHOM (NOTPEOUTENBLCKOWN) YNakoBKE XOPOLLUO YMTaAeMbIM LIPUTOM Ha
PYCCKOM $3blke YyKasaHbl HauvMeEHOBaHWE JeKapCTBEHHOro npenapata (MexayHapogHoe
HenaTeHTOBaAHHOE WM XMMMYECKOe WU  TOProBoe HauvMEHOBaHWUS), HaMMEHOBaHWe
Npou3BOAMTENS NEKapCTBEHHOro npenaparta, HoOMep cepwun, pata Bbinycka (4ns
UMMYHOBMONOrMYECKNX  JIEKapCTBEHHbIX  MNpenapaTos), HOMEpP  perucTpaumoHHOro
yAOCTOBEPEHWS, CPOK FOAHOCTU, CNOCO6 NPUMEHEHNS, A03UPOBKA NN KOHLIEHTpauus, o6bem,
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aKTMBHOCTb B eQuHULUax AencTems nnbo KonnyecTso 403 B YNaKoBKe, flekapcTBeHHasa hopma,
yCInoBua OTMyCKa, YCNOBMSA XpaHeHUs, npeaynpeanTenbHble Hagnucm.

2. ®apmaueBTUYeckme cybecTaHUUM LOMMKHbI NOCTynaTh B obpalieHue, ecrniv Ha ux
NMEPBMYHON YMaKOBKE XOPOLIO YMTAaeMbIM LIPUPTOM Ha PYCCKOM A3blke yKasaHbl
HanMeHoBaHWe apmaueBTUYECKON CyOCTaHUMK (MexXOayHapOoAHOe HenaTeHTOBaHHOe WNu
XMMmyeckoe n TOoproesoe HanMeHoBaHWs), HanmeHoBaHue npousBoauTEns
dapmaLeBTU4eckon cybcTaHuumn, HOMep cepun U JaTa M3roTOBMEHUS, KONMUYECTBO B
yNakoBKe U eANHULbI UIBMEPEHMS KONIMYECTBA, CPOK FOAHOCTU U YCIOBUS XPaHEHUS.

3. JlekapcTBeHHbIE cpecTBa B kKa4eCTBE CbIBOPOTOK AOMMKHbI MOCTynaTh B obpalleHne
C YKa3aHMEM >XXMBOTHOIO, U3 KPOBM, MNNasmbl KPOBW, OPraHOB W TKaHEN KOTOPOro OHMU
Nosny4YeHbl.

4. Ha BTOpU4YHYtO (NOTPeOMTENBCKYD) YNAKoBKY NIEKAapPCTBEHHbIX CPEACTB, NOMNyYEeHHbIX
M3 KpOBW, NNasmbl KPOBW, OPraHOB W TKaHeEW 4YenoBeka, AOSMKHA HaHOCUTbCH HaAMWChb:
"AHTnTena k BWY-1, BNY-2, k Bupycy renatmta C u NOBEPXHOCTHbIA aHTUreH Bupyca
renatuta B oTcyTcTBylOT".

5. Ha nepBuYHy0 ynakoBKy W BTOPUYHYIO  (MOTPEOMUTENbCKYK)  ynakoBKY
pagnodapmaleBTUYEeCKUX  NIeKapCTBEHHbIX  CPeACTB  OOSDKEH  HAHOCUTbCA  3HakK
pagnaumoHHOM ONacHOCTU.

6. Ha BTOpu4Hyto (NOTpebutenbCKyt) ynakoBKY roMeonaTuyeckmx NeKapCTBEHHbIX
npenapaToB A0SMKHA HAHOCUTLCSA Haagnuck: "lMomMeonaTnyecknin®.

7. Ha BTOpuMYHylo (NOTpPebUTENbCKYID) YMNAKOBKY JleKapCTBEHHbLIX PaCTUTENbHbIX
npenapaToB AOSMKHA HAHOCUTBLCA Haanuck: "lMpoayKums npoLna paguaumoHHbIN KOHTPOSb".

8. Ha nepBMYHYlO ynakoBKy W BTOPUYHYKO (MOTPEOUTENLCKYID)  YNakoBKY
NEeKapCTBEHHbIX MpenapaTtoB, NpeAHasHayYeHHbIX AN KMMHUYECKUX MCCrefoBaHUN, OOIKHA
HaHOCUTbCA Haanuck: "[0ns KNMHUYecKux nccnegoBaHnin'.

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

10. Ha TpaHcnopTHyl Tapy, KoTopas He npegHasHadyeHa nnd noTpedbutenen n B
KOTOpPYO MNOMELLEHO fleKapCTBEHHOEe CpeacTBO, AOSMKHA HaHOCUTbCA MHGOopMaums o
HaUMEHOBaHUN, Cepun JIeKapCTBEHHOrO CpeacTBa, AaTe BbiMycKa, KONMMYeCTBE BTOPUYHbLIX
(noTpebuTenbCcknx) ynakoBOK JleKapCTBEHHOrNo CpeacTBa, Npou3BoAUTENE NEeKapCTBEHHOro
cpefcTBa C ykazaHMeM HaMMeHOBaHUSA U MECTOHaxXOXAEeHNS NPON3BOAUTENS NeKapCTBEHHOIO
cpenctBa (agpec, B TOM 4ucne ctpaHa v (Mnm) MecTto Npou3BOACTBa JNEKapCTBEHHOIO
CpeAcTBa), a TaKkKe O CpOKe roQHOCTUM feKapCTBEHHOro cpeacrtsa M 06 ycrnoBusiX ero
XpaHeHUs1 1 NepeBO3Kn, HeobxoauMMble npeaynpeauTeribHble HaaNMCU U MaHUNyNATOPHbIEe
3HaKW.

11. Ha nepBu4YHYlO YNakKOBKY W BTOPUYHYK (MOTPEOUTENbLCKYKD)  yNakoBKYy
NEeKapCTBEHHbIX CPeacTB ANA BETEPUHAPHOro NPUMEHEHUS OO0SHKHA HAHOCUTbLCHA HaAMUCh:
"[lNna BeTepUHAPHOro NpUMeHeHns".

12. Ha BTOpWYHYKO (NOTPEOUTENLCKYK) YMNaKoOBKY JIEKAapCTBEHHOro mnpenapaTa
HaHOCUTCSA LUTPMUXOBOM KOA,.

FAPAHT:

Cm. kommeHmaput Kk cmambe 46 Hacmosiweao ®edeparibHO20 3aKOHa

NnaBa 9. BB0o3 nekapcTBeHHbIX cpeactTB B Poccunckyro ®eagepaumio u BbiBO3
nekapcTBeHHbIX cpeacTB 3 Poccuinckon ®epepauumn

CraTtbsa 47. Nopsgok BBO3a nekapCTBEHHbIX cpencts B Poccunckyto denepauunio m
BbIBO3a NlekapCTBEHHbIX cpeacTs n3 Poccuickon ®enepauun
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1. BB0O3 nekapcTBeHHbIX cpeactB B Poccuiickyio depepaumio OCyllecTBnAsSieTCA B
nopsgke, ycraHosrieHHoMm [lpasutenbctBom Poccunckon ®depepaumm, B COOTBETCTBUUN C
TaMOXEHHbIM 3aKoHO4AaTeNnbCTBOM TaMOXEHHOro cotw3a B pamkax EBpA3DC (manee -
TamoxeHHbI coto3) 1 (unu) 3akoHogaTenscteom Poccuinckon degepauum 0 TaMOXEHHOM
aene.

2. Beo3nmble B Poccuiickyto ®enepauunio nekapcTBeHHble CpeacTtBa OOSMKHbI ObITb
BKIMIOYEHbI B rOCYAapCTBEHHLIN PEEeCTP NIEKAaPCTBEHHbIX CPeACTB.

3. [Honyckaetca BBO3 B Poccuinckyto degepaumio  KOHKPETHOW — maptum
3aperncTpupoBaHHbiX M (MNKW)  He3aperncTpupoBaHHbIX  NleKapCTBEHHbIX  CPEeAcCTB,
npegHasHayeHHbIX ONd  NpPOBedEeHUA  KIMHUYECKUX  UCCNefdoBaHUM  NeKapCTBEHHbIX
npenapaTtoB, MpoOBeAEeHUs 3KCNepTu3bl FEeKapCTBEHHbIX CpeacTB AN  OCYyLeCTBNEeHUs
rocygapCTBeHHOW  perucTpauuuM  NeKkapCTBEHHbIX  npenapaTtoB WM ANA  OKa3aHus
MEAMLMHCKOM MOMOLLW MO >XM3HEHHbIM MOKa3aHWsIM KOHKPETHOro nauueHTa Ha OCHOBaHUU
paspelleHuns, BblAAHHOTO YMNOSIHOMOYEHHbIM (hefepanbHbiM  OpraHoOM  UCMOMNHUTESTbHON
BNacTu No 3asBfeHUsIM NUL, YKa3aHHbIX B cTaTbe 48 Hactoswero degepanbHOro 3akoHa.
PaccMoTpeHne Takoro 3asiBfieHuUst U NPUHATUE pelleHns O Bblgaye paspelleHus Ha BBO3
KOHKPETHOW NapTuX 3aperMcTpMpoBaHHbIX U (MNK) He3aperncTpUpoBaHHbIX NEKapCTBEHHbIX
cpeacTB, npeAHasHadeHHbIX Ons NPpoBeAeHUs KIMHUYECKUX UCCNedoBaHUN NekapCTBEHHbIX
npenapaTtoB, MpPOBeAEHUS 3KCNepTu3bl JEeKapCTBEHHbIX CPeacTB AN OCyLLeCTBEeHUs
rocygapCTBEHHOW  perucTpauum  NlekapCTBEHHbIX  MnpenapaTtoB WM ANA  OKa3aHus
MEeAMLMHCKOW MOMOLLM MO XM3HEHHbIM NOKa3aHMAM KOHKPETHOro naumeHta nubo ob oTkase B
BblJaye yKa3aHHOro paspelueHns Npomn3BOAATCS B CPOK, He MpeBblalowmi nNatm paboumx
AHen. Nnata 3a Bblgayvy ykasaHHOro paspeLleHnsa He B3MaeTCs.

4. B Poccuickyto defepaumio MOXHO BBO3UTb JIEKAPCTBEHHbIE CPeACTBa, KayecTBO
KOTOpbIX MNOATBEPXOEHO CepTU(UKATOM NPOU3BOAUTENSA  NEKApPCTBEHHbIX  CPeacTs,
yOOCTOBEPSAOWNM  COOTBETCTBME BBO3MMbLIX JIEKAPCTBEHHbIX CpPeAcTB  TpeboBaHUAM
dapMakonenHblx ctaTten nuMbo B crydae MX OTCYTCTBMSI HOPMATMBHOW LOKYMEHTauum unu
HOPMaTUBHOIO JOKYMEHTa.

5. 3anpewaetca BB03 B Poccunckyio ®Pepepauunio  hanbcudurumMpoBaHHbIX
NeKapCTBEHHbIX CpeacTB, HeJOOPOKaYeCTBEHHbIX NIEKAPCTBEHHbIX CPeACTB, KOHTpa(aKTHbIX
NeKkapCTBEHHbIX CPEACTB.

6. danbcMuunpoBaHHblE fieKapCTBEHHble  CpeacTBa, HenobpokadeCTBEHHble
NeKkapCTBEHHble CPeacTBa noasiexaTr U3bATUIO U NOCNeayoWeMY YHUUTOXEHUIO UK BbIBO3Y
n3 Poccunckon Pepepaumm, KOHTpadakTHble FEeKapCTBEHHble CpeacTBa - U3BATUIO U
nocneayrwwemMy YHUYTOXEHUID. YHUYTOXEHWEe wunn BbiBO3 U3 Poccunckon depepauumm
anbCUMUUUPOBaHHLIX NEeKapCTBEHHbIX CPeACTB, HeA0OpPOKaYeCTBEHHbIX NeKapCTBEHHbIX
CPEeACTB, KOHTpadaKTHbIX FEeKapCTBEHHbIX CPEACTB OCYLEeCTBRseTcsa 3a cyeT nuvua,
OCyWecTBMBLUErO WX BBO3. [lOPSOOK YHUYTOXEHUS U3BATLIX  GanbCUPUUMPOBaHHbIX
NeKapCTBEHHbIX CPeacTB, HeJobpOoKayYeCTBEHHbIX NIEKAPCTBEHHbIX CPEACTB, KOHTpadaKkTHbIX
neKapCTBEHHbIX CpeaCcTB ycTaHaBnmBaeTcs [paButensctBom Poccurckon ®egepauuu.

7. Jlnua, ocyuwectensawwme BBo3 B Poccuiickyto ®egepaunio danscuuLmpoBaHHbIX
NeKapCTBEHHbIX CPeacTB, HeJOOPOKaYeCTBEHHbIX NMEKAPCTBEHHbIX CPEeACTB, KOHTpadaKTHbIX
NEeKapCTBEHHbIX CpeacTB, HeCYT OTBETCTBEHHOCTb B COOTBETCTBUN C  TaMOXEHHbLIM
3akoHodaTenscTtBOM TaMOXeHHOro cowsa W (Mnnm) 3akoHogaTenscteom  Poccuinckon
depepaumm 0 TaMOXEHHOM gene.

8. BbiBO3 nekapcTBeHHbIX cpeacTts u3 Poccunckon degepaumm ocyulectensietTca 6es
NPUMEHEHNA OrpaHNYEHNN, YCTAHOBINEHHbIX TaMOXEHHbIM 3aKOHO4aTeNIbCTBOM TaMOXeHHOro
cow3a wun (M) 3akoHogaTenocTBoM Poccuickon degepaumm O rocyaapCTBEHHOM
perynmpoBaHUN BHELUHETOProBOoN [OeATenbHOCTU. BbiBO3 rekapCTBEHHbIX npenapaTos,
npegHasHayeHHblX Ans  rymaHuTapHoM nomowmM (COOenucTBusl) unmM  NomowuM  npu
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ypesBblyarHbIX cuTyauusx, ns Poccuiickon depepaumm OCyLLECTBSIETCS Ha OCHOBaHWM
peweHuns lMNMpasutensctBa Poccunckon defepaumm nnu peleHns opraHoB rocyaapCTBEHHOM
Bnactm cybbektoB Poccuinckon ®epepauum 06 oOkasaHMM  NOMOLLUM  MHOCTPaAHHOMY
rocygapcrBy.

FAPAHT:

Cm. kommeHmaput kK cmambe 47 Hacmosiweao ®edeparibHo20 3aKOHa

CraTtbsa 48. lOpuanyeckue nuua, KOTOpbIM paspeLleH BBO3 fleKapCTBEHHbIX CPeACTB B
Poccunckyto enepaumto

JlekapcTBeHHble cpeacTBa B Poccurickyto degepaumio MOryT BBO3UTb:

1) npounsBoANTENN NEeKapCTBEHHbIX CPEeACTB ANns uenen cobCcTBEHHOro NpouM3BOACTBa
NeKkapCTBEHHbIX CPEACTB;

2) WHOCTpaHHble pa3paboTyMKM  NEKapCTBEHHbIX CPEACTB W MHOCTPaHHbIE
NPOV3BOAUTENN NEKapCTBEHHbIX CPEACTB UMW Apyrne opuaudeckne nuua no nopyyvyeHuro
paspaboTymka NnekapcTBEHHOro cpeacTBa Ans NPoBefeHUs KITMHUYECKUMX MUCcreoBaHUn
NeKkapCTBEHHOrO npenapara, OCYLLIEeCTBMNEHMS rocyaapCTBeHHOM perncTpauumn
nekapCTBEHHOro npenaparTa, BKINOYEHNSA (hapmareBTUYECKON cybcTaHumm B
rocyaapCTBEHHbIN peecTp JfeKapCTBEHHbIX CPeACTB, KOHTPOMS KadecTBa JeKapCTBEHHbIX
CpeactB  MNpU  HanmMuuu  paspelleHusl  YnosIHOMOYEHHOro  pegepanbHOro  opraHa
NCNOJSTHUTENbHOW BNACTN Ha BBO3 KOHKPETHOW NapTUW NIeKapCTBEHHbIX CPELACTB;

3) opraHu3aumm onNnToBOW TOProBN fIEKapPCTBEHHbIMU CPpeaCTBaMU;

4) HaydHO-uccnegoBaTesnbCkMe opraHusaumu, obpasoBaTtefibHble — y4pexaeHus
BbICLIEro npodeccmoHanbHOro obpasoBaHnd, NPOM3BOANTENN NEKapCTBEHHbIX CpeacTB Ans
pa3paboTkM, UccrnegoBaHWn, KOHTpona  6Ge3onacHoCTW, KavecTBa, APPEKTUBHOCTU
NEeKapCTBEHHbIX CPeAcTB MpU Hanuuyum paspelleHns  YNorHOMOYeHHoro denepansHoro
opraHa UCNosIHUTENbHOW BRacTu;

5) MegnuuHCKMe opraHmMsauuun, UHble ykasaHHble B nyHKTax 1 -4 HacTosilwen ctaTbu
opraHusauumn ang okasaHus MeguUMHCKOM MOMOLLM NO XM3HEHHbIM MOKa3aHUAM KOHKPETHOro
nayveHta npu  Hanuudum  paspelleHns  YNorIHOMOYEHHOro  (hegepanbHOro  opraHa
WCNOSTHUTENbHOW BNAcTU Ha BBO3 KOHKPETHOW MapTUM FeKapCTBEHHOro npenaparta,
BblJAHHOIO B YCTAHOBSIEHHOM nopsiake B POPME 3NEKTPOHHOrO JOKYMEHTa, NoAnMCaHHOro
3MEKTPOHHOM LMPPOBON NOAMNUCHIO.

FAPAHT:

Cm. kommeHmaput kK cmambe 48 Hacmosiweao ®edeparibHo20 3aKOHa

Crtatba 49. [JokymeHTbl, NpeAcTaBfseMble B TaMOXeHHble opraHbl Poccuickon

depepaumm Npu BBO3E fNekapCTBEHHbIX cpeacTs B Poccuinckyto deneparmio

1. Mpn BBO3e NeKapCTBEHHbIX cpeAcTB B Poccuinckyto defepaumio B TaMOXEHHbIEe
opraHbl Poccunckon ®Pepepauumn Hapsgy € OOKYMeHTamu, MpeacTtaBfieHne KOTopbIX
NpegycMOTPEHO TaMOXEHHbIM  3aKOHOOATeNbCTBOM  TaMOXeEHHOro cowsa wu  (1Mnn)
3akoHopartensctBoM Poccuinckon ®defepaumm O TaMOXEHHOM Jerne, npeacTaBrsioTcs
cnegyouwmne JOKYMEHTbI:

1) cepTucukaT npou3BOAUTENSA FIEKAPCTBEHHOIO CpeacTBa, YAOCTOBEPAOLLMIA
COOTBETCTBME BBO3UMOIO JIEKAPCTBEHHOrO cpeacTBa TpeboBaHUAM dhapMakonenHon craTbu
nmbo B cny4ae ee OTCYyTCTBUSA HOPMATUBHOW AOKYMEHTALUN UM HOPMATUBHOIO AOKYMEHTA;

2) paspelleHune ynosIHOMOYEHHOro dpefepanbHOro opraHa MCNONHUTENBHOM BacTu Ha
BBO3 KOHKPETHOM MapTuX NeKapCTBEHHOro cpeactBa B CryyasiX, YCTAHOBIEHHbIX 4YacTbio 3
ctaTtbh 47 HacToswero degepanbHOro 3akoHa.
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2. [okymMeHTbl, YyKasdaHHble B TnyHktTax 1 uM 2 yactu 1 HacToAwen craTby,
NpeacTaBnaAlTCA B TaMOXeHHble opraHbl Poccuiickon ®Pepepaumm npyv  nNpubbiTvm
neKapCTBEHHbIX cpeacTB B Poccuinckyto ®eagepauuio.

FAPAHT:

Cm. kommeHmapul Kk cmambe 49 Hacmosiwez2o ®edeparibHo20 3aKOHa

Cratba 50. BB0O3 nekapctBeHHblXx npenapatoB B Poccunckyo Pepepauuio ans
FIMYHOTO NCNOJSIb30BaHUSA U UHBIX HEKOMMEPYECKNX Lernen

1. JlekapcTBeHHble npenapatbl MoryT ObiTb BBE3eHbl B Poccuinckyto ®enepauuio 6e3
yyeTta TpeboBaHMWA, NpPeayCMOTPEHHbIX 4Yactamu 1-4 crtaten 47, ctateamum 48 un 49
HacToswero ®efepanbHOro 3akoHa, ecrnn OHU npegHasHa4vyeHbl Ans:

1) NUYHOro MCNONb30BaHUA Uandeckummn numuamu, npudbiBlMMKM B Poccumnckyto
depepaumio;

2) ncnonb3oBaHnsa paboTHUKaMM AMNAIOMaTUYECKOro Kopryca unv npeacrtaBuTensamm
MeXOyHapoOHbIX OpraHn3auun, akkpeamtToBaHHbIX B Poccuinckon denepaumm;

3) neyeHMs NaccaxmpoB M YNEHOB 3KUMAXeW TPaHCMOPTHbIX CPEeACTB, MOe3OHbIX
Opvrag v BoguTenen TpaHCNOpPTHbLIX cpeacTs, NpubbiBLINX B Poccuickyto ®enepaunio;

4) neyeHNs y4acTHWKOB MeXOYHapOAHbIX KYNbTYPHbIX, COPTUBHbLIX MEPOMNPUSATUI U
YYaCTHUKOB MeXOYHapOOHbIX 3KCneaununn;

5) neyeHUs KOHKPETHbIX XMBOTHbIX B 300Mapkax, a Takke >XUBOTHbIX, BBO3MMbIX B
Poccunckyto degepaumto ans y4actnsa B CNOPTUBHBIX U 3PENULLHBIX MEPONPUATUSX.

2. B cnyyasax, npegyCMOTPeHHbIX YacTbio 1 HacToswen ctaTbW, JOMYCKAaeTCs BBO3 B
Poccunckyto depepaumio  nekapcTBeHHbIX MpenapaToB, He 3aperucTpupoBaHHbIX B
Poccuinckon ®epepaunn.

3. JlekapcTBeHHble npenapaTbl, NpeAHasHavyeHHble A1 TYMaHUTapHOW MNOMOLLN
(cogencTBusa) MnNu nNOMOLUM MNpPU  Ype3BblHaMHbLIX CUTyauusix, BBO3ATCA B Poccuiickyio
depgepaumio B rnopsake, yctaHosneHHom [lpaButenbctBoM Poccunckon degepauumn.
3anpelwaeTtcss BBo3 B Poccunckyo degepaumio He3aperMcTpupoBaHHbIX feKapCTBEHHbIX
npenapaToB, NpeAHa3Ha4YeHHbIX ANs1 'yMaHUTapHOW NOMOLLUM (COOENCTBUS) UM NOMOLLM Npu
YypesBbl4arHbIX CUTyaLUNAX.

FAPAHT:

Cwm. kommeHmaput k cmambe 50 Hacmosiweao ®edeparibHO20 3aKOHa

Crtatba 51. CotpygHudecTBo henepanbHOro opraHa WCNOSTHUTENbHOW BracTy,
YNOMHOMOYEHHOro B 0611acT TaMOXEHHOro Aena, U Apyrnx yrnorHOMOYEHHbIX
drefeparnbHbIX OPraHoOB UCMOTHUTENBHOM BAcTU

1. YNonHOMO4YeHHble hefeparbHble opraHbl UCMOSTHUTESNBHOW BRacTy NpeaocTaBnsatoT
B pacnopsikeHue eaepanbHOro opraHa WCMOMHUTENbHOW BRNacTu, YNOSHOMOYEHHOro B
obnacTn TamMOXeHHOro Aerna, rocyaapCTBEHHbIA PeecTp feKapCTBEHHbIX CPEACTB, a Takke
WHOPMaUUIO O BblAAHHbIX paspelleHnax Ha BBO3 KOHKPETHOM MapTUKM NEeKapCTBEHHbIX
CpeacTB B Cny4vasiX, YCTAHOBMEHHbIX 4YacTbio 3 crateu 47 Hactoswero PenepanbHOro
3aKoHa.

2. depepanbHblii OpraH WCNOMHUTENbHOW BMAcTW, YMNOSIHOMOYEHHbI B obnacTtu
TaMOXEHHOro gena, WHGOpMUMpyeT YyKasaHHble B 4actu 1 HacToswen cTaTbu
YNONMHOMOYEHHbIe (heaeparnbHble OpraHbl UCMOMHUTESTbHOW BracTu O BBO3€ JleKapCTBEHHbIX
cpenctB B Poccuickyto depgepaumio M BbiBO3E JleKapCTBEHHbIX cpencts u3 Poccunckon
depepaumm no opme n B nopagke, KotTopble yctaHoBmneHbl NpaButenbcTBom Poccunckom
depepaumn.

FAPAHT:
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Cm. kommeHmapul Kk cmamee 51 Hacmosiuje2o PedeparibHO20 3aKOHa

MnaBa 10. ®apmaueBTUYECKasa OeATENIbHOCTb
FAPAHT:

Cm. ®edeparnbHyto yenesyro rpoepammy “Pazsumue hapmayesmuyeckol U MeOUUUHCKOU
npombiwneHHocmu Poccutickold ®edepayuu Ha nepuod 0o 2020 eoda u OanbHeUuwyro
nepcriekmusy"”, ymeepx0oeHHyto rocmaHosreHuem [Mpasumernscmea P® om 17 cpesparns
2011 e NO91

Cm. Cmpamezauro pazsumusi ¢ghapmauesmuyeckol rnpombiwneHHocmu P® Ha rnepuod 0o
2020 a., ymeepxx0eHHyo rpuka3om MuHnpommopeaa Poccuu om 23 okmsbps 2009 e. N 965

CraTtbsa 52. OcyuwiecTBneHme apmarleBTMYEeCKOn AeATENbHOCTH

1. ®dapmaueBTnyeckan OeATeNlbHOCTb OCYLLECTBASIETCS OpraHusaumsMm  OnTOBOW
TOProBNN feKapCTBEHHbIMW CpeaCcTBaMu, anTevyHbiMUW OpraHnsaumsMn, BeTepuHapHbIMU
anTe4yHbIMM  OpraHmM3aumsiMn,  MHAMBUAYaANbHbIMW  NpeanpUHUMATENAMU,  UMEKLWMMU
NMUEH3NI0  Ha dapMaleBTUYEeCKylD OeATeNbHOCTb, MEeAUUMHCKAMW  OpraHuM3auusiMu,
UMELWUMN  NNLEH3NI0 Ha dapMaueBTUYECKYIO OeATeNbHOCTb, M KX 060COo6neHHbIMM
nogpasgeneHuamm (ambynatopuamu, enbawepckuMmn 1 - enbaepcKo-akyLwepckumm
nyHKTamn, uUeHTpammn (oToeneHmamun) obwen BpavyebHon (CEMEWHOW) NpPaKTUKK),
pPacnosiIOXKEHHbIMU B CENbCKNX MOCENEHUSIX, B KOTOPbIX OTCYTCTBYIOT anTeuYHble opraHm3auuu,
N BeTepUHapHbIMA OpraHuM3auMsMn, WUMELUMU  JIULEH3NI0 Ha dapMaLeBTUYECKYIO
AEATENbHOCTb.
FAPAHT:

Cwm. lNonoxeHue o nuuyeH3uposaHuu ghapmauesmu4yeckol desmesibHoCmu, ymeepX0eHHoe
rnocmaHosneHuem lNpasumenscmea P® om 22 dekabps 2011 2. N 1081

CmMm. AdMmuHucmpamueHbil peanameHm ®@edepanbHol cryxbbl no Had30py 8 cghepe
30pasooxpaHeHUs1 U coyuasibHO20 pal3gumusi Mo UCMOTHEHUK 20Cy0apCmeeHHOU hyHKUUU
o JUUEH3UpOoBaHUK hapMauesmu4yeckol 0esmesibHOCMU, YymeEepPXXOEHHbIU [PUKa3om
MuH3dpascoupaszsumusi Poccuu om 31 0ekabps 2006 2. N 897

CMm. memoduyecKkue yka3aHusi Mo oCcyuecmerieHuto opeaHamu 20cydapcmeeHHoU enacmu
cybbekmos P® nepedaHHbIX nosiHomMo4yul P® no nuueH3uposaHur chapmauesmuyeckou
desimersibHOCMU, ymeepx0eHHble rpuka3om MuH3dpascoupassumusi Poccuu om 6 UOHS
2008 2. N 263H

2. duanyeckme nuua MOryT OCYLLEeCTBMSATb hapMaueBTUYECKYD AesATeNbHOCTb Mpu
HanMuMM BbICLLErO WNU cpedHero apmaueBTUYeckoro ob6pasoBaHuss U cepTudukaTa
cneumanucTa, BbICLUErO WNW CpeaHero BeTepuHapHOro o6pasoBaHWs U cepTudumkaTa
cneumanucTa, a Takke BbICLUErO UMM CPEeAHEro MeauuUMHCKOro obpasoBaHusi, ceptudumkara
cneumanucTa u AOMNOMHUTENbHOIrO NpodeccuoHanbHoro obpas3oBaHMst B 4acTuM PO3HUYHOM
TOProBnM rneKapCTBEHHbIMM Mpenapatamu Mnpu ycrnoBum ux paboTbl B 060COBMNEHHbIX
nogpasfaeneHnsix MeauLUMHCKUX opraHmM3aunii, ykadaHHbIX B YacTy 1 HacTosiLen cTaTbm.

FAPAHT:

Cm. kommeHmaput Kk cmambe 52 Hacmosiweao ®edeparibHO20 3aKOHa

Cratba 53. MNpogaxa, nepegada NeKapCTBEHHbIX CPEACTB OpraHu3auusiMy OnTOBOM
TOProBny NekapcTBEHHbIMU CPpeacTBamu
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OpraHusayum onToBOW TOProBN NIEKAaPCTBEHHBLIMU CPeaCcTBaMM MOMYT OCYLLECTBNATb
npofaxy  JeKapCTBEHHbIX CpeAcTB WM nepejaBatb WX B YCTAHOBMIEHHOM
3akoHogaTenbcTBoM Poccunckon ®efepaunm nopsgke:

1) opyrum opraHusaumsim onToBOW TOProBfiN fIEKapCTBEHHbLIMU CPpeaCTBaMU;

2) npou3BOAMUTENSAM  JIEKApCTBEHHbIX CPeacTB  And  uenem  npou3BoaCcTBa
neKapCTBEHHbIX CPEACTB;

3) anTeyYHbIM opraHM3aumsam U BeTepMHapPHbIM anTeYHbIM OpraHn3aunsaMm;

4) Hay4yHO-uccregoBaTesfibCKUM  OpraHuM3aumMsam  Ond  HayyYyHo-uccregoBaTesibCKon
paboThbl;

5) MHOMBUAYaNbHbLIM npeanpuHMMmaTensam, NMEKLLIUM NUUEH3NI0 Ha
hapMaueBTUYECKYO AEATENbHOCTb UMW JIMLIEH3NIO HA MEOULMHCKYHO AEATENbHOCTD;

6) MeanuUMHCKNM opraHM3aunam, BeTepmMHapHbIM opraHM3aunsm;

7) opraHmsauusiM, OCYLLECTBASKOLWNM pa3BefeHue, BblpalluBaHWe W coaepxaHue
YKNBOTHbIX.

TAPAHT:

Cwm. kommeHmapul kK cmamee 53 Hacmosuweao PedeparibHO20 3aKOHa

CtaTtba 54. [1paBuna onToBOW TOProBn NIeKapCTBEHHbIMU CPpeaCTBaMM

OnTtoBas TOproBens nekapcTBeHHbIMU cpencresamu ocyLlecTBnsaeTcs
NPOU3BOAUTENSMWN  NIEKAPCTBEHHbIX CPeacTB W OpraHu3auusMu  OMNTOBOW  TOProBMM
NeKapCTBEHHbIMU  cpedcTBaMyM N0  MnpaBuriam,  YTBEpPXAEHHbIM  COOTBETCTBYHOLLMMMU
YNOMHOMOYEHHbIMU doefeparnbHbIMU OpraHaMmn UCNOSTHUTENBLHOW BRacTu.
FAPAHT:

O6 ocobeHHocmsx npodaxu riekapCmeEEeHHbIX rpernapamos u u3denuld MeoOUUUHCKO20
Ha3Hay4eHus cMm. rnocmaHosrneHue lNpasumerniscmea P® om 19 sHeapsi 1998 2. N 55

Cwm. kommeHmapul Kk cmamee 54 Hacmosuwieao PedeparibHO20 3aKOHa

CraTtba 55. [Mopsiaok po3HUYHOM TOProBnn NEKapCTBEHHbIMI NpenapaTamm
APAHT:

Cm. T[lopssdok omrycka J11eKapCmMBEHHbIX cpedcms, ymeepXOEHHbIU  puKa3oMm
MuH3dpascoupaszsumusi Poccuu om 14 0ekabps 2005 e. N 785

Cm. OCT 91500.05.0007-2003 “llpasuna omrycka (peanusayuu) reKapcmeeHHbIX
cpedcme 8 anmeyHbix opaaHu3auusix. OCHOBHbIE MOMIOXEHUS", YymB8ePKOEHHbIU MPUKa3oM
MuH30pasa P® om 4 mapma 2003 2. N 80

1. PO3HM4YHass TOpProBnsi NieKapCTBEHHbIMW NpenapatamMum B  KONU4ecTBax,
HeobXxo4MMbIX ONS BbINOMAHEHUS BpavyebHbIX (penbalepCcKknx) HasHayYeHNn nnn HasHavyeHun
crneuvManuctoB B 00nacTm BeTepuHapuK, OCYLLECTBRSIETCS anTeYHbIMW opraHusaumsiMu,
BETEPMHAPHbIMM anTeYHbIMX OpraHM3auuMsaMu, WHOMBUAYaNbHbIMU NpeanpUHUMaTENSAMMU,
UMELWUMM  JIMUEH3NID  Ha  dapMaueBTUYEeCKYld  AeATEeNbHOCTb,  MEeAULUHCKUMM
opraHMsaunaMn, UMEKLWMMN JIMLEH3NI0 Ha d(apMaueBTUYECKyl0 OeATeNbHOCTb, U KX
000Cco06neHHbIMM NogpasgeneHmsammn (ambynaTtopuamn, denbawepckumm n denbalepcKo-
aKylWepcKuMn nyHKTamu, LUeHTpamu (oTgeneHnsmu) obuwen BpavebHoOn (cemenHon)
NPaKTUKKN), PACNONOXEHHbIMU B CENbCKMUX MOCENEHUAX, B KOTOPbIX OTCYTCTBYHOT anTeudHble
opraHusauum, WU  BETEepMHApPHbIMKM  OpraHM3auuMs M,  UMEKLWMMU  NINLUEH3N0  Ha
dapmaLeBTU4EeCKyt0  OesaTenbHoCTb.  PaspelwleHa  po3HUMYHaAss  TOProBns  TONbKO
nekapCTBEeHHbIMW npenapaTaMmu, 3aperMctpmpoBaHHbiMM B Poccuickon depepaumm mnm
N3roTOBMEHHbIMM anTEYHbIMN OpraHn3aunsaMmn, BeTepUHAPHLIMU anTe4YHbIMU OpraHn3aunsamu,
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nHOnBMAYanbHbIMU NpeanpyHUMaTENaMU, UMELMMN NIMLEH3NI0 Ha dapMaueBTUYECKYHO
AEATENbHOCTb.

2. Buabl anTeyHbIX opraHu3auumn 1 npasuna oTrnycka fekapCTBEHHbIX NpenapaToB A1
MeANLMHCKOro NpPUMEHEHNS anTevHbIMuK opraHusaumamu, NHOnBMAYanbHbIMN
npegnpuHMMaTenamMu, UMEKLWMMN NIMUEH3NI0 Ha gapMaueBTUYeCcKyl0 OedATenbHOCTb, a
TaKke npaeBuna OTMyCKa NeKapCTBEHHbIX MNpenapaTtoB And MeOULMHCKOro npUMeHeHUs
MEOVUMHCKAMW  OpraHuM3aumsMn,  UMeWMMn  NUMUeH3Mlo Ha  dpapMaueBTUYECKYHo
AEeATEeNbHOCTb, U X 060Ccob6MeHHbIMU NogpasaeneHamm (ambynaTopuamm, enbaepCcKkMMm
N henbawepcko-akyLepCKMMN MyHKTaMU, LeHTpamu (otaeneHusimun) oblien BpayvebHoun
(cemenHon) NpakTuKn), pacrnofoXXeHHbIMU B CEMbCKMUX MOCENEHUNAX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble oOpraHu3aumn, YTBEpPXOalTCH YNONHOMOYEHHbIM  defeparibHbiM  OpraHoMm
NCNOSTHUTENbHOW BNACTW.

3. [lpaBuna oTnycka HapKOTUYECKUX CPeacTB M MNCUXOTPOMHLIX  BeLecTs,
3aperncTpMpoBaHHbIX B KA4YECTBE fIEKapCTBEHHbIX NpenapaToB, NIEKapCTBEHHbIX NpenapaTos,
coepXallumx HapKoTMYecKne cpencTBa W MNCUXOTPOMHblE BeWecTBa, YTBepXaawTcH
YNOMHOMOY€EHHbIM beaeparnbHbIM OpPraHoM WCMONHUTENBHOW BRAACTW MO COrMacOBaHUIO C
deneparnbHbiM  OpraHOM  UCMOMHUTENBbHOW  BNAcTW, OCYLECTBASIWNM  YHKUUK MO
BblpaboTKe rocyaapCTBEHHOW NOMUTUKMA, HOPMATMBHO-NPABOBOMY PErynMpoBaHuI0, KOHTPOSTHO
n Hagsopy B cdepe obopoTa HapKOTUYECKUMX CPeacTB, MCUXOTPOMHbIX BeELLECTB M UX
NPeKypcopoB, a Takke B 06nact NnpoTMBOAENCTBUS X HE3AKOHHOMY 0DOpPOTY.

4. JlekapcTBeHHble npenapaTtbl 419 BETEPUHAPHOIO NPUMEHEHUS noanexaTt OTnycKy
BETEPMHAPHbIMM  anTeYHbIMWM  OpraHmM3auuMsiMi,  BeTEepUHAPHbIMA  OpraHu3auusmMu,
MHOUBMAYanbHbIMU NpeanpyHUMaTENaMU, UMELUMMN JNIMLEH3NI0 Ha dapMaueBTUYECKYHO
peatenbHocTb. [lpaBuna oTnycka neKapCTBEHHbIX MpenapatoB [Ansi BeTepUHapHOro
NPUMEHEHNA YTBEPXO4AlTCHA YMNONHOMOYEHHbIM beaeparnbHbIM OpraHOM UCMONHUTENBHON
BNacTu.

5. MNepeyeHb MeONLIMHCKNX opraHusaumn, MMerLwmx TTNLIEH3NIO Ha
hapMaueBTUYECKYD OeATeNnbHOCTb, U X 060COBNEeHHbIX nogpasgeneHun (ambynaTopun,
denbawepcknx un  enbawepcko-akyLepPCKUX MyHKTOB, LUEHTPOB (OTAeneHun) obuien
Bpa4yebHON (CemMenHOM) MpPaKTUKK), PacrnoSsIOKEHHbIX B CEIIbCKUX MOCENEHUsX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auuun, a Takke nepedeHb fekapCTBEeHHbIX npenapaToB (3a
NCKITOYEHNEM HAPKOTUYECKMX NIEKAaPCTBEHHbIX NPenapaToB M NCUXOTPOMHbLIX NEKAaPCTBEHHbIX
npenapartoB), NpoAaxa KOTOPbIX MOXET OCYLLEeCTBAATLCA YKa3aHHbIMW OpraHn3aumsMm n nx
060cobneHHbIMM NogpasfneneHus My, YCTaHaBnMBalTCA OpraHaMy UCNOSTHUTENbHOW BacTy
cybbekToB Poccurickon ®enepauuu.

6. AnTeuyHble opraHusauuMM, UHAMBMAYyanbHble nNpeanpuHUMaTEnu, uUMerLme
NULEH3MIO Ha (bapmaueBTUYECKYHO OeATeNbHOCTb, 0083aHbl obecneynBaTb YCTaHOBIEHHbIV
YNOMHOMOYEHHbIM  dbeaeparnibHbiM  OPraHoOM  UCMOMHUTENbHOMW  BRacTu  MUHUMarbHbIN
acCOPTUMEHT NeKapCTBEHHbIX MpenapaToB, HeobxoOuMbIX AN OKa3aHWs MegULMHCKON
MOMOLLIN.

7. AnTeuyHble opraHusauumu, UHAMBMAyanbHble NpeanpuHUMaTEnu, UMeroLme
NULEH3MIO Ha hapMaLeBTUYECKYID AeATENbHOCTb, HAapsiAy C NeKapCTBEHHbIMM npenapaTtamm
uMerT npasBo npuobpetatb W npogaBaTtb M34enua  MEeOULMHCKOro  Ha3HaveHus,
Ae3nHduumpyowme cpeactea, npeameTbl M CPeAcTBa JSIMYHOM TUMMEHbl, Mnocyay Aans
MEAVUMHCKMX Lenen, npeameTbl U CPpeAcTBa, nNpefHasHavyeHHble Ang yxoda 3a 60nbHbIMU,
HOBOPOXAEHHbIMW W AETbMW, He AOCTUMLMMW BO3pacTa Tpex JeT, OYKOBYK ONTUKY U
CpeAcTBa yxoda 3a HeW, MuHeparnbHble BOAbl, NPOAYKTbl JleyebHOoro, LeTCKoro U
ANETNYECKOro NUTaHms, Gronornyeckn akTmBHble 4o6aBku, NaprOMepHbIE N KOCMETUYECKME
CpeacTBa,  MeauMUMHCKME U CaHUTapPHO-MPOCBETUTENbHbIE  MeYaTHble  U3gaHug,
npegHasHa4YeHHble AN nponaraHgbl 30pOBOro obpasa Xu3Hu.
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8. [eaTenbHOCTb anTeudHblXx opraHusauunm BoopyxeHHbix Cun  Poccuickon
depepaumn, Opyrux BOWCK, BOUMHCKMX (OPMUPOBAHUW W  OpraHoB, B  KOTOPbIX
3akoHogaTenbcTBoM Poccuiickon depepaumm npegycMoOTPEeHO MNPOXOXAEHWE BOEHHOW WUNn
NpaBOOXpaHUTENBbHON CrnyXbbl, pernameHTupyeTca Hactoswmm PeneparnbHbIM 3aKOHOM U
YyTBEPXAEHHBIMU COOTBETCTBYHOLWMMN heaepanbHbiM1U OpraHaMy MUCNOSTHUTENBHOW BnacTu
nonoxeHnamun. KoHTponb 3a cobGniogeHMEM YKa3aHHbIMM - anTeYHbIMW  OpraHu3auusamMm
NnofioXXeHnn Hacrtodwero ®eagepanbHOro 3akoHa OCYLLECTBAAETCS COOTBETCTBYHOLLUMMMU
deaepanbHbIMY OpraHamMm UCNOSTHUTESNTbHOW BNacTu.

FAPAHT:

Cwm. kommeHmaput kK cmambe 55 Hacmosiweao ®edeparibHO20 3aKOHa

CtaTtba 56. NaroToBneHne n oTNycK fieKapCTBEHHbIX NpenapaToB
FAPAHT:

Cm. EOuHble nipasuna oGopMeHUss reKkapcms, [pu2omossnseMbiX 8 arnmeyHbIX
yypexoeHusix (npednpusmusix) pasiuyHbIX ¢opM cobcmeeHHOCMU, YMEepPKOEeHHbIe
Mu+Hucmepcmeom 30pasooxpaHeHuss P® om 24 uronsa 1997 a.

1. WsroTtoBneHne nekapCTBEHHbIX MpenapaToB anTeYHbIMWU  OpraHu3aumsmu,
BETEPUHAPHLIMW anTeYHbIMW OpraHu3auusaMn, WUHOUBUAYaANbHLIMU NpeanpuHUMaTensamu,
UMEKLWNMM  JIMLUEH3NI0 Ha apMaueBTUYECKYID OeATeNbHOCTb, OCYLLUECTBMSETCA MO
peuentaMm Ha feKkapCTBeHHble npenapaTbl, No TpeboBaHUSM MEeAULMHCKUX OpraHu3auun,
BETEPUHAPHbLIX OpraHM3auun B COOTBETCTBUM C nNpaBUNiamMn W3rOTOBMEHMS U OTMycKa
NeKapCTBEHHbIX MpenapaToB, YTBEPXAEHHbIMU YMNOMHOMOYEHHbLIM (heaepanbHbiM OpraHoM
NCMONHUTENBbHOW BRacTu.

2. [lpn W3roTOBMEHUN JIEKAPCTBEHHbLIX MNpenapaToB anTeyYyHbIMU OpraHusaumsivu,
BETEPUHAPHLIMU anTeYHbIMU OpraHn3auusaMn, WHOMBUAYANbHLIMA NpeanpUHMMaTENaMMm,
UMEKLWNMM  JIMLUEH3NI0  Ha  bapMaueBTUYECKYD  OeATENbHOCTb, NCNonb3yTCs
dapmaueBTUYeCKMe cybCcTaHUUK, BKIIHOYEHHbIE COOTBETCTBEHHO B FOCY4apCTBEHHbLIA PEECTP
NEeKapCTBEHHbIX CPeAcTB ANd MeAUUMHCKOrO MNPUMEHEHUS W TOCYLapCTBEHHbIN peecTp
NIEKAPCTBEHHbIX CPEeACTB AN BETEPUHAPHOIO NMPMMEHEHUS B yCTaHOBNEHHOM nopsake. He
AOMNycKaeTCsl W3roToBfieHMEe anTeYyHbIMWU OpraHu3auusiMn, BeTepUHapHbIMU  anTe4YyHbIMU
opraHuMsaumsamMu, WHAMBMAYaNbHbIMW NPEANPUHMMATENAMU, UMEKLWMMN  NULEH3NIO Ha
hapMaueBTUYECKYD OeATeNbHOCTb, JIeKapCTBEHHbIX MpenapaToB, 3aperMcTpupoBaHHbIX B
Poccuinckon ®epgepaunn.

3. MapknpoBka fEeKapCTBEHHbIX MpenapaTtoB, W3rOTOBMEHHbLIX  anTEYHbIMU
opraHuvsaumamMu, BeTepuHapHbIMW  anTeYHbIMW  OpraHu3auusaMu,  UHOUBUAYaNbHbIMU
npeanpuHMMaTensiMn, MMERLWUMN JMUEH3NI0 Ha (apmMaueBTUYECKYD OEATENbHOCTb, U
odhopMIieHMe Taknx NpenapaTtoB AOSMKHbI COOTBETCTBOBATbL NpaBusiaM, ykasaHHbIM B YacTtu 1
HaCTOSILLEN CTaTbM.

4. AnTeyHble opraHmMsaunn, BETEPUHAPHbIE anTeyHble OpraHm3aunn, HanBMAyanbHble
npeanpuHMMaTtenu, MMelowmre JnUUEeH3n0 Ha dapMaueBTUYEeCKYD OeATENbHOCTb, HecyT
OTBETCTBEHHOCTb 3a HecobniogeHwe npaBuil U3FOTOBMEHUS M OTMyCKa JleKapCTBEHHbIX
npenapaToB B COOTBETCTBUKN C 3aKoHOAATeNbCTBOM Poccunckon degepaumm.

FAPAHT:

Cwm. kommeHmaput kK cmambe 56 Hacmosiweao ®edeparibHO20 3aKOHa
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Cratbsa 57. 3anpelieHne npogaxun danbcmnumMpoBaHHbIX NTEKAPCTBEHHbBIX CPEACTB,
HegoOpoKa4YeCTBEHHbIX nexkapCTBEHHbIX cpeacTs, KOHTpadaKTHbIX
NeKapCTBEHHbIX CPeACTB

Mpopaxa danbCUdUUMPOBaHHLIX FEKAPCTBEHHbIX CPeacTB, HeaobpokauyeCTBEHHbIX

NeKapCTBEHHbIX CPEeACTB, KOHTPaaKTHbIX NeKapCTBEHHbLIX CPEACTB 3anpeLlaeTcs.
FAPAHT:

Cm. kommeHmaput kK cmambe 57 Hacmosiwezao ®edeparibHOo20 3aKOHa

CraTtbsa 58. XpaHeHne nekapcTBEHHbIX CPEeACTB

1. XpaHeHve neKkapCTBEHHbIX CPeACTB  OCYLeCTBNAeTCA  NpOU3BOAMTENSMU
NeKapCTBEHHbIX CPeacTB, opraHM3aunamMm onTOBOW TOProBfiv JieKapCTBEHHbIMU CpeacTBaMu,
anTeYyHbIMM opraHmsaumnsamu, BETEPUHAPHbLIMU anTeYyHbIMU opraHusaumsmu,
MHOMBUAYANbHLIMU MPeanpuUHUMaTeNaIMn, UMEKLWMMN JIMLEH3UI0 Ha dapMaueBTUYECKYH
OEATEeNbHOCTb WU FIMLUEH3UI0  Ha  MEOUUUHCKYK  OeATeNbHOCTb,  MeaAUMUMHCKUMMN
opraHusaumnsamu, BETEPUHAPHbIMKM  OpraHusaunsamMm n WHbIMM  OpraHusauusmu,
ocyLlecTBNsaWMMN obpalleHne nekapCcTBEHHbIX CPeacTB.

2. [MpaBuna XxpaHeHus1 nekapCTBEHHbIX CPeACTB YTBEpPXA4atTCs COOTBETCTBYHOLLUM
YNOMHOMOYEHHbIM doefeparibHbIM OpraHOM UCMNOSTHUTENbHOW BNACTW.

3. XpaHeHune HapKOTUYECKUX NleKapCTBEHHbIX CPeaCTB, NCUXOTPOMHbLIX NeKapCTBEHHbIX
CpeacTB, pagnodapmaueBTUYECKUX  NeKapCTBEHHbIX  CPeaCTB  OCyLlecTBNAeTcda B
COOTBETCTBUM C 3akoHoaaTenLcTBOM Poccuickon ®eagepaumn.

FAPAHT:

O Mepax Mo yhAy4dWeHU y4ema, XpaHeHusl, 8bIMuUChbIaHUs U UCMOMb308aHUSs
HapKkomuyeckux cpedcme U rcuxomporHbIX eewecms cM. rpuka3d MuHsdpasa P® om 12
Hos16psi 1997 2. N 330

Cwm. kommeHmapul Kk cmamee 58 Hacmosuwieao PedeparibHO20 3aKOHa

MmaBa 11. YHU4YTOXeHue nekapcTBeHHbIX CPeACTB

Ctatbsa 59. OcHOBaHUA U NOPSAOK YHUUTOXEHUS NIEKapCTBEHHbIX CPeaCTB

1. HepobpokayeCTBEHHblE FEKAPCTBEHHblE CpeacTBa, danbCUPUUMPOBaHHLIE
NeKapCTBEHHble CpeacTBa noasiexar U3bATUI0 U3 rpaXkgaHCKoro obopoTa N YHUYTOXEHUIO B
nopsigke, ycraHoBneHHoMm [lpasutenbctBom Poccuiickon ®depepaumn. OcHoBaHMeEM Ons
YHUYTOXEHUSI JIEKapCTBEHHbIX CPEeACTB SBMSETCA pelleHne Bnagenbua JiekapCTBEHHbIX
CpeacTB, peleHMe COOTBETCTBYHOLLEro  YrNOfIHOMOYEHHOro  defdeparibHOro opraHa
NCMOMNHUTESbHOW BRAaCcTU UNn peLleHne cyaa.

2. KoHTpadakTHble rekapCcTBeHHble cpefcTBa noasiexar U3bATUI0 U3 FpaXaaHCKoro
obopoTa U YHUYTOXEHUIO MO peleHuo cyda. [lopsaok YHUUTOXEHUS KOHTpadaKTHbIX
nekapCTBEHHbIX CpeacTB ycTaHaBnueaeTcs NpasutensctBoMm Poccuinckon ®egepaunn.

3. Pacxogbl, cBsi3aHHbIE C YHUYTOXEHMEM KOHTpadaKTHbIX NeKapCTBEHHbIX CPEeACTB,
HeJoOpPOKAYECTBEHHbIX JIeKapCTBEHHbIX CPeacTB, anbCUUUNPOBAHHBIX FEKapCTBEHHbIX
CcpencTB, BO3MELLAOTCS UX BNagenbLeM.

4. Brnapgeneu nekapCTBEHHbIX CpPeACTB [LOMKeH MpeactaBuTb B YMNONHOMOYEHHbIN
defepanbHbI OpraH UCNOSTHUTENBHOW BIIACTU AOKYMEHT UMW 3aBEPEHHYI0 B YCTAHOBIIEHHOM
nopske ero Konuw, NoATBepXaaLme PakT YHUUTOXEHUS NeKapCTBEHHbIX CPeaCTB.

5. CoOTBETCTBYIOLWNA YNOMHOMOYEHHbLIN defepanbHbli  OpraH  UCMOMHUTENBHON
BNacTW, NPUHABLUMIA pelleHne o6 YHUYTOXEHUN NEeKapCTBEHHbIX CPeACTB, OCYLLeCTBRseT
KOHTPOJIb 3a UX YHUYTOXEHUEM.
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6. YHMUYTOXEeHME NekapCTBEHHbIX CPEeACTB NPOM3BOAMTCS OpraHM3auusiMmu, UMerLLnmMm
COOTBETCTBYHOLLYK NULEH3NI0, HA cneumanbHo 060pyaoBaHHbIX MoLwaakax, NosiMroHax n B
cneunanbHO 000pyaOBaHHbLIX NMOMELLEHUAX ¢ cobnogeHmem TpeboBaHu B 06r1actn oxpaHbl
OKpYyXXatoLen cpebl B COOTBETCTBUM C 3akoHoAaTesibcTBoM Poccunckon ®epepauuu.

7. HapkoTuyeckne neKkapCTBEHHble CpeacTBa, MCUXOTPOMHbIE feKapCTBEHHbIE
cpenctea, paguodapMaueBTUYECKMe  JleKapCTBEHHble  CPedCcTBa  YHUYTOXAKTCA B
COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccuiickon degepaumm.

FAPAHT:

Cm. kommeHmapuu Kk cmambe 59 Hacmosiwezao ®edeparibHO20 3aKOHa

MnaBa 12. locypapcTBeHHOE perynmpoBaHue LieH Ha nekapcTBeHHbIe npenapaTbl AN
MeAULMHCKOro NpuMeHeHus

Crtatba 60. [ocygapCTBEHHOE perynupoBaHMe LEeH Ha feKapCTBEHHble npenapaTbl
ANa MeguUMHCKOro NpUMeHeHus

ocygapcTBeHHOe  perynupoBaHMe LeH Ha fekapCTBeHHble npenapatbl  Ans
MeANLMHCKOro NMpUMEHEHUST OCYLLLECTBNAETCS NOCPeLCTBOM:

1) yTBEpPXOEHUS MepPeyYHs KU3HEHHO HEeOOXOAMMBbIX W BaXXHEWLUX NeKapCTBEHHbIX
npenapaToB, BKMIOYEHHbIX B TakOW NepeyeHb Mnog MeXAyHapoAHbIMU HenaTeHTOBaHHbIMU
NN XMMNYECKUMN HAMMEHOBaHUSIMU U COOTBETCTBYHOLLUX CNEaYIOLLMM KPUTEPUSM:

a) nNPUMEHEHWEe KOHKPETHOro JiekapCTBEHHOro nmnpenapata [Ana  OuarHOCTUKW,
npoomnakTukn, rnedyeHns 3aboneBaHui, B TOM u4ucne npeobnagarownx B CTPYKType
3abonesaemocTtn B Poccuinckon ®egepaunu;

6) NpenMyLLLeCTBO KOHKPETHOMO fIeKapCTBEHHOro npenaparta no CPaBHEHUIO C APYrMMu
NeKapCTBEHHbIMM Mpenapatamy Npu  onpegeneHHblx 3aboneBaHun, CUHOPOME  Unun
KNMUHUYECKON CUTyauuu;

B) TepaneBTUYECKad OKBUBAIIEHTHOCTb KOHKPETHOrO JfieKapCTBEHHOro npenaparta
NeKkapCTBEHHbIM NpenapataM CO CXOXMM MeXaHU3MOM hapMaKonormyeckoro 4enNCTBums;

2) yTBEPXOEHUS MeTOOMKM YCTAHOBIEHUS MNPOU3BOAUTENSIMU  JFIEKAPCTBEHHbLIX
npenapaTtoB NpeaenbHbIX OTMYCKHbIX LEH Ha NeKapCTBEHHble npenapaTtbl, BKMIOYEHHblE B
nepevYeHb XNU3HEHHO HEODXOOMMBIX U BaXKHENLLMX SIeKapCTBEHHbIX NpenapaTos;

3) rocyaapCTBEHHOW pernctpaumm yCTaHOBMEHHbIX NPOU3BOAUTENAMM NEKAPCTBEHHbIX
npenapaToB npefenbHbIX OTMAYCKHbIX LEeH Ha feKapCTBEeHHble npenapaTbl, BKMOYEHHbIE B
nepeyeHb XU3HEHHO HEOOXOANMbIX U BaXXHEWNLLMX NEKapCTBEHHbIX NpenapaTos;

4) BeeHNa rocygapCTBEHHOIO peecTtpa npegenbHbIX OTMNYCKHbIX LIeH NPOM3BOANTENEN
Ha nekapCTBEHHble npenapaTtbl, BKIIOYEHHbIE B MepedyeHb XWU3HEHHO HEeoOXOAUMBbIX WU
Ba)KHEMNLUNX NeKapCTBEHHbIX NpenapaTos;

5) yTBepXOeHua MeTOAMKN YCTaAHOBMEHWUS OpraHamu WCMOMHUTENbHOM Bractu
cybbektoB Poccuiickon ®depepaummn npedesibHbIX pa3MepoB  ONTOBbIX HaabaBoK U
npegenbHbiX pPa3MepoB PO3HMYHbIX HagbaBOK K (PakTUYECKMM  OTMYCKHbIM  LieHam,
YCTAHOBIIEHHbIM  MPOU3BOAUTENSMU  NEKAPCTBEHHbLIX MpenapaToB, Ha JeKapCTBEHHbIE
npenapatbl, BKMOYEHHbIE B MNEpeYeHb XKU3HEHHO HeobXOAMMBbIX W BaXXHEWLWKnX
NeKapCTBEHHbIX NpenapaTos;

6) ycTaHOBNEHUA NpeaesibHbIX pa3mMepoB ONTOBbIX HA40ABOK N NpeAenbHbIX pa3MepoB
PO3HUYHbIX HaAbaBoOK K hakTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM NPOU3BOAUTENAMMU
NeKapCTBEHHbIX MpenapaToB, Ha JeKapCTBEHHble rpernapartbl, BKMAOYEHHble B repeyeHb
XN3HEHHO HEOBXOOMMBIX U BaXXHENLLMX JIEKAPCTBEHHbIX NpenapaTos;

7) yTBEPXOEHUS Nopsaka Bblgady npennucaHvui opraHam UCMNOSTHUTENbHOW BRacTu
cybbekToB Poccuiickon degepaumm 0 NnpuBegeHMM B COOTBETCTBME C 3aKOHOAATENbLCTBOM
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Poccunckon depepauumn pelwieHnn o6 yCTaHOBMAEHUW NpeaenbHbIX pa3MepoB OMTOBbLIX
HaabaBoOK M NpeaenbHbIX Ppa3aMepoB PO3HUYHBIX HaAbaBOK K (PaKTUYECKUM OTMYCKHbIM LieHaMm,
YCTaAHOBMEHHbIM MPOM3BOAUTENSAMM FEKApPCTBEHHbIX MpenapaToB, Ha fleKapCTBEHHble
npenapatbl, BKMOYEHHblE B MNEpeYeHb KU3HEHHO HeobXOAMMbBbIX W BaXXHEWLWUX
NeKapCTBEHHbIX MpenapaToB, €CNM OHW MNPUHATbI C HapyleHMeM 3akoHoJaTernbCTBa
Poccunckon depepaumn, B nopsake, YyctaHosrneHHom [lpaButenbctBoM Poccuickon
depnepaumnm;

8) HanpaBrieHnsi YNOoNHOMOYEHHbIM doefiepanibHbIM OPraHOM UCMOMHUTESTbHOW BIlacTu
opraHam wucnonHuUTenbHOM Bnactu cybbektoB Poccunckon depepaumm npegnucaHui o
npuBegeHMM B COOTBETCTBME C 3akoHopaTenbCcTBoM Poccuickon depepauumn NpUHATBIX C
HapylleHMem 3akoHopaTtenoctBa Poccuiickon ®dPepepaumm pelleHnn o6 ycTaHOBEHUU
npegenbHbIX pa3MepoB ONTOBbIX HAA0AaBOK U NpeAernbHbIX PasMepoB PO3HUYHbIX HaabaBoK K
LeHaM Ha NneKkapCTBeHHble npenapaTbl, BKNIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXoaNMbIX U
Ba)KHEMNLUNX NeKapCTBEHHbIX NpenapaTtos;

9) ocywecTtBneHus enepanbHOro rocygapCTBEHHOro Haasopa B cepe obpalueHus
NEeKapCTBEHHbIX CPeACTB U pernoHaribHoOro rocygapCTBEHHOr0 KOHTPONA 3a NpUMEHEeHueM
LUEeH Ha nekapCTBEHHble npernapaTbl COOTBETCTBEHHO YMNOMHOMOYEHHbIMU beaepanbHbIMU
opraHamn MWCMNOSIHUTENbHOM BNactTM W oOpraHamMu UCMNOSIHUTENBHOM BNacTn CyObLEeKToB
Poccuinckon  ®depepaumm  cornacHo WX KOMMNeTeHUMM B nopsagke, YCTaHOBIIEHHOM
MpaesutensctBoM Poccuinckon denepaunm;

10) npyMmeHeHust NpeayCMOTPEHHbIX 3akoHodaTenbcTBOM Poccuinckon Pepepauunm
Mep OTBETCTBEHHOCTM 3a HapyweHue nopsgka ueHoobpasoBaHWA Ha  XKU3HEHHO
Heobxoa4MMble U BaXKHEeNLINe neKkapCTBEHHbIE NpenapaTbl.

FAPAHT:

Cm. kommeHmaput kK cmambe 60 Hacmosiwezao ®edeparibHO20 3aKOHa

Crtatba 61. [ocygapCTBeHHasi permcrtpauusi YCTaHOBMEHHbLIX MPOU3BOAUTENSMN
NeKapCTBEHHbIX npenapaTtoB npeferbHbIX OTMYCKHbIX LUEH Ha >XU3HEHHO
HeobXxoauMble N BaXKHEWLLNE NekapCTBEHHbIE NpenapaTthl U Ux npogaxa

1. YcTaHOBNeHHble MNPOU3BOAUTENSAMU JIeKapCTBEHHbIX MpenapaTtoB npefesibHble
OTNYCKHblE LEHbl Ha JNeKapCTBEHHble npenapatbl, BKIOYEHHble B MNepeyvYeHb XKU3HEHHO
HeoOXOAMMBIX U BaKHEMLWMX NeKapCTBEHHbIX MNpenapatoB, noAanexaT rocyaapCTBEHHON
peructpauuu.

2. YcTtaHOBMEeHHaa npousBoauTeneM JleKkapCTBEHHbIX MpenapaTtoB rpeaeribHas
OTNYCKHaA LeHa Ha feKapCTBEHHbIN npenapaT, BKMAYEHHbIA B MNepevYeHb >KU3HEHHO
HeOOXOOMMBIX U BaKHENLWIMX NeKapCTBEHHbIX MNpenapatoB, MOANEXUT roCyAapCTBEHHOM
peructpauuun, ecrnv oHa He npesbilaeT pasmep UeHbl Ha JaHHbIA flekapCTBEHHbIM npenapar,
paccYMTaHHbIN B  COOTBETCTBUM C  YTBEPXOEHHOM B  nopsagke, yCTaHOBMIEHHOM
MpasutensctBoM Poccunckon depepaunmmn, MeToaMKOM YCTAHOBMAEHUA MNPOU3BOAMTENAMMU
NeKapCTBEHHbIX MnpenapaToB MpefesibHbIX OTMYCKHbIX LEeH Ha nekapcTBeHHble npenapaTbl,
BKMIOYEHHbIE B MepeyYeHb XXU3HEHHO HEOOXOAMMbIX W BaXHEWMWUX NeKapCTBEHHbIX
npenapaTtoB. [aHHOM MeTOAMKOW npefycMaTpuBaeTCs ANA JeKapCTBEHHbIX NpenapaTos,
Haxogdwmxcs B obpaweHun Ha Tepputopum Poccuinckon  depepaummn, pacyeT
CpeOHeB3BeLUEHHON (PaKTUYEeCKOM LieHbl OTrycKka, cpedHeB3BELUEeHHON (PaKTU4EeCKOW LiEHBbI
BBO3a JIeKAapCTBEHHOrO nMpenapaTta 3a rod, npeflwecTBYOWUN agaTte npencTaBfeHus
npegenbHOM OTMYCKHOM LUeHbl Mpou3BOAMTENS Ha JeKapCTBEHHbIM npenapaT Ha
rocygapCTBEHHYHO perncTpaumio, a Ans fiekapCTBEHHbIX NpenapaTtoB, He MNOCTynaBLUMX B
obpalleHne Ha Tepputopumn Poccuiickon degepaumm, n Onsa OpUrMHanbHbIX NeKapcTBEHHbIX
npenapaToB pac4yeT POCCUNCKMMN NPOU3BOAUTENAMM NEKAPCTBEHHbIX NpenapaToB pacxonos,
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CBSI3aHHbIX C pa3paboTKoW, NPOU3BOACTBOM, peanusaumen nekapCcTBEHHOro npenapara,
yKaszaHue WHOCTPaHHbIMU MPOU3BOAUTENSMU pasMepa MUHUMAanbHOW OTMYCKHOM LeHbI
Npoun3BOAUTENS Ha NeKapCTBEHHbIM npenapaTt B rocygapctee MNpou3BOAUTENS U APYrnx
rocygapcreax, rge OH 3apermctpupoBaH, C Y4eTOM pacxodoB, CBSA3AHHbBIX C TaMOXEHHbIM
opopMreHneM (TaMOXEHHOW MOWSIMHbI UM TaMOXEHHbIX COOpPOB 32 TaMOXEHHoe
odpopMIIEHME), U TPAHCMOPTHbLIX PACXOLOB.

2.1. lNpu npoBefeHnn pacyeTta npenenbHOM OTMYCKHOW LeHbl Hapsagy C AaHHbIMU,
npesyCMOTPEHHbIMU YacTbHo 2 HACTOSALWEN CTaTbU, YYNTbIBAETCS:

1) B OTHOLIEHMM POCCUMCKOrO MNPOU3BOAUTENA - LeHa Ha aHanorumyHole (no
MeXOyHapogHOMY HernaTeHTOBaHHOMY HanMeHOBaHUI0, JlekapCTBEHHOW hopMe U 03UPOBKE)
rflekapCTBEHHbIE NpenapaTbl, Npon3seneHHble Ha TeppuTopun Poccumnckon ®egepauum, nmdo
B Clly4ae UX OTCYTCTBMS LieHa Ha aHasiorMyHble MHOCTPaHHblEe JieKapCTBEHHbIe npenapaThl,
HaxoasLmMecs B rpaxgaHckoMm obopoTe Ha Tepputopumn Poccuinckon degepaumm;

2) B OTHOLWEHUM MHOCTPAHHOIO MPOU3BOAUTENS - LEeHa Ha aHanorndHble (no
MeXAyHapOoaHOMY HenaTeHTOBaHHOMY HauMEHOBaHWIO, NIeKapCTBEHHOW (bopMe 1 JO3UPOBKE)
NeKapCTBEHHble MpenapaTtbl, Haxodswuecs B rpaxgaHckom obopoTe Ha Tepputopumn
Poccuinckon ®epepaunn.

2.2. Ha ocHoBaHuK nogaHHoro Ao 1 okTaAbps Kaxgoro roga 3asiBfiEHUS pOCCUMACKOro
NpOu3BOAUTENS NEKapCTBEHHbIX MNpenapaTtoB, BKIKYEHHbIX B MepeyYeHb XKU3HEHHO
HEOOXOOUMBIX N BaXKHEWWWX  JleKapCTBEHHbIX  MpenapaTtoB, 3aperncrpupoBaHHas
npegenbHas OTNYCKHAs LeHa Ha NeKapCTBEHHbIN npenapaT B Cllydae M3MEHeHUs LieH Ha
Cblpb€ UM MaTepuanbl, HaknagHbIX pPacxodoB, a TakkKe WUCxoasa U3 YCTaHOBSIEHHOrO
deaepanbHbIM 3aKOHOM O dhefiepanbHOM BogKeTe Ha COOTBETCTBYHOLWMIA (ODMHAHCOBbLIN rog U
Ha  NJaHOBbLIN  Nepuog  MPOrHO3UPYEMOrO  YPOBHA  UHANAUMM  MOXeT  ObITb
nepeperucTtpypoBaHa, HO He Yawe 4YeM OOWH pa3 B KaneHdapHOM rogy B nopsiake,
YCTaHOBIIEHHOM YacTsMu 2 1 2.1 HaCToSALWEN CTaTbMu.

3. MNpogaxa nekapcTBEHHbIX NpenapaToB, KOTOPbIE BKMOYEHbI B NepeyYeHb XU3HEHHO
HEOOXOOUMbBIX U BaXXHEWWWX JeKapCTBEHHbIX MpenapatoB W Ha KOTopble He
3apermctpupoBaHa YCTaHOBMEHHasi MNpPOM3BOAMTENSMU  NEKapCTBEHHbIX  npenapaToB
npefenbHasi OTMYCKHas LUeHa Ha JiekapCTBEeHHble rnpenapatbl, BKIOYEHHble B MNepeyvYeHb
XN3HEHHO HEOOXOANMbIX U BaXXHEWLLMX NEKapCTBEHHbIX NpenapaToB, He JONYCKaeTCs.

FAPAHT:

Cm. kommeHmaput kK cmambe 61 Hacmosiweao ®edeparibHo20 3aKOHa

CratbAa 62. [ocyaapCTBEHHbIM pPeecTp npeaesibHbIX OTMYCKHbIX LieH Npou3BoauTenemn
Ha JIeKapCTBEHHble npenapaTtbl, BKIOYEHHbIE B MepeyYeHb XU3HEHHO
HEeOBXOOUMbIX U BaXXHENLLMX JIeKapCTBEHHbIX NpenapaTos

1. 3apernctpupoBaHHble npeferibHble OTMYCKHble LUeHbl Ha JleKapCTBEHHble
npenapaTbl, BKMIOYEHHbIE B MNepeyYeHb KU3HEHHO HeOBXOAMMLIX W BaXHEeWLKnX
NEeKapCTBEHHbIX MpenapaToB, MOANexXaT BKMOYEHUI0 B OCYLapCTBEHHbBIA  peecTp
npegenbHbIX OTNYCKHbIX LEeH NPOM3BOAUTESNEN HA NEeKapCTBEHHbIE NpenapaTbl, BKAOYEHHbIE
B MepeYeHb XN3HEHHO HEOOXOAMMbBIX N BaXXHENLLNX NEKapCTBEHHbIX NpenapaTos.

2. locypoapCTBEHHbIN peecTp npefenibHbIX OTMYCKHbIX LUeH npou3BoguTenen Ha
NeKapCTBEHHble MpenapaTbl, BKIKYEHHbIE B MNEpPeYeHb >KU3HEHHO HeobXxoauMbIX U
BaXKHEMLUNX NeKapCTBEHHbIX NpenapaToB, COAEPXKUT B cebe crneaytoLyo MHdpopmaLmio:

1) HaMMeHoBaHWEe NPOU3BOANTENS NEKAPCTBEHHOMO Npenapara;

2) HaMMeHOBaHWe neKapCTBEHHOro npenaparta (MexayHapogHoe HenaTeHTOBaHHoe
NI XMMUYECKOE N TOProBoe HavMeHOBaHUs);

3) HoMep perncTpaunoHHOro yaoCcToBepEeHNs NekapCTBEHHOro npenaparTa;
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4) nekapcTBeHHas opma C ykasaHMeM LO3VPOBKM NeKapCTBEHHOro rnpenapaTa u ero
KOnmMyecTBa BO BTOPUYHOM (MOTPebUTEenbCcKon) ynakoBKe;

5) 3apeructpmpoBaHHas npeaenbHas oTNyckHas ueHa B pyonsx;

6) paTta rocygapCTBEHHOW perncrtpaumm npefenbHoOM  OTMYCKHOW  LUeHbl  Ha
neKkapCcTBEHHble MpenapaTbl, BKIOYEHHbIE B MNepeyvYeHb KU3HEHHO HeobxoaumbIX U
BaXKHEWMLLMX NeKapCTBEHHbIX NpenapaTos.

3. locygapcTtBeHHasa peructpaums npefesribHbiX OTNYCKHbIX LEH Ha JieKapCTBEHHble
npenapatbl, BK/MIOYEHHble B MNepeyeHb KU3HEHHO HeobXoOAMMbIX U BaXHEWLMX
NeKkapCTBEHHbIX MpenapaToB, BeJeHWe rocygapCTBEHHOro peectpa npefersibHbIX OTMYCKHbIX
LUeH Npoun3BoAMTENEN Ha NeKapCTBEHHble rnpenapaTtbl, BKIIOYEHHbIE B NepeyeHb XU3HEHHO
HeOBXOAMMbIX M BaXHEWLLMX JeKapCTBEHHbIX npenapaToB, OCYLLEeCTBNATCA B MOpsake,
ycTaHoBreHHoM [paButensctBoMm Poccuiickon ®enepauuu.

FAPAHT:

Cwm. kommeHmapul Kk cmamee 62 Hacmosuwieao PedeparibHO20 3aKOHa

Ctatba 63. YcraHoBneHWe opraHamMy WCMOSHUTENbHOM BRacTu CyObLEKTOB
Poccuinckon ®epepaumn npegenbHbiX pas3mMepoB OMNTOBbIX HaabaBOK u
npefenbHbiX Pas3MeEpPoOB PO3HUYHbLIX HaAbaBOK K (PAKTUYECKMM OTMYCKHbIM
LeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSMU NEeKapCTBEHHbIX MpenapaTos, Ha
fleKapCTBEHHble npenapaThbl 419 MeANLNHCKOro NpMMEHeHUs

1. OpraHbl  ucnonHuTenbHoM Bnactu cybbektoB  Poccuiickon  Pepepauuu

yCTaHaBnMBalOT nMpedefibHble pa3mepbl OMNTOBbIX HagbaBOK M npedenbHble  pasMepbl
PO3HUYHBLIX HaAbaBOK K pakTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM NPOM3BOANTENAMM
NEKapCTBEHHbIX MpenapaToB, Ha JeKapCTBEHHble Mpenapartbl, BKIOYEHHbIE B MNEPEYEHb
XXWU3HEHHO HEeOobXOOUMbIX M BaXKHEWLLIMX NEeKapCTBEHHbIX MpenapaTtoB, B COOTBETCTBUU C
yTBEPXOEHHON B nopsiake, yctaHoBreHHoM [lpaButenbctBoM Poccunckon Pegepauuum,
METOAMKOW YCTaHOBMEHUS opraHaMm WCMOMHUTENBHOW BRnactn cybbektoB Poccuinckon
depnepaumm npegenbHbIX pasMepoB ONTOBbIX HAA0ABOK N NpeaenbHbIX Pa3MepoB PO3HUYHbIX
HagbaBoOK K  (pakTMY4EeCKMM  OTMYCKHbIM  LeHaM, YCTaHOBMEHHbIM MNPOU3BOAUTENAMM
NIEKapCTBEHHbIX MpenapaToB, Ha JEKApCTBEHHblE Mpenaparbl, BKAOYEHHbIE B MeEpeYeHb
XXWU3HEHHO HEOBXOOMMbIX N BaXXKHENLLNX NEKAPCTBEHHbIX NpenapaTos.

FAPAHT:

Cwm. lNpasuna ycmaHoeneHusi rnpeodesibHbIX pa3mMepos8 OrnmosbiX U rnpedesibHbIX pasmepos
PO3HUYHbIX HadbasoK K (hakmu4yeckuM OmIyCKHbIM UeHaM rpoudsodumerniel Ha
fiekapcmeeHHble rperiapambl, B8K/TOYEHHbIe 8 epevyeHb XU3SHEHHO HeobxoduMbix U
BaXXHeUWUX JleKkapCmeeHHbIX rnpernapamos, 8 cybbekmax P®, ymeepxxO0eHHble
rnocmaxosneHuem lNpasumenscmea P® om 29 okmsabps 2010 a. N 865
2. OpraHusaumm OnToOBOW TOProBnn 1 (MNN) anTeYHble opraHM3aumm, MHANBMUAYasbHbIE
npegnpuHMaTenu, UMelWmMe  NULEH3NID  Ha  (papMaueBTUYECKYHD  AeATENbHOCTb,
OCYLIEeCTBMAIT peanu3auuio NeKapCTBEHHbIX npenapaToB, BKIOYEHHbIX B MNepevYeHb
XW3HEHHO HEOOXOOUMbIX N BaXXHEWLIMX JleKapCTBEHHbIX MpenapaToB, MO LeHaM, YPOBEHb
KOTOpbIX He npeBblllaeT CyMMy (aKTUYECKOW OTMYCKHOW LEHbl, YCTaHOBSIEHHOM
Npon3BoAMTENEM JIEKAPCTBEHHbIX NpenapaTtoB M He MpeBblLalOWEn 3aperncTpMpoBaHHOM
npegenbHOM OTMYCKHOM LeHbl, U pa3mep ONToBOM Hagbaskum wn (Mnv) pasmep PO3HUYHON
HagbaBku, He npeBbllaloLne COOTBETCTBEHHO pa3mepa npenenibHOoM OnToBOWM HagbaBku U
(vnn) pasmepa npeaenbHON PO3HUYHOM HaabaBKK, YCTAHOBIEHHbIX B CybbekTe Poccuickon
depepaumn.
3. OpraHbl ucnonHUTenbHOM BRnactu cybbektoB Poccunckon depepaumm pasmeLiatort
B ceTn "MIHTepHeT" nnun onybrmMkoBbIBalOT MHpOpMaLMIO O 3aperMcTpupoBaHHON NpeaesibHOn
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OTNYCKHOW LieHe Ha neKapCTBEHHble npenapaTbl, BKMOYEHHbIE B MNepeyYeHb XXU3HEHHO
HeobXO4MMbIX N BaXXHEWLUNX NEKapCTBEHHbIX npenapaTtoB, 06 YCTaHOBMEHHbIX B CybbekTe
Poccunckon ®depepaummn pasmepe npedenbHOn ontoBon HagbaBku M (unv) pasmepe
npegenbHOM PO3HUYHOM HagbaBKM K YCTAHOBIIEHHbIM MNPOWU3BOAUTENSIMU NEKAPCTBEHHbIX
npenapaToB PakTUY4ECKUM OTMYCKHbIM LieHaM Ha fieKapCTBEHHbIE npenapaTbl, BKITIOYEHHbIE B
nepeyYeHb >XM3HEHHO HEOOXOAMMBIX W BaXHEWLWWUX JleKapCTBEHHbIX npenapaTtoB, U 006
yKaszaHHOW B 4acTm 2 HacTtosdwen crtatbn cymme. WH@opmauus, npenycMoTpeHHas
HacTOsILLEeN YacTblo, AOSMKHA pa3MellaTbCs Takke B anTeudHbIX opraHusauusx B LOCTYMHOM
ANA  CBedeHUst BCeX 3auvHTepecOBaHHbIX vl dopMe U OBHOBNATbCA MO Mepe ee
onyGnMKoBaHus.

4. MNpuHATbIE C HapyweHneM 3akoHopaTtenbctBa Poccunckon depepaumm pelleHus
OpraHoB WCMNONHUTENbHOW Bnactn cybbekta Poccunckon depepauum o6 ycTaHOBNEHUU
npegenbHbIX pasMepoB ONTOBbIX HAA0aBOK U NpefenbHbIX pasMepoB PO3HUYHbIX HaabaBoK K
3aperncTpupoBaHHbIM MNpefenbHbIM  OTNYCKHbIM LieHaM Ha JiekapCTBEeHHble npenaparbl,
BKMIOYEHHblE B MepeyeHb KU3HEHHO HeOobXOoOUMbIX W BaXXHEWLWMX NeKapCTBEHHbIX
npenapaToBs, nognexaT OTMeHe B cyaebHOM nopske.

FAPAHT:

Cwm. kommeHmapul Kk cmamee 63 Hacmosuwieao PedeparibHO20 3aKOHa

naBa 13. MoOHUTOPMHI 6€30NacHOCTU NeKapCTBEHHbIX NpenapaToB, HaxoAALWMXCA B
obpaweHuun Ha Tepputopumn Poccumnckon Pepepaumm

Crtatbs 64. MOHUTOPUHI 6€30MacHOCTM NIeKapCTBEHHbIX NpenapaToB

1. JlekapcTBeHHble MpenapaTbl, Haxogawumecda B obpaleHuM Ha TeppuTopun
Poccunckon depepaumn, noanexat MOHUTOPUHTY 6Ge3onacHOCTM B Lenax BbISBEHUS
BO3MOXHbIX HEraTMBHbIX MOCMEACTBUM UX NPUMEHEHUS, NPeaynpexaeHns naumeHToB U ux
3alUNTbl OT NPUMEHEHUST TaKNX NpenapaTos.

2. MoHuTopmHr ©€e30MacHOCTU NEKAPCTBEHHbLIX NpenapaTtoB  OCYLIECTBASETCA
YNONHOMOYEHHbIM befeparibHbIM OpPraHOM MWCMOSIHUTESNBHOM BflacTU Ha BCex 3Tanax Mx
obpalueHnsa Ha TeppuTopum Poccuinckon degepaumn.

3. CyObektbl o0bpalweHuss rekapCTBEHHbIX cpeacTB o06s3aHbl  coobuwatb B
YCTAHOBIEHHOM  YMNOMIHOMOYEHHbIM  heaeparnbHbiM  OPraHOM  UCMOJSTHUTENbHOW  BnacTu
nopsgke o060 Bcex crnydadx noboYHbIX OEWCTBUW, HE YyKa3aHHbIX B WHCTPYKUUKM MO
NPUMEHEHNIO NEKAPCTBEHHOrO npenaparta, O CePbE3HbIX HeXenaTesnbHbIX —peakuunsx,
HernpeaBUAOEHHbIX HeXenaTernbHbIX peakunax npu NpUMEHEeHNN nekapCcTBEHHbIX NpenapaTos,
006 0COBEHHOCTSIX  B3aMMOLEWUCTBUS  NEKAPCTBEHHbLIX  MNpenapatoB C  APYrMMuM
nekapCTBEHHbIMW MpenapaTtamMu, KOTopble Obifiv BbISBMEHbI NPU NPOBEAEHUN KINHUYECKUX
nccnegoBaHUn U NPUMEHEHUM NEKapCTBEHHBIX NpenapaTos.

4. 3a HecoobueHMEe WU COKpbITUE CBEOEHUW, MPeayCMOTPEHHbIX YacTbi 3
HacTosILEN cTaTbW, Nnvua, KOTOPbIM OHU CTann MU3BECTHbl MO poay MX npodeccruoHanbHom
AeATenbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuimckon
depgepaumn.

5. Tlopagok  OCywecTBAEeHUs  MOHUTOpPUHra  6e30nacHOCTUM  JIeKapCTBEHHbIX
npenapaTtoB, pernctpaumm noboyHbIX AOENCTBUM, CEPbE3HbIX HEeXenaTemnbHbIX peakuun,
HenpeaBUAEHHbIX HEXeNaTeNbHbIX Ppeakunin Npyu NPUMEHeHN NeKapCTBEHHbIX NpenapaTtos, B
TOM 4ucne npencraBneHns MHgopmauum o6 3TOM, yCTaHaBnMBAETCS YMNOSIHOMOYEHHbIM
deaepanbHbIM OpraHOM UCNOMHUTENbHOW BRACTM.

FAPAHT:
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CmMm. Memoduyeckue pekomeHOauyuu "OpeaHu3ayusi criyxbbl MOHUMopuHaa be3onacHocmu
fiekapcmeeHHbIX  cpedcme  (chapmakoHad3opa) 8  KOMMaHusiXx  rpou3sooumerssx
JilekapcmeeHHbIX cpedcme unu  Odepxamesisix peaucmpauyuoHHbIX yodocmoegepeHuu”,
ymeepxx0eHHble Poc3dpasHad3zopa om 25 okmsbps 2008 e.

Cwm. kommeHmaput kK cmambe 64 Hacmosiweao ®edeparibHO20 3aKOHa

CraTtba 65. [NpruocTaHoBNEHNE NPUMEHEHUS NIEKAPCTBEHHOIO NpenapaTa

Mpn nony4yeHmn nHgopmMaumm o NO6OYHbIX AENCTBUSX, HE YKa3aHHbIX B MHCTPYKLUN NO
NPUMEHEHNI0  NeKapCTBEHHOro npenaparta, Cepbe3HblX HexenaTenbHbIX — peakuusx,
HenpeaBUAEHHbIX HeXenaTernbHbIX peakuusax npyv npuMeHeHUn fiekapcTBeHHOro npenapara,
06 0COBEHHOCTAX ero B3anMoAeNCTBMSA C APYrMMU NeKapCTBEHHbIMU NpenapataMu, KoTopble
MOryT NpeacCTaBNATb Yrpo3y >XMU3HW WNU 300POBbI0 MAUMEHTOB, a Takke CBeOEeHUW, He
COOTBETCTBYHOLUNX CBEAEHUSIM O fleKapCTBEHHOM npenapaTe, coaepXaluMMmcs B UHCTPYKLMK
Nno ero MpuUMEHEHUIo, YMNONMHOMOYEHHbIN doedeparibHbli OpraH MCNOSTHUTENbHOW BracTu
paccmaTpMBaeT BOMPOC O BO3MOXHOCTW  MNPUOCTAHOBMNEHUA  MPUMEHEHUS  Takoro
NeKapCTBEHHOro npenapara B Mopsake, YCTaHOBMNEHHOM YMOSHOMOYEHHbIM dhefepanbHbiM
OpraHoM MCMOMHUTENBbHOW BNacTu.

FAPAHT:

O npedocmasrneHuu meppumopuarbHbiMu YrpasneHusmu Poc3dpasHad3opa UHghopmauuu
0 HedobpoKka4yeCmeBEeHHbIX U banbCuhuUupOBaHHbIX JIeKapCMEEHHbIX cpedcmeax CM.
npuka3 ®edeparnbHou criyx6bbl Mo Had30py 8 coepe 30pasooXpaHeHuUss U coyuaribHo20
passumusi om 8 ¢pesparsi 2006 2. N 255-I1p/06

Cwm. kommeHmapul Kk cmamee 65 Hacmosuweao PedeparibHO20 3aKOHa

CraTtbsa 66. VIHpopmaums 0 pesynbTatax MOHUTOPUHra 6€30MacHOCTU SIeKapCTBEHHbIX
npenapaTos

YNOMHOMOYEHHbIN (beaeparnbHbI OpraH UCMOMIHUTENBHOW BNAacTW, OCYLLECTBASIOLWNIA
MOHUTOPUHI ©E30MacHOCTM NEeKapCTBEHHbLIX MpenapaToB, HaxoOsWwMxcs B obpalleHun Ha
Tepputopun Poccuinckon ®epepauun, no pesdyrnbTataMm MOHUTOPUHra pasMellaeT Ha CBOeEM
odovumnanbHoM cante B ceTu "MIHTepHeT" MHopMaLMo O NPUHATBIX PELUEeHUsIX O BHECEHUN
N3MEHEHNSA B MHCTPYKLMIO NO MPUMEHEHUIO NNeKapCTBEHHOrO npenapaTa, 0 NPUoOCTaHOBNEHUN
NPUMEHEHNSA NEeKapCTBEHHOro npenaparta, 06 m3bsATMM M3 obpalleHns nekapcTBEHHOro
npenapaTa unn o BO306HOBMEHUM NPUMEHEHUS NEKAPCTBEHHOIO npenapara.

FAPAHT:

Cwm. kommeHmapul Kk cmamee 66 Hacmosuwieao PedeparibHO20 3aKOHa

Nnasa 14. UHpopmauma o nekapCcTBEeHHbIX Npenapartax

CraTbs 67. VIHbopmaums 0 nekapCTBEHHbIX Npenapartax

1. WHcopmaumss O nekapCTBEHHbIX npenapaTax, OTnyckaeMblXx MO peuenTty Ha
rneKkapCTBEHHbIN npenapar, AOJPKHaA codepXaTbCs TOSbKO B Cneumanu3npoBaHHbIX U30aHuUsX,
npegHasHa4yeHHbIX Ans MeAUUUHCKMX, dapmMaueBTUYECKMX, BeTEepUHapHbIX pPabOTHMKOB.
NHdopmaumss 0 nekapCTBEHHbIX npenapatax Ans cneunanuctoB B obnactu obpalieHus
NEeKapCTBEHHbIX CPeacTB MOXET coAepaTbCsi B MOHOrpadusax, cnpaBOYHMKaX, Hay4YHbIX
cTaTbsX, B JOKMagax Ha KOHrpeccax, KOH(epeHuusiX, CMMNo3nymax, HaydHbIX coBeTax, a
TaKkKe B MHCTPYKUMSX NO NPUMEHEHUIO NTEKAPCTBEHHbIX NpenapaTos.
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2. NHdopmaumsa O nekapCTBEHHbIX MNpenapartax, oTnyckaemblx 6e3 peuenta Ha
NeKapCTBEHHbIA Npenapart, MOXeT coAaepXaTtbCs B Nybnukaumsx u obbaABNeHMsX CPeacTs
MaccoBOM MHOpMaLMK, creumnanmampoBaHHbIX N 0OLLMX NeYaTHbIX U3AAaHUNAX, MHCTPYKUNAX
No MPUMEHEHUNIO NEKapCTBEHHbLIX MpenapaTtoB, MHbIX M3AaHuUsX cybbekToB obpalleHus
NeKapCTBEHHbIX cpeacTB. PeknamHble MaTtepuanbl O JfeKapCTBEHHOM Npenapare,
oTnyckaemMom 6e3 peuenTa Ha neKapCTBEHHbIM npenapaT, LOMKHbl COOTBETCTBOBATb
WHCTPYKLUUKN NO NPUMEHEHUIO NIEKAPCTBEHHOMO Npenapara.

3. [onyckaetca ucnonb3oBaHue mnobbIX MaTtepuanbHbIX HOCUTENEW, MO3BOMAOLLNX
XpaHUTb, NepeaaBaTtb M UCMNOMb30BaTb MHMOPMALMIO O NIEKAPCTBEHHbIX Npenapartax 6es3 ee
NCKaXKeHNS.

FAPAHT:

Cwm. kommeHmaput kK cmambe 67 Hacmosiweao ®edeparibHo20 3aKOHa

MnaBa 15. OTBeTCTBEHHOCTb 3a HapylleHue 3aKkoHoaaTenbcTBa Poccunckon
depepaumm npu obpalleHUn NnekapcTBeHHbIX CPeaCTB U BO3MeLleHne Bpeaa,
NPUYUNHEHHOrO 340POBbLIO rpaXxaaH BcrneacTBue NpPMMeHeHUs NeKapCcTBeHHbIX

npenapaToB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapyleHue 3akoHogaTenbcTBa Poccuickon
depepaumm npu obpaLleHnn NekapCTBEHHbIX CPeACTB
HapyweHue  3akoHogjatenbctBa Poccuinckon  ®depepaummn npu  obpaweHum
NeKapCTBEHHbIX CpeacTB BriedeT 3a cobon OTBETCTBEHHOCTb B  COOTBETCTBUM C
3akoHogartenbcTBoM Poccuinckon ®eagepaunn.
FAPAHT:

Cwm. kommeHmapul Kk cmamee 68 Hacmosuwieao PedeparibHO20 3aKOHa

Cratba 69. Bo3mellueHue Bpeda, NPUYMHEHHOrO 340POBLI0 pakgaH BCNeacTeue
NPUMEHEHNsA NekapCTBEHHbIX NpenapaToB

1. [lpousBoguTenb fekapCTBEHHOro rnpenapata o0643aH BO3MeCTUTb  Bpef,
NMPUYMHEHHBI 300POBbIO FpaXkgaH BCNeAcTBME NPUMEHEHUS NeKkapCTBEHHOro npenaparta,
eCnun JoKasaHo, YTo:

1) nekapcTBEHHbI npenapat MPUMEHSNCA MO Ha3Ha4YeHW0 B COOTBETCTBUM C
WHCTPYKLUMEN nNo NpUMEHEHMIO NIeKapCTBEHHOrO npenapaTa U NpUYMHOM Bpeda SBUICS BBO[, B
rpaXgaHckum obopoT HeJobpoKavyeCTBEHHOMO NeKapCTBEHHOIO npenapara;

2) Bpea 300pOBbH0  MPUYMHEH  BCNeACTBME  HEOOCTOBEPHOM  MHApopMauum,
cogepxallemcs B WMHCTPYKUMM NO MNPUMEHEHUIO JleKapCTBEHHOro npenaparta, Wu3gaHHoOMu
npoussoguTenem rekapCTBEHHOro npenapara.

2. B cny4yae, ecnv Bpen 300pOBbHO rpakgaH MPUYMHEH BCReACTBME MNPUMEHEHUSA
NeKkapCTBEHHOro npenapara, fnpuvweawero B HerogHoCTb B pesynbTaTte HapylleHUs npasun
XpaHEeHUs1 NeKapCTBEHHbIX CpPeacTB, MpaBuil  ONTOBOW  TOProBfvM  fieKapCTBEHHbLIMU
npenapataMmy, npasur OTNyCKa JeKapCTBEHHbIX MpenapaToB, MNpaBuil U3roTOBMEHUS WU
OTNyCKa NekapCTBEHHbIX NpenapaToB, BO3MeELLeHME Bpeda OCYLLEeCTBNAETCS COOTBETCTBEHHO
opraHusaumen OonNToOBOW TOProBfiM JNIEKAPCTBEHHbIMU CpPeAcTBaMu, anTe4YHOW opraHuMsauuven,
MHOMBMAYANbHbIM NpegnpuvHMaTeneM, UMELWMMN FULEH3NI0 Ha (apMaueBTUYECKYH
AeATerIbHOCTb UNU NUUEH3NI0 Ha MeUUNHCKYO OeATeNbHOCTb, MEANLUHCKOW opraHu3aumen,
UMEIOLEN NUUEH3NID Ha dapMaueBTUYECKYD AedATeNbHOCTb (ee  060CobneHHbIM
nogpasgeneHvnem (ambynatopmen, denbalepcknm n enbalepcKo-akyLwepCckMM NyHKTaMu,
ueHTpom (oTaoeneHnem) obuien BpadebHOM (CeMENHOM) MpPaKTUKK), PacrnoSsIOKEHHbIM B


garantf1://54902171.67/
garantf1://54902171.68/

CENbCKOM MOCENEeHNN, B KOTOPOM OTCYTCTBYET anTeyHasi opraHusauusi), SOnyCTUBLUMMU
npogaxy unm oTnycK Takoro riekapCTBEHHOro npenapara.

3. BoamelleHune Bpena, NPUYNHEHHOIO 340POBLI0 rpaXaaH BCeacTBME NPUMEHEHUS
neKkapCTBEHHbIX MpenapaTtoB WM COBEPLUEHUSI MNPOTUBOMPAaBHbLIX AEUCTBUM CybbekTamu
obpaweHns NeKapCTBEHHbIX cpeacTs, ocyLecTBnsaeTcs B COOTBETCTBUMU c
3akoHogartenscTteom Poccurckon depepaumn.

[APAHT:

Cwm. kommeHmaput kK cmambe 69 Hacmosiweao ®edeparibHO20 3aKOHa

MnaBa 16. 3aknounTenbHbIe NONOXEeHUsA

Cratba 70. O npusHaHUM yTpaTUBLLMMMK CUIY OTAENbHbIX 3aKOHOL4ATESNbHbIX aKTOB
(monoxeHun 3akoHoaaTernbHbIX akToB) Poccumnckon ®epepauunm

Mpu3HaTb yTpaTUBLUMMMK CUY:

1) ®depepanbHbii 3akoH oT 22 wmwoHA 1998 roga N 86-®3 "O nekapcTBEHHbIX
cpenctBax” (CobpaHue 3akoHogaTenocTBa Poccurickon ®epepaunn, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH oT 2 saHBaps 2000 roga N 5-©3 "O BHeCEHUM U3MEHEHUS U
pononHeHnn B PepepanbHbin  3akoH  "O  nekapctBeHHbIX  cpeacTtBax"  (Cobpanwue
3akoHopaTtesnbcTBa Poccuinckon ®epepaumm, 2000, N 2, cT. 126);

3) cratbio 40 denepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-03 "O BHeceHuu
N3MEHEHNN U OOMOSNIHEHM B HEKOTOpPble 3akoHodaTesbHble akTbl Poccuinckon depepauum B
cBA3M C npuHatvem ®depepanbHoro 3akoHa "O NUMUEH3MPOBaHUM OTAENbHbIX BUAOB
peatenbHocTn" (CobpaHne 3akoHogaTenbcTBa Poccunckon degepaumn, 2003, N 2, 1. 167);

4) crateto 31 depepanbHoro 3akoHa ot 30 uioHa 2003 roga N 86-d3 "O BHeceHuun
N3MEHEHNN WU OOMNOSIHEHU B HEKOTOpble 3akoHoaaTesnbHble akTbl Poccunckon depepauuum,
NPU3HaAHUM  yTPaTMBLUMMMK CUIly OTAENbHbIX 3aKoHOAATENbHbIX akToB  Poccuinckon
depepaumm, NnpegocTaBNeHNN OTAENbHbLIX rAPAHTUIA COTPYAHWKAM OpPraHoB BHYTPEHHUX Aen,
OpraHoB MO KOHTPOSN 3a 0OOPOTOM HAPKOTMYECKUX CPEACTB U MCUXOTPOMHbLIX BELLECTB M
ynpasgHsieMbix heaepanbHbiX OpraHoB HANoOroBow NOMULUKN B CBA3W C OCYLLIECTBNEHNEM MEp
No COBEPLUEHCTBOBAHUIO rocygapcTBeHHoro ynpaeneHus" (CobpaHune 3akoHodaTenbCcTBa
Poccunckon ®egepaunn, 2003, N 27, ct. 2700);

5) crateto 101 ®depepanbHoro 3akoHa oT 22 aerycta 2004 roga N 122-03 "O
BHECEHMM W3MEHEHUA B 3aKoHogaTenbHble akTbl Poccuickon degepaumm M NpU3HaAHUK
yTpaTMBLLUMMMK CUNY HEKOTOPbIX 3akoHodaTesbHbIX akToB Poccuinckon denepaunmn B CBA3U C
npuHaATHEM defepanbHbix 3akoHoB "O BHeECEHUM U3MEHEHN 1 aononiHeHU B PeaeparbHbIn
3akoH "O6 o0wux npuvHUMNax opraHu3auMmM 3akoHodaTenbHbIX (NPeacTaBUTENbHbIX) U
NCMONHUTESNbHBLIX OPraHoOB rocyAapCTBEHHOM Bnactu cybbektoB Poccuickon degepaunn” v
"O6 ob6LWmx NpMHUMNax opraHn3aunm MecTHOro camoynpasneHuns B Poccunckon ®egepaumn”
(Cobpanue 3akoHogaTtenbcTBa Poccurickon ®egepauun, 2004, N 35, ct. 3607);

6) cTtatbio 28 ®enepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-d3 "O BBeaeHun
B AencTBue yactu yetBepTon [paxgaHckoro kogekca Poccunckon depepaumn” (CobpaHue
3akoHopaTtenbcTBa Poccuinckon epepaumm, 2006, N 52, cT. 5497).

FAPAHT:

Cwm. kommeHmaput kK cmambe 70 Hacmosiweao ®edeparibHo20 3aKOHa

CraTtba 71. BcTynneHue B cuny Hactoswero ®efepanbHOro 3akoHa
1. Hactosawwmin ®enepanbHbii 3akoH BCTynaeT B cuny ¢ 1 ceHTs6ps 2010 roaa.
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2. JlekapcTBeHHble CpeacTBa, 3aperncTpupoBaHHble OO0 [OHA BCTYMMEHUS B CuUny
HacToswero defepanbHOro 3akoHa, noasiexar BKMIOYEHWIO B rOCYyJapCTBEHHbIE peecTpbl
neKkapCTBEHHbIX CPeaCTB C BHECEHMEeM YyKadaHHbIX B 4actu 1 cratem 33 HacTosAwero
depepanbHOro 3akoHa cBegeHun 06 3TUX NeKapCTBEHHbIX cpeacTBax 6e3 nNpoxoxaeHus
BHOBb MpoLeaypbl rocy4apCTBEHHOW pernctpasmm nekapcTBeHHbIX NpenapaTtos.

3. [ocypapctBeHHasi perncrpaumsa fekapcTBEHHbIX MNpenapaTtoB, 3a WCKIYEHUEM
NeKapCTBEHHbIX nNpenapatoB AN MEeOUUWHCKOro MNpUMEHEeHUs, npeacTaBfeHHbIX Ha
YKa3aHHyl pernctpaumio 4o AHA BCTYNNeHus B curny Hactosiwero denepanbHOro 3akoHa,
OCYLLIeCTBMNSAETCA B COOTBETCTBUM C HacToswmm degepanbHbiM 3aKOHOM Ha OCHOBaHMM
AOKYMEHTOB M [aHHblX, NPeACTaBrieHHbIX [0 [AHA BCTYNSIEHUSS B CWUITy HacCTOSLLEro
depgeparnbHOro 3akoHa.

3.1. TocypapcTBeHHada perucrTpauus nekapcTBeHHbIX npenapaTtoB A MeauuMHCKOro
NPUMEHeHNs, NpeacTaBrieHHbIX Ha rocyJapCTBEHHYH perncrpauuio Ao AHS BCTYNNeHus B
cuny Hactoswero ®efepanbHOro 3akoHa, U rocyfapCTBEHHas permcrpaumsi nekapCTBeHHbIX
npenapatoB Ans  MeOUUUHCKOrO  MPUMEHEHUs, MpeAcCTaBfEeHHbIX Ha  3KCnepTusy
NeKapCTBEHHbIX CPeacTB OO0 OHSA BCTYMfeHus B cuily Hactosiwero ®efepanbHOro 3akoHa B
uenax ux nocnegylowen rocygapCTtBEHHON perucTpaumm, ocCyLLeCTBASOTCA Ha OCHOBaHWUK
OOKYMEHTOB M [aHHblX, NPeACTaBrieHHbIX A0 AHA BCTYMNSIEHUSS B CWUITY HAacCTOSLLEro
depepanbHOro  3akoHa, a Takke 3asiBNeHWs O [OoCydapCTBEHHOW  perncrpauuu
feKapCTBEHHOro  npenaparta, MpeAcTaBfieHHOro  Npou3BoguTeneM  fiekapCTBEHHbIX
npenapaTtoB U1 YNONHOMOYEHHbIM UM FULIOM B COOTBETCTBUM C HacTtoswmm deaepanbHbim
3aKOHOM B YMOSIHOMOYEHHbIV befeparibHbI OpraH UCMOMHUTENbHOW BriactTm o 1 mapta
2011 ropa, ©6e3 TpeboBaHMs ynnaTbl FOCYAAPCTBEHHOW MNOLWMUHLI, NPEeAyCMOTPEHHOM
3akoHopartenscTtBoM Poccuinckon degepaumm o Hanorax n cbopax.

3.2. NoateepxaeHne rocygapCTBEHHOW pernctpawumm ekapcTBEHHbIX NpenapaToB An4d
MeANUMHCKOrO NPUMEHEHUS, NpeacTaBneHHbIX ANs MOATBEpPXAEHUS rocyaapCTBEHHOM
permctpauuMnm 0o [AHS  BCTynneHus B cuny Hactodwero ®egepanbHOro 3akoHa, U
noaTBepXAeHne rocydapCTBEHHOM  perncrpaumm  fekapCTBEHHbIX npenapaTtoB  Ans
MEAVLMHCKOrO MPUMEHEHUS, NPeaCTaBneHHbIX Ha 3KCNepTU3y feKkapCTBEHHbIX CPeacTB [0
OHA BCTynneHna B cuny Hactosiwero defepanbHOro 3akoHa B LUendx nocrenyowero
noaATBEPXKOEHNA WX TOCYAapCTBEHHOW perncrpauumn, OCYLLEeCTBAAITCA Ha OCHOBaHMM
AOKYMEHTOB W [aHHblX, NPeACTaBfeHHbIX A0 AHA BCTYMNSIEHUSs B CWUSTY HacCTOSLLEro
denepanbHOro 3akOHa, a TakkKe 3asBNeHWs O NOATBEPXKOEHUU roCyAapCTBEHHON
pernctpauuu neKkapCcTBEHHOro npenaparTa, npeacTaBneHHoro npounssoguTenem
NeKapCTBEHHbIX NpenapaToB UM YNOHOMOYEHHbBIM UM FINLIOM B COOTBETCTBUM C HACTOSALLUM
depeparnbHbIM 3aKOHOM B YNOSTHOMOYEHHBIM (hefepanbHbli opraH UCNONIHUTENBHOM BRacTu
po 1 wmapta 2011ropga, ©6e3 TpeboBaHua ynnaTbl rOCYy4apCTBEHHOW  MOLUSIUHBI,
npegycMOTPeHHOWN 3akoHoaaTeNnscTBoM Poccunckon ®egepaunm o Hanorax n cbopax.

3.3. lpuHATME pelleHna O BHECEeHUN U3MEHEHWW B OOKYMEHTbl, coAepXalumecs B
pPerucTpauuoHHOM [OCbe Ha 3apermcTpypoBaHHbIA  FIEKApPCTBEHHbIM npenapaTt  Aans
MeANUMHCKOrO MPUMEHEHUs U NpeacTaBrieHHble OO0 AHA BCTYMMEHUS B CUIly HacTOsLero
degepanbHOro 3akoHa, U MNPUHATUE pPELEeHUSI O BHECEHUUM W3MEHEHUA B [OOKYMEHTHI,
cogepxawimecs B pPerucTtpauMoHHOM [OCbe Ha 3aperyMcTpupoBaHHbIN JleKapCTBEHHbIN
npenapat And  MeOUUMHCKOro MNPUMEHEHUs W NpeaCTaBfieHHble Ha  9KCNepTusy
NeKapCTBEHHbIX CPeAcTB A0 AHA BCTYNSeHUst B Cuny HacTtosuwero degeparnbHOro 3akoHa,
OCYLLECTBMAITCA Ha OCHOBaHUW [OOKYMEHTOB W [aHHblX, MNpeacTaBfneHHbIX A0 [OHS
BCTyNneHna B cuny Hactoswero ®egepanbHOro 3akoHa, a Takke 3asiBfieHUss O BHECEHUU
M3MEHEHUA B  [OKYMEHTbl, coAepXaluecs B  pPErmcTpauMoHHOM  [OCbe  Ha
3aperncTpupoBaHHbLIN  NIEKAaPCTBEHHbIM  MpenapaTt Ansg  MeOUUMHCKOro  NPUMEHEHUS,
npeaCcTaBNeHHOro NpomM3BoAnTENEM NEKAPCTBEHHbIX NpenapaTtoB UM YyNoSTHOMOYEHHbIM UM
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AMUOM B COOTBETCTBUM C HacTtosdawmm degepanbHbIM  3aKOHOM B YNOSTHOMOYEHHbI
denepanbHbii opraH mucnonHutensHon Bnactu go 1 maprta 2011 roga, 6e3 TpeboBaHus
ynnaTtbl rocygapCTBEHHOW MNOLUMWHBLI, NPeaycCMOTPEHHOM 3akoHodaTernscTBoM Poccunckon
depepaumm 0 Hanorax n cbopax.

3.4. Bblgaya paspelweHnn Ha NpoBedeHWEe  KIMUHUYECKUX  UccnesoBaHumn
neKapCTBEHHbIX NpenapaToB ANd MegULMHCKOTO NMPUMEHEeHUs No 3asiBfeHusM, NoAaHHbIM A0
OHSA BCTynneHua B cuny Hactoswero denepanbHOro 3akoHa, a Takke Mo 3asiBNEeHUsM,
nogaHHbIM Nnocne AHA BCTYNSeHns B cuiny Hactoswero deaepasnbHOro 3akoHa Ha OCHOBaHUU
3KCNepTu3, NPOBEAEHHbIX OO0 OHSA BCTYNNEeHus B cuny Hactoswero denepanbHOro 3akoHa,
OCYLLEeCTBNAEeTCA B COOTBETCTBMM C HacTosawmm PepeparibHbIM 3aKOHOM Ha OCHOBaHUMU
AOKYMEHTOB M [aHHbIX, NMpPeAcTaBfeHHbIX WM MOSyYEHHbIX A0 AHS BCTYMAEHUA B CUny
HacToswero degepanbHOro 3akoHa, a TaKKe Ha OCHOBaHMM KOMUW MpeaBapuTeribHOro
aoroBopa 0643aTenibHOr0 CTPaxOBaHUS >KM3HW, 300POBbS MAUMEHTOB, Y4YaCTBYHOLMX B
KIMHMYECKOM UCCeoBaHNN fiekapCTBEHHOro npenapaTta Ang MeAULUHCKOro MpUMeHeHus,
UM Konum poroBopa 0643aTeNnbHOr0  CTPaxoBaHUSA  KM3HW, 300POBbSA  NALMEHTOB,
y4acTBYHOLLMX B KNIMHMYECKOM UCCIIeA0BaHUN SIeKapCTBEHHOro npenapaTa aAng MeauumMHCKoro
NnpUMeEHeHnsa, nnbo npeacTaBNeHHOM KONMUK JoroBopa 00s3aTenbHOr0 CTpaxoBaHUs,
3aKMOYEHHOr0 B COOTBETCTBUM C TUMOBBIMW MpaBunamMum o0b6s3aTenbHOro CTpaxoBaHWUA, C
yKkaszaHnem npeaenbHOM  YUCNEHHOCTM  MNAUMEHTOB, Y4YacTBYHOLWMX B KIMHUYECKOM
nuccrnegoBaHMM  fiekapCTBEHHOro  npenapata  Ans  MeguUMHCKOro  NpuMeHeHus, 6e3
TpeboBaHnA ynnaTbl rOCya4apCTBEHHOM MNOLUSNHLI, NPEaYCMOTPEHHOW 3aKOHO4ATENbCTBOM
Poccuinckon ®egepaunmn o Hanorax n coopax.

3.5. B3apeructpmpoBaHHbleé B WHOCTPAHHOW BamntTe [0 [OHA BCTYMNNEeHUs B CuUny
HacToswero ®degepanbHOro 3akoHa npefernbHble  OTMYCKHble  LieHbl  MHOCTPAaHHbIX
npou3BoaMTENEN Ha NeKapCTBEHHbIE npenapaTbl, BKIOYEHHbIE B MNEPEYEHb KUIHEHHO
HEeoOX0OUMbIX N BaXKHENLUMX NIeKapCTBEHHbIX NpenapaToB, noanexar nepecyeTty B pybnv no
kKypcy LleHTpanbHoro 6aHka Poccuickon ®egepaumm Ha gaTty, YCTAHOBIEHHYH
MpaButenbctBom Poccuiickon Pegepaunn, 6e3 npeactaBneHUss 3asiBieHUs O nepecdeTe
LEeHbl C BHECEHMEM COOTBETCTBYHOLLMX N3MEHEHUN B FTOCY4APCTBEHHbLIA PEECTp NpeaesibHbIX
OTNYCKHbIX LieH Npomn3BoauTenen Ha NekapCTBEHHbIE npenapatbl, BKMNIOYEHHbIE B NepedYeHb
XN3HEHHO HEOOXOAMMBIX M BaXXKHEWNLLUNX NTEKAPCTBEHHbIX NPenaparos.

3.6. 3apernctpuvpoBaHHble 0O AHS BCTynsfieHust B curny Hactoswero degeparnbHOro
3aKoHa npegernbHble OTNYCKHbIE LIEHbl POCCUMCKMX MNPOU3BOOUTENEN Ha JEKapCTBEHHbIE
npenapaTbl, BKMHOYEHHbIE B MNepevYeHb KU3HEHHO HeOobXOAWMbIX W BaKHEMWLUX
NIEKapCTBEHHbIX MNpenapaTtoB, noanexart uHaekcaumm ¢ 1 Hosbps 2010 roga mcxogsa w3
NPOrHO3NPYEMOro YPOBHA MHPMIALMMK, yCTaHOBNEHHOro ®efeparsnbHbiM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O depepansHom brogxkeTe Ha 2010 rog v Ha nnaHoBbi nepuog 2011 n
2012 ropos" Ha 2011 roga.

3.7. Nocne 1 mapta 2011 roga He gonyckalTcs NPOM3BOACTBO M BBO3 B Poccumnckyto
depgepaumio NeKapCTBEHHbIX NpenapaTtoB B YyNakoBKax C MapKUPOBKOW, koTopasi Obina
HaHeceHa [0 OHA BCTynneHus B cury Hactoswero depeparnbHoro 3akoHa. Mo ncreyeHum
yKa3aHHOro  Ccpoka [faHHble  JleKapCTBEHHble  npenapaTtbl  MOryT  OTMyCKaTbCH,
peann3oBbIBaTbLCS, NepefaBaTbCA U NPUMEHSTLCH 0 UCTEYEHUS UX CPOKa rOAHOCTMU.

4. Co gHA BCTynneHusa B cuny Hactosiwero denepansHoro 3akoHa n no 30 anpens
2011 roga BKIHOYUTESNBHO O0MyCcKaeTcs npoBedeHne 3KCNepTusbl NeKapCTBEHHbIX CpeacTB
3KCnepTaMm 3IKCNEPTHOrO YYPEeXAEHUs OO0 NPOXOXAEHUS UMK aTTecTauumnm B Mopsake,
YCTaHOBIIEHHOM YMOMMHOMOYEHHbIM defeparbHbIM OpraHoM UCMOMHUTENBLHOW BacTu.

5. Co gHa BcTynneHus B cuny Hactoswero denepanbHoro 3akoHa n no 31 gekabps
2013 roga BKMHOYUTENBHO OCYLLECTBNAETCA Mepexon K MPOU3BOACTBY rNeKapCTBEHHbIX
CpeacTB B COOTBETCTBMM C MpaBusiaMn OpraHvM3aummn rnpousBOACTBA M KOHTPOSS KayecTBa
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NeKapCTBEHHbIX CPeACTB, Yka3aHHbIMM B 4actm 1 crtatbu 45 Hactoswero PenepanbHOro
3aKoHa, B nosiHoM obbeme. Cpoku nepexopa Npou3BOACTBA JIEKAPCTBEHHbLIX CPEACTB K UX
NPOW3BOACTBY B COOTBETCTBUW C KOHKPETHbIMU TpebOoBaHMAMW OaHHbIX MpaBwurl, BKOYas
CPOKM aTTecTaumm YNOfIHOMOYEHHbIX NNL, YKa3aHHbIX B YacTsx 6 u 7 ctatbu 45 HacTodLwero
depepanbHOro 3akoHa, yctaHasnmBatoTcs [pasutensctBom Poccurckon ®eaepauuu.

6. JInueHann Ha Npom3BOACTBO NEKapCTBEHHbIX CPeACTB, BblgaHHble 00 1 sHBaps
2014 ropa, pencteytoT nocne 1 aHBaps 2014 roga 0O UCTeYeHUs CpoKa UX OEeUCTBUS MNpu
YyCroBMM COOTBETCTBUA NULEH3MaTa rpasuriam opraHmsauuu npousBOACTBA M KOHTPONS
KadecTBa JIeKapCTBEHHbIX CpeacTB, YyKasaHHbiIM B 4Yactu 1 cratem 45 HacToswero
depeparnbHOro 3akoHa.

7. dopmupoBaHMe rocydapCTBEHHOrO 3adaHWs Ha NpoBedeHMe 3KCnepTu3bl
NeKapCTBEHHbIX cpeacTB cdeaepanbHOMY rocyfapCTBEHHOMY OHOKETHOMY ydpexaeHuo no
NpOBEAEHUIO  9KCMEPTU3bl  NEKapCTBEHHbIX CpeAcTB U buHaHcoBoe obecneveHve
BbIMOSIHEHUSA 3TOro0 3aJaHus OCYLLECTBIIAKOTCA B nopsgke, ycTaHoBneHHoM deneparbHbiM
3akoHoM oT 12 aHBapa 1996 roga N 7-93 "O HekOMMepYECKMX opraHm3aumsax”.

FAPAHT:

Cm. kommeHmaput Kk cmambe 71 Hacmosiwez2o ®edeparibHo20 3aKOHa

MpesngeHT Poccuickon degepaumm . MegBenes

Mocksa, Kpemsb
12 anpensa 2010 r.
N 61-3
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