®depepanbHbIn 3aKoH oT 12 anpens 2010 r. N 61-®3
"O6 obOpalleHumn nekapCcTBeHHbIX cpeacTB”

MpuHaT NocyaapcTtBeHHou [lymon 24 mapTta 2010 roaa
Opno6peH Cosetom Pepepauun 31 mapta 2010 roga

MaBa 1. O6wWwmne nonoxeHus

Cratbsa 1. [peameT perynnupoBaHusa HacToswero ®efepansbHOro 3akoHa

1. Hactoswmin degepanbHblil 3aKOH perynmpyeT OTHOLLEHUS, BO3HMKAlOLLME B CBA3N C
obpawieHnem - paspaboTkon, OOKIIMHUYECKUMU  UCCNefoBaHUSMW,  KIUHUYECKUMU
nccrnegoBaHNAMM, SKCNepTU30N, rocyaapCTBEHHOW permcTpauuen, co ctaHgapTusaumen u ¢
KOHTpOMeM KadecTBa, NPOU3BOACTBOM, MU3rOTOBMEHNEM, XpaHEHWEM, NepeBO3KOW, BBO3OM B
Poccunckyto ®epepauuio, BbiBo3oM u3 Poccunckon depepaunmn, peknamon, OTNYCKOM,
peanuaauuen, nepegadvyen, NPUMEHEHNEM, YHNUTOXEHNEM fNEKapCTBEHHbIX CPEACTB.

2. Hactoawun ®PepepanbHbli 3aKOH yCTaHaBnMBaeT MPUOPUTET rOCYyAapCTBEHHOro
perynmpoBaHnsa 6e30nacHoCcTu, KayectBa U 3EKTUBHOCTM NEeKapCTBEHHbIX CPEACTB NpU nX
obpaLwieHnn.

Cratbs 2. Cdepa npumeHeHnsa HacTosilero ®eagepanbHOro 3akoHa
Hactoawmn depeparnbHbi 3aKOH MPUMEHAETCH K OTHOLLUEHUAM, BO3HMKAOLMM MNpu
obpalleHnn nekapCcTBEHHbIX CPeACTB Ha TeppuTopun Poccurckon ®efepauuu.

CraTtba 3. 3akoHogaTenbcTBO 06 06paLleHMM NeKapCTBEHHbIX CPeaCTB

1. 3akoHopaTenbcTBO 06 oOpalleHMn nekapCTBEeHHbIX CpeacTB COCTOUT K3
HacTosilwero defepanbHOro 3akoHa, Apyrux deaeparbHbIX 3aKOHOB M MHbIX HOPMaTUBHbIX
npaBoBbIX akToB Poccurckon degepaumn.

1.1. 3akoHopgaTenbCcTBO 00 oOOpalleHun nekapcTBEHHbIX CPEeACTB B OTHOLLUEHWUK
OpUANYECKMX  NUL WU MHOMBUAYANbHbLIX  NpegnpuHMmaTenen,  OCyLeCTBNSHLWMX
AEATENbHOCTb Ha TEPPUTOPUN MEXOYHAPOLHOro MEeOULMHCKOro Krnactepa, NpUMEHSIeTCs C
y4eToM O0cOBeHHOCTeN, YycTaHoBIeHHbIX ®PegepanbHbiM 3akoHOM "O  MeXxayHapoaHOM
MEOVLUMHCKOM Knactepe W BHECEHUW W3MEHEHWA B OTAefbHble 3akoHoAaTesnbHble aKThbl
Poccuinckon ®egepaunn”.

2. [dencteue Hactosiwero degepanbHOro 3akoHa pacnpocTpaHsieTca Ha obpalleHne
HapPKOTUYECKUX SIEKAPCTBEHHbBIX CPEACTB U MCUXOTPOMHbLIX NEKAPCTBEHHLIX CPEACTB C Y4ETOM
0COBGEHHOCTEN,  YCTaAHOBMEHHbIX  3akoHogatenbcTBoM  Poccuiickon  degepaumm 0
HapKOTUYECKUX CpeacTBax, NCUXOTPONMHbIX BeLlecTBax u 06 nx npekypcopax.

3. Hencteue HacTosiwero degepanbHOro 3akoHa pacnpocTpaHsieTca Ha obpalleHue
paguoapmMaLeBTUYECKMX  NIeKapCTBEHHbIX  CPeaCTB € y4eToM  OCODeHHOoCTen,
YyCTaHOBMEHHbIX 3akoHogaTenbcTBoM Poccunckon depepaumm B obnactm obecnevyeHus
pagvaunoHHon 6e3onacHoCTu.

4. Ecnn mexpayHapoaHbiM goroBopoM Poccuinckon depepaumm yCTaHOBIEHbI UHblE
npasuna, 4Yem Te, KOTopble nNpeaycMoTpeHbl HacToAawumMm denepanbHbIM - 3aKOHOM,
NPUMEHSIOTCA NpaBunia MexayHapo4HOro orosopa.

5. B Poccuinckon ®depepaumm B COOTBETCTBMM C MEXOYHApOAHbIMKM [OroBOpammu
Poccuiickon egepaumm n (Mnv) Ha OCHOBE NMPUHLUMNA B3aUMHOCTM NPU3HAKOTCA pe3yrnbTaThbl
KIMHUYECKMX UCCNeLoBaHU NeKapCTBEHHbIX NpenapaTtoB A MeAULMHCKOrO NPpUMEHEHMS,
npoBefeHHbIX 3a npegenamu Tepputopun Poccunckon degepaumn.

Ctatbsa 4. OCHOBHblE NOHATUA, UCMOMb3yeMble B HacToswem degepanbHOM 3aKOHe
[na uenen HacTodawero PenepanbHOro 3akoHa UCMONb3YTCA CneayrLwmne OCHOBHbIE
MOHATUS:
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1) nekapcTBeHHble cpeacTBa - BellecTBa WNU MX KOMOBWHaUuW, BCTynawlwme B
KOHTaKT C OpPraHn3mMoM YerioBeka Ui XMBOTHOMO, NPOHUKAIOLLME B OpraHbl, TKaHW opraHnsma
YyernoBeka WM  KMBOTHOTO, MpPUMeEHsieMble AN NPOoUNakTUKKA, AOMarHocTukM  (3a
NCKITIOYEHNEM BELLECTB UMM UX KOMOMHALMIA, HE KOHTaKTUPYKOLMX C OPraHM3MOM 4YeroBeka
U XXMBOTHOIO), NevyeHns 3abonesaHus, peabunuraumm, Ang CoOXpaHeHus, npefoTBpaLLeHuns
unu npepbiBaHnss 6epeMEeHHOCTU U MNOSTyYEeHHbIE U3 KPOBW, MNa3Mbl KPOBW, M3 OpraHos,
TKaHeWn opraHn3ma 4yerioBeka U XXUBOTHOrO, pacTeHUn, MMHEPanoB MeToAaMmn CUHTE3a Unu
C NpUMeHeHnemM Ouonormdecknx TexHonornn. K nekapCTBEHHbIM CpefcTBaM OTHOCSATCS
hapmaLeBTU4eCKMe CybCTaHLMM 1 NekapCTBEHHbIE npenaparbl;

2) cpapmaueBTUYECKaAA cyOCTaHUUSA - NleKapCTBEHHOE CPeaCTBO B BUAE OLHOIO UIu
HEeCKONbKMX obnagarwmx gapmMakonorMyeckorn akTUBHOCTbIO LOEMCTBYHOLMX BELECTB BHE
3aBUCMMOCTU OT MpUPOAbl MPOUCXOXKAEHUS, KOTOpOe MpeadHasHadeHo ANns Npou3BOACTBA,
N3roTOBMEHMS NIEKAPCTBEHHbIX NpenapaToB 1 onpeaensaeT ux aEKTUBHOCTD;

3) BcnomorartesnibHble BelecTBa - BeLLeCTBa HEOPraHNYeCKoro UM opraHNYecKkoro
NPOUCXOXAEHWS, UCNONb3yeMble B MpoLecce NPOU3BOACTBA, U3rOTOBMEHMS NEKAPCTBEHHbIX
npenapartos 415 NPUuaaHnsa UM HeoBXOoANMbIX (PU3UKO-XMMUYECKUX CBOUCTB;

4) nekapCTBeHHble npenapartbl - IEKAPCTBEHHbIE CPeACTBa B BUAE NEKAapPCTBEHHbIX
dopmM, MpuMeHsieMble ONa  NPOUNaKTUKKA,  OUArHOCTUKW, JedyeHus  3abonesaHus,
peabunuTtauumn, ons COXpaHeHus, NpeaoTBpaLLEHNst UK NpepbiBaHMs 6epeMeHHOCTY;

5) nekapcTtBeHHas dopma - COCTOAHME  FeKapCTBEHHOro  npenapara,
cooTBeTCTBYOLEee cnocobam ero BBeAeHMS 1 NpUMEHEHNa n obecneymnsatoLiee JOCTUXKEHNE
HeobxoauMoro neyebHoro apdekTa;

5.1) po3npoBKa - cofepxaHue OOHOro WM HECKONbKUX OEWCTBYHOLLMX BELIECTB B
KONMMYECTBEHHOM BbIPaXXeHUM Ha eauHULY 003bl, UNn eguHuLy obbema, Unu eamHuLy mMacchl
B COOTBETCTBMM C fEKapCTBEHHON (OpMON NMBO ANs HEKOTOPbIX BMAOB NEKAPCTBEHHbIX
OpM KONMYECTBO BbICBOOOXAAEMOro M3 NekapcTBEHHOMW (hOpMbl AENCTBYIOLLIENO BELLECTBA
3a e4uH1LY BPEMEHM;

6) nepeyYyeHb XKWU3HEHHO HEOOXOAUMBLIX WU BaXHEUWUX JeKapCTBEHHbIX
npenapaTtoB - exerogHo yteepxgaembin [lpasutensctBom Poccunckon degepauyunm
nepeyeHb fNeKkapCTBEHHbIX NpenapaToB ANd MeAUUUHCKOro npuMeHeHus, obecneyvmsatomnx
npuopuUTETHbIE NOTPEOHOCTN 34pPaBOOXPAHEHUA B LENAX NPOMUNakTUKM U NevYeHus
3aboneBaHun, B TOM 4Yucne npeobnagarowmx B CTpykType 3abonesaemocTtn B Poccunckon
depepauymm;

6.1) opdaHHble neKapCTBEHHble MnpenapaTtbl - JIeKapCTBEHHbIE npenaparthl,
npegHasHa4YeHHble WCKNIYUTENbHO ANS AWArHOCTUKM WU NaTOreHEeTUYECKOro JleYeHus
(nevyeHnsa, HanpaBnEHHOro Ha MexaHu3M pas3BuTus 3aboneBaHunda) peakmx (opdaHHbIX)
3aboneBaHui;

6.2) 6uonornyeckme rnekapcTBeHHble npenapaTtbl - NleKapCTBEHHbIE nNpenaparthl,
AENCTBYIOLLIEE BELLEeCTBO KOTOPbIX MPOU3BEAEHO WM BblAENEHO M3 BMONorMyeckoro
WUCTOYHMKA M ONa onpefernieHns CBOMCTB U KadecTBa KOTOPbIX Heobxoamma KombuHauums
Buonormyecknx un  U3INKO-XMMUYEeCcknx MeTogoB. K  OGuonormdyecknm nekapcTBEHHbIM
npenapatamMm OTHOCATCA MMMYHOBMONOrMyeckme nekapCcTBeHHbIe npenapaTtbl, IeKapCTBEHHbIE
npenapartbl, NOfly4YeHHble U3 KPOBW, NNa3mbl KPOBU YenoBeKa M XXMBOTHbIX (3@ UCKITHOYEHUEM
LenbHOM KpoBu), BUOTEXHONMOMMYECKNE NEKApPCTBEHHbIE npenapatbl, reHoTepaneBTUYeckue
neKkapcTBEHHble npenaparbl;

7) UMMyHOOMONOru4Yeckue neKapCcTBEeHHble npenapaTbl - JleKapCTBEHHbIE
npenapartbl, NpegHa3HavyeHHble Ans popMnpoBaHMa akTUBHOIO MK NAacCUBHOIMO MMMYyHUTETA
nmbo  OMAarHoCTUKM  HannuMs  UMMyHUTETa WU ONarHOCTUKM  cneumduyecKkoro
NpMobpeTeHHOro N3MEeHEHN UMMYHOJTOMYECKOro OTBETA Ha anneprusvpytolime BeLLecTBa.
K nMmmyHOBMONOrmyeckum nekapcTBEHHbIM NpenapaTtam OTHOCSATCS BaKUMHbl, aHATOKCUHBbI,
TOKCUHbI, CbIBOPOTKN, UMMYHOTNOBYMHBLI U anneprexsbl;

7.1) OwuoTexHonorM4yeckMe JreKapCcTBeHHble nMnpenapaTtbl - JI€KapCTBEHHbIE
npenaparbl, npon3BoACTBO KOTOPbIX ocylecTBnaeTcH c ncnonb3oBaHMeM
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buoTexHonornyecknx npoueccos u metogoB (B Tom uucrne [OHK-pekomOuHaHTHOWM
TEXHOMOrMM, TEXHOSMOMMN KOHTPOSIMPYEMOW IKCMPECCUN FeHOB, KOAUPYHOLLMX BGuonornveckm
aKTUBHble 6Genkn B nNpokapuoTax W 3ykapuoTax, BKoYas W3MEHEHHbIE  KMEeTKU
MAeKonuTalLWmx), rMObpMaoMHOro MeToga U MeToAa MOHOKMOHAMNbHbIX aHTUTEN;

7.2) reHoTepaneBTUYECKME JeKapCTBeHHble npenapaTtbl - JIEKAPCTBEHHbIE
npenapatbl, ¢apmMmaueBTudeckaa CcybCTaHUMA KOTOPbIX SBMSieTCA  PEeKOMOWHAHTHOM
HYKITEMHOBOW KUCIIOTOM WAWM BKIOYaAeT B cebs peKOMOWHAHTHYK HYKINEWHOBYH KUCHOTY,
MO3BOMNSAIOLWY OCYLWECTBNATL PerynupoBaHue, penapauuio, 3ameHy, pobaeneHve wunu
yaaneHne reHeTU4eckomn nocneaoBaTenbHOCTY;

8) HapKoTMYecKMe neKapCTBEeHHble CpeaAcTBa - JeKapCTBEHHble npenapaTbl U
dhapmaueBTU4eckMe cybcTtaHumMm, coaepkaline HapKOTMYECKMe CpencTBa M BKIOYEHHbIE B
lMepeyeHb HapKOTMYECKMX CPEACTB, NCUXOTPONMHbIX BELECTB N NX MPEKYPCOPOB, NOANEXaLmx
KoHTponto B Poccurickon degepaummn, B COOTBETCTBUM C 3aKoHoAaTenbCTBOM Poccuimnckon
depgepaumm, mexagyHapoaHbeiMu gorosopamu Poccuinckon degepauum, B Tom vncne EgmHon
KOHBEHUMEeN 0 HapKkoTuyecknx cpeacteax 1961 roaa;

9) NcuXOTpONHbIe JeKapCTBEHHbIe CpeacTBa - JIEKAPCTBEHHble npenapaTbl U
hapmaueBTUYeckme cybcTtaHummn, cogepxalime nCUXOTPOmnHble BellecTBa U BKIOYEHHbIE B
[MepeyeHb HapPKOTMYECKMX CPEACTB, NCUXOTPONMHbIX BELWECTB N NX MPEKYPCOPOB, NOANEXaLmMx
KoHTponto B Poccurickon degepaumn, B COOTBETCTBUM C 3aKoHoAaTenbCTBOM Poccuimnckon
depepaumn, mexgyHapogHbeiMu gorosopamu  Poccuinckon depgepauuun, B TOM  4uchne
KoHBeHUMen o NCMxXoTponHbIx BewectBax 1971 roaa;

10) papuochapmaueBTUYECKME JIeKapCTBEHHbIe CpeacTBa - JIEKAPCTBEHHbIE
cpencTBa, KOTopble cofgepXaT B roTOBOW AN UCNONb30BaHNA (hopMe OAUH PagnOHYKITUA Unu
HECKOSbKO PaanOHYKNMA0B (pagnoakTUBHbBIX M30TOMOB);

11) pethepeHTHbIN fleKapCTBEHHbLIN Npenapar - NekapCcTBEHHbIN npenapar, KOTopbIn
BnepBble 3apernctpuposaH B Poccuickon depepauumm, KayectBo, 3(MPEPEKTUBHOCTL U
0e3onacHOCTb  KOTOPOro  [doKasaHbl Ha  OCHOBAHUM  pe3ynbTaToB  AOKIUHUYECKMX
NccneaoBaHMn NEKapCTBEHHbIX CPEACTB W KIMMHUYECKUMX WCCNeaoBaHUM FEKapCTBEHHbIX
npenapaToB, MPOBeAEHHbIX B COOTBETCTBUM C TpeboBaHusiMM 4vacten 6 m7 cratbn 18
HacToswero degepanbHOro 3akoHa B OTHOLUEHWW JIEKApPCTBEHHbIX CPeacTB AN
MEOMLMNHCKOTO NpUMeEHeHus1 nMbo B CcOOTBETCTBUM C TpeboBaHMsMK cTaTbn 12 HacTosLero
degepanbHOro 3akoHa B OTHOLIEHWW JEKApPCTBEHHbIX CPeAcTB Ansi BETEPUHAPHOro
NPUMEHEHNSA, W  KOTOPbIM  UCMONb3yeTcs And  OueHKM OMOIKBMBANEHTHOCTU UMK
TepaneBTMYECKOW  3KBMBANEHTHOCTW, KadecTBa, 3ddekTmBHocTM U Be3onacHoOCTH
BOCNpOM3BeAEHHOro unu brnoananorosoro (buonogobHOro) nekapcTBeHHOro nNpenapara;

12) Bocnpon3sBeAeHHbIN NeKapCTBEHHbIM Npenapar - JIeKapCTBEHHbIN npenapar,
KOTOPbIA MMEET TaKOW Xe KaydeCTBEHHbIN COCTaB U KOMMYECTBEHHbLIN COCTaB AENCTBYHOLLMX
BEWeCTB B TaKkoM Xe JieKkapCTBEHHOW dopme, 4YTO U pedepeHTHbIM neKapCTBEHHbIN
npenapaTt, U OWO3KBMBANEHTHOCTb WM TepaneBTUYECKasi IKBUBANIEHTHOCTb KOTOPOro
pedepeHTHOMY  feKapCTBEHHOMY  Mnpenapaty  MNOATBEPXAEHaA  COOTBETCTBYHOLLMMM
nccneaoBaHUSAMMU;

12.1) TepaneBTMYECKasi 3IKBUBANEHTHOCTb -  [JOCTWXEHME  KITMHUYECKMU
COMOCTaBUMOro TepaneBTU4eckoro addekra npu NPMMEHEHUN NEeKapCTBEHHbIX NpenapaTos
AN MEOULIMHCKOTO NPUMEHEHNS ONsi OAHOW M TOW e rpynnbl 6OMbHbLIX MO OOHUM N TEM Xe
nokKasaHnsaM K MPUMEHEHMUIO;

12.2) 6uoaHanoroBbin (bMonoaobHbLIN) NeKkapCcTBEHHbIN npenapaT (buoaHanor) -
OvonornyeckMin  NeKapCTBEHHbIM  MnpenapaT, CXOXWW NO napameTpamM KadecTBa,
acpbekTuBHOCTM ©  Be3onacHOCTM C  pedepeHTHbIM  BMONMOrMYeckUM  fieKapCTBEHHbIM
npenapaTtomM B TakoW e NeKapCcTBEHHON (hopMe N UMEKLLNN MOAEHTUYHLIA CNOCO0 BBEAEHUS;

12.3) B3aMMoO3aMeHsieMbIN NeKapCTBEHHbIN Npenapar - NekapcTBEHHLINM npenapar
C [0OKasaHHOW TepaneBTUYECKOW 3KBMBANEHTHOCTbIO WM OMOSKBMBANEHTHOCTbIO B
OTHOLLUEHUN pedepeHTHOro feKapCTBEHHOrO npenapaTta, UMEKLWUn SKBUBASIEHTHbIE eMy
Ka4eCTBEHHbLIN COCTaB M KOJSIMYECTBEHHbIM COCTaB [EeWCTBYIOLIUX BeLwecTB, COCTaB
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BCMoOMoraTesbHbIX BELLECTB, NlekapCTBEHHY popMy 1 cnocob BBeeHUs;

13) nekapCTBEHHOE pPaCTUTENIbHOE CbIpbe - CBEXWE UMW BbICYLLUEHHbIE pacTeHUs
nmbo Mx YacTu, ucnosnb3dyemMble A5 NPON3BOACTBA NEKapCTBEHHbIX CPeacTB OopraHu3aumsMm
- Npou3BOOMTENAMM JEeKapCTBEHHbIX CPEeACTB WM U3FOTOBIIEHUS  NleKapCTBEHHbIX
npenapatoB anTeyHbIMKU OpraHu3aunsmMu, BeTepUHApPHbIMW anTeYHbIMU OpraHu3aunamu,
MHOMBUAYANbHLIMU MpeanpuHMMaTeniaMn, UMEKLWMMN JIMUEH3UI0 Ha dapMaueBTUYECKYH
AEeATEeNbHOCTb;

14) nekapCTBEHHbIA pacTUTENbHbLIA npenapaTt - JfeKkapCcTBEHHbIM Mpenapar,
Npoun3BeaeHHbIN UIN U3rOTOBMNEHHbIM U3 OAHOrO BMAA NEKapCTBEHHOMO PacTUTENbHOMO Chipbs
NN HECKOSbKNX BUOOB TAKOro Cbipbs U peanudyemMbll B pacacoBaHHOM BUAE BO BTOPUYHON
(noTpebuTenbCcKon) ynakoBke;

15) romeonaTuM4yecKun neKapCTBEeHHbIW MNpenapaT - JIeKapCTBEHHbIN MNpenapar,
NPOU3BEAEHHbIN WM U3FOTOBMEHHLIN M3  (papmaueBTUYECKOM  CyOCTaHUMM  UnK
dhapmaueBTUYECKMX CyDBCTaHUUN B COOTBETCTBUU C TpeboBaHMsMKU OBLMX hapmMakonemnHbix
ctaten K roMeonaTM4yeckMm JnekapCcTBEHHbIM npenapaTtaMm WM B COOTBETCTBUN C
TpeboBaHNAMU hapmakoneun CTpaHbl NPON3BOANTENS TaKoro NekapCTBEHHOro npenapara;

16) mexayHapoAHoe HenaTeHTOBaHHOe HauMMeHOBaHMEe JleKapCTBEHHOro
cpeacTtBa - HaMMEHOBaHME [OEWUCTBYHOLLErO BellecTBa apMaueBTUYECKOW CyOCTaHLUuMM,
pekomMeHaoBaHHOe BcemupHoOM opraHusauven 34paBooXpaHeHus;

17) ToproBoe HauMMeHOBaHWe JeKapCTBEHHOro cpeacTBa - HavMeHoBaHue
NeKapCTBEHHOro CpeacTBa, MNPUCBOEHHOE ero  paspaboTymkomMm, gepxaTernem  unu
BnagenbuemM perncTpaLmMoHHOro yaoCTOBEPEHUS NNeKapCTBEHHOro npenapara;

17.1) rpynnMpoBO4YHOE HauMeHOBaHMe JieKapCTBEHHOro npenapara -
HaMMeHoBaHWe  NeKapCTBEHHOro  npenaparta, He  UMewwero  MexayHapoaHoro
HenaTeHTOBAHHOMO HaMMEHOBaHUS, WNW  KOMOBWHALUMKM  JleKapCTBEHHbIX NpenapaTos,
ncnonb3yemMoe B Lensax obbeanHeHns ux B rpynny nog eauHbIM HauMeHOBaHWEM UCXOAS U3
O[MHAKOBOro cocTtaBa AeNCTBYIOLNX BELLECTB;

18) obwana dapmakonermHas CTaTbf - JOKYMEHT, YTBEPXKAEHHbLIA YNONHOMOYEHHbLIM
defepanbHbIM OpraHoM MCMNOSTHUTENBHOM BflacTU U coepXalun nepeveHb nokasatenen
KayectBa W (MNN) METOLOB KOHTPOMNsS KadecCTBa KOHKPETHOW JleKapCTBEHHOW hopMmbl,
NEKapCTBEHHOINO PacTUTENbHOrO CbIpbd, OMNUCaHUA  Buonorndyecknx, BUOXMMUYECKMX,
MUKPOBNONOrMYECKNX, (PU3NKO-XMMUYECKNX, (PU3NYECKUX, XUMUYECKMX WU OPYrux MeTOAOB
aHanmMsa JIeKkapCTBEHHOro cpeAcTBa, a Takke TpeboBaHMS K MCMNOSib3yeMbIM B LENsAX
npoBeaeHWst 4aHHOro aHanu3a peaktMBam, TUTPOBAHHLIM pacTBOpaM, MHANKAToOpaMm;

19) apmakonenHas cTaTbsl - [OOKYMEHT, YTBEPXAEHHbIN YNOMHOMOYEHHbLIM
deaepanbHbIM OpraHOM WCMOSIHUTENbHOM BRacTM U COAEPXalLMW nepeyeHb nokasaTternen
KayecTBa U METOO0B KOHTPOJSIS Ka4eCTBa fIeKapCTBEHHOIO CpeacTBa;

19.1) ctaHpapTHble obpasubl - BewecTBa, NOCPEeACTBOM CPaBHEHUA C KOTOPbIMU
OCYLLECTBMSAETCA KOHTPOSIb KayecTBa UccnegyeMblX JIEeKapCTBEHHbIX CPeACTB C MOMOLLbBIO
PUBNKO-XUMNYECKMX U BUONOrMYEeCKMX MeTOOOB B LEensxX MOATBEPXAEHUS COOTBETCTBUSA
NEeKapCTBEHHbIX CPeACcTB TpeboBaHMAM HOPMAaTMBHOW OOKYMEHTauuu, YCTaHOBMEHHbIM Mpu
OCYLLIECTBMEHNN TOCYAAPCTBEHHOW perucTpaumm, n KoTopble NMPUMEHSIOTCS ANS KanmbpoBKu
CcTaHOapTHbIX 00pasuyoB NpoOU3BOAUTENS JIEKAPCTBEHHbLIX CPEeACTB, MCMNOSMb3yeMbIX O
KOHTPOMS Ka4eCcTBa M MHbIX Lenen npu obpalleHnn nekapcTBEHHbIX CPeACTB;

19.2) ¢papmakonenMHbIM CTaHOAapTHbIA oOOpasey - CTaHgapTHbIM obpaseu,
npoun3sefeHHbI B COOTBETCTBUN C (papMakonenHon cTaTben;
20) HopmaTMBHasi AOOKYMEHTauus - [OOKYMEHT, COoAepXalwun nepeyeHb

onpegenseMbix MO pe3ynbTaTaM COOTBETCTBYIOLMX IJKCMEepTM3 MoKasaTenen kadvecTsa
fneKapcTBEHHOro cpeacTsa AN  MeOULMHCKOTO MPUMEHEHUss, MeTOOOB KOHTPONSA ero
KayecTBa M YCTAHOBIEHHbIN €ro Npov3BoaUTENEM;

21) HOpMaTUBHbIA OOKYMEHT - JOKYMEHT, coaepKalluii nepeyeHb onpeaensemMbix rno
pesynbTaTam COOTBETCTBYIOLUUX SKCMEpTU3 MokasaTenein kadyectsa M (MnNv) MeETOOOB
KOHTPOMNSA KayecTBa NEKapCTBEHHON (OpMbl, OnucaHus BMONOrMYeckux, BUOXMMUYECKNX,



MUKPOBUNOSOrMYECKNX, (PUIUKO-XMMUYECKNX, (PU3NYECKUX, XUMUYECKMX WU OpPYrux MeTOAOB
aHanu3a neKapCTBEHHbIX CPeACTB AN BETEPUHAPHOro nNpuMeHeHus, TpeboBaHus K
nucnonb3yembiM B UenaxX nNpoBeAeHWs [OaHHOro aHanui3a peakTvBaM, TUTPOBaHHbLIM
pacTBOpaMm, UHAMKATOpaM U YCTaHOBIIEHHbIA €ro Npon3BoauTenem;

21.1) oOWMN TeXHUYeCKUM [OKYMEHT - KOMMSEKT AOKYMEHTOB W MaTepuarnos,
COCTOSAILUMM U3 HECKOSNbKUX pas3fgenoB - AOKYMEHTauuu agMWHUCTPaTMBHOINO Xapaktepa,
XMMUYECKOn, dhapmaueBTUYeCckom U BUONorMyeckon AOKyMeHTauun, apmakonornyeckon,
TOKCUKOMOMMYECKON OOKYMEHTauuu, KIWHUYECKOW [OOKyMeHTauuu W npeacraBnsemMbli
OLJHOBPEMEHHO C 3asiBfieHNeM O roCyJapCTBEHHOW perncrTpaumm nekapcTBEHHOro npenapara
ANa  MeOMUMHCKOro  nNpuMeHeHus B dopmarte, YCTaHOBIIEHHOM  YNOJSTHOMOYEHHbIM
dbeaiepanbHbIM OpraHoM UCMONHUTENbHOW BRacTy;

22) Ka4yeCcTBO NleKapCTBEHHOro cpeaAcTBa - COOTBETCTBME NIEKapCTBEHHOMO cpeacTBa
TpeboBaHNAM apmakonenHon ctaTtbn NMOO B Ccriy4ae ee OTCYTCTBUMS HOPMAaTUBHOM
AOKYMEeHTauun niim HopMaTUBHOIO AOKYMEHTA;

23) 6e30MacHOCTb IeKapCTBEHHOro CpeAcTBa - XapakTepucTuka NeKapCTBEHHOro
CpeAcTBa, OCHOBaHHasi Ha CpaBHUTENbHOM aHanmse ero ad@EeKTMBHOCTU U  pucKa
NPUYNHEHNA Bpeaa 340POBbIO;

24) 23dppeKTMBHOCTb FNEeKapCTBEHHOro npenaparta - XapakTepucTuka CTeneHu
NOJSTIOXUTENBHOIO BIUSIHUS JIEKAPCTBEHHOrO npenapaTta Ha TeyeHue, NpOoaOoImKUTESNbHOCTb
3aboneBaHusa nnu ero NpegoTBpalleHne, peabmunuraumio, Ha coxpaHeHue, nNpeaoTBpaLleHme
unu npepbiBaHne 6epeMeHHOCTH;

25) cepusi neKkapCTBEHHOro cpeAacTBa - KOMMYECTBO NEeKapCTBEHHOro CpencTsa,
npounssefeHHOe B pe3ynbTaTe OAHOro TEXHOMOMMYECKOro LuMKra ero nponssoauTenem;

26) perucrtpauMoHHOe yAOCTOBEpeHMe JFieKapCTBEHHOro npenaparta - JOKYMEHT,
nogTeepxaaroLwmnm akT rocygapCTBEHHON perncTpauum nekapcTBeHHOro npenapara;

26.1) pepxaTtenb wnNM  BRnagenelw perucTtpauMoOHHOro  yAoOCTOBepeHwus
nekapcTBeHHOro npenaparta - pa3paboTyMk riekapCTBEHHOro cpeactsa, Npov3BoauTerb
NeKapCTBEHHbIX CPeACTB UMM WHOE topuandeckoe nuuo, obnagatollee npaBoMm BnageHus
pPerucTpauuoHHbIM  YOOCTOBEPEHMEM, KOTOpPble HEeCyT OTBETCTBEHHOCTb 3a KadecTBo,
3(PPEeKTUBHOCTb U BE30MaCHOCTL NIEKAPCTBEHHOIO NpenaparTa;

27) perucTpaumMoHHbIA HOMep - KogoBoe o0bOO3HayeHue, MNPUCBOEHHOE
nekapcTBEHHOMY npenapaTy Npu ero rocygapCTBEHHON perncrpauuu;
28) oOpaleHue rnekapcTBeHHbIX CpeaAcTB - paspaboTka, OOKIMHUYECKue

nccnenoBaHus, KIMHUYECKME WUCCnefoBaHWs, 9KCMepTu3a, rocyaapCTBEHHas perumcrpauus,
CTaHAapTM3aLumMsa U KOHTPOIb KavyecTBa, NPON3BOACTBO, N3rOTOBMEHME, XpaHEHME, NEPEBO3Ka,
BBO3 B Poccuickyio dPepepauuto, BbiBO3 M3 Poccuinckon depepaumm, pekrnama, OTMYCK,
peanuaauus, nepegaya, NpUMeHeHne, YHUUTOXEHNE NEKapCTBEHHbIX CPEACTB;

29) cy6beKkTbl OOpalleHUs NeKapCTBEeHHbIX CPeacTB - huandeckue nuua, B TOM
yucne WHOuBMAOyanbHble MNpeanpuHUMaTeny, u puandeckne nuua, OocyllecTBhsowme
AeATenbHOCTb Npu obpalleHnn NekapcTBEHHbIX CPeaCTB;

30) pa3paboTymMK fnekapcTBEHHOro cpeacTBa - opraHm3aums, obnagarowas npaBamm
Ha pe3ynbTaTbl OOKIMUHUYECKUX WUCCNEeOOBaHUN IEKapCTBEHHOrO CPencTBa, KIMHUYECKUX
nccnegoBaHW  NIEKApPCTBEHHOro npenapata M (MNK) Ha TEXHOMNOrn  MpoM3BOACTBa
NeKkapCTBEHHOMO CPeacTBa;

31) npou3BOACTBO JEKapPCTBEHHbIX CPeACTB - AEATENbHOCTb MO MNPOU3BOACTBY
NEeKapCTBEHHbIX CPEeACTB OpraHvM3auusiMi - NpoM3BOOUTENSAMU NEKapCTBEHHbIX CPEACTB Ha
OLHOM CTaaun, HECKONMbKUX WM BCeX CTagusix TEeXHONOrM4YecKkoro npouecca, a Takke no
XPaHEHMUIO U peanu3aumm Npon3BeaeHHbIX NeKapCTBEHHbIX CPEACTB;

31.1) npousBoACTBEHHAA nnowagka - TepputopmnanbHo 060COGNEHHbIN KOMMEKC
NpoOu3BOAMTENS JeKapCTBEHHbIX CPEACTB, MNpedHa3Ha4YeHHbI ONs  BbINOSIHEHUA BCEro
npouecca Npon3BoACTBa NeKapCTBEHHbLIX CPEACTB UNN ero onpeaeneHHon ctaguu;

32) npousBoauTenb NeKapCTBEHHbIX CPeACTB - OpraHu3auus, OCyLlecTBnsAoLas
NPOW3BOACTBO FEKapCTBEHHbIX CPeacTB B COOTBETCTBMM C TpebOBaHUAMM HACTOSLLEro



depnepanbHOro 3akoHa;

33) c¢hapmaueBTMYECKAA AOeATENbHOCTb - OEATENbHOCTb, BKMYawwasa B ceba
ONTOBYI TOPrOBMIKO JleKapCTBEHHbIMU CpPEeACTBaMU, WX XpaHeHWe, nepeBO3Ky U (Mnwn)
PO3HUYHYKO TOProBSIKO NlEeKapCTBEHHbIMU Mpenapartamu, UX OTMYCK, XpaHeHue, NepeBo3Ky,
N3roToBMEHME NeKapCTBEHHbIX NpenapaTos;

34) opraHusauusi ONTOBOM TOProBfU JeKapCTBEHHbIMM cpeacTBaMuU -
opraHusaums, OCYyLLEeCTBMSAIOWAA OMTOBYK TOProBft flekapCTBEHHbIMU CcpeacTBamMu, WX
XpaHeHue, NepeBoO3Ky B COOTBETCTBUN C TpeboBaHnsiMn HacTodwero PegepanbHOro 3akoHa;

35) anTteyHas opraHu3auuMa - OpraHusauumda, CTPYKTYpHOe noppasgeneHve
MEAVLMHCKOW OpraHusaumn, OCYLLECTBNAWME PO3HUYHYIO TOProBMiO fleKapCTBEHHbLIMM
npenapataMmn, XpaHeHue, NnepeBoO3Ky, M3roTOBMEHNE U OTMYCK JIeKapCTBEHHbIX NpenapaTosB
ANA  MeOULMHCKOro MNpUMEHEeHUss B COOTBETCTBUM C  TpeboBaHMSMWM  HaCTOSLEro
depeparbHOro 3aKoHa;

36) BeTepuMHapHas anTe4yHas opraHusauusa - oOpraHusauusi, CTPYKTypHOe
nogpasgenieHe BeTepUHApPHOW oOpraHuv3aunn, OCYLLEeCTBASAWNE PO3HUYHYKD TOProBIo
NeKapCTBEHHbIMX MpenapaTamMu, XpaHeHwe, W3roToBfEeHWE U OTMYCK JeKapCTBEHHbIX
npenapaToB A4S BETEPUHAPHOIO NMPUMEHEHUs B COOTBETCTBUN C TpeboBaHNAMM HACTOSALLEro
depneparnbHOro 3akoHa;

37) banbcucdmnumpoBaHHoe nekapcTBeHHOE CPeaAcTBO - JIeKapCTBEHHOE CPeaCTBo,
COMpOBOXAaeMOe NTIOXXHOW MHdOpMaLMen o ero coctase 1 (Unm) Npon3BoANTENE;

38) HepobpokayecTBeHHOE NeKapCTBEHHOEe CPEeACTBO - fIeKapCTBEHHOE CPeACTBO,
He cooTBeTCTBylOLEee TpeboBaHMAM hapMakonernHonm ctaTtbh NGO B Criydae ee OTCYTCTBUSA
TpeboBaHNAM HOPMATUBHOW JOKYMEHTaUMN NN HOPMATUBHOMO JOKYMEHTA;

39) koHTpadpakTHOE JleKapCTBEHHOe CpeaAcTBO - JIeKapCTBEHHOE CpPeacTBo,
Haxopaslleecs B 000poTe C HapyLUeHUEM rpaXxgaHCKOro 3akoHoA4aTe NbCTBa;

40) ROKNUHUYECKOe uUccrneaoBaHWe NeKkapCcTBEHHOro cpeacTBa - Guornormyeckue,
MUKpoBuonormyeckme, UMMMYHOSOMMYeckne, TOKCUKONorndeckue, dapmMakonorndeckue,
dunsnyeckme, XvMMu4eckne U Opyrme WccrnefoBaHUs JEeKapCTBEHHOro cpeactsa nyTem
NPUMEHEHNSA Hay4YHbIX METOLOB OLUEHOK B LensiX NonydeHnsa gokasatenbcTB 6esonacHocTy,
KadecTBa M 9(PPEeKTUBHOCTU NNEKapCTBEHHOIO CPeaCTBa;

41) KNUHUYECKOe uccrnefoBaHMEe JEeKapCTBEHHOro npenapata - WU3yyYeHue
ANArHOCTUYECKMX,  NeyebHbIX,  NpodunakTnyecknx,  (apmakonormyeckmx  CBOWCTB
fleKapCTBEHHOro npenapata B npouecce ero nNpuUMEHEHUs y 4YerioBeka, XUBOTHOrO, B TOM
yucrne npoueccoB BcCacbiBaHWSA, pacrnpedeneHvs, U3MEHEeHUs W BbIBEAEHUS, NyTeM
NPUMEHEHNSA Hay4YHbIX METOLOB OLUEHOK B LensiX NonydeHnsa gokasatenbcTB 6esonacHocTy,
KayectBa U 9PEEKTMBHOCTM JEKAapPCTBEHHOrO npenaparta, AaHHbIX O HexenaTernbHbIX
peakumsix opraHmamMa 4erioBeka, XXMBOTHOMO Ha MpUMEHEeHue feKapCTBEHHOro npenapara u
06 addekTe ero B3aMMOAENCTBMS C APYrMMW JEKApCTBEHHbIMM Mpenapatamuv u (unu)
NULLEBBLIMU NPOAYKTAMU, KOPMaMMU;

42) MHOroueHTpoOBOE KIIMHUYEeCKoe uccrnepnoBaHMe JNieKapCTBEHHOro npenapara
AN MeAULUMHCKOro TMpUMEeHEHUsl - KIMHUYEeCKOe WuccneoBaHuMe feKkapCTBEHHOro
npenaparta gns MeavuMHCKOro npuMeHeHus, npoBoaumoe pas3paboTynMKoOM neKapCTBEHHOMO
npenapata B AByX W 6onee MeOVUMHCKUX OpraHu3aumsix Mo eguHoMmy MpoTOKOny
KIMHMYECKOro nccneoBaHus fiekapCTBEHHOMO npenapara;

43) MeXxayHapoaHoe MHOroueHTpoBoe KNUHUYeckKoe uccnegoBaHue
NeKapCTBEHHOro npenapata pAnsa MeOULMHCKOro MNPUMEHEHUA -  KIMHW4YecKoe
nccrnegoBaHne fnekapCTBEHHOro npenapata Ans MeauvuMHCKOro npuMeEHeEHUs, npoBoaMMoe
pa3paboTyMKoM NeKapCTBEHHOro npenapaTta B pasfuyHbIX CTpaHax Mo eguHOMY NPOTOKOMy
KNMHMYECKOro nccnefoBaHus NekapCTBEHHOMo npenapara;

44) nocTperucrpauMoHHoe KNMHUYEeCKoe uccrieqoBaHue JrieKkapcTBeHHOro
npenapata AnAa MeAUUMHCKOrO NPUMEHEHUA -  KIMHUYEeCKoe  uccnefoBaHue
neKapCTBEHHOro npenapara ang MeguumMHCKOro npuMeHeHusi, NpoBoAnMOe npoussoanTenem
NeKkapCcTBEHHOro npenapara, rpaxgaHCckui o06OopOoT KOTOPOro OCyLecTBrseTcs nocne
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rocyadapCTBEHHOM peructpauuu, B Uenax JOononHUTenbHoro cbopa [daHHbIX O  ero
6esonacHoCTM U 3PPEKTUBHOCTN, paCLUMPEHNS MOKa3aHUA K MPUMEHEHMIO AAHHOro
NeKkapCTBEHHOro npernapaTa, a TakkKe BbISBIIEHUS HexenaTernbHbIX peakunin NaumeHToB Ha
ero AencTeue;

45) uccnepoBaHue OMO3KBMBANEHTHOCTU JleKapCTBEHHOro npenaparta - Buj
KNMMHUYECKOrO  MCCneaoBaHMs  NeKapCTBEHHOro  npenapaTta, MpoBeAeHue  KOTOPOro
OCYLLeCTBNSAETCA ANA onpefeneHns CKOpOCTU BCacblBaHWS WM BbiBEAEHWUS OLHOMo Wnn
HecKonbkux obnagarowmx dapmMakonorMyeckon akTUBHOCTbIO OEWCTBYIOLWMX BELLECTB,
KonuyecTtBa JieKapCTBEHHOro npenaparta, [JOCTuralowero CUCTEMHOrO KpOBOTOKa, U
pesynbTaTtbl ~ KOTOPOro  MNO3BONAT  cAenatb  BbiBO4 O  BMO3KBMBANEHTHOCTU
BOCMNPOU3BEAEHHOIO NIEKAPCTBEHHOMO NpenapaTa B onpedefieHHbIX fekapCTBEHHON hopMe U
AO03UpOBKe, COOTBETCTBYHOLUX (opMe U [O03UPOBKE pedepeHTHOro nekapCTBEHHOro
npenapara;

46) wuccnegoBaHMe TepaneBTUYECKOW IKBUBANIEHTHOCTUM  JleKapCTBEHHbIX
npenapaTtoB - BUJ KITMHWYECKOrO UCCNeoBaHNA NeKapCTBEHHbLIX NpenapaTos, NpoBeAeHue
KOTOPOro OCyLlecTBnsieTca ANnd  BbIIBIEHUS OAMHAKOBbIX CBOWCTB  JleKapCTBEHHbIX
npenapatoB oOMpeaeneHHONW IeKapCTBEHHOW (OpMbl, a TakKkKe Hannums OOMHAKOBbIX
nokasartenen 6e3onacHocT N 3EPEKTUBHOCTU NEKAPCTBEHHbLIX MPenapaTtoB, OAUHAKOBbLIX
KNUHNYECKMX 3PPEKTOB NPU NX NPUMEHEHUN;

47) npoOTOKON KIIMHUYECKOro uccneaoBaHUSA JeKapCTBEHHOro npenaparta -
OOKYMEHT, B KOTOPOM OnNpefenstoTcs uenn, GOopMbl OpraHu3auum u MeTogosiorns
npoBeaeHUs KITMHMYECKOrO UCcneaoBaHuns, ctatucTudeckme metoasl o6paboTkm pesynbTaTtoB
Takoro MWccrnegoBaHuss M Mepbl NO  obecnedeHnto ©Ge3onacHOCTM  U3NYECKUX L,
YYacCTBYIOLLMX B KITMHUYECKOM MCCIiefOBaHNN NeKapCTBEHHOro npenapara;

48) 6powopa uccrnegoBaTesnisl - CBOAHOE U3NOXEHNE pe3ynbTaToB AOKIUHNYECKOro
nccneoBaHNs NekapCTBEHHOMO CpeacTBa U KIMHUYECKOro UCCefoBaHUsA NekapCTBEHHOro
npenapata Ans MeQULUHCKOrO NPUMEHEHNS;

49) nHchdopMaLMOHHBLIN NUCTOK NauueHTa - LOKYMEHT, B KOTOPOM COLEpXaTcs B
AOCTYNHOW dopMe CBedeHud, Kacawuwmeca MnpoBOAUMOrO KIMHUMYECKOro uccrnegoBaHus
neKkapCcTBEHHOro npenapara, U B NCbMeHHOW doopmMe J0OPOBONbHOE cornacue naumeHTa Ha
yyacTue B KIIMHMYECKOM UCCedoBaHUM NekapCcTBEHHOro npenapara nocsie 03HakoMIeHus ¢
0COBEHHOCTSIMU KNMHNYECKOIo UCCReAOBaHUSA, UMEOLWNUMY 3HAYEeHNe NS BbIpaKeHUS Takoro
cornacwus;

50) no6o4yHOe aencTBMUE - peakunsa opraHn3ama, BO3HUKLIAA B CBS3M C MPUMEHEHNEM
NeKapCTBEHHOro npenapaTta B [03aX, PEKOMEHAYEMbIX B MHCTPYKUMM MO €ro NpUMEHEHMIO,
ANsa NpoMnakTUKn, AuarHOCTUKN, neveHns 3abonesaHns nnu ana peabunurauuu;

50.1) HexenaTenbHasA peakuusi - HenpegHamepeHHast HebnaronpusaTHas peakums
opraHuama, Kotopasi MOXeT BbITb CBA3aHa C NMPYMEHEHNEM NeKapCTBEHHOro npenapara;

51) cepbe3Has HexenaTtenbHasa peakuus - HexenaTerbHas peakuusi opraHusma,
CBSI3aHHasi C NPUMEHEeHNeM NekapCTBEHHOrO npenapaTta, NpuBeaLlas K CMepTu, BPOXKAEHHbIM
aHomanusM unuM  nopokam passuTus Nnbo npeacTasnsowas cobon yrposy KU3HWU,
Tpebytowas rocnutanMsaumm nnn npmBeallas K CTOMKOW yTpate TpygocnocobHoCcTn n (mnwn)
WHBaNMOHoCTy;

52) HenpeaBuAeHHas HeXenaTtenbHasA peakuuss - HexenaTtenbHas peakuus
opraHusama, KoTopasi CBsi3aHa C NPUMEHEHWEM feKapCTBEHHOro npenapata B [Ao3ax,
peKOMeHOyeMbIX B MPOTOKONE ero KNMHUYECKOro uccnefoBanund, bpolitope uccnegosaTens,
UNn ¢ NPUMEHEeHNeM NeKapCTBEHHOMO npenapara B 4o3aX, PEKOMEHAYEMbIX B MHCTPYKLUKN NO
ero npUMEHEHUIO Ana  NpoUNaKTUKW, OUArHOCTMKKW, feyeHus 3aboneBaHus  unu
MeAMUMHCKOM peabunutauum nauMeHTa, M CyWHOCTb, TSXKECTb WM MUCXOL4 KOTOPOW He
COOTBETCTBYET MH(pOpMaLMKN O SieKapCTBEHHOM Mpenapare, cogepxallencs B NpoToKose ero
KNMHNYECKOro nccnenoBaHus, 6poLuope uccnegoBaTens Unn B UHCTPYKUUK MO NMPUMEHEHUIO
neKapCTBEHHOro npenapara;

52.1) chapmakoHaa3op - BUA AEATENBbHOCTU MO MOHUTOPUHIY 3dEKTUBHOCTU W



6e30nacHOCTM NeKapCTBEHHbIX MpenapaToB, HanpaBfeHHbI Ha BbISABMEHWE, OUEHKY |
npenoTBpaLleHne HexenaTerbHbIX NOCNeACTBMI NPUMEHEHMUS NIEKapCTBEHHbIX NpenapaTos;

52.2) nnaH ynpaBneHUA puUckamm - nogpobHoe onucaHne MeponpuUATUA Mo
dapmakoHaa30py, HanpaBfieHHbIX Ha BbISBEHWE, OUEHKY W MpeaoTBpalleHne wunu
MUHUMM3ALMIO PUCKOB, CBSI3@HHbLIX C JleKapCTBEHHbIMWU MpenapaTtamu, BKIIOYasA OLEHKY
3(PPEKTUBHOCTU AaHHBIX MEPONPUATUN;

53) peuenT Ha neKapCTBEHHbIM npenapatr - [MUCbMEHHOE Ha3HayeHue
NEeKapCTBEHHOro npenapata no YCTaHOBMEHHOM opMe, Bbl4aHHOE MEAUMLMHCKAM  Unn
BeTepMHapHbIM paboTHMKOM, UMEKLWUM Ha 3TO MNpaBoO, B LEnsx OTnycka feKapCTBEHHOro
npenapara unv ero U3roToBrneHns 1 OTnycka;

54) TpeboBaHMe MeOMULMHCKOW oOpraHuM3auun, BeTepUHAPHOW opraHusauum -
AOKYMEHT YCTaHOBMEHHOM (POpPMbl, KOTOPbLIA BbIMUCAH MEeOUUMHCKAM WM BeTepUHapHbIM
paboOTHUKOM, MMEKLWMM Ha 3TO NpaBO, U COOEPXUT B MNUCbMEHHOW ¢opMe YyKasaHue
anTe4yHon opraHu3aumm o6 oTnycke NekapCTBEHHOro npenapara UM O ero U3roToBIEeHUN U
o6 oTnycke pAansa obecnedyeHns neyebGHOro npouecca B MEOUUMHCKOM OpraHvM3auumu,
BeTepMHapPHOM OpraHmnsaumm;

55) KkomnrekcHas oueHKa nekapCcTBEHHOro rnpenapaTa - OLeHKa 3aperncTpMpoBaHHOro
neKkapCTBEHHOro npenapaTta, BKr4vawwas B ceba aHanns nHgopmMaumm O CpaBHUTENBHOM
KNUHMYECKOn 3(PPEKTUBHOCTM U 6e30MacHOCTM FeKapCTBEHHOro npenapaTa, OUEHKY
9KOHOMWYECKMX MOCNEeACTBUN ero NPUMEHEHWUs, U3yvyeHue AOMONHUTENbHbIX MOCHeacTBUi
NPUMEHEHNA NeKapCTBEHHOro npenapaTta B LUEenax MNPUHATUS pelleHnA O BO3MOXXHOCTU
BKIMIOYEHUS NEeKapCTBEHHOro npenaparta B nepeyeHb XU3HEHHO HEOBXOAMMbIX N BaXXHENLINX
NEKapCTBEHHbIX MpenapaToB, HOPMaTMBHblE MNPaBOBble aKkTbl W WHble [OOKYMEHTHI,
onpegenswwne MNOpPsSAOK OKasaHus MeAMUMHCKOW MOMOLUM, WM UCKIYEHUS ero u3
YKa3aHHbIX NepeYHsl, akToB U AOKYMEHTOB.

Mnaea 2. NMonHomMouumsa depepanbHbIX OPraHOB UCTMOSTHUTENIbHOW BNacTu, OpraHoB
MCNONHUTENIbHON BracTu cyobekToB Poccunckon Pepgepaumm npu odpailieHumn
NeKapCcTBEHHbIX CpeacTB

Cratba 5. [lonHoMouusi dpedepanbHbiX OpPraHOB WCMNOSTHUTENbHOW BRacTu npu

obpaLleHnn nekapCcTBEHHbIX CPeACTB

K nonHomounam depeparnbHbiX OpraHoB WUCMOMHUTESNTbHOW BfiacTy npu obpalleHun
NeKapCTBEHHbIX CPEACTB OTHOCHTCS:

1) npoBegeHve B Poccunckon depepaumm eouHOM rocygapCTBEHHOW MNOSMUTUMKM B
obnacTtu obecneyeHns nekapCTBEHHbIMU Npenapatamun rpaxaaH B Poccuickon ®egepaunu;

2) yTBepxaeHne obwmnx hapmakonernHbix ctaten, hapmMakonenHbix cTaten, nsgaHue
rocygapctBeHHom pbapmakoneun, cosgaHne W BedeHue peectpa  dapmMakonemHblx
CcTaHOapTHbIX 06pa3uoB;

3) ocywecTBneHne rocyaapcTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalueHus
NeKapCTBEHHbIX CPEACTB;

4) nUUeH3npoBaHMe MPOU3BOACTBA JfIEKAPCTBEHHbIX CPeacTB M dhapMaueBTUYECKON
AeATerlbHOCTN B COOTBETCTBUM C 3aKoHogaTenbCcTtBOM Poccuinckon denepaumu;

FTAPAHT:

5) opraHuMsaumsa 9KCNepTU3bl JEKAaPCTBEHHbIX CPEeACTB, 3TUYECKOW 3JKCNepTUsbl
BO3MOXHOCTU MpPOBEAEHNA KIMHMYECKOro MCccrnefoBaHUs feKapCTBEHHOro npenaparta Aans
MEAMLMHCKOro NPUMEHEHUs1, 3KCNepTn3bl JOKYMEHTOB, NPeACTaBMNEeHHbIX ANSA onpeneneHus
BO3MOXHOCTU paccMmaTpuBaTtb JleKapCTBEHHbLIN npenapaTt AN MeAUUUHCKOTO MPUMEHEHUS
npu rocygapCTBEHHOW permctTpauumn B kKa4ectse opdaHHOro fIeKapCTBEHHOMO nNpenaparTa;

5.1) opraHusaumsa npoBeAeHNs KOMMIIEKCHON OLIEHKM NEeKapCTBEHHOro npenapaTta B
LUensax MnpUHATUSA peLLUeHMn O BO3MOXHOCTM BKIOYEHUS NeKapCTBEHHOro npenapata B
nepeyeHb >KU3HEHHO HeobXoOUMbIX W BaXHEWWMX JfEeKapCTBEHHbIX NpenapaTtos,
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HOpPMaTMBHbIE MpPaBOBbLIE aKTbl WU MHble AOKYMEHTbI, Onpegensowme nopsgok OKa3aHus
MeANLMHCKOWN NMOMOLLM UMM UCKIMIOYEHNS ero 13 yKa3aHHbIX NepeYHsi, akTOB U JOKYMEHTOB;

6) Bblaa4a paspeLLleHnin Ha NPoBEAEHNE KITMHUYECKUX UCCNEA0BaHUN NIEKAaPCTBEHHbIX
npenapaToB, BeAeHWE peecTpa BblAaHHbIX paspelleHnn Ha npoBedeHUE  KIMHUYECKNX
nccnegoBaHnin IekapCTBEHHbIX NpenapaTos;

7) rocygapCTBeHHasi  perucrpaums  JieKapCTBEHHbIX — npenapaTtoB,  BedeHue
rocygapCTBEHHOINO peecTtpa NekapcTBEHHbIX CPEACTB;

8) opraHmszauma u (Mnu) NpoBeAeHME WHCMNEKTMPOBaHUSA CyObekToB obpalleHus
NleKapCTBEHHbIX CPEACTB HAa COOTBETCTBME NpaBunam Haanexatien nabopatopHON NpakTukm,
npaBunaMm Hagnexawen KIMHMYECKOW MpPaKTUKWA, npaBuiiaM Hagnexawen npakTukm
XpaHEeHNs 1 MEepPeBO3KM  FIEKApCTBEHHbIX MpenapaTtoB, MNpaBuiaM  Haanexailen
ANCTPUBBLIOTOPCKOM NPaKTUKK, NpaBunam Haanexawemn anTe4yHom NpakTuku;

8.1) opraHusauma u (Mnn) npoBegeHUEe WHCNEKTUpPOoBaHUA cybbekToB obpalleHus
NEKapCTBEHHbIX CPeACcTB Ha  COOTBETCTBME  TpeboBaHMAM  MpaBui  Hagnexallewn
NPOM3BOACTBEHHOM MPAKTUKK, BblAava 3aKNiYeHUn O COOTBETCTBUM NpoM3BOAUTENS
NleKapCTBEHHbIX CpeacTB TpeboBaHNAM npaBuni Hagnexallen npomM3BoACTBEHHON NPaKTUKN;

8.2) ycTaHoBneHue nopsiaka BedeHWd W BedeHue rocyfapCTBEHHOro peectpa
3aKMYEHNN O COOTBETCTBUM NMPOU3BOANTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHMAM NpaBun
Haanexawen Npon3BoACTBEHHON NPAKTUKN;

9) rocyaapcTBeHHasi permctpauust yCTaHOBMNEHHbIX NPON3BOAUTENAMM JIEKAPCTBEHHbBIX
npenapaToB npefesibHbIX OTMNYCKHbIX LEH Ha >XM3HEHHO Heobxogumble W BaxHenwue
NleKapCTBEHHbIE NpenapaThbl U BeAEHNE rocygapCTBEHHOIO peectpa npeaenbHbIX OTNYCKHbIX
LeH npousBoauTenen Ha fiekapCTBEHHble npenapaThbl, BKAOYEHHbIE B NepeyvyeHb XU3HEHHO
HEOOX0AUMbIX U BaXXHEULLMX NIEKAPCTBEHHbIX NpenapaTos;

9.1) cornacoBaHue MPOEKTOB peLUeHU OpraHoOB MCMOSTHUTENBHOW BNactu CyObekToB
Poccunckon ®epepauumn 06 ycTaHOBNEHMM U (MNK) U3MEHEHUN NpPeaesNbHbIX pas3MepoB
OonTOBbIX HagbaBoK M npefenbHblX pPasMepoB PO3HUYHbLIX HagbaBoK K OaKTUYECKUM
OTMYCKHbIM LIEHaM, YCTAHOBMEHHbIM MNPOU3BOAUTENAMM NEKAPCTBEHHbIX NpenaparoB, Ha
NeKapCTBEHHble npenapaTtbl, BKMAYEHHbIE B MNEPEeYEeHb XU3HEHHO HeobXxoauMbIX W
BaXKHEMLUNX NEKAPCTBEHHbIX NPenapaTos.;

10) ycTaHoBneHve nopsaka BBO3a JleKapCTBEHHbIX cpeAactB B Poccumrckyro
depepaumio 1 BbiBO3a fleKapCTBEHHbIX cpeacTs n3 Poccunckon degepauuu;

10.1) Bblgaya, yCTaHOBIEHWEe nopsigka BbldayM M POPMbl  JOKYMEHTA, KOTOPbIN
noaTBepxgaeT, 4TO MNPOU3BOACTBO JIEKAPCTBEHHOrO npenapata OCYWECTBEHO B
COOTBETCTBUM C TpeboBaHMsMU nNpaBun Hagnexawen MNpon3BOACTBEHHON MpPaKTUKK, W
noanexuT npeactaBneHnto No TpeboBaHMKO YNOMHOMOYEHHOro OpraHa CTpaHbl, B KOTOPYH
BBO3UTCSA NIEKAPCTBEHHbIN nNpenapar;

10.2) Bblgaya, yCTaHOBMNEHME Nopsiaka Bblgaydn U popMbl AOKYMEHTA, COAEpPIKaLLEero
CBeOeHNsa O cTaamsax TEXHOMOrMYecKoro npouecca npon3BoAcCTBa fekapCTBEHHONO cpeacTaea
AN MeOVUMHCKOrO MPUMEHEHUs, OCYLLECTBNSIEMbIX Ha Tepputopun EBpasninckoro
9KOHOMMYECKOr0 COH33;

11) cosgaHve COBETOB MO BOMpocaM, CBsA3aHHbIM C obpallieHveM NneKapCTBEHHbIX
CpencTB;

12) atTectauunsa n ceptudurkaLma cneumanmcros,;

13) ytpaTtun cuny;

14) ocywecTeneHne hapmMmakoHaa3opa;

15) yyactne B MexgyHapogHOM COTPYAHUYECTBE;

16) nonyyeHne NO 3anpocam  YMNOMIHOMOYEHHOro  doefeparnbHOro  opraHa
NCMONHUTENbHOM BRAacTU OT OpraHoOB WCMNOSIHUTENBHOM BRactn cybbekToB Poccuinckon
depgepaumm, a Takke OT CyObEKTOB 0OpalLeHNs NTEKAaPCTBEHHbBIX CPEACTB AN Me4ULMHCKOro
NPUMEHEHNA UHGOPMaUUM MO BOMpPOCaM YCTAHOBMEHUS W MNPUMEHEHUST LEeH Ha
NleKapCTBEHHbIE NpenapaTbl U HagbaBOK K HUM;

17) NnpUMeHeHne Mep OTBETCTBEHHOCTU 3a HapyLleHne 3akoHoaaTenbcTea Poccumnckon
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depepauunm;

18) yTBepxaeHve npaBun  Hagnexawen nabopaTtopHOM MpaKkTUKWA, nNpaBwun
Haanexawen KrMHUYEeCKOW NpaKkTUKX, MpaBusl Hagnexawenm npou3BOACTBEHHOW MNPaKTUKW,
npasusl Hagnexallen npakTukU XpaHeHUs 1 NepeBO3KN NeKapCTBEHHbIX NpenapaToB, npaBus
Hagnexawen OUCTpUOBLIOTOPCKOM MPaKTUKK, NpaBuIl Hagnexawen anTeyHoW MpPaKTUKMK,
npaBwusl  Haanexawen npakTukM apmakoHag3opa feKkapCTBEeHHbIX MpenapaTtoB  Ans
MeAVLMHCKOro NpUMEHEHUS;

19) ycTaHoBneHve nopsagka OPMUPOBAHUA  PErmcTpauuoHHOroO [OOCbe  Ha
nekapcTBEHHbIV NpenapaT u TpeboBaHM K JOKYMEHTaM B ero cocTaBe;

20) yTBepxaeHue npasBun paumoHarnbHOro BbiOOpa HaAaMMEHOBaHUM JIEKAPCTBEHHbIX
npenapaToB AN9 MEANLNHCKOro NpUMeHeHus;

21) yTBEPXOEHNE NEPEYHS HAMMEHOBAHWUIN NIEKAPCTBEHHBIX (POPM;

22) bopmupoBaHue peecTpa TUMOBbLIX WHCTPYKUMKA MO MEAULUHCKOMY NPUMEHEHUIO
B3aMMO3aMeHSAeMbIX JleKapCTBEHHbIX NpenapaTos;

23) yTtBepxaeHue TpeboBaHWA K WHCTPYKUMW MO MEeLULUMHCKOMY MPUMEHEHUIO
NEeKapCTBEHHbIX npenapatoB W K WHCTPYKUMM NO  BeTEePUHAPHOMY  MPUMEHEHUIO
neKapCTBEHHbIX NpenapaTos;

24) pocynebHoe 3aKkpbiTUE CaNToOB, COAEPXALLMX MHAOPMALMIO O PO3HUYHOM Npogaxe
ANCTaHUMOHHBIM Ccnocobom, npeanoxXeHne o npuobpeTeHun LOUCTaHLMOHHBIM Crnocobom,
AOCTaBKe AUCTaHLUMOHHBIM cnocobom u (nnn) nepegaye uanyeckomy nuuy ANCTaHUNOHHBIM
CNocobOM fNeKapCTBEHHbIX MpenapaToB, HAPKOTUYECKUX FeKapCTBEHHbIX npenapaToB U
NMCUXOTPONMHbIX JIeKapCTBEHHbIX MpenapaToB, 3a WCKIOYEHWEM CrlyYyaeB, YCTaHOBIIEHHbIX
MpaBuTtenbctBoM Poccumnckon degepauyumn.

Cratba 5.1. [lepepaya ocywecTBneHnMss MNONHOMOYMA doedeparibHbIX OpraHoB
NCNOSTHUTENbHOW BriacTu nNpu obpalleHnn NnekapCTBEHHbIX CPeACTB OopraHam
NCrnonHUTeNnbLHON BracTn cybbektoB Poccunckon denepaunm

MonHoMounst degepanbHbIX OPraHoOB WCMOMHUTENbHOM BRactm npu  obpaleHum

NeKapCTBEHHbIX CPeacTs, NpeayCcMOTpeHHble HacToswum defepanbHbiM 3aKOHOM, MOryT
nepegaBatbCs ANA  OCYLLECTBMEHUST OpraHaM WUCMOSTHUTENbHOW BNactu CyOBLEKTOB
Poccuinckon depgepaummn noctaHoBneHnamu [pasutenbctBa Poccuinckon Pegepaunmn B
nopsigke, yctaHosneHHoMm ®eaepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-93 "O6
o0LWMX NpMHUMNAaxX opraHMsaumnn 3akoHogaTenbHbIX (MpeacTaBUTENbHbBIX) U UCAONHUTENBbHbIX
OpraHoB rocygapCcTBeHHON BracTtn cybvektoB Poccunckon ®egepaumn.

Cratbsa 6. [NonHomMo4Mss opraHoB MCNONHUTENBHOM Bnactu cybvekta Poccuiickon

depgepaumm npm obpalleHnn NekapCTBEHHbIX CPEACTB

K nonHomMmo4ynsim opraHoB MCNOSTHUTENBHOM BracTu cybbekta Poccuinckon ®egepauunm
npun obpalleHnn NnekapcTBEHHbIX CPEACTB OTHOCATCS:

1) paspaboTka M peanusauus permoHanbHblX nporpamm obecrneyeHus HaceneHus
nekapCTBEHHbIMU NpenapaTamu;

2) yCTaHOBfEHME NpeaesibHbIX pa3mMepoB ONTOBbIX HaAbaBoOK U NpeaenbHbIX pasMmepos
PO3HUYHbIX HaabaBoK K hakTUYECKMM OTMYCKHbIM LleHaM, YCTaHOBIEHHbIM NPON3BOANTENSAMMU
NeKapCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEHHble Mpenapatbl, BKIOYEHHblIE B MNEpevYeHb
XN3HEHHO HEOOXOAMMBIX U BaXXHENLLNX JIEKAPCTBEHHbIX NPenapaTos;

3) ocyLecTBNeHNEe permoHasnbHOro rocyaapCTBEHHOIO KOHTPONS 3a NPUMEHEHNEM LIEH
Ha JEeKapCTBEHHble Npenaparbl, BKOYEHHbIE B MEPEYEHb XMU3HEHHO HEeobXxoouMbIX U
Ba)XHENLUNX NEeKapCTBEHHbIX MnpenapaTtoB, OopraHunsaumamMum OMTOBOW TOProBnuv, anTeYHbIMU
opraHusaumamMn, uHAMBMAyarnbHbIMU MPegnpUMHUMATENSMU, WMEKLWMMN  JIMLEH3UI0 Ha
hapmaueBTUYECKYIO AeATENbHOCTb.

MnaBa 3. NlocypapcTBeHHas dpapmakones
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Cratba 7. PaspaboTka n usgaHue rocygapCTBEHHOW (papmakoneun, pasmelleHue
JaHHbIX O HEN

1. MNopg rocypapcTBeHHON dhapmakoneen NoHMMaeTcs cBog obwmx dhapmakonenHbiX
craTeun n papmakonemnHblx ctaTen.

2. PaspaboTka o6wwmx ¢hapmakonerHblx ctaten M dpapMakonenmHblx cTaten, B TOM
yucne papmMakonerHblx cTaTen Ha hapmakonenHble cTaHgapTHblIe 00pasLbl, U BKNIOYEHUE UX
B rOCydapCTBEHHYK (papmMakoner OCyWecTBAATCA B MNopagke, YCTaHOBIEHHOM
YNOMHOMOY€EHHbIM doefieparnbHbIM OpraHoOM UCMOSTHUTENbHOW BNacTu.

3. PaspaboTka hapmakonenHon ctatbn Ha pedepeHTHbIN NeKapCTBEHHbIN Npenapar u
BKINIOYEHNE ee B roCydapCTBEHHYK (apMakone B TevyeHue Ccpoka [OevCTBUSA 3aluThbl
WCKNIOYUTENLHOIO npaBa, Y4OCTOBEPEHHOro naTteHTOM Ha pedepeHTHbIN JIeKapCTBEHHbIN
npenapar, OCyLLeCTBNSATCS C cornacusi ero paspaboTuuka.

4. TocypapctBeHHas apmakones wms3gaeTcs YNorHOMOYEHHbIM  hbefeparibHbIM
OpraHoM MCMOSfHUTENBbHON BriacTu 3a CYeT cpeacTB deaepanbHoro Gompketra M NoanexuT
nepensgaHnsam He pexe 4YeM OAMH pas B NATb feT, B Nepuoa Mexay KOTOpbIMU U3gakTcs
NPUITOXKEHNA K rocyaapcTBeHHOM bapmakonee, copepxawme obwme dapmakonenHble
cTatby 1 (Unn) dapmMakonenHble CTaTbU, YTBEPXAEHHbIE MOCMEe U30aHUA UK NepensgaHus
rocygapCTBeHHOW hapMakoremu.

5. YNonHOMO4YeHHbIN heneparnbHbid OpraH WCNOSTHATENbHOW BriacTu pasmellaeT
AaHHble O rocygapCTBEHHOW dhapMakornee U MPUoXeHUsIX K HEW Ha CBOeM ouunanbHOM
cante B ceTh "VIHTepHeT" B yCTaHOBIIEHHOM UM NopsiaKe.

MnaBa 4. l'ocyaapcTBEHHbIM KOHTPOSb NpU obpalueHun nekapcTBeHHbIX CPpeaAcTB

Cratba 8. JlMueHaupoBaHWe nNpPoOM3BOACTBA  JIEKAPCTBEHHbLIX CPEACTB U

hapmaueBTUYECKON OeATENbHOCTH

1. JlMueHanpoBaHWe MPON3BOACTBA JIEKAPCTBEHHbIX CPeACcTB U (hapMaLeBTUYECKON
AeATeNlbHOCTN  OCYLLEeCTBNSAeTCs B COOTBETCTBMM C 3aKoHOAAaTeNbCTBOM Poccumnckon
depepauymn.

2. OO6sizatenbHbIM  YCrOBMEM MPeAoCTaBfeHNd JIMLEH3UM Ha NPOM3BOACTBO
NEeKapCTBEHHbIX CPEeACTB SBNAETCA MPUMOXKEHWEe K 3adABMeHUI0 coucKkaTensa mnuueH3um
nepeyHsa nekapCTBEHHbIX hopM U (Mnn) BUOOB hapMaueBTUYECKMX cybCcTaHumin, KOTopble
NPOV3BOAUTESNb NTEKAPCTBEHHbIX CPeaCTB HAMepPEH NPON3BOANTb.

3. B cnyyae Heob6xoaMMOCTW pacluMpeHusi NPOM3BOACTBA NeKapCTBEHHbIX CPeACTB 3a
CYET HOBbIX fIeKapCTBEHHbIX (POPM 1 BUAOB (hapMaLeBTUYECKNX CyOCTaHLMIA Npon3BoauTENb
NEeKapCTBEHHbIX CPeaCcTB AOMMKEH MOMyYuMTb HOBYK  JIMLEH3MIO Ha NPOU3BOACTBO
NeKapCTBEHHbIX CPeCTB.

Ctatbsa 9. [ocCygapCTBEHHbIN  KOHTponb  (Hag3op) B cdepe  obpalleHus

neKapCTBEHHbIX CpeacTB

1. [ocygapCTBEHHbIN KOHTPONb (Haa3op) B cdepe obpalieHus NeKapCTBEHHbIX
CpencTB BKIOYaET B cebs:

1) NWLEH3NOHHBLIN KOHTPONb B chepe Npon3BOACTBA NEKapCTBEHHbLIX CPEeACTB U B
chepe hapmaueBTMHECKON OEATENBHOCTY;

2) dhegepanbHbIi rOCYy0apCTBEHHbIM HAA30p B cdepe obpallieHus nekapCcTBEHHbIX
CpencTs;

3) BbIGOPOYHBIV KOHTPOSb Ka4yeCcTBa NeKapCTBEHHbLIX CPEACTB.

2. JINUEH3NOHHBLIN KOHTPOSib B cdhepe NpPOU3BOACTBA fEeKapCTBEHHbIX CPeacTB U B
cepe dapmaLeBTUYECKON  OEATENbHOCTH ocyLlecTengaeTcs YNOSTHOMOYEHHbIMMU
dpeepanbHbIM OpraHoOM WUCMOMHUTENbHOM BrlacTU M OpraHamu WCMONMHUTENbHOW BRnacTtu
cybbekToB Poccuickon degepaumm CornacHo Mx KOMMNETEHUUU B nopsigke, yCTaHOBIEHHOM
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depepanbHbIM 3akoHOM OT 26 aekabps 2008 roga N 294-d3 "O 3awuTe npaB OPUANYECKUX
iy 1M MHAMBMAYanbHbIX NpegnpuHuMaTenen npuv  OCYLECTBNEHUN TFOCy4apCTBEHHOMO
KOHTpons (Hagsopa) U MyHMUMNAnbHOrO KOHTponsa", ¢ yd4eToM 0CobeHHOCTEN opraHM3aumm u
npoBefeHns MPOBEPOK, YCTaHOBMNEeHHbIX ®PenepanbHbiM 3akoHOM oT 4 masa 2011 roga
N 99-03 "O nuueH3npoBaHnn oTAENbHbIX BUOOB AEeATENbHOCTN".

3. ®egepanbHbIl FOCYyOApPCTBEHHbIM HaA30p B cdepe obpalleHnss nekapCTBEHHbIX
CPeACTB OCYLLECTBSeTCs YNONMHOMOYEHHbIMU dbeeparnbHbIMU OpraHamMu UCNOMNHUTENBHON
BNacTu (ganee - opraHbl rocy4apCTBEHHOrO Haa3opa) COrfacHo MX KOMNEeTEHUUN B NOpSaKe,
ycTaHoBneHHom [NpaButenscteom Poccuiickon ®eaepauuu.

4. depepanbHbli rOCYyOapCTBEHHbIM Haa3op B cdepe obpalleHuss NeKapCTBEHHbIX
CpeacTB BKIOYaET B cebs:

1) opraHuszauuio u NpoBedeHue NpPoOBEPOK cobnioaeHnsa cybbektamm obpalleHus
NEeKapCTBEHHbIX CPeACTB YCTAaHOBIEHHbIX HacToAWwmMM PeaepanbHbiM 3aKOHOM U NPUHATBIMU
B COOTBETCTBMM C HUM WUHBbIMW HOPMAaTMBHbLIMW NPaBOBbLIMU akTamn Poccuinckon depepaumm
TpebOBaHUN K AOKMMHUYECKUM MWCCREAOBAHUAM JEeKapCTBEHHbIX CPeacTB, KIUHUYECKUM
nccneoBaHMsIM NeKapCTBEHHbIX MpenapaTtoB, XpPaHEeHWo, nepeBo3ke, BBO3Y B Poccuinckyto
depepaumto, OTNYCKYy, peanusaumm nekapCTBEHHbIX CPeaCcTB, NPUMEHEHUIO NEKapCTBEHHbIX
npenapatoB, YHUYMTOXEHUIO  JIEeKapCTBEHHbIX  CpeacTs, a Tawkke  cobnogeHus
YNONTHOMOYEHHBIMW OpraHamMun UCNOSTHUTENBHOW BriacTn cybbekTtoB Poccunckon Pepepaumm
METOAMKN YCTaHOBMEHUA npeferibHbIX pa3MepoB OMNTOBbIX HaabaBOK W npedenbHbIX
pa3mMepoB pPO3HMYHbIX HaO0aBOK K (aKTUYECKMM OTMYCKHbIM LieHaMm, YCTaHOBMEHHbIM
NpoOu3BOAUTENSIMW  NIEeKapCTBEHHbIX  MpenapaToB, Ha  JlekapCTBEHHble  npenaparthl,
BKMIOYEHHbIE B MEpeYeHb KU3HEHHO HeobXoOUMbIX W  BaXKHEWULWWMX NeKapCTBEHHbIX
npenapaToB (ganee - obsi3arenbHble TpeboBaHUS);

2) opraHuMsaumio U nNpoBeAeHWe MNPOBEPOK COOTBETCTBUA JleKapCTBEHHbLIX CPeacTB,
Haxo4ALWMXCS B rpaXgaHCckoM o6opoTe, yCTaHOBMEHHbIM TpeboBaHUAM K X KAa4eCTBY;

3) opraHusaumio n npoeegeHne bapmakoHansopa;

4) nNpumMeHeHne B nopsgke, YCTAHOBMNEHHOM 3akoHOAATENbLCTBOM Poccuickon
depepaumm, Mep Nno NpPeceyvYeHuo BbIBMEHHbIX HapyLlleHMn obs3aTernbHbIX TpeboBaHUN U
(M) ycTpaHeHuo NOCNeACTBUA TaKUX HapyLUEHWA, B TOM 4MCNe MNPUHATME peLLeHust O
HaXOXOEHMM NEKapCTBEHHbIX CPeacTB B obpalieHun, Bbigady npegnucaHumn ob yctpaHeHuu
BbISIBMIEHHbIX HapylleHun oba3aTenbHblXx TpeboBaHUM M MpuBriedYeHne K OTBETCTBEHHOCTU
N1, COBEPLUMBLLMX TaKUe HapyLUEHUS.

5. ®epepanbHbIi rocygapCTBEHHbIN Haa3op B cdepe obpalieHus NeKapCTBEHHbIX
CpeacTB OcCyllecTBnsieTca B nopsigke, ycTtaHoBreHHoM ®eaeparnbHbIM 3aKOHOM OT 26
aekabpsa 2008 roga N 294-03 "O 3awuTte npaB OPUOMYECKUX NUL M MHAUBUOYANbHbIX
npegnpuHuMmaTenen npu  OCYLEeCTBEHUN T[OCYAapCTBEHHONO KOHTponsa (Hagsopa) wu
MYHULMNANbHOrO KOHTpons", ¢ y4eTOM OCOBEHHOCTEN, YCTAHOBMEHHbIX HACTOALLEN CTaTbEN.
lMpeaBapuTenbHOE cornacoBaHMe C oOpraHamm npoKypaTypbl CPOKOB MpoOBeAeHUs
BHEMMaHOBON MpPOBEPKN CYyOBLEKTOB oObOpalleHnss NeKapCTBEHHbIX CpeacTB, a Takke
npegBapuTenbHoe yBeLOMMNEHNE PUONYECKNX NUL, MHONBMAYAlNbHbBIX NpeanpuHumaTenen o
Hayane npoBeAeHus 3TON NpoBepkn He Tpebyetcs. OpraHbl NPOKypaTypbl U3BELLAKOTCHA O
npoBedeHMM BHEMNNAHOBOM MNPOBEPKM CyObekToB obpalleHus NnekapCTBEHHbIX CpeacTs
nocpencTBOM HanpaBfeHWUsi COOTBETCTBYIOLLMX AOKYMEHTOB B TedeHne Tpex paboumx gHen ¢
MOMEHTa OKOHYaHMsA NPOBEAEHWSI YKa3aHHOW BHEMNAaHOBOW NPOBEPKM.

6. [JOrmKHOCTHbIE NLa opraHa rocygapCTBEHHOrO Haa3opa B nNopsiake, yCTaHOBEHHOM
3akoHogaTenbcTBoM Poccunckon degepaunm, UMeoT Npaso:

1) nonyyaTb Ha OCHOBAHWW MOTMBMUPOBAHHLIX MUCbMEHHbLIX 3aMpPOCOB OT CyObEeKTOB
obpalleHnss nekapCTBEHHbIX CPEeACTB, OPraHoOB WCMNOSTHUTENbHOW BracTn CcyObekToB
Poccunckon denepaumm n opraHoB MECTHOro caMoynpasfieHUs AOKYMEHTbI U MHpopMaLnto
no Bonpocam obpalleHns NekapCTBEHHbIX CPEACTB;

2) 6ecnpensiTCTBEHHO MO npeabsABNEeHUN CNyXebHOro yAOCTOBEPEHUS M KOMUK
npukasa (pacnopsikeHusl) opraHa rocygapCTBEHHOrOo Haasopa O Ha3Ha4YeHuUM MNPOBEpPKM
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nocewiatb ncnosnb3yemble topUaNHECKNMHN nmuamm, nHaOnBMAYyanbHbIMU
npegnpuHuMmaTensamu, apnaowmMmmnca cybbektamm obpalleHnsi NekapCTBEHHbIX CPEACTB, Npu
OCYLLIECTBMNEHNN CBOEN OeATEeNbHOCTU TEPPUTOPUN, 30aHUSA, NOMELLEHUS U COOPYXEHUS B
Lenax NpoBeaeHnsa MeponpuATUIA MO KOHTPOSO;

3) npoBoanTb OTOOP 06pPa3sLOB NEKApPCTBEHHbIX CPEACTB, NpefHasHa4yeHHbIX AN
peanu3auun un peanuadyembix cybbektamum obpalleHus nekapCTBEHHbIX CpeacTs, Ans
NpoBepKN WX KayecTBa, MPOBEOEHUA WCCredoBaHUW, WCNbITAHUA B COOTBETCTBUMM C
npaesunammn otbopa obpasLoB, YyCTAHOBEHHBIMU YNOSTHOMOYEHHbIM heaepanbHbIM OpraHoM
NCNOSTHUTENbHOW BNacTw;

4) BblgaBaTb cybbekTam oOpalleHna nekapCTBEHHbIX CPEeACTB npeanucaHus o
npekpaweHnn HapyweHun obssaTtenbHbiX TpeboBaHMM M 06 yCTpaHEHUU BbISABIIEHHbIX
HapyLeHu obasaTenbHbIX TpeboBaHui;

5) HanpaBnsATb B YNOSIHOMOYEHHbIE OpraHbl Matepuarnbl, CBSA3aHHbIE C HapyLLUEHNAMM
obas3aTenbHblX TpeboBaHW, ANA peLleHns BOMpPOCOB O BO30YXOEHUW YrofoBHbIX Aen no
npu3Hakam npecTynneHni.

7. BbIOOPOYHbIN KOHTPOSMb KayecTBa JIEKAPCTBEHHbLIX CPEeACTB OCYLLECTBSETCA
YNOMHOMOYEHHbIM doefepanbHbiM OpraHOM WCMOSTHUTENbHON BNAcTU B YCTAHOBIEHHOM MM
nopsigke u BKIoYaeT B cebs:

1) obpaboTKy cBefeHun, B 0b6A3aTenbHOM Mopsiake npefocTaBfisieMblXx CyObekTamm
obpalleHna neKkapCTBEHHbIX CPeACcTB, O CepusiX, NapTUAX JeKapCTBEHHbIX CPeacTs,
nocTynawLWmx B rpaxgaHckui obopoT B Poccurckon ®epepauuu;

2) oTOop 06pa3LOoB NekapCTBEHHbLIX CPEACTB Yy CyOBHEKTOB 0OpalLeHNs NekapCTBEHHbIX
CPEeACTB B LENsAX NpPoBeAEHUSA UCMbITaHWIA Ha UX CoOOoTBeTCTBME TpeboBaHMAM HOPMaTUBHOM
AOKYMEeHTauun UM HopMaTUBHbBIX JOKYMEHTOB;

3) NpuHATME no pe3ynbTaTaM MPOBEOEHHbIX UCMbITAHUA peLUeHMs O AanbHeunem
rpaxxgaHckoM 060poTe COOTBETCTBYHOLLErO SIeKapCTBEHHOIO CPeacTBa;

4) NpUHATME YNOSHOMOYEHHbIM beaeparnibHbIM OPraHoM WCMOSHUTENBbHON BriacTh
pelweHns O nepeBOdE NEKAPCTBEHHOINO CPEACTBa Ha MOCEPUNHLIN BbIOOPOYHbLIA KOHTPOIb
KayecTBa /EKapCTBEHHbIX CPEACTB B Criydae MOBTOPHOrO BbISABNEHNA HECOOTBETCTBUSA
KayecTBa NeKapCTBEHHOro CpeacTBa YCTAaHOBMEHHBIM TpeboBaHMAM 1 (NpyU HE0BXo4MMOCTH)
O npoBepke cybObekTa obpalleHns nekapCTBEHHbIX cpeactB. Pacxoabl, cBs3aHHble C
npoBedeHNEM MNOCEPUNHOIO BbIGOPOYHOrO KOHTPOSS KavecTBa JfeKapCTBEHHbIX CPeacTs,
onflayMBalOTCs NPOU3BOAUTENIEM JNEKApCTBEHHOrO cpeactBa nnbo agepxatenem  wunu
BnagenbuemM perncTpaLmMoHHOro yaoCTOBEPEHUS NNeKapCTBEHHOrO npenapara.

MnaBa 5. Pa3paboTtka, OKNUHUYECKNe nccneaoBaHUA NeKapCTBEHHbIX CPeacTB, a
TaKXe KIIMHMYeCKne nccrenoBaHus NekapCTBEHHbIX NpenapaTtoB A1 BeTePUHAPHOro
NPUMEHeHNsA

Cratbsa 10. Pa3spaboTka nekapcTBEHHbIX CPEACTB

1. PaspaboTka nekapCTBEHHbIX CpeAcTB BKMAYaeT B cebs MOMCK  HOBbIX
hapMaKkonormyeckn akTUBHbIX BELLECTB, MOCMeaylolWee U3y4YeHne WX NeKapCTBEHHbIX
CBOWCTB, [OOKIMUHUYECKME  WCCNedoBaHusi, pas3paboTKy TEexXHOMorMM npou3BoacTBa
dapmaLeBTU4EeCKnX cybcTaHumi, pas3paboTKky COCTaBOB W TEXHOMOMMIN NPou3BOACTBA
NIEKapCTBEHHbIX NMpenapaTos.

2. ®dnHaHcoBoe obecrneveHne pa3paboTkM NekapCTBEHHbLIX CPEeACTB OCYLLEeCTBSeTCS
3a cyerT:

1) cpencTts dheagepanbHOro doaKeTa;

2) cpencTB pa3paboTUMKOB NEKapCTBEHHbIX CPEACTB;

3) cpenctB  NpoM3BOAMTENEN  NEKAPCTBEHHbIX CPEACTB  MPUM  BbINOSHEHUM
Hay4YHO-UCCneaoBaTenbCkuX paboT no A0oroBopy Mexay pas3paboTyMKOM NeKapCTBEHHbIX
CpeacTB M NPOM3BOAUTENIEM NIEKAPCTBEHHbBIX CPEACTB;
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4) MHbIX HE 3anpeLLEeHHbIX 3aKoHoaaTeNnbCTBOM Poccumnckon degepaumm MCTOYHUKOB.
3. [lpaBa paspaboTuMka mEKapCTBEHHOINO CpPEACTBA OXPaHSAKTCHA rpaXaaHCKNM
3aKoHOOaTeNbCTBOM.

Cratba 11. [loknuHMyeckoe wuccnegoBaHWE FEKApCTBEHHOro cpeacrea [Ang
MeANLMHCKOro NpUMEHEHMS

1. [oknuMHunyeckoe wuccregoBaHMe JEKapCTBEHHOro cpeactBa ans MeauuuHCKOro
NPUMEHEHNSA NPOBOAUTCA NMyTEM NPUMEHEHNSA HAY4YHbIX METOLOB OLEHOK B LeNsax NofyyeHus
AokasaTenbcTB 6e30MacHOCTH, KavyecTBa U 3PEKTMBHOCTM NIEKAPCTBEHHOIO CpeacTBa.

2. [oKnuHuyeckoe uccrneaoBaHWe IeKapCTBEHHOrO cpeactBa And MeAMUMHCKOro
NPUMEHEHNA NPOBOAUTCA B COOTBETCTBMM C MpaBunamMum Haanexauen nabopaTopHOM
NPaKTUKN, YTBEPXKAEHHBIMU YNONTHOMOYEHHbIM doefepanbHbiM OpraHOM MCMOSTHUTENBHOM
BracTu.

3. [1ns opraHu3aumm n NpoBeAeHUst AOKIIMHMYECKOrO UCCNeaoBaHNSa NEKapCTBEHHOMO
cpeacTBa Ans MeauUMHCKOro nNpuMeHeHust pas3paboTymMku nekapCTBEHHbIX CPeacTB MOryT
npuenekaTb Hay4yHO-UCCreaoBaTENbCKME OpraHu3aumm, obpasoBaTenbHble OpraHu3auum
BbiCWero obpasoBaHus, uMewwme HeobxoouMMyl MaTepuanbHO-TEXHUYeCKyo 6a3sy u
KBannduuMpoBaHHbIX CNeumMannucToB B COOTBETCTBYHOLLEN 061acTn nccrneaoBaHus.

4. [JoknuHM4yeckoe uccnegoBaHUe JeKapCTBEHHOIO cpeacTBa AN MeauLMHCKOro
NPUMEHEHNSA MPOBOANUTCA MO YTBEPXKAEHHOMY pa3paboTyYMKOM fieKapCTBEHHOrO CpeacTea
nnaHy c BedeHWeM MNPOTOKOSia 3TOr0 MUCCrneaoBaHUs U COCTaBfeHMEM OT4veTa, B KOTOPOM
cogepxartcs pesynbTaTbl 3TOr0 UCCNeaoBaHUsS U 3aKfYeHMe O BO3MOXHOCTM NPOBEeLEHMUSs
KITMHNYECKOro nccregoBaHna NiekapCcTBEHHOMO npenapaTta Ans MeAuUMHCKOro NpuMeHeHus.

5. MNpoBeaeHne NnpoBepok cobnioaeHnsa NnpaBusl Haanexatlen nadopaTtopHON NPaKTUKK
N NpPaBOBbIX HOPM UCMOSMb30BaHUS XMBOTHbIX MNpPU  MNPOBEAEHUM  OOKMUHUYECKUX
nccnegoBaHNn NEKAPCTBEHHbBIX CPeacTB ANt MEeOAMLUMHCKOro MPUMEHEHUsT OCYLLEeCTBNSAETCS
YNONHOMOYEHHbIM hefeparnbHbIM OPraHoOM UCMNOMHUTENBHOW BNAcTW.

6. PeaynbTatbl [OOKMMHMYECKOrO MWCCMEOOBAHUA JIEKAPCTBEHHOIO CcpeacTBa Ans
MeANLMHCKOrO NPUMEHEHUS MOryT ObiTb NpeacTaBrieHbl B YNOSIHOMOYEHHbIM heaeparnbHbin
OopraH WCMNOMHUTENbHOM BNACTU B YCTAHOBNEHHOM MOPSiAKE B LENSX rOCyAapCTBEHHOM
permcTpauum nekapCTBEHHOro npenapara.

Cratba 12. [loknuHu4eckoe nccnegoBaHme NEKapCTBEHHOMO CPeacTBa U KNMMHNYECKOE

nccrnegoBaHue nekapCTBEHHOroO Npenapara Ang BeTepMHapHOro npuMeHeHns

1. [oknuHn4yeckoe wuccregoBaHWe neKapCTBEHHOrO cpencTBa A BeTepPUHapHOro
NPUMEHEHNSA NPOBOANTCA NyTEM NPUMEHEHNSA HAY4YHbIX METOLOB OLEHOK B Lendax nofyyeHus
AokasaTenbcTtB 6e3onacHOCTK, KavyecTBa U 3(PPEKTUBHOCTU NEKAPCTBEHHOINO CpeacTBa, B
TOM 4ucne onpedenieHns cpoka €ero BbiBEAEHMS U3 OpraHmamMa >XMBOTHOrO, B LENsX
obecnevyeHns 6e30MacHOCTM MNPOAYKUMU KMBOTHOMO MPOUCXOXAEHUS MOCne NPUMEHEHUS
COOTBETCTBYHLLErO fIeKapCTBEHHOIO nNpenapara.

2. [oknuHnyeckoe wuccrnefoBaHWe JNEKapCTBEHHOIO CpeactBa WM KIMHUYECKoe
nccrnegoBaHue nekapCTBEHHOro npenaparta ans BeTepuHapHoOro NpMMEHeHus1, nccriegoBaHmne
OMO3KBMBANEHTHOCTN YKa3aHHOIO JIEKAPCTBEHHOrO npenapara NpoBoaATCs B COOTBETCTBUN C
npasunamn, yTBepXaeHHbIMU YNONMHOMOYEHHbIM doeeparnibHbIM OpPraHOM MCMNOSTHUTENBbHOMN
BNacTu.

3. [oknuHmnyeckoe wuccrnegoBaHWe NEeKapCTBEHHOrO0 CpeacTtBa W KNMHUYECKoe
nccnegoBaHue nekapcTBEHHOro npenapaTa Ang BeTEPUHAPHOro NpMMEHEHUs NPoBOAATCS MO
yTBEPXAEHHOMY pa3paboTYMKOM NEeKapCTBEHHOro CpeacTBa MNnaHy ¢ Be4eHMEM MPOTOKOMOB
3TUX UCCreaoBaHUn U COCTaBEHMEM OTYETOB, B KOTOPLIX COAEpXaTcs pes3ynbTaTbl 3TUX
nccnegoBaHun.

4. [Ina opraHnsaumm 1 npoBeaeHns OOKNMHUYECKOro UCCnenoBaHUs NekapCTBEHHOMO
cpeacTtBa M KIMHMYECKOrO MUCCrenoBaHUA NeKapCTBEHHONO npenaparta ans BETEPUHAPHOro
NPUMEHEHNA pa3paboTumMK NEeKapCTBEHHONO CpeAcTBa MOXET MpuBReKkaTb opraHuMsauum,
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nmerwme HeobxoaMMyld —MaTepuanbHO-TEXHUYECKY 6ady UM KBanudUUUPOBAHHbLIX
crneumanucToB B COOTBETCTBYHOLLEN 061acTu nccrnegoBaHus.

5. KnuHu4yeckne wuccnegoBaHus nekapcTBEHHbIX MNpenapaTtoB AN BeTepUHapHOro
NPUMEHEHNA  MPOBOAATCA B  BeTEepUHApHbIX OpraHuMsaumax W B OopraHuMsaumsx,
OCYLLIEeCTBNALWMX pasBefeHune, BblpalliMBaHNe N coaepXXaHue XXMBOTHbIX, B LIENsX:

1) yCTaHOBIEHUS MNEepPEeHOCMMOCTU  JleKapCTBEHHbIX npenapaToB  340POBbIMU
XWBOTHbIMMU;

2) nogbopa onTMMarnbHbIX JO3VMPOBOK NEKApCTBEHHbLIX MPenapaTtoB M Kypca NeveHus
Ha KOHKPETHOW rpynne XMWBOTHbIX C onpeaeneHHbIM 3aboneBaHnem;

3) ycTtaHoBneHuss 6e3onacHOCTM U 3PGEKTUBHOCTU NEKApCTBEHHOro mnpenapara,
npegHasHa4yeHHOro Ans  JiedeHuss  onpefenieHHblx  3aboneBaHui  KMBOTHbBIX, MU
3(PPEKTUBHOCTM NEKAPCTBEHHOrO npenapaTta And npodunakTuku 3aboneBaHnin 300POBbIX
XWUBOTHBIX;

4)  M3y4yeHUA  BO3MOXHOCTEMW  paclUMpeHuUst  MOKasaHWin K  NPUMEHEHUIO
3aperncTpupoBaHHOrO NeKapCcTBEHHOro npenapata W BbIABNEHUA paHee Heu3BeCTHbIX
NoBOYHbIX AENCTBUN.

6. KnuHuyeckoe wnccnegoBaHMe feKkapCTBEHHOro rnpenapata Ans BeTepUHapHOro
NPUMEHEHNS OCYLLECTBIISIETCA 3a CYET cpeacTB pa3paboTymka fiekapCTBEHHOrO CcpeacTsa.

7. OT4yeTbl O pesynbTaTax QOKIMHUYECKOrO UCCedoBaHNS NekapcTBEHHOro cpeacTsa
M KIIMHWMYECKOTO  UCCNefoBaHWs  NeKapCTBEHHOro npenapata Ang  BeTepuHapHOro
NPUMEHEHNA  COCTaBNATCA pa3paboTyMKOM  NEeKapCTBEHHOro CcpeActBa € y4eToM
3aKMYEHNA opraHmnsaumi, MNpUHMMAaBLLMX y4acTue B OpraHmsaumm u nNpoBeAEHUN ITUX
ncecneaoBaHun.

8. KoHTpornb 3a npoBefeHneM AOKINMHUYECKMX UCCIeAOBaHUN NieKapCTBEHHbIX CPeacTB
N KITMHUYECKNX UCCreoBaHUN NekapCTBEHHbIX NpenapaToB AN BeTepuHapHOro NnpuMeHeHus
OCYLLIECTBNSAETCH YNONIHOMOYEHHbIM (beiepanbHbIM OPraHOM UCMOMHUTENBbHON BNacTu.

MnaBa 6. OcyuwlecTBrneHne rocyaqapCcTBeHHON perncTpauum fieKapcTBEeHHbIX
npenapaToB

CraTtbsa 13. [ocyaapcTBeHHas permcrpaums nekapcTBeHHbIX npenapaTos

1. B Poccunckon degepaumm oonyckaloTcsa NpouMs3BOACTBO, U3rOTOBIEHNE, XpaHeHMe,
nepeso3ka, BB03 B Poccuiickyto ®eagepauuto, BbiBO3 M3 Poccuickon defepaunn, peknama,
OTNyCK, peanu3auusa, nepegada, npMMEHeHue, YHUYTOXEHUE NEeKapCTBEHHbLIX Mpenapartos,
€CIn OHW 3aperncTpupoBaHbl COOTBETCTBYIOLLMM YNOSTHOMOYEHHbIM heaepanbHbIM OpraHoMm
NCMOJTHUTENbHOW BMACTM.

2. [ocypapcTBEHHOW perncTpauum nognexar:

1) BCe nekapcCTBEHHble npenapaTbl, Brnepsble noanexawue BBogy B obpalieHve B
Poccuinckon ®epepaunm;

2) nekapcTBEHHble npenapatbl, 3aperMcTpMpOBaHHbIE paHee, HO MpPOou3BeAEeHHble B
APYrMx NeKapCTBEHHbIX popMax B COOTBETCTBUN C NEPEYHEM HAMEHOBAHWUI NIEKAPCTBEHHbIX
dopM, B HOBOW [O03MPOBKE MNpWU [AOKa3aTeNnbCTBE €€ KIMHUYECKOM 3HAYMMOCTU U
adpeKkTUBHOCTH;

3) HOBble KOMBUHaLMKN 3apernCcCTPUpPOBaHHbIX paHee NekapCTBEHHbLIX NpenapaTos.

3. ocymapcTBeHHas perucrTpaumsi IeKapCTBEHHbIX MpenapaTtoB OCYLLECTBNSETCS MO
pesynbTatam 3KCNepTu3bl JNEeKapCTBEHHbIX CPeacTB, a roCydapCTBEHHas permcrpaums
opdaHHbIX NeKapCTBEHHbLIX MpenapaToB OCYLIECTBMASETCA MO pe3ynbTaTaM 3KCNepTu3bl
AOKYMEHTOB, MNPEeACTaBIEHHbIX  ANs  OonpederneHnss  BO3MOXHOCTM  paccMmaTtpuBaTb
NIEKApCTBEHHbIN Mpenapat Ans  MEeOUUMHCKOrO  MPUMEHEHUS MpUM  OCYLLUECTBIEHUN
rocyaapCTBEHHOM perncrpauumnm B KayecTBe OpdraHHOro NeKkapCTBEHHOro npenapara, M no
pesynbTartam 3KCNepTu3bl JIEKAPCTBEHHbIX CPEACTB.

4. [ocypapcTBeHHast perncrpaumsa nekapcTBEHHOro npenapaTta OCyLlecTBAseTcs
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COOTBETCTBYHOLUNM YMNOMHOMOYEHHbLIM defeparibHbiIM OpraHoM MCMOMHUTENbHOW BRacTu B
CPOK, He npeBblawWmMi CcTa wectngecatn paboymx p[HEN CO  OHA  NPUHATUS
COOTBETCTBYIOLIEro 3asdBfeHMss O [OCyOapCTBEHHOW  perncrpauum  fiekapCTBEHHOro
npenapata. B ykasaHHbI CpOK BKMOYaeTcsa BpeMsi, HeobxoouMmoe Ans MNOBTOPHOrO
NpoBeAEeHUs] JKCNepTu3bl JIEKapCTBEHHOro cpeactBa B COOTBETCTBUMM CO CcTaTben 25
HacToswero ®enepansHoro 3akoHa. Cpok rocygapCTBEHHOW perucrtpauum rnekapcTBeHHOro
npenapata MWCYMCNSAETCA CO [AHS TMPUHATUA  COOTBETCTBYHOLIMM  YMNOMHOMOYEHHbIM
befepanbHbIM - OpraHOM  UCMOSTHUTENbHOW  BIlaCTU  COOTBETCTBYHOLLErO 3asiBNeHus o
rocyapCTBEHHOM perncrpauun fiekapCTtBEHHOro npenapata ¢ NpuiioXXeHneM HeobXoaAnMbIX
AOKYMEHTOB MO [JdeHb BblAayuM pPerucTpaumMoHHOro YAOCTOBEPEHUS NEeKapCTBEHHOro
npenapata. Bpems, HeobxoguMmoe And HanpaBfeHus YNONIHOMOYEHHbIM deaeparnbHbIM
OpraHoM MCMOMHUTENbHOW BiacTu 3anpoca O npeacTaBneHnn HeobxooMMbIX MaTepuarnos U
npeacTaBneHus 3aasutenemM oTBeTa Ha AaHHbIA 3anpoc B COOTBETCTBMM CO cTaTbamu 16, 19
n 23 Hactoswero ®PefepanbHOro 3akOHa, HE Y4YMTbIBAETCA MNpPU  UCHUCIIEHUM CpOKa
rocygapCTBEHHOW pernctTpauumn nekapCTBEHHOro npenaparTa.

5. [ocypapcTBeHHON perncTpauum He noanexar:

1) nekapcTBeHHble npenapaTbl, W3rOTOBMEHHbIE anTeYHbIMWU  OpraHu3auusMu,
BEeTEPMHApPHbIMKU anTeYHbIMWU OpraHM3aumsaMn, UHAMBUAYaNbHbIMU NpeanpUHUMaTENaMMU,
KOTOpble WMEKT JNUUEH3NI0 Ha dapMaueBTUYECKYD AeATeSNlbHOCTb, MO peuentaMm Ha
nekapcTBeHHble npenapaTtbl U TpeboBaHMAM MEOULMHCKUX OpraHu3auun, BeTepUHapHbIX
opraHusaumin,

2) nexkapCTBeHHbIe npenapaTbl, NpUobpeTeHHbIe PU3NYECKUMN NMLaMn 3a npegenamm
Poccunckon ®egepaumm n npegHasHavyeHHble Ans JIMYHOro UCMNoSb30BaHNUS;

3) nekapcTBeHHble npenapatbl, BBO3UMbIE B Poccuickyto ®enepaunto ans okasaHus
MeANLUMHCKON NOMOLLM MO XXU3HEHHbIM MOKa3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBaHuu
paspeLleHnsi, BbIJAHHOIO YMOSTHOMOYEHHbIM beaepanbHbIM - OpPraHOM  UCMOMNHUTENBHON
BnacTu;

4) nekapcTBeHHble cpeacTBa, BBO3UMble B Poccuiickyto ®egepauunio Ha OCHOBaHWUK
BblJAHHOMO  YNOMHOMOYEHHbIM  dbefepasibHbiIM  OpPraHOM  UCMOJSTHUTENbHOW  BnacTtu
paspelleHnss U1 npefHa3HadeHHble And  NpOBeAEHUS  KIMMHUYECKUX  MUCCreaoBaHum
NeKapCTBEHHbIX NpenapaToB U (MNn) NPOBEAEHNSA IKCNEPTU3bI SIeKapCTBEHHbIX CPeAcTB N4
OCYLLIECTBIEHNS TOCYJapCTBEHHON perncTpaunm nekapCcTBEHHbIX NpenapaTos;

5) dhapmauesTunyeckune cybctaHumu;

6) pagvodapmMaueBTUYECKME  NeKapCTBEHHble  npenapaTbl,  M3roTOBMEHHbIE
HenocpeacTBEHHO B MEOVUMHCKMX — OpraHu3auusix B MNOpsigke,  YCTaHOBIEHHOM
YNOMHOMOYEHHbIM doefeparbHbIM OPraHOM UCMNOSTHUTENbHOW BNACTy;

7) nekapcTBeHHbIe Npenaparbl, NPOn3BoAUMbIE AS1S SKCNopTa.

6. He gonyckaeTcs rocygapCTBeHHasa permcrpauus:

1) nekapCTBEHHbIX MpenapaTtoB, OTNMYalLWKUXCA APYyr OT Apyra KayeCTBEHHbIM
COCTaBOM JENCTBYHOLUNX BELLECTB, NOA OANHAKOBbLIM TOProBbiM HaMMEHOBaHUEM;

2) OOHOro IeKapCTBEHHOro npenapaTta, BbiMyckaeMoro npou3sBoguTenemM noa
pasnuyHbIMWU  TOProBbIMW HaMMEHOBAHUAMW W MPeACTaBEeHHOro Ha rocygapCTBEHHYHO
permctpauuio B Buae AByx n 6osee nekapCTBeHHbIX NpenapaTos.

7. Mo 3anpocy (B 9NeKTpoOHHOM dopmMe unM Ha OymaxHOM HocuTene) cybbekta
obpalleHnsa nekapCTBEHHbIX CPEeACTB COOTBETCTBYIOLLUMM YMNOSTHOMOYEHHbIM dheaeparnbHbIM
OpraHOM MCMOJSTHUTENbHOM BIlaCcTW, OCYLLECTBNSAIOWUM rOCy4apCTBEHHYO perncrtpauuio
NEeKapCTBEHHbIX MpenapaToB, B YCTAHOBIEHHOM WM MOPSAKE OCYLLUECTBISIETCA Hay4yHoe
KOHCYNbTUpOBaHWE MO  BOMpocaM, CBHA3@HHbIM C  MpoBedeHWeM  OOKMUHUYECKUX
nccnegoBaHMn, KIAMHUYECKMX WCCNeAoBaHUA  NEKaApCTBEHHbIX npenapaToB, 3KCNepTu3bl
KayecTBa NeKapCTBEHHbIX CPeacTB, ah(PeKkTMBHOCTU M 6Ge30nacHOCTU, C OCYLLECTBNEHNEM
rocygapCTBEHHOW  permctpauum  fiekapcTBeHHbIX  npenapaTtoB.  KoHcynbTupoBaHue
OCYLLEeCTBNSETCA C npuBneyYeHnem degepanbHbiX  FOCYAapCTBEHHbIX  OHOKETHbIX
yypexaeHui, NoaBeAOMCTBEHHbIX JaHHOMY dhefeparibHOMY OpraHy UCMOMHUTENbHON BracTu
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M He yyacTBYKLWMX B OpraHusaumm npoBeAeHUs SKCNepTU3bl KavecTBa feKapCTBEHHbIX
CpeacTB B Lendx OCYLWeCTBMEeHNd WX rocydapCTBEHHOM perucrpauum B COOTBETCTBUM CO
ctatbenn 16 Hacrtoswero denepanbHOro 3akoHa, B Buae OTBeTa B NUCbMEHHOW hopme
YNONMHOMOYEHHOro defiepanbHOro opraHa WCNOSHUTENbLHOW BriacTu Ha 3anpoc. Pasmep
B3MMaeMoOW C 3aaBUTens nnatbl onpedensieTcsd B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon  ®depepaumm 06  opraHmsaumm  NpeaoCTaBMEHUs  FOCYOAPCTBEHHbIX U
MyHUUMNanbHbIX yenyr. MHpopmauusa o6 ocylecTBreHMM Hay4yHOro KOHCYSbTUPOBaHUS, B
TOM 4ucne crtatbl, 0O630pbl, CNpaBoYHble MaTepuanbl W  UMHaa UMHPopmMaums 06
OCYLLIECTBMEHNN Hay4yHOro KOHCYNbTUPOBaHUSA, pasMellaeTcsa Ha oduumanbHOM canTte
YNOSTHOMOYEHHOro (pefepanbHOro opraHa McnonHuTensHon Bnactn B cetn "WHTepHeT" C
cobntogeHnem orpaHMYeHNin, yCTaHOBIIEHHbIX 3aKOHOA4ATENbCTBOM O NEPCOHAanbHbIX AAHHbIX,
KOMMepYeCKon 1 (Unu) rocygapCTBEHHON TanHe.

8. [ocymapcTBeHHas  perucTpauusi  nekapcTBEHHbIX  MpenapaToB, KOTopble
npegHasHayvyeHbl 4NA NPUMEHEHUS B YCITOBUSX BOEHHbIX OENCTBUN, Ype3Bbl4alHbIX CUTYaLUun,
npoomnakTukn mn neyvyeHns 3aboneBaHWn U MNOPaXKEHWUNA, MONMYYEHHbIX B pesynbTaTte
BO34ENCTBUSA HEONaronpuATHbIX XUMUYECKUX, BMonormyeckux, paamaumoHHbIX OakTopoB, U
paspaboTtaHbl NO  3ajaHulo  dedepanbHblX  OpraHoB  MCMOSIHUTENBbHOW  BracTy,
YNONMHOMOYEHHbIX B o0bnactm o06O0poHbI CTpaHbl W 6e3omacHOCTM  rocygapcTea,
ocyLlecTBngeTCcs B nopsgke, yctaHoBrieHHOM [paBuTtensctBom Poccuiickon ®egepauuu.

Cratbs 14. [NpuHUMNbLI 3KCNEPTU3bI NIEKAPCTBEHHbIX CPEACTB

1. OKcnepTn3a NeKapCTBEHHbIX CPEACTB OCHOBLIBAETCS Ha MPUHLUMNAX 3aKOHHOCTW,
cobnogeHns npaB u cBoboa 4enoBeka W rpaXagaHuHa, npaB  opuanYeckoro nuua,
HEe3aBUCMMOCTM 3IKCnepTa, OOBLEKTUBHOCTWM, BCECTOPOHHOCTU W MOMHOTbI MCCreaoBaHUN,
NPOBOOMMBIX C  WUCMOMb30BaHMEM COBPEMEHHbIX OOCTMXKEHUW Hayku U TEXHUKM,
OTBETCTBEHHOCTU  bedeparnbHOro  rocyaapCTBEHHOrO  OHOMKETHOro  yypexaeHuss no
NPOBEAEHUI0 SKCNEPTU3bl JIEKAPCTBEHHbBIX CPEACTB N SKCNEPTOB 3a NPOBEAEHME N KayecTBO
3KCNepTum3bl.

2. JKcneptu3a nekapCTBEHHbIX MpenapatoB AnNs  MeAULMHCKOro NpUMEHEHUs
BKITHOYaEeT B cebs:

1) aKcnepTM3dy [OOKYMEHTOB, MpeAcTaBfeHHbIX ANs onpefeneHns BO3MOXHOCTU
paccMatpmBaTb JIEKAPCTBEHHbIN npenapaTt And  MEeAUUMHCKOrO  MNPUMEHEHUsT  Mpu
OCYLLECTBMEHNUN FOCY4apCTBEHHOW perucTpaumMm B KadecTBe OppaHHOro nekapcTBEHHOro
npenapara;

2) 9KCNepTu3y MpensioKeHHbIX MeTOL4OB KOHTPOMSA KavecTBa JIeKapCTBEHHOO
cpeactBa W KavecTBa npeacTaBneHHblX 00pasuoB  NIEKAapCTBEHHOrO  cpeactBa  C
NCnonb30BaHMEM 3TUX METOLOB (Oanee - 3KCnepTM3a KayecTBa NIeKapCTBEHHOIO CPeacTBa);

3) 9KCNepTU3y OTHOLLUEHUS OXWAAeMOMW MOofb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSN
rfleKapCTBEHHOrO npenapara.

3. OkcnepTu3a neKapCTBEHHbIX npenapaTtoB Ans BEeTEPUHAPHOrO0 MNPUMEHEHUS
BKMNtOYaeT B cebs 3KCnepTm3y KayecTBa NIEKAPCTBEHHOIO CPEACTBaA U 3KCNEPTMU3Y OTHOLLEHMUS
OXnaaemMom nosib3bl K BO3MOXHOMY PUCKY NPUMEHEHNS NieKapCTBEHHOrO nNpenapara.

Cratba 15. ®epgepanbHoe TrocydapCTBEHHOE OlOMKEeTHoe y4dpexaeHue Mo
NPOBEAEHNIO SKCNEPTU3bI NEKAPCTBEHHbIX CPEACTB

JKcnepTM3a NekapCcTBEHHbIX CPpeAcTB NpoBOAUTCA deaepanbHbIM rocyaapCTBEHHbBIM
GHOIKETHBIM YYpeXXaeHMeM COOTBETCTBYHOLLIEro YNONMHOMOYEHHOro deaepanbHoro opraHa
NCMOSNHUTENbHOW BMacTW, CO3[4aHHbIM AnA obecneyvyeHUss WUCMOMHEHUA MOMHOMOYMUA 3TOro
denepanbHOro opraHa no Bbigade paspelleHnii Ha NpPoBeaeHUe KNMHNUYECKUX UcCcreaoBaHui
NEeKapCTBEHHbIX NpenapaTtoB U (MNK) MO TOCYAapCTBEHHOW PerncTpauum nekapCTBEHHbIX
npenapaToB (Janee - 3KCnepTHOE yupexaeHue).
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Cratbsa 16. OpraHunsauus npoBefeHUst IKCNePTM3bl TEKAPCTBEHHbIX CPeACTB

1. JOkcnepTusa neKapCTBEHHbIX CPeacTB MNPOBOAUTCA KOMWUCCUEW  3KCNepToB
9KCNEepTHOro y4ypexneHusi, HasHa4yeHHOW €ero pykoBoAUTENEM, Ha OCHOBAHWW 3adaHuUda Ha
npoBegeHne 3KCNepTusbl JIeKapCTBEHHOro CpencTBa, BblIAAHHOMO  YNOSIHOMOYEHHbIM
denepanbHbIM OpraHoM MCMNOSTHUTENBHOW BRacTu. PykoBoAUTENb 3KCNEPTHOIO yYpeXaeHus
obecneunBaeT Hagnexailiee MNpoBedEHME SKCMepTu3bl NEeKapCTBEHHbLIX CPeacTB B
COOTBETCTBMM C 3adaHWEM, BblAaHHbIM  YMNOMIHOMOYEHHbIM heaepanbHbiM  OpraHoM
NCMONHUTESTbHOW BMacTu, N OpraHM3yeT NoAroTOBKY CBOLHOIO 3aKNiYeHus aTon kommccun. B
COCTaB 3TON KOMMUCCUMM MO PELLUEHUIO PYKOBOAUTENS IKCMEPTHOrO YyYpeXaeHns MoryT ObiTb
BKINIOYEHbI B KQYECTBE 3KCMEPTOB Nnua, He paboTaroLwme B JaHHOM 3KCMEPTHOM yUYpexXaeHuu,
€eCnun nx cneumnarnbHble 3HaHNS HeobXoaAnMbI ANt NPOBEAEHUS SKCMNEPTU3bl U TaKUe SKCNEPThI
OTCYTCTBYIOT B JAHHOM 3KCMNEPTHOM YYpPEXOEHUN.

2. JKCnepToM MO MPOBEAEHUNIO IKCMEPTU3bl JIEKAPCTBEHHbIX CPEACcTB SBMAAeTCs
aTTEeCTOBaHHbIAN PAabOTHMK SKCMEPTHOrO yYpexaeHusi, KOTOpbI UMEET BbiCLLEE MEANLNHCKOE,
dapmaueBTUdeckoe, Ouonormyeckoe, BEeTEPMHAPHOE WM XuMMYeckoe obpasoBaHue U
NPOBOAMT 3KCNEPTU3Y NIEKAPCTBEHHbLIX CPEACTB B NOPSAKE UCMOMHEHUSI CBOMX OOSMKHOCTHbIX
obsi3aHHOCTEeN (Qanee - aKcnepT).

3. lMpn npoBegeHMM 3IKCNEPTU3bl JNEKAPCTBEHHbLIX CPEACTB 3KCNEpPT He MOXeT
HaxoaMTbCA B Kakon-nnbo 3aBUCMMOCTM OT JNiMua, Ha3HauuBLUEro 3Ty 9SKCNepTuay,
paspaboTymka neKapCTBEHHOro CpeacTBa MM OPYrMX 3aMHTEPECOBaHHbIX B pesynbratax
aKCnepTU3bl NnL,.

4. Tlpu npoBeAeHMM IKCNEepPTU3bl JIEKAPCTBEHHbIX CPEACTB He [onyckaeTcs
nctpeboBatb y 3asButens nNubo MHbIX NUL Matepuansl, Heobxogumble NS NPOBeOeHUs
3KcnepTm3bl. B crniyyae HeQoCTaTOMHOCTU NPeACcTaBliEHHbIX 3KCNEPTY MaTtepuarnosB And gadn
3aKMYeHNs 3KCNepT CTaBUT BOMPOC O MNpeacTaBneHun emMy Heobxoaumbix MaTepuanos
nepen  PyKOBOAUTENEM  3KCMEPTHOrO  YYPEXOAEHUS, KoTopbin  ObpaliaeTca C
COOTBETCTBYHOLLMM 3arpoCOM B YMOSIHOMOYEHHbLIN heaepanbHbid OpraH MCNOSTHUTENBHOWN
BNacTu, BbldaBLUMKA 3adaHWe Ha nNpPOBEAEHME 3IKCMEPTM3bl JNEKAPCTBEHHOrO CpeacTea.
YKkasaHHbIN heaeparnbHbii opraH UCNOMHUTENBbHOW BNacTn B TedeHue nsatu pabounx gHenm co
AHSA NOCTYNNEHNA 3anpoca pykoBOAMTENS 3KCNEPTHOrO yYpexaeHus HanpaBnseT 3asaBUTENIO
3anpoc o0 NpeacTaBneHnn HeobxoanMblx maTepuanos. [JaHHbIN 3anpoc MOXeT ObITb NnepeaaH
YNONMHOMOYEHHOMY MpPEACTaBUTENIO 3asBUTENSA NIMYHO MOA PACNUCKY, HanpasfieH Mo nodte
3aKka3HbiIM MUCbMOM WKW nepefdaH B 3MeKTPOHHOW dopMe MO TeneKOMMYHUKALUWUOHHbLIM
KaHanam cBa3u. B cnyyae HanpaBneHust 4aHHOro 3anpoca no no4vte 3akasHbiM NMUCbMOM OH
cyMTaeTcs NosTly4eHHbIM MO UCTEYEHUM LLIECTN OHEN C AaTbl HanpaBieHUsl 3aKkas3Horo NMcbma.

4.1. 3agsutenb o00s3aH npeactaBuTb OTBET Ha 3anpoc  YNoSTHOMOYEHHOro
degepanbHOro opraHa WCMOMHUTENbHOW BRacTM B CPOK, HE MNpeBblakWwmni geBsHoCTa
paboymx [OHEeM CcOo [OHSA €ero nonyvyeHusl. YNONMHOMOYEHHbIM beaepanbHbIn - opraH
NCMNOSTHATENbHOW BNacTu, BblAaBLWIWW 3aaHNe Ha NPOBEeOAEHUEe IKCNEepPTU3bl NeKapCTBEHHOIO
cpenctBa, B TeYeHue natv paboymx OHEW CO AHSA MNOCTYMNNeHus OT 3asBUTenst oTBeTa Ha
AaHHbIN  3anpoc HanpaensieT TakoM OTBEeT B 3KCNepTHoe yypexaeHwe. B cnydvae
HenpeacTaBneHnst Mo UCTEYEHUN OEBSHOCTA paboyumx OHEN 3asiBUTENieM OTBETa Ha OaHHbIN
3anpoc YNONnHOMOYEHHbIM defeparnbHbI OpraH UCMNOSTHUTENBbHOW BflaCcTW, BblAaBLUUK
3agaHue Ha NpoBEAEHNE 3KCMEPTU3bl NIEKAPCTBEHHOIO CPEACTBa, B TeYeHue natm paboumx
AHEeN HanpaBnseT B OKCMEPTHOE Yy4YpexaeHwe yBedOMSIeHMEe O HenpeacTaBieHun
3agBuTenieM OTBETa Ha 3anpoc yKa3aHHOro opraHa. Bpemsa co gHs HanpasreHusi 3anpoca
9KCNEePTHOro y4pexaeHusi B yNosTHOMOYEHHbIN hefepanbHbi OpraH UCMOMHUTESNbHON BRacTu
00 [OHA MNOSlydeHUs1 IKCMEepPTHbIM y4dypexaeHnem OTBeTa Ha 3anpoc UM yBeLOMSEHUs O
HenpeacTaBfeHMM OTBETA Ha 3anpoC He Y4YMTbIBAETCHA NPU UCYUCIIEHUU CpPOKa NPOBESEHUS
3KCrnepTU3bl IeKapCTBEHHOrO cpeacTBa.

5. BOkcnepT npu npoBegeHMM TMOPYYEHHOW €My pPyKOBOOUTENEM 3KCNepTHOro
yupexneHusi aKCnepTrabl NEKapCTBEHHOIO cpeacTBa 00s3aH:

1) NpoBecTn MNOfIHOE uccrnegoBaHWe npeacTaBfeHHbIX emMy OObekToB, MaTepuanos,



AaTb 060CHOBaHHOE M OOBLEKTMBHOE 3aKIOYeHWe Mo MoCTaBfEHHbIM Nepen HUM BOrpocam
UM  MOTUBMPOBAHHOE 3aKMYEHME O HEBO3MOXHOCTU MNPOBEAEHUS WM  3KCNepTU3bl
NeKapCTBEHHOIO0 CpeACcTBa, €eCnuM  MOCTaBfiEeHHble BOMPOCHbI  BbIXOAAT 3@ npeaensl
crneumanbHbIX 3HaHWA 3KcnepTa, 00bEKTbl UccnegoBaHU M Matepuanbl HENPUrOAHbI UIK
HeJOCTaTOYHbl AN NPOBEAEHUA UCCRedOBaHUN U Jadn 3akrtoyeHns nmbo COBPEMEHHbIN
YPOBEHb Pa3BUTUA HAYKN HE MO3BONSET OTBETUTb HA NOCTaBMEHHbIE BOMPOCHI;

2) He pasrnawaTb CBeJeHWUd, KOTopble CTanu eMy U3BECTHbl B CBA3W C NpoBefeHUEM
9KCMepTM3bl  NIEKApCTBEHHONO  CpeAcTBa, a  Takke  CBeAdeHusi,  CocTaBnswoLlime
rocyapCTBEHHYI, KOMMEPYECKYIO UITN UHYHO OXPaHSAEMYHO 3aKOHOM TanHy;

3) obecneunTb COXPaHHOCTb MNPEACTaBMNEHHbIX OOBLEKTOB MCCReaoBaHUM W
MaTepuanos.

6. OKcnepT He Bnpase:

1) npoBOAUTb  3KCNEPTU3Yy  NEKApPCTBEHHOrO0  cpeactBa No  obpalleHuto
HenocpeaCcTBEHHO K HEMY OpraHmM3aunin Nnn pusmnyecknx nu;

2) camocTtoATenbHO cobupaTtb MaTepuanbl NS NPOBEAEHUs  3KCNepTusbl
NeKkapCTBEHHOIO CpeacTBa;

3) npoBOANTL 3KCNEpPTU3y NEKapCTBEHHOrO CPeacTBa B KaYeCTBE HErocyaapCTBEHHOIO
aKcnepra.

7. B cnyyae HeobGxogMMOCTM 9KCMEpT BhnpaBe XxogaTalmcTBoBaTb nepen
PYKOBOAUTENEM 3SKCMEPTHOIO YYPEXOAEeHUS O MNPUBMEYEHMUM K MNPOBEAEHUIO 3KCNepTU3bl
NeKapCTBEHHOro cpeacTBa APYrMX SKCNepToB.

8. Kaxabin aKkcnepT, BXOOSALWMA B COCTaB KOMWUCCUM SKCMEPTOB, KOTOPOM MOPYyYeEHO
npoBedeHNE 3KCNepTu3bl JEeKapCTBEHHOrO CpeacTBa, HE3aBUMCMMO W CaMOCTOSTENbHO
NPOBOAUT WCCEeAOBaHUSA, OUEHMBaeT pesyrnbTaTbl, MOSyYEHHbIE WM JIMYHO W APYrMU
akcnepTamn, n opMynupyeT BbIBOAbI OTHOCUTESNBHO MOCTaBMEHHbIX BOMPOCOB B Npeaenax
CBOMX cneunanbHbIX 3HaHUN.

9. PesynbTaTbl 3KCNepTU3bl NEKAPCTBEHHOrO cpeacTBa OOpPMNATCA 3aKMOYeHNEM
KOMUCCUWN JKCMEepPTOB. B  3akmnoyeHMn KOMWUCCUMM IKCNEepPTOB YKa3blBAKTCHA MNepeyYeHb
nccnegoBaHni, o6beM MPOBEAEHHbIX KaXAbIM 3KCMEPTOM MCCrefOBaHWN, YCTaHOBMEHHbIE
KaxabiM n3 HUX pakTbl U cOenaHHble B pesynbTaTe UCCNeAoBaHUN BbIBOAbI. JKCMEPT,
MHEHMe KOTOpPOro He COBMagaeT C peLleHMEM KOMUCCUM IKCNEPTOB, BNpaBe Bbipa3nTb CBOE
MHEHWe B MMCbMEHHOM hopMe, KOTOPOe NPMOBLLAETCs K 3aKMOYEHNIO KOMUCCUN KCNEPTOB.

10. BKcnepTbl, BXOAALLME B COCTAB KOMUCCUMX, NpeaynpexaatnTcs 06 0TBETCTBEHHOCTU
B COOTBETCTBMM C 3akoHogatenbcTtBOM Poccuinckon defepaumm 3a gady 3aknioyeHud,
cogepxallero HeobocHoBaHHble UNKU hanbcMdUUMPOBaHHbIE BbIBOA4bLI, O YEM OHW [atoT
NoAnncky.

11. OnpegeneHne ypoBHs NPOeCCMOHanbHOM MOArOTOBKM 3KCMEPTOB U aTTecTauums
MX Ha NpaBO MPOBEAEHUA 9KCMEPTU3bl JIEKApPCTBEHHbIX CPEACTB  OCYLLECTBISITCS
9KCMNepPTHO-KBaNMmKauNoOHHbIMK KOMUCCUSIMU B nopsiake, yCTaHOBMEHHOM
COOTBETCTBYHOLUMM YNOSTHOMOYEHHbIM befepanbHbiM OpraHoOM WUCMOSTHUTENbHOW BracTMy.
YpoBeHb NpodeccnoHanbHOM NOArOTOBKM 3KCMEPTOB MNOAMEXUT MEepecMoTpy YKasaHHbIMU
KOMUCCUSIMWN He pexe YeM OAWH pa3 B NATb JeT.

12. TpaBvna npoBeOeHns 3KCNepTu3bl NEKApPCTBEHHbIX CPeacTB U OCOOEHHOCTM
9KCMNepTM3bl OTAENbHbIX BUOOB NIEKApCTBEHHbIX NpenapaToB (pedepeHTHbIX NeKapCTBEHHbIX
npenaparTos, BOCMPOM3BEAEHHbIX NeKapCTBEHHbIX npenaparTos, Buonormyecknx
NeKapCTBEHHbIX npenapaTtoB, GuoaHanorobix (6MONOAO0OHLIX) NEeKapCTBEHHbIX NpenapaTos
(bnoaHanoros), romeonaTM4yeckMx  JfeKapCTBEHHbIX  MNpenapaTtoB,  JNleKapCTBEHHbIX
pacTuTenbHbIX NpenapaToB, KOMOMHaUMI NeKapCTBEHHbIX NpenapaToB), (POPMbl 3aKNOYEHNN
Kommuccmm 9KCNepToB yCTaHaBnMBalTCA COOTBETCTBYHOLLUM YNOHOMOY€EHHbIM
denepanbHbIM OpraHOM UCNOSTHUTENBbHOW BNACTW.

Cratbsa 17. lNogaya u paccMmoTpeHne 3adaBrieHnA O rocy,qapCTBeHHoﬁ perncrpauunmn
J1IeKapCTBEHHOro npenaparta anda setepmnHapHoOro npmMmeHeHuns
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1. [Ona rocygapCTBEHHOM  perucrpauuu  fiekapCTBEHHOro  npenapara  gnsg
BETEPMHAPHOIO MpPUMEHEHUs pas3paboTumk Takoro fEeKapCTBEHHOro npenapata  wunu
YNOMHOMOYEHHOE UM ApYyroe lopuandeckoe nNuuo (ganee B HaCToOsLLEN cTaTbe - 3asBUTESb)
npeacraBnseTr B  YNONIHOMOYEHHbIM doedeparnbHblii  OpraH  WUCMOSTHATENBHOW  BRacTu,
OCYLLECTBNALWMIA rOCYyJapCTBEHHYKD pPerucTpaumio  fiekapCTBEHHbIX MpenapaToB  Ans
BETEPMHAPHOIO MPUMEHEHWS!, B JNEKTPOHHOM dopMe wunuM Ha OymaxHom HocuTene
3asiBNeHne O [OCyJapCTBEHHOW — permctpaumMmM  nekapcTBEeHHOro  npenapata  Ang
BETEPUHAPHOIro MNPUMEHEHNHA, a Takke B Mopsgke, YCTAaHOBMEHHOM COOTBETCTBYHOLIUM
YNOSTHOMOYEHHbIM doeepanbHbIM OPraHOM UCMONHUTESNIbHOW BIlacTu, B 3NeKTPOHHOW hopme
unn Ha 6ymMaxHOM HocuTerne HeobxoauMble [OOKYMEHTbl, W3 KOTOpbIX hopmupyeTcs
perncTpaunoHHoe A0Cbe Ha flekapCTBEHHbIN NpenapaT ANA BeTEPUHAPHOIO NPUMEHEHUS.

2. B 3agBneHMn O rocygapCTBEHHOW perucrtpaumm nekapCTBEHHOro npenaparta Aans
BETEPUHAPHOrO NMPUMEHEHUs YKa3blBaOTCA:

1) HaumeHOBaHWe W agpec 3aaBuTens, paspaboTunka wn  NpousBoaAUTENS
NeKapCTBEHHOro npenapata [Ans BeTEPUHAPHOro rMpUMEHeHuss U agpec MecTa
OCYLLIeCTBMEHNST  MPOU3BOACTBA  JleKapCTBEHHOro  npenapata And  BeTepuHapHOro
NnPUMEHeHNa (B Crydae HanuMyuus HeCKOSNbKMX Y4YaCTHUMKOB Mpouecca npous3BoacTBa
HeoBXoaMMO yKasdaTb KaXaoro n3 Hux);

2) HauMMeHOBaHWe feKapCTBEHHOro npenaparta Afs BeTepPUHApPHOro NpUMEHEHUs
(MexgyHapogHOe HenaTeHTOBaHHOe, UM rpynnMpOBOYHOE, UIM XMMUYECKOE U TOpProBoe
HaUMeHOBaHUS);

3) nepeyeHb [OEWCTBYIOLLMX W BCMOMOratesnbHbIX BeELLECTB, BXOAAWMX B COCTaB
NeKapCTBEHHOro npenapaTta gns BeTepuHapHOro nNpUMEHEeHusl, C yKa3aHuMeM KonuyecTsa
KaXkgoro u3 Hux;

4) nekapcTBeHHas popma, O03UpPOBKa, CMOCOObI BBEAEHUA U MPUMEHEHUS, CPOK
rogHOCTU NleKapCTBEHHOrO npenapaTta As19 BeTepMHapHOro NPUMeHeHNS;

5) dhapmakoTepaneBTMyeckas rpynna;

6) HeoBXoaUMOCTb NPUMEHEHUSA YCKOPEHHOW MpoLeaypbl 3KCNepTU3bl SIeKapCTBEHHbIX
CpeacTB B Liensax rocyaapCTBEHHOM perncTpawmm nekapcTBeHHOro npenapara;

7) KONUM SOKYMEHTOB, NOATBEPXAAloLWMX YyNraTy rocy4apCTBEHHON NOLUMVHbI:

a) 3a npoBefeHMe IKCNepTU3bl KadecTBa JIEKAapCTBEHHOrO CpeAcTBa M 3KCNepTUsbl
OTHOLLEHUS OXMOaeMon MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS FeKapCTBEHHOro
npenapaTa Ans BeTepUHaAPHOro NPMMEHEHUs NpU ero rocyaapCTBEHHOW perncTpaumu;

0) 3a Bblgayy permcTpaLmMoHHOro ya4OCTOBEPEHUS NeKapCTBEHHOIO npenapara;

8) Hanuuue cornacusa, NpegyCMOTPEHHOro 4YacTbid 7 HaCTosIWen cTaTbu, ecrv C
MOMEHTa perncTpaumm pegepeHTHOro JfiekapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NPUMEHEHNSA NPOLLSIO MEHEE YEM LLIECTb J1ET.

3. PeructpaumoHHoe [OCbe B LEensX 3KCNepTu3bl NEeKapCTBEHHOro npenapata Aans
BETEPUHAPHOIO NPUMEHEeHUs opMUpPyeTCa 13 crneayowmx JOKYMEHTOB:

1) KONUs AOKYMEHTA Ha PYCCKOM $A3blKe, BbIAAHHOIO KOMMETEHTHbIM OpPraHoM CTpaHbl
npou3sBoguMTena  ONd  KaXdoW  NPOM3BOLACTBEHHOW  MroWagku  perncTtpupyemMoro
NEeKapCTBEHHOro npenapaTta pAns BeTepMHapHOro npuMeHeHus (B TOM 4ucre Ang
npounssoguTensa gapmaueBTU4eckon cybctaHummn), 3aBEPEHHOIO B YCTAHOBIIEHHOM MOpsiaKe
N noaTBepXadallero COOTBETCTBME MPOM3BOAUTENS PErMCTPUPYeMOro rnekapCTBEHHOro
npenapata pAnd BeTEpPUHApPHOro npuMmeHeHust TpeboBaHMaM npaBun  Hagnexawemn
NPOU3BOACTBEHHOM MPaKTUKKA, NMOO KOMUSA NMLUEH3MM Ha MNPOU3BOLACTBO JIEKAPCTBEHHbIX
CpeacTB ANs BETEPUHAPHOIo NPUMEHEeHUs Ang pOCCUNCKUX NPpon3BoauTenen;

2) KOMWUS 3aKni4yeHMs O COOTBETCTBUM NPOU3BOAUTENS NEKAapCTBEHHOrO npenapara
ANs BeTepuMHapHOro npumeHeHuss TpeboBaHWAM MpaBui Hagnexawen npou3BOACTBEHHON
NPaKkTUKN, BblAAHHOIO YMNOMHOMOYEHHbIM defeparnbHbiM OpraHoM WUCMOSIHUTENbHOM BNacTu
ANS KaXKaoW Npou3BOACTBEHHOW MMOLWALKN PEerMcTpupyemMoro fnekapCTBEHHOro npenapaTta
ANA BETEPUHAPHOro npuMeHeHust (B TOM 4ucne Ansg npou3soantensa hapmaueBTUYECKOn
cybctaHuuu), nmbo KonuA nUUEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CpeacTB [Arnis
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BETEPMHaAPHOro NPUMEHEHNs ANs POCCUMCKMUX NPOU3BoOaUTENEN;

3) nNpPOeKT HOPMaTMBHOIO [OOKYMEHTa Ha JleKapCTBEHHbI npenapaTt Aang
BETEPMHaPHOro NPUMEHEHNS;

4) [OKYMEHT, cofepxawuih cregyrwyo WHpopMauuio o  dapmMaueBTUYeCKon
cybcTaHuun N papmaueBTUYeCKMX CybCcTaHUMAX, BXOAALMX B COCTaB JleKapCTBEHHOro
npenapara Ansg BeTepuHapHOro NpMMeHeHUs:

a) HauMeHoBaHWe hapmMaLleBTUYECKON CybCcTaHLMN, ee CTPyKTypa, obLumne CBOMCTBA;

6) HanmeHoBaHWE 1 agpec NPOU3BOAUTENS;

B) TexHosorms mnpou3BoACTBa C ONWCaHWEM CTaauvi NPoOu3BOACTBA M METOAOB
KOHTPOMS Ha Bcex CTaausax Npou3BOACTBa;

r) MHpopmaums o0 NpuMecsx;

A) cneumdurkaums Ha hapmMaLeBTUYECKYHO CyOCTaHUMIO;

€) onMcaHne MeToauK KOHTPOISA Ka4yecTBa;

X) pe3ynbTaTbl aHanmnsa cepumn hapmaueBTnyeckon cybctaHumm;

3) nepedyeHb CTaHOapTHbIX 06pasuoB wnNM  BEWecTB, WCNOMb3yeMblX Mpu
OCYLLIECTBMEHNM KOHTPOSIS Ka4yecTBa;

M) OnucaHWe XapakKTepPUCTMK WU CBOWCTB YMAKOBOYHbLIX MaTepuanoB M YKYMOPOYHbIX
CpPeAacTs;

K) AaHHble O CTabUNbLHOCTU;

) CPOK rOQHOCTU, YCIOBUSA XPaHEHWS;

5) oTyeT 0 pesynbTaTax AOKIMHUYECKOrOo MCCIeLOBaHUSA NEKapCTBEHHOrO CpeacTBa
ANSa BETEPUHApPHOro NPUMEHEHUS;

6) oTyeT 0 pesynbTaTax KIIMHUYECKOrO UccrneaoBaHns NekapCTBEHHOro npenapara ans
BETEPMHAPHOIO MNPUMEHEHUS Y KaXAoro BuAA >KUBOTHbIX, YKa3aHHbIX B WHCTPYKUUW MO
BETEPMHAPHOMY NPUMEHEHNIO;

7) NPOEKT MHCTPYKUUN NO BETEPUHAPHOMY NPUMEHEHUIO NEeKapCTBEHHOro npenapara,
coaepxallen cnefyowme cBeaeHus:

a) HaMMeHOBaHME feKapCTBEHHOro npenapata And BeTepPUHAPHOro MNpUMEHEHUS
(MexxgyHapogHOe HenaTeHTOBaHHOE, UM FpynnMpPOBOYHOE, UM XMMUYECKOE M TOpProBoe
HaUMEHOBAHUSA);

6) nekapcTBeHHas opMa C yKka3aHMEeM HaMMEHOBaHWMA U KONMYECTBEHHOro cocTaBa
AENCTBYIOLLNX BELLLECTB M KAYEeCTBEHHOrO COCTaBa BCMOMOraTenbHbIX BELLECTB;

B) ONucCaHMe BHELUHEro BWAA JEeKapCTBEHHOro npenapaTta Ans BeTepUHApHOro
NPUMEHEHUS;

r) dhapmakoTepaneBTUYeCKas rpynna fiekapCTBEHHOro npenapara 4nsi BETepMHapHOro
NPUMEHEHNA UK yKasaHue "romeonaTnyeckmin fiekapCTBEHHbIN npenapart”;

A) dapmakoguHamuka M apMakoKMHETMKA (3@ WCKYEeHUEM apMaKOKMHETUKN
romMeonaTnM4yeckMx  JieKapCTBEHHbIX MpenapaTtoB W  pPacTUTENbHbIX  NEKapPCTBEHHbIX
npenapaTtoB) UM onMcaHne MMMyHOOMOMOrMYEeCKUX CBOMNCTB NNEKApPCTBEHHOrO NpenaparTa;

€) NoKasaHua Ans NpUMeHeHns;

) NPOTUBONOKa3aHNA AN NPUMEHEHNS;

3) Mepbl NPeAOCTOPOXHOCTU NPU NPUMEHEHWUMN;

N) ykasaHne BO3MOXHOCTU U OCOBEHHOCTEN NPUMEHEHUST Y BepeEMEHHbIX XXMBOTHBbIX, Y
XMBOTHbIX B Nepuno Nakraumm, y noTOMCTBa XXUBOTHbIX;

K) peXxumm 003MpoBaHusi, CNocob BBEAEHUS U NPUMEHEHUS!, NPU HEOBXOANMOCTM BpeMs
npvema nekapCcTBEHHOro npenapara Ans BETEPUHAPHOIo NPUMEHEHNS, NPOL4OIMKNTENBHOCTb
neyeHus:;

) BO3MOXHble MOOOYHbIE AENCTBUA, HeXenaTerbHble peakuuMuM Mnpu MpUMEHeHUn
NeKkapCTBEHHOro npenapaTa A5 BETEPUHAPHOIO NPUMEHEHUS;

M) CUMMTOMbI NEPeao3NPOBKM, MePbI NO OKa3aHMK NOMOLLM NP Nepeao3npPOBKE;

H) B3auMOAENCTBME C APYrMMM NEKApPCTBEHHbIMU NpenapataMmm 1 (Unn) Kopmamu;

0) (bopMbl BbiNycKka fiekKapCTBEHHOrO npenapara Ans BeTEPUHAPHOrO NPUMEHEHNS;

n) ykasaHue (Npy HeobXxoaAMMOCTU) OCODEHHOCTENM [OAENCTBUS JIEKAPCTBEHHOMO



npenapaTta ans BETEPUHAPHOro NPMMEHEHUSI NP NEPBOM NPUEMe Ui Npu ero OTMEHE;

p) onucaHue (Nnpu HeobxoaMMOCTN) OENCTBUIN BETEPUHAPHOIO Bpayva (BETEPUHAPHOIo
denbalwiepa), MHoro cneuuanucta B obrnactu BeTepuHapuu, Bnagenbua XMBOTHOMO Mpu
nponycke npuemMa OAHOW WM HECKOSIbKMX [03 NeKapCTBEHHOro npenapata  Ans
BETEPUHAPHOIO NPUMEHEHUS;

C) CPOK rOAHOCTM U YKa3aHwe Ha 3anpeT NpMMeHeHUs nekapcTBEeHHOro npenaparta ans
BETEPUHAPHOIO NPUMEHEHUS NO UCTEYEHMM CPOKa FMO4HOCTY;

T) YCNOBMUS XpaHEHUS;

y) YyKasaHume Ha HeobXxoAMMOCTb XpaHEeHUsi JeKapCTBEHHOro npenapata Ans
BETEPUHAPHOIO NPUMEHEHUS B MECTaX, HEQOCTYMNHbIX ANA OETEN;

&) ykasaHue (Npu HeobxoouMOCTW) cneumanbHbiX Mep MNPeAoCTOPOXKHOCTU Mpu
YHUYTOXEHUM HEUCNOSNb30BaHHbIX JIEKAPCTBEHHbIX MpenapaToB AnNs  BeTEPUHAPHOro
NPUMEHEHNS;

X) CPOKM BO3MOXHOIO MUCMONb30BaHNA MPOAYKLMM XXUBOTHOMO MPOUCXOXAEHMST nNocne
BBEeEHUS XXMBOTHOMY FleKapCTBEHHOro npenapara Ans BeTepuHapHOro npMMeHeHus;

L) yCnoBusi OTNycka;

4) HauMMeHoBaHWA W ajgpeca MNPOU3BOACTBEHHbIX MNOWAA0K MNPOM3BOAUTENS
fleKapCTBEHHOro npenapara Ans BeTepMHapHOro NPUMEHEHUS;

W) HaMMeHoBaHue, afpec opraHusauuu, YrnosITHOMOYEHHOW Jepxatenem wunu
BNnagenbLeM permcTpaumoHHOro yaoCTOBEPEHUSA NIEKAPCTBEHHOrO npenapara Ha npuHaTue
npeTeH3un ot noTpedutens;

8) MpoeKTbl MaKeToB MEPBMYHOWN YMAKOBKM M BTOPUYHOW YMNAKOBKM FEKAPCTBEHHOIO
npenapaTta ans BEeTepUHaApPHOro NPMMeEHEHNS;

9) cneaywwme CcBeAEHUS O JleKapCTBEHHOM npenapate Aang BeTEepUHApPHOro
NPUMEHEHNS;

a) onucaHmne 1 cocTaB NIeKapCTBEHHOrO npenapara Ansi BeTepMHapHOro NPUMEHEHNS;

0) onucaHne hapmaueBTUYECKON pa3paboTku;

B) onMcaHue npoLecca Npon3BoACTBa U €ro KOHTPONS;

r) OnuMCaHWe KOHTPOSS KPUTUYECKUX CTagurm NPOM3BOACTBA U MPOMEXYTOYHOMN
npoayKuum;

A) HauMeHoBaHMA UM agpeca paspaboTymka, Aepxatena wunv  Bnagensua
PErMcTpauuoHHOro  YAOCTOBEPEHUSA  NEKAPCTBEHHOro npenaparta, MpPOM3BOACTBEHHbIX
naoLwagoK Npon3BoanTens NekapcTBEHHOro NnpenapaTa Afsi BETEPUHAPHOIO NPUMEHEHUS;

e) dhapmaueBTn4eckass COBMECTMMOCTb;

X) MUKpPOOMONOrnyeckne XxapakTepucTuku;

3) MmatepuanbHbii 6anaHc ons Npon3BOACTBa CEPUN TOTOBOMO NPOAYKTA;

n) onucaHue XapakTepUCTUK U CBOWCTB YNAKOBOYHbIX MaTepuanioB U YKYNOPOYHbIX
CpencTB;

K) BOKyMeHTanbHoe nogreepxaeHue (Banuaauns) npoLeccoB U (Unn) X OLEHKa;

n) TpeboBaHMsA K Ka4eCTBY BCMOMOraTesnbHbIX BELWECTB (cepTudmkat, cneundukaums
Ha BcrnomoraTesibHble BeLLEeCTBa U UX 060CHOBaHWME);

M) aHanUTU4YeCcKne MeToauKN, NCNOSb3yeMble NPU OCYLLECTBIIEHMM KOHTPOSIS KavyecTBa
BCNOMOraTenbHbIX BELLECTB;

H) [OOKyMeHTanbHOe MNOATBepXaeHne (Banupauus) aHanuTU4ecKux MeToauK,
NCnonb3yeMbiX NPU OCYLLIECTBIIEHUN KOHTPOSIS Ka4eCcTBa BCNOMOraTesibHbIX BELLECTB;

0) WHdopmauusa 06 MCNoNb30BaHMKM BCMOMOraTesibHbIX BELLEeCTB YEefI0BEYECKOro U
YXMBOTHOIO NPOUCXOXAEHUS;

n) nHpopmaums 06 MCNONb30BaHNM HOBbIX BCOMOraTelbHbIX BELLECTB;

p) TpeboBaHMS K KayecTBYy JleKapCTBEHHOro npenapata Afs BeTepuHapHOro
npuMmeHeHna (ceptudukar, cneundmrkaLma Ha nekapCcTBEHHbIN Nnpenapart n nx obocHoBaHue);

C) aHanuUTMyeckne MeTOAMNKN, UCNOSb3yeMble NMPU OCYLLIECTBIIEHUN KOHTPOMS KavyecTBa
nekapCTBEHHOro npenapara ans BeTepuHapHOro NnpuMMeHeHus;

T) [AOOKyMeHTanbHoe noaTBepXaeHwe (Banuvgauusl) aHanuTUYeckux MeToauk,



ncnosb3yemMblX NPU OCYLLECTBMEHUM KOHTPONSA KayecTBa NeKapCTBEHHOro npenaparta ans
BETEPUHAPHOro NpUMeEHeHus;

y) [OOKYMEHT, noATBepXOalwlnin KayeCTBO JleKapCTBEHHOro npenapata Tpex
NPOMBbILLITEHHBIX CEpUin (MPOTOKOM aHanms3a unu ceptudukaT aHanumsa), ogHa cepusi KoOToporo
AOIMKHa coBnagatb C cepuer obpasua nekapCTBEHHOro npenapaTta, MNOAAHHOro Ha
perucrpauuio;

&) XapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 06pa3uoB, MCMOMb3YEMbIX MPU OCYLLECTBAEHUUN KOHTPONS
KayecTBa fiekapCTBEHHOro npenapara ans BeTepuMHapHOro NnpuMeHeHus;

U) JAaHHble O CTabunbHOCTM §NeKapCTBEHHOro npenapata AN BeTepuHapHOro
NPUMEHEHNS;

10) Konus OOKYMEeHTa, coepkallero MHoOpMauuio O Hanuyaun mnu o6 oTCyTCTBUM
(pakToB perncrpaumm nekapcTBeHHOro npenaparta Ana BeTepUHApPHOro MNpuMEHEeHUs 3a
npegenamu Poccuinckon depepaumm;

11) cornacue B NUCbMeHHOW bopmMe, NpegyCMOTPEHHOE YacCTbio 7 HACTOSLLEN CTaTbM,
B Cryyae perncrpauumn BOCnNpounsBeaeHHOro fiekapCTBEHHOroO npenapara;

12) KOst JOKYMEHTa Ha PYCCKOM $3blKe, 3aBEPEHHOro B YCTAHOBNEHHOM MOPSiaKe U
noaTBepXgatwLlero  NPaBOMOYHOCTb  3asBIiEHUMS O  OCYJapCTBEHHOW  perncrpauumu
rfleKkapCTBEHHOro npenapara Ans BeTepuHapHOro npuMmeHeHust (4QOBEPEHHOCTD).

4. NMpwn npoBeaeHUM YCKOPEHHOW NpoLeaypbl 3KCNepTU3bl NIeKapCTBEHHOrO npenapara
AN BeTepMHapHOro MNpUMEHEHNA B UensiX ero rocyaapCTBEHHOW pernctpauun MoxeT
npeacTaBnATbCA MHOpMauus, NonyyeHHas Npy NpoBeAEeHUU KIMHUYECKUX MUCCreaoBaHum
NeKapCTBEHHOro npenapata W onybnvkoBaHHas B  cheunanuMs3vpoBaHHbIX MeYaTHbIX
n3gaHunsax, a Takke  [OOKYMEHThI, cogepxawme  pesynbTtathbl nccnenoBaHus
OMO3KBMBANEHTHOCTN SIeKapCTBEHHOrO NpenapaTta Ans BeTePUHAPHOro NPUMEHEHUS.

5. Ha oakcneptnsy pasnnyHblX JeKapCTBEeHHbIXx OpM OOHOr0O W TOro e
NeKapCTBEHHOro rnpenapata Ans BeTEepUHAPHOro MpUMEHeHus 3asiBuTenb npeacraBnget
OoTAEeNbHble 3asBMIEHUSA N PErMCTPALMOHHBIE JOCbE HA KaXAayto nekapcTBeHHyo cdopmy. Mpu
YyCrOBMM OOHOBPEMEHHOW MNofayM Ha 3KCnepTusy OOHOW NleKapCcTBEHHOMW (popMbl C
pasnUYHbiMM [O3UPOBKOMW, KOHLUEHTpauuen, obbeMoMm 3asBuTenb npeacTaBnser ofHO
3asiBfieHNe U pPEerncTpaumMoHHoe A0Cbe C MNPUMOXKEHWEM MaKeTOB YMNakKOBOK Ha Kaxayto
AO3UPOBKY, KaXKAYI KOHLEHTpauuio, Kaxabin 06bem 1 Kaxxgoe KOnmMyecTBo 403 B YNaKOBKe.

6. 3asBuTenb BMpaBe MpeacTaBUTb MO COOCTBEHHOW uvHUMUMATUMBE BMeCTe C
3a8BNEHNEM O T[OCyOapCTBEHHOW perncTpauumn  nekapCcTBEHHOro npenapata Ans
BETEPUHAPHOIO MNPUMEHEHNA OOKYMEHTbl, MOATBepXaawlwme ynnaTty rocyaapcTBeHHOM
MOLWSMHbI M YKasaHHble B MNYHKTe 7 4acTu 2 Hactosiwen crtatbn. B cnyvyae wux
HenpeacTaBneHus COOTBETCTBYHOLLMI YNONTHOMOY€EHHbI denepanbHbIn opraH
NCNOSTHUTENbHOW BNacTn nposepsieT dakT ynnaTtbl 3asBUTenemM rocygapCTBEHHOW MOLUSTUHDI
nocpeacTBOM MCMNOMb30BaHUA uHpopmaumm 06 ynnate rocyaapCTBEHHOM MOLUSIUHLI,
cogepxawienca B [ocyaapCTBEHHOM WMHAOPMALMOHHOW CUCTEME O TFOCYAAPCTBEHHbLIX W
MYHUUMNANbHbIX NaTexax, Ha OCHOBaHUN NpeacTaBeHHbIX 3asBUTENEM KONUN JOKYMEHTOB,
nogTeepXxgaroLmx ynnaTty rocygapCTBEHHON NMOLUSUHbI.

7. He ponyckaetcs wucnonb3oBaHWME B KOMMEPYECKMX Uensax uHdopmaumm o
pesynbTtatax [OOKIMHUYECKMX WCCIeAOBaHUN NeKapCTBEHHbIX CPeAcTB U KIUHUYECKUX
UccrnegoBaHMn  fieKapCTBEHHbIX  MpenapaToB AN BETEPUMHAPHOr0  MPUMEHEHUS,
npeacTaBneHHoM 3asBuTeneM [Ans  rocygapCTBEHHOW  peructpauum  nekapcTBeHHbIX
npenapaToB, 6e€3 ero cornacusi B Te4eHune LWecTn neT ¢ gaTbl roCy4apCTBEHHOW permcrpauum
pedepeHTHOro NIekapCcTBEHHOrO npenapaTa B Poccuirckon depepaumm.

Cratbsa 18. lNogaya u paccMmoTpeHne 3adaBrieHnA O rocy,qapCTBeHHoﬁ pernctpaunmmn
J1IeKapCTBEHHOro npenaparta gnda meguuymnHCKoro npuMeHeHn4

1. Ons rocy,u,apCTBeHHoﬁ perncTpaunm nekapCcrBeHHOro npenapara gnd megunumnHCKoro

npuMmeHeHnda pugn4eckoe nuuo, ,EI,GVICTByI-OLIJ,ee B COOCTBEHHbIX MHTEpPpECAX WUIN
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YNOMHOMOYEHHOE MNpPeACTaBNATb WHTEPEChbl OPYroro puandeckoro nvua u 3assnsiwollee
NeKapCTBEHHbIN Npenapart Ha rocyJapCTBEHHYIO pernctpaunio (gdanee B HacTosLLen ctatbe -
3asBUTENb), NPEACTaBnseT B YNOSIHOMOYEHHbIN doefeparnbHbli OpraH MCNOSIHUTENbHOM
BNacTn, OCYLLECTBASOLLNA rocygapCTBEHHYO permcTpaunio NekapCTBEHHbIX NpenapaToB Ans
MEeANLMHCKOrO NPUMEHEHNs, B 3NeKTPOHHOW hopMe M Ha BymakHOM HocuTene 3asiBfieHne o
rocygapCTBeHHOW  perucTpaumMm  fekapCTBEHHOro  npenapata and  MeguuMHCKOro
NPUMEHEeHNa, a Takke B nopsiake, YCTaHOBIIEHHOM YMNOMHOMOYEHHbIM beaepanbHbIM
OpraHoOM WCMNOSIHUTENbHOW BNAacTW, B 93MNEKTPOHHOM ¢opmMe M Ha OymakHOM HocuTene
HeobxooMMble [OOKYMEHTbl, W3 KOTOpPbIX opMupyeTcs perncTtpaunmoHHoe [OOoCbe Ha
nekapCTBEHHbIN NpenapaT 4115 MeAULUHCKOrO NMPUMEHEHUS.

2. B 3aaBneHun o rocygapCTBEHHOM perucrtpauuu fekapCTBEeHHOro npenapara ang
MEeANLMHCKOro NPUMEHEHUS yKa3blBaOTCS:

1) HaMMeHoBaHWe 1 agpec 3asBUTeNs U NPOU3BOAUTENA NleKapCTBEHHOrO npenapaTta
ANA MeOMLUMHCKOro NpUMEHeHUs U agpec MecTa OCYLeCTBMeHWs ero npowmssoacTea (B
Crlydae Hanuumsa HEecKOSNbKMX Y4aCTHMKOB Mpouecca npov3BoACcTBa HeobxoouMMo ykasaTb
KaXkQoro y4acTHMKa B COOTBETCTBUM C OCYLLIECTBNSEMOWN CTagMen Npon3BoACTBa);

2) HauMeHOBaHWe JeKapCTBEHHOro npenapata Ans MeguUMHCKOro npuUMeHeHns
(MexgyHapogHOe HenaTeHTOBaHHOe, UK rpynnMpOBOYHOE, UMM XUMUYECKoe U TOproBoe
HaUMeHOBaHUS);

3) nepeyeHb [OEWCTBYIOLLMX W BCMOMOratesnbHbIX BeELLECTB, BXOAAWMX B COCTaB
NeKapCTBEHHOro npenapata and MeauuMHCKOrO NPUMEHEHUS, C YyKa3aHMeM Konun4yecTBa
KaXkgoro u3 Hux;

4) nekapcTBeHHas popma, O03MpPOBKa, CMOCOObI BBEAEHUA U MPUMEHEHUS, CPOK
rogHOCTU NleKapCTBEHHOroO npenapaTta Ans MeauUMHCKOro NpUMeEHEeHUs;

5) dapmakoTepaneBTuyeckaa rpynna, Kog aHaToMO-TepaneBTUYEeCKO-XMMUYECKON
Knaccugukaumm, pekomeHaoBaHHOWM  BcemupHOM  opraHuMsaumen  34paBOOXpPaHEHUs,
3asBrsieMble nokasaHus Ans NpUMEeHeHUs1 NekapCTBEeHHOro npenapata ang MeguuMHCKOro
NPUMEHEHUS;

6) oTcyTCTBME HEOOXOAMMOCTU NpedoCcTaBneHns oT4yeTa o0 pesynbTaTax KINMHUYECKOro
nccnepoBaHus,  uccnefoBaHust BUOSKBMBANEHTHOCTW  NMEKApPCTBEHHOro  npenapara,
paspeLleHHOoro gns MeguumHcKoro npumMmeHeHnst B Poccurickon ®egepaunn 6onee asaguatm
neT, C yKasaHMeM HOPMAaTMBHbIX MPaBOBbIX akToOB, MNOATBEPXAAIOWMX [AaHHbIA CPOK
NPUMEHEHNS;

7) HeobxoanmMoCTb ObopMNeHNa paspelleHns Ha BBO3 B Poccuiickyto degepaumio
KOHKPETHOW napTUM 3aperncTpupoBaHHbLIX U (MNN) HE3aperncTpMpoOBaHHbBIX JIEKAPCTBEHHbLIX
CpeAcTB, NpefHa3HavYeHHbIX ANs NPOBEAEHNSA IKCNEePTU3bl NNEKapCTBEHHbIX CPEACTB B LEenaX
rocygapCTBEHHOW perncrpauuu;

8) HeobxoaMMOCTb NpPOBEAEHUSI IKCNEPTU3bl AOKYMEHTOB, MpeAcTaBfeHHbIX ANis
onpeaeneHns BO3MOXHOCTM paccMaTpuBaTh JIeKapCTBEHHbIA NpenapaT Ana MeauUUHCKOro
NPUMEHEHNA NPU OCYLLECTBIIEHUN TOCYAapCTBEHHOM perncrpauumn B KayectBe ophaHHOro
nekapcTBEHHOro npenaparTa;

9) HeoBXO0AUMOCTb NPUMEHEHNSA YCKOPEHHOW NpoLeaypbl 9KCNepTU3bl NIEKapCTBEHHbIX
CPeAcCTB B LensiX rocyAapCTBEHHOW perncrpauumn nekapcTBEHHOro npenapara;

10) KONMM SOKYMEHTOB, NOATBEPXKAAKOLMNX YNNaTy rocyaapCTBEHHOMW NOLUSNHBI:

a) 3a npoBedeHWe IKCNepTU3bl OOKYMEHTOB, MpeAcTaBfeHHbIX ANa onpeneneHus
BO3MOXHOCTM paccMmaTpuBaTb feKapCTBEHHbIN npenapaTt Ans MeauUUHCKOro MpUMeHeHUs
npwn OCYLLECTBIEHUN roCy4apCTBEHHON perncTpaumm B Ka4ectse opdaHHOro nekapcTBEHHOro
npenapara;

0) 3a npoBegeHWe 3KCNepTU3bl KadecTBa NEKapCTBEHHOro cpeactBa M 3KCnepTusbl
OTHOLWIEHUS OXMAAeMOM MoSib3bl K BO3MOXHOMY PUCKY TMPUMEHEHUS NeKapCTBEHHOro
npenapaTa, paspelleHHOro Ans MeauuuHCKoro npumeHeHms B Poccunckon Pegepauunu
bonee aBaguaty neT, NpyM OCYLECTBIEHMM TOCYAAapPCTBEHHOW perncTpauun fekapcTBEHHOro
npenapara;
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B) 3a NpoBedeHne IKCNepTU3bl KayecTBa NEeKapCTBEHHOrO CpencTBa WU 3KCNepTU3bl
OTHOLWIEHUS OXMAAeMOM MoSib3bl K BO3MOXHOMY PUCKY TMPUMEHEHUS NeKapCTBEHHOro
npenapaTa ans MeanUMHCKOro NpUMEHEHUS Npu ero rocyaapcTBEHHOW perncTpaumm;

r) 3a npoBedeHWe JIKCNepTU3bl KavyecTBa JIeKapCTBEHHOro cpeacTBa M IKCNepTusbl
OTHOLUEHUS OXMAAEMOM MNOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JEeKapCTBEHHOIO
npenapata Ana MeAuUMHCKOrO MNPUMEHEHUA, B  OTHOLIEHWW KOTOPOro rnpoBedeHb!
MeXOyHapoOHble MHOrOLEHTPOBbIE  KIMHUYECKME WUCCNEenOBaHus, 4acTb W3  KOTOPbIX
nposegeHa B Poccuinckon denepaumm, npu oCyLeCTBIIEHUN rOCy0apCTBEHHON permcrpauuu
rfleKapCTBEHHOro npenapara;

11) Hanunuyme cornacusa Npou3BOAUTENS FIEKAPCTBEHHOro npenapaTta, Npou3BOACTBO
KOTOPOro ocyulecternserca 3a npegenamun Poccuinckon ®epepauuun, Ha npoBegeHue
WHCMEKTMPOBaHMS MPOM3BOAUTESNSI HA COOTBETCTBME TpeboBaHMAM npaBwusl Haanexaiiemn
NPON3BOLCTBEHHOWN NPAaKTUKW;

12) Hann4yme cornacus, NpegycMOTPEHHOro YacTbio 18 HacTosWwen cTaTby;

13) ykasaHve Bumaa nekapCTBEHHOro npenapata, NpeacTaBfiEHHOro Ha perncrpaumio
(pethepeHTHbIN NEKaApCTBEHHbIN NpenapaTt, BOCNPOU3BEAEHHLIN NEKapCTBEHHLIM npenapar,
buonornyeckun nekapcTBeHHbI npenapat, GuoaHanorosbin (61MonogoOHbIN) NekapCTBEHHbIN
npenapaTt (6uoaHanor), roMeonaTU4yecKMin NeEKapCTBEHHbIN npenapaT, JeKapCTBEHHbIN
pacTuTenbHbIM Npenapar).

3. PeructpaumoHHoe [J0Cbe Ha JieKapCTBEHHbIN npenapaTt Ang  MeauuMHCKOro
NpPUMeHeHNsa nNpegocTaBnaeTcs B opMe obLero TeXHNYECKOro 4OKYMeHTa.

4. Pasgen ookyMeHTauumM agMMHUCTPATMBHOMO XapakTepa BKto4aeT B cedsi:

1) 3asiBeHWe O rocyaapCTBEHHOW perncTpauumn nekapcTBEeHHOro npenapata Ans
MEANLMHCKOro NPUMEHEHMNS B SNEKTPOHHON hOpPME N Ha ByMaHOM HOCUTENE;

2) KON OOKYMEHTa Ha PYCCKOM $3blKe, 3aBEPEHHOro B YCTAHOBSIEHHOM nopsigke W
noaTBepXaarLero NpaBOMOYHOCTbL 3asiBUTENsl nogaBaTb 3asiBieHWE O roCy4apCTBEHHOM
permcTpauumn nekapCTBEHHOro npenapaTa ana MeanuuuHCKOro npumMmeHeHust (4OBEPEHHOCTD);

3) KOMUK TIMUEH3UM Ha MNPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM KOMUIO
3aKMYeHNs O COOTBETCTBUMN MPOU3BOANTESNS NEKAPCTBEHHbLIX CpeacTB TpeboBaHNAM npaBun
Hagnexawen npPoM3BOLACTBEHHOW MPAKTUKW, BblOaHHbIE YMOMHOMOYEHHbLIM deaeparibHbIM
OpraHoOM WCMOSTHUTENBHOW BRacTW, B Cnyyae, ecnu MpoOu3BOACTBO JleKapCTBEHHOIO
npenaparta ocywectandaetcsa B Poccuinckon ®enepaunu;

4) Konuto BblAAHHOW YNOSTHOMOYEHHbBIM OPraHOM CTpaHbl MPOU3BOANTESNS NULEH3UU Ha
NPON3BOACTBO NIEKAPCTBEHHOrO Npenapara U ee NepeBon Ha PYCCKUN A3blK, 3aBEPEHHbIE B
YCTAHOBMIEHHOM MOPSAKEe, W  KOMUIO  3aKMiOYeHWss O COOTBETCTBUM  MNpou3BoguTens
NIEKapCTBEHHbIX CpeacTB TpeboBaHNAM npaBusl Hagnexawen nNponsBOACTBEHHOW NPaKTUKN,
BblJA@HHOMO YMNOSIHOMOYEHHbIM (hefepanbHbiM OpraHoM UCMONHUTESNTbHOW BRacTu, B Criyyae,
€Cnn npou3BOACTBO JIEKAPCTBEHHOrO npenaparta OCYyLWEeCTBNAeTca 3a npeaenamu
Poccuinckon ®egepaunu;

5) NpPOEeKT MHCTPYKUUM NO MEOULMHCKOMY MPUMEHEHMIO NEKapCTBEHHOrO npenapara,
coepallen crnegylowime cBeaeHns:

a) HaMMeHOBaHWe neKapCTBEHHOro npenapaTta (MexayHapogHoe HenaTeHTOBaHHOE,
UIn rpynnMpoOBOYHOE, UITU XMMUYECKOE N TOProBOE HAaUMEHOBAHNS);

6) nekapcTBeHHaa opMa C yKka3aHMEM HaMMEHOBaHWUMA U KONMYECTBEHHOrO cocTaBa
AENCTBYIOWNX BeLWeCcTB M KayeCTBEHHOr0 COCTaBa BCMOMOraTesfibHbIX BelecTB (npwu
Heo6X04MMOCTUN KONMMYECTBEHHOIO COCTaBa BCNOMOraTesibHbIX BELLECTB);

B) OnuCaHWe BHELIHEro BMAa JNeKapCTBEHHOro npenapata Ans MeauuUHCKOro
NPUMEHEHUS;

r usankKo-xmmmyeckne cBoncTBa (ON8 pagnodapMaueBTUYECKUX feKapCTBEHHbIX
npenaparos);

A) dapmakoTepaneBTMyeckad rpynna, Koh JiekapCTBEHHOro npenapata gns
MeANUMHCKOrO TMpPUMEHEHUs N0 aHaToOMO-TepaneBTUYEeCKO-XMMUYECKON Krnaccudukaumu,
pekomeHOoBaHHOM  BcemupHOM — opraHusauven  34paBOOXPaHEHUs, WM ykasaHue
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"romeonaTtnyeckn nekapcTBeHHbIN npenapart”;

e) (papmakognHamuka U papMakOKMHETUKa (3a MWCKNIYeHneM apMaKkoKMHETUKN
romMeonaTnM4yeckMx JleKapCTBEHHbIX MpenapaTtoB W pacTUTENbHbIX  NIEKapCTBEHHbIX
npenapaToB);

X) nokasaHus AN npMMeHeHus;

3) NPOTMBOMNOKa3aHUsA Ans NPUMEHEHUS;

1) Mepbl NPEeAOCTOPOXHOCTU NPU MPUMEHEHUM;

K) yKkasaHne BO3MOXHOCTM M OCOBEHHOCTEN NMPUMEHEHUS NIEKAapCTBEHHOro npenapara
ANa  MeAUUMHCKOrO MNpUMEHEHNs 6GepeMeHHbIMU XEeHLMHaMU, XEeHLWMHaMn B nepuog
rpyoHOro BCKapMIiMBaHud, A4eTbMW, B3POCIbIMU, UMEIOLLNMUN XpOHMYeCcKne 3abonesaHus;

n) pexuvMm [03MpOoBaHWUA, cnocobbl BBEOEHUS U MPUMEHEHMS, NMpu HeobxoaumocTm
BpeMsa npvema  fnekapCTBEHHOro npenapata Anga  MeauUMHCKOro  MpUMEHEHMs,
NPOLOIMKUTENBHOCTL NIeYeHnd, B TOM Ynchne y AeTen 4O U Nocre OAHOro roaa;

M) BO3MOXHble HexenaTenbHble peakuMm npu  NPUMEHEHUU NEeKapCTBEHHOro
npenapara ans MegULUHCKOrO NPUMEHEHNS;

H) CUMNTOMbI NePeao3NPOBKU, MEPbI MO OKa3aHWIo MOMOLLM NpY Nepefo3pPOBKe;

0) B3aMMOLEeNCTBME C APYrMMU NekapCTBEHHbIMW npenapatamyv u (Mnu) nueBbIMU
npoaykramu;

n) oOpMbI BbIMyCKa fekapCTBEHHOMO npenaparTa;

p) ykasaHue (Npy HeobxoAMMOCTU) OCOBEHHOCTEN [LENCTBUSA NEKAPCTBEHHOIO
npenapara Ans MeguULUUHCKOro NMpUMEHEHNs NPy NePBOM NpUeMe UNn Npu ero OTMEHE;

C) onucaHue (Nnpu HeobxooMMocTn) AencTBuir Bpaya (denbgwepa) u (unu) naumeHTta
npy nponycke npuMeMa OOHOM WM HECKONMbKUX [O03 JeKapCTBEHHOro npenaparta Ans
MEeAMLMHCKOro NpUMEHEHUS;

T) BO3MOXHOE BIIMSIHWE NEKAapCTBEHHOro npenapara ans MeauuUMHCKOro npuMeHeHns
Ha CNOCOBHOCTb yNpaBnATb TPAHCMNOPTHBIMU CPeACTBaMU, MeXaHU3MaMu;

y) CPOK FOOQHOCTU U yKazaHue Ha 3anpeT NpMMeHeHus nekapcTBeHHOro npenaparta ans
MEeANLMHCKOro NPUMEHEHUS NO NCTEYEHMUM CPOKa rOAHOCTY;

@) ycnoBus XxpaHeHus;

X) YyKasaHMe Ha HeobXoOMMOCTb XpaHeHUs neKapCTBEHHOro npenaparta Ans
MEeAMLMHCKOro NpUMEHEHUs1 B MecTax, HeOCTYMNHbIX A4Ns aeTen;

L) ykasaHue (nNpu HeobGXoauMMOCTM) crneumanbHbiX Mep MPeaoCTOPOXHOCTU MpuU
YHUMTOXEHUN  HEeUCNONb30BaHHbLIX  FIEKAPCTBEHHbLIX MpenapaToB Ans  MeAULMUHCKOro
NPUMEHEHUS;

4) YCroBuS OTMNYCKa;

W) HaMMeHOBaHMA W agpeca NPOU3BOACTBEHHbLIX MNMOWAA0K Npou3BOAUTENS
rfleKkapCTBEHHOro npenapara;

L) HauMeHOBaHWe, agpec opraHusauuu, YMNOfIHOMOYEHHOW JepXaTenem unm
BnagenbuemM permcTpauuoHHOro  yAOCTOBEPEHUs  JIeKapCTBEHHOro  npenapata  gns
MEeAMLMHCKOro NPUMEHEHUS Ha NPUHATUE NPETEH3UI OT noTpebutens;

6) WHCTPYKUMIO MO MEOULMHCKOMY MNPUMEHEHUIO WM KPaTKyl XapaKTepUCTUKY
neKkapCTBEHHOro npenapara, yTBepXXaeHHble B CTpaHe Npou3BoauTens;

7) NpoeKkTbl MakeToB NEePBUYHOM YNAKOBKM M BTOPUYHOM YMaKOBKM J1€KApPCTBEHHOrO
npenapara Ans MegUUUHCKOro NPUMEHEHNS;

8) npoekT HOopMaTUBHOM AOKYMEHTaUUM WNM  HOPMATUBHOIO AOKYMEHTa Ha
NEeKapCTBEHHbIW  npenapat  And  MEOUUUHCKOrO  MpuMMeHeHuMss  nubo  ykasaHue
COOTBETCTBYIOLLLEN dapMaKONeNHOM CTaTby;

9) OOKYMEeHT, cogepxawun MHPOpPMauMilo O HanmuMyuuu unm o6 OTCYTCTBUM (HaKTOB
permctpauumn nekapcTBeHHOro npenaparta gna MeguuMHCKOro NpUMEHEHUst 3a npegenamu
Poccuinckon ®epgepaunm;

10) KONMM OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIIEHHOM MOPSAKE U NOATBEPXKAAKLLMNX
dhakT perncrpaumMm rnekapCTBEHHOro rnpernaparta B MHOCTPaHHbIX rocygapcTtBax B KayecTBe
opdaHHOro nekapcTBEHHOro nNpenapaTa;



11) nnaH ynpaeneHus puckamu ana 6uonornyeckmx nekapCcTBeHHbIX NpenapaTos A1
MEANLMHCKOro NPUMEHEHUS;

12) [DOKYMEHT O cucTteMe dapmakoHags3opa [fepxatensa wnv  Bnagenbua
perncTpaunoHHOro yaoCcToOBEPEHNS NeKapCTBEHHOMo Npenapara;

13) [OOKYMEHT, noATBepXAalLWunh KadecTBO JleKapCTBEHHOrO npenapata  Tpex
NMPOMBILLMEHHbIX CEPUI (MPOTOKON aHanu3a unu ceptudukaT aHannsa), ogHa cepus KOTOporo
AOMMKHa coBnagaTb C cepueit obpasua nekapCcTBEHHOro npenaparta And MeauuMHCKOro
NPUMEHEHNS, NPEeACTaBNEHHOIO Ha rOCYAapCTBEHHYIO PErMCTpaLmio.

5. Pasgen xumuyeckon, dapmaueBTUHECKOn U BUONOrmyeckon [OOKyMEHTaunn
BKNtoYaeT B cebst JOKYMEHTbI, coaep kalme nHopmaumio o dhapMauleBTUYECKON cybcTaHumnm
N NekapCcTBEHHOM npenaparte Ang MeaUUUHCKOro NpMMEHEHUs!, NpoLiecce ero NpoM3BoaCcTBa
N MeToLax KOHTPOIA KayecTBa, B TOM Yucne:

1) KONUIO OOKYMEHTa, coAep KaLlero crneayowyo nHpopmaumio o papmaueBTU4ecKon
cybcTaHuun mnu papmaueBTUYEeCKUX CyOCTaHUMAX, BXOOALMX B COCTaB JieKapCTBEHHOro
npenapara:

a) HauMeHoBaHWe hapmMaLueBTUYECKON CybCcTaHUMn, ee CTpyKTypa, obLune CBOMCTBA;

0) HauMeHoBaHWe 1 agpec NPon3BOAUTENS;

B) TEexXHosorms npou3BoACTBA C ONWCaHWEM CTaguvi NPOU3BOACTBA M METOAOB
KOHTPOMs Ha BCeX CTaausax Npou3BOACTBA;

r) onucaHue paspaboTkm npouecca NPoOM3BOACTBA;

A) onucaHWe KOHTPOMS KPUTUYECKMX CTaauMi NpPOM3BOACTBA M MPOMEXYTOYHOM
npoaykuuu;

€) JOKYMeHTanbHoe noaTeepXxaeHue (Banvgaumns) npoueccoB U (Min) nx OLEHKa;

K) CBONCTBA M CTPYKTypa OENCTBYHOLLNX BELLECTB;

3) XapaKTepuCTuKa npumecen;

n) cneumdmrkauma Ha papmMaueBTUYECKYHO CyOCTaHUMIO 1 ee 060CHOBAHWE;

K) aHanuTn4eckme MeToaukn, NCNonb3yeMble NpU OCYLLIECTBIIEHUN KOHTPONA KayecTBa
dapmaueBTUYeCcKon cybecTaHuuu;

n) [OOKYMeHTanbHOe MOATBepXaeHve (Banugauusl) aHanuTUYeckux MeToaMK,
NCNosib3yeMblX NPU OCYLLLECTBNEHUN KOHTPONS KavyecTBa papMaLeBTU4eCKOn CyGCcTaHuUmu;

M) pe3ynbTaTbl aHanu3a cepun papmaueBTU4eckon cybcTaHuuu,

H) nepeyeHb CTaHOapTHbIX o06pasuoB WNU  BeWecTB, WCMNOMb3yeMbIX Npu
OCYLLIECTBIIEHNM KOHTPOSIS KAYeCTBa;

0) OnuCaHWe XapakTEPUCTUK U CBOWCTB YNAKOBOYHbIX MaTepuarioB U YKynopO4HbIX
CPeAcCTB;

n) AaHHble 0 CTabunbHOCTM hapmaLEeBTMYECKON CyOCTaHLMK;

p) CPOK rogHOCTY;

2) OOKYMEHT, codepXalun cnegyolime CBeJeHNa O NekapCTBEHHOM npenaparte Ans
MEAMLMHCKOro NPpUMEHEHUS:

a) onvcaHue 1 CoCcTaB fNleKapCTBEHHOrO npenapara ANg MegULMHCKOro NPUMEHEHNS;

0) onucaHve dapmaueBTudeckon paspaboTkm (obocHoBaHMe BblbOpa cocTaBsa,
NepBUYHOWN YNaKOBKN N MHOIO);

B) TexHomorms npouM3BOACTBA C ONWCaAHMEM CTaguvi NPOU3BOACTBA M METOAOB
KOHTPOMS Ha BCeX CTaausax Npou3BOACTBA;

r) onucaHue KOHTPONS  KPUTUYECKMX CTagum npouecca NpovM3BOACTBA U
NPOMEXYTOYHOWN NPOAYKLNN;

A) HaMMeHoBaHMe M agpec MecTa OCYLLECTBIEHUS MPOU3BOACTBA JfIEKAPCTBEHHOMO
npenapata And MeauUMHCKOro npuMeHeHus (B Criydae Hanumums HECKOSbKMX YYaCTHWKOB
npouecca npon3eoacTea Heo6XxoaMMO yKasaTb KaXgoro u3 Hux);

e) hapmaueBTmyeckas COBMECTUMOCTb;

) MUKpOOMOnormyeckne xapakTepucTuKu;

3) MmaTepuanbHbI 6anaHc Ans NPoOM3BOACTBA CEPUM FOTOBOMO NPOAYKTA;

M) OnMMcCaHWe XapakKTepPUCTMK U CBOWCTB YMNAKOBOYHbLIX MaTepuanoB U YKYNMOPOYHbIX



CpeacrTs;

K) OOKyMeHTanbHOe MoATBepXaeHue (Banvgauus) npoueccoB NpousBOACTBa U (Mnn)
NX OLIEHKA;

n) TpeboBaHuA K Ka4yecTBy BCMoOMoOraTenbHbIX BEWECTB (cepTudumkat, cneundunkaums
Ha BCrnomoraTesibHble BELLECTBA U MX 06OCHOBaHME);

M) aHanUTU4ecKne MeToauKu, UCNoJSib3yeMble NPU OCYLLEeCTBIIEHNUN KOHTPOMSA KadYecTBa
BCNOMOraTenbHbIX BELECTB;

H) [OOKyYMeHTanbHOe noATBepXxaeHue (Banugauusl) aHanuTU4ecKux MeTOAMUK,
NCnonb3yeMbiX NPU OCYLLIECTBIIEHUN KOHTPOSIS Ka4eCcTBa BCNoOMoOraTesibHbIX BELLECTB;

0) uHdopmaumss 06 MCNONb30BaHUM BCMNOMOraTesbHbIX BELLECTB YENIOBEYECKOro WU
YXUBOTHOIO NPOUCXOXAOEHUS;

n) nHcpopmaums 06 Ncnonb3oBaHMM HOBbIX BCMOMOraTesbHbIX BELLECTB;

p) TpeboBaHMs K KayecTBy JIEKapCTBEHHOro npenapata pAns  MeguuMHCKOro
npUMeHeHna (cepTudmkat, cneumurkaumnsa Ha nekapcTBEHHbIN npenapart n nx o6oCcHoBaHue);

C) aHanuUTMyeckne MeToAnKMN, UCNosib3yeMble NPy OCYLLECTBIEHUN KOHTPONA KavyecTBa
fleKapCTBEHHOro npenapara ans MeauLMHCKOro NPUMEHEHNS;

T) [AOOKyMeHTanbHoe noaTBepXxaeHwe (Banuvgauusl) aHanuTU4eckux MeToauk,
NCnonb3yeMbiX MPU OCYLLECTBIIEHMM KOHTPONSA KayecTBa NEeKapCTBEHHOro npenaparta Aans
MeOMULNHCKOrO NPUMEHEHNS;

y) pes3ynbTaTtbl aHanuM3oB CEPUA FfEKaApCTBEHHOro npenaparta And MeauUMHCKOro
NPUMEHEHNS;

&) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHOapTHbIX 06pasyoB, UCMOMb3YEMbIX MPU OCYLLECTBAEHUN KOHTPONS
KayecTBa fiekapCTBEHHOro Npenapara Anst Me4MUMHCKOro NPUMEHEHUS;

L) JdaHHble O CTabunbHOCTM JleKapCTBEHHOro npenapata Ans  MeauuMHCKOro
NPUMEHEHNS.

6. Pasgen dhapmakonornyeckon, TOKCUKONOrM4eCcKom AOKyMeHTauumn BkntoyaeT B cebsa
OTYETbl O pe3ynbTaTax OOKMMHUYECKMX WCCNedoBaHUA NEKapCTBEHHOro cpeacrea  Aans
MeOMLMNHCKOro NPMMEHEHNS, B TOM YUChe:

1) oT4yeT 0 hapMakoANHAMUYECKNX NCCIIEA0BAHNSAX;

2) OTYET O (hapMaKOKUHETUYECKUX UCCNEeOOBaHUSX;

3) OTYET O TOKCUKOSIOrMYECKNX UCCIIEeA0BaAHNSAX.

7. Pasgen KMWMHWUYECKOW OOKyMEHTauuu BKOYaeT B cebs oT4yeTbl O pesynbTatax
KIMHUYECKMX UCCNeoBaHWI NNEKApPCTBEHHOIO nNpenapaTa Ans MeguuMHCKOro NpuMEHEHNs, B
TOM YUcne:

1) otyetbl 00 wuccnegoBaHnax  OMOOOCTYNHOCTM U BUOSKBUBANIEHTHOCTH,
nccrnegoBaHnax, yCTaHaBNMBAKOLWMNX KOPPensumio pesyribTaToB, MNOMYYEHHbIX B YCMOBUSX in
vitro u in vivo;

2) oT4eTbI O (papMaKOKUHETUYECKUX UCCIIeA0BaHNSX;

3) oT4eTbl 0 hapmMakogMHAMUYECKMX NCCNEOOBaHUSIX;

4) oTYeTbI O KNUHUYECKMX NCcnenoBaHusx 3eKTMBHOCTN U 6e30NacHOCTH;

5) oTyeT 0 NoCcTperncTpaunoHHOM ONbITE NPUMEHEHUS (MPU HANUYuNn).

8. TpeboBaHua Kk ob6bemy uWH(pOpMaumn, nNpegocTaBnNgemMon B  cOCTaBe
perMcTpaunoHHOro Aocbe, AN OTAENbHbIX BWAOB JIEKAPCTBEHHbLIX nNpenapaToB Ans
MeANLMHCKOrO MPUMEHEHUST YCTaHaBMMBAKOTCSA YNOMHOMOYEHHbIM beaeparibHbIM OpraHoMm
WUCNOMNHUTENBHOW BNACTU.

9. B oTHOWweEHWN nekapCTBEHHbIX MpenapaTtoB, pPaspelleHHbIX ANns MeAULUMHCKOro
npumeHenna B Poccuiickon ®epepaummn ©Gonee pgBaguatn net (3@ UCKMOYEHUEM
OMonornyecknx fekapcTBEHHbIX NpenapaToB), AOMNYyCKaeTCs BKIOYEHME B COCTaB pasfgena
bapMakonornyeckom, TOKCUKOMOrMYeCcKoM [OOKyMeHTauum W pasgena  KIIMHUYEeCKOM
AOKyMEeHTauum BMeCTO oTyeTa paspaboTyumka O pesynbraTax COOCTBEHHbLIX OOKIMHUYECKNX
nccrnefoBaHU NEKapCTBEHHbLIX CPeACTB WU KITMHUYECKMX WUCCefOoBaHWM feKapCTBEHHbIX
npenapaToB Ans MeOULUMHCKOro npumMeHeHna ob3opa HaydHbix paboT O pesynbratax



OOKINUHMYECKMUX WUCCedoBaHUN NeKapCTBEHHbIX CPeaCTB U KIUHUYECKUX WUccregoBaHun
AaHHbIX NeKapCcTBEHHbIX NpenapaTos, B TOM YMCrie BKNOYasa OnbIT UX NOCTPErMCTPaLNOHHOIO
NPUMEHEHNS.

10. T[llpuM rocygapCTBEHHOW perucTpauun  BOCMPOU3BEAEHHbIX  JleKapCTBEHHbIX
npenapaTtoB Af MeAWUUHCKOro NpUMEHEeHUs OOoMnyckaeTcs BKMOYEeHWe B COCTaB pasgerna
papMakonorM4yeckorm, TOKCUKONMOIrMYEeCcKoM [AOKyMeHTauuum W pasgena  KIMHUYEeCcKoMn
AOKYMEeHTauun BMecTo oTyeTa paspaboTyvka O pesyrnbTaTtax COOCTBEHHbIX OOKIUHUYECKUX
nccnenoBaHW  NEKapCTBEHHbIX cpeAcTB  0030pa  HayvHblX  paboT O pesynbTaTax
OOKINUHMYECKMX nccrnegoBaHnin pedpepeHTHOro fiekapCTBEHHOro rnpenapara n npegcrasneHue
BMECTO KIIMHUYECKUX WCCneaoBaHWi B MOMIHOM oOObeme, YCTaHOBMEHHOM pasferniom
KNMMHUYECKOM AOKYMEHTauun, oTyeta O pesynbTaTax uccrneaoBaHui GMO3KBMBANEHTHOCTU
BOCNPOM3BEAEHHOIO JleKapCTBEHHOro npenapaTta And MeauUMHCKOro npuMmeHeHus. He
TpebyeTca npefcTtaBneHMe oT4yeTa O pes3ynbTatax MCCrneaoBaHUn OGUOSKBMBANEHTHOCTU
BOCNPOM3BEOEHHOIO JieKapCTBEHHOro npenaparta Ans MeAuuMHCKOro MNPUMEHEHUSA, ecnu
PEerucTpupyroTca BOCMNPOU3BEAEHHbIE JeKapCTBEHHble npenapaTtbl AN MeaULUHCKOro
NPUMEHEHNS, KOTopbIe:

1) npegHasHadeHbl AN nNapeHTepanbHOro  (MOAKOXHOro,  BHYTPUMbILLEYHOrO,
BHYTPUBEHHOTO, BHYTPUINasHoro, BHYTPUNOSIOCTHOrO, BHYTPUCYCTaBHOrO,
BHYTPUKOPOHAPHOIr0) BBEAEHMUS U NpeacTaBnsoT cOO0M BOAHbIE pacTBOpPbI;

2) npeacTtaBnAalT cobon pacTBOpbl AN NepoparibHOrO NPUMEHEHWS;

3) npousBedeHbl B (opme MOPOLWKOB wnvM NuodunnsaToB ANS MPUroTOBMEHUSN
pacTBOpPOB;

4) ABNAKTCA rasamu;

5) 4aBngawTCA  YyWHBIMA UM MNasHbIMM  NIeKapCTBEHHbIMM  MpenapaTtamu,
npounsseneHHbIMU B (popMe BOAHbIX pacTBOPOB;

6) npegHasHa4eHbl NS MECTHOro NPUMEHEHUS U NPUroToBMEHbI B (hopMe BOAHbIX
pacTBOpPOB;

7) npencraBnsAT cobon BOAHbIE pacTBOPbLI ANsl UCMNOMb30BaHUA B (hOpMeE UHransiumm
C nomMoLb0 Hebynamsepa unum B KadeCTBe HasasibHbIX CrpPeeB, MPUMEHSEMbIX C NMOMOLLbIO
CXOAHbIX YCTPOUCTB.

11. Ons cny4daeB, ykasdaHHbIX B nyHKTax 1 - 3, 5 - 7 yactn 10 HacTosLen ctaTtby,
BOCNPOM3BEAEHHbIN JleKapCTBEHHbIM npenapaT And MeOuLMHCKOro MNpPUMEHEHUA OOSMKeH
cogepxaTb Takme e BCrMoOMoraTernbHble BellecTBa B TaKMX >Ke KONMu4ecTBax, Kak W
pedepeHTHbIN NeKapCcTBEHHbIM npenapaT. Ecnu coctaBbl BCnomMoraTesnbHbIX BeLWecTB
pasnuyaroTcs, 3aaBUTENb JOMMKEH NpeaCcTaBUTb AoKasaTeNbCTBa TOro, YTO UCMOSb3yeMble B
AaHHbIX KOHLIEHTpaLmMax BCNOMoOraTesbHble BelecTBa He BNUAIOT Ha 6Ge3onacHoCTb U (1Mnn)
3(P(PEKTUBHOCTL JlEKAapCTBEHHOro npenapaTta Ang MeaWUUHCKOro npumeHeHus. B cnydae,
ecnu 3asBuUTENb HE MOXET NpeacTaBUTb TakMe goKasaTenbCcTBa U (Unun) He nmeeT AocTyna K
COOTBETCTBYHOLMM [aHHbIM, OH [OSMKEH NPOBECTU COOTBETCTBYKLIME UCCreaoBaHus Ons
JokasaTernbcTBa OTCYTCTBMS  BMUSHUSA  pasHbIX  BCMNOMOraTeflbHbIX  BelwecTtB  uUnn
BCNoMoraTesibHbIX YCTPOMUCTB Ha 6Ge3onacHoCcTb U (Mnn) apeKTMBHOCTL NeKapCTBEHHOIO
npenapaTta Ong MeguUUMHCKOro NpuMeHeHWsa B nopsigke, YCTaHOBIEHHOM YMOSTHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMONHUTENbHOW BRacTu.

12. lMpn rocygapCTBEHHOW pernctpauMm KOMOUHaUuW paHee 3aperncTpupoBaHHbIX
NeKapCTBEHHbIX MpenapaTtoB Ans MeAWUUHCKOro MpUMEHEHUS [OMNycKaeTCcs BKOYEHME B
cocTaB pasgena (apmakosiorm4eckon, TOKCUKONOrMYeckon [OOKYMeHTauMm wu pasgena
KNMWHMYECKOMW [OKYMEeHTaumMm BMeCTO oTveTa paspaboTymka O peasynbTaTtax COOCTBEHHbLIX
OOKIMNHNYECKMX WUCCNEeAOBaHUN NEeKapCTBEHHbIX CpeacTB 0630pa  HaydHbiX paboT o
pesynbTatax AOKMMHUYECKMX WCCRedoBaHUn pedepeHTHbIX JIEKapCTBEHHbIX NpenapaTos,
BXOOAWMNX B COCTaB KOMOMHaUMM NEeKapCTBEHHbIX MpenapatoB, M 00 OTCYTCTBUMM WX
B3aMMOLENCTBUA B OOHOW NIEKapCTBEHHOW (bopMe.

13. Ha oaKkcnepTudy pasfnuyHbiX feKapcTBEHHbIX (OpM OOHOrO W TOro Xe
neKapCTBEHHOro npenaparta Ana MeguLMHCKOro NpuMeHeHUs 3asaBuTenb npeacraBnset



OTAENbHbIE 3a8BNEHNA N PErMcTpaunoHHbIE LOCbE HAa KaXayt fiekapCTBeHHy0 dopmy. [Npu
YyCrNOBMM OOHOBPEMEHHOW MnodaynM Ha 3KCnepTusdy OAHOW JiekapCTBEeHHOW opMbl C
pasnMyHbIMA  OO3UPOBKOW, KOHLEHTpaumen, obbemMoM 3asiBUTENb nNpencTaBnsieT OOHO
3asiBlieHNe U perncTtpaumoHHoe A0Cbe C MNPUOXKEeHWEM MaKeTOB YMNakoOBOK Ha Kaxayto
A03UPOBKY, KaXAYH KOHLEHTPALMIO, KaXXabli 06beM M Kaxgoe KONIMYeCcTBO 403 B YNaKoBKe.

14. Tpn rocygapCTBEHHOW peructpauun opdaHHOro JfiekapCTBEHHOro npenapaTta
3asBUTENb NpeacTaBnsieT WHgopMauuo, HeobxoauMmyro Ans opmupoBaHus pasgena
KNUHUYECKON OOKYMeHTaumm, B obbeme, yCTaHOBNEHHOM YNOSTHOMOYEHHbIM heaepanbHbIM
OpraHoOM UCMOSHUTENbHOW BRacTu.

15. MNpun pernctpauum BMONOrMYECKOro NieKapCTBEHHOrO npenapara, MoslydeHHOro u3
KpOBW, Nnasmbl KPOBU YerioBeka, B COCTaBe PerucrpauMoOHHOrO JOCbe Ha feKapCTBEHHbIN
npenapaTt Ang MeanLUHCKOro NpUMEHEHUs AOSMKHbI ObiTb NpeacTaBeHbl 4OMNOTHUTENBHO:

1) B pasgene OOKyMeHTaumm agMUHUCTPaTMBHOIO Xapakrtepa AOKYMEHT, coaepKallnm
MHopMauuio o0 cybbekTax obpalleHns AOHOPCKOM KPOBU U (MNK) ee KOMMOHEHTOB, O TOM,
roe 6bina ocyuwecteBneHa goHauusa (KposBu M (Unn) nnasmbl KPoBW), @ Takke AaHHble 06
MHEKUMOHHBLIX 3aboneBaHusX, nepeaarlmnxca napeHTepanbHbiM nNyTeM, WHdoOpMauus o
cybbekTax obpalleHna OOHOPCKOM KPOBU U (MNN) ee KOMMOHEHTOB, B OTHOLLUEHUU KOTOPbIX
OCYLLECTBMSAETCSA KOHTPOSb AOHOPCKON KPOBU U (MNN) ee KOMMOHEHTOB;

2) B pasgene XuMn4eckon, gpapmaueBTU4eckon 1 BMonormyeckon JoKyMeHTauuu:

a) KpuTepUM N cnocodbbl 0TOOpa, TPAHCNOPTUPOBAHUSA N XPAHEHUSI JOHOPCKOW KPOBU U
(M) ee KOMNOHEHTOB;

0) pesynbTaTbl UCCreaoBaHU OTOBPaHHbLIX JOHOPCKOM KPOBU 1 (M) Nna3mMbl KPOBU U
nynoB Ha Hanuune Bo3byauTenen MHMEKUUN, BKNYas UHGopMauuto 06 UCnonb30BaHHbIX
MeToAuKax MCCregoBaHUM M B Criydyae uccnenoBaHusi MynoB nras3mbl KPOBWU pesynbTaTthl
AOKYMEHTasbHOro nogreepxgeHus (Banugaunm) NCNorb3oBaHHbIX METOAVK,;

B) TEXHMYECKME XapaKTEPUCTUKU YMNaKOBKM AOnsi oTbopa OOHOPCKOW KpoBW M (M)
nnasmMbl KpOBU, BKIOYas MHGopmaLmo 06 NCnonb30BaHHbIX pacTBOpax aHTUKoarynsiHTOB.

16. KnnHuyeckne wuccnenoBaHUs feKapCTBEHHOro npenapata gngd MeguuMHCKOro
NPUMEHEHNA B LENAX ero rocygapCTBEHHOW perucTpaumm nposogaTca B Poccunckon
depepaumm B nopsigke, yCTaHOBNEHHOM cTaTbaMm 38-44 HacTosiwero PegepanbHOro 3akoHa.
OTyeT O NpoOBEAEHHbIX WCCNefOBaHUSX BKMAKYAETCA B COCTaB pasfenia KIMHUYEeCcKon
AOKYMEHTaUUM PErncTpaLmMoHHOro OOCbE Ha NEKapCTBEHHLINM npenapaTt Ans MeguuMHCKOro
npumeHeHnsa. [Ona nekapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOro MNPUMEHEHUs, B
OTHOLUIEHMM KOTOPbIX B pe3ynbTaTte 3SKCNepTU3bl [OOKYMEHTOB, NPEACTaBEHHbIX Ans
onpeaeneHns BO3MOXHOCTM paccMaTpuBaTh JIeKapCTBEHHbIA NpenapaT Ana MeAuUUHCKOro
NPUMEHEHNA B Ka4yecTBe Op(aHHOro NEeKapCTBEHHOro npenapaTta, Takasi BO3MOXHOCTb
npu3HaHa M B OTHOLLUEHUN KOTOPbIX NPOBEAEHbI KITMHUYECKNE UCCNenoBaHUs!, BbIMOSIHEHHbIE
3a npegenammn Poccunckon Pegepaumm B COOTBETCTBUM C NpaBuiaMmm  Haanexaileu
nabopaTopHOM MPaKTUKM N NpaBuiiaMn Hagnexawen KINMHUYECKON MpakTUKW, AonyckaeTcd
BKMNIOYEHNE B COCTAB pasfenia KIMHUYECKOW OOKYMEHTauMM BMECTO OT4yeTa O pesyrnbTarax
KIMHMYECKMX UCCReaoBaHUN NekapCTBEHHOro npenapaTta Ans MeguuMHCKOro MpUMeHeHus,
nposedeHHblx B Poccuickon ®depepauumn, oTdeta O  pesynbTatax  KINMHUYECKUX
nccrnenoBaHun, BbIMONMHEHHbIX 3a npeaenammn Poccunckon depepauunun.

17. 3asBuTenb BNpaBe nNpeacTaBUTb MO COOCTBEHHOW WHMUMaTMBE BMeECTe C
3asiBfieHMEM O T[OCy[JapCTBEHHOW  perncrpaumm fekapCTBEHHOro npenapata gngd
MeANUMHCKOrO MpUMEHEeHUs [OOKYMEHTbl, MoATBepXAawlue ynnaTty rocyaapcTBeHHOM
MOWSKNHBLI WM YyKasaHHble B nyHkte 10 4yactm 2 Hactoswen ctatbu. B cnyyae wux
HenpeacrasreHns COOTBETCTBYHOLLMMN YNONMHOMOY€EHHbIN denepanbHbIn opraH
NCMNONHUTENbHOW BRacTu nposepsieT akT ynnaTbl rocy4apCTBEHHOM MOLUMNHBI 3adBUTENEM
nocpeacTBOM UCNOMb3oBaHMa uMHGopMaumm 06 ynnate rocyaapCTBEHHOW  MOLUMMHGI,
cogepxawlenca B [ocyaapCTBEHHOM WHAOPMALMOHHOW CUCTEME O T[OCYAAPCTBEHHbLIX W
MYyHUUMNANbHbIX NaTexax, Ha OCHOBaHMW NpeaCTaBfeHHbIX 3asBUTENEeM KONUM JOKYMEHTOB,
noaTBepXxaarLwmx ynnaTty rocygapCTBEHHON NOLUSNHDI.
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18. He ponyckaeTca uCnonb30oBaHME B KOMMEPYECKUX uensax WHdopmauum o
pesynbTatax [OOKIMHUYECKMX WCCIeAOBaHUN NeKapCTBEHHbIX CPeAcTB U KIUHUYECKUX
nccnefoBaHW  NeKapCTBEHHbIX — npenapaTtoB  ANs MeAUMUMHCKOrOo  MpUMEHEHMs,
npeacTaBnNeHHoOM 3asBuUTeneM Afs  rocygapCTBEHHOW  perncrpaumm  nekapcTBeHHOro
npenapata, 6e3 ero cornacusi B Te4eHue WeCTn neT ¢ gaTbl rocygapCTBEHHON perncrpauun
pedepeHTHOro NekapcTBEHHOrO npenapaTa B Poccuirckon depepaumm.

19. [epxaTtenb unv Bnagenel peructpaumoHHOro yooCTOBEpPEHUSA NeKapCTBEHHOIO
npenapata Ha OMOTEXHONMOrMYEecKMin unn opdaHHbIA JeKapCTBEHHbLIN npenapaT o06s3aH
npegocTaBnNATb Ha BO3ME34HOM OCHOBE 00pa3Lbl pedhepeHTHOro fnekapCTBEHHOro npenaparTa
3aaBuTenamM And  NpoBedeHuUs  KNuHuMYeckux  uccneposaHui.  CrtoumocTb  obpasua
pedepeHTHOro fekapCTBEHHOro rnpenaparta, BKAKYEHHOT0O B MNepeyYeHb  KU3HEHHO
HeoOXOOMMbIX U BaXHEWLWLMX JieKapCTBEHHbIX npenapaTtoB, He [OMKHa npeBblWwaTtb
3aperncTpupoBaHHy0 MNpefesibHy0 OTNYCKHYH LeHYy Ha pedepeHTHbI JiekapCTBEHHbIN
npenapart unu LeHy Ha NekapCTBEHHbIN NpenapaT B CTpaHe Npou3BoguTens.

20. 3aaBneHne o rocygapCTBeHHOM perncrpaumm BOCNpOU3BeLEHHOIO
NeKapCTBEHHOro npenapata And MeOULUHCKOrO MPUMEHEHUss MOXeT OblTb nogaHo B
YNONMHOMOYEHHbIA  (befepanbHbld  OpraH  MUCMOMIHUTENBHOM BNacTu, OCYLLEeCTBASALNI
rocy4apCTBEHHYIO pPerncTpaumnio fiekapCTBEHHbIX NpenapaToB, N0 UCTEYEHUM YeTbipex NneT C
AaTbl rOCydapCTBEHHOM pernctpaumm pedepeHTHOro JeKapCTBEHHOro npenapata B
Poccuinckon ®epepaunn.

21. 3aaBneHve O rocygapcTBeHHOW peructpauun 6uoanHanorosoro (6uonogobHoro)
riekapCTBEHHOro npenapaTta (6buoaHanora) MoxeT OblITb MNOAAHO B YNOSTHOMOYEHHbIN
defepanbHbli - OpraH  UCMNOSIHUTENBHOM  BNacTW, OCYLLECTBISKOWMA  rOCYygapCTBEHHYHO
perncTpauuio nekapcTBEHHbIX NpenapaTos, NO UCTEYEHUN TpeX NeT € AaTbl roOCyAapCTBEHHON
permcTpauum pedepeHTHOro nekapcTBeHHOro npenaparta B Poccunckon degepauum.

22. [epxaTtenb unu Bnagenel peructpaumoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro
npenapaTta npeacTaBnseT B YNOSIHOMOYEHHbIM efepanbHbld OpraH UCMOMHUTENbHON
BlAaCTU, OCYLLECTBNAKLWMA PYHKLUUM MO KOHTPOMIO M HaL3opy B cdepe 34paBOOXpaHEHUd,
OTYeT MO pesynbTatam (papmMakoHag3opa OAWMH pa3 B LLIECTb MecsAueB B TeYeHne ABYX NeT
nocne rocygapCTBEHHOW pernctpauum nekapcTBeHHOro npenapata B Poccuinckon
degepaumm, exxerogHo B TeHeHWe nocnenyowmx Tpex neT u B AanbHenwemM oguH pas B NaTb
ner.

Crtatba 19. lpuHATME pelleHns O Bblgaye IKCNEPTHOMY YYPEXOAEHWUIO 3adaHus Ha

npoBegeHne 3KCNepTM3bl TEKapCTBEHHOIO cpeacTaa

1. B TeyeHune gecatn paboumx gHen co AHA MPUHATUS 3asiBIIEHUS] O roCygapCTBEHHOWN
perncTpauum NeKapCTBEHHOrO npenapaTta COOTBETCTBYHOLLNNI YNONTHOMOYEHHbIN
befiepanbHbI OpraH UCMOSMTHUTENbHOW BAacTU NPOBOAUT NPOBEPKY MOSIHOTLI, JOCTOBEPHOCTU
N NpaBUbHOCTM OGPOPMMEHUS NPEeACTaBMEHHbIX JOKYMEHTOB PEerMcTpauMoOHHOro 4OChbe Ha
NleKapCTBEHHbIN NpenapaT 1 NPMHUMaEeT peLleHne O Bblgaye 3agaHns Ha NnpoBeaeHue:

1) 9KcnepTu3bl [OKYMEHTOB, MpPeACTaBMNEHHbIX Af1 OnpeaerieHns BO3MOXKXHOCTM
paccMatpmBaTb  fIEKAPCTBEHHbIM npenapaT And  MeAUUMHCKOrO  MPUMEHEHUsT  npu
OCYLLEeCTBMNEHUN roCyJapCTBEHHOW perucTpaumMmM B KavecTBe OppaHHOro nekapcTBeHHOro
npenapara;

2) 93KCnepTuM3bl JEKApCTBEHHOrO CpeacTBa B 4acTU  9KCNepTusbl  KadecTBa
NeKapCTBEHHOro CpeAacTBa U 9KCMEPTU3bl OTHOLLEHUS OXMOAEMOW MNOMb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNS NekapCcTBEHHOro npenapara ans MeguUMHCKOro NpUMeHeHNs;

3) 9KCcnepTu3bl NleKapCTBEHHOrO CpeacTBa B 4aCTU  9KCNepTU3bl  KavecTBa
NeKapCTBEHHOro CpeAcTBa M SKCMNepTU3bl OTHOLLIEHUS OXMOAeMOW MONb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNSA NIEKAPCTBEHHOrO npenapaTa Ans MegUUMHCKOro NpUMEHEHUS B nopsigke
YCKOPEHHOM npouenypbl 3KCNepTu3bl NeKapCTBEHHbIX CPEeACTB B COOTBETCTBUMN CO CTaTben 26
HacToswero ®efepanbHOro 3akoHa;

4) aKcnepTun3bl NEKapCTBEHHOrO CpeAcTBa B OTHOLLUEHUW fleKapCTBEHHOro npenapaTta
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ANA BETEPUHaApPHOro NPUMEHEHUS.

2. YNosHOMOYeHHbI doefieparnbHbli OpraH MUCMONMHUTENbHOW BlacTu yBeOOMNSET B
3NEeKTPOHHOM bopMe UnNu Ha BymMakHOM HocuTerne 3asBUTENA U IKCNEpPTHOE yupexaeHune o
NPUHATOM peLlleHnn O Bbldaye 3aJaHuM Ha npoBefeHue JKCMepTus, npenyCMOTPEHHbIX
YyacTblo 1 HacTosILLeN cTaTbk, U B Cryyae HeobXoaUMOCTM O Bbldaye paspeLleHns Ha BBO3 B
Poccunckyto depepaumio KOHKPETHOW MapTuK, Cepun  3aperncTtpupoBaHHbIX WU (Unun)
He3aperncTpupoBaHHbIX NEeKapCTBEHHbIX CcpeactB unv o6  oTkase B NpoBefeHuM
npeagyCMOTPEHHbIX 3KCNEepPTU3 C yKasaHWeM NPUYMH Takoro OTKasa.

3. B cnyyae BbisIBNeHMss OTCYTCTBUA UMW HEOOCTOBEPHOCTU  MHOpMaLuM,
cofjepxallenca B MpeAcTaBfeHHbIX — 3asBuUTENeM  JOKYMeHTaX,  YNOSIHOMOYEHHbIV
denepanbHbii  OpraH WCMOMHUTENBHOM BNAcTU HanpaenseT 3asBUTENO 3anpoc 06
YTOYHEHUN 3TOW WMHpopMaumn (ganee - 3anpoc YynosIHOMOYEHHOro dhedepanbHOro opraHa
WCNOSNTHUTENbHOW  BRactu), KOTOpPbIM  MOXET ObiTb nepedaH  YNoOSIHOMOYEHHOMY
npeacTaBUTENIO 3aaBUTENS NIMYHO NOA PacrnucKy, HanpasrieH Mo noyTe 3akasHbiM NMUCbMOM
U nepefaH B 9fIEKTPOHHOW (hopme No TeNeKOMMYHUKALUMOHHBLIM KaHanam ceasn. B cnyyae
HanpasneHus 3anpoca YNOfHOMOYeHHOro defeparnbHOro opraHa UCMOSTHUTENbHOW BNacTu
Nno noyTe 3akasHbIM MUCbMOM OH CYMTAETCHA NOMYyYEHHbIM MO UCTEYEHUN LWECTU OHEN C AaTbl
HanpaBneHus 3aka3Horo NUCbMa.

4. 3Baasutenb o643aH npeactaBUTb  OTBET Ha  3anpoc  YNOSITHOMOYEHHOro
doefepanbHOro opraHa WCMOMHUTENbHOM BacTM B CPOK, He MNpeBbllalWmnin aeBsHocTa
paboynx OHen co OHA ero nonydeHusi. Cpok, ykasaHHbIM B YacTu 1 HacTosiwen craTby,
npuocTaHaBNMBaeTCsd CO [HA HanpasfeHust 3asBUTENIO 3anpoca  YNONHOMOYEHHOro
dreepanbHOro opraHa WUCMOMHUTENbHOM BNacT 4O OHS NONyYeHUst UM COOTBETCTBYHOLLEro
oTBeTa.

5. OcHoBaHMeM OnNda OTKasa B OpraHmMsauumn akcrnepTus, NpeayCMOTPEHHbIX YacTbio 1
HacTosilLlen cTaTbWl, 4HABMASETCA NpeacTaBreHMe  HeobxoauMMblX  ONns  NpoBedeHus
NpesyCMOTPEHHbIX 3KCMEPTU3 [OKYMEHTOB B HENOSMIHOM ob6bemMe unu HenpencraBfeHue
3a8BUTENEM B YCTAHOBIMEHHbIA CPOK OTBETA Ha 3anpoc YMNOSIHOMOYEHHOro defeparibHOro
opraHa WCNOSIHUTENbHOW BNacTu, a Takke npefcTaBneHue AOKYMEHTOB, He coAepXKalumx
ncyepnbiBaloLLEro NepeyHss HeoBXoANMbIX CBEAEHMMN.

Cratba 20. Okcneptvsa [OOKYMEHTOB, MpeACTaBfEHHbIX ANna  onpeaeneHus
BO3MOXHOCTM paccMmaTpuBaTb fieKapCTBEHHbIN npenapaT And MeUUMHCKOro
NPUMEHEHNSA NPU OCYLLECTBIIEHMM FOCYAAaPCTBEHHOW pernctpauum B Ka4ecTse
opdaHHOro nekapcTBEHHOro npenapaTta

1. OkcnepTu3a [OOKYMEHTOB, MpeACTaBfeHHbIX ANna onpegeneHnsi BO3MOXHOCTU
paccmaTpmBaTb NE€KapCTBEHHbIN NpenapaT Ansg  MeauUMHCKOrO  NPUMEHEHUs  npu
OCYLLIECTBMNEHUN TOCYApPCTBEHHOW peructpaumMm B KavecTBe OpgaHHOro nekapcTBEHHOro
npenaparta, COCTaBfeHWE KOMUCCUEN OKCMEPTOB 3aKMOYEHUS O BO3MOXHOCTU UK
HEBO3MOXXHOCTM paccMmaTpuBaTb fIeKapCTBEHHbIN npenapaT ANnd MeAULUHCKOro NpuMeHeHus
npuv OCyLLEeCTBNEHUN rocyaapCTBEHHOW perncTpaumm B Ka4ectse opdpaHHOro nekapcTBeHHOro
npenapaTta M HanpasfieHMe OaHHOroO 3aKNYEeHUs B YNOSTHOMOYEHHbIN dhefeparnbHbii opraH
NCNOSTHUTENbHOW BNACTM OCYLLECTBIISIOTCA B CPOK, HE NpeBbiatowmi Tpuguatn pabounx
OHEN CO [OHA NOMyYeHUA 9JKCNEPTHbIM  yyYpexaeHuemM 3afaHus  YNoSTHOMOYEHHOro
denepanbHOro opraHa UCMOSTHUTENBbHOWN BRIACTU U B 3NEKTPOHHOM hopme uinm Ha BymMakHbIX
HOCUTENAX HEOBXOANMBIX JOKYMEHTOB, yKa3aHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B yactu
7 ctatbu 18 HacTosiwero degepanbHOro 3akoHa.

2. [oKyMeHTbl, copepxawuecsa B pPerncTtpauMoHHOM [OCbe Ha JleKapCTBEHHbIN
npenapatr v NOCTynNuBLUIME Ha OyMaXHbIX HOCUTENAX B 3KCMEpPTHOE yuypexaeHwe pans
OCYLIECTBMEHNA WX 3KCNEepTM3bl ANns  onpefeneHns BO3MOXHOCTM  paccmaTpuBaTtbh
NeKapCTBEHHbIN rnpenapat Ansg MeAWUUHCKOro NpUMEHEeHWA B KadecTBe oOpdhaHHOro
neKapCTBEHHOro npenapara, noanexar Bo3BpaTy B YNOSIHOMOYEHHbIN defeparnbHbi opraH
NCMOMNHUTESTIbHOW BIaCTU OAHOBPEMEHHO C 3aKMIOYEHNAMM COOTBETCTBYHOLLMX SKCNEPTUS.



Cratbs 21. PelweHne 0 BO3MOXHOCTN paccMmaTpuBaTh fleKapCTBEHHbIWM npenapaT npu
OCYLLECTBMEHNUN TOCYyAapCTBEHHOMW perncTpauum B KayvyectBe oOpdhaHHOro
nekapCTBEHHOro npenapara

1. B cpok, He npeBbiWwakwmnn NatM pabounx gHEM Co AHA MONYyYEeHUsT 3aKtOYEHUS,
ykaszaHHoro B 4yactm 1 ctatbum 20 Hactodwero degepanbHOro 3akoHa, YNOSITHOMOYEHHbIV
denepanbHbii - OpraH WCMOMHUTENbHOM BfacTU  OCYLECTBNSAET OLUEHKY MONyYeHHOro
3aKnyeHna  Ons  onpegeneHMss  ero  COOTBETCTBMS  3adaHU0  Ha  npoBegeHue
COOTBETCTBYHOLLEN IKCNEPTU3bI U yBEOOMIISET 3asBUTENS B ANEKTPOHHOW bopme unu Ha
OymMaxHOM HocuTene o pesynbTaTax NPOBEAEHHOW 3JKCMEPTU3bl C MPUITOXKEHWEM KOMUU
9KCNEepTHOro 3aKntvYeHnsa (C coxpaHeHuem KoHUAEeHUManbHOCTU MHGOopMaLMmM O cocTaBe
9KCNEepTHOM KOMMUCCUMM) U O BO3MOXHOCTM WNKM  HEBO3MOXHOCTU  paccMmaTpuBaTb
NeKapCTBEHHbIN npenapat Ans  MeOUUMHCKOro  MNPUMEHEHUS MNpU  OCYLLECTBIIEHUU
rocygapCTBEHHOW permctTpauumn B Ka4ecTBe opdaHHOro fIeKapCTBEHHOMO npenapara.

2. [lpy BbIHECEHMM KOMWUCCUEW IKCMEPTOB  3aKMOYEHUA O  BO3MOXHOCTMU
paccMaTtpmBaTb JfIEKAPCTBEHHbIM npenapaT And  MEAUUMHCKOrO  MPUMEHEHUs  Mpu
OCYLLECTBMEHNUN FOCydapCTBEHHOMW perucTpaumMm B KadecTBe OppaHHOro nekapcTBEHHOro
npenapaTta YMNOMIHOMOYEHHbIN defeparnbHbIi OpraH MCMOMHUTENbHOW BRacTU B CPOK, He
npesbIWaLWMn NATU paboymx OHEN CO OHA MOMyYeHUs OaHHOro 3akroyeHus, NpuHUMaeT
pelweHne O Bblgaye 3aJaHuMs Ha MPOBEAEHWE IKCMEepPTM3bl KavyecTBa feKapCTBEHHOro
cpencTBa M 3KCnepTU3bl OTHOLLEHUS OXUAAEeMOW Mofb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
fIeKapCTBEHHOro npenapata And MeOULMHCKOrO MNPUMEHEHUA B MNOPSAKE YCKOPEHHOM
npoueaypbl 3KCNepTU3bl fEeKapCTBEHHOINO CpeacTBa B COOTBETCTBUMM CO  cTaTben 26
HacToswero ®efepanbHOro 3akoHa.

3. B cnyyae NpuvHATUS pelleHns O HEBO3MOXXHOCTU paccMaTpuBaTh fleKapCTBEHHbIN
npenapaT gns MeguuMHCKOro NpUMEHEHUS NpU rocygapCTBEHHON pernctpauun B Kayectse
opdaHHOro  fleKapCTBEHHOro  npenapaTta  YNOMHOMOYEHHbIN  hefepanbHbld  opraH
WCMONHUTENbHOM  BNacTM  npekpawaeT npoueaypy rocyaapCTBEHHOW  permcrtpauum
fleKkapCTBEHHOro npenapata. 3adBuTeNb BnpaBe o0paTUTbCH B PErMCTPUPYHOLLMIKA OpraH C
3asiBNIEHNEM O rOCYOapCTBEHHOW pEerucTpauumn ykasaHHOro fieKapCTBEHHOro npenaparta B
COOTBETCTBUM CO cTaTben 18 HacToswero PegepanbHOro 3akoHa.

CratbAa 22. YT1patuna cuny ¢ 1 nona 2015 r.

Cratba 23. OkcnepTu3a Ka4yecTBa JeKapCTBEHHOrO cpeacTBa M 3KCnepTmsa
OTHOLWIEHUS OXMOaeMoOW nomfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
fleKapCTBEHHOro npenapara Ans MegULMHCKOro NpUMeEHEHNs

1. OkcnepTu3a KadecTBa JIEKApPCTBEHHOrO CpeacTBa W 3KCMEpPTU3a OTHOLUEHUS
OXMOaemMom Mnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FEKAapCTBEHHOro npenapara nns
MEOMLMHCKOTO MNPUMEHEHWNS, COCTaBfieHME KOMMCCUSMU 3KCMEPTOB  3aKMNYeHun Mo
pesynbTatam NpoBeLEHHbIX IKCMEPTU3 N HanpaBfieHne 3TUX 3aKNYEeHUN B YNOSTHOMOYEHHbIN
defepanbHbI OpraH UCMOMNHUTENbHOW BIAaCTU OCYLLECTBASIOTCA B CPOK, HE MPeBbILaLLNMA
cTa gecatn paboumx OHEN CO OHS NONYYEeHUs1 IKCNEPTHLIM YyYpeX4eHNEM COOTBETCTBYHOLLETO
3a4aHus yrnoriHOMOYeHHoro eaepanbHOro opraHa UCMNOSTHUTENbHOW BAacTu U HEOBXOANMbIX
AOKYMEHTOB B 3JIEKTPOHHOM (hopme nnmn Ha ByMaxkHbIX HOCUTENSX.

2. B TeyeHne peBsHOCTA OHEN CO OHSA MOMYyYEHUS peLUeHUs YNOSTHOMOYEHHOrO
degepanbHOro  opraHa  UCMNOSHUTENbHOW  BRacTM O  MNPOBEAEHUM  JKCNepTus,
npeayCMOTPEHHbIX YacTbio 1 HacTodAWen cTaTbu, 3asBUTENb NpeacTaBnsieT B 3KCNepTHoe
yuypexaneHve ans npoBeneHUsl 3KCNepTM3bl KadecTBa NEKapCTBEHHOro cpeacTtesa obpasubl
NeKapCTBEHHOro npenapata And  MeauuMHCKOro  NPUMEHEHUs, MPpOu3BEeAEHHOro B
COOTBETCTBUM C TpebOBaHMSAMU  OMbITHO-MPOMBILSIEHHONO U (UMW) NPOMBbILLFIEHHOrO
pernameHToB, YTBEPXOEHHbIX PYKOBOAUTENEM MNPOU3BOAUTENSA NEKapCTBEHHbIX CPencTB, a
TaKkke B COOTBETCTBYWOLWMX cnydaax obpasubl gapmaueBTU4eCcKon  cybcTaHumm,
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TecT-WTaMmMa MUKPOOPraHM3MOoB, KynbTypbl KNeTok, obpasubl BELWEeCTB, NpUMeHSeMbIX Ans
KOHTPOSIS KayecTBa JIeKapCTBEHHOro CcpeacTBa MyTEM CPaBHEHUA C HUMWU UCcrnegyemoro
NeKkapCcTBEHHOrO cpeacTBa, B KONMyecTBax, HeobXxoauMbIX ANA BOCMPOM3BEOEHUA MeTOO0B
KOHTPOSIS KayYecTBa.

3. lMNpu nonyyeHmn obpasuyoB nekapcTBEHHOro npenapata 1M dgapmMaueBTUYECKON
cybCTaHUMM 3KCNepTHOE YyypexaeHue BblAaeT 3adABUTEN0 [OKYMEHT, MNOATBEpXAatoLimi
nonyyeHne ykasaHHbIX 00pasLoB, M B CPOK, He MpeBbllalWwmn Tpex paboumx OHen,
yBE4OMNSIET B 3NIEKTPOHHOW hopme nnm Ha BymaxHOM HocuTerie 06 3TOM YNOSTHOMOYEHHbIV
doeepanbHbIN OpraH UCNOSTHATENBHOW BI1ACTM.

4. YKasaHHble B 4acTaXx 2 KW 3 HacTodAWeW cTaTbM CPOK Ans npeacrasfieHns
3aaButenem o6pasuoB NeKkapCTBEHHOro npenapata u dapMaueBTUYeckon cybctaHumm u
CPOK YBEOOMIEHUS SKCMEepPTHbIM yypexaeHnem o6 9ToM Ha OymaxHOM HocuTene
YNONMHOMOYEHHOro dhefieparibHOro opraHa UCNOSTHUTENBLHOW BacTU He BKOYAOTCH B CPOK
npoBeaeHUst 3KCNepTM3, NPegyCMOTPEHHbIX YacTblo 1 HacTosLWen cTaTbu.

5. [JokyMeHTbl, NOCTYNUBLLME B 3KCNEPTHOE yypexaeHue Ona NpoBedeHUs aKCnepTus,
npeaycMOTPEHHbIX YacTblo 1 HacTosWwen ctaTbW, noarnexaTr Bo3BpaTy B YNOSIHOMOYEHHbIN
defepanbHbli - OpraH  UCMOMHUTENBHOW  BRacTU  OOHOBPEMEHHO C  3aKNHYEHUSMMU,
nonyyYeHHbIMW MO pe3ynbTaTaM COOTBETCTBYIOLLMX IKCNEPTUS.

Cratba 24. OkcneptMsa KadecTBa JIeKapCTBEHHOrO CpeactBa W 3KcnepTusa
OTHOLWIEHUS OXWOaeMoW nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs
nekapCcTBEHHOro npenapaTa 4515 BETEPUHAPHOIo NpUMEHeHUs

1. OkcnepTu3a KayecTBa JleKapCTBEHHOrO CpeacTBa M dKCMepTM3a OTHOLIEHUS
OXMAAEMOW MNOSMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS IekapCTBEHHOro npenaparta angd
BETEPUHAPHOIO MPUMEHEHUS, COCTaBfIEHME KOMWUCCUAMM IKCNEPTOB 3aKMYEeHUn no
pesynbTatam YKa3aHHbIX 3KCMEepPTU3 U HarnpaBfieHUe Takmx 3aknioYeHUn B YNONTHOMOYEHHbIN
drefiepanbHbI OpraH UCMOMNHUTESTbHOW BIIaCTU OCYLLECTBASOTCA B CPOK, HE MpeBbIlaroLLmnm
cTa pecatm pabouMx [OHEeNn CO AHS MNOSNYyYeHUs SKCMNEepPTHbIM yypexaeHueM 3adaHus
YNONTHOMOYEHHOIO  doefieparibHOro opraHa WCMOSTHATENBHOW BfacTu C  OOKYMEHTaMmu,
yKazaHHbIMUM B YacTu 3 ctatbu 17 HacToswero denepanbHOro 3akoHa.

2. B TeyeHue naTHaguatn pabounx OHeM CO  OHA  NOSyYeHUS  peLleHus
YNOMHOMOYEHHOro  hefepanbHOro  opraHa WCMNOMHUTENbHOW BriactTM O  NpoBeAeHUU
yKasaHHbIX B YacTu 1 HacTosiWen ctaTbu SKCNEepTU3 3adBUTENb NPeAcTaBnseT B IKCNepTHOe
yupexaeHve Ang npoBefeHus 3KCnepTusbl KadecTBa fleKapCTBEHHOro cpeacrtsa obpasubl
NeKapCTBEHHOro npenapata Ans  BeTEePUMHApPHOro  MpPUMEHEeHUs, MNpPOU3BEOEHHOro B
CoOTBETCTBUM C  TpeboBaHWAMM  TEXHOMOMMYECKUX  PErNaMEHTOB,  YTBEPXOEHHbIX
pykoBoagMTENEeM  NPOU3BOAMTENS  NEKApCTBEHHbIX  Cpeacts, a Takke  obpasey,
hapmaueBTUYECKOM CyOCTaHUMM B KOnMyecTBax, HeobxoaumbiX [Afisi BOCNpou3BeneHUs
METOLOB KOHTPONS KavyecTBa.

3. lMNpu nonyyeHmn obpasyoB nekapcTBEHHOro npenapata uM dapmMaueBTU4EeCKOn
cybCTaHuMM 3KCNepTHOE YyypexaeHue BblOaeT 3asiBUTENO OOKYMEHT, MOATBEpXAatoLmin
nosiyyeHMe ykasaHHbIX 06pasuoB, M B CPOK, He MpeBbillalwmm Tpex padouux aOHeRn,
yBe4OMNsieT B MNUCbMEHHOMW opme 06 3STOM YNONTHOMOYEHHbIN deaeparnbHbii  OopraH
NCMONHUTENbHOW BracTu.

4. Cpok gona npeacTtaBneHus 3asaBuTenem o6pasuoB NekapCTBEHHOro npenaparta u
hapmaueBTUYECKON CyOCTaHLMM U CPOK YBELOMIIEHUST AKCMEPTHBIM y4pexaeHnem o6 3Tom B
NMMCbMEHHOW (popme YNONHOMOYEHHOro denepanbHOro opraHa MCMNOSIHUTENbHOW BriacTy,
yKasaHHble B 4acTax 2 M 3 HacCTosSWeWN cTaTbW, HE BKOYAKTCA B CPOK MNpoBeAeHUs
yKa3aHHbIX B 4acTu 1 HacTosiLen cTaTby IKCNepTums.

5. [JOKyMeHTbl, NOCTYNUBLUME B IKCNEPTHOE yuypexaeHne ans npoBefeHust YykasaHHbIX
B 4Yactm 1 HacTosilwen cTaTbW 3KCNepTus, nognexar BO3BpaTy B YMNONIHOMOYEHHbIN
defepanbHbli - OpraH  MCMNOSIHUTENbHOW BNacTM OLHOBPEMEHHO C  3aKfYeHUsMU no
pesynbTaTtam ykasdaHHbIX 3KCMepTus.



CraTtba 25. [loBTOpHOE NpoBefeHMEe 3KCMepPTMU3bl NeKapCTBEHHbIX CPeaCcTB

1. B cny4yasax HegoctaTto4yHoM 060CHOBaHHOCTU UM HEMOJSTHOTbI 3aKIMHOYEHMUST KOMUCCUN
3KCMEepTOB, HanMMuMs B HEM MPOTUBOPEYMBBLIX [AaHHbIX, danbcudukaunm BbIBOLOB
9KCNepTu3bl JIEKApCTBEHHOIO CPeACTBa, COKPbITUS OT YMNOSHOMOYEHHOro denepanbHoro
opraHa WCMONHUTENbLHOM BflAaCTM OCHOBaHMM [ONs OTBOAA 9Kcnepta BCreacTBue €ero
3aMHTEPECOBAHHOCTN B pe3yfibTaTax COOTBETCTBYHOLLEN 3KCMEPTU3bl, HaNMyus OaHHbIX O
npsiMom nMMbBoO KOCBEHHOM BMeLLATENbCTBE B MPOLLECC COOTBETCTBYHOLLEN IKCMEPTU3bI NUL, HE
y4yacTBYHOLMX B €e NpoBeAEeHMU, HO OKasaBLUMX BNUAHME Ha Mpouecc M pesynbTaTtbl ee
npoBeaeHnsi, YNONIHOMOYEHHbIM  heaepanbHbiM  OpraHOM  MCMOSIHUTENBbHOMW  BRAcCTU
Ha3Ha4YaeTCcsl MOBTOPHAA 9KCnepTu3a JNekapCcTBEHHOro cpeacrtea W (Mnn)  aTvyeckas
aKcnepTmaa.

2. [loBTopHas 9aKkcnepTM3a NeKapCTBEHHOro cpeacTsa  MNPOBOAUTCA C  Y4eTOM
pes3ynbTaTtoB paHee NpoBEeOEHHOW 3KCMNEPTU3bl B CPOK, YCTAHOBMEHHbIN YNOSTHOMOYEHHbIM
denepanbHbIM OpPraHoOM WUCMOMHUTENBHOW BNAacTU U He MpeBbilalWUA Tpuauatn padboumnx
AHEeN CO OHS MNOJSTyYEeHMsI SKCMEPTHbIM YyYpeXaeHUeM 3adaHnsa Ha npoBefeHMEe MOBTOPHON
3KCrnepTU3bl IeKapCTBEHHOrO CpeacTBa.

3. ®duHaHcoBoe obecneyveHne BbIMOMHEHUA 3agaHMs Ha NpoBedeHWE MOBTOPHOM
3KCNepTM3bl IEKAPCTBEHHOIO CpeacTBa He OCYLLEeCTBNSAETCS.

CraTtba 26. YckopeHHas npouenypa aKkcnepTusbl NekapCTBEHHbIX CPeaCTB

1. YckopeHHas npouefypa 9KCMNepTusbl JieKapCTBEHHbIX CPeACcTB B Lensax
rocygapCTBEHHOW pernctpaumm fekapCcTBEHHbIX MpenapaToB MPUMEHSETCS B OTHOLUEHWUU
opdaHHbIX JleKapCTBEHHbIX MNpenapaTtoB, MepBbIX TPexX feKapCTBEHHbIX MpenapaTos,
pernctpupyemMblx B Poccuiickon defepaunm B Ka4ecTse BOCNPOU3BEOEHHbIX JIEKAaPCTBEHHbIX
npenapaTtoB, O4YepedHOCTb KOTOPbIX onpedensdeTca B COOTBETCTBUM C HOMEPOM W [aToM
BXOOSALWMX 3as8BMEHUN O roCyAapCTBEHHOW perucTpauum ekapCTBEHHbIX npenapaToB B
pamMKkax OAHOr0 MEeXAYHapOAHOro HenaTeHTOBAHHOIO HaMMEHOBaHWUS NEeKapCTBEHHOMO
npenapata wWnuM rPynnUPOBOYHONO HAMMEHOBAHWUS  JIEKApCTBEHHOro rnpenaparta, MU
NEeKapCTBEHHbIX NpenapaTtoB, MNpefHA3HAYeHHbIX WUCKIIYUTENBHO ANA  NpUMEHEHUS
HecoBepLUEHHONETHUMM FpaXKgaHamu.

2. YckopeHHas npouefypa 9KCNepTusbl JleKapCTBEHHbIX CPeACTB B Lensax
rocygapCTBEHHOW pernctTpauumn nekapCTBEHHbIX NpenapaToB HEe NPUMEHSAETCS B OTHOLUEHUHN:

1) GuoaHanoroBbIx (bUonoaobHbIX) NekapCcTBEHHbIX NpenapaToB (bnoaHanoros);

2) pedepeHTHbIX JeKapCTBEHHbIX npenapaToB (32 MWCKNKYEeHUeM opdaHHbIX
neKapCTBEHHbIX NpenapaTtoB);

3) BOCNpOM3BEAEHHbIX FIEKapCTBEHHbIX NpenapaToB (3a WCKIYEHUEM MepBbIX Tpex
peructpupyemMblx B Poccuiickon defepaunm B Ka4ecTBe BOCNPOU3BEOEHHbIX JIEKAPCTBEHHbIX
npenapaTtoB W fEeKapCTBEHHbIX MpenapaToB, MpeAHa3HaYeHHbIX WCKMYUTENbHO NS
NPUMEHEHNSA HECOBEPLUEHHONETHUMU rpaxkgaHamn);

4) HOBbIX KOMOMHALMI 3aperMcTpMpPOBaHHbIX paHee NekapCTBEHHbIX NpenapaTos;

5) nekapCTBEHHbIX MpenapaToB, 3aperMCTpUpoBaHHbLIX paHee, HO MPOU3BEOEHHbLIX B
APYrux riekapCTBeHHbIX hopMax B COOTBETCTBUU C NepedYHEM HaMeHOBaHUN NeKapCTBEHHbIX
dopM 1 B HOBOM O3UPOBKE.

3. YckopeHHas npoueaypa 3KCrnepTu3bl NeKapCTBEHHbIX CpedcTB MPOBOAUTCH MO
PEeLleHN0 COOTBETCTBYIOLLENO YMNONIHOMOYEHHOIO dhefepanbHOro opraHa WCMOSIHUTENbHOM
BNacT Ha OCHOBaHUM 3adBMNEeHUs 3asiBUTENs B CPOK, He MpeBblalowmni BOCbMUAECATU
paboynx gHen. pu aTOM 9aKcnepTM3a AOKYMEHTOB, COAEpXalUMXCs B perucrpauyMoHHOM
AOCbe Ha NeKkapCTBEHHbIN NpenapaT, NPOBOANTCA B CPOK, HE NPeEBbILIALWNA AeCATU paboymx
OHEeN, 3KCnepTu3a kadecTBa NeKapCTBEHHOMO CPeacTBa M 3KCNEePTM3a OTHOLLEHUS OXXNOaeMOoN
Nnosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSA NeKapCTBEHHOro npenapaTta NpoBOAATCHA B CPOK,
He NpeBbILWAaoLWNA WecTuaecaTn paboumx gHen.

3.1. B oTHOWeEHNN ophaHHbIX NEeKapCTBEHHbIX NpenapaToB MOryT 6bITb NpeacTaBneHb!
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pesynbTatbl OOKMUHUYECKUX WUCCNefoBaHUWA JleKapCTBEHHbIX CPeacTB WU KIUHUYECKNX
nccrnegoBaHNn nNekapcTBEHHbIX NpenapaToB Ang MeanUUHCKOro NPUMEHEHUs!, BbIMONTHEHHbIX
3a npegenamn Poccuinckon dPepepaumm B COOTBETCTBMM C NpaBuiiaMn  Hagnexallen
nabopaTopHOM NPaKTUKN U NpaBuiamMn Hagnexawemn KNMHNYECKON NPakTUKK.

4. YckopeHHas npoueaypa 3KCnepTusbl IleKapCTBEHHbIX CpPeacTB MNpOBOAUTCHA B
nopsgke, yctaHosrneHHoM ctatbamu 17 - 20, 23 1 24 HacToswero ®eaeparnbHOro 3akoHa, u
HEe O03HayaeT CHWKeHus TpeboBaHM K ©e30nacHOCTU, KavyecTBy W 3PeKTUBHOCTU
NeKapCTBEHHbIX NpenapaTos.

CraTtba 27. PelueHune o0 rocyaapCTBEHHOM perncTpaumm nekapcTBEHHOro npenapaTta

1. B cpok, He npeBbiaoWmMi AeCATU pabodnx OHEN CO OHSA NONyYeHUs 3aKNioYeHUn
KOMMUCCUM 3KCMNEPTOB MO pesynbraraM 9KCNepTU3bl KayecTBa JlekapCTBEHHOro cpeacrea U
3KCNepTu3bl OTHOLWUEHUA OXWOaeMOW MNoNb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
neKkapCTBEHHOro npenapaTta, COOTBETCTBYIOLMA YMNOSTHOMOYEHHbIN doefepanbHbIi  OpraH
NCMONHUTESTbHOW BIacTu:

1) pas3meLlaeT Ha cBoeM odumumnansHoOM canTte B ceTn "VIHTepHeT" CoOOTBETCTBYOLLNE
3aKMYEHNss KOMWUCCUW  3KCMEPTOB UM OCYLIECTBASIET MX OUEeHKYy [nAnd onpejeneHus
COOTBETCTBUA 3a[aHUIO Ha NPOBeAEHME 3TUX IKCNEPTUS;

2) NnpUHMMaeT peLleHne O rocyaapCTBEHHOM perncTpaunmn nekapCcTBEHHOro npenapara
nnu o6 oTkase B rocygapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapara;

3) BHOCUT Mpu MPUHSATUM pEeLLEHNa O rocydapCTBEHHOW perncrpaumm nekapcTtBeHHOro
npenapaTta [JaHHble O 3aperucTpupoBaHHOM NeKapCcTBEHHOM rpernapare, B TOM 4ucne o
hapmaueBTU4eckon cybcTaHuun, BXOAdALWEN B COCTaB JflekapCTBEHHOro npenaparta, B
rocygapcCTBeHHbIW peecTp NekapCcTBEHHbIX CPeACTB M BblAaeT 3asBUTESNO pernctpaumoHHoe
yOOCTOBEPEHNE  fleKapCTBEHHOro  npenapaTta, ¢GopmMa  KOTOporo  yTBepXpaetcs
YNONMHOMOYEHHbIM  dbefeparibHbiM  OpPraHOM  UCMOSIHUTENbHOMW BIlaCcTW, COrfiacoBaHHbIE
HOPMaTUBHYIO [AOKYMEHTAUWUIo, HOPMATMBHLIN [OOKYMEHT, WHCTPYKUMIO MO MPUMEHEHUIO
NeKkapCTBEHHOro nNpenapara U MakeTbl NePBUYHON YNAKOBKM N BTOPUYHON (NOTpebuTenbckon)
YNaKOBKM C yKa3aHMEM Ha HUX HOMepa PerucTpaumMoHHOro yYAOCTOBEPEHUS SIeKapCTBEHHOIoO
npenaparta u aaTtbl €ero rocygapCTBEHHOW pernctpaumm unm B criydae npuHATUS pelleHns ob
OoTKase B roCyJapCTBEHHOW pernctpaumm rnekapCTBEHHOro npenaparta yBeaoMIisieT B
NMCbMEHHON hopme 3aaBuTenss 06 9TOM C ykasaHMeM MPUYUH Takoro oTkasa. 3a Bblgauvy
perncTpaunoHHOro yOOCTOBEPEHUSA nekapcTBeHHOro npenaparta B3MMaeTCcH
rocyfapcTBEHHas MoLufiMHa B COOTBETCTBUM C 3aKOHoAaTenbcTBOM Poccuinckon denepaunm
0 Hanorax u cbopax.

2. OcHoBaHMeM [Ansi OoTkasa B roCyapCTBEHHOW pernctpaunm nekapcTBeHHOro
npenapaTta 4BMSeTCA pelleHve COOTBETCTBYIOLLEro YNorTHOMOYEHHOro deaepansHoro
opraHa WCMNOMHUTENbHOW BracTh O TOM, YTO KayectBO W (Mnun) apdpeKkTMBHOCTL
perncTpupyemoro nekapcTBEHHOro npenapaTta He MoATBepXAeHbl MOTyYeHHbIMU AaHHbIMU
UM 4YTO PUCK NPUYMHEHNS Bpeda 340POBbI0 YesioBeKa WUn XMBOTHOMO BCreacTBME npuema
neKapCTBEHHOro npenapara rnpesbiwaeT 3(PEEKTUBHOCTb €ro NPUMEHEHUS.

3. NoBTOpHOE nMpefAcTaBreHne B COOTBETCTBYIOLWMUN YNONMHOMOYEHHbIN heaeparbHbli
opraH UCMNoJSTHUTENbHOW BNacTu NekapcTBEHHOro rnpenapara, B OTHOLEHUN KOTOPOro nostyvyeH
OTKa3 B rocyJapCTBEHHOW pernctpauumn n KOTopbin BNOCNELCTBUN NOABEPICA U3MEHEHUIO B
YacTu ero CcocTaBa, paccMmaTpuBaeTCs Kak npeacTtaBfieHne HOBOro JieKapCTBEHHOrO
npenapata Ha €ero rocygapCTBEHHYH perncTtpaumio He3aBUCUMO OT COXPaHEeHusl ero
nepBUYHOro HAaMMEHOBaHMUS.

Cratba 27.1. [lopagok onpegeneHns B3anMMO3aMEHSIEMOCTUM  JIeKapCTBEHHbIX
npenapaToB 419 MEeANLMHCKOro NPUMEHEHUs
1. BsaumosameHseMOCTb fNneKapCTBEHHbIX MpenapaTtoB ANA  MeOUUMHCKOro
npUMeHeHNa onpegenseTca B Nopsake, ycTtaHoBrieHHoM [lpaButenbctBoM Poccumnckom
depepaumm, Ha OCHOBaHUM CreayloLmnx napamMmeTpoB:
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1) aKBMBaANEHTHOCTb (Oons  OGuoaHanoroBblx (O6MOMNOAOOHLIX)  FIEKAPCTBEHHbLIX
npenapatoB (6uoaHanoroB) - COMOCTaBMMOCTb) Ka4YeCTBEHHbIX W  KONUYECTBEHHbIX
XapaKTepuUcTMK dapMaueBTUYECKMX CybCTaHUMn (MCNONb30BaHWE pPasfUYHbIX  COMEn,
3hmpoB, KOMMMEKCOB, M3OMEPOB, KpUCTaNIMYecknx oopM 1 Apyrux NpomM3BOLHbIX OAHOrO U
TOro >Xe [EeWCTBYIOLLEro BellecTBa He sBNSeTCA NpensTcTBMeM ANA B3auMO3aMeHSeMOCTH
NEeKapCTBEHHbIX MpenapaToB, €Cnv npu nNpoBeAEeHUU UCCReaoBaHUs GUOIKBUBANEHTHOCTM
neKkapCcTBEHHOro npenapaTa unu B criydae HeBO3MOXHOCTU MPOBEeAeHUS 3TOro uccrnefoBaHns
npy nNpoOBEAEHUM WCCNEAOBaHUSA TepaneBTUYECKON SKBMBANEHTHOCTU NEeKapCTBEHHOro
npenapata [oKa3aHO OTCYTCTBME KIMHUYECKM 3HAYUMbIX Pasnvyunin papMakOKUHETUKU U
(vnn) GesonacHoCTM M 3(PPEKTUBHOCTN NEKAPCTBEHHOrO npenaparta Ans MeLguuUMHCKOro
NPUMEHEHNS);

2) 3KBMBANEHTHOCTb fleKapCTBEHHOM (POPMbI (MO 3KBMBANEHTHLIMU JleKapCTBEHHbLIMU
dopmMaMn MOHMMAOTCA pasHble NeKapCTBEHHblE (OPMbI, MMEKLWMe OAMHAKOBblE CNOco6
BBeZeHMs 1 cnocob npumeHeHus, obrnagarome conocTtaBUMbIMU hapMakOKMHETUYECKNMN
Xapaktepuctmkamm 1 apMakonormyeckum genctemem un - obecneuvvBarolme Takke
AOCTMXKEHNE HeobBXoaUMOro KinHM4Yeckoro adpdekTta. Pasnunums nekapcTBeHHbIX hopMm He
ABNAIOTCA MNpenAaTcTBMEM AN UX  B3aMMO3aMEHSIEMOCTW, €Cnu Npu  NpoBeAeHUn
nccnenoBaHnss  OMO3KBMBANEHTHOCTM  NIEKAPCTBEHHOro  npenapata  wWnn B criyyae
HEBO3MOXHOCTU MNPOBEAEHUSI 3TOr0 UCCNefoBaHUA Mpu  NPOBEAEHUN UccnenoBaHUs
TepaneBTUYECKON 3SKBUBANEHTHOCTU FEeKapCTBEHHOro mnpenapata [AoKa3aHoO OTCyTCTBUE
KNMWHMYECKM  3HAYUMbIX  pasnuumin  apMakokMHeTukn w1 (mnu)  BesonacHoctTn U
3(pPeKTUBHOCTN NEeKapCTBEHHOIO nNpenapara Ansg MeguuMHCKOro NpUMeHeHns);

3) 9KBMBANEHTHOCTb WM COMOCTAaBMMOCTb COCTaBa BCMOMOraTesfibHbIX BeELLECTB
NeKapCTBEHHOro npenapata AN  MEeOUUUHCKOrO  MPUMEHeHWs  (pasnuuma  cocTasa
BCMOMoOraTesbHbIX BELLECTB NIEKAapCTBEHHOrO npenapara Ans MeaMUMHCKOro NpUMeHEHNsa He
ABNAIOTCA MpenaTcTBMEM AN UX  B3aMMO3aMEHSeMOCTW, €eCnu Mpu  NpoBeAeHUMn
nccnenoBaHnst OMO3KBMBANEHTHOCTU NeKApCTBEHHOrO npenapata  And  MeguLMHCKOro
NPUMEHEHNA UMM B Clny4Yae HEeBO3MOXHOCTM MpPOBEAEHUS JTOr0 WCCreaoBaHUsA Mpu
npoBeAeHN NccrneaoBaHna TepaneBTUYECKON SKBMBANEHTHOCTU NeKapCTBEHHOrO nNpenapaTa
ANA MeOUUUHCKOrOo MPUMEHEHUsI [OKa3aHO OTCYTCTBME KIMHWYECKM 3HAYMMbIX pPasnuuni
hapMaKOKUHETUKM 1 (M) 6e3onacHOCTM U 3EKTUBHOCTM NeKapCTBEHHOIO npenapara ans
MEeOVLUMHCKOro npuMeHeHus. [pu 3TOM pasnuMyusa coctaBa BCMOMOraTesibHbIX BELEeCTB He
OOIMKHbI  MPUMBOAUTL K PUCKY BO3HUKHOBEHUSI CEPbe3HbIX HeXenaTesnbHbIX peakuun y
OTAENbHbIX FPYNM NAaUMEHTOB WS NOBbLILLEHNSA YacTOTbl UX BOSHUKHOBEHUS);

4) ngeHTUYHOCTb cnocoba BBeAEeHUS U MPUMEHEHNS;

5) OTCyTCTBME KMAMHUMYECKU 3HAYUMbIX Pas3nuynini Npu nNpoBeAEHUUM UCCneaoBaHUS
OMO3KBMBANEHTHOCTN  JIEKAPCTBEHHOrO Mpenapata WM B Ccllydae HEBO3MOXXHOCTU
npoBeaeHWst 3TOr0 NCCneaoBaHNsa OTCYTCTBUE KIMHUYECKN 3HAYMMbIX Pas3nnymnii nokasaTenen
GesonacHocTM U 3dEKTUBHOCTM  NIEKAPCTBEHHOro npenapata npy  NpPOBEAEHMM
nccnenoBaHns TepaneBTUYECKON SKBMBANEHTHOCTU. [aHHbI napameTp He MpUMEHSIeTCH B
OTHOLLIEHMM BOCMNPOU3BEAEHHbIX NIEKAPCTBEHHbIX NpenapaToB, Yka3aHHbIX B Yyactu 10 cTtaTbu
18 Hactosiwero ®depepanbHOro 3akoHa. B oTHoweHun ©GuoaHanorosbix (6MonogobHbIX)
NeKapCcTBEHHbIX npenapaToB (buoaHanoroB) AaHHble 06 OTCYTCTBMM KIMHUYECKM 3HAYUMBbIX
pasnuumin 6esonacHocTn, aPPEKTUBHOCTM U MUMMYHOIEHHOCTM NEKapCTBEHHOrO npenapaTta
no pesynbTatam NpPOBEAEHUsI KITMHUYECKUX WCCNenoBaHW NpedoCTaBnsAlTCa B MNopsigke,
YCTaHOBITIEHHOM HaCTOSLLEN HYaCTbIo;

6) COOTBETCTBME MPOU3BOAUTENS  FIEKAPCTBEHHOrO  cpeactBa  TpeboBaHMsIM
Hagnexalyeun npou3BoOACTBEHHON NPaKTUKM.

2. CpaBHeHne napameTpoB PEerucTpupyemblX JEeKapCTBEHHbIX MpenapaTtoB AN
MEAVUMHCKOrO  MPUMEHEHUS  OCYLLECTBMSIETCHS  KOMUCCUEW  SKCMEPTOB  IKCMEPTHOro
yupexaeHusi npu NpoBeAEeHNN IKCNEPTU3bl TaKMX NleKapCTBEHHbIX NpenapaToB B NpoLecce nx
rocyadapCTBEHHOM perucTpauun. BbiBogbl 3KCNEpTOB O  B3aMMO3aMEHSEMOCTUM UMK
HEeB3aMMO3aMEHAEMOCTN FEeKapCTBEHHbIX MpenapaTtoB Af8 MeOULMHCKOro MpUMEHEHMS,



cAenaHHble B pe3ynbTaTe 3TOr0 CpaBHEHUS, OOPMMSATCA B BUAE MPUMOXKEHUS K
3aKMYEHNI0  3KCNepToB Mo opMe, YTBEePXAEHHOW YNOSTHOMOYEHHbIM deaeparnbHbiM
OpraHoM MCMOMHUTENbHON BNacTu.

3. [llonoxeHus HacTosen CcTaTbWM He pacrnpoCTPaHATCA Ha pedepeHTHble
neKkapcTBEHHble npenaparbl, NIeKapCTBEHHbIE pacTUTENbHble npenapartbl, roMmeonaTuyeckme
NeKapCTBEHHble MpenapaTbl U JeKapCTBEHHble npenapaTbl, KOTopble paspelleHbl Ond
MeaMLUMHCKOro npumeHeHns B Poccunckon denepaunn 6onee asaguaTtu net M B OTHOLIEHUN
KOTOpPbIX HEBO3MOXHO NPOBEAEHNE NCCNEeA0BaHMA X BMO3KBMBANIEHTHOCTM.

CraTtbsa 28. PerncrpaumoHHOe yoOCTOBEPEHUE NIEKAPCTBEHHOMO NpenapaTta

1. PernctpaumMoHHOe YOOCTOBEPEHWE JeKapCTBEHHOro npenapata C YykasaHuem
NEeKapCTBEHHbIX (OopM M O03MPOBOK  BblgaeTcd 6GeccpoyHO, 3a  UCKITHYEHMEM
perncTpaunoHHOro yaoCTOBEPEHUS feKapCTBEHHOro npenapara, BblJaBaeMoro CO CPOKOM
AencTBuMst nATb  NeT, Ha BhnepBble pernctpupyemole B  Poccuiickon ®Pepepaumn
nekapCTBEHHbIE npenapaTbl.

2. [lo uctedyeHUM ykasaHHOro B 4actm 1 HacTosiweWn CcTaTbM CpoKa BblaaeTcs
BeccpoyHoe perncTtpaumoHHoe yOOCTOBEPEHUe nekapcTBEHHOro npenapaTta npu YCroBum
NnoaTBEPXOEHUS ero rocygapCTBEHHON permcTpauum.

3. B cny4yae BHeceHns B cooTtBeTcTBMM co cTatbamu 30 u 31 HacToswero
depgepanbHOro 3akoHa W3MEHEHWA B CcoAepXalimMecs B pPerucTpauyMoHHOM [0Cbe Ha
3aperncTpupoBaHHbIN NIEKAPCTBEHHbLIN Mpenapat OOKYMEHTbI, 3aTparvBalowmx CBeAeHUs,
OTPaXeHHble B  perucTpauMoHHOM  YOOCTOBEPEHMM  NEKApPCTBEHHOro  npenapara,
YNOMHOMOYEHHbIN  ddefepanbHbli  OpraH  MCMNOMHUTENbHOM  BRacTM  BblAaeT HOBOE
permcTpaunuoHHoe yAOCTOBEPEHME NEKAPCTBEHHOrO npenapaTa, coaepkallee BHECEHHbIE B
HEero U3MeHeHus.

4. B cnyyae ytpaTbl WU NOBPEXOEHUS PEMMCTPALMOHHOIO YyO4OCTOBEPEHUS
NekapCTBEHHOro npenapata no 3asiBfieHW B MNUCbMEHHOM opMe fgepxaTtens wunu
Bnagenbua pPermcTpaumoHHOro  YAOCTOBEPEHUSA  NEKApCTBEHHOrO  npenaparta  WUnu
YNOMMHOMOYEHHOMO  MMW  OpYroro  puauMyeckoro nvua o  Bblgadye  agybnukaTta
PErMcTpaunoHHOro  yOOCTOBEPEHUS  NIEKApPCTBEHHOrO  npenaparta  YNOfHOMOYEHHbIN
deaepanbHbI OpraH UCNOSTHUTENBbHOW BNacTu B CPOK, HE MpeBbiakoWmnin gecatn padounx
AHEN co OHA NOCTYNMEeHNs 3asiBNeHNs, BbligaeT aybnukaT permcTpaumoHHOro yaoCToBEPEHNUS
rnekapCTBeHHoOro npenapata. 3a Bblgadyy Aybnukata permcTpaumoHHOro YyAOCTOBEPEHUS
NIeKapCTBEHHOro Mnpenaparta B3WMaeTCcs rOCydapCTBEHHasl MOwfMHa B COOTBETCTBMM C
3akoHogartenbcTBoM Poccuickon ®egepaunm o Hanorax u cbopax.

Cratba 29. [loaoTBepxaeHwe rocyaAapCTBEHHOM perucTpauum  NeKapCTBEHHOrO

npenapata

1. lMoaTeBepXaeHWe rocyaapCTBEHHOM perucTpaummn rfekapcTBEHHOro npenaparta
ocywlecTBnsgeTcsas  nNpu  Bblgade  BGECCPOYHOr0  PEermcTpaumoHHOro  YAOCTOBEPEHUS
nekapCTBEHHOro npenaparta B Cliydae, ykKa3aHHOM B 4acTu 2 cTaTbu 28 HacToswero
depgepanbHOro 3akoHa, B CPOK, He MNpeBbIAlLWnMA LWecTuaecsatTm pabounx OHen co AHS
nosly4eHuUsi COOTBETCTBYHOLUM YMNONTHOMOYEHHbIM dbefeparibHbIM OpPraHoOM UCMONTHUTENBbHOM
BNacTn 3asiBieHNd O MNOATBEPXOEHUM T[OCyOapCTBEHHOW perncTpaumm nekapcTBeHHOro
npenapaTta. He ocyuwecTBnaeTca noATBepXAeHWe rocygapCTBEHHOW perucTpauum B
OTHOLLEHMM NeKapCTBEHHOrO npenapaTa, He HaxoguBllerocsi B obpaileHun B Poccumnckon
depepaumm B TeyeHne Tpex n bonee net, a Takke B OTHOLIEHMM NEKAapPCTBEHHOrO CPeacTBa,
NpPoOn3BeLEeHHOrO0 C HapylleHMeM TpeboBaHus, YCTaHOBIEHHOro 4acTtbto 3.7 ctatbu 71
HacTosLwero ®efepansHOro 3akoHa.

2. 3asaBneHve O NOATBEPXAEHUM TOCYyAapCTBEHHOM perncrpaumm InekapCTBEHHOrO
npenapaTta npeacTaBnsgeTcd B COOTBETCTBYHOLIMN YNOMHOMOYEHHbIM bedepanbHbI opraH
NCNOSTHUTENbHOW BrlacTV He paHee Yem 3a CTO BOCEMbAECAT OHEN [0 UCTEeYEeHUs cpoka
AEeNCTBUS perncTpaLumMoHHOro yaoCTOBEPEHUS NIeKapCTBEHHOMO npenaparTa.
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3. [logTBepxaeHwe rocydapCTBEHHOM perncTpaumm rekapCcTBEHHOro npenapara
OCyWecTBNAeTCAa MO pes3ynbTaTaM 3KCMNepTu3bl OTHOLWIEHUS OXuAaemMou nosb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS1 NEKAapCTBEHHOrO rnpenaparta Ha OCHOBAHWW pe3ynbTaToB
MOHUTOPUHra 3PEKTUBHOCTM N 6E30MaCHOCTU NEKapCTBEHHOrO npenapaTa, NPOBOANMOrO
aepxatenem unuM  BrnagenbueM  pPerncTpaumoHHOro0  yOOCTOBEPEHUSA  FIEKAPCTBEHHOMO
npenaparta nM60 ynosIHOMOYEHHBIM UMW OPUANYECKUM JIMLIOM, @ TakKe COOTBETCTBYHOLLNM
YNONMHOMOYEHHbIM hbeaepanbHbIM OpraHoM WCMOMHUTESNIbHON BNactTM B COOTBETCTBUMM C
TpeboBaHuAMU cTaTbn 64 HacTodAwero PeaepanbHOro 3akoHa.

4. K 3aaBneHnio 0 NOATBEPXKAEHUUN FOCYLAapPCTBEHHOM perncTpaumm nekapCcTtBeHHOro
npenapata npunarawTcsa  OOKYMEHTbl, cogepxaiwme  peaynbTaTtbl  MOHUTOPUHra
apbekTMBHOCTN M BGe30nacHOCTM NEeKapCTBEHHOro npenapaTa, NPOBOAUMMOrO AepaTenem
UnM BRagenbueM permcTpauuoHHOro YOOCTOBEPEHUSA eKapCcTBEHHOro npenapata nunbo
YNONTHOMOYEHHbBIM UMW IOPUANYECKM NNLOM, MO hopme, YTBEPXKOEHHOW COOTBETCTBYOLLUM
YNONMHOMOYEHHbIM hefeparnbHbiM OpraHOM MCMOSIHUTENBHOW BRACTU; KOMUS NIMLEH3UN Ha
NPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB WM KOMUSA  3aKNiYeHUs O COOTBETCTBUM
npou3BoaMTENSA  NEKAapCTBEHHbIX  CPeacTB  TpeboBaHMsIM  npaBun  Hagnexawen
NPOU3BOACTBEHHON MPAaKTUKW, BblAaHHbIE YMNOMHOMOYEHHbIM defepanbHbiM  OpraHoMm
WCMONHUTENbHOM BRacTn, B Cryvae, ecnn Npou3BOACTBO JlEKApPCTBEHHOro npenapaTa
ocywectengetca B Poccuinickon ®epepauumn, nmbo Konust BblOAHHOM  YMOAHOMOYEHHbLIM
OpraHoM CTpaHbl NPOU3BOAMTENS NULEH3MM HA NPOM3BOACTBO NIEKAPCTBEHHOrO npenapara u
ee nepeBo Ha PyCCKUM A3bIK, 3aBEPEHHbIE B YCTAHOBMEHHOM Nopsigke, N KONUS 3aknoveHns
O COOTBETCTBUM NPOU3BOOMTENSA  NEKAPCTBEHHbLIX CpeacTB TpeboBaHusM  npaBun
Hagnexawen npousBOACTBEHHOM MNPAKTUKW, BblAAHHOIMO YMNOMIHOMOYEHHbIM deaepasibHbIM
OpraHoOM WCMOSTHUTENbHOW BRacTu, B Cnyyae, ecnn MpOU3BOACTBO JleKapCTBEHHOIO
npenapaTta ocyuwlectensetca 3a npegenamm Poccuinckon ®epepauuun. B oTHOWweEHUM
NIEKAPCTBEHHbIX  NpenapatoB ANd  BETEPUHAPHONO  NPUMEHEHUA  OOMNOSTHUTENBLHO
npeaCcTaBNATCA AOKYMEHTbI, yKasaHHble B nognyHkrax "a", "6", "k", "n" nyHkta 4 yactm 3
ctatbu 17 HacTosiwero PenepanbHOro 3akoHa. B oTHOLWEHUN BMONOrMYECKNX NeEKapCTBEHHbIX
npenapaToB 3aaBuTENb OOMOSHUTENbHO NpeacTaBnseT pesyrnbTaTbl  OCYLUECTBIEHUS
MEPONPUATUA B  COOTBETCTBUM C MflaHOM  YMpaBfeHUs puckamn, YTBEPXKAEHHbLIM
YNONMHOMOYEHHbIM hefeparnbHbiM OpraHoM WCMOSHUTENBHOW BNacTM MpU OCYLLECTBIIEHUU
rocygapCTBEHHOW  perncTtpaumm nekapcTtBeHHoro npenapata. C  3adBneHneMm o
noaTBEPXOEHUN TOCYyAapCTBEHHOM perncTpaumMm rekapCTBeHHOro npenapaTta 3asiBUTenb
npeacTaBnsieT KOMU OOKYMEHTa, NOATBEPXKAAIOLEro ynnaTy rocyaapCTBEHHOM MOLUMNHLI 3a
noaTBepXaeHne rocyfapCTBEHHOW permcTtpauumn fiekapCTBEHHOro npenapaTta, nvbo Brnpase
npeactaBuTb  NO  COOCTBEHHOW  MHMUMATMBE  yKa3aHHbIN  OOKYMEHT. B cnyvae
HenpeacTaBnNeHUs YKasaHHOro  [AOKyMeHTa  YMNOSIHOMOYEHHbIN  (bedepanbHbI - OpraH
NCMNONHUTENbBbHOW BRNacTu npoeepsieT akT ynnaTbl rocy4apCTBEHHON MOLUSMHbLI 3asiBUTENEM
nocpeacTBOM MCMNOMb30BaHUA uHpopmaumm 06 ynnate rocyaapCTBEHHOM MOLUSIUHLI,
cogepxawienca B [ocyaapCTBEHHOM WMHAOPMALMOHHOW CUCTEME O TFOCYAAPCTBEHHbLIX W
MYHUUMNANbHbIX NaTexax, Ha OCHOBaHUM NpeaCTaBeHHON 3asiBUTENEM KOMUU LOKYMEHTA,
nogTeepXxaatoLero ynnaTy rocyaapCTBEHHOW MOLUSIMHbI.

5. B TeyeHue gecsatn paboumnx gHEN CO OHSA MPUHATUS 3adBNEeHUs O NOATBEPXAEHUN
rocygapCTBeHHOW perncrpaumm rnekapCTBEHHOro npenaparta M AOKYMEHTOB, coepXalimx
pesynbTaTtbl MOHUTOPUHra 3PEEKTUBHOCTM M GE30nacHOCTM fieKapCTBEHHOro npenapara,
NnpoBOOMMOro  JdepXxaTenem wnu  BragenbueM  perucTpauuMoHHOro  yooCTOBEepeHus
fleKapCTBEHHOro npenapata MO0  YNOSIHOMOYEHHBIM VUMW HOPUANYECKUM  FIULOM,
YNONMHOMOYEHHbIV beaeparnbHbI OpraH UCNOSTHUTENBHOW BNacTu:

1) nNpoBOAWUT NPOBEPKY MOMHOTLI CBEAEHUW, COAep)KalUXcs B MpeacTaBfeHHbIX
3asiBUTENEM JOKYMEHTaX;

2) NpyHUMaeT pelleHne o npoBegeHun unn o6 oTkase B MPOBEAEHUM IKCNepPTU3bI
OTHOLWIEHUS OXMAAeMOM MoSib3bl K BO3MOXHOMY PUCKY TMPUMEHEHUS NeKapCTBEHHOro
npenapata Ha OCHOBaHWW pPe3yrbTaTOB MOHUTOpPMHra 3dekTMBHOCTU M 6Ge3onacHOCTU



NeKkapCTBEHHOrO npenaparTa, NpoOBOAMMOrO aepxarenem nnu Bnagensuem
perncTpaunoHHOro yaAoCTOBEPEHMS NIEKAapCTBEHHOMO npenaparta bo ynosHOMOYEHHbIM UMK
opuandeckum nuUoM, a Takke defeparibHbiM OpraHoM WCMOSTHUTENbHOW Bractu B
cooTBeTCTBUM C TpeboBaHsiMK cTaTbh 64 HacToswero PefepanbHOro 3aKoHa;

3) yBegomnsieT B 9NEKTPOHHOM opme WM MNUCbMEHHON dopme 3asBuTens wu
9KCMNEPTHOE YUYpeXaeHne O NPUHATOM peLueHur Nnbo B cnyyae NpuHATUA pelleHns ob oTkase
B MPOBEeAEHUN SKCNEPTU3bI yKasbliBaeT NPUYMHbI TAKOro OTKasa.

6. B cnyyae BbISBrieHUss HEQOCTOBEPHOCTU U (UNIM) HEOOCTAaTOYHOCTU MHpopMaLmn,
cofepxallenca B MpeAcTaBfeHHbIX — 3asBuUTENeM  [AOKYMEHTax,  YNOSIHOMOYEHHbIN
denepanbHbii - OpraH  UCMOMHUTENbHON BNacTM HanpaeBndeT 3aaBUTENO  3anpoc 06
YTOUYHEHUN YKa3aHHOW WHopMaunn. 3anpoc YMNOfHOMOYEHHOro deaepanbHOro opraHa
NCNOSTHUTENbHOW BRactm MoxeT ObITb nepefaH  YNofIHOMOYEHHOMY MNpeacTaBUTENIO
3asBUTENS NMYHO NOL PacnuCcKy, HanpasfieH Mo MoyTe 3akasHblM MUCbMOM UMW NepefaH B
9NEKTPOHHOW hopMe MO TeNeKOMMYHMKALMOHHBbIM KaHanam cBa3n. B cnyyae HanpaBneHus
3anpoca YMNOfIHOMOYEHHOro pefepanbHOro opraHa WCMNOMHUTENBbHOM BRactu Mo noyte
3aKasHbIM MUCbMOM OH CYMTaeTCs MOJSTIYYEHHbIM MO WCTEYEHMU LecTU OHeW C aaTtbl
HanpasfieHUs1 3aKa3HOoro nNucbma.

7. 3assutenb o0643aH nNpeacTtaBuTb  OTBET Ha  3anpoc  YNOAHOMOYEHHOro
drefepanbHOro opraHa MWCMNOSMIHUTENBHOMW BRacTM B CPOK, He MpeBbilLalWmMn OeBAHOCTa
paboymx OgHenm co OHA ero nomnydeHumsa. Cpok, yKasaHHbI B 4YacTu 5 HacTosiwen craTbu,
npuocTaHaBnNMBaeTCs CO [OHA HarnpasfeHua 3asBuTento 3anpoca  YrNOfHOMOYEHHOro
deneparnbHOro opraHa UCMOSHUTENbHOW BiacTM OO0 AHS NOMyYeHUss UM COOTBETCTBYIOLLEIO
OTBETa W He Y4YUTbIBAeTCA NpPU WCYUCIIEHUM CPOKa MOATBEPXKOEHUS rocyaapCTBEHHOM
perncTpauumn nekapcTBeHHOro npenapara.

8. OcHoBaHMeM [nsi OoTKasa B MNPOBEAEHUN IKCMEPTM3bl OTHOLUEHUA OXMOaemown
nonb3bl K BO3MOXHOMY pPUCKY MNPUMEHEHUS FeKapCTBEHHOro npenapata sSBrnseTcs
npegcTaBneHne AOOKYMEHTOB, coepXalimx pesynbTaTtbl MOHUTOPUHra 3(EKTUBHOCTU U
©e30onacHOCTM NEeKapCTBEHHOro npenapata, W (MnNn) B OTHOWEHUN OMONOrMYecknx
NeKapCTBEHHbIX NpenapaToB pe3ynbTaToB OCYLECTBAEHNA MeEPONPUATUN B COOTBETCTBUN C
NnnaHOM YyNpaBfeHUs pUCKaMK, YTBEPXAEHHbIM YNONHOMOYEHHbIM deaeparibHbiIM OpraHoM
UCMONHUTENbHOW  BflacTM  NpWU  OCYLWECTBMEHUN  roCyfapCTBEHHOW  permcrpauuu
NeKapCTBEHHOro  npenapaTta, B  HenornHoM ob6beme, OTCyTCTBME  WMHOpMaLUW,
nogTeepxgawowen ¢GakT ynnaTbl rOCyA4apCTBEHHOM MOWMMHBbI  3a MOATBEPXOEHue
rocydapCTBEHHOM perncTpauumn nekapcTBEHHOro npenaparta, mMbo HenpeacTaBneHue
3asiBUTENEM B YCTAHOBSMEHHbLIN CPOK OTBETa Ha YKa3aHHbIA B 4YacTM 6 HacToswen cTaTbu
3anpoc yYMNofIHOMOYEHHOro bedepanbHOro oOpraHa WCMOMHUTENbHOW BRacTu, a Takke
OTCYTCTBME B YKa3aHHbIX JOKYMEHTax MHopMauum, Kotopas 4osmkHa ObiTb B HUX OTpakeHa.

9. OkcnepTm3a OTHOLLEHUA OXMOAAEMOW MNOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NleKapCTBEHHOro npenapata B Uensx MOATBEPXKOAEHUS rOCygapCTBEHHOW perncrpaumm
NeKkapCTBEHHOro npenapara NpoBOAUTCS KOMUCCUEN 3KCMEPTOB IKCMEPTHOrO yypexaeHusa B
CPOK, He MpeBbILLaoLMiA copoka paboymx gHeMN.

10. B cnyyae HegocCTaTOMHOCTU MpeAcTaBrieHHbIX 3KCMEepTy MaTepuanosB Ans Oaudu
3aKnYeHns  aKkcnepT obpawaeTcs K pyKOBOOUTEMO  3KCMEPTHOrO  yypexaeHuss o
npegocTaBneHnn eMy HeobxoaMMbix MatepuanoB. PykoBoAMTENb SKCMEPTHOIO YYpexXaeHus
obpallaetcsa C COOTBETCTBYHLMM 3anpoCOM B YMNOMHOMOYEHHbIN heaepanbHbid opraH
WCMONHUTESNTbHOW BNacTW, BblOABLWWW 3aJaHWe Ha MnpoBedeHWe 3KCNepTu3bl OTHOLLEHUS
OXnaaeMmonm nosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS JEKapCTBEHHOro npenapaTta Ha
OCHOBaHWW [OOKYMEHTa, coepxallero pesynbTaTtbl MOHUTOpPUHra 3PPEKTUBHOCTU U
©e3onacHOCTM nekapcTBEHHOro npenapata. B TeyeHue natu paboumx OHeW co  AOHA
NOCTYNMEeHUsa 3anpoca PyKoOBOOUTENSA SKCMEPTHOro yvpexaeHusl ykasaHHbIN peaepanbHbIn
opraH WCMNOSMIHUTENBHOM BMacTU HanpaenseT 3asiBUTent0 3anpoc O npeacTaBfieHuun
HeobXooMMbIX  MaTtepuanoB, KOTOpbI  MOXeT ObiTb nepegaH  YNOSIHOMOYEHHOMY
npeacTaBuTeNio 3asBUTENS NUYHO NOA PacrnucKy, HanpasrieH Mo noyTe 3akasHbiM MUCbMOM



Unn nepegaH B 3NEKTPOHHON hopme No TENEKOMMYHMKALUMOHHBIM KaHanam ceasn. B cnyyae
HanpasfieHMs1 3anpoca YMNoSIHOMOYEHHOro doefiepasnibHOro opraHa WMCMOMHUTESNTbHOW BracTu
Nno NoyTe 3aka3HbIM MUCbMOM OH CYMTAETCsl NOSTyYEHHbIM MO UCTEYEHUUN LWECTU OHEW C AaTbl
HanpaBneHusi 3aKkasHoro nNMcbMa.

11. 3asasutenbo o06s3aH npeacTaBUTb OTBET Ha  3anpoc  YNOSIHOMOYEHHOO
deaepanbHOro opraHa WCMNOSHUTENBbHOW BRACTU B CPOK, HE MpeBbILAOWMA LLIECTUAECATH
paboymx OHEN CO OHS MONyYeHUs1 yKasaHHOro 3anpoca. YMNONHOMOYEHHbIM deaeparnbHbli
opraH UCMNoSTHUTENBbHOW BACTU, BblAaBLUMW 3a4aHME Ha NPoOBeaEeHNE SKCNEPTU3bl OTHOLLEHNS
OXnaaeMmom nosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS JEKAapCTBEHHOrO npenapaTta Ha
OCHOBaHWW [OKYMEHTa, coAepXallero peaynbTaTtbl MOHUTOPUHra 3EKTUBHOCTM U
©e30nacHOCTM NeKapCTBEHHOrO mnpenapaTta, B Te4yeHue natM paboumx AOHen Cco OHS
NOCTYNNEeHNs OT 3asiBUTENS OTBETA Ha 3anpoc YMNOSIHOMOYEHHOro defepanbHOro opraHa
NCMONHUTESNTIbHOW BNacTuU HanpasnsieT 3TOT OTBET B 3KCNepTHoe ydpexaeHwe. B cnyyae
HenpeacTaBneHMst NO WUCTEYeHMM LecTuaecsatTm pabounmx OHen 3asBUTENeM OTBeTa Ha
yKasaHHbI 3arnpoc  YNoSIHOMOYEHHbIN (peaepanbHblA  OpraH WUCMOSIHUTENbHOM  BracTw,
BblAaBLLUMA 3afaHME Ha MpPOBEAEHME SKCNEPTU3bl OTHOLWIEHMS OXWOAEMOW Monb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUSA FfEeKapCTBEHHOro npenapata Ha OCHOBaHUM [AOKYMEHTA,
cogepxallero pesynbtatbl MOHUTOPUHIa 3EKTUBHOCTM U 6E30NACHOCTN NEKapCTBEHHOIO
npenapaTta, B TeyeHMe nMATU paboymx AHEen HanpaBnseT B 3KCNepTHoe YyypexaeHue
yBeAOMIMEHNE O HenpeacTaBneHUn 3asiBUTENIEM OTBETA Ha 3anpoc yKa3aHHOro opraHa.
Bpemsa co OHA HanpaBneHusi 3anpoca 9KCMEPTHOro YyYpeXxaeHUs B YNOSTHOMOYEHHbIN
denepanbHbii - OpraH  UCMOSMHUTENbHOM BNactTM OO0  AHA  MOSyYeHUs  3KCNEPTHbIM
yypexgeHvem OoTBeTa Ha 3anpoc UM yBeJOMMEeHUs O HenpeacTaBneHun OoTBeTa Ha 3anpoc
HE Y4YMTbIBAeTCs MPU UCHUCIIEHUN CPOKa MPOBEAEHUS IKCNEPTU3bl OTHOLUEHUSA OXMAOAEMOW
Nnosib3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA FEeKapCTBEHHOro npenapata Ha OCHOBaHUU
AOKYMEHTa, coAepKallero pesynbTaTbl MOHUTOPUHra 3ddEKTUBHOCTM U 6Ge3onacHOCTH
nekapCcTBEHHOro npenapara.

12. B CpOK, HE NpeBbILALWNN OECATU pabounx OHEN CO OHSA NONYYEeHUs 3aKIYeHUs
KOMMUCCUM OKCMEpPTOB MO pesynbTaTtaM 3KCNepTU3bl OTHOLUEHUS OXMOAeMOW Mofb3bl K
BO3MOXHOMY  PUCKY MNPUMEHEHUS  NEKAPCTBEHHOrO npenapara, COOTBETCTBYHOLLUN
YNONMHOMOYEHHbIN befepanbHbI OpraH UCNOSTHUTENBHOW BNACTU:

1) ocywecTBNAET OLEHKY 3TOro 3akniuYeHus Ond onpeneneHus ero CooTBETCTBUS
3aaHuUI0 Ha NpoBedeHNe yKa3aHHOM 3KCNepTusbl;

2) nNpUHUMAET peLleHne O NOATBEPXAEHUN TFOCYOAApPCTBEHHOW  perncrpaumm
fleKkapCTBEHHOro npenapata unum o6 oTkase B MNOATBEPXKOEHUM OCyaapCTBEHHOM
permctpauum NekapCTBEHHOMo npenapara;

3) BHOCUT Mpu NPUHATUN peLleHnst O NOATBEPXKOEHUU FOCYyAapCTBEHHOM perncrpaumm
NIeKapCTBEHHOrO npenaparta CBeAeHUs1 B roCy4apCTBEHHbIA PEECTP NIEKAPCTBEHHbLIX CPEaCTB
N BblgaeT 3asBuTento 6eccpovHoe perncTpaumoHHoe YOOCTOBEepeHue fneKapCTBEHHOro
npenaparta.

13. OcHoBaHveM Ans OTkasa B MOATBEPXAEHUMM TOCYAapCTBEHHOW perncrpauun
nekapCTBEHHOro npenapaTta 4BNsieTCA peLlleHne COOTBETCTBYIOLWENO YMNOSTHOMOYEHHOIO
degepanbHOro opraHa MWCMOMHUTENbHOM BMAAacTM O TOM, YTO PUCK NPUYMHEHUSsI Bpeaa
300pOBbKD 4YerioBeKa WM XXMBOTHOMO BCMEACTBME MpuemMa JeKkapCTBEHHOro npenapaTta
npesbiwaeT 3 dMEKTUBHOCTb €r0 NPUMEHEHNS.

14. B nepuwon npoBedeHuss npoueaypbl MOATBEPXOAEHUS  rocygapCTBEHHOW
perMcTpauum nekapcTtBeHHOro npenaparta ero obpaiwieHune B Poccunckon depepaumn He
npuocTaHaBNMBaeTCs.

15. [onyckaetcs obOpauieHne nekapcTBEHHbIX MpenapaTtoB Afs MeOULMHCKOro
NPUMEHEHNA OO0 UCTEYEHUs] CPpOKa roAHOCTU, NPOU3BEOEHHbBIX B TEYEHME CTa BOCbMUAECATU
KaneHgapHblX OHEW nocne pfaTtbl MPUHATUS  YNOSTHOMOYEHHbIM doefepalribHbiM - OpraHoMm
NCMNOSTHATENbHON BNacTU peLlleHns O MOATBEPXOEHUN TOCyLapCTBEHHOM perucrTpaumm, B
COOTBETCTBUM C MH(popMaLMeNn, coaepallencs B JOKYMEHTaxX perMcTpaunoHHOro 4ocbe Ha



neKapCTBEHHbI NpenapaT A0 AaTbl NPUHATUS TAKOro PeLUEHMs.

Cratba 30. BHeceHne nameHeHnin B JOKYMEHTbI, coAepalimecs B perucTtpaymoHHOM
A0Cbe Ha 3apermcTpmpoBaHHbIV NIeKapCTBEHHLINM NpenapaTt 4ng MeANLUHCKOro
npUMeHeHns

1. B uenax BHeceHNs U3MEHEHUN B LOKYMEHTbI, COAepXallnecsa B pernctpauMoHHOM
AOCbe Ha 3apermcTpupoBaHHbIN NIEKAPCTBEHHbIN NpenapaT Ans MeauuuHCKOro npuMeHeHus,
aepxartenb Unu Bnageney permcTpaumoHHOro yAOCTOBEPEHUS NIEKAPCTBEHHOrO npenapaTta
UM YNONMHOMOYEHHOE WM [pyroe puauvyeckoe nuuo (ganee B HacTosiwen craTtbe -
3asBUTENb) NpeacrtaBndeT B YMNOMIHOMOYEHHbLIN defepanbHbii OpraH MCNOSIHUTENBHOM
BNacTM 3asBfeHne O BHECEHUW TakMX U3MEHeHUn no ¢opme, YCTaHOBJIEHHOM
YNONHOMOYEHHbIM hefepanbHbiM OPraHOM UCMOMHUTENBHOW BNACTU, U NPUNOXEHHbIE K HEMY
M3MEHEHNA B YyKa3aHHble [OOKYMEHTbl, a Takke [OKYMEeHTbl, noaTBepxjarowme
HEOBXOAMMOCTb BHECEHUSI TaKUX U3MEHEHUI. [1pn HEOBXOOUMOCTM BHECEHUS UBMEHEHWIN B
AOKYMEHTbI perMcTpauuoHHOro JOCbe Ha 3aperncTpupoBaHHbLIM fNeKapCTBEHHbLIM npenapar,
TpebyroLmx NpoBeAeHNS SKCNEPTU3bI KAYECTBA FIEKAPCTBEHHbIX CPEACTB U (Mnn) 3KCNepTu3bl
OTHOLWUEHUS OXMAAEeMOM MoSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JeKapCTBEHHOroO
npenapaTta Ana MeauUMHCKOro NPUMEHEHUSs, 3asBUTENb AOMNOSIHUTENbHO NpeacTaBnseT B
YNONMHOMOYEHHbIN  (hefepanbHbld OpraH MWCMNOSIHUTENBHOM BAacTU KOMWUIO JNNLEH3UM Ha
NPOU3BOACTBO JNEKAPCTBEHHbLIX CPEACTB WM KOMUKO  3aKMYEHMsT O COOTBETCTBUU
npoM3BOOMTENS  JIEKAPCTBEHHbIX  cpeacTB  TpeboBaHUAM npasun Hagnexatlen
NPON3BOACTBEHHON MPAKTUKW, BblAaHHbIE YMOSHOMOYEHHbIM defepanbHbiM  OpraHoMm
WCMONHUTENbHOW BracTn, B Cryvae, ecnv Npou3BOACTBO JleKapCTBEHHOro npenapata
ocywlectensgetca B Poccunckon Pepepauumn, nubo KON BblAHHOW YNOSIHOMOYEHHbLIM
OpraHoM CTpaHbl NPOU3BOANTENSA NULIEH3MM HA NPOU3BOACTBO NEeKapCTBEHHOro npenapara u
ee NepeBo Ha PYCCKUN A3blK, 3aBEPEHHbIE B YCTAHOBIEHHOM MOPSAKE, N KOMUIO 3aKMOYEHNS
O COOTBETCTBMM MNPOM3BOAUTENS  FIEKAPCTBEHHbLIX CpeacTB  TpeboBaHMsIM  npaBun
Hagnexawen Npou3BOACTBEHHOW MNPaKTUKW, BblOAHHOIO YMNOSIHOMOYEHHbIM eaepanbHbIM
OpraHoOM WUCMOSTHUTENBHOW BracTu, B Ccnyyae, €ecnn MpOU3BOACTBO JleKapCTBEHHOIO
npenapaTta ocyuiecTsngeTcs 3a npegenamm Poccunckon depepaumun. MNpuHaTMe peleHust o
BHECEHUM WU3MEHEHMW unn o6 oOTKase B WX BHECEHUW OCYLLECTBMSETCA B Clnyyae
HEeobXoOMMOCTM MNPOBEAEHUS SKCMEPTU3bl KavecTBa JIEKAPCTBEHHbIX CpPeacTtB U (Mnn)
9KCNepTM3bl OTHOLWIEHUA OXWOaeMOW MNONb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
FIEKapCTBEHHOro npenapata And MeOULMHCKOrO MPUMMEHEHUS B CPOK, HE MpEBbILAKOLWMIA
AeBAHOCTa pabounx gHeW, a B OCTasbHbIX CryyasiX B CPOK, He MpeBbillarowmi Tpuauatm
paboyunx gHen Co OHS NPUHATUS YNONHOMOYEHHbIM dhefeparnbHbiM OpraHoOM UCMONHUTESTbHON
B1acTW 3asABNIEHUSI O BHECEHUU TaKUX U3MEHEHUN.

2. OkcnepTu3a NEKapCTBEHHbIX CpPeaCcTB B 4acTU  3KCMEepTU3bl  KadecTBa
NIEKapCTBEHHOro cpeactBa M (MNKU) SKCNEPTU3bl OTHOLUEHMS OXWOAAEMOMW MONb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHUS FNEKapCTBEHHOro npenapata Ans  MeguuMHCKOro
NPUMEHEHNA NPOBOAUTCA B Cllydae BHECEHUSI U3MEHEHUW B OOKYMEHTbI, coaepXalinecsa B
perncTpaunoHHOM AOCbEe Ha 3apermcTpupoBaHHbIA NIEKAPCTBEHHbIN NpenapaTt, B OTHOLLEHUM:

1) cBegeHuW, yKasaHHbIX B  WHCTPYKUMM NO  MEAUUMHCKOMY  MPUMEHEHUIO
nekapCTBEHHOro npenapara:

a) nekapcTBeHHasa oopmMa C yKa3aHMEM HaMMEHOBaHUM U KONMYECTBEHHOrO cCOCTaBa
AENCTBYIOWNX BeLWeCcTB M KayeCTBEHHOr0 COCTaBa BCMOMOraTesfibHbIX BelecTB (npwu
Heo6X04MMOCTUN KONMYECTBEHHOIO COCTaBa BCNOMOraTesibHbIX BELECTB);

0) dhapmakognHammka u apMakoKMHETUKA (3@ MWCKNIYEeHUeM apMakoKMHETUKN
roMeonaTtu4yeckux JfeKapCTBEHHbIX MpenapatoB W pacTUTENbHbIX  JIEKAPCTBEHHbIX
npenapaToB);

B) NOKa3aHWs Ans NPUMEHEHNS;

r) NPOTUBOMOKa3aHUs Ans NPUMEHEHUS;

) Mepbl NPeLOCTOPOXHOCTU NPU NPUMEHEHUN;
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€) yKasaHue BO3MOXHOCTU N OCOBEHHOCTEN NPUMEHEHNA NekapCTBEHHOro npenapara
AN MeOWUMHCKOrO MNpUMeHeHUs 6epeMeHHbIMU  KEeHLUHAMK, KEeHLWMHaMn B nepuog
rpygHOro BCKapMIiMBaHus, 4eTbMW, B3POCbIMU, UMEIOLLMMUN XpOHUYeCcKne 3abonesaHus;

X) pexum [03upoBaHWs, CNocobbl BBEAEHUS U MPUMEHEHWsi, Npu HeobxoaMMOoCTU
BpeMs npuemMa nekapCcTBEHHOro npenaparta, NPoLOMKUTENbHOCTb NeYeHns, B TOM Yucre y
AeTen 0o 1 nocne ogHoro roaa;

3) BO3MOXHble MOBOYHbIE OENCTBUA M HexenaTtelbHble peakunn npyu NpUMeEHeHUn
nekapCcTBEHHOro npenapara;

1) CUMNTOMbI NEPESO3NPOBKU, MEPbLI MO OKa3aHWIO MOMOLLM NPU Nepeo3pPOBKeE;

K) B3aMmogencTsme C APYrMMW NeKapCTBEHHbIMW npenapatamu u (Mnu) nueBbiIMU
npoayKkTamu,;

n) dhopMbI BbIMyCKa nekapCTBEHHOro npenapaTa;

M) ykasaHue (Mpu HeobxogumocTn) ocobeHHOCTENn [eNCTBUS feKapCTBEHHOro
npenapara npu NepBoM rnpueme Unn npu ero oTMeHe;

H) cBedeHUs O BO3MOXHOM BMSHUU feKapCTBEHHOro npenapara Ans MeguumnHCKOro
NpUMEeHeHNa Ha CNOoCOBHOCTb YNpaBnsATb TPAHCNOPTHBIMU CpeacTBaMu, MeEXaHU3MaMMU;

0) CPOK FOAHOCTM U yKasaHue Ha 3anpeT NpUMMEHEeHWs nekapCTBEHHOro npenapara no
NCTEeYEeHNN CpoKa roAHOCTY;

M) YCNOBUSA XpaHEHUS;

p) ycnoBus OTnycka;

2) cocTaBa NnekapcTBEHHOro npenapara A5 MegULUHCKOro NpUMEHEHNS;

3) N3MeHeHNss MecTa NPOM3BOLCTBA NEKapCTBEHHOro npenapata Ans MeauvumMHCKOro
NMPUMEHEHNS;

4) n3MeHeHNs nokasaTternen KavyecTBa SiekapCTBEHHOro npenapara Ans MeauumMHCKOro
NpUMEHeHns ” (UNn) MeTOAOB KOHTPONSA KadecTBa IleKapCTBEHHOro npenapata Ans
MEeAMLMHCKOro NPpUMEHEHUS;

5) u3ameHeHus cpoka rogHOCTW NeKapCTBEHHOro npenapata Ans MeauUMHCKOro
NPUMEHEHUS;

6) cBegeHUn O HeoBXOOMMOCTM BHECEHUSI WHbIX M3MEHEHWA B WHCTPYKUMIO MO
MEOVLMHCKOMY MNPUMEHEHUIO NEeKapCTBEHHOro npenaparta, a Takke B WHble LOKYMEHTHI,
cogepxawmecs B pPerucTpauuMoHHOM [OCbe Ha 3aperMcTpUpOBaHHbIN  fIEKAPCTBEHHbIV
npenapart. [1pn 3TOM peLLeHne 0 NPoBEAEHNN IKCNEePTU3bl KayecTBa NleKapCTBEHHbIX CPeACTB
N (MIM) 9KCNepTU3bl OTHOLLEHMSI OXWOAeMOW MNOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS
NeKkapCTBEHHOro npenapaTa AN MEOULUHCKOrO NPUMEHEHNS MPUHUMAETCHA B COOTBETCTBUN C
YyTBEPXXOEHHON  YMNOMHOMOYEHHbIM dedeparnbHbiM  OpPraHOM  UCMONHUTENbHOW  BRacTu
Knaccudukaumen naMmeHeHnn, BHOCUMbIX B AOKYMEHTbI, coAepKallmecs B pernctpaLMoHHOM
A0Cbe Ha 3aperncTpMpoBaHHbIN NEeKapCTBEHHbIV Npenapar.

3. C 3aaBneHnem O BHECEHUM U3MEHEHUN B [AOKYMEHTbl, coepxalimeca B
pPerMcTpaLMoHHOM [OOCbe€ Ha 3aperucTpupoBaHHbIN  JleKapCTBEHHbIM npenapat  Ans
MEAMLMHCKOrO MPUMEHEHUs, Hapsady C AOKYMEeHTaMu, yKasaHHbIMW B 4acTu 1 HacTodAen
cTaTbu, 3adABUTENb NpeacTaBnsieT KOonMuUM  JOKYMEHTOB, MOATBEpXAalwwmx ynnarty
rocygapCTBEHHOW MOLLUMMHbLI 3@ BHECEHME B JOKYMEHTbI, COAepXalluMecs B perncTpaumoHHOM
AOCbe Ha 3aperncTpMpoBaHHbIN NEeKapCTBEHHbINM NpenapaTt Ang MeAULUMHCKOrO NpUMEHeHMs,
N3MEHeHUN, TpebyllWnx nNpoBeAeHUA JSKCMepTu3bl fEeKapCTBEHHbIX CPeACTB B 4acTu
9KCMepTM3bl KayecTBa fleKapCTBEHHOrO CpeactBa M (MNKM)  3KCMepTU3bl  OTHOLUEHMUS
OXnOaemon nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI NeKapCTBEHHOro npenapata Aang
MEOVLUHCKOrO MPUMEHEHUS, rOoCYyAapCTBEHHOW MOWIUHbI 3a BHECEHWE B [AOKYMEHTHI,
cogepxawmecs B pPerucTpauuMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN  fIeKapCTBEHHbIV
npenapat Ans MeAWUMHCKOTO MPUMEHEHWS,, U3MEHEHMN, He Tpeldylwmnx npoBeaeHus
9KCMepTu3bl NeKapCTBEHHOro cpeAacTtsa, nvMbo Bnpase npeacTaBuTb MO  COBCTBEHHOWM
MHMUMaTUBE YyKa3aHHble AOKYMeHTbl. B cnyyae ux HenpeactaBneHMst YNOSIHOMOYEHHbIN
pefepanbHbI OpraH UCMOMNHUTESTbHOW BriacTu nposepsieT doakT ynnaTbl rocyaapCTBEHHbIX
MOWnuWH  3asBUTENeM  MNOCPEeACTBOM  UCMOMb30oBaHuUs  WHopmauum o6  ynnaTte


garantf1://71483162.1000/

rocyapCTBEHHbIX MOLWSIMH, cogepxallencsa B ['ocygapCTBEHHON MH(POPMALMOHHON CUCTEME
O TrOCyAapCTBEHHbIX W MYHUUUNANbHbLIX MnaTexax, Ha OCHOBaHWW npeacTaBlieHHbIX
3asiBUTENEM KONUIM AOKYMEHTOB, NOATBEPXKAAKLLMX YNnaTy rocyaapCTBEHHOMW MOLUSMHbI.

4. B TeyeHne pgecatn paboumx OHEW CO LHS MNOCTYMNEHMs YKa3aHHOro B 4yactu 1
HacTosWen CcTaTbW 3asBfieHMss U HeOoBXOAMMbIX  OOKYMEHTOB  YMNOSIHOMOYEHHbIN
deaepanbHbIi opraH UCNOSTHNTENBHOW BNACTMU:

1) NpoBOAUT NPOBEPKY MOMHOTbI M AOCTOBEPHOCTU CBEOEHWI, COOEepXaluMxcsi B
npeacTaBneHHbIX 3asiBUTENEM MaTepuanax;

2) NpUHMMaeT pelleHMe O MPOBEAEHUN YKa3aHHbIX B 4acTU 2 HaACTOsIWEN CTaTbu
COOTBETCTBYHLLMX IKCNEPTU3 NIEKAPCTBEHHOIO CpeacTBa unm ob oTkase B UX NPOBEAEHUN;

3) yBeOoMNsieT B 3SIEKTPOHHOM WM MUCbMEHHOM doopMe 3adBUTENA O MPUHSATOM
peweHnn nnu B crnyyae NpuUHATUA pelleHust o6 oTkase B NPOBEOEHMM COOTBETCTBYHOLLEN
3KCNepTu3bl C yKaszaHMEM MNPUYMH TaKoro oTkasa.

41. B cnyvyae BbISBIeHUS HeLOCTOBEPHOCTU CBEAEHUW, coAepXawuxcsa B
npeacTaBNeHHbIX 3asiBUTenemM mMarepuanax, YnoSIHOMOYEHHbIn bedepanbHbI - OpraH
WCMONHUTENbHOM BRacTU HanpaenseT 3asiBUTEN0 3anpoc 06 YTOYHEHMM YyKa3aHHbIX
ceBedeHun. [laHHbIM 3anpoc MOXeT OblTb nepedaH YNosIHOMOYEHHOMY MpeacTaBuUTenNto
3asBUTENSA NNYHO NOL PacnuCKy, HanpasfieH Mo MoYTe 3akasHblM MUCbMOM UMW NepefaH B
3MEKTPOHHOM hOpMe MO TeNeKOMMYHUKAUWOHHBLIM KaHanam cBasn. B criydyae HanpasneHus
AAHHOro 3anpoca Mo MNoyTe 3aka3HbiM MUCbMOM OH CYMTAETCs MOSyYEHHbIM MO UCTEYEHUU
LecTn OHEN ¢ AaTbl HaNpaBfeHUs 3aka3Horo NMcbma.

4.2. 3agsutenb o00s3aH nNpeacTaBUTb OTBET Ha 3anpoc  YNOSAHOMOYEHHOro
degepanbHOro opraHa WCMOMHUTENbHOMW BNacTu B CPOK, HE MNpeBbIWAalWNn AeBsHOCTa
paboymnx OHEN CO OHSA NonyyYeHus gaHHoro 3anpoca. Cpok, yka3aHHbIN B YacTu 4 HacTosLeN
cTaTbu, NPUOCTaAHABNMBAETCH CO AHS HanpaBfieHUsl 3asBUTESTIO 3anpoca YNOSIHOMOYEHHOro
deaepanbHOro opraHa MCMNOSIHUTENBHOM BRacTu A0 AHSA MOfyYeHus UM OTBETa Ha AaHHbIN
3anpoc M He YYUTbIBAeTCAa MNpU MUCHUCIIEHUN CPOKa MPUHATUS pPelleHns O BHeceHuu
M3MEHEHNUA B  [OOKYMEHTbl, COAepXalimecss B  PErnCTpauMoOHHOM  [OCbe  Ha
3aperncTpupoBaHHbIN TIEKAPCTBEHHLIN NpenapaT Afst MeAULMHCKOro NPUMEHEHUS.

5. OcHoBaHneM Onsi oTKasa B NPOBEAEHUM yKa3aHHbIX B YacTu 2 HACTOSALWEN CTaTby
3KCNepTu3 sBMsEeTCA npeacTaBNeHne [OOKYMEHTOB, MepeyucrieHHblX B 4actax 1 wm 3
HacTOsILLEN CTaTbW, B HEMOMHOM O6beme, HenpeacTaBfeHNE 3asiBUTENEM B YCTAHOBIEHHbIN
CPOK OTBETa Ha yKa3aHHbIn B 4actu 4.1 HacToswen cTtaTbM 3anpoc YNOSTHOMOYEHHOro
denepanbHOro opraHa MCMOMHUTENBbHOW BNAacTW, a TakkKe OTCYTCTBME B NPenCTaBEHHbIX
AOKYMEHTax [OOCTaTOYHbIX CBeAEHWW, noaTeBepXxdarwmnx HeobXxoaMMOCTb BHECEHUS
W3MEHEHUN, WNU  OTCYTCTBME  WMHAOPMaLUW, nogTBepXxgarowen  dakt  ynnaTtbl
rocy4apCTBEHHbIX NOLUSINH, YKa3aHHbIX B YacTU 3 HACTOsILLEN CTaTbMu.

6. YKasaHHble B 4YaCTU 2 HaCToSAWEN cTaTbM IKCMEepTU3bl MPOBOLATCA B MNOpsiake,
YCTaHOBIEHHOM cTaTben 23 HacTosLero PegepansbHOro 3akoHa.

7. B cpok, He npeBbllaWnn gecatn paboumx AHEN CO OHS NONYYEHUs 3aKOYEHUN
KOMMUCCUI 3KCMEPTOB NO pesynbTaTaM yKasaHHbIX B YacTuM 2 HACTOsILEN CTaTbW 3KCMEPTUS,
YNONMHOMOYEHHbIN beaeparbHbI OpraH UCNONHUTENBHOW BNACTU:

1) NpMHMMaeT pelleHne O BHECEHUM WU3MEHEHUA B AOKYMEHTbl, COAep’Kalimecsd B
perMcTpaunuoHHOM [OCbe Ha 3aperncTpupoBaHHbIA  NEKapCTBEHHbLIM npenapaTr ans
MEOMLNHCKOro NpMMeHeHNs, unn od oTkase BO BHECEHUN TaKUX U3MEHEHWUN;

2) BHOCWUT B TOCYdapCTBEHHbIN peecTp eKapCTBEHHbIX CPEeACTB Ha OCHOBaHWUU
peLleHnst 0 BHECEHUN U3MEHEHNIA B JOKYMEHTbI, coAepKalimecs B permcTpaumoHHOM JOCbe
Ha 3aperncTpupoBaHHbIA fEeKapCTBEHHbIN npenapaTt ansg MeOUUMHCKOrO MNPUMEHEHUS,
HeobxoanMble M3MEHEHNSA U BO3BpALLAET UX 3assBUTENIO;

3) BblOaeT 3asBUTEN0 HOBOE pPErucTpaumoHHOE YAOCTOBEPEHME JeKapCTBEHHOIO
npenapaTa B ciniyyae U3MEHEHUS1 CBEAEHUN, COAEPXKALLMXCS B HEM.

8. OcHoBaHMeM ans oTkasa BO BHECEHUN U3MEHEHUI B OOKYMEHTbI, coaepXKallunecs B
pPerMcTpauuoHHOM [OOCbe Ha 3aperncTpMpoBaHHbIA  NIEKApCTBEHHbIM npenapaT Aans
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MEAVLMHCKOrO MNPUMEHEHUs, SBNAETCA 3akrloyeHWe YMNONHOMOYEHHOro heaepanbHOro
opraHa MWCMOMHUTENBbHON BRacTM O BO3MOXHOCTU CHWXeHUss 6e30macHOCTH, KadecTsa,
3P PEKTUBHOCTN NIEKAPCTBEHHOIO CPeACTBa B Cllydae BHECEHUSA TaKMX U3MEHEHUN.

9. [onyckaeTtcss oOpalleHne nekapCTBEHHbIX MpenapaTtoB Ans  MeauLUMHCKOro
NPUMEHEHNA 0O UCTEYEHNS CPoKa roAHOCTU, NPOU3BEAEHHbIX B TeYeHne CcTa BOCbMUAECATH
AHen nocne AaTbl NPUHATUA YNOSTHOMOYEHHbIM oefiepalnibHbIM OpPraHoOM WCMONHUTENBHOWN
BNAacTU peLleHns 0 BHECEHUM N3MEHEHN B LOKYMEHTbI, coAepXalmecs B permctpaLMoHHOM
Aocbe, B COOTBETCTBUM C MH(popMaumen, cogepXallencs B AOKYMEHTax pernctpaumoHHOro
AOCbe Ha NekapCTBEHHbIV NpenapaT 40 AaTbl NMPUHATUS Takoro peLleHus.

Cratba 31. BHeceHne nameHeHnn B JOKYMEHTbI, coaepalimecs B perMctpaymoHHOM
Aocbe  Ha  3aperncTpupoBaHHbLI  FIEKAPCTBEHHbIN npenapaT  gns
BETEPUHAPHOro NPUMeHeHUs

1. B uenax BHeceHNs U3MEHEHUN B LOKYMEHTbI, COAepXallnecsa B pernctpaumoHHOM
A0Cbe Ha 3aperncTpmpoBaHHbIA IEKAPCTBEHHbIN Npenapar Ang BETEPUHAPHOIO NPUMEHEHUS,
aepxartenb unu Bnageney perncTpaunoHHOro yaoCTOBEPEHUS NeKapCTBEHHOrO npenapaTta
UM YNONMHOMOYEHHOE UM [pYyroe puauvyeckoe nuuo (ganee B HacTosiwen craTtbe -
3asBUTENb) NpeacrtaBndAeT B YMNONIHOMOYEHHbLIN defepanbHbii OpraH MCNOSTHUTENBbHOM
BNacTM 3asBfeHne O BHECEHUM TaKnX U3MEHEeHUW no dopMe, YCTaHOBEHHON
YNONHOMOYEHHbIM pefepanbHbiM OPraHoOM UCMNOMHUTENBHOW BNACTU, U NPUNOXEHHbIE K HEMY
M3MEHEHNA B YyKa3aHHble [OOKYMEHTbl, a Takke [OKYMEeHTbl, noaTeepxjarowme
HEOOXOOUMOCTb BHECEHUSI TakKUX M3MEHEeHUn. [puHATHME pelleHns O BHECEHMU TaKux
N3MEeHeHNNn unn ob OTkase B NX BHECEHUW OCYLLECTBMSETCA B CPOK, He MNpeBbILaoLWni
AeBsdHocTa paboumx OHerW CO OHA NPUHATUS YNOMHOMOYEHHbIM deaeparnbHbIM OpraHoMm
WCNOMNHUTENBbHOW BNAaCcTM 3asiBNEHNS O BHECEHUN TaKNX N3MEHEHUN.

2. B criydae BHeCEHUS U3MEHEHNN B AOKYMEHTbI, COAepXKallneca B pernctpaumMoHHOM
A0Cbe Ha 3aperncTpupoBaHHbIA IEKAPCTBEHHbIN NpenapaTt Ans BeTEPUHAPHOro NPUMEHEHUS,
B OTHOLLUEHWM CBeAEHWW, yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkTa 7
yactn 3 ctatbu 17 HacToswero degepanbHOro 3akoHa, U3MeHeHUs U (Unu) OONOSTHEHUS
NPON3BOACTBEHHON MNMOWAAKA JNIEKAPCTBEHHOIO CPEACTBa, a Takke B Crnyyae U3MEeHEeHUs
nokasaTtesien kayecTBa fiekapCTBEHHOro npenapara gnsi BETepUHAPHOro NPUMEHEHUs n (unu)
METOAO0B KOHTPOSSA KayecTBa NeKapCTBEHHOro npenapaTta Al BETEPUHAPHOIO MPUMEHEHUS
NPOBOANTCA 3KCMNepTM3a JNEeKapCTBEHHOrO0 cpeacTtBa AN BETepMHApPHOro npuMeHeHusi. B
cnyyae Heob6XOAMMOCTM BHECEHUSI MHbIX M3MEHEHUM B [OOKYMEHTbI, coaepxalimecs B
perMcTpauuoHHOM [OCbe Ha 3aperncTpupoBaHHbIA  NEKapCTBEHHbIM npenapat Aang
BETEPUHAPHOIO0 MPUMEHEHUS, 3KCNEepTM3a NEeKapCTBEHHOrO cpeacTBa Ans BETEPUHApPHOro
NPUMEHEHNSA HE NPOBOANTCS.

3. C 3aaBneHMemM O BHECEHUN W3MEHEHUA B [OOKYMEHTbl, coaepXxawuecs B
PEermcTpauuoHHOM [OCbe Ha 3aperncTpMpoBaHHbIA  NIEKAPCTBEHHbLIA npenapaTt  Ans
BETEPUHAPHOIO MPUMEHEHUS, Hapsay C OOKYMEHTaMW, ykasdaHHbIMW B 4YacTu 1 HacToswen
cTaTbW, NPeaCTaBnsATCA JOKYMEHTbI, NOATBEPXAAtoLWmMe ynniaTy rocyaapCTBEHHON MOLUSINHbI
32 BHECeHMe B [JOKYMEHTbl, coAepXawueca B  perucrpaumMoHHOM [OCbe Ha
3aperucTpupoBaHHbIN  NleKapCTBEHHbIA npenapaTt ans  BeTEPUHAPHOIO  MPUMEHEHMUS,
N3MEHEHNN, Tpebylwmx NpoBeAeHUs JKCMepTU3bl FEKapCTBEHHOro cpeacTBa AN
BETEPUHAPHOIO MPUMEHEHUS, UNN M3MEHEHUN, He TpPebylLwmMx NPOBEAEHNS IKCMEPTU3bI
nekapCTBEHHOro cpeacTBa AN BETEPUHAPHOro NPUMeHEHUS.

4. B cpok, He NpeBbILWaLWmMi 4eCcaTn pabounx AHEN CO AHS NOCTYNNEHUS yKa3aHHOro
B 4YacTu 1 HacTosLen cTtaTbu 3asBAEHUA U HEOOXOANMbIX OOKYMEHTOB, YNOSIHOMOYEHHbIN
doeaepanbHbIn opraH UCNOSTHATESNBHOW BACTU:

1) NpoBOAUT MNPOBEPKY MOMHOTbI M AOCTOBEPHOCTU CBEOEHUN, COOEepXalumMxcsi B
npeacTaBneHHbIX 3asiBUTENEM OOKYMEHTaX;

2) NpMHMMaeT pelleHMe O MPOBEAEHUN IKCNEepPTU3bl NeKapCTBEHHOro cpeacTBa Ans
BETEPUHAPHOIO NpMMEHeHUs unn o6 oTkase B ee NPoBeAEHUN;



3) yBegomMnseT B MMCbMEHHOMN hOpMe 3asiBUTENS O MPUHATOM pELLEHUN UMK B Criyvae
NPUHATUA peweHnst 06 OTkase B NPOBEOEHUM IKCMEPTU3bl NIEKAPCTBEHHOIO CpeacTsa Ans
BETEPUHAPHOIO NPUMEHEHUS C yKa3aHUEM NPUYMH TaKoro oTkasa.

5. OcHoBaHMeM Ons oTKasa B NpoOBeAEHUM 3KCNEePTU3bl NIEKAPCTBEHHOIO cpeacTBa Afis
BETEPUHAPHOIO NPUMEHEHUS ABNSIETCS NpeAcTaBneHne JOKYMEHTOB, YKa3aHHbIX B YacTax 1 u
3 HacToslLen cTaTtbyn, B HENOSTHOM O6bemMe Mnu OTCYTCTBME B NPEACTaBNEHHbIX AOKYMEHTaxX
AO0CTaTOYHbIX CBEAEHMI, NOATBEPXKAAIOLLNX HEOOXOAMMOCTb BHECEHNSA N3MEHEHWUI.

6. OKcnepTu3a NekapcTBEHHOro cpeacTBa AN BETEPUHAPHOIO NMPUMEHEHUS B Lensax
BHECEHMS] WM3MEHEHWA B [OOKYMEHTbl, coAepxawmecss B pPermcTpaumoHHOM [OCbe Ha
3aperncTpupoOBaHHbLIN  FIEKAPCTBEHHbIM  NpenapaT ANd BETEPUHAPHOro  NPUMEHEHUS,
oCyllecTBngeTcsa B MNopsagke, YCTaHOBMEHHOM cTtatben 24 Hactoswero ®PenepansbHOro
3aKoHa.

6.1. B cpok, He npeBbIWaLWMi NATM paboumx OHEN CO AHS MOMNYyYEeHUs 3aKntoveHus
KOMMCCUM IKCMEPTOB NO pesyfibTaTaM yKa3aHHOW B YaCTW 2 HACTOSILLEN CTaTbW SKCNEPTU3bI,
YNONMHOMOYEHHbIV beaepanbHbI OpraH NCNOSTHUTENBHOW BNacTu:

1) NpMHMMaET peLUeHNE O BHECEHUMUM W3MEHEHUA B AOKYMEHTbl, COAep’Kalimecsd B
perMcTpaunuoHHOM [OCbe Ha 3aperncTpupoBaHHbIA  FIEKApPCTBEHHbLIM npenapaT  Aans
BETEPUHAPHOIO NPUMEHEHUS, unn 06 oTkase BO BHECEHMUM TaKUX U3MEHEHWUN;

2) BHOCUT B TOCYOapCTBEHHbIN peecTp JIeKapCTBEHHbIX CPeaCcTB Ha OCHOBaHWUM
peLeHns 0 BHECEHNN U3MEHEHNIN B OOKYMEHTbI, COAepKallmMecs B permcTpaumoHHOM JOChbe
Ha 3aperMcTpupoBaHHbIN JIEKAPCTBEHHbIN nNpenapaT ANns BeTEePUHAPHOro MNPUMEHEHMUS,
HeobXxoauMble N3MEHEHMS 1 BO3BpaLLAEeT 3TU AOKYMEHTbI 3asiBUTENIO.

7. OcHoBaHMEM ans oTkasa BO BHECEHUWN U3MEHEHUN B JOKYMEHTbI, cogepXalumnecs B
PEermcTpauuoHHOM [OCbe Ha 3aperncTpMpoBaHHbIA  NIEKAPCTBEHHbIM npenapaTt  Ans
BETEPUHAPHOIO MNPUMEHEHUS, ABNSAETCS 3akryeHue YNoSIHOMOYEHHOro hbeaepanbHOro
opraHa WCMNOMHUTENbHOM BNAcTM O BO3MOXHOCTU CHWXKeHMst ©6e3onacHOCTW, Ka4yecTsa,
3(PPEKTUBHOCTM NeKapCTBEHHOrO npenapaTta Ans BETEPUHAPHOro MNPUMEHEHUs B criyvae
BHECEHMSI UIBMEHEHMWI B YKa3aHHbIE JOKYMEHTHI.

8. [onyckaetca ob6palleHne nekapCTBEHHbIX npenapaTtoB AN BeTepUHApPHOro
NPUMEHEHNSA 0O UCTEYEHUS CPpOKa rogHOCTWU, NPOU3BEAEHHbLIX B TEYEHNE CTa BOCbMUAOECATU
AHen nocne AaTbl NPUHATUSA YNOSTHOMOYEHHbIM doefeparnibHbIM OpPraHoOM WCMOSHUTENBHOWN
BNacCTU PELLEHNS O BHECEHUN U3MEHEHUI B AOKYMEHTbI, COAEPXKaLLMECH B PEMMCTPALMOHHOM
AOCbe Ha NeKapCTBEHHLIM npenapaT, B COOTBETCTBMM C MH(popMauumen, cogepxallenca B
AOKYMEHTaX PEermcTpaumoHHOro OOCbe Ha NeKapCTBEHHbIM npenapaTt A0 AaTbl NPUHATUSA
TaKoro peLleHus.

Cratbsa 32. OTmMeHa rocygapCTBEHHOW perMcTpaumm nekapcTBEHHOro npenapara

PeweHne 06 oTMeHe rocygapCTBEHHOW perncrpaumm fnekapCTBEHHOro npenaparta u
NCKITIOYEHNN NEKapCTBEHHOrO npenapaTta M3 rocygapCTBEHHOrO peecTpa feKkapCTBEHHbIX
CpencTB NPUHUMAETC YNONTHOMOYEHHbIM beaeparibHbIM OpraHOM UCMOSIHUTENBbHOM BRacTu
B Ccriyvae:

1) npencraBneHusi COOTBETCTBYHOLMM YNOMHOMOYEHHbIM deaeparibHbIM  OpraHoMm
NCNOSTHUTENbHOW BRacTy 3akmioYeHnss 0 pucke mnmn ob yrpose 340pOBbHO, XKMU3HM YerioBeka
UM XXMBOTHOIO MpU  MPUMEHEHUN FEKApPCTBEHHOro npenapaTta, npeBbIlakoWwmnx ero
3(pPeKkTUBHOCTb, MO pesynbTatam OCYyLECTBNSEMOrO MM MOHUTOpUHra 6e3onacHoCTU
nekapcTBEHHOro npenaparTa;

2) nopayn pepxatenem unu  BnagenbLUeM pPerucTpauMoHHOrO  yAOCTOBEPEHUS
NIeKapCTBEHHOro npenapata WM  YNoSIHOMOYEHHbIM MM APYTUM  IOPUANYECKAM  NNLOM
3aaBneHna 06 oTMeHe rocyfapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara;

3) HenoATBEPXAEHNS TOCY4ApPCTBEHHOW perncTpaumm NekapCTBEHHOro npenapara no
NCTeYEeHUN cpoKa OeNCTBUA PermcTpaumoHHOro yaoCcTOBEPEHNS, BbIAAHHOMO Ha NATL NeT;

4) HenpeacTaBreHust 3asiBuTenieM MHopMaumm, KoTopasi MOXET MoBreyb 3a cobown
HeobXo4MMOCTb BHECEHUS M3MEHEHU B LOKYMEHTbl, COAepXalmecs B pernctpauuoHHOM



A0Cbe Ha 3aperMcTpupoBaHHLIN NEeKapCTBEHHLIM NpenapaT, B TeyeHue TpuauaTtn paboumx
AHEeN CO OHSA HaACTYNMeHUst 3TUX U3MEHEHWU;

5) ocywecTBneHns rocyaapCTBEHHOM perncTpauumn nekapcTBEHHOro npenapaTta noj
TOProBblIM  HaMMEHOBaHWMEM  3aperncTpupoBaHHOrO paHee nNog  9TUM  TOProBbIM
HaUMEHOBaHWEM JIEKAPCTBEHHOrO npenapaTta, OTNMYaloLEerocsl KayecTBEHHbIM COCTaBOM
AENCTBYIOLLNX BELLECTB;

6) OCyLlecTBMEHNA roCyaapCTBEHHOW permcTpauumn 3asiBUTenemM OAHOM0 U TOro e
nekapCTBEHHOro npenapara nog pasnnyHbiMyM TOProBbIMWU HAMMEHOBAHUSIMN;

7) BblHECEHMSI CYOOM pELUEHUS O HapyleHuuM npaB npaBoobnagatens oObekToB
WMHTENNeKTyanbHOM COGCTBEHHOCTU NpK O06palLeHNN NEKapCTBEHHbIX CPEACTB;

8) oTcyTCcTBMS NekapcTBEHHOro npenapata B obpalleHnn B Poccuiickon ®epepaumm B
TeyeHue Tpex u bonee ner;

9) HeBbLINOSIHEHUS OepXaTeneMm unu BnagensuemM perncTpaumoHHOro yaocToBepeHns
fieKapCTBEHHOro npenapata nMbo yYNOSIHOMOYEHHBIM UMW OPYrMM  OPUONYECKUM  NNLOM
MeponpuaTui no obecneyveHnto 6e30nacHOCTN NeKapCTBEHHbIX NpenapaToB, YCTAaHOBMEHHbIX
YNONMHOMOYEHHbIM hbeaepanbHbIM OpraHoOM WCMOMHUTENbHON BNactTM B COOTBETCTBMM C
yactamn 3 n 4 ctatbn 64 Hactosiwero PefepanbHOro 3akoHa, B pamMKax OCYLLECTBIIEHUS
drapmakoHag30pa;

10) oTkasa [Jepxatend wnNu Bnagenbua pPerncTpaumoHHOro  yOoCTOBEpPEeHUs
rfieKapCTBEHHOro npenapara nMbo ynonNHOMOYEHHOrO UMW OPYroro KpuanNYeckoro nuua ot
BHECEHUS] U3MEHEHWN B WHCTPYKUMIO MO MNPUMEHEHUIO JleKapCTBEHHOro npenapaTa,
KacaloLmMXCsl HOBbIX MOATBEPXKAEHHbBIX AaHHbIX O TOM, YTO PMUCK NPUYMHEHUS Bpeaa 340P0BbIO
yernoBeka WNM XWBOTHOrO BCMEACTBME MNpuemMa feKapCTBEHHOro npenapata npeBbllaeT
3P PEKTUBHOCTb €r0 NPUMEHEHUS.

CraTtbsa 33. [ocynapCTBEHHbIV PEECTP NEKAPCTBEHHbIX CPEACTB

1. [ocyoapCTBEHHbIN peecTp JleKapCTBEHHbIX CPeACTB COAEPXUT MNepeyveHb
NEeKapCTBEHHbIX NpenapaToB, MpoWeAWwnx rocyaapCTBEHHYIO perMctpaumio, nepeyeHb
hapmaueBTUYECKMX CYyOCTaHUUKW, BXOASALWMX B COCTaB JleKapCTBEHHbIX MpenapaTtos, U
cneayrLyo MHOPMaLMI:

1) B OTHOLLEHUW FIEKapCTBEHHbIX NpenapaTos:

a) HaMMeHOBaHWe neKkapCTBEHHOro npenapata (MexayHapooHOe HenaTeHTOBaHHOe,
UK rpynnMpoBOYHOE, NN XMMUYECKOE N TOProBOE HAaUMEHOBaAHNSA);

0) nekapcTBeHHas hopma C ykasaHMeM LO3MPOBKM FIeKapCTBEHHOro npenapaTa u ero
KonmyecTtBa B NOTPEOUTENLCKON YNaKoBKe;

B) HaMMeHOBaHWe AepXxaTenda wunu Bragenbua perucTpauuoHHOro yaoCTOBEPEHUS
NekapCcTBEHHOro npenaparTa;

r) HAaMMEeHOBaHWe N agpec NPoON3BOAUTENS NEKAPCTBEHHOro nNpenapara;

A) apmakoTepaneBTMyeckas rpynna, Ko JfleKapCTBEHHOro npenapata no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudukauum, pekoMeHgoBaHHOW BcemupHom
opraHusauunen 3gpaBoOXpaHeHs;

€) NnoKasaHusa n NPOTUBOMNOKAa3aHUA K NPUMEHEHMIO NeKapCTBEHHOrO Npenapara;

) NoBGOYHbIE AECTBUS NEKAapCTBEHHOrO nNpenaparTa;

3) CPOK rogHOCTU NeKkapCTBEHHOro npenapara;

N) YCrOBUSA XpaHEHNSA NeKapCTBEHHOIO nNpenapara;

K) yCNnoBusi OTNycKa nekapCcTBEHHOro npenapara;

n) HomMep hapMakonerHOW CTaTbW UMK B Criy4yae ee OTCYTCTBMS HOMEP HOPMAaTUBHOW
AOKyMeHTauum nnbo HopMaTUBHOIO JOKYMEHTA;

M) [gaTta rocyagapCTBEHHOW peructpauuMuM NekapCTBEHHOro npenapata W ero
perncTpaunoHHbIN HOMeEp, AaTa 3aMeHbl PErMCTPALMOHHOIO Y4OCTOBEPEHUS NEKapCTBEHHOIO
npenapata Ha 6eccpoyHoe permcTpaumoHHoe yOOCTOBEpPEeHWe nekapCTBEHHOro npenapara,
AaTa nogayu 3asiBfieHusi 0 NOATBEPXKOEHUM rOCy4apCTBEHHOW perucTpaumm nekapCTBEHHOMO
npenapaTta, AaTta OTMEHbl rocyJapCTBEHHOW perucTpawmm nekapCTBEHHOro npenapara;
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H) Ka4yeCTBEHHbIN COCTaB W KOMMYECTBEHHbLIA COCTaB [LEWCTBYHOLLMX BELLECTB U
Ka4eCTBEHHbIN COCTaB BCMOMOraTesibHbIX BELLECTB NIEKaPCTBEHHOMO npenapara;

0) uHdopmaumss 000 BCex paspelleHHbIX Buaax BTOPUYHON (NOTPebUTenbCKon)
YyNaKOBKY;

n) pgata nNpUHATUS pelleHnsl O BO3MOXHOCTM paccMmaTpuBaTb JleKapCTBEHHbIN
npenapaTt nNpu rocyaapCTBEHHOW perucTpauum B KayecTBe Op¢aHHOro rnekapCcTBEHHOro
npenapara;

p) HanuMunMe nekapCTBEHHOro npenapata B MEpeYHe XU3HEHHO HeobXoauMbIX |
Ba)KHEMLLUNX NeKapCTBEHHbIX NpenapaTos;

C) Hanuune B NEKAapCTBEHHOM npenapaTe HapKOTUYECKUX CPeAcCTB, MCUXOTPOMHbIX
BELECTB M WX MNPEeKypcopoB, noanexawmx KoHTponto B Poccunckon depepauun, B
COOTBETCTBMM C 3akoHogaTenbctBoM Poccuiickon degepaumn, MexagyHapoOHbIMU
porosopamn Poccuinckon ®epgepaunn, B ToM vncne EOMHON KOHBEHUMEN O HApPKOTUYECKUX
cpeacteax 1961 roga n KoHBeHumMen o ncuxoTpornHblx BewecTtsax 1971 roga;

T) wuHopmauMss O TOM, SABNAETCS NW  [daHHbIA  JfIeKapCTBEHHbIA  npenapaT
pedepeHTHbIM NekapCcTBEHHbLIM NpenapaTomMm;

y) cBedeHuss O nojade 3asBfeHUs O BHECEHUNM W3MEHEHUA B [OKYMEHThI,
cogepxalumecs B permcTpaunmoHHOM AOCbEe Ha fIEKapCTBEHHbIN npenapar;

@) cBeeHMs O B3aMMO3aMeHAEMOCTU JIeKkapCTBEHHOrO npenaparTa,;

X) CPOK BBEAEHUSA NIEKAPCTBEHHOrO NpenapaTta B rpa)kgaHckuin obopor;

2) B OTHOLWEHWN hapMaLeBTUYECKNX CyOCTaHLMI:

a) HanMeHoBaHue dapmaueBTUYECKON cybecTaHumm (mexxgyHapogHoe
HenaTeHTOBaHHOE, UMW rPYNMUPOBOYHOE, NN XMMUYECKOE U TOProBoe HauMEHOBAHUS);

0) HauMeHoBaHWe 1 agpec NPoM3BOANTENS dhapMaLeBTUYECKON cybcTaHUuu;

B) CPOK rogHOCTW hapmMaLeBTUYeCcKon cybcTtaHumm;

r) yCrnoBus xpaHeHusi bapmaLeBTUYECKOM CyOCTaHLMK;

) Homep dhapMakonemHon ctaTbl UK B Criyd4ae ee OTCYTCTBUA HOMEpP HOPMaTMBHOW
AOKyMeHTauum nnbo HopMaTUBHOIO AOKYMEHTA;

e) Hanuuue dapmaueBTUYecKkon CyOCTaHUMM B MepeyHe HapKOTUYECKUX CpeacTs,
NMCUXOTPOMHbIX BELLECTB M WX MNPEKYPCOpPOB, noanexawmx KoHTponto B Poccunckon
depepaumm, B COOTBETCTBMM C  3akoHogaTenbCcTBOM  Poccumnckon  depepaumn,
MeXxayHapoaHbiMu gorosopamu Poccuinckon denepauum, B ToM Yncne EOMHONM KOHBEHUMEN
O HapkoTun4yeckux cpeactsax 1961 roga n KoHBeHumenm o NCUXOTponHbiX BewectBax 1971
ropa.

2. ®apmaueBTudeckaa cybcTaHuMs, Npou3BefeHHas ons peanusauuun, MoxeT ObiTb
BKMNOYEHA B rOCyapCTBEHHbLIA PEECTP NEKApPCTBEHHbLIX CPEACTB HA OCHOBAHUWN 3asiBNEHMUS
paspaboTymka Unu NPou3BOAUTENS FIEKAPCTBEHHOIO cpencTea SiMbo yNnomHOMOYEHHOro MU
IOPMANYECKOTO Nnua Npu YCrnoBUM MPOBEAEHUA B OTHOLLUEHMM Takon dhapmaueBTUYECKOM
cybcTaHuuM  3KCnepTu3bl  KayecTBa (papMaueBTUYECKOW  cybCcTaHuMM B Mopsake,
yCcTaHoBfeHHOM cTatben 34 Hactosuwero ®denepanbHOro 3akoHa. B oTHowweHun
hapMaueBTUYECKUX CYOCTaHUMIA, MPOU3BEOEHHbLIX ANSA peanusauun, B rocygapCTBEHHOM
peecTpe nekapCTBeHHbIX CPEACTB COAEPXKUTCA cneaytowas nHpopmaums:

1) HauMeHoBaHue drapmarieBTUYECKON cybecTaHumm (mMexxagyHapoaHoe
HenaTeHTOBaHHOE, NN rPYNNMPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAaMMEHOBAHWS);

2) HauMeHoBaHWe N agpec Npou3soauTensa apmMaueBTnYecKkon cybctaHumm;

3) CpPOK rogHOCTH hapmaueBTUYECKON CybCTaHumu;

4) ycnoBus XpaHeHus hapmaueBTnieckon cybctaHumm;

5) Homep chapmakonenHom ctatbn NMOO B Criyyae ee OTCYyTCTBUSA HOMEP HOPMaTUBHOM
AOKYMEHTauUM Unmnm HOPpMaTUBHOIO JOKYMEHTA;

6) Hanunume dapmaueBTUYECKON CybCTaHUMM B MNEepeyHe HapKOTMYECKUX CPEeAcCTB,
NMCUXOTPOMHbIX BELLECTB W WX MPEKYPCOPOB, MoAnexawmx KOHTponw B Poccuinckon
depepaumm, B  COOTBETCTBMM C  3akoHogaTenbCcTBOM  Poccumnckon  depepaumn,
MexayHapoaHbiMu gorosopammn Poccuiickon depgepaumm, B TOM Ynucrne EANHON KOHBEHUMEN
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O HapkoTumyeckmx cpeacteax 1961 roga n KoHBeHUMEN O NMCUXOTPOMHLIX BewectBax 1971
roga;

7) paTta BKMYeHUst dpapmaueBTUMYECKOM CyOGCTaHUMM B rOCy4apCTBEHHbIN peecTp
NEeKapCTBEHHbIX CPeACTB, faTa BHECEHWA W3MEHEHUA B [JOKYMEHTbl (hapmMaueBTUYEeCKOn
cybcTtaHuun, pata ucknveHna dapmaueBTUYeckon cybcTaHuunm w3 rocyaapcTBEHHOIo
peecTpa nekapcTBeHHbIX CPeaCTB.

3. lNopsagok BedeHUsi rocyaapCTBEHHOrO peecTpa JfekapCTBEHHbIX CPeacTB Ans
MeANLMHCKOro NPUMEHEHUS 1 NOpSAOK BeOeHUs rocyJapCTBEHHOIO peecTpa neKkapCTBEeHHbIX
cpeaocte and BETEPUHAPHOro NPUMEHEHNS yTBEpXaarTCcA COOTBETCTBYHOLLMM
YNONHOMOYEHHbIM dpefepanbHbiM OPraHoOM UCMOMHUTESNbHOW BRacTu.

Crtatba 34. BknioyeHne B rocygapCTBEHHbIA PEECTP JNEeKapCTBEHHbIX CPeAcTB W
UCKMIOYEHNEe U3 TOCYdapCTBEHHOro peecTpa JfeKapCTBEHHbIX CpeacTs
hapmaueBTUYeCcKon cybcTaHunmn, NpomM3BeaeHHON ANs peanu3aumm

1. [Ona BknoYeHWs dapmaueBTU4eckorM cybCcTaHuun, NpouM3BEeOeHHON  Angd
peanua3auuun, B rocygapCTBEHHbIA peecTp NeKapCTBEHHbIX CPeACTB, NPOBOAUTCSA JKCrnepTusa
ee KadecTBa.

2. JkcnepTusa kayecTBa ykasaHHOM B YacTu 1 HaAcTosLeNn cTaTbm hapMaueBTUYECKON
cybcTaHuun, cocTaBneHne KOMWCCUEW 3IKCMEepTOB 3aKkM4vyeHun no pesynbtataMm 9Tou
3KCnepTuU3bl U UX HanpasfieHne B YNOSIHOMOYEHHbIN hefeparibHbiA OpraH UCMOSTHUTENbHOW
BNacTW OCYLLECTBASAOTCA B CPOK, HE MpeBblalowmi wectnaecatn paboymx gHen co OHS
NonyyYeHnss 3KCNEepPTHbIM yypexaeHWeM COOTBETCTBYIOLLEro 3adaHus  YNOSIHOMOYEHHOro
heiepanbHOro opraHa UCMOMHUTENbHOM BAcTU U Cneayowmnx JOKYMEHTOB:

1) KONWs NULEH3MM Ha NPOM3BOACTBO NIEKAPCTBEHHbBIX CPEACTB UMM KOMUS 3aKN0YeHUs
O COOTBETCTBUM NPOU3BOOMTENSA  JfleKapCTBEHHbIX CcpeacTB TpeboBaHuAM  npaBwun
Hagnexawen npou3BOACTBEHHON MPaKTUKW, BblAAHHbIE YNOSTHOMOYEHHbIM beaepanbHbIM
OpraHOM WUCMOJSTHUTENbHOW BracTu, B Cchnyyae, ecnn MpOu3BOACTBO JleKapCTBEHHOIO
npenapata ocywectandaetcs B Poccuinckon ®enepaunu;

2) KOMusi Bbl4@HHOMW YNOSIHOMOYEHHbLIM OPraHOM CTpaHbl NMPOU3BOAUTENS NULEH3UN Ha
NPOV3BOACTBO NIEKAPCTBEHHOIO CPeACcTBa U ee NnepeBod Ha PYCCKUA A3blK, 3aBEPEHHbIe B
YCTAHOBMIEHHOM MOpsiAKe, W KOMUS  3aKMioYeHWs O COOTBETCTBMM  MNpou3BoauTens
NeKapCTBEHHbIX CpeacTB TpeboBaHWAM NpaBun Haanexailen npon3BOACTBEHHOW MPAKTUKWM,
BblAA@HHOMO YMNOSIHOMOYEHHbIM (heaepanbHbiM OpraHoM UCMNOSTHUTENBHOW BracTu, B cry4yae,
€CIi1 NPOn3BOACTBO JIEKAPCTBEHHOIO CpeaCTBa OCYLECTBSAETCA 3a npegenamm Poccunckom
depepauyunm;

3) OOKYMEHT, cogepxalumin crneqyrowme csefeHns o papmMaueBTUYeCcKon cybcTaHumnu:

a) HauMeHoBaHMe hapmMaLueBTUYECKON CybCTaHUMN, ee CTpyKTypa, obLumne CBOMCTBA;

0) HauMeHoBaHWe 1 agpec NPoOM3BOAUTENS;

B) TEexXHOMorms mnpouM3BoACTBA C ONWCaHWEM CTaguvi NPOU3BOACTBA M METOAOB
KOHTPOSISi Ha BCEX CTaausaX NPOU3BOACTBa;

r) onucaHme pa3paboTkm npoLuecca NPON3BOACTBA;

A) OnuWcCaHMe KOHTPONA KPUTUYECKMX CcTagum npouecca MpouM3BOACTBA MU
NPOMEXYTOYHOW NPOoAyKLUnu;

€) OOKYMeHTanbHoe NoATBepXaeHue (Banugaumns) NpoueccoB U (Mnn) nx OLEHKa;

) CBOMCTBA M CTPYKTYpa AENCTBYIOLLUNX BELLECTB;

3) XapakTepucTuka npumecen;

n) cneundmkauma Ha hapmaueBTUYeCKyto cybcTaHumio u ee 060CHOBaHME;

K) aHanMTun4eckne MeToauKu, UCnonb3yemMble NPU OCYLLECTBIIEHMM KOHTPOMS KavyecTBa
dapmaueBTU4ecKon cybcTaHuuu;

n) [JOKyMeHTanbHoe noAaTBepXaeHwe (Banupaumd) aHanuTUYeckux MeToauk,
NCNosb3yeMblX MPU OCYLLLECTBINEHNN KOHTPONS KavyecTBa papMaLeBTU4EeCKOM CyGCcTaHumm;

M) pe3ynbTaTbl aHanu3a cepun papMmaueBTU4eckon cybcTaHuuu,

H) nepeyeHb CTaHAapTHbIX 06pasuoB WNU  BEWeCcTB, WCMNOMb3yeMbIX NpU
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OCYLLECTBEHNN KOHTPOISI KA4eCcTBa;

0) OnucaHne XapakTepUCTUK WU CBOMCTB YMNaKOBOYHbIX MaTtepuasrioB U YKYNOPOYHbIX
CpencTB;

n) AaHHble 0 CTAabMNbHOCTM PapMaLeBTUYECKOM CyOCTaHUMK;

p) CPOK rogHOCTH.

3. [lna npoBefeHUs 3KCNepTU3bl KavyecTBa yKa3aHHOW B 4acTu 1 HacCToslwen ctaTbu
dapmaueBTUdeckon  cybcTtaHuMm  3asiBUTENb  NPEACcTaBnsieT B YNOSIHOMOYEHHbIN
deaepanbHbIi opraH UCNOSTHATESNBHOW BACTU:

1) 3asBreHne O BK/MIOYEHWN B rOCYOAPCTBEHHbLIA PEECTpP JfEKApCTBEHHbIX CPEeaCTB
AaHHON dhapmaueBTUYECKON cybcTaHUuu;

2) Konus OOKYMeHTa, noaTBepXgatouwero ynnaTy rocygapCTBEHHOW MOLWSUHLI 3a
BKINKOYEHNE B TOCYLAPCTBEHHLIN peecTp JeKapCTBEHHbIX CpeacTB dapmaueBTUYECKOn
cybcTaHuuKn, npou3BedeHHOW [nOns peanu3aumm, nmMbo no COBGCTBEHHOW WHUUMATUBE
yKasaHHbli OOKYMeHT. B cnyyae ero HenpeacrtaBneHus 3adBuTENEM YNOSTHOMOYEHHbIN
dpefiepanbHbIA OpraH MCMNOMMHUTENBHOM BNacTyu NpoBepsaeT (hakT ynnaTtbl rocyaapCTBEHHOM
MOLSMNHbI 3asiBUTENEM C WCMNOMb30BaHMEM uWHGopmaumm 06 ynnate rocygapCTBEHHOM
NMOWMWUHLI,  cogepxawenca B  [ocyaapCTBEHHOM  MH(POPMAUMOHHOM  cCUCTEME O
rocygapCTBEHHbIX M MYHMUMNANbHbIX MNaTexax, Ha OCHOBaHWM nNpencTaBlEeHHON
3asiBUTENEM KONUM AOKYMEHTa, NoATBEPXKAAIOLEro ynnaTty rocy4apCTBEHHOM MOLWIIVHbI;

3) OOKYMEHTbI, YKa3aHHble B YacTu 2 HACTOSLWEN CTaTby;

4) 3adBneHne o0 Bblgaye paspelleHnsa Ha BBO3 B Poccuickyto degepaumo KOHKPETHON
napTuM He3apermcTpMpoBaHHOIO JIEKAPCTBEHHOIO CpeacTBa, MpeAHa3HadYeHHoro Ans
npoBeaeHNs1 YKa3aHHOW 3KCnepTusbl.

4. B TeyeHne pecatn paboumx OHENW CO OHS MNPUHATUSA 3asiBIIEHUA O BKIOYEHUN
ykasaHHOW B 4YactTu 1 HacTodwen cTaTbl apmaueBTU4eckon cybctaHuun B
rocygapCTBEHHbIV PEECTP NEKApCTBEHHbIX CPEACTB N JOKYMEHTOB, NEPEYNCTIEHHbIX B YacTu 1
M NyHKTe 2 YacTm 3 HacTodwen craTbu, YMNOMHOMOYEHHbIM dyedeparnbHbli  opraH
NCMONHUTENBbHOW BRacTu:

1) nNpoBOAMT NPOBEPKY MOMHOTbI WM AOCTOBEPHOCTU [AdaHHbIX, COAEepXalumMxcs B
npencTaBNeHHbIX 3asiBUTENEM AOKYMEHTAX;

2) NpUHUMaeT pelleHMe O HarnpasfeHUW B IKCNepTHOEe YyypexaeHue 3agaHusa Ha
npoBeeHMe OKCNepTu3bl KayecTBa YyKasaHHOM B 4Yactm 1 HacToswen cTaTbu
hapmaueBTUYeckon cybcTaHuum nnm o6 oTkase B TakOM HanpasneHuu;

3) yBeOooMnsieT B 3MIEKTPOHHOW MM MUCbMEHHOW OOpME 3asaABUTENS O MPUHSATOM
peLeHnn unn B criydae oTkasa C ykasaHueM NpUYnH Takoro otkasa.

41. B cnyvyae BbISIBIEHUSI HeLOCTOBEPHOCTU CBEAEHUW, coAepXawuxcs B
npeaCTaBneHHbIX 3asiBUTenemM mMarepuanax, YrnoSIHOMOYEHHbIN bedepanbHbI  OpraH
WCMONHUTENbHOM BRacTU HanpaensieT 3asiBUTEN0 3anpoc 06 YTOYHEHUU yKa3aHHbIX
cBedeHun. [laHHbIN 3anpoc MOXeT OblTb nepedaH YNONIHOMOYEHHOMY npeacTaBUTESo
3asBUTENSA NNYHO NOL PacnuCKy, HanpasfieH MO MoYTe 3akasHbiM MUCbMOM UMW NepenaH B
3NEKTPOHHOM hOpME MO TeNeKOMMYHUKALUWOHHBIM KaHanam cBsasn. B cnyvyae HanpasneHus
AaHHOro 3anpoca Mo no4vte 3akasHblM MUCbMOM OH CYMTAETCs MOSyYEHHbIM MO UCTEYEHUU
LecTn OHEN ¢ AaTbl HaNpPaBieHUs 3aka3Horo NMcbma.

4.2. 3agsutenb o00s3aH npeactaBAUTb OTBET Ha 3anpoc  YNoOSTHOMOYEHHOro
degepanbHOro opraHa WCMONMHUTENbHOMW BNacTM B CPOK, HE NpPeBbIalWNN AeBsHOCTa
pabounx AHen Co OHA nonyyYyeHus aaHHoro 3anpoca. Cpok, YyKasaHHbI B 4acTu 4 HacToALEeN
cTaTbu, NPUOCTaAHABNMBAETCS CO [HS HanpaBneHus 3adBUTENIO 3anpoca YNOfIHOMOYEHHOro
deaepanbHOro opraHa MUCMNOMHUTENbHOW BlacTu OO AHSA MOSIyYEHUS UM OTBETa Ha OaHHbIN
3anpoc 1 He y4nUTbIBAEeTCHA NPU UCHUCIIEHNN CPOKa IKCNEePTM3bl KayecTBa hapMaueBTUYECKON
cybcTaHuumn, HEMCNONb3yeEMOWN NpY NPOM3BOACTBE JIEKAPCTBEHHbLIX NPenapaTos.

5. OcHoBaHMeM Ans oTKasa B HanpaBSfieHUM B 9KCMEPTHOE ydpeXaeHue 3afaHus Ha
npoBedeHne JKCNepTu3bl KayecTBa YyKasaHHOM B 4Yactm 1 HacTosilenm cTaTbu
hapmaueBTUYECKON CyBCTaHUMM SBNSIeTCA HenpeacTaBreHne [OOKYMEHTOB, YKa3aHHbIX B



YacTu 2 HacTosdlen cTaTbW, OTCYTCTBME WHGOPMauuuK, noaTsepxpawlwen dgakt ynnathbl
rocyapCTBEHHOM MOLUMNHBI 32 BKIKOYEHWE (hapmaueBTMYeckon cybcTtaHuumn, Nnpon3BeaeHHOM
ANa peanusauun, B rocyapCTBEHHbIA peecTp NeKkapCTBEHHbIX CPeacTB, HenpeacTaBneHune
3asiBUTENEeM B YCTAHOBJIEHHbIA CPOK OTBETa Ha YyKasaHHbI B YacTu 4.1 HacToswen ctaTby
3anpoc  YMNOMHOMOYEHHOro  defepanbHOro  opraHa  UCMOMHUTENbHOW  BNactu — Unu
npeacTaBneHne AOKYMEHTOB, He CoAeplKallMx MCYEpnbIBaKOLWEro nepeyHs HeobxoanmbixX
CBeaEeHUNn.

6. B TeyeHme nsaTHaguatM paboymx OHEW CO OHA  NOSYYEeHUs  peLLeHus
YNOMHOMOYEHHOro eaepasnbHOro opraHa WCMNOMHUTENBHOW BNAcTU O HanpasfieHuu B
9KCMNepTHOE yypexaeHue 3aJaHns Ha nNpoBefeHne 3KCnepTu3bl Ka4ecTBa yKa3aHHOW B YacTu
1 HacToswen cTatbu papmaueBTMYECKON CyOCTaHuMM 3asBuTENb NpeacTaBnseTr B
3KCNepTHOE yupexaeHue ans npoBeaeHnsa JaHHOW 3KenepTrabl 06pasubl hapmMaueBTUYECKON
cybCcTaHuuMnM B KONM4YecTBe, HEeoOXOAMMOM ANS BOCMPOM3BEOEHUS METOO0B KOHTPONs
KayecTBa. OKCNepTHOe y4pexaeHue npu nonydeHun obpasuoB ykasaHHoOW B Yactu 1
HacTosillen cTaTbM apMaueBTMYECKOW CyOCTaHUuMM BblOaeT 3asBUTEN0  JOKYMEHT,
noaTBepXaatoLnin noryvyeHne atux obpasuos, U B CPOK, HE MPEBbILIAOWMIA Tpex pabodmnx
OHen, yBeJoMSSieT B 9NEKTPOHHOM WM NUCbMEHHOM doopMe 06 3TOM YNONHOMOYEHHbIN
denepanbHbii  OopraH WCMNOMHUTENBbHOW BRacTu. 3TM CPOKM HE BKNHOYAKTCA B CPOK
npoBeaeHnst AaHHOW 9KCNepTU3bI.

7. JOKyMeHTbI, MOCTYNMBLUNE B SKCMEPTHOE YUYpexaeHue Ansa NnpoBeaeHUst aKCnepTusbl
KayecTBa yKasaHHOMW B 4Yactm 1 HacTodwen craTbn papmaueBTMYecKkon cybcTaHuuu,
noanexaT BO3BpaTy B YMNOSIHOMOYEHHbIN doeepanbHblii OpraH MCNOMHUTENbHOW BRacTu
OAHOBPEMEHHO C 3aKNYEHUAMM MO pe3yribTaTaM NpoBeAEeHHON 3KCNepPTU3bI.

8. B cpok, He npeBbiwawWwmi NATUM paboymx OHEW CO OHS MNONyYeHus 3aKnioYeHus
KOMUCCUM SKCNEepTOB MO pesynbTaTaM 3KCNepTusbl KayecTBa Yykas3aHHOM B 4actn 1
HacTosLLEeN cTaTbk bapmaLeBTMYECKON CyOCTaHUMM, YNONMHOMOYEHHbIN doeaeparnbHbln opraH
NCMONHUTESTbHOW BacTu:

1) ocCyLleCTBNAET OUEHKY TaKoro 3akfiudeHus Ons onpefeneHus ero CooTBeTCTBUSA
3a4aHuIo Ha NpoBeAeHNe JaHHOM 3KCNepTUsbl;

2) NPUHMMAET peLUEeHNEe O BKIMHOYEHUM YKa3aHHOW B 4acTu 1 HacCTOsLEN cTaTby
hapmaueBTUYeCKON CybCTaHUMM B roCy4apCTBEHHbIM PEECTP NIEKapCTBEHHbIX CPeAcTB uUnu
pelleHne 06 oTKase B TaKOM BKIHOYEHWM;

3) BHOCUT MNPU MPUHATUN peLleHnsl O BKIOYEHUN YKa3aHHOM B 4YacTu 1 HacTosiwen
ctatbM apmaueBTMYECKOM CYyOCTaHUMM B TrOCY4ApPCTBEHHbIN PEEecCTp NeKapCTBEHHbIX
CpeacTB npeaycMOTPEHHY NyHKTOM 2 4vactu 1 crtatbm 33 Hactosduwero depepanbHOro
3aKkoHa WHdopMauui n yBegoMnsieT o6 3TOM B 3MEKTPOHHOW WAW MUCbMEHHOW dopme
3asBuTeng.

9. OcHoBaHMeM pAnsi oTka3a BO BK/HOYEHUN YKa3aHHOM B 4YacTM 1 HacTosiwewn
cTaTtbu (papmaLeBTUYECKOM CYyBCTaHUMM B rOCYyAApCTBEHHbLIM PEECTp JNeKapCTBEHHbIX
CPEeACTB SABMSETCH pelleHne COOTBETCTBYIOLLEro YNONHOMOYEHHOro doefepanbHOro opraHa
UCMONHUTENbHOM BflaCTM O TOM, YTO KayecTBO (papmaLeBTMYECKOM CyOCTaHUuuM He
noaTBepPXaeHo Nory4YeHHbIMU AaHHbIMU.

10. He gonyckaeTcsi BKNIOYEHUE B rOCYy4apCTBEHHbIN PEECTP NIEKapCTBEHHbBIX CPEACTB
ofHoN hapmaLeBTUYECKOM CybBCcTaHuMu, NPOU3BEAEHHOW ONA peanusaunm 1 BblMyCKaeMoun
OLHVM 1 TEM Xe NPOoM3BOANTENEM, B BUae ABYX U Bonee peecTpoBbIX 3anuncen.

11. BHeceHue wn3aMeHeHMn B [OOKYMEHTbl Ha papmaueBTMYECKYD CybCcTaHumio,
npou3BefeHHYID ANnA  peanu3auum U BKIIOYEHHYHD B FOCYAApPCTBEHHbLIN  peecTp
NeKapCTBEHHbIX CPeACTB, OCYLLECTBSEeTCA B nopsagke, ycrtaHoBrieHHOM ctatbsamu 30 n 31
HacToswero  ®degepanbHOro  3akoHa, C  ynnaton  rocygapCTBEHHOW — MOLUSIMHLI,
npeaycMOTPEHHOM 3akoHoaaTenbcTBoM Poccuinckon ®egepaumm o Hanorax n cbopax.

12. JonyckaeTtcsa obpaweHne dapmaueBTUYeckux cybcTaHumMn, NpOn3BEAEHHbIX AN
peanusauuun, B Te4eHue cTta BOCbMUAECATU OHeW OO M nocne NPUHATUA YNOSTHOMOYEHHbIM
deneparnbHbIM OpraHoM WCMOSTHUTENbHOW BriacTu pelleHnss O BHECEHUW W3MEHEHUN B
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AOKYMEHTbl Ha apMaueBTMYECKY0 CyOCTaHUMoo, NPOU3BEAEHHY AN peanu3auum wu
BKIMIOYEHHYIO B rOCYAapCTBEHHbIN PEecTp flekapCTBEHHbIX CPeaCTB.

13. PewweHune 06 NCKoYeHn n3 rocyaapcTBEHHOrO peectpa fekapCTBEHHbIX CPEeaACTB
dapmaueBTU4eckorn cybcTaHuuK, NPOM3BEAEHHOM [ONs  peanu3auun, nNpuvHMMaeTca
YNOMHOMOYEHHbIM dpefeparibHbIM OpraHOM UCNOSTHUTESNbHOW BNAcTu B Cny4yae:

1) npencraBneHUs COOTBETCTBYHOLMM YMNOSHOMOYEHHbIM defeparibHbIM  OpraHoMm
WCNOSTHUTESNTbHOW BMAaCTU 3aKIOYEHUA O pUCKE UM 00 yrpose >XU3HWU WNN 300POBbIO
Yyenoseka nMMbOo XMBOTHOMO NPU NCNONb30BaHUKN NIEKAapCTBEHHOIO CPeACTBa;

2) nogayn pas3paboTyMKOM JieKapCTBEHHOro cpeacTtsa WM NPoOU3BOAUTENEM
NEeKapCTBEHHOro cpeacTBa MO0 YNONMHOMOYEHHbIM WMW  APYTUM  HOPUANYECKUM  JNTMLOM
3aaBneHna o6 WCKMYEeHUNn U3 TrocydapCTBEHHOrO peecTpa JNeKapCTBEHHbIX CpeacTs
dhapmaueBTUYeCKON cybCcTaHUMK, NPOM3BEAEHHON ANS peanu3aunm;

3) oTcyTcTBMS hapmaueBTUYECKOM cybcTaHummn, NPou3BEAEHHOM NS peanu3auuun, B
obpalueHnn B Poccunckon degepaunm B TevyeHme Tpex u bonee ner.

Cratba 35. YTpatuna cuny ¢ 1 nona 2015r.

Cratba 36. OO6GxanoBaHwe pelweHns o6 oTKkase B Bblgave paspelleHns Ha
npoBedeHe KIMHUYECKOTO UCCneaoBaHWs fekapCTBEHHOro npenaparta,
peweHnss o6 oTKase B rOCydapCTBEHHOM perncrtpaunm nekapCTBEHHOMO
npenapara, 3aKoyYeHNsS KOMUCCUM IKCNEePTOB 3KCNEPTHOrO ydpexaeHusa unm
3aKM4YeHNda coBeTa Nno 3Tuke

PeweHune COOTBETCTBYIOLLENO YNOMHOMOYEHHOIo beneparnbHOro opraHa

NCMONHUTENbHOW BriacT 06 OTKase B Bblgaye paspelleHus Ha npoBedeHune KIMHUYECKOro
nccnenoBaHns NekapCTBEHHOMO npenaparta, pelleHne ykasaHHOro peaepanbHOro opraHa
UCMONHUTENbHOW BriacTu o6 OTkase B roCy4apCTBEHHOW perucrTpauum nekapcTBEHHOro
npenapara, 3aKfyYeHne KOMUCCUM IKCMEPTOB IKCMEPTHOrO yYpexOeHUs unu 3akmnoyeHue
coBeTa Mo 3TUKe MoXeT ObITb 06XanoBaHo B NopsiAke, YCTaHOBMEHHOM 3aKOHOA4ATENbCTBOM
Poccunckon depepauunn. 3aknoveHne akcnepTta, oPopMIIEHHOE MO UTOraM 3KCNepTusbl B
uensix onpegeneHns  B3aMMO3aMEHSIEMOCTM  3aperMcTpuMpoBaHHOIO  fieKapCTBEHHOro
npenaparta, MoxeT ObITb 0OXanoBaHO AepXaTtenem unu BrnagenbLemM perncTpaumoHHOro
yOOCTOBEPEHNSA  NEeKapCTBEHHOro0 npenapata B KOMWUCCUIO  9KCMEPTOB  3KCMEPTHOrO
yupexaeHus. 3aknioyeHne KOMMCCUN IKCMEPTOB IKCMEPTHONO ydpexaeHus, opopmrieHHoe no
uToram rnepecMoTpa 06XanoBaHHOrO 3aKkf4YeHUss 3JKcnepTa, MOXeT OblTb OCnopeHo
aepxatenem wnu BnagenbueM  pPerncTpauuoHHOro  YAOCTOBEPEHUSI  NeKapCTBEHHOro
npenapata nuB0O  YNOSTHOMOYEHHbIM UMW  NMUOM B  nNopsigke, YCTaHOBMIEHHOM
3akoHo4aTernbLCTBOM Poccuinckom depnepauun. Mpwn obxanoBaHuu pelleHna
YNONTHOMOYEHHOIO (hefepanbHOro opraHa WUCMOMHUTENbHOM BRACTU, 3aKMOYeHUa akcrnepTa
UM  KOMWUCCUM IKCMEPTOB IKCMEPTHONO YYpEexXOeHUs, 3akryeHus coBeTa Mo  3TuKe
aepxartenb unu Bnageney perncTpaunuoHHOro yaoCTOBEPEHUS fleKapCTBEHHOMO npenapaTta
nmbo  ynonHOMOYEHHOE MMM §NWUO  BNpaBe nNpeacTtaBuTb pesynbTaTbl  3KCNepTusbl
fleKapCTBEHHOro npenaparta, NPOTOKOSbl MOMYyYEHHbIX akKKpeauTOBaHHLIMWU UCTbITaTENbHbIMU
nabopartopusamu (LeHTpammn) pe3ynbTaToB UCCeLOBaHUN, UCNbITAHUNA.

Cratba 37. WVIH(opmauusa, cBA3aHHas C OCYLLEeCTBMEHUEM rOCyAapCTBEHHOMN
perncrpauum neKkapCTBEHHbIX npenaparTos, NHpopmauns o]
3aperncTpuMpoBaHHbIX  NEeKapCTBEHHbIX Mpenapatax W feKkapCTBEHHbIX
npenaparax, WCKITYEHHbIX U3 roCcyfapCTBEHHOrO peectpa NeKapCTBEHHbIX
cpeacTs

1. CoOTBETCTBYIOLWMN YNOSTHOMOYEHHbI doefepanbHbli  OpraH WCNONHUTENbHOM

BflacTM pasmMmellaetr Ha cBoeM oduumanbHoMm caunte B cetu "MHTepHeT" uHopmauuio,
CBSI3aHHYIO C OCYLLIECTBINEHNEM rOCyJapCTBEHHOW perncrpaumm nekapcTBEHHbIX nNpenapaTos,
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B TOM 4uCne NpoBeAeHNEM 3KCMepTU3bl NeKapCTBEHHbIX CPeAcTB (BKIYasa pesynbTaTbl ee
nposefeHust), uHOpPMaUMIO O 3aperucTpupoBaHHbIX FEKAapCTBEHHbIX Mpenapartax Wu
NeKapCTBEHHbIX NpernapaTtax, UCKITIOYEHHbIX U3 roCy4apCTBEHHOIO peectpa fekapCTBEHHbIX
CPeACTB, He No3aHee YeM Yyepes NsATb paboumx OHEN CO AHS MONyYeHUs COOTBETCTBYHOLLUM
YNOMHOMOYEHHbIM ~ doefieparnbHbIM  OpPraHOM  UCMOMHUTENbHOW  BNactu  3asiBNEeHns O
rocygapCTBEHHOW pernctTpauumn nekapCTBEHHOro npenaparTa.

2. Cpokn un nopsagok pasMmelleHusl ykasaHHOM B YacTm 1 HacTosiwen craTbu
NHopMauuu yCTaHaBIMBalTCA YNONTHOMOY€EHHbIM deaeparnbHbIM opraHom
ncnosiHnTeneHom Bnactn. IHgopmauums, ykasaHHas B 4acTn 1 HacTosLen ctaTbn, ABNSETCA
OTKpbITOM M 00LWefOCTYNHOW N NpeaoCcTaBNAeTCca 3anHTepecoBaHHbIM fLam B COOTBETCTBUM
C 3akoHogaTenbcTBOM Poccuiickon ®eaepauuu.

MnaBa 7. KnuHnyeckne nccrnenoBaHus fiekapcTBeHHbIX NpenapaTtoB Ans
MeAULMHCKOro NpUMMeHeHus, LOroBop o6 ux npoBeaeHUn, npaBa NaLMeHToOB,
y4yacTBYHOLWMUX B 3TUX UCCIIefOBaHUSAX

Cratba 38. KnuHudeckne uccnenoBaHUs fEKapCTBEHHbIX MpenapaToB  Ans
MeANLMHCKOro NpMMeHeHs

1. KnuHuyeckne wuccnegoBaHWs NeKapCTBEHHbIX MpenapaToB ANs MeOULMHCKOro
NPUMEHEeHNa, B TOM 4uUCre MeXAyHapoAHble MHOrOLEHTPOBblE, MHOrOLEHTPOBbLIE,
NOCTPErncTpaunoHHble, NPOBOASTCSA B O4HOM UMW HECKOMbKNX MEOULMHCKMX OpraHn3aumsax B
COOTBETCTBUM C MNpaBuflamMn Hagnexaiwlen KIMHUYECKOW MpaKkTUKW, YTBEepPXOEHHbIMU
YNOMHOMOYEHHbIM beaeparnbHbIM OpraHoM WCNOMIHUTENbHOW BMacTh, COOTBETCTBEHHO B
cnegyrowmnx Lensx:

1) yctaHoBneHne ©6e30MacHOCTN NeKapCTBEHHbIX MpenapaTtoB [Ans  340POBbIX
AobpoBonbLEB U (MNKN) NEPEHOCMMOCTM UX 300POBLIMU OOOPOBOMbLAMMU, 32 UCKITHOYEHMEM
Takux WCCNeaoBaHWMA NEeKapCTBEHHbIX MpernapaToB, NPOW3BEAEHHbIX 3a npegenamu
Poccuinckon ®epepaunm;

2) noabop onTMManbHbIX 4O3MPOBOK NEKAPCTBEHHOIO Npenapara 1 Kypca nevyeHus ons
naumeHToB C onpegerneHHbIM 3aboneBaHneM, ONTMMAarnbHbIX 003 M CXeM BaKUMHaLMK
NMMYHOBNONOrMYECKMMI NeKkapCTBEHHBIMM MpenapaTammn 340poBbIX 406POBOSbLEB;

3) ycTaHoBneHme 6e30nacHOCTM NeKapcTBEHHOro npenapata u ero 3dEeKTMBHOCTH
ANs nauMeHToB C onpejerieHHbIM 3aboneBaHveM, npodunaktudeckon adpekKTUBHOCTU
NMMYHOBNONOrMYECKNX NeKapCTBEHHbIX NpenapaToB AN 340pOoBbIX 40OPOBOMbLEB;

4) n3y4yeHne BO3MOXHOCTM pacLUMPEHUST NOKa3aHU ANsi MeOULMHCKOrO NPUMEHEHUS U
BbISIBNEHNSA paHee HEM3BECTHbIX MOOOYHbIX JENCTBUN 3aperncTpUpoBaHHbLIX NIEKapCTBEHHbIX
npenaparos.

2. B oTHOLWEHMM BOCNPON3BEAEHHBIX NIEKAPCTBEHHbIX NpenapaToB AN MeAULMHCKOro
NPUMEHEHNA NPOBOASATCA MUCCNefoBaHUA OMO3KBMBANEHTHOCTU U (MNn) TepaneBTUYEeCKOn
9KBMBANEHTHOCTU B MOPsSiAKE, YCTAHOBMIEHHOM YMOSTHOMOYEHHbIM deaeparbHbIM OpraHoM
NCNOSTHUTENbHOW BNAaCTW.

3. OpraHumszaumto nNpoBeAEHUs  KITMHUYECKUX  MCCREeAOBaHUM  NeKapCTBEHHOro
npenaparta aAnsg MeguUUHCKOro NpuMeHeHNs BnpaBe OCYLLECTBNATD:

1) pa3paboTumk NekapCTBEHHOro nNpenapaTa unm ynosIHOMOYEHHOE UM NNLO;

2) obpasoBaTenbHble  OpraHuM3auun  Bbiclwero obpasoBaHWs,  OpraHu3auuu
AOMNOSTHUTENBHOro NpodheccnoHanbHOro odpasoBaHus;

3) Hay4yHO-MccnenoBaTenbCKMe opraHn3auuu.

4. KnuHnyeckue wccrnegoBaHMs NekapCTBEHHOro npenapata nns MeauuMHCKOro
NPUMEHEHNA MNPOBOAATCS Ha OCHOBAHWM paspeLleHns Ha npoBeAEHUE  KIMHUYECKOro
nccnenoBaHnsl NieKkapCTBEHHOrO npenapaTa, BblAAaHHOrO YMNOSHOMOYEHHbIM deaepanbHbIM
OpraHoOM MCMONHUTENBbHOM BNacTu. YNONHOMOYEHHbIN dpefepanbHbli OpraH UCNOSTHUTENBHOM
BNacTW BeJeT peecTp BblJaHHbIX paspelleHuid Ha NpoBedeHne KIMHUYECKUX UCCredoBaHUn
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NeKkapCcTBEHHOro npenapaTa, CoAepXaLlmm ykasaHne Ha nx uerb Unu uenu, B yCTaHOBIIEHHOM
3TUM OpraHoM nopsiake.

5. YTtpaTtuna cuny ¢ 1 uwona 2015 .

6. K opraHMsaumm npoBefeHUs KIMHUYECKUX WCCNedoBaHUn  FIeKapCTBEHHOIO
npenaparta Ans MeauUMHCKOro NpUMeEHeHUs pa3paboTyMKOM FeKkapCTBEHHOro npenapara
MOryT MpuBreKaTbCa topuandeckne nuua nobon opraHn3auMoHHO-NPaBoOBOM (OPMbI MpK
ycrnosun obecnevyeHns COOTBETCTBUS ITUX McCcrnefoBaHun TpeboBaHMAM HaCTOSILLEro
®epnepanbHOro 3akoHa.

7. KnuHunyeckue wuccnefoBaHUA fekapCTBEHHbIX MpenapaToB Afs MeOULUHCKOro
NpUMeHeHNs npoBoAATCS B MEeOMLUMHCKUX  OopraHusaumsx, aKKpeaANTOBaHHbIX
YNONMHOMOYEHHbIM  (befeparnbHbiM  OpraHOM  UCMOMHUTENBbHOM  BrlacTM B MNopsadke,
ycTaHoBrneHHoMm [NpaButensctBom Poccuiickon deaepauum.

8. MNepeyeHb MeaANUMHCKMX OopraHuM3aunn, UMeLWmnX npaso MPOBOAUTb KIMHUYECKUe
nccnefoBaHNs NEeKapCTBEHHbLIX MpenapaToB AN MeAMUUHCKOTO MNPUMEHEHUs, U peecTp
BblJAHHbIX paspeleHnn Ha npoBefeHue KIMHUMYECKUX WCCrefoBaHuM nekapCcTBEHHbIX
npenapaTtoB onybrIMKOBLIBAIOTCA M pa3MeLLarnTcs YNONHOMOYEHHbIM dbeeparnbHbiM OpraHoM
NCMONHUTESNTbHOW BSlaCTU B YCTAHOBSIEHHOM MM MNopsifke Ha CBOeM oduuManbHOM canTe B
ceTn "IHTepHeT".

Cratba 39. PeweHne 0 NpoBeaeHUM KIMHUYECKOTO MUCCReAoBaHUA NEKAapCTBEHHOMO

npenapaTa ana MeauunHCKOro NpuMeHeHus

1. KnuHuyeckoe wuccrnegoBaHue riekapCTBEHHOro npenapata Ans MeauuUMHCKOro
NPUMEHEHNA NPOBOAMTCA Ha OCHOBaHMM paspelleHus Ha npoBefeHue  KIUHUYECKOro
nccnefoBaHns NekapcTBEHHOro npenapaTa, BblAAaHHOrO YMNOMHOMOYEHHbIM deaepanbHbIM
OpraHoOM UCMNOMHUTENBbHOM BMacTu MO pesynbTaTaM 3KCNepTu3bl JOKYMEHTOB, HEOOXOANMbIX
ANSA NonyyYeHns paspelleHns Ha npoBefeHne KINMHUYECKOro UccnenoBaHns nekapCTBEHHOMo
npenapaTa u 3TU4ECKON IKCNepTU3bI.

2. [Ona nonyvyeHuss paspelleHns Ha npoBeAeHMe KIIMHMYECKOro UccrneaoBaHus
fleKapCTBEHHOro npenaparta Ans MeguuMHCKOro NpPUMEHEHUs 3aaBuUTENb NpeacTaBnseT B
YNOSTHOMOYEHHbIN doeepanbHbIi OpraH UCNOSTHATENBHOW BIACTuU:

1) 3asBneHMe O Bblade paspelleHus Ha npoBefeHUE KIMHUYECKOro MccrenoBaHus
NeKkapCcTBEHHOro npenapaTa Ans MeAULMHCKOro NPUMEHEHMS;

2) KOMUM [OKYMEHTOB, MNOATBEPXAAKLWMX YnnaTy rocyaapCTBEHHOMW MNOLWSMHBLI 3a
npoBeaeHne 3TUYECKON IKCMEPTU3bI, IKCMEPTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIN npenapar
ANS NonyYeHnsa paspelleHns Ha npoBedeHne KIMHUYECKOro UccrnegoBaHus fiekapCTBEHHOMO
npenapata And MeAWUUHCKOrO MpPUMEHEeHUs, 3a Bblgayy paspelleHns Ha npoBefeHue
KNMMHNYECKOro MccrneaoBaHus NekapCTBEHHOro npenapaTta Ans MegUuUUHCKOro NpUMeEHEHMs,
3a npoBefdeHue 3KCNepTudbl OOKYMEHTOB Ha JfleKapCTBEHHbLIW npenapaTt Ans nonyvyeHus
paspelleHnss Ha nNpoBedeHWe  MeXOyHapoO4HOro  MHOFOLEHTPOBOrO  KIMHWYECKOro
nccrnegoBaHnsa nekapCcTBEHHOro npenapaTta gnsg MeguUMHCKOro NPUMEHEHUs, 3a Bblgady
paspelleHnss Ha npoBedeHuMe  MeXAyHapOAHOro  MHOrOLEHTPOBOrO  KIMHUYECKOro
nccnegoBaHna NekapCTBEHHOMO npenaparta Ans MeauumMHCKOro NpUMeEHeHUs, 3a NpoBeaeHne
3TUYECKON 3IKCMepTu3bl, SKCNepTU3bl [OKYMEHTOB Ha JeKapCTBEHHbIM npenapaTt Ons
noslyyeHuMst  paspelleHns Ha  NpoBedeHue  MOCTPErMCTPaAUMOHHOIO  KIMHUYECKOro
nccrnegoBaHNA nekapCTBEHHOro npenapaTta Ansg MeguuMHCKOro NpUMEHeHUs, 3a Bblgady
paspeleHnss Ha npoBedeHMe NOCTPErMcTpauyMoHHOrO  KIMHUYECKOro  UCCneoBaHus
NEeKapCTBEHHOro npenapata Ang MeauMUMHCKOro MNpUMEHEHUsl, WM N0 COBCTBEHHOW
WHULMaTMBE YKasaHHble OOKYMeHTbl. B crnydyae HenpeacTtaBneHusi 3asiBUTENEM YyKas3aHHbIX
AOKYMEHTOB YMNOSTHOMOYEHHbIN doefieparibHbli OpraH MCNOSIHUTENbHOW Bnactu npoBepseT
dakT ynnaTtbl rocygapCTBEHHOW MOLWSIMHLI C MCMNONb30BaHWEM WHopmaumm o6 ynnate
rocygapCTBeHHOW MOLWMWHLI, codepxawenca B [ocygapCTBEHHONM  MHAOPMaLNOHHOW
CUCTEME O FrOoCYyAapCTBEHHbLIX U MYHULMNAMBHLIX NraTtexax, Ha OCHOBaHUW NpeaCcTaBEeHHbIX
3asiBUTENEM KONuUn AOKYMEHTOB;
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3) nNpPOTOKON KIAMHWYECKOro UCCrefdoBaHWA NekapCTBEHHOro npenapata  Ans
MeANLMHCKOro NPUMEHEHWS;

4) 6poLutopy uccrnegosartens;

5) NHPOPMALNOHHBIN JIUCTOK NAUUEHT3;

6) cBegeHns o6 onbiTe paboTbl uccnegoBaTeneM Mo COOTBETCTBYHOLLMM
crneumanbHOCTAM M UX OnbiTe paboTbl MO NPOBEAEHNIO KIMMHUYECKUX NCCEeA0BaHUM;

7) cBeAeHNss 0 MeAMLMHCKMX OpraHM3aumsx, B KOTOPbIX npegnonaraeTca nposegeHve
KNMWHMYECKOro nccnefoBaHUs NekapCTBEHHOro npenapara Ans MeauvumHCKOro npuMeHeHus
(nonHOe ¥© cokpalleHHOe HaMMeHOBaHus, OpraHu3auuoHHO-NpaBoBas opma, MecTo
HaXoXOEeHUs W MeCTO OCYLUeCTBNeHUs AesaTenbHOCTU, TenegoH, Tenedakc, agpec
3IEKTPOHHOM MOYThI KaXX40M MeANLNHCKOM OpraHn3auun);

8) cBefeHMa O npegnonaraembiX CPoKax NPoBeAEHUSA KIMHUYECKOro mccrnenoBaHus
rnekapCTBEeHHOro npenapara ans MeauumMHCKOro NnpuMeHeHus;

9) konuo goroBopa 0b6A3aTenbHOro CTpaxoBaHUs, 3aKIOYEHHOro B COOTBETCTBUM C
TMNOBbLIMW NpaBuamMmmn 0b6a3aTeNbHOrO CTPaxoBaHus, C ykazaHMeM npeaensHOn YNCIEHHOCTHU
NMaumeHToB, YY4acCTBYIOLLMX B KIMHMYECKOM MCCREeAOBaHUW NEKapCTBEHHOro npenapaTa ans
MeANLMHCKOro NPUMEHEHWS;

10) wHdopmauuio O CcocTaBe feKapCTBEHHOro npenapata Ans MeguUMHCKOro
NPUMEHEHNS;

11) LOKYMEHT, COCTaBfIEHHbLIM NPOM3BOAUTENEM JEKapCTBEHHOro npenaparta Aans
MeONUMHCKOrO MPUMEHEHUST U CoAepXalimi nokasaTtenu (XapakTepucTukn), a TaKke
CBeLEeHMa O NeKapCTBEHHOM npenaparte Afs MeaUUUHCKOro NpUMEHEeHUs, Npous3BeaeHHOM
ANs NpoBeAeHNS KIMHUYECKUX UccnegoBaHum;

12) KONWIO NULEH3MM Ha MPOM3BOACTBO JEKapCTBEHHbIX CPeacTB B Criyyae, ecrnu
NPOn3BOACTBO fIEeKapCTBEHHOMO npenapara ocywectendgetrca B Poccuickon ®epepauuu, nnu
KOMUIO  3aKIOYEHUs O COOTBETCTBMM MNPOU3BOAUTENSA  fIEKapCTBEHHOro npenapara
TpeboBaHNAM  npaBun  Hagnexawen  nNpou3BOACTBEHHOM  MPAKTUKWA,  BblAAHHOIMO
KOMMNETEHTHbIM  YNOSIHOMOYEHHbIM OpPraHOM CTpaHbl NPOW3BOAUTENS  NIEKAPCTBEHHOMO
npenaparta.

3. B cpok, He npeBbiwawWwmui Nt paboymx OHEW CO OHS MPUHATUS YKa3aHHOro B
nyHkte 1 4YacTm 2 HacToswen CcTaTbu 3asBfieHMss U HeobXoOUMbIX [OOKYMEHTOB,
YNOSTHOMOYEHHbIN doeepanbHbIi OpraH UCNOSTHATESNbHOW BIACTU:

1) NpoBOAUT MNPOBEPKY MOMHOTbI M AOCTOBEPHOCTU CBEOEHUW, COOepXalumMxcs B
npeacTaBfieHHbIX 3adBUTENEM JOKYMEHTAX;

2) NPUHUMaET pelleHne O NpoBedEeHUN JKCMepTU3bl AOKYMEHTOB Af1 MOMyYeHus
paspeLleHns Ha NpoBedeHWEe KIMHMYECKOrO UCCNeaoBaHMs NekapCTBEHHOro npenapaTa ans
MEeONUMHCKOrO MNPUMEHEHUS U 3TUYECKOW IKCnepTusbl unmv ob oTKase B MNpoBedeHUU
YKa3aHHbIX 3KCNepTus;

3) yBeooMIMsieT B OMEKTPOHHOW dhopMe unm Ha BymakHOM HocuTene 3asBuTens o
NPUHATOM pelleHun nNnbo B crydae NpuHATUSA pelleHnss 06 OTKase Takke C yKa3aHWem
NPUYNH TaKoro 0TKasa;

4) noarotaBnvMBaeT M HanpaBnseT B 3KCNEPTHOE YYpexaeHne W COBET MO 3TUKe
3aaHue Ha NpoBeAeHEe COOTBETCTBYIOLMX SKCMEPTUS.

4. B cny4ae BbISIBIEHUS HEMOMHOTbI W (UNM) HEeAOCTOBEPHOCTU MHGOPMaUmK,
cogepxawlemca B NpeacTaBfieHHbIX — 3asiBUTENEM  JOKYMEHTaX,  YNOSTHOMOYEHHbIN
denepanbHbii  OpraH WCMONHUTENbHOM BNAcTU  HanpaenseT 3asBUTENO 3anpoc 06
YTOYHEHUN  yKas3aHHOW  MHpopmaumn. [aHHbIn  3anpoc  MOXeT OblTb  nepeaaH
YNONTHOMOYEHHOMY MpeACcTaBuUTENio 3asaBUTENSA NIMYHO MO PacnuUCKy, HanpasfieH Mo nodyte
3aKkasHbiIM MUCbMOM WKW nepefdaH B 3MEeKTPOHHOW opMe MO TeneKOMMYHUKALWUOHHbLIM
KaHanam cBa3u. B criyyae HanpaBneHus 4aHHOro 3anpoca Mo noyre 3akasHbiM NMMCbMOM OH
CcYMTaeTCs NnosyyYeHHbIM MO UCTEYEHUN LWECTU OHEN C AaTbl HaNpaBfeHNsa 3aKka3Horo NMcbma.
3aaButenb 0643aH NpeacTaBuMTb OTBET Ha 3anpocC YNOSIHOMOYEHHOro heaepanbHOro opraHa
NCMOSTHATENBbHON BNAacTU B CPOK, HE MpPEBbILAOWMA OeBAHOCTA pabounx AHEen Co OHA ero
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nonyyeHusi. CpokK, ykasaHHbI B 4acTu 3 HaACcTosLWen cTaTbu, NPUOCTAHaBNMBAETCA CO OHS
HanpaBneHus 3a9BUTENIO 3anpoca YNONTHOMOY€EHHOI0 deaepanbHOro opraHa
WCMONHUTENbHOW BRacTU A0 [OHS MONyYeHUs MM COOTBETCTBYHOLLEro OTBETAa U He
YYMTbIBAETCA MPU UCHUCHIEHUN CPOKa MPUHATUSA YNOSTHOMOYEHHbIM dbefeparnbHbiM OpraHoM
NCMONHNTENbHOW BNacTy peLleHnst 0 NpPoBeAEeHMM IKCNEPTU3bl AOKYMEHTOB AN1s1 NONyYeHus
paspeLleHnst Ha NpPoBedeHne KNMHUYECKOro UCCNeaoBaHna NeKapCTBEHHOMO npenapaTta Ans
MEANLMHCKOro NPUMEHEHMWS.

5. OcHoBaHMeM Ans oTkasa B NPOBEeAEHUM IKCMepTU3bl AOKYMEHTOB AN MNOMydYeHus
paspeLleHnst Ha NpoBeAEHNE KITMHMYECKOro UCccneoBaHus fieKapCTBEHHOro npenapara ans
MeANLMHCKOrO MPUMEHEHUS N ATUYECKOM IKCNEPTMU3bI ABNSETCA NpeacTaBrieHne JOKYMEHTOB,
NpeayCMOTPEHHbIX YacTblo 2 HacTosLWEen CTaTbWl, B HEMOMIHOM o6beme, HenpencTaBneHne
3adBuUTENEeM B YCTAHOBJSIEHHbIN CPOK OTBETa Ha yKa3aHHbIN B 4YacTu 4 HaACTOSLLEN CTaTbW
3anpoc ynosIHOMOYEHHOro heaepanbHOro opraHa UCNONHUTENBHOM BNacTn nnbo oTcyTcTBme
B NPeACTaBfiEHHbIX JOKYMEHTaX UcyepnbiBaroLero nepeyvHst Heobxoaumom nHgopmaumm nnu
MHpopmauun, KoTopas OormKkHa OblTb OTpaXkeHa B HUX, a TakkKe OTCYTCTBME WHdOopmauuu,
noareepxgarLen gakT ynnaTbl rocy4apCTBEHHOM MOLWWWHBLI 32 MpPoBefeHNEe ITUYECKOM
3KCNepTu3bl, 9KCNEepTU3bl [AOKYMEHTOB Ha JieKapCTBEHHbIA npenapaTt Ang nonyvYeHus
paspeLleHns Ha NpoBeAEHNE KITMHMYECKOro UCcnenoBaHus fieKapCTBEHHOro npenapara ans
MeOMUMHCKOrO MpUMEHEeHUs, 3a Bbldady paspeleHus Ha npoBedeHne KIMHUYEeCKoro
nccrnegoBaHNa NeKapCTBEHHOro npenapara Anst MeauLMHCKOro NPpMMEHEHUs, 3a NpoBeaeHNE
3KCNepTM3bl [JOKYMEHTOB Ha NeKapCTBEHHbIN npenapaTt Ana MofydeHus paspelleHns Ha
nposegeHne MeXayHapoaHoro MHOIOLIEHTPOBOIO KITMHUYECKOro nccneaoBaHus
NeKapCTBEHHOro npenapaTta Ans MeaMUUHCKOrO NPUMEHEHUS, 3a Bblgady paspelleHust Ha
nposegeHne MeXayHapoaHoro MHOIOLIEHTPOBOIrO KITMHUYECKOro nccneagoBaHus
nekapCTBEHHOro npenapaTta Ang MeauuMHCKOro npuUMeHeHus, 3a NpoBeAeHNEe 3TUYECKOW
9KCNepTu3bl, IKCNEPTMU3bl AOKYMEHTOB Ha JeKapCTBEHHbIM npenapaT Ans nosyvyeHus
paspelleHnsl Ha npoBedeHne MNOCTPEruMcTPaumoHHOIO  KIUHUYECKOro  uccrenoBaHus
NIeKapCTBEHHOro npenapaTta Ans MEeAMUMWHCKOrO NPUMEHEHUS, 3a Bblgady paspelleHust Ha
npoBedeHne  MOCTPErncTPaunoHHOIO  KIMHMYECKOro  UCCregoBaHUsl  NeKapCTBEHHOro
npenapaTa ans MeAnLUHCKOro NPUMEHEHMS.

6. lNMpoBeaeHne aKcnepTU3bl AOKYMEHTOB A5 NOSyYeHUs pa3peLleHnsa Ha npoBedeHne
KIMHMYECKOro UccrneaoBaHna NeKapCTBEHHOMO npenapara ans MeauumHCKOro NpUMEHEHNS U
3TUYECKOW 3IKCnepTu3bl, COCTaBNeHME KOMUCCUEW IKCMEPTOB U COBETOM MO 3TUKe
3aKMOYEHNUA O BO3MOXHOCTU WM HEBO3MOXHOCTU MPOBEAEHUA TaKOro KIAMHWUYECKOTrO
nccrnegoBaHna U HanpasfeHne 3TUX 3aKNYEeHUN B YNOSTHOMOYEHHbIN doedeparnbHbli opraH
NCMONHUTENBbHOM BNAcTM OCYLLECTBISKOTCA B CPOK, HE MpPEeBbIALWNA TpuauaTn pabounx
OHEN CO [OHA NOSMyYeHUs OKCMEPTHbIM  ydpeXXaeHWem 3afaHus  YNoSITHOMOYEHHOrO
denepanbHOro opraHa UCNOSTHUTENBHOW BNACTU C MPUIIOXKEHMEM OOKYMEHTOB, YKa3aHHbIX B
nyHktax 3, 4, 10 v 11 yactm 2 HacToswen cTaTbW, U COBETOM MO 3TUKE 3afaHus
YNONMHOMOYEHHOIO doeaeparnbHOro opraHa WCMOSTHUTENbHOW BRacTu C  NPUNOXEHUEM
AOKYMEHTOB, yKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 yactn 2 HacTosiLEen CTaTbu.

7. B cpok, He npeBbiWwamWwuni NatM pabounx OHEN CO OHSA NOJTyYEHUS 3aKIHYEHWUHN,
yKasaHHbIX B 4acTu 6 HacToswen CcTaTbW, YNONMHOMOYEHHbIM eaepanbHbid  OpraH
WUCMNOMNHUTENBHOW BNACTU:

1) ocywlecTBnseT OUeHKY MOCTYNUBLUMX 3aKMlYeHUn AOns  onpefeneHns  ux
COOTBETCTBUSA 3aaHMsIM Ha NPOBELAEHNE COOTBETCTBYIOLLMX SKCNEPTU3;

2) NpuUHMMaeT pelleHne O Bblgade paspelleHus Ha NpoBeAeHUe KIMHUYECKOTro
nccrnegoBaHna NekapCTBEHHOIO nNpenapaTa aAng MeauumMHCKOro npuMeHeHnsa unm ob otkase B
BblJa4ye yKa3aHHOro paspeLueHus;

3) BblgaeT paspelleHMe Ha  NpoBeAEeHMEe  KIIMHUYEeCKOro  nccrnegoBaHust
NeKapCTBEHHOro npenapaTta Ans MeAUUMHCKOro MNpUMEHEeHUa unn pelleHne ob oTkase B
BblJaye yKa3aHHOro paspeLlleHunsi C ykasaHMeM NpuymH oTkasa.

8. OcHoBaHMeM Onsa OTKa3a B Bblgaye paspelleHusi Ha npoBeaeHue KIMHUYECKOro



nccrnegoBaHUs NIEKApCTBEHHOrO npenapaTta ans MeauUUMHCKOro MNPUMEHEHUs1 SABMSETCS
Hanuune 3akf4YeHUs KOMWUCCUM IKCMEPTOB WMM  3aKNOYEeHUst coBeTa MO 9TUKE O
HEBO3MOXXHOCTM MPOBEAEHNSA KITMHMYECKOrO UCCneaoBaHus fieKapCTBEHHOro npenapara ans
MEAMLMHCKOrO NPUMEHEHNS NO pesyrbTaTaM NPOBEAEHHbIX IKCMEPTM3, NPeayCMOTPEHHbIX
yacTblo 6 HacTosLLEN CTaTbW.

9. PeweHne o6 oTKasze B MPOBEOEHUN IKCMEPTU3bl [LOKYMEHTOB NSl MOMyYeHus
paspeLleHns Ha NpoBeAEHNE KITMHMYECKOro UccneoBaHus fieKapCTBEHHOro npenapara ans
MEANLMHCKOrO MNPUMEHEHUS W STUYECKOM SKCNepTu3bl M B Bblgade paspelleHust Ha
npoBefeHne KIMHMYECKOro UCCNeaoBaHUS NeKapCTBEHHOro npenapaTta ans MeaumuuHCKOro
NPUMEHEHNA MOXeT ObiTb 06anoBaHO B MOpsiAKe, YCTAHOBMEHHOM 3aKOHO4AaTENbCTBOM
Poccunckon depepaunn.

Cratbs 39.1. OTnyeckas akcnepTusa

1. OTnyeckaa akcrnepTusa NPOBOAUTCA COBETOM MO 3TUKE, CO34aHHbIM B MNOPSAAKe,
YCTaHOBJIEHHOM YMOMHOMOYEHHbLIM hefeparibHbIM OpPraHOM WCMNOSTHUTENBHON BracTu, B
uenax Bbldayn 3aknoyeHus o6 aTmyeckon OBOCHOBAHHOCTU BO3MOXHOCTU MNPOBEAEHMS
KNWHMYECKOro nccrnegoBaHus fiekapCTBEHHOro npenapaTa Ang MeanUUHCKOro NpuMeHeHus!.

2. Okcneptamm coseTa No 3TMke MOryT ObITb npeacTtaBuTenn  MeauUUHCKUX
opraHuMsaumn, HayyHblX oOpraHusauui, obpasoBaTerfibHbIX  OpraHmsauunm  BbICLLEro
obpasoBaHus, a Takke npeactaBuTeENU OOLWECTBEHHbIX OpraHusaunn, penurmosHbIX
opraHuMsaumn n cpeacts MaccoBon MHGopMaunn. [laHHble 3KCnepTbl He OOMKHbI HAX04UTbCS
B Kakon-nmbo 3aBMCMMOCTU OT pa3paboTyMKOB JieKapCTBEHHbLIX NpenapaTtoB U ApYrux nu,
3aMHTEpPECOBaHHbIX B pe3yfibTaTax 3TUYeCKOM 3KCNepTU3bI.

3. Onnata ycnyr 9KCNepToB coBeTa MO 3TUKE OCYLLEeCTBMASETCH Ha OCHOBaHWUU
Aorosopa, 3aKITH04EHHOIo Mexgy  YNONTHOMOYEHHbIM deepanbHbIM opraHom
NCNOJSTHUTENbHOW BNACTKN, KOTOPbIM CO34aH COBET MO 3TUKE, N IKCMEePTOM COBETa Mo 3THKe, 3a
cyeT OHDKETHbIX aCCUrHOBaHUW, NPeayCMOTPEHHbIX YMOSTHOMOYEHHOMY denepansHOMY
OpraHy WCMOMHUTENbHOW BRNAcTW, KOTOPbIM CO34aH COBET Mo 3Tuke, B deaepanbHOM
OloaKkeTe Ha COOTBETCTBYHLWMK rog Ha obecnevyeHne ero OesTeNlbHOCTWU, B pasmepax,
ycTaHoBreHHbIX [MpaButensctBom Poccunckon degepaumn.

4. JOkcrnepTbl coBeTa MO 3TUKE HEeCYyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenbcTtBoM Poccuinckon ®epepaunn.

5. CocTtaB coBeTa Mo 3TUKe, NoNoXeHne 06 3ToM cCoBeTe, NOPSAOK ero AeATeNbHOCTH,
TpeboBaHNA K KBanudpukauum un OnbITy paboTbl MO 3SKCMEPTHOW OUEHKE Hay4HbIX,
MEONUMHCKNX W 3TUYECKMX acfekTOB KIAWMHUYECKUX WUCCedoBaHUn  fneKapCTBEHHbIX
npenapaToB Ansi MegUUMHCKOro NPUMEHEHUd, npeabsaBnseMble K 3JKcnepTam coBeTa Mo
3TUKe, NOPSAOK OpraHnsaunm U NPOBEAEHUS 3TUYECKOW 3KCNepTu3sbl, hopmMa 3akmoyeHUs
coBeTa MO 9TUKE YCTaHaBMMBAKTCA  YNOSIHOMOYEHHbIM  dpefepanbHbiM  OpraHoM
NCMNOSTHUTENBbHOM BRactn. Yucno npeacraBuTenen MeauUMHCKUX OpraHuMsauum He MOoXeT
npeBbIaTh NOMOBMHY OT 00LLEro Ymcna aKCnepToB COBETA MO 3TUKE.

6. WHdopmaumss o cocTaBe coBeTa MO 3TUKe, nnaHax ero paboTbl M TekyLien
AeATenbHOCTN pasMelaeTca Ha oduunanbHOM canTe YMNOAHOMOYEHHOro deaeparibHOro
opraHa ucnosiHuTensHom Bnactu B cetn "MIHTepHeT" B yCTaHOBNEHHOM UM MOPSAKE.

Cratba 40. [NpoBegeHne KNMHMYECKOrO UCCNeAoBaHUA NEKApPCTBEHHOro npenapaTta
AN MeQULMHCKOro NPUMEHEHUs

1. PykoBoguTenb MeOVUMHCKOM OpraHu3auuu, KoTopasi MNpOBOAUT  KIMHUYECKOoe
nuccrnegoBaHne neKapCTBEHHOro npenaparta Ans MeguMUMHCKOro MpPUMEHEeHUs, HasHadaeT
nuccregoBartens, OTBETCTBEHHONo 3a MNpoOBedeHMe TaKoro WucCrefoBaHUs W UMeKoLLero
ne4vyebHylo cneynanbHOCTb, COOTBETCTBYIOLLYH MPOBOANMOMY KITMHUYECKOMY UCCNenoBaHuI0
NEeKapCTBEHHOro npenaparta, CO CcTaxeM paboTbl N0 nporpamMmaM  KIMHUYECKUX
nccnegoBaHui NekapCcTBEHHBIX NpenapaTtoB HE MeHee YeM Tpu roga v no ero NpeasnioXXeHnto
Ha3Ha4aeT couccnegoBaTenen n3 Ynucna Bpadvyen 3Ton MeguLMHCKON opraHu3aumn.
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2. Wccneposatenb ocyllecTsnseT BblOOp MauUMEHTOB, KOTOpble MO MEeAULUHCKUAM
nokasaHuMsM MOryT OblTb MpPMBMEYEHbl K Y4acTUO B  KIAMHWYECKOM UCCrneaoBaHum
rfleKkapCTBEHHOro npenapara ans MeauLMHCKOro NpUMEHEHMS.

3. ViccnepoBatenb u conccnegoBatenu A0SMKHbI ObITb O3HAKOMIEHbI C pe3yrbTaTaMu
AOKIMMHMYECKOro MUCCnefoBaHusl NeKapCcTBEHHONO CpeacTBa, coaepxawmmucsa B Gpolutope
nccnegoBartensi, NPOEKTOM MpPOToKoMa KIMHUYECKOrO UCCNedoBaHUs NeKapCTBEHHOIo
npenapata Ana  MeAWUUHCKOrO  MPUMEHEHUS, pa3paboTaHHbIM pa3paboTymkom
nekapCTBEHHOro npenapaTa UM UHbIM IPUANYECKMM NULIOM, NPUBIIEKAEMbIM K OpraHn3aumnm
NpoBeaeHNsT KIMMHUYECKOrO MUCCNeOoBaHMs NeKapCcTBEHHOrO npenapaTta Aans MeauuMHCKOro
NPUMEHEHNSA, N OPYrMMX MaTepuanamMmm Takoro nccregoBaHust.

3.1. PykoBoguTenb MeOVLUMHCKOM OpraHu3auMm B CPOK, He NpeBbIWakWnn Tpex
paboymx gHen Co OHSA Hayana NpoBefeHMst KIMHUYECKOro MCCnenoBaHusi NekapcTBEHHOIo
npenapata Ans MeAUUMHCKOrO MNpUMEHeHUs, coobwaeTr 06 3TOM B  YNOSIHOMOYEHHbIN
doefepanbHbIn OpraH UCMNOSTHATENBHOW BRacTW, BblOaBLUMWA paspelleHMe Ha npoBefeHune
TaKoro uccnegoBaHusl, No YCTaHOBIIEHHOM UM dhopMe.

4. OpraHusaumm, OCYLLUECTBMAKOWME OpraHnsauuio MNpoBEAEHUSA  KIMHUYECKOro
nccrnegoBaHna fiekapCcTBEHHOro npenapata Ang MeauuUMHCKOro NpUMEHEHUS N yKka3aHHble B
yactn 3 crtatbu 38 HacTtoswero ®enepanbHOro 3akoHa, B criydae HeobXxoaMMOCTM BHECEHUS
M3MEHEHNN B MPOTOKOST KIMWMHMYECKOro WCCNeaoBaHUs NeKapCTBEHHOro npenapaTta Aans
MEANLMHCKOrOo NpUMEHEHMsT coobuaoT 06 3TOM B YNONMHOMOYEHHLIN doeaeparnbHbli opraH
NCMNOSTHATENBbHOM BRACTW, BbliAABLLUNA pa3pelleHne Ha NpoBeaeHne Takoro uccrnegoBaHust, no
YCTaHOBJIEHHOW UM bopMeE.

4.1. dopma coobuleHNss O BHECEHUM WUIMEHEHUA B MPOTOKON  KIAMHUYECKOro
nccrnegoBaHnsa  NeKapcTBEHHOrO npenapata  Ans MeaUMUMHCKOro MPUMEHEHUs  OOSMKHa
cogepxaTtb cnegyoline ceegeHus:

1) HaumeHoBaHWe, NOEHTUMUKALMOHHBIA HOMEP W JaTta NPOTOKoNa KAMHUYECKOro
nccnenoBaHus;

2) pata BHECEHUSA N3MEHEHUIN B MPOTOKON KITMHMYECKOrO UCCregoBaHus;

3) HauMeHoBaHNE N MECTO HaxXOXOeHUs 3asiBUTENs;

4) HanMeHOBaHME OpraHu3aumm, MpUBMAEYEHHOW pa3paboTyMKOM FEKapCTBEHHOMO
npenapaTa K opraHm3aumm NpoBeaeHUs KIMHUYECKOro nccnegosanms (Npu Hanuvmn);

5) HanmMeHOBaHMSI U MeCTa HaxOXOEHUS MEOULMHCKMX OpraHu3auuni, B KOTOPbIX
NPOBOANTCA KITMHNYECKOE UCCEeA0BaHMNE;

6) moaTa Bblgaun paspeLlleHnsl Ha NPoBeAEHME KIMHUYECKOrO UCCNeaoBaHUs U HOMEpP
3TOro paspeLueHus:;

7) N3BMEHEHNS, BHOCUMbIE B MPOTOKOM KNMHNUYECKOrO UCCreaoBaHUs.

5. B cpok, He npeBbiwanwmu Tpuauatn paboumx gHen co gHS NosTlyvYeHUst YKasaHHOro
B YacTm 4 HacTosilen cTtaTtbM COOOLLUEHUS, YNOSTHOMOYEHHbIN henepanbHbii  OpraH
NCMONHUTESNTbHOW BNacTu paccMmaTtpuBaeT 3TO cooOLleHne B YCTAaHOBIIEHHOM UM Mopsiake u
NPUHUMAET pELUEHNE O BHECEHUN WU3MEHEHUA B MPOTOKOS KIMHWUYECKOrO WUCCreaoBaHus
nekapCTBEHHOro npenapata Ans MeauUMHCKOro NnpuMeHeHust unu ob oTkase BO BHECEHWUU
Taknx nameHeHun. MNMpn paccMoTpeHnn coobLLeHNA 0 HEOBXOAMMOCTM BHECEHUSA N3MEHEHNI B
NPOTOKON KIIMHWUYECKOro WCCNeaoBaHMA nekapCTBEHHOro npenapata Angd MeauuMHCKOro
NPUMEHEHNS B LENsiX OLEHKNn 060CHOBAHHOCTWM MpeanaraembiX U3MEHEHUN N onpeaeneHns
CTEMEHN pUCKa ANS MauMEHTOB, MPUHUMAIOLNX yvacTue B KIAMHUYECKUX UCCrefoBaHUsX,
YNOSTHOMOYEHHbIM (pefeparnbHbiM OPraHOM WCMOSTHUTESNTbHOM BNacTU MOryT MNpuUBREKaTbCS
3KcnepTbl coBETA NO ITUKE.

6. KnuHuyeckoe wuccrnegoBaHWe neKapCTBEHHOro npenapata And MeguuMHCKOro
NPUMEHeHNs MoXeT OblTb MPUOCTAHOBIIEHO WM MNPEKpalleHo, ecnu B npouecce ero
npoBeaeHnMsi obOHapyXeHa OMacHOCTb AN KU3HKW, 340pOBbA nNauueHToB. B cnyvae
BO3HWKHOBEHWNSA ONACHOCTU ANSA XWU3HW, 300POBbS NaLMeHTa, Y4acTBYIOLWEro B KIMHUYECKOM
nccnegoBaHum nekapCTBEHHOro npenaparta ansa MeONLMHCKOro NPUMEHEHNS,
nuccnegosatenu o0643aHbl  NpouHdopMMpoBatb 06 3TOM pyKOBOAUTENS MELULMHCKON
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opraHusauum 1 opraHu3auuio, rnosfy4YmBLLYI0 paspeLueHre YNoTHOMOYEHHOro eaepanbHOro
opraHa UCMOMNHUTESTbHOW BNacTy Ha OpraHn3auuio NpoBeaeHUs KINUHMYECKOro nccrnegoBaHns
nekapcTBEHHOro npenaparta. PelweHne o NpMOCTaAHOBMEHUU KIMHUYECKOrO UCCnefoBaHuUS
neKkapCTBEeHHOro npenapata gnsg MeAuuUHCKOro NpUMEHEHUA MNPUHUMAKT PYKOBOAUTENb
MEOVUMHCKOW  opraHmsaumm 1M (MnM)  opraHusauus, nofydvBlIas  paspelleHue
YNONMHOMOYEHHOIO (pefepanbHOro opraHa WCMONMHUTENBbHOM BMacTM Ha OpraHu3auuio
npoBefeHUsT KIMMHUYECKOro UccneoBaHUA NekapCTBEHHOro npenapaTta ansg MeguuMHCKOro
NPUMEHEHNS, peLleHne O NpekpaLwleHn Takoro uccrnegoBaHus NpUHUMaEeT YNONHOMOYEHHbIN
deaepanbHbii OpraH UCMOMHUTENBHON BNAacTUM Ha OCHOBaHUM COOOLLUEHUS B MUCbMEHHOM
dopme pykoBOAUTENA MEOULMHCKOW OpraHvsaumMM unv  opraHusaumd, noryymsLUas
paspelleHne YrnoriHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENbLHOW BRactu Ha
opraHusauuio NpoBefeHUs KITMHUYECKOro McCcrnefoBaHMsA ekapCTBEHHOro npenaparta ans
MeANLMHCKOro NpUMEHEHMWS.

7. B cpok, He npeBbllawoWwmnn nAtTM pabounx [OHEW CO [OHA 3aBepLUEHUs,
NPUOCTAHOBMNEHUA WM MpPeKpalleHUss  KIMHUYECKOro UCCredoBaHna  nekapcTBEHHOro
npenapata pAns MeauuMHCKOro npuMeHeHunsa, coobuweHne o6 3ToM HanpasnsieTcs
opraHuMsaumnamMm, ykasaHHbIMM B 4acTu 3 ctaTbn 38 HacTtoswero denepanbHOro 3akoHa, B
YNOSTHOMOYEHHbIN doefiepanbHbIi OpraH WCMNOMHUTENbHOW BracTu MO YCTAHOBMEHHOW UM
dopme.

8. ®opma coobuieHnss O 3aBepLUeHUM, MPUOCTAHOBIIEHUN WNN NpeKpaLLeHnm
KIMHMYECKOro nccnefoBaHus nekapCTBEHHOro npenapata gns MeauvumHCKOro npuMeHeHus
OOIMKHA coaepXaThb:

1) uvHdopmMauMlo O MeOUUMHCKOW OpraHumsauun unu MeguumHCKUX OpraHu3auumsx,
NpOBOAMBLUNX JaHHOEe UccneoBaHue;

2) onucaHne JaHHOro UccrneoBaHus;

3) OaHHble uccnegosaTtens (pamunusa, nMs, 0TYEeCTBO, MecTo paboTbl, 3aHMMaemas
AOJDKHOCTb, CneuuanbHOCTb, CTax paboTbl Mo nporpaMmamM KAMHUYECKUX WUcCregoBaHui
NEeKapCTBEHHbIX MNpenapatoB, MNepeyYeHb KINMHUYECKMX WCCReAoBaHMM  NeKapCTBEHHbIX
npenapaToB, B KOTOPbIX OH MpPWUHMManN y4yactue (nepuodbl yvactusl) B KadecTBe
nccneposartens unu coucernegoBaTens);

4) pesynbTaT [[aHHOrO UccnefoBaHus (3aBeplleHne, MpPUOCTaHOBIIEHME UMK
npekpaweHne OaHHOro UCCNefoBaHWs C yKasaHWMEM MX MPUYUMH U BIIMSIHUA Ha OLEHKY ero
pe3ynbTaTtoB, OOLLYI OUEHKY pucka MU OXnOaeMoWn Nonb3bl OT MPUMEHEHUs Uccregyemoro
NeKkapCTBEHHOro NpenapaTta, a Takke npegnonaraemMble ganbHenwme aencTasns).

8.1. [llpn BbigBREeHUN dedepanbHbIM - OpraHOM  UCMOJSTHUTENBbHOW  BRacTy,
OCYLLECTBNAWMM (PYHKUMM MO KOHTPOMO W Haasopy B cdepe 34paBOOXpaHEHMs,
HapyLeHUn npaBun Hagnexawen KIMHUYECKOW MPaKTUKKM Mpu NpOBEeAEHUN KITMHUYECKOro
nccnefoBaHns NekapCTBEHHOMo npenapara, BIMSAIOWMX Ha MOSTHOTY U (Mnn) AOCTOBEPHOCTb
AAHHOIo KIIMHMYECKOro MUCccrnefoBaHusl, ykasaHHbIM doefeparibHbIi OpraH UCMOMHUTENBHOWN
BNacTuU NpuocTaHaBNuBaeT NpoBeAeHMe AaHHOro KIIMHWUYECKOro McCneaoBaHus U BbIHOCUT
MeANLMHCKON OpraHusauuu, B KOTOPOW MNPOBOAUTCHA AAHHOE KIIMHMYEecKoe uccrenoBaHue,
npegnucaHne o6 ycCTpaHeHWW BbISBMEHHbIX HapylleHui. [pu HeycTpaHeHUn MeguUMHCKON
opraHuMsaumen BbISIBNIEHHbIX HapYyLWIEHWN B YCTAHOBSIEHHbIN B NpeanncaHMmM CPoK YKasaHHbIN
befepanbHbIi  OpraH WCMOMHUTESNIbHOW BNacTy MPUHUMAaET pelleHMe O rMpekpawleHum
npoBefeHNsT KIMHUYECKOTO MWCCreaoBaHus fleKapCTBEHHOro npenapata W HanpasnsieT B
deneparnbHbIi OpraH UCNOSTHUTENbHOW BNACTU, OCYLLECTBISIOWNA OYHKLMN MO BbipaboTKe U
peanu3auun rocygapCTBEHHOW MOMIMTUKM N HOPMAaTMBHO-NPABOBOMY pPEryfiMPOBaHUIO B
cbepe 30paBOOXpaHEHUs, 3akfloMeHMe O BbISBIIEHUM NpU  NPOBEAEeHUMU  OaHHOro
KNMHMYECKOro UCCnefoBaHWs HapyLleHU NpaBuil Haanexalien KnnHUYecKkon NpakTUKKA Ons
MPUHATMA peleHnss o6 OTMeHe paspelleHus Ha OpraHu3auuvio npoBeAeHUs LaHHOro
KIMHMYECKOro uccrneaoBaHnsa ¢ AaTbl MPUHATUS peLlleHns O NPUOCTaHOBNEHUM NPOBeaEHMS
KNWHMYECKOro nccneoBaHus NekapCTBEHHOro npenapara.

9. YNonHOMO4YeHHbIN dheaeparbHbIi OpraH UCNOMHUTENBHOW Bnactu onybnukoBbiBaeT
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N pasmMellaeT Ha cBoeM oduumanbHoOM cante B ceT "MHTepHeT" coobLleHne o 3aBepLUeHnn,
NPUOCTAHOBMNEHUN WU MpPeKpalleHUn KIMHUYECKOro WUCCredoBaHna  fnekapcTBEHHOro
npenaparta Ang MeauLMHCKOro NPUMEHEHUS B CPOK, He MpeBbIlakoWwmn natn paboumx gHen
CO OHS ero nonyvyeHnd, B yCTaHOBNIEHHOM UM NOPSIAKE.

10. YnonHomMoYeHHbIN hefeparnbHbii OpraH UCNOSTHATENbHOW BNacTu OCyLeCcTBrnseT
BeJeHue peecTpa wuccriegoBaTtesnied, MPOBOASAMX WM NPOBOAUBLUNX  KITMHUYECKME
nccnefoBaHWs  NEKapCTBEHHbIX — NpenapaTtoB  ANs  MEeAUUMHCKOrO  MPUMEHEHUs, B
COOTBETCTBUWN C YTBEPXKAEHHBIMM UM MpaBuiamMm U pasmMeLLaeT ero Ha cBoeM odumunaribHOM
cante B cetn "WHTepHeT" B yCTAHOBMEHHOM MM MNOpsaKe. YKasaHHbIA PeecTp COoOepXuT
MHdOpMaLUIO, NPeSyCMOTPEHHYO NYHKTOM 3 4acTu 8 HacTosLWEN CTaTbu.

11. OT4yeT O pesynbTaTax KIMHUYECKOro UCCedoBaHUA NekapCTBEHHOro npenapaTta
ANa MeaMUMHCKOro NpUMEHEHUS COCTaBnseTCs opraHu3auuen, ykasaHHOW B YacTu 3 cTtatby
38 Hactosiwwero ®degepanbHOro 3akoHa, Ha OCHOBaAHMWM  3aKMNKYEHUA  MEeOULMHCKUX
opraHusauuin, NPoBOAMBLUMX 3TO UCCNefoBaHWe, U NpeacTaBnseTca B YNOSHOMOYEHHbIN
befiepanbHbIi OpraH UCMOMNHUTESNbHOWM BNacTW, BblOAaBLUMA paspelleHne Ha nposedeHue
3TOr0 UccneaoBaHus, B CPOK, He MPEBbILIAWMIA TpeX MecCsUeB CO OHA ero 3aBepLueHus,
NPUOCTAHOBMNEHUA WM NpekpaweHusl, B nopsgke, YCTAaHOBMIEHHOM  YNOMAHOMOYEHHbIM
dreaepanbHbIM OpraHOM UCMNOSTHUTENBHOW BIIACTM.

12. HapyweHvne npaBun Hagnexaiwlen KIMHUYECKONW npakTukn, danscudukaums
pes3ynbTaToB KIMHMYECKOrO MCCNeAoBaHUS NekapCTBEHHOro npenapara ans mMeguumMHCKOro
NPUMEHEHNA BRekyT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENLCTBOM
Poccuinckon ®epepaunn.

13. lpn NpoBeAeHUN KIMHMYECKOro MUccrnefoBaHus fleKapCTBEHHOro npenaparta ans
MEeAMLMHCKOro npuMeHeHus gonyckaetcs 3abop y nauMeHToB GMONorMyecknx martepuarnos
(obpasubl BronorMyecknx XUAKOCTEN, TKAHEW, CEKPeTOB U NPOAYKTOB XU3HeAesATeNbHOCTU
YyenoBeka, PU3NOMOMMYECKUX W MNATONOrMYeckux BblOeNeHUN, Ma3koB, COCKOOOB, CMbIBOB,
MUKPOOpPraHn3mMoB, BUONCUNHBIN MaTepuan) ana ux udydyexHust B Poccunckon depepaumm um
(vnn) 3a npegenamu Poccuinckon degepaumn.

14. MNopsagok BBo3a B Poccuinckyto degepauunio 1 BbiBo3a 3a npegensl Poccuickon
depepaumm BGUoONOrM4Yecknx Matepuanos, MOMYyYEHHbIX MNPU MNPOBEOEHUN KITMHUYECKOrO
nuccrnegoBaHMa  nekapcTBEHHOro  npenapata  And MeAVUMHCKOTO  MPUMEHEeHUs,
ycTaHasnmBaeTcs Npasutensctsom Poccunckon degepauum.

Cratba 41. [loroBop O MpOBEAEHUM KITMHMYECKOrO MCCNenoBaHUs NEKapCTBEHHOMO
npenapaTta ans MeanuuHCKoro NnpuMeHeHus

1. KnuHnyeckoe wuccnegoBaHMe JEKapCTBEHHOrO npenapaTta anst MeauuuHCKOro
NPUMEHEeHNA MNpPoOBOAMTCA B COOTBETCTBUMM C [LOrOBOPOM O MNPOBEAEHUUN KIMHUYECKOro
nccrnenoBaHus fiekapcTBEHHOro npenapara Angd MeQUUMHCKOrO NMPUMEHEHUS!, 3aKniyYaeMbiM
MeXay opraHusauumen, nonyymBlLLUEN paspeLleHne YNoNHOMOYEHHOro dpedepanbHOro opraHa
WUCMOSTHATENBbHON BMAcTM Ha OpraHuMsauuilo NpoBeAeHUs Takoro WCCneaoBaHus, WU
MeOMLMHCKOW opraHn3aumen, OCyLLECTBNAIOLLEN NPOBEAEHMNE TaKoro UccnegoBaHus.

2. [loroBop O NpPOBEAEHUU KIMHUYECKOro UCCreaoBaHns nekapCTBEHHOro npenapara
ANs MeQULIMHCKOro NpUMeHEeHNa OOMMKEH coaepXaThb:

1) ycnoBusi u Cpokn NpoBeaeHnst 4aHHOTO UCCneaoBaHus;

2) onpegeneHve obwen CToMMOCTU NporpamMMbl 4aHHOIMO UCCNeaoBaHWs C YKas3aHUeM
CyMMbI, NpefHasHavaroLwencs ang Belinnat nccnegosartensm, CouccnenoBatensm;

3) onpepeneHve opmbl NpeAcTaBNeHUs pes3ynbTaToOB [AHHOMO UCCNenoBaHus B
YNOSTHOMOYEHHbIN doefeparnbHbIN OpraH UCNOMHUTENBHOW BraCTU.

Cratbsa 42. dnHaHcoBOe obecneyeHme KNMHUYECKOro NccreaoBaHns nekapCcTBEHHOro
npenapaTta ans MeanuuHCKoro npuMeHeHus

dunHaHcoBoe obecneyeHne KIIMHUYECKOro UccnegoBaHUs nekapcTBEHHOro npenapara
AN MegULMHCKOro NPUMEHEHNSA OCYLLIECTBIISIETCA 3a CYET:
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1) cpencTs doegepanbHOro GroaxeTa;

2) cpedcTB opraHuM3auun, NOSyYMBLUMX paspelleHne Ha OpraHusauuio npoBefeHus
AAHHOro nccrneaoBaHusi, B COOTBETCTBUM C YCITOBMSIMW JOrOBOpa O €ro NpoBeAeHuu;

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

Crtatba 43. [lpaBa nauMeHTOB, Yy4acTBYHOLUMX B KIMHMYECKOM WUCCreaoBaHUN

neKkapCTBEeHHOro npenapara ans MeauumMHCKOro npuMeHeHns

1. YyacTne naumeHTOB B KIMHUYECKOM MWCCeoBaHUW NeKapCTBEHHOro npenapara
ANA MeguUMHCKOro NpUMeHeHus aBnseTcsa 406pOBObHbIM.

2. lMaumeHT unn ero 3aKoHHbIN npeacTaBUTenb AOMKEH ObiTb WMHOPMUPOBAH B
NMUCbMEHHOW dhopMe:

1) O nekapcTBeHHOM npenapate AN MeOUUMHCKOrO MNPUMEHEHUS U  CYLLHOCTU
KNWHMYECKOro nccnegoBaHus 3TOro SiekapCTBEHHOro npenapara;

2) o 6e30MacHOCTU NekapCTBEHHOroO npenapata Ans MeauUUHCKOro NpUMEHEHWs, ero
oxngaemon 3pPEKTUBHOCTU N CTENEHU pUCKa AN NauneHTa;

3) 06 ycrnoBusAx y4yacTus naumeHTa B KIMHWYECKOM WUcCCnegoBaHuM NeKapCTBEHHOro
npenapaTa ana MeauuuHCKOro NpUMeEHEHWs;

4) 0 uenu wnn uUensax W NPOAOCIMHKUTENBHOCTN  KIIMHUMYECKOrO UCCneoBaHus
nekapCTBEeHHOro npenapara ans MeauumMHCKOro NpuMeHeHus;

5) 0 penctBuMaAx naumMeHTa B Chnyyae HenpeaBUAEHHbIX 3EEKTOB BNUAHUA
rfiekapCTBEHHOro npenapara ans MeguumMHCKOro NpuMeHeHUst Ha COCTOSIHWE ero 340pPOBbS;

6) 06 ycrnoBusix 06s3aTeNbHOr0 CTPaxoBaHUs XXN3HN, 300POBbS NALVEHTA;

7) O TrapaHTuMsX KOH(UAEHUMANbHOCTU Yy4yacTUs MaumeHTa B KIIMHUMYECKOM
nccnegoBaHMM NekapCTBEHHOMo npenapara Ans MeaUUUHCKOro NPUMEHEHNS.

3. [obpoBonbHOe cornacve nauueHTa Ha yvacTue B KIIMHMYECKOM UuccrefoBaHuu
NeKkapCTBEHHOro npenapata Ans  MeAUUMHCKOrO MNPUMEHEHUs NOoATBepXOaeTcs  ero
nognuCbl0 UNM MOAMUCLID €ro 3aKOHHOro npeacTaBUTENs Ha MHMOPMAUMOHHOM JNCTKE
naumeHTa.

4. MauneHT unu ero 3aKOHHbIM NpeaCcTaBUTENb MMEET NPaBO OTKa3aTbCs OT y4acTus B
KNMMHUYECKOM 1CccrneaoBaHMmM NekapCTBEHHOro npenapaTa s MeauUmMHCKOro NpMMeEHeHUs Ha
nobon cTagum NpoBeAeHNs Takoro NccrnegoBaHus.

5. [lMpoBegeHne KINMHNYECKOrO WUCCNeaoBaHWUs JeKapCTBEHHOro npenapata  Ans
MeANLMHCKOro NPUMEHEHNA C y4acTMeM B Ka4yeCcTBe NauMeHTOB AeTeun JonyCKaeTcsl TOMbKO C
cornacuss B MUCbMEHHOM opMe UX poauTenen, ycblHoBuTenewn. [etn  moryt
paccMaTpmBaTbCA B KayecTBe MNOTEHUMarnbHbIX MaUWMEeHTOB TaKoro MccrnegoBaHus, TOMbKO
ecnu ero nposefeHne HeobXxoaAMMO AONS YKpensneHust 340poBbsa AeTer Unu npodunakTukm
NMH(PEKLMOHHbIX 3aboneBaHnn B AETCKOM BO3pacTe nMbo ecnu uenbio Takoro nccnegoBaHus
ABMSETCA MNosiydeHue [[aHHbIX O Haunydlwen LO3MPOBKE JfleKapCTBEHHOro npenaparta gns
neyeHns peten. B 9TuMX cnydasx TakoMy MCCRedOBaHWIO [OOSPKHO NpeaLwecTtBoBaTb
KNUHMYeckoe nccnegoBaHme nekapcTBEHHOro npenapaTa asns MeguUMHCKOro NpMMeHeHus Ha
COBEpLUEHHOMNETHUX rpaxgaHax, 3a MCKINIYeHneM CcryyaeB, ecnu  uccnegyembii
NeKapCTBEHHbIN npenapaT Ans MegUUMHCKOro NPUMEHEHUS NpedHas3HadYeH UCKIYUTENbHO
4119 UICNONb30BaHNA HECOBEPLLEHHONETHUMU rpaxgaHamu.

6. 3anpewaeTcs npoBedeHUE KIIMHUYECKOrOo  UCCnefoBaHuUs  fIeKapCTBEHHOro
npenapaTa ana MeauuuHCKOro NpUMeHeHus C ydacTMeM B KavyecTBe NauneHToB:

1) oeTen-cupoT u geTen, octaBunxca 6e3 nonedveHns poautenen;

2) >XeHLWWH B nepuog 6epemMeHHOCTH, XEHLWH B NEPUOA rPyLHOro BCKAapMnBaHus, 3a
UCKMIOYEHNEM CIyvaeB, €cnv MPOBOAUTCA KIMHUYECKOE UCCreaoBaHWe neKkapCTBEHHOro
npenaparta, npegHa3Ha4YeHHOro Ans YKa3aHHbIX >KEeHLUUH, Npu YCNnoBuM HeobXOoaAMMOCTU
nosly4eHmst MHopMauumn TOSMbKO BO BPEMS MPOBEAEHUS COOTBETCTBYHOLLMX KIAMHUYECKUX
nccnenoBaHUi M NPUHATUA BCEX HEOOXOAMMbIX MEP MO UCKITIOYEHMIO pUCKa HaHECEHWS Bpeaa
XEeHLWMHe B nepuos 6epeMeHHOCTU, XEHLUMHE B nepuon rpygHoro BCKapMvBaHus, nnogy
nnun pebeHky;
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3) BOEHHOCNyXalWux, 3a MWCKMYEHNEeM CnyyYyaeB MpoBedeHUs  KIUMHUYECKOro
nccnenoBaHnst NekapCTBEHHOMo npenapara, cneumansHo pa3paboTaHHOro Anst NPUMEHEHUS
B YCNOBUAX BOEHHbIX OENCTBUN, 4Ypes3Bbl4arHbIX CUTyauun, MPOMUIaKTUKN U neyeHus
3aboneBaHUn N MOPaXKeHUN, MOMyYEeHHbIX B pe3ynbTaTe BO3AENCTBUS HebnaronpuaTHbIX
XUMUYECKMX, BMONOrmyeckux, pagnaumnoHHblx paktopoB. KnnHnyeckoe uccrnegoBaHue Takoro
NeKapCTBEHHOro mnpenapata MOXeT MNpoBOAMTbLCSA C Yy4YacTMeM B KadecTBe MauueHToB
BOEHHOCNYXaLUnX, 3a WUCKIOYEHUEM BOEHHOCHYXaLUMX, MPOXOAALMX BOEHHYH Cryx0y no
npu3biBy, C cobnoaeHnem TpeboBaHnn, yCTaHOBMEHHbIX HacToAWwmMM PeaepanbHbIM 3aKOHOM
B OTHOLUEHUWN rpaXgaHCKUX nuL;

4) COTPYAHMKOB NPaBOOXPaHUTENbHbIX OPraHoB;

5) nuuy, oTb6bIBalOWMX Haka3aHMe B MecTax nuweHus cBobogbl, a Takke nuu,
Haxo4ALMXCS Nof, CTpaxen B CneacTBEeHHbIX N30NATOpPax.

7. [onyckaeTca npoBedeHue KIIMHUYECKOro  UCCnefoBaHWUs  fleKapCTBEHHOro
npenaparta ans MeauvuMHCKOro NpUMeEHeEHUs, NpeaHasHayYeHHoro s feYeHnsa ncuxmyecknx
3aboneBaHun, C y4acTMem B KayecTBe MauUMEHTOB NUL, C NCUXMYECKMMU 3aboneBaHusiMU,
NPU3HaHHbIX  HeaeecnocobHbIMM B MNOpPsiAKe, YCTAHOBIEHHOM  3aKOHOAATENbCTBOM
Poccunckon ®epepaumn. KnnHndeckoe uccriegoBaHne NekapCTBEHHOro npenapaTta B 9TOM
criyyae npoBOAMTCS MNPU  HanmMuMM  corfacust B MUCbMEHHOW  (opMe  3aKOHHbIX
npegcraBuTenien ykasaHHbIX NuL.

CratbAa 44. O6a3aTenbHOe CTpaxoBaHWE XU3HWU, 300POBbS NauMeHTa, ydacTBYOLLEro
B KIMHMYECKOM  WCCNedOBaHUM  NeKapCTBEHHOro  npenapaTta  Ans
MEANLMHCKOro NpMMeEHEHMs

1. OpraHusauusi, nMonyyMBlUAs paspelleHne Ha opraHusaumilo  NpoBeaeHus
KNMHNYECKOro MccrneaoBaHnsa NekapCTBEHHOro npenapata Ansg MeavuuHCKOro NpUMeEHeHus,
obs3aHa B kadecTBe CTpaxoBaTenis CTpaxoBaTb PUCK NPUYMHEHUS Bpeda XW3HW, 300POBbHO
naumeHta B pes3ynbTaTte MNpPOBEAEHUS KIMHUYECKOro WUccneaoBaHust  NekapCTBEHHOro
npenapata And MeauUMHCKOro NMpUMEHEHMS 3a CBOM CYEeT MyTeM 3aknioveHus Joroeopa
00s13aTeNbHOr0 CTpaxoBaHmA.

2. Ob6bekTomM 00s53aTeNbHOrO0 CTpPaxoBaHUS SIBMSIETCA WMYLLECTBEHHbLIN UWHTEpPEC
naumeHTa, CBsI3aHHbI C MPUYUMHEHWEM Bpeda €ro XM3HM WUNM 300pOBbl0 B pesynbrarte
NpoBeAeHUsT KIMMHUYECKOrOo UCCNeoBaHUA NeKapCTBEHHOro npenapaTta Ans MeguuMHCKOro
NPUMEHEHUS.

3. CTpaxoBbIM criy4aem no JOroBopy obs3aTtenbHOro CTtpaxoBaHus SIBNAETCA CMepTb
nauyveHTa unm yxygweHue ero 340poBbsi, B TOM 4YucCrie Briekyllee 3a cobon ycTaHoBeHue
WHBaNMOHOCTU, NPU HanMyYun NPUYNHHO-CNEACTBEHHOW CBA3M MEXAY HacTynieHWem 3TOro
cobbITNA U yHacTUeM naumeHTa B KNMHUYECKOM UCCIefoBaHUKN NiekapCTBEHHOro npenapara.

4. TpeboBaHus 0 BO3MELLEHMM Bpeaa, MPUHYUHEHHOIO XXN3HWU NN 300POBbLIO0 NaUMeHTa,
NpeabsBrslOTCad B TeYEeHMe CPOKOB WCKOBOW [OABHOCTWU, YCTAHOBIIEHHbIX PaXO4aHCKUM
3aKoHOAATESNTbCTBOM.

5. Pasvep cTpaxoBou BbiNfaTbl MO AOroBopy o06A3aTenbHOro CTpaxoBaHuWs
COCTaBnseT:

1) B cnyyae cmepTu nauveHTa [[Ba MunnvMoHa pybnen Ha Kaxgoro naumeHTa,
y4acTBOBABLUENO B KMMHMYECKOM MCCeA0BaHUN NieKapCTBEHHOrO npenapara;

2) Npu yxyALeHun 30opoBbs NauneHTa:

a) noenekwem 3a cobon yCTaHOBNEHWE WHBaNMAHOCTM | rpynnbl, OOWUH MWINMOH
NATbCOT ThicAY pybnen Ha Kaxgoro nauueHTa, Y4YacTBOBaBLUErO B KIMHUYECKOM
nccnegoBaHnm ekapCcTBEHHONO Npenapara;

6) noBnekwem 3a cobon ycTaHOBfEeHWe uHBanugHocth Il rpynnbl, OAWH MWIMMOH
pybnen Ha Kaxgoro nauueHTa, Yy4vacTBOBaBLUErO B  KIIMHUYECKOM  MCCReaoBaHuu
NeKkapCcTBEHHOro npenaparTa;

B) noenekwem 3a coboln ycTtaHoBneHue uHBanuagHoctu Il rpynnbl, NATLCOT ThiCAY
pybnen Ha Kaxgoro nauueHTa, Yy4acTBOBaBLUErO B  KIIMHUYECKOM  MCCReaoBaHUu
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nekapcTBEHHOro npenaparTa;

r) He noBnekwem 3a cobon yCTaHOBMEHUS WHBaNMOHOCTM, He 6Gonee 4em TpucTa
ThiCAY pybnen Ha KaxOoro naumeHTa, y4acTBOBaBLUEro B KIMHWYECKOM UccnegoBaHum
NeKapCTBEHHOro npenapara, UCXO4s M3 HOPMaTMBOB, OTPaXalLWMX XapaKTep W CTeneHb
NnoBpeXaeHNss 300poBbs, a Tawkke (aKTUYeCKU MOHECEHHbIX MNauueHTOM pacxOaoB,
BbI3BaHHbIX MOBPEXAEHMEeM 300pPOBbsl, Ha MEeOULMHCKYID MoMOLb, npuobpeTteHne
nekapcTBEHHbIX NpenapaTos.

6. YTpatuna cuny ¢ 1 nonsa 2015 .

7. Cpok poroBopa o0b6si3aTenbHOro CTpaxoBaHUS HEe MOXET ObiTb MeHee, YeM CPOK
npoBeaeHUs KITMHUYECKOro UCCreoBaHns NiekapCTBEHHOro npenapara.

8. Ycnosusa gorosopa o6a3atenibHOro CTpaxoBaHusi, B TOM Yucre CTpaxoBble Tapudbl
no oba3aTensHOMY CTpaxoBaHWUIO, NepevYeHb HeOOBXOANMbIX LOKYMEHTOB AN OCYLLEeCTBEHMUS
CTpaxoBOM BbiNnaTbl, MOPSAOK  YCTAHOBMEHWs  CTpaxoBaTenem  MHAMBMAYaNbHOro
NOEHTU(MPUKAUMOHHOIO Koda naumeHTa, nopsaok  MHEOPMUPOBAHUA — cTpaxoBaTenem
CTpaxoBLUMKa O NPUBMEYEHHbIX K KIMMHUYECKOMY UCCIEAOBaHUI0 NeKapCTBEHHOrO npenapara
ANa MeAULMHCKOrO NPUMEHEHUs nauueHTax, nopsagok ynnatbl CTPaxoBOW NpemMuun, nopsgok
peanuaauun onpegeneHHbix HacToAawmm deaepanbHbIM 3aKOHOM U ApyriuMu beaepanbHbIMM
3aKoHamu npaB u 0653aHHOCTEN CTOPOH MO 4OroBopy 06A3aTenbHOro CTpaxoBaHUA, a Takke
HOpMaTUBbI, OTpaXaroLme XxapaKkTep M CTeneHb NOBPEXAEHUs 300POBbsl, YCTaHABIMBAKOTCS
TMNOBbLIMW NpaBunamm 0b6a3aTenbHOro CTpaxoBaHUS.

9. B cnyyae NpuvyYMHEHUsa Bpeda XWM3HW NauMeHTa, y4acTBOBAaBLUETO B KIMHUYECKOM
nccnefoBaHMM  NeKapCTBEHHOro  npenaparta, BblrogonpuobpeTtatenamu no  4OroBopy
06a3aTeNbHOr0 CTpaxoBaHUA ABMSKOTCA rpaXaaHe, MMetoLmMe NpaBo Ha BO3MeELLEeHWe Bpena
B Crydyae CMepTu KOpMUmbLa B COOTBETCTBUM C rPaK4aHCKMM 3aKOHOAATeNbCTBOM, Mpu
OTCYTCTBMM TaKUX rpaxkgaH - poauTenu, cynpyr, 4eTU yMepLUero naumeHTa, y4acTBoBaBLUErO
B KMMHMYECKOM MCCriefOBaHUN NeKapCTBEHHOro npenaparta, B criydae CMepTu nauueHTa,
y4acTBOBABLUErO B KMMHMYECKOM MCCreaoBaHMM NeKapCTBEHHOrO npenapaTta u He MMEBLLETO
CaMOCTOATENBHOrO A0Xo4a, - rpaXpaHe, Ha WKAMBEHMM KOTOPbIX OH Haxoguncs, B
OTHOLLUEHMM BO3MELLEHNA pacxogoB Ha norpebeHne nauMeHTa, YyyacTBOBaBLUEIO B
KNMHNYECKOM 1ccrneoBaHumM NekapCcTBEHHOMo npenapara, - Mo, NOHeCLee Takmue pacxoabl.

10. CTtpaxoBas BbinfaTa B cHeT BO3MELLEHUS Bpena, NPUYMHEHHOTO XMU3HM NauneHTa,
yyacTBOBaBLUErO B KIIMHMYECKOM  WCCMEAOBaHUM  fleKapCTBEHHOro  npenapara,
pacnpefensieTcs Mexay BblirogonpuobpeTtatensamum npornopumoHanbHO WUX KONMUYEeCTBY B
paBHbIX AONAX.

11. Mpwn HacTynneHun CTPaxoBOro criydyas NaumeHT, y4acTBOBaBLUMA B KIMHUYECKOM
nccnefoBaHMM NeKkapCTBEHHOrO npenapata, BblirogonpuobpeTaTtens BrpaBe MNpeabsBUTb
HEenocpeaCcTBEHHO CTPaxOBLUMKY TpeboBaHMe O BO3MELLEHMM MNPUYMHEHHOrO Bpeaa.
CtpaxoBas BbINfata OCYLLECTBNAETCA CTPAxXOBLUMKOM B TeYeHWe TpuauaTtn OAHEn CO AHS
npeacTaBneHnss HeobXxoauMMbIX LOOKYMEHTOB. [laumMeHT, y4acTBOBaBLUMM B KIMHUYECKOM
nccrnegoBaHnM NeKapcTBEHHOrO npenaparta, unu BbirogonpuobpeTtaTtens 06s3aH coodbwmTh
CTPaxOBLUUKY ans OCYLLIECTBEHMS CTpPaxoBOM BbInnaTbl NHONBMAOYanbHbIN
NOEHTUMPUKAUMOHHBIN KoL MNauMeHTa, YCTaHOBIIEHHbIN CTpaxoBaTefniemM B COOTBETCTBUMM C
TMNOBbLIMW NpaBunamm 0b6a3aTenbHOro CTpaxoBaHUS.

12. [do nonHoro onpegerneHns pasmepa noafnexaiero BO3MELEeHUI0 Bpeaa
CTPaxoBLMK MO 3asiBIEHNO NauueHTa, y4acTBOBaBLUErO B KIMHWYECKOM WCCnegoBaHum
NeKapCTBEHHOro npenapaTa, unu 3asBrneHuno BblirogonpuobpeTaTtensa Bnpase OCYLECTBUTb
YacTb CTPaxoBOW BbINMaTbl, COOTBETCTBYIOLWYH (aKTUYECKM OnpederieHHOW 4acTu
NPUYMHEHHOTO Bpeaa.

13. CTpaxoBasi BbiNfiaTa B COOTBETCTBUM C LOrOBOPOM 06s3aTENbHOro CTpaxoBaHUs
OCYLLIECTBMSETCHA HE3aBUCMMO OT BbINnaT, MPUYUTAIOLNXCS NO APYTMM BUAAM CTPaxXOBaHUS.

14. He ponyckaeTcsl y4acTue naumMeHTa B NPOBEAEHUU KIMHUYECKOro MccrnenoBaHus
NeKkapCTBEHHOro NpenapaTa nNpu OTCYTCTBUM JOoroBopa 0693aTenbHOro CTpaxoBaHUS.

15. KOHTponb 3a WCNOSIHEHMEM OpraHuv3aumen, nonyyvMBLUEN paspeLleHne Ha
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OpraHn3aumnio NpoBEeAEHUST KIMMHUYECKOro MCCNeaoBaHUsl NEeKapCTBEHHOro npenapaTta Aans
MEAVLUMHCKOrO NPUMEHEHUs, YCTAHOBMEHHOW HacToswen cratberd 06s3aHHOCTU Mo
00s13aTeNbHOMY CTPaxoBaHUIO XXMU3HW, 300P0Bbs NaUMeEHTa, y4acTBYOLEro (y4acTBOBaBLLENO)
B KIMMHNYECKOM nccrnegoBaHMM  NIEKapCTBEHHOIO npenapara, ocyLecTBnsaeTcs
YNONMHOMOYEHHbIM  doefepanbHbiM  OpraHoOM  UCMOMHUTENbHOWM  BRacTW,  BblAaBLUUM
paspelleHne Ha NpoBeaeHNEe KIMHUYECKUX UCCreaoBaHNIN NekapCTBEHHbIX npenapaToB Ans
MEANLMHCKOro NPUMEHEHMWS.

MnagBa 8. NMponsBoACTBO U MapKUpPOBKa NeKapCTBEHHbIX CPeAcCTB

CtaTtba 45. [1pon3BOACTBO NeKapCTBEHHbIX CPeACcTB

1. MNpoun3BOACTBO NEKapCTBEHHbIX CPeACTB AOJPKHO COOTBETCTBOBaTb TpeboBaHWUSIM
npaBwusl  Hagnexawen npousBOACTBEHHOW MNPAKTUKN, YTBEPXKOEHHbIM YNONHOMOYEHHbLIM
deneparnbHbiM OpraHoM ucnosnHuTernbHoW Bnactu. OcobeHHOCTU nepexoda NpPOU3BOACTBA
OTAENbHbIX JIEKAaPCTBEHHbBIX CPEeACTB K MX MPOM3BOACTBY B COOTBETCTBUM C TpeboBaHUAMMU
npaBun Haanexawlen npou3BOACTBEHHOW MPaKTUKM YycTaHaBnuBaloTcs [1paBUTENbCTBOM
Poccunckon depepaumn. Bblgadya 3aknveHUA O COOTBETCTBUM  NPOM3BOAUTENS
NeKapCTBEHHbIX CpeaCcTB TpeboBaHUAM NpaBur Hagnexailen npou3BoACTBEHHOW MPaKTUKK
OoCyllecTBngeTCsa MO pe3ynbTataM WHCNEKTUPOBaHUS Npou3BoauTENEN neKapCTBEHHbIX
cpeacTB B nopsigke, yctaHosrieHHoM [lpasutensctBoMm Poccunckon depepaumn. Pasmep
nnaTtbl 3a Bblgady 3aklOYEeHUs O COOTBETCTBUW MPOU3BOAUTENS NEKAPCTBEHHbIX CPeacTB
TpeboBaHNAM nNpaBun  Haanexawlen nponM3BOACTBEHHON MNPaKTUKM  yCTaHaBNMBaeTCH
MpaButensctBoM Poccuinickon depepaumn. [lopsgok  opraHmMsauun U nNpoBefeHus
WMHCNEKTUPOBaHUA NPON3BOAUTENEN NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHUAM
npaswusl Hagnexawen npon3BOACTBEHHOW MpPaKTUKWM ycTaHaBnuBaeTcs [lpaBUTenLCcTBOM
Poccuinckon ®epepaunn.

2. [Mpou3BoacTBO  NeKapCTBEHHbIX cpeactB B Poccunckon — depepaumm
OCYLLIECTBMNSAETCHA MPOM3BOAUTENSAMM NEKAPCTBEHHbIX CPEACTB, MMEKLWMMN JIULEH3UI0 Ha
NPOU3BOACTBO JIeKApCTBEHHbIX cCpeacTB. [loaTBepxaeHWe COOTBETCTBUS NuueH3naTa
npaBvnam Haanexaiwien npou3BOACTBEHHOM MPaKTUKM  OCYLLECTBMASETCHS B  pamKax
NNUEH3NOHHOIO KOHTPOMA B COOTBETCTBMM C 3aKOHOogaTenbCcTBOM Poccuiickon degepauun ¢
y4yeToM 0COBEHHOCTEN, yKa3aHHbIX B YacTU 1 HAcCTOsILLEN CTaTbMW.

3. [lpou3BOACTBO fEKapCTBEHHbLIX CPeaCTB OcCywecTBnseTcs C cobnwogeHuem
TpebOBaHNN MPOMBILWSIEHHOTO perfamMeHTa, KOTOpbIA YTBEPXAAeTCA pykoBoguTeNneM
npou3BoaMTENSa JleKapCTBEHHbIX CPEACTB M BKIOYaeT B cebs nepeyeHb WUCMNONb3yeMblX
hapmaueBTUYeckux cybcTtaHuMin M BCNOMOraTesfibHbIX BELWEeCTB C YKa3daHuMeM KonunvecTsBa
Kakgoro M3 HuUX, AaHHble 06 ucnornb3yemMoMm obopyaoBaHWMM, ONMCaHWE TEXHOMOrMYecKoro
npouecca u MeTofoB KOHTPOMSA Ha BCeX 3Tanax Npon3BOACTBa fIeKapCTBEHHbIX CPeACTB.

4. Tpn NpPou3BOACTBE NEKAPCTBEHHbLIX CPEACTB WMCNOMb3yTCA (hapMaueBTUYecKkue
cybCcTaHuuK, BKIIKOMEHHbIE B TOCYAApCTBEHHbLIN peecTp JfeKapCTBEHHbIX CpeacTB, 3a
UCKIIOYEeHneM  pbapmaueBTMYECKMX  CyBCTaHUMW, NpPOM3BOOUMBLIX [ONsi  MNPOBEAEHUS
KNUHWYECKMX uccrnenoBaHnin n ansa akcnopta. K npoueccy npomssoacTsa oapmMaLeBTUYECKOM
cybCcTaHuun oOTHOCATCA nNobble CcTagun  TEXHOMOrMYEeCcKoro npouecca, Mo3BoNsLme
NoJSly4YMTb rOTOBLIN NPOAYKT, COOTBETCTBYHOLWMI TpeboBaHUAM hapmakonenHon ctaTb, B TOM
yucne  pepmeHTauusi,  3KCTPakUuMd, O4YUCTKa, BblOeneHve, nepekpuctannuaauus,
BbICYLLUMBaHWE, U3MESbYEHME.

4.1. lNepevyeHb nekapcTBEHHbIX npenapaTtoB ANA MeOULUMHCKOrO MNPUMEHEHUs, B
OTHOLUEHMM KOTOPbIX YCTaHaBnMBalTCA TpeboBaHMss K 0ObemMy Tapbl, YnakoBke U
KOMIMMEKTHOCTU, NepeYeHb JIeKapCTBEHHbIX NpenapaToB Ans BeTepuHapHOro NpuMeEHeHUs, B
OTHOLLEHUM KOTOPbIX YCTaHaBnMBalTCa TpeboBaHusa K 06beMy Tapbl, a Takke TpeboBaHUA K
o6beMy Tapbl, yNakOBKE WM KOMMSEKTHOCTU NEeKapCTBEHHbIX NpenapaTtoB AN MeAULMHCKOro
npumeHeHnsa, TpeboBaHusa K 06beMY Tapbl NeKapCTBEHHbIX NpenapaToB ANs BeTepUHapHOro
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NPUMEHEeHNa OonpefenaiTcs COOTBETCTBYOLWIMMU  YNONHOMOYEHHbIMW  dbeaieparnbHbIMU
opraHamu  UCMOMHUTENbHOM BRAacTM B NOpPsiAKe, YCTAHOBNEHHOM  [1paBUTENbCTBOM
Poccunckon ®epepaunn.

4.2. OpraHusauuu, ocyLLeCcTBAOLWME NPOM3BOACTBO (hapMaLeBTUYECKON CyGCTaHUmMm
cnupTa 3TUNOBOrO (3TaHona) And nNpou3BOACTBA CNUPTOCOLEPXalnX feKapCTBEHHbIX
npenapaTtoB, 06513aHbl OCYLLECTBNATL YYeT U AEeKnapuMpoBaHWe B MOpsiake, YCTaHOBMEHHOM
ctatbssMn 8 un 14 depepanbHOro 3akoHa OT 22 Hos6ps 1995 roga N 171-03 "O
rocyaapCTBEHHOM perynupoBaHum NpoM3BoacTBa U 06opoTa 3TUOBOrO CNUpTa, ankorosibHOM
N cnupTocogepXallen npoaykumm n o6 orpaHnvyeHnn notpebneHns (pacnutnsa) ankorosnbHOM
npoaykumn”.

5. 3anpewaeTca Nnpon3BoOACTBO:

1) nekapCTBEHHbIX CpPeacTB, He BKMYEHHbIX B FOCYAapCTBEHHbIN  peecTp
NEeKapCTBEHHbIX CPeACTB, 3a WUCKIHYEHMEM NEKApCTBEHHbLIX CPEACTB, MPOM3BOAUMbBIX ANSA
npoBeaeHUs KITMHUYECKUX NCcneoBaHui U aAng aKcnopTa;

2) hanbcMdULMpPOBaHHbIX NIEKapCTBEHHbIX CPEACTB;

3) nekapcTBEHHbIX cpeacTB 6e3 NMUEeH3nn Ha NPOM3BOACTBO JIEKapPCTBEHHbIX CPEACTB;

4) nexkapCTBEHHbIX CPeACTB C HapylleHMeM MpaBun OpraHu3auuum nNpou3BOACTBaA U
KOHTPOMS Ka4eCTBa NIeKapCTBEHHbIX CPEACTB.

6. Npun BBOAE NEKapCTBEHHbIX CPEACTB B rpaXkaaHcknii 060poT yNnosIHOMOYEHHOE NNLLO
NPOU3BOAUTENS JEKAapCTBEHHbLIX CPeACTB OCYLLEeCTBMASET MOATBEPXAEHNE COOTBETCTBUS
NEeKapCTBEHHbIX CcpeacTtB TpeboBaHWMSIM, YCTAHOBMEHHbIM MPU  UX TOCYyAapCTBEHHOM
perncTpauuun, U rapaHTUpyeT, YTO NekapCTBEHHble CpeaCcTBa NpoM3BeaeHbl B COOTBETCTBUM C
TpeboBaHNAMKN NpaBun Haanexallen Npon3BoACTBEHHON NPAKTUKN.

7. YNONHOMOYEHHbLIM JIMLLOM MPOM3BOAUTENS NEKapCTBEHHbIX CPEACTB SBNAETCA ero
pabOTHWMK, aTTECTOBAHHbLIA B YCTAHOBMIEHHOM YMOSIHOMOYEHHbIM hbeaepanbHbIM OpraHoM
NCNOSTHUTENbHOW BracTu Mopsgke M MMelLWwmin ctax paboTbl He MeHee YeM NATb NeT B
obnactm npousBoAacTBa WU (MNM) KOHTPONSA KayecTBa JNEKapCTBEHHbIX CPeacTB, BbiCLIee
obpa3oBaHMe COOTBETCTBEHHO MO OAHOW W3 crneuynanbHOCTEW U (MNKM) OAHOMY U3
HanpaBneHurM noAaroToBKW: ©Owuonormsi, OGuoTexHonorns, BeTepuHapusi, KIMHU4YecKas
MeavumHa, paguauuoHHas,  xuMmudeckas u Buonormyeckas  3awuTa,  (hapmaums,
dbyHOaMeHTanbHaa MeamumHa, Xmmmudeckast TEXHOMOMMS, XMMUSL.

8. [lpousBoauntenn nekapCcTBEHHbIX CPeacTB MOryT OCYLWEeCTBRATb  npoaaxy
NEeKapCTBEHHbIX CPeACTB WM nepedaBaTb WX B YCTAHOBMIEHHOM 3aKOHOAATENbCTBOM
Poccuinckon ®enepaunmn nopagke:

1) OpyrMM  NpouM3BOAUTENSAM  NEKApPCTBEHHbIX CPeAcTB  ANns  Npou3BOACTBaA
NeKapCTBEHHbIX CPEACTB;

2) opraH13aumsiMm ONTOBOW TOProBM NEKapCTBEHHbIMU CPEeACTBaMU;

3) anTeyHbiIM  oOpraHuMsauusiM,  BeTEepUHApPHbIM  anTeYyHbIM  OpraHuM3auusMm,
MHOMBMAOYANbHBbIM  MPeanpuHUMaTensM, UMEKLWUM JMUEH3NI0 Ha dapmaueBTUYECKYHO
AEATENbHOCTb UMM NULEH3MIO HA MEANLMHCKYIO OeATENbHOCTb;

4) Hay4HO-UccnegoBaTeNbCKMM  OpraHM3aumMsim  Ons  Hay4HO-MUCCrieLoBaTerNbCKOn
paboThbl;

5) MeguuUMHCKMM opraHm3aumam 1 BeTepUHapPHbIM OpraHM3aumsam;

6) opraHusaumsam, OCYLLECTBNALWMM pa3BefeHue, BblpallMBaHuMe U COAepXaHue
XNBOTHbIX.

FTAPAHT:

CraTtbs 46. MapknpoBka nekapCTBEHHbIX CPeACTB

1. JlekapcTBeHHble npenapaTbl, 3a WCKIYEHNEM JEKapCTBEHHbIX MpenapaTos,
N3roTOBJSIEHHbLIX anTeYHbIMU OpraHM3aunamMu, BeTePUHAPHbBIMU anTeYHbIMU OpraHu3aunsaMu,
MHOMBMAYANbHLIMU NPeanpuHMMaTENS MU, UMEKLLMMU JIMLEH3UIO Ha dapMaueBTUYECKYH
AEeATeNbHOCTb, JOMKHbI NOCTYNaTh B 0bpalleHne, ecnu:

1) Ha UX NEepBNYHON YNaKOBKe (3a UCKMIOYEHMEM NEPBUYHON YNAKOBKU NeKapCTBEHHbIX
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pacTuTenbHbIX MNpenapaTtoB) XOPOLWO YMTaeMbiM LUPUAPTOM Ha PYCCKOM $3blKe YyKasaHbl
HauMeHOBaHWe reKapCTBEHHOro npenapata (MexayHapooHOe HenaTeHTOBaHHoe, WIu
rpynnMpoOBOYHOE, WU XUMUYECKoe, UM TOProBOoe HaMMeHOBaHME), HOMep cepuu, AaTta
BbiNyCcka (418 MMMYHOOMOMOrMYeCcknx JIeKapCTBEHHbIX NpenapaTtoB), CPOK rOOgHOCTH,
[03UpOBKa UMM KOHUEHTpaunsa, o6beM, akTUBHOCTb B eAuMHMLaxX OEACTBUS UNU KONMYEeCTBO
paexch

2) Ha MX BTOPUYHOM (NOTPEOUTENBLCKOWN) YNaKoOBKE XOPOLLUO YMTaAeMbIM LIPUGTOM Ha
PYCCKOM $3blke YyKasaHbl HauMeHOBaHWe JeKapCTBEHHOro npenapata (MexgyHapogHoe
HenaTeHTOBaHHOe, WNW TPYNNMPOBOYHOE, UM XMMWYECKOEe W TOpProBoe HauMeHOBaHWS),
HanMeHoBaHWe MNPOU3BOAMTENS NEKapCTBEHHOrO npenaparta, HoMep cepwun, aTa Bbinycka
(Bna  MMMYyHOGMOMOrMYecknx nekapCTBEHHbIX MpenapaTtoB), HOMEpP pPEerncTpaunuoHHOro
yAOCTOBEPEHWUS, CPOK MOAHOCTU, CNOCO6 NPpUMEHEHNS, A03UPOBKA NN KOHLIEHTpauus, obbem,
aKTUMBHOCTb B eQuHULAX AeUCTBUS NMMBO KONMYeCTBO 403 B YNAKOBKE, NekapCcTBEHHAa hopMma,
yCIoBua OTMycKa, YyCroBUSA XpaHeHUs, npeaynpeanTenibHble Hagnucu.

2. ®apmaueBTU4eckne cybCcTaHuMM OOSMKHbI NocTynaTb B obpalieHve, ecnm Ha ux
NMEepBMYHON YMaKoOBKE XOPOLIO YUTAaeMbiM LIPUEPTOM Ha PYCCKOM A3blke yKasaHbl
HauMeHoBaHWe papmaueBTUYecKon cybcTaHumMn (MexayHapoa4HOe HenaTeHTOBaHHoe, Unu
rpynnMpoBOYHOE, WM XUMUYECKOe W TOproBoe HauMMEHOBaHWS), HauMeHoBaHue
npoussoguTensa apmaueBTnyeckon cybcTtaHuMn, HOMep cepum W JaTa W3roTOBIEHWS,
KONMMYEeCTBO B YNakoBKE W eOUHWUUbI M3MEPEHUs! KONMyecTBa, CPOK FOAHOCTU U YCIOBUS
XpaHeHus.

3. JlekapcTBeHHbIE CpeacTBa B Ka4eCTBE CbIBOPOTOK AOMKHbI MOCTyNaTh B obpalleHne
C YKasaHMeM >XMBOTHOrO, M3 KPOBW, Mfasmbl KPOBW, OPraHOB W TKaHEW KOTOPOro OHU
nony4YeHbl.

4. Ha BTOpU4YHYO (NOTPebnTenbCKyo) ynakoBKY NeKapCTBEHHbIX CPeACTB, NOMNyYeHHbIX
M3 KpOBW, NNasmbl KPOBW, OPraHOB M TKaHEW 4YerioBeka, AOSMKHA HaHOCUTbCHA HaAnuChb:
"AHTnTena k BWY-1, BNY-2, k Bupycy renatmta C u NOBEPXHOCTHbIA aHTUreH BuUpyca
renatuta B otcyTtcTBylOT".

5. Ha nepBuYHyl0 ynakoBKy W BTOPUYHYIO (MOTPEOMTENbCKYK)  ynakoBKY
paguodapmaueBTUYECKMX  FIEKapCTBEHHbIX  CPEeACTB  AOS/DKEH  HAHOCUTbCA  3HakK
pagnaumoHHOM ONacHOCTW.

6. Ha BTOpu4Hyto (NOTpebuTenbCKyt) ynakoBKY rOMeonaTUYecKMX NeKapCTBEHHbIX
npenapaToB AOSHKHA HAHOCUTLCS Haanuck: "lromeonaTmnyecknin”.

7. Ha BTOpuMYHylo (NOTpPebUTENbCKYHD) YMNAaKOBKY JIEeKapCTBEHHbLIX pPaCTUTENbHbIX
npenapaToB AOSPKHA HAHOCUTBLCA Haanuch: "lMpoayKums npoLwna paguaumoHHbIA KOHTPOSb" .

8. Ha nepBu4Hy0 ynakoBKy (ecnu Ans aToro CyLecTByeT TEXHUYeCKasi BO3MOXHOCTb)
N BTOPUYHYIO (NOTPEOMTENbLCKYHD) YNakoBKY fleKapCTBEHHbIX NpenapaTtoB, npeaHasHa4YeHHbIX
ONs KNWHUYECKUX uccneaoBaHWW, AOOMKHA HaHOCUTbCA Haanucb: "[Ona  KNUHUYecKux
nccnengosaHun”.

9. YnakoBka neKapCTBEHHbIX CpPeACTB, NpefHa3HAYeHHbIX WCKNYUTENBHO ANS
3KcnopTa, MapKnpyeTcsa B COOTBETCTBMM C TpeBOBaHMSAMN CTpaHbl-MMnopTepa.

10. Ha TpaHcnopTHyl Tapy, KOoTopasi He npeaHasHaveHa and notpedbutenem mn B
KOTOpPYHO MNOMELLEHO feKapCTBEHHOe CpeacTBO, [AO0SPKHA HaHOCUTbCHA WHopmaunsa o
HauMeHOBaHWKN, Cepuun JieKapCTBEHHOro cpeacTBa, AaTe BbiMycka, KONMMYecTBE BTOPUYHbLIX
(NnoTpebuTenbCcknx) ynakoBOK NeKapCTBEHHOro CpeacTBa, NPOu3BOAUTENeE NeKapCTBEHHOMO
cpefcTBa C ykadaHMeM HaMMeHOBaHUSA U MEeCTOHaXOXAEHUA NPou3BoaMTENS NleKapCTBEHHOro
cpeacteBa (agpec, B TOM u4ucne cTpaHa M (Mnv) MecTO MpOM3BOACTBA JleKapCTBEHHOro
cpeacTBa), a Takke O CpOKe rogHOCTW NeKapCTBEHHOro cpeactBa M 06 ycrnoBusiX ero
XpaHeHUs1 1 nNepeBOo3kn, Heobxoanmble npeaynpeanTesibHble HagnuMcu U MaHUNynAaTopHble
3HaKMW.

11. Ha nepBMYHYIO YynNnakoBKY W BTOPUYHYI (MOTPEOMUTENbCKYH0)  YNakoBKY
NeKapCTBEHHbIX CPeacTB ANA BeTEePUHAPHOro NPUMEHEHUA OO0JHKHAa HaHOCUTbLCHA HaanucChb:
"[1ns BETEPUHAPHOro NPUMeEHeHNns".



12. Ha BTOpuYHYKO (NOTPEOMTENbCKYK) YNakoBKYy JIEKApPCTBEHHOro npenapaTta
HaHOCUTCSA LUTPMUXOBOM KOA,.

naBa 9. BBo3 nekapcTBeHHbIX cpeacTB B Poccunckyro ®eaepauunio n BbiBO3
nekapcTBeHHbIX cpeacTB 3 Poccunckon d®epepauyum

Cratba 47. Nopagok BBO3a fneKkapCTBEHHbIX cpeacTB B Poccuinckyto ®epepauuio m
BbIBO3a NlekapCcTBEHHbIX cpeacTB n3 Poccuiickon ®egepauunm

1. BBO3 nekapctBeHHbIX cpeactB B Poccuickyio defepaumio OCyLLECTBISETCA B
nopsigke, ycraHosrneHHom [lpasutensctBom Poccunckon depepaumm, B COOTBETCTBUM C
TaMOXEHHbIM 3aKoHOAAaTeNnbCTBOM TaMOXeHHOoro cow3a B pamkax EBpA3dC (manee -
TaMOXeHHbIN cot3) 1 (Mnn) 3akoHogatenbcTBoM Poccuickon depepaumm 0 TaMOXEHHOM
aene.

2. Beosumble B Poccuiickyto denepaunio nekapcTBeHHble CpeacTtBa AOSMKHbI ObiTb
BKMIOYEHbI B rOCYAapCTBEHHbIN peecTp JlekapCTBEHHbIX CPeacTB.

3. [Honyckaetca BBO3 B Poccuinckyto ®Pegepaumio  KOHKPETHOW  napTum
3aperncTpupoBaHHbIX U (MNW)  HEe3aperncTpuMpoBaHHbIX  NEeKapCTBEHHbIX  CPeAcCTs,
npegHasHayeHHbIX AN NpOBeAEeHUs  KIMMHUYECKUX  UCCNedoBaHUMM  NIeKapCTBEHHbIX
npenapaToB, NPOBEOEHUS 3KCNEepTU3bl JIEKAaPCTBEHHbIX CPeACTB ANA  OCYLLECTBIEHUs
rocydapCTBEHHOM  peructpaumMmM  feKkapCTBEHHbIX npenapaTtoB  uMAM  ANs  oKasaHus
MeANLMHCKON NOMOLLM MO XXU3HEHHbIM MOKa3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBaHuu
paspeLleHns, BbIAHHOIO YMOSTHOMOYEHHbIM bedepanbHbIM - OPraHOM  UCMOMNHUTENBHON
BNacT No 3asiBfeHusM Nnu, yKasaHHbIX B cTaTbe 48 HacTosiwero denepanbHOro 3akoHa.
PaccmoTpeHne Takoro 3asiBNeHust U MpUHATUE peLleHna O Bbldaye paspelleHns Ha BBO3
KOHKPETHOW napTuUX 3aperncTpupoBaHHbIX U (MNKN) He3aperncTpUpoBaHHbBIX JIEKAPCTBEHHbLIX
CpeAcTB, npefHa3HadYeHHbIX ANS NPOBEAEHUSA KMMHUYECKUX UCCNeLOBaHUn NeKapCTBEHHbIX
npenapaToB, NPOBEOEHUS 3KCNEepTU3bl JIEKAPCTBEHHbIX CPeACTB AN  OCYLLECTBIEHUS
rocydapCTBEHHOM  perucTpaumm  NeKapCTBEHHbIX nNpenapaTtoB  WAM  ONs  OKasaHus
MeANLMHCKON NOMOLLIM NO XXU3HEHHbIM MOKa3aHUsIM KOHKPEeTHOro naumeHTa nnbo o6 otkase B
Bbldaye YyKa3aHHOro paspeLleHns npou3BOAATCA B CPOK, He MpeBbllarowmnin natm pabounx
AHen. [naTta 3a Bblgayy yKa3aHHOro paspelleHnsi He B3MMaeTCA.

4. B Poccuinckyto defepaumio MOXHO BBO3UTb fleKapCTBEHHbIE CpeAcTBa, KayecTBO
KOTOpPbIX MNOATBEPXKOEHO CcepTUdUKATOM  MPOU3BOAUTENS  NEKAapPCTBEHHbIX  CPeacTs,
yAOCTOBEPSIOLLMM  COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbLIX CpeacTB  TpeboBaHUAM
hapMakonenHblx ctaTten nubo B criydae MX OTCYTCTBMSI HOPMATUBHOW LOKYMEHTauum unuv
HOPMaTUBHOIO JOKYMEHTA.

5. 3anpewaetca BB03 B Poccunckyto ®Pepepauunio  hanbcudurunMpoBaHHbBIX
NeKapCTBEHHbIX CpeacTB, HeJOOPOKaYeCTBEHHbIX FIEKAPCTBEHHbIX CPeACTB, KOHTpa(aKTHbIX
NeKapCTBEHHbIX CPEACTB.

6. danbcMumunMpoBaHHbIE NlEeKapCTBEHHbIE  CpeacTBa, HenobpokaydeCTBEHHbIEe
neKapCTBEHHble CpeAcTBa noanexar U3bATUI0 U NnocneaywemMy YHUYTOXEHUIO U BbIBO3Y
n3 Poccunckon Pepepaumm, KOHTpadhakTHblE JlEKapCTBEHHblE CpeacTBa - U3BATUIO U
nocneaywemMy YHUYTOXEHUID. YHUYTOXEHWE wunn BbiBO3 U3 Poccurckon Pepepauumm
hanbCUMUUUPOBAHHLIX NEKApPCTBEHHbLIX CPEeACTB, HeAobpoKayeCTBEHHbIX feKapCTBEHHbIX
CpencTB, KOHTpadaKTHbIX JleKapCTBEHHbIX CPeaCTB OCYLUeCTBRsSeTcAa 3a cuveT Jnvua,
ocywlecTBMBLUErO UX BBO3. [lOPSAOK YHUYTOXEHUS U3BATLIX  GanbCUPULMPOBAHHBIX
NeKapCTBEHHbIX CPeacTsB, HeJobpoKkayYeCTBEHHbIX NIEKApPCTBEHHbIX CPEeACTB, KOHTpadaKTHbIX
neKkapCTBEHHbIX CpeacTB ycTaHaBnmBaeTcs NpasutensctBom Poccurckon ®egepauuu.

7. Jlnua, ocyuwectensawwme BBo3 B Poccuickyto ®enepauunio panscuduumpoBaHHbIX
NeKapCTBEHHbIX CpeacTB, HeJOOPOKaYeCTBEHHbIX NIEKAPCTBEHHbIX CPeACTB, KOHTpaaKTHbIX
NEeKapCTBEHHbIX CpeacTB, HeCYT OTBETCTBEHHOCTb B COOTBETCTBUM C  TaMOXEHHbIM
3aKoHOAATENbLCTBOM TaMOXEHHOro cot3a M (Mnn) 3akoHodaTenbCTBOM  Poccuickon
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depepaumm o TaMOXeHHOM aene.

8. BbiBO3 nekapcTBeHHbIX cpeacTB u3 Poccunckon denepauun ocyulectsnserca 6e3
NPUMEHEHNSA OrpaHNYeHNIA, YCTaHOBMNEHHbIX TAMOXEHHbIM 3aKOHOA4ATENbCTBOM TaMOXEHHOro
cow3a wun (M) 3akoHogaTenbcTBoM Poccunckon degepaumm O rocygapCTBEHHOM
perynupoBaHny BHELLHETOProBOW AEeATENBHOCTH.

Cratbs 48. lOpuandeckme nuua, KOTOPbIM paspeLLleH BBO3 NIEKAPCTBEHHbIX CPEACTB B
Poccunckyto deanepaumto

INekapcTtBeHHble cpeacTea B Poccunckyo degepauunio MOryT BBO3UTD:!

1) Nnpon3BOANTENM NEKaApPCTBEHHbIX CPEACTB AN Lenen cobCTBEHHOrO NPOM3BOACTBA
neKapCTBEHHbIX CPEACTB;

2) MHOCTPaHHble pa3paboTyMKM NEKApCTBEHHbIX CPeACTB WU MHOCTPaHHble
NPOu3BOOMTENN NEKapCTBEHHbIX CPeaCTB UMW Apyrve lpuguyeckue nuua no nopyyeHuro
paspaboTymka nekapcTBEHHOrO CcpeacTBa Ans NPOBEAEHMS] KITMHUYECKUMX MWCCreoBaHUN
nekapCTBEHHOro npenapara, OCYLLEeCTBMEeHNN rocyaapcTBeHHOM permcTpaumm
NleKapCTBEHHOIO npenaparTa, BKITHOYEHMUSA dapmaLeBTUYECKON cybcTaHumm B
rocyJapCTBEHHbI peecTp JieKapCTBEHHbIX CPeACTB, KOHTPOMSA KavecTBa eKapCTBEHHbIX
CpeacTB  nNpU  HanmuMuuu  paspelleHust  YyNosIHOMOYEHHOro  dpeaepanbHOro  opraHa
NCMNOSTHUTENBHOM BIACTU Ha BBO3 KOHKPETHOW NapTUKN NIEKApPCTBEHHbIX CPEACTB;

3) opraHu3aumm onNnToBOW TOProBNN NNIEKAPCTBEHHBbIMU CPEACTBAMM;

4) Hay4dHO-uccrnegoBaTernbCkMe opraHusauuu, obpasoBaTesbHble OpraHusauum
Bbiclwero obpasoBaHud, MNPOM3BOAUTENM FNEKAPCTBEHHbLIX CPeacTB Ans  paspaboTku,
nccrnegoBaHu, KOHTpomnda ©e3onacHocTW, KayecTBa, 93GEEKTUBHOCTU feKapCTBEHHbIX
CpeactB  nNpU  HanmMuuu  paspelleHusl  YyNnosIHOMOYEHHOro  cpegepanbHOro  opraHa
WNCNOMNHUTENBbHOW BNAacTK;

5) MeanuuHckMe opraHmsauuun, UHble yKasaHHble B NyHKTax 1 - 4 HacTosilen ctaTbu
opraHusaummn gnsa okasaHust MeOULMHCKON MOMOLLM MO XXU3HEHHbBIM NOKa3aHUAM KOHKPETHOro
nauyveHtTa npu  Hanuuum  paspeLleHns  YyNorTHOMOYEHHOro  dhegepanbHOro  opraHa
WCMOSTHATENbHON BMacTM Ha BBO3 KOHKPETHOM MNapTUM NeKapCTBEHHOro npenaparta,
BblJAHHOMO B YCTAHOBIIEHHOM nopsigke B QOPME 3fIEKTPOHHOrO LOKYMEHTa, NMOAMMCaHHOro
YCUNEHHOWN KBanNnnUuULMpoOBaHHOW 3NEKTPOHHON NOLMMUCHIO.

Ctatba 49. [JoKymeHTbl, NpeAcTaBfsieMble B TaMOXEHHble opraHbl Poccuiickomn

degepaumm Npy BBO3E NeKapCTBEHHbIX cpeacTB B Poccuinckyto ®efepauuio

1. lpn BBO3e nekapCTBeHHbIX cpenctB B Poccunckyto depepaumio B TaMOXEHHbIE
opraHbl Poccuinckon ®Pepepauumn Hapsgy C  AOKYMEHTamu, MpeacTtaBfeHne  KOTopbIX
npegycMOTPEHO TaMOXEHHbIM  3aKOHOOATENbCTBOM  TaMOXEHHOro cows3a wu  (1nn)
3akoHogaTenbctBoM Poccuinckon ®Pepepauum O TaMOXEHHOM Jene, npeacTaBnstTCcA
cnegyrowmne JOKYMEHTbI:

1) cepTudumkaTt npPou3BOAUTENS NEKapCTBEHHOrO CpeacTBa, YO4OCTOBEPSIOLNNA
COOTBETCTBME BBO3MMOIO NEKAPCTBEHHOIO cpeactsa TpeboBaHnaM hapMakonenHon ctaTbu
nnbo B crnyyae ee OTCYTCTBUSI HOPMATMBHOW AOKYMEHTAUUN U HOPMATUBHOIO AOKYMEHTA;

2) paspeLueHne yrnosiIHoMOYEHHOro heaepanbHOro opraHa UCNOMNHUTENBHON BRacTy Ha
BBO3 KOHKPETHOM MapTuM NeKapCTBEHHOrO CpeacTBa B CryyasiX, YCTaHOBIEHHbIX YacTblo 3
ctaTtbk 47 HacTosdwero PefeparnbHOro 3akoHa.

2. [JokyMeHTbl, YyKadaHHble B nyHKTax 1 m 2 yactm 1 HacToswen craTby,
npeacTaBnsaAlTCA B TaMOXeHHble opraHbl Poccuiickon ®Pepepauumn npu  nNpubbiTvm
nekapCTBEHHbIX cpencTB B Poccuinckyto ®egepauumio.

Cratba 50. BB03 nekapcTBeHHblX npenapatoB B Poccuiickyto Pepepauuio ons
NINYHOIO MCMNOSIb30BaHUA W MHbIX HEKOMMEPYECKUX uenen, a Takke ans
NCMonNb30BaHWSA Ha TEPPUTOPUN MEXOYHAPOOLHOro MeMLUNHCKOro Kracrtepa
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1. JlekapcTBeHHble npenapaTbl MOryT ObITb BBE3eHbl B Poccunckyto ®enepaunto 6e3
yyeTa TpeboBaHW, NpeayCMOTPEHHbIX Yactamm 1 -4 crtatbum 47, ctatbsmun 48 n 49
HacTosilwero deaepanbHOro 3akoHa, eCnNu OHW NpeAHasHayYeHbl Ans:

1) NMYHOrO MCNONb30BaHNA U3NYECKMMW NMuaMK, npubbIBLIMMKN B POCCUMICKYIO
depepaumio. Npu atom BBO3 B Poccuiickyto Pepepauunio nekapCcTBEHHbIX MpenapaTtos,
cogepxawmx  CunbHoAeucTBywwmne u  (MnNu) 900BUTbIE  BeLLeCTBa,  BKIOYEHHble
COOTBETCTBEHHO B CMWCOK CUMbHOLEWCTBYIOWMX BeELLeCTB [Ans Uenen  YyrosloBHOro
3akoHopaTtenbcTBa Poccurckon depepaumm M B CNUCOK AL4OBUTLIX BeLecTB AnS Lenen
YroNnoBHOro 3akoHogatenoctBa Poccuinckon Pepepaumun, yTeepxaeHHble MpaBUTENbLCTBOM
Poccunckon degepaumm, ocyLecTBAAeTcs Npu Hanuunmm OOKYMEHTOB (3aBEPEHHbIX KOMui
OOKYMEHTOB WNW  3aBEPEeHHbIX BbIMUCOK U3 HUX), MOATBEPXAAKLWNX Ha3HayYeHue
du3ndeckoMy  nuuy  yKasaHHbIX  FIeKapCTBEHHbIX MpenapatoB (3@  MCKAYEHUEM
NEeKapCTBEHHbIX npenapaToB, 3apernctpupoBaHHbix B  Poccuirckon ®depepaumm  um
oTnyckaembix B Poccunckon ®depepaumm 6e3 peuenta Ha neKapCTBEHHbIM Npenapar).
MoaTBepxxaarowmne OOKYMEHTbl (MX 3aBepeHHble KOMUU UM 3aBepeHHble BbINMUCKU U3 HUX)
OOIMKHbI  cofepXaTb CBeOeHUS O HaMMEeHOBaHWM U KONMYECTBE  Ha3Ha4YeHHOro
nekapCcTBeHHoOro npenaparta. B cnyyae, ecnv nogreepxgatoime JOKYMEHTbI (MX 3aBEpPEHHbIe
KOMUM UNU 3aBepeHHble BbIMUCKU W3 HUX) COCTaBfeHbl HAa WMHOCTPAHHOM A3blKe, K HUM
npunaraeTca HoTapuarnbHO 3aBepPeHHbIN NePeBO Ha PYCCKUN A3bIK;

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

3) neyeHMs NaccaxvpoB M YNEHOB 3KUMaXeW TPaHCMOPTHbIX CPeAcTB, MOe3aAHbIX
Opvrag n BoguTenen TpaHCNOpPTHbLIX cpeacTs, NpubbiBLINX B Poccuickyto ®enepaumnio;

4) nevyeHNs y4acTHWKOB MeXOYHapOAHbIX KYNbTYPHbIX, COPTUBHbLIX MEPOMNPUSATUI U
YYaCTHUKOB MeXOYHapOOHbIX 3KCneauuni;

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

6) NCNONBb30BaHUA Ha TEPPUTOPUM MEXOYHAPOAHOro MEANLMHCKOrO KnacTepa.

2. B cny4yasx, npegyCMOTPEHHbIX YacTbio 1 HacTosLwen crtaTbu, JOMycKaeTcs BBO3 B
Poccuinckyto  ®epepaumio  NeKapCTBEHHbIX nNpenapaToB, He 3apermcTtpupoBaHHbIX B
Poccuinckon ®egepaunn.

3. JlekapcTBeHHble npenapaTbl, MNpefHasHayYeHHble ONS FYMaHUTapHOW MOMOLLM
(cogencTtBnsa) wMnu NOMOLLUM MNpPU  Ype3BblHaWHbLIX CUTyaumsix, BBO3ATCA B Poccuickyto
depepaumio B nopsake, ycraHoBneHHom [pasutenbctBom Poccuinckon ®depepaumn.
3anpelwaeTtcss Beo3 B Poccunckyto degepaumio He3aperncTpupoBaHHbIX JleKapCTBEHHbIX
npenaparos, NpeAHa3HavYeHHbIX ANs r'yMaHUTapHOM NOMOLLM (CO4ENCTBMSA) UM NOMOLLM MpK
Ype3BblYaNHbIX CUTYyaLUAX.

Cratba 51. CotpygHudectBo beaepanbHOro opraHa MWCMNOSTHUTENBHOW BracTy,
YNONTHOMOYEHHOIo B 061aCTN TaMOXEHHOro Aena, v Apyrnx ynosTHOMOYEHHbIX
doeaepanbHbIX OpraHOB UCNOSHUTENBHOW BRacTu

1. YNonHomMmo4eHHble heaepanbHble opraHbl UCMONHUTENbHOW BNAacTU NpegocTaBnsaoT
B pacrnopskeHue deaepasribHOro opraHa WCMOMHUTESNTIbHOW BMacTW, YMNOMHOMOYEHHOro B
obnactu TaMOXeHHOro gena, rocyJapCTBEHHbIA PEECTP NEKAPCTBEHHbIX CPEeACTB, a TaKke
MHOPMaUUIO O BblAAHHbIX paspelleHndX Ha BBO3 KOHKPETHOW MNapTUM NeKapCTBEHHbIX
CpeacTB B Cny4vasiX, YCTAHOBMEHHbIX 4YacTbio 3 ctatbum 47 Hactoswero PenepanbHOro
3aKoHa.

2. ®epepanbHbli OpraH WCMOMHUTENBHOW BRAcTWU, YMOIHOMOYEHHLIM B obractu
TaMOXeHHOro gena, WHQOPMUPYET YKasaHHble B 4Yactu 1  HacToswen craTbu
YNONHOMOYEHHbIE (hefeparnbHble OpraHbl UCMOMHUTESNTbHOW BAcTU O BBO3€ JIEKAapPCTBEHHbIX
cpeacts B Poccurckyto denepaumio M BbIBO3E fleKapCTBEHHbIX CpeacTtB mM3 Poccuickon
depgepaumm no opme 1 B nopsagke, KOTopble ycTaHoBreHbl [pasutensctBom Poccumnckon
depgepaumn.
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Mmaea 10. PapmaueBTUYECKaa AeATENbHOCTb

Cratba 52. OcyuwiecTBneHme apmarleBTMYEeCKOn AeATENbHOCTHU

1. ®dapmaueBTnYecKas [OeATENbHOCTb OCYLLECTBMSETCH OpraHu3aumsMm OnTOBOW
TOProBfnM fEKapCTBEHHbIMW CpPeACcTBaMK, anTeyHbIMW  opraHu3auunsiMM, BeTepuHapHbIMU
anTeyHbIMM  OpraHu3aumMsiMn,  MHAMBUAyanbHbIMW  NpegnpuHuMaTensaMu, UMeLWwmMu
NUUEH3N0  Ha  papmaueBTMYECKYD AeATEeNbHOCTb, MEeAMLMHCKMMW  OpraHusauunsamu,
UMELWMMN NULEH3NI0 Ha apMaLeBTUYECKyD AeATeNbHOCTb, U UX 060COo6reHHbIMM
nogpasgeneHnamn  (ambynatopusimu, penbawepckumn 1 denbalepcko-akyLepckumm
nyHKTamu, uUeHTpamu (oTgeneHnsmu) obwen BpavebHOM (CeMenHOW) MpaKkTUKK),
PacronoXeHHbIMA B CErbCKMX HacerieHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusauun, U  BeTepuMHapHbIMM  OpraHM3auusiMi,  UMEKLWMMN  NULUEH3N  Ha
dapmaueBTNYECKyto OeATErNbHOCTb.

2. duanyeckme nvua MOryT OCYLLEeCTBNSTb hapMaueBTUYECKYD OesTEeNbHOCTb Mpu
HanMuMM BbICLLErO WNKN cpefHero papmaueBTMyYeckoro obpasoBaHust U cepTudukaTa
cneumanucTa, BbICLUErO WM CpeaHero BeTepuHapHOro obpasoBaHWst U cepTudmkata
cneumanucTa, a Takke BbICLUErO WM CPeAHEero MeamuMHCKoro obpasoBaHusi, cepTudmkaTa
cneumanucTa u AOMNOMHUTENBHOMO NpodeccuoHanbHoro obpasoBaHMst B 4acTu PO3HUYHOM
TOProBnM JekapCTBEHHbIMM MNpenapatamu npu ycrioBun ux paboTbl B 060COGNEHHbIX
noapasfaeneHnsix MeauLMHCKUX opraHM3aunii, ykasaHHbIX B YacTu 1 HacTosiLLEen cTaTby.

Cratba 53. lNpogaxa, nepegaya NeKapCTBEHHbIX CPEACTB OpraHm3auusMm OnTOBOW
TOProBnn NieKapCTBEHHbIMU CpeacTBamMm

OpraHunsauum onToBOW TOProBIfN JIEKAPCTBEHHBIMU CPeACTBaMU MOMYT OCYLLECTBNATb
npogaxy  JieKapCTBEHHbIX CpeAcTB uAM  nepejaBatb  MX B YCTAHOBMEHHOM
3akoHopaTtenbcTtBoM Poccuimnckon ®enepaunm nopsake:

1) opyrMm opraHmsauusiMm onTOBOW TOProBIN JIEKAaPCTBEHHbIMU CpeLCTBaMM;

2) npou3BOAMTENSM  JIEKAPCTBEHHbIX CPeAcTB And  uenenm  npou3BoacTBa
neKapCTBEHHbIX CPEACTB;

3) anTey4HbIM OpraHM3aumsam U BeTepMHapPHbIM anTeYHbIM OpraHM3aumsu;

4) Hay4yHO-uccregoBaTeflbCKMM  OpraHuM3aumMsaMm  And  HayyYyHo-uccregoBaTesibCKOM
paboThbl;

5) MHOMBUAYaNbHbIM npeanpuHuMaTensam, NMELLIUM NNLUEH3NI0 Ha
dapMaueBTUYECKYO AEATENBHOCTb UMW JIMLIEH3NIO HA MEOULIMHCKYHO AEATENbHOCTb;

6) MeanUMHCKMM opraHmM3aunsam, BeTepuHapHbIM OpraHnu3aumsm;

7) opraHmsauusM, OCYLLECTBASKOLWNM pa3BefeHMe, BblpallMBaHME U coaepxaHue
>KUBOTHBbIX.

CraTbs 54. [NpaBmna onToBOW TOProBnM NEKapCTBEHHbIMWN CpeaCcTBaMu

OnToBas TOproBensi nekapcTBeHHbIMU cpencrTesamum ocyLlecTBnsaeTcs
npou3BoauUTENAMM JIEKAapCTBEHHbIX CPeAcTB UM OpraHvsauuamMuM  OMTOBOWM  TOProBnv
NeKapCTBEHHbIMW CpeAcTBaMu MO NpaBunaMm Hagnexaiwien OUCTPUOLIOTOPCKOM NPaKTUKU Y
npasunaMm Hagnexawen npakTUKU XpaHEeHUs W nepeBO3KUM NeKapCTBEHHbIX Mpenaparos,
YyTBEPXKAEHHBIM  COOTBETCTBYIOLWMMK  YNONTHOMOYEHHBIMW  hefepanbHbiM1U  OpraHamum
NCMONHUTESTbHOW BriacTu.

CtaTtba 55. [Nopsagok po3HMYHOM TOProBM NekapCcTBEHHbIMIU NpenapaTaMmm
1. PoO3HM4YHas TOpProBnsi JEeKapCTBEHHbIMM MpenapatamyM B KONMYECTBaXx,
HeobXoauMbIX ANSA BbINOMHEHUS BpadYebHbIX (penballepCknx) Ha3HaYeHUM UM Ha3HaYeHUN
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crneuvanuctoB B 00MacTn BeTepuHapuu, OCYLLECTBASETCH anTeYHbIMW OpraHusaumsMu,
BETEPUHAPHBLIMX anTeYHbIMW OpraHM3aunsaMu, WHAMBMAYaNbHbIMW NPeAnpUHUMaTENSMU,
UMELWUMM  JIMUEH3NI0  Ha  dapMaLeBTUYECKYD  AeATeNbHOCTb,  MeOUUUHCKUMMU
opraHuM3aunsaMn, MMeLWUMN JMUEH3NI0 Ha dapMaueBTUYECKylo AesTenbHOCTb, U UX
0060Cc06MEHHBIMK nogpasgeneHnsmm (ambynaTtopusmu, denbaepckumm "
denballepcko-akyLepCkKMM  MHKTaMu, LeHTpamu (oTgerneHnsmu) obuwen BpayvebHoum
(cemenHon) MpakTUKK), PacnoOSIOKEHHBIMU B CESIbCKMX HAaceneHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble opraHu3aumv, W BeTepuvHapHbIMW OpraHu3aumsMy, UMEeHLLMMU
NULEH3NIO Ha (hapmaueBTUYECKY OeAaTeNnbHOCTb. PaspelueHa po3HU4Has TOProsns TOSbKO
NleKapCTBEHHbIMM MNpenapaTtaMmn, 3apernctpupoBaHHbiMM B Poccunckon depepaumm unum
N3roTOBMNEHHbLIMU anTeYHbIMU OpraHn3aumMsaMmn, BeTepMHapHbIMU anTeYHbIMW OpraHM3aunsMu,
nHOUBMAYanbHbIMU NpeanpuHUMaTeENaMy, UMEeLWNUMM NULEH3NUI0 Ha apmaueBTUYECKYHo
AeATenbHOCTb. PO3HMYHAA TOProBrisi fekapCTBEHHbIMW MpenapaTamu OCYyLLEeCTBISIeTCH No
npaBuMnaMm  Hagnexawiem anTeyHoOW  MpakTUKW,  YTBEPXAEHHbIM  YMNONHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOMHUTENBHON BNACTMW.

2. Bnabl anTeyHbIx opraHn3auumn 1 npasuia oTnycka nekapCTBEHHbIX NpenapaToB AN
MeaULMHCKOro NpYMeHeHNs anTevHbIMu opraHusaumnsamu, MHOnBMAYyanbHbIMN
npegnpuHUMaTens My, MMerLWUMN JMUEH3NI0 Ha (apMaueBTUYEeCKYlD AeATeNbHOCTb, a
TaKke npaBuna OTMycKa NeKapCTBEHHbIX MNpenapaTtoB ANd MeauUMHCKOro nNpUMeHeHUs
MEeANUMHCKAMM  OpraHusauusMn,  UMeLWUMN  JIMUEH3NI0  Ha  dpapMaueBTUYECKYH
AeATenbHOCTb, U nX 060COBNEeHHbIMK NoapasaeneHnamm (ambynatopuamm, penbaepckumm
N penbawepcko-akyLlepCkKMMn MNyHKTaMu, LeHTpamu (otaeneHusmun) obwien BpayebHoun
(cemenHon) MpakTUKK), PacnoSIOKEHHbIMU B CESIbCKMX HAaceneHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble oOpraHu3auuu, YTBepXOarTca YNONHOMOYEHHbIM deaeparibHbIM
OpraHoOM MCMOMHUTENBbHOW BNacTu.

3. [lpaBuna oTnycka HapKOTUYECKUX CPEeACTB UM MCUXOTPOMHbIX  BELLECTB,
3aperncTpmMpoBaHHbIX B KQYEeCTBE fleKapCTBEHHbIX NpenapaToB, NIeKapCTBEHHbIX NpenapaTos,
cogepxalimx HapkoTMYeckMe CcpeacTBa W MCUXOTPOMHbIE BewecTBa, YTBepXxaarTcs
YNOMHOMOYEHHbIM befeparnbHbIM OPraHoM WCMNOMHUTENBHOW BMAACTU MO COrfacoBaHUKO C
dheepanbHbIM OpraHoOM MUCMNOSTHUTENBHOW BAACTU, YMOMIHOMOYEHHbLIM B chepe BHYTPEHHUX
aen.

4. JlekapCcTBeHHble npenapatbl ANs BeTepUHapHOro NpUMEHEHUs noanexart OTnycKy
BETEPMHAPHbIMM  anTeYHbIMWU  OpraHM3auuMsiMi,  BeTEepUHApPHbIMW  OpraHu3auusmu,
MHOMBMAOYaNbHbIMX NpeanpuHUMaTENSAMU, UMELWUMU NMUEH3NIO Ha apmMaueBTUYECKYHO
aeatenbHocTb. [lpaBuna oOTNycka nekapcTBEHHbIX npenapaTtoB ANl BeTepPUHAPHOro
NPUMEHEHNA YTBEPXOAAlTCHA YMNONHOMOYEHHbIM beaeparnbHbIM OpraHOM UCMONHUTENBHON
BnacTu.

5. MNepeyeHb MeONLIMHCKNX opraHusauuu, MMeEIoLLMX TNMULIEH3UIO Ha
hapMaueBTUYECKYD OeATEeNbHOCTb, U X 060COBNEeHHbIX nogpasgeneHun (ambynaTopun,
denbawepcknx n enbaepcko-akylWepckux MyHKTOB, LEHTPOB (oTaeneHun) obuien
Bpa4yebHON (CeMenHOM) MPaKTUKK), PacCrnoOSIOXKEHHbIX B CEMbCKUX HaCEeneHHbIX MyHKTax, B
KOTOpPbIX OTCYTCTBYIOT anTeudHble oOpraHuvsauun, a TakkKe nepedyeHb JfeKapCTBEeHHbIX
npenapaToB (3a UCKMOYEHNEM HAPKOTUYECKNX SIEKAPCTBEHHbBIX MPenapaTtoB U NCUXOTPOMHbIX
NEeKapCTBEHHbIX MNpenapaToB), NpoAaXa KOTOPbIX MOXET OCYLeCTBNATbCS YyKa3aHHbIMU
opraHuMsaumamMm n mx obocobrieHHbIMW noAapasfgeneHnsaMn, yCcTaHaBnMBaKTCA OpraHamu
NCNonHUTEnNbLHOM BrnacTn cybbvekToB Poccurckon ®epepaunn.

6. AnTeuyHble opraHusauuMmM, UHAMBMAYyanbHble nNpeanpuHUMaTEnu, UMerLme
NULEH3NI0 Ha dhapMaLeBTUYECKYD OeATenbHOCTb, 065a3aHbl obecnevmBaTb yTBEPXKOEHHbIV
MpasutenbctBoM Poccurckon degepaumm n opMUpyemMbIn B yCTAHOBIIEHHOM UM nopsigke
MUHUMarbHbIN aCCOPTUMEHT FEKapCTBEHHbIX MpenapaToB, HeobXxoouMMbIX AN OKa3aHus
MEeANLMHCKOM MOMOLLM.

7. AnTeuyHble opraHuszaumn, WHAMBUAYyalnbHble NpeanpuUHUMAaTEnu, UMetoLwme
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NULEH3MIO Ha (pbapmaueBTUYECKYIO AeATEeNbHOCTb, Hapsay C NekapCTBEHHbIMU nNpenapaTtaMmu
UMEeT npaBo npuobpetatb M NpoAdaBaTb MeAUMUMHCKUE WU3Aenud, Le3nHuumupyloLmne
cpeAacTBa, nNpegMeTbl U CpeAcTBa JIMYHOW TUIMEHbl, Nocyady Ans MeOUUMHCKUMX Lenew,
npegmMeTbl U CpeacTBa, NpeaHasHayeHHble Ans yxoda 3a O60MbHbIMW, HOBOPOXAEHHBIMU U
AeTbMW, He OOCTUIUMMKW Bo3pacTa TpexX feT, OYKOBYH ONTUKY U CpeAcTBa yxoda 3a Hew,
MUHepanbHble BOAbl, MPOAYKTbl nevyebHoro, [eTcKoro Wu  AMETUYECKOro MnuUTaHus,
Buornormyeckn akTMBHble obaBkM, NapdroOMepPHbIE N KOCMEeTUYeCcKMe cpeacTaa, MeamumMHCKme
N CaHUTapHO-NPOCBETUTENbHbIE MNevaTHble U3daHud, npegHasHaveHHble AN nponaraHabl
340pOBOro obpasa KnsHu.

8. [eaTenbHOCTb anTeudHblXx opraHusauun BoopyxeHHbix Cun  Poccuickon
depepaumn, Opyrux BOWCK, BOUMHCKMX (OPMUPOBAHUW W  OpraHoB, B  KOTOPbIX
3akoHogatenbcTBoM Poccuiickon dPegepauum npeaycMOTPEHO MPOXOXAEHNWE BOEHHOM
Ccnyx0bl unu degepanbHOM rocygapCTBEHHON CnyXbbl, CBA3aHHOW C MPaBOOXPaHUTENbHOM
AEeATeNnbHOCTbLIO, pernameHTupyeTcs HacToawmm degepanbHbIM 3aKOHOM U YTBEPXKOEHHBbIMU
COOTBETCTBYHOLWMMN efepanbHbiMU OpraHaMy UCMOSTHUTENBHOM BracTu NOSNIOXEHUAMM.
KoHTponb 3a cobnogeHnem ykasaHHbIMW - anTeyYHbIMW  OpraHM3aumMsiMn  NOSOXEHWUN
HacTosiwero degepanbHOro 3akoHa OCYLLECTBNAETCS COOTBETCTBYHOLWMMU dreaepanbHbIMU
opraHamu UCMOfHUTENbHOW BNacTu.

CraTtba 56. N3roToBneHne n oTnyck fieKapCTBEHHbIX NpenapaToB

1. W3rotoBneHnMe nekapCTBEHHbIX MpenapaTtoB anTeYHbIMW  OpraHu3auusimMu,
BeTEPUHAPHbIMX anTeYyHbIMKU OpraHuM3auusaMn, UHAUMBUAYaNbHbIMW NpeanpuHMMaTenaMu,
UMEKLWNMU  JIMLEH3NI0 Ha dapMaueBTUYECKYID [OeATeNbHOCTb, OCYLIECTBMsSeTCAa Mo
peuentam Ha NeKapCTBEHHbIE npenapatbl, N0 TpeboBaHUAM MEAMLMHCKUX OpraHusauumn,
BETEPUHAPHbLIX OpraHM3aumMn B COOTBETCTBUM C npaBUriaMu W3rOTOBMEHUS W OTMycka
neKkapCTBEHHbIX npenapaToB, YTBEpPXOEHHbIMU YNONHOMOYEHHbIM doeeparnbHbiM OpraHoOM
NCMNOSTHATENbHOW BMACTM.

2. [lpn W3roTOBMEHUN JIEKAPCTBEHHbLIX MNpenapaTtoB anTeYHbIMXM OpraHn3aunamm,
BETEPUHAPHLIMU anTeYHbIMW OpraHu3auusIMn, WHOMBUAYASNbHLIMU  MpeanpUHUMaTeENsaMu,
UMELLMMM  JNIMLUEH3NKO  Ha  (papMaueBTUYECKYID  LEeATEeSIbHOCTb, NCcNosib3yTcA
hapmaueBTUYeCcKMe CcybCcTaHUUK, BKITOYEHHbIE COOTBETCTBEHHO B rOCY4apCTBEHHbIN peecTp
NeKapCTBEHHbIX CpeacTB AN MEOUUMHCKOrO MPUMEHEHUS W TOCYOApPCTBEHHLIM peecTp
NEeKapCTBEHHbIX CPeaCTB AN BETEPUHAPHOrO NMPUMEHEHUs B yCTaHOBMNEHHOM nopsgke. He
AOMycKaeTCs M3roTOBMEHWE anTeYHbIMU OpraHuMsauusiMu, BeTepUHapPHbIMU  anTeYHbIMU
opraHuMsaunamMu, UHAMBMAYaNbHbIMW  NpeanpUHUMATENIAMAU, UMELWUMN  FINLEH3NI0  Ha
hapMaueBTUYECKYD OeATeNbHOCTb, JIeKapCTBEHHbIX MpenapaToB, 3aperMcTpupoBaHHbIX B
Poccuinckon ®epepaunn.

3. MapknpoBKka feKapCTBEHHbIX MpenapaTtoB, W3roTOBIEHHbIX  anTeYHbIMU
opraHusaumsamMn, BeTepUHapHbIMWU  anTeYHbIMM  OpraHuMsauus M,  MHOVUBUAYaNbHbIMU
npegnpuHUMaTensiMn, MMeLWUMN JMUEH3NI0 Ha (apmMaueBTUYECKYD OesATeNbHOCTb, U
odpopMIieHMe Taknx npenapaToB OOSMKHbI COOTBETCTBOBATL NpasusiaM, ykasaHHbIM B YacTtu 1
HacTosLLEN CTaTbW.

4. ANTeuYHble opraHMsauum, BeTepuHapHble anTeyHble opraHu3aunu, HanBuayanbHble
npeanpuHMMaTteny, MMerwmre JNUUEeH30 Ha apMaueBTUYEeCKy0 OeATelIbHOCTb, HecyT
OTBETCTBEHHOCTb 3a HecoOnwaeHWe npaBuil M3roTOBNEHWA W OTMyCKa NeKapCTBEHHbIX
npenapaToB B COOTBETCTBUM C 3aKOHOAATENbLCTBOM Poccurickon degepaumn.

Cratbsa 57. 3anpelieHne npogaxun danbcmnumMpoBaHHbIX NIEKAPCTBEHHbBIX CPEACTB,
He[oBpoKa4YeCTBEHHbIX nekapCcTBEHHbIX cpencTs, KOHTpaaKTHbIX
neKapCTBEHHbIX CPeacTB

Mpopaxa danbCudUUMPOBaHHLIX FEKAPCTBEHHbLIX CPEeACTB, HeaobpoKayYeCTBEHHbIX

NeKapCTBEHHbIX CPeACTB, KOHTPaaKTHbIX NeKapCTBEHHbLIX CPEACTB 3arnpeLlaeTcs.
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CraTtba 58. XpaHeHne nekapcTBEHHbIX CPEeACTB

1. XpaHeHue TneKapCTBEHHbIX CPeACTB  OCYLIECTBASETCA  MPOU3BOAUTENSMU
neKapCTBEHHbIX CPeacTB, OpraHM3auus M ONTOBOM TOProBfn NeKapCTBEHHbIMU CpeacTBaMy,
anTeyYyHbIMu opraHuMsaumnsamum, BETEPUHAPHbIMM anTeyHbIMU opraHuMsaumnsamu,
MHOMBUAYANbHLIMU MPeanpuHUMaTeNnaIMn, UMEKLWMMN JIMUEH3UI0 Ha dapMaueBTUYECKYH
AEATENbHOCTb  MAW  NULUEH3UI0 Ha  MEOUUMHCKYK  OEATENbHOCTb,  MEeAULMHCKUMMU
opraHusaumnsamm, BETEPUHAPHBLIMU opraHusaumamm n NHbIMU opraHusauusmu,
OCYyLEeCTBAALWNMM  ObpalleHne HneKapCTBEHHbIX CPeAcTB. XpaHeHue nekapcTBEHHbIX
cCpeactB  Ons  BEeTEPUHAPHOrO  MNPUMEHEHUA  OpraHM3aumsaMuM U MHOMBUAYalNbHbIMU
npegnpuHUMaTensiMm B criydasax, eCcrniv OHU UCMNOSb3YHTCA UCKNIYUTENBHO NP pasBedeHnn,
BblpalLMBaHNN, COAEPKAHMUM U NEYEHUN XKMBOTHBIX, MOXET OCYLLECTBATLCA 03 nonyyeHus
NNUEH3Nn Ha bapmaLeBTUYECKY0 OeATEeNbHOCTb.

2. lNpaBnna xpaHeHus NekapcTBEHHbLIX CPEACTB YTBEPXOAKTCA COOTBETCTBYHLLMM
YNONMHOMOYEHHbIM dpefeparnbHbIM OPraHoOM UCMOMHUTENBLHOW BNAacTu.

3. XpaHeHne HapKOTUYECKUX NEKAPCTBEHHbBIX CPEACTB, NCUXOTPOMHbIX NEKapPCTBEHHbIX
cpencts, paguodapmaleBTMYECKMX  FIeKapCTBEHHbIX  CPeAcTB  OCyWecTBndeTcs B
COOTBETCTBUM C 3aKOHOZaTeNbLCTBOM Poccuinckon ®eaepaumn.

Cratba 58.1. [lpeOMeTHO-KONMMYECTBEHHbBIN Y4YE€T JIEKAapCTBEHHbIX CPEeACTB ANs
MeONLMHCKOro NpuMeHeHUst

1. MNepeyeHb NekapCTBEHHbIX CPeaCTB AN MEAULMHCKOrO NpUMeEHEeHUs, noanexalimnx
npegMeTHO-KONMMYECTBEHHOMY  YYeTy, YTBepXJaeTcsa YMNoSIHOMOYEHHbIM  deaeparibHbIM
OpraHoOM MCMOMHUTENBbHOW BNacTu.

2. [Nopagok BKIOYEHUS NeKapCTBEHHbIX CPeacTB AN MEOULMHCKOTO NPUMEHEHNS B
nepeyeHb feKapCTBEHHbIX CpeacTB ANs  MeOULMHCKOrO MNPUMEHEHUs, noanexalynx
npegMeTHO-KOSNIMYECTBEHHOMY YYeTy, YyCTaHaBNMBAETCHA YMNOSTHOMOYEHHbIM dedepanbHbIM
OpraHOM  WUCMOJSIHUTENbHOW BflaCTM  NO  COMNlacoBaHUIO C  pedepanbHbiM — OpraHoOM
NCMONHUTESTbHOW BIACTU, YNONMHOMOYEHHbLIM B chepe BHYTPEHHUX Aen.

3. lMpeamMeTHO-KONMMYECTBEHHBIN YYeT NeKapCTBEHHbIX CPeAcTB Ans MeOULUMHCKOro
NnPUMEHEHNa BeayT MNPOU3BOAUTENU JIEKAPCTBEHHbLIX CPeACTB, OpraHusauumM OMnTOBOM
TOProBNN fEKapCTBEHHbIMWU  CpPeACTBaMW, anTeuyHble OpraHu3auuu, WHAnBMAYyarbHble
npegnpvHMaTenu, WUMelLwmMe JUMUEH3NI0 Ha dapMaueBTUYECKYD OeATeNbHOCTb UMK
NULEH3NIO HA MEOULMHCKYO AEATENbHOCTb, U MEAULMHCKNE OpraHM3aLmMm, OCyLlecTBNSALWme
oOpalleHne nekapCTBEHHbIX CPpeacTB Ans MeOULMHCKOrO MpUMEHEeHUs, nyTeM perncrpaumm
nobbIX CBA3AHHLIX C UX ObpalleHneM onepawuummn, Npu KOTOPbIX N3MEHSETCHA UX KONMYECTBO U
(vnn) cocTosiHMe, B cneumarnbHbIX XypHanax yyeTa onepaunin, CBA3aHHbIX C obpaleHnem
NeKapCTBEHHbIX CPeACTB A4S MEOULMHCKOTO NPUMEHEHNS (aarnee - cneyunanbHble XypHarbl).

4. TpaBuna perucTpaumm onepauuin, CBA3aHHbIX C obpalleHueM IeKapCTBEHHbIX
cpencTB Anst MeAnLMHCKOro NPUMEHEHNS, BKNIOYEHHbIX B NepeYeHb JIeKapCTBEHHbIX CPeaCcTB
AN MeAMUUHCKOrO MpUMEHeHus, nognexawmnx npeameTHO-KONIMYEeCTBEHHOMY YYeTy, B
cneumanbHbIX >KypHanax W npaBuna BeAeHWA W XpaHEeHUs cneuuanbHbIX XypHanos
yTBEpPXOatTCs YNONMHOMOYEHHbIM hefeparnbHbIM OpraHoM UCNOMHUTENBHOW BNAacTu.

5. KoHTponb 3a cobnogeHnem npasusi perncrpaumm onepauum, CBSA3aHHbIX C
obpalleHnemM nekapCTBEHHbIX CPeacTB AN MEOULMHCKOrO MNPUMEHEHWUS, BKITHOYEHHbIX B
nepedyeHb JEKapCTBEHHbIX CPeacTB [ANd  MEeAUMUMHCKOro NPUMEHEHUs, noanexaiumx
npeaMeTHO-KONMMYECTBEHHOMY Yy4eTy, B CrieumanbHbIX XypHanax, a Takke 3a cobniogeHnem
npaBusl BEOEHUS U XpaHEHUs cneuuanbHbIX XXypHanoB Bo3raraetca Ha YMNONHOMOYEHHbIE
begepanbHble oOpraHbl MCMNOSIHUTENbHOM BracTU W OpraHbl  UCMOMHUTENbLHOW BnacTtu
cybbektoB Poccuiickon depepaumn, OCyLeCTBRSOWME NULEH3MPOBaHWE MPOU3BOACTBA
NeKapCTBEHHbIX CpeacTB, papMaLeBTUYeCKon AeATeNTbHOCTU U MeOUUNHCKON AeATerNIbHOCTY,
N OCYLLECTBMSETCA B paMKax JIMLEH3MOHHOIO KOHTPOSISI.
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MmaBa 11. YHMYTOXeHMe neKkapCcTBeHHbIX CPeacTB

CraTtba 59. OcHOBaHUA 1 NOPSLAOK YHUUTOXEHUS JIeKapCTBEHHbIX CPeaCTB

1. HepobpokayecTBeHHble JIEKapCTBEHHbIE CpeacTBa, danbCUPUUMPOBAHHLIE
NeKapCTBEHHblE CpeacTBa noanexar M3bATUIO U3 0DOpalleHns U YHUUTOXEHMIO B nopsake,
ycTaHoBneHHoM [NpaBuTtensctBom Poccuiickon degepaumm. OCHOBaHMEM ANSA YHUUTOXEHUS
neKkapCTBEHHbIX CPEACTB SBMSETCS peLleHne Bnagernbla nekapCTBEHHbIX CPEeACTB, peLLUeHne
COOTBETCTBYHOLLErNO YNOSHOMOYEHHOro heaepanbHOro opraHa MCNOSIHUTENBHOW BNacTu Unu
peLleHue cyaa.

2. KoHTpadakTHble nekapCcTBEHHbIE CPpeAcTBa MoAnexaTr U3bATUIO M3 obpalleHnsa u
YHUYTOXEHUIO MO pelleHnto cyaa. Nopagok YHUUTOXEHUS KOHTpaddakTHbIX NeKapCTBEHHbIX
cpencTtB ycTtaHasnmBaeTtcs NpasutensctBom Poccuickon ®epgepauuu.

3. Pacxogabl, CBA3aHHbIE C YHUYTOXEHMEM KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB,
HegOoOpOKaYEeCTBEHHbBIX JIEKAPCTBEHHbIX CPeacTB, hanbCMUUMPOBAHHBIX NEKapCTBEHHbIX
CpencTB, BO3MELLAOTCS UX BNagenbLeM.

4. Brnapgeneu nekapCTBEHHbIX CPeACTB OOMKeH npeacTaBUTb B YNOSTHOMOYEHHbIN
deaepanbHbI OpraH UCNOSTHUTENBHOW BNACTN AOKYMEHT UMW 3aBEPEHHYIO B YCTAaHOBIIEHHOM
nopsigke ero Konuw, NOATBepXaatLmMe PakT YHUUTOXKEHUS NTeKapCTBEHHbIX CPeaCTB.

5. CoOTBETCTBYIOLWNA YNOMHOMOYEHHbIN denepanbHbii  OpraH UCNOSTHUTENBHOWN
BNacTn, NPUHSBLWINA pelleHne 06 YHUYTOXEHUU JeKapCTBEHHbIX CPeacTB, OCyLLeCTBseT
KOHTPOJIb 32 UX YHUYTOXEHNEM.

6. YHMUYTOXEeHME NekapCTBEHHbIX CPEeACTB NPOM3BOAMTCS OpraHM3auusiMm, UMerLLmnmMm
COOTBETCTBYHOLLYIO NMLUEH3UIO, Ha cneunanbHO 060pyaoBaHHbIX NioLwlagkax, NofMroHax u B
crneunanbHO 000pyagOBaHHbLIX NOMELLEHUAX ¢ cobnogeHmem TpeboBaHu B 061acTu oxpaHbl
OKpy>KatoLLen cpeaibl B COOTBETCTBUMN C 3aKoHoAaTeNnbCTBOM Poccurckon degepaumm.

7. HapkoTunyeckne nekapCTBEHHble CpeAcTBa, MNCUXOTPOMHbIE NEeKapCTBEHHbIE
cpenctBa, paguodapMaueBTUYECKME  JIEKAPCTBEHHbIE  CPEACTBA  YHUYTOXAKTCA B
COOTBETCTBUM C 3aKOHOOaTeNbLCTBOM Poccuickon ®eagepaunn.

MmaBa 12. l'ocypapcTBeHHOE perynmpoBaHue LieH Ha nekapCcTBeHHbIe npenapaTbl AnA
MeAULMHCKOro NpuMeHeHus

Cratba 60. [ocygapCTBEHHOE perynupoBaHWEe LEH Ha feKapCTBEHHble npenapaTbl
AN MeQULMHCKOro NPUMEHEHUs

[ocynapcTBeHHOe  perynupoBaHMe LeH Ha fekapCTBeHHble npenapatbl  Ans
MEeAMLMHCKOro NPUMEHEHNS OCYLLIECTBASETCHA NOCPEACTBOM:

1) yTtBepxaeHusa [lpaButensctBom Poccuiickon ®degepauum nepeyvHs >XKU3HEHHO
HEOOXOOUMbBIX W BaXXHEWLWIMX JIEKApCTBEHHbLIX MpenapaToB, KOTOpbI copMMpoBaH B
YCTaHOBMEHHOM UM MOPSiAKE Ha OCHOBE KOMMSIEKCHOW OLEHKM JNleKapCTBEHHbIX npenapaTos,
BKMNOYasA aHanM3 CBeAEHNN O CPaBHUTENbHOW KNMMHNYECKON 3PPEKTUBHOCTN 1 Be3onacHOCTH
NEeKapCTBEHHOIO  CpPeAcTBa,  OUEHKY  3KOHOMWYECKMX  MOCreAcTBUA  NPUMEHEHUN
NeKapCTBEHHOro cpeactBa W U3ydeHWe OOMNOSTHUTENbHbIX MOCMeACTBUN  NPUMEHEHUS
NeKkapCcTBEHHOro CpeacTBa;

2) yTBEPXOEHUS METOAWKM YCTaHOBMEHUS MNPOU3BOAUTENAMWU  NEKAPCTBEHHbIX
npenapaTtoB npeaenbHbIX OTMYCKHbIX LUEH Ha fekapCTBEHHble npenapatbl, BKMYEHHble B
nepeyYeHb XU3HEHHO HeOobXOO4MMbIX U BaKHEMLWMX JeKapCTBEHHbIX MpenapaTtoB, a Takke
BHeOpEeHUs1 MeEXaHU3MOB (hOPMUPOBAHNSA CUCTEMbI PePEPEHTHBIX LiEH;

3) rocyaapCTBEHHOW pernctpaumm yCTaHOBMEHHbIX NPON3BOAUTENAMM NEKAPCTBEHHbIX
npenapaToB npeaenbHbIX OTMYCKHbIX LUEH Ha fekapCTBEHHble npenapatbl, BKMYEHHble B
nepeyeHb XN3HEHHO HEOOXOANMBIX U BaXXHEWLLMX NIEKapCTBEHHbIX NPenapaTos.;

4) BegeHusa rocygapCTBEHHOro peecTpa npeferibHbIX OTNYCKHbIX LieH Npou3BoanTenem
Ha nekapCTBEHHble npenapaTtbl, BKOYEHHbIE B MepevYeHb XMU3HEHHO HEeoOXOAUMBbIX W
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BaXKHENLLMX NeKapCTBEHHbIX NpenapaTos;

5) yTBepXOeHUs MEeTOAMKM YCTaAHOBMNEHUS oOpraHamu WCNOSTHUTENbHOW BrlacTu
cybbektoB Poccuiickon ®Pepepaummn npedenibHbIX pa3MepoB  ONTOBbIX HaabaBoK U
npegenbHbiX pasMepoB PO3HUYHbIX HagbaBoK K (PaKTUYECKMM  OTMYCKHbIM  LieHawm,
YCTAHOBMEHHbIM MPOM3BOAUTENAMM NEKapCTBEHHbIX MpenapaToB, Ha JfleKapCTBEHHble
npenapatbl, BKMOYEHHblE B MNEpeYeHb KU3HEHHO HEeobXOAMMbBbIX W BaXXHEWLWUX
neKkapcTBEHHbIX NpenapaTos;

6) ycTaHOBNEHUs nNpedenbHbiX pa3mMepoB ONTOBbIX HAA0ABOK N NpeAenbHbIX pasMepoB
PO3HNYHbIX HAAB6aBOK K PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOM3BOAUTENAMMU
NeKapCTBEHHbIX NpenapaTtoB, Ha JeKapCTBEHHble npenapaTbl, BKMOYEHHblIE B NepeyveHb
XN3HEHHO HEOOXOANMbIX N BaXXHEWLLMX NEKapCTBEHHbLIX NpenapaTos;

7) yTBEpPXOEHUS nopsaka Bblgady npennucaHui opraHam WUCMOSTHUTESbHOW BracTu
cybbekToB Poccuiickon depepauumn o npuBeaeHUn B COOTBETCTBME C 3aKOHOL4ATENbCTBOM
Poccunckon depepauumn pelwieHnn o6 yCTaHOBREHUW npenenbHbIX pPa3MepoB OMNTOBbIX
HaabaBoOK M NpeaenbHbIX Ppa3MepoB PO3HUYHBIX HaAbaBOK K (PaKTUYECKUM OTMYCKHbIM LieHaMm,
YCTAHOBMEHHbIM MPOM3BOAUTENSAMM FNEKapCTBEHHbIX MpenapaToB, Ha JfleKapCTBEHHble
npenapaTbl, BKMHOYEHHbIE B NepevYeHb KU3HEHHO HeOobXOAWMbIX W BaKHEMWLUX
NeKapCTBEHHbIX MpenapaToB, €CNM OHW MNPUHATbI C HapyleHMeM 3akoHogaTernbCTBa
Poccunckon depepaumn, B nopsigke, YyctaHoBrneHHom [lpaButensctBoM Poccuickon
depepaumm;

8) HanpaBneHust YNofHOMOYeHHbIM dhefeparnbHbiM OpraHoM UCMOSTHUTENBHOW BIlacTu
opraHam WucnonHUTenbHOM Bnactu cybbekTtoB Poccunckon depepaumm npegnucaHui o
npueBegeHMM B COOTBETCTBME C 3akoHoAaTenbCcTBoM Poccuickon defepauumn NpUHATBIX C
HapylweHnem 3akoHogatenbctBa Poccuiickon ®epepauum peweHun 06 yCTaHOBNEHUM
npegenbHbIX pa3mMepoB ONTOBbIX HAA6ABOK U NpederibHbIX pa3MepoB PO3HUYHbIX HagbaBoK K
LeHaM Ha NneKkapCTBEeHHble npenapaTbl, BKNIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOaNMbIX U
Ba)KHEMNLINX NeKapCTBEHHbIX NpenapaTos;

9) ocywecTtBneHus enepanbHOro rocygapCTBEHHOro Haasopa B cepe obpalueHus
NEeKapCTBEHHbIX CPeACTB U permoHanbHOro rocygapCTBEHHOrO KOHTPOMSA 3a NpUMEHEeHueM
LEeH Ha nekapCTBEHHble npernapaTbl COOTBETCTBEHHO YMNOMHOMOYEHHbIMU beaepanbHbIMU
opraHamu MCMOSMIHUTENBbHOM BMNacTM W oOpraHaMm WCMNOMHUTENbHOM Bnactu CybbekToB
Poccuinckon  ®depepaumm  cornacHo  MX  KOMNETEHUMM B NOpsigKke, YCTaHOBIIEHHOM
MpasutenscteoM Poccuinckon denepaunm;

10) npuymeHeHust NpeayCMOTPEHHbIX 3akoHodaTenbCcTBOM Poccuinckon Pepepauunn
Mep OTBETCTBEHHOCTM 3a HapyleHue nopsgka ueHoobpas3oBaHWA Ha  KU3HEHHO
HeobXxoa4MMble 1 BaXKHENLINE NneKkapCTBEHHbIE NpenapaTbl.

Cratba 61. [ocygapcTBeHHad perucrTpauus ycTaHaBfMBaeMblX MPOU3BOAUTENSMU
NIEKapCTBEHHbIX NpenapaToB nNpeaenbHbIX OTNYCKHbIX LIEH Ha NIEKapCTBEHHbIE
npenapaTbl, BKNIOYEHHbIE B NepeYvYeHb XXN3HEHHO HEOOXOAMMbIX N BaXXHEMLLNX
nekapCTBEHHbIX NnpenapaToB

1. YcTaHaBnMBaemble MNPOU3BOAUTENSMU FeKapCTBEHHbLIX NpenapaToB npeaesnbHble
OTMYCKHble UEeHbl Ha JleKapCTBEHHble npenapaTtbl, BKIOYEHHbIE B MEPEYEHb >KMU3HEHHO
HEOOXOOUMbBIX W BaXKHEMWLWIMX FeKapCTBEHHbIX MpenapaTtoB, Moanexart rocyaapCTBEHHOM
perucTpauum B nopsagke, ycraHorneHHoM lNpaeutensctBoM Poccuickon ®epepaumn.

2. Ha ocHoBaHun nogaHHoro go 1 okTsabps Kaxaoro roga 3asiBNeHust NpousBoanTens
NIEKAPCTBEHHbIX MNpenapartoB, BK/HOYEHHbIX B MNEpPeYeHb XU3HEHHO HEeobXoOuMMbIX W
Ba)KHEMNLLNX NeKapCTBEHHbIX NpenapaToB, 3aperncTpmpoBaHHas npegeribHas oTnyckHasa ueHa
Ha NeKapCTBEHHLIN NpenapaT MOXEeT OblTb NepeperncTpmpoBaHa oavH pa3 B KaneHaapHOM
rogy B nopsiake, ycraHosneHHoMm lMpasutensctesoMm Poccunckon denepaumn.

2.1. Ytpatuna cuny ¢ 1 nionsa 2015.

2.2. YTtpatuna cuny ¢ 1 nons 2015.

3. PacyeT npepernbHbIX OTMYCKHbIX LEeH, YKa3aHHbIX B YacTax 1 1 2 HacToswen ctatbi,
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npy UX TrOCydapCTBEHHOW perucTpaumMm wWnu nepepernctpauum  OCyLlecTBnseTcsa B
COOTBETCTBUM C MeToOuKoW, yTBepxaeHHon [lpasutenbctBom Poccunckon Pepepauumn u
yyuTbIiBaoLEen, B YaCTHOCTH:

1) cobniogeHne GanaHca WHTepecoB noTpebuTenen nekapCTBEHHbIX NpenapaTos,
BKMIOYEHHbIX B MNepevYeHb XWU3HEHHO HEeOoOXOAUMbIX U  BaXHEWLUUX feKapCTBEHHbIX
npenapaTtoB, W MPOM3BOAUTENEN NEKAPCTBEHHbIX MPEnapaToB, BKIOYEHHbIX B MNepeveHb
XN3HEHHO HEOOXOANMbIX U BaXXHEWLLMX NIEKapCTBEHHbIX NpenapaTos;

2) akTMYecKyto OTMYCKHYK LeHYy Ha JiekapCTBEeHHble npenapatbl B Poccuickon
depepaumun, LeHy BBO3a NekapCTBEHHbIX npenapaTtoB B Poccuiickyo degepaumio, a Takke
LUeHbl Ha aHanorMyHble nekapcTBeHHble npenapaTtbl, Haxogsdwwmecs B obpaleHun B
Poccuinckon ®epgepaunu;

3) 3aTpaTbl MpPOM3BOAUTENSA FEeKapCTBEHHOro mnpenapata Ha MpoM3BOACTBO MU
peanusauuio fiekapCTBEHHOro npenaparTa;

4) uUeHy Ha nekapCTBEHHbIM npenapaTt WMHOCTPAHHOro Npou3BOACTBA, €ro LeHy B
CTpaHe npou3BOAUTENSA U B CTpaHax, B KOTOPbIX MpenapaT 3apernctpuposaH wn (unu) B
KOTOpble NOCTaBNAETCA MHOCTPAHHBIM NPOU3BOAUTENEM.

4. He gonyckaloTca peanusaumsa 1 OTNycK NieKapCTBEHHbIX NpenapaToB, BKITHOYEHHbIX B
nepeyeHb XU3HEHHO HEOOXOANMbBIX U BaXXHENLLMX NEeKapCTBEHHbIX NpenapaToB, Ha KOTopble
NPOU3BOANTENSIMA  NEKAPCTBEHHbIX NpenapaTtoB He 3apernctpupoBaHa npegenbHas
OTNYCKHas LieHa, peanusaumsi 1 OTNyCK NPOM3BOAMTENSMU NEKapCTBEHHbIX NpenapaToB Mo
LeHaMm, MpeBbIWAWMM  3aperncTpupoBaHHble npedefibHble  OTMYCKHble  LEeHbl  Ha
nekapcTBEHHble npenaparbl.

5. OcobeHHOCTM rocyaapCTBEHHOIO perynupoBaHus npefesibHbIX OTMYCKHbIX LEeH Ha
NeKkapCcTBEHHble MpenapaTbl, BKIOYEHHbIE B MNepevYeHb >KU3HEHHO HeobxoauMbIX W
BaXKHENLLMX JeKapCTBEHHbIX MpenapaTtoB, B 3aBMCUMOCTM OT 3KOHOMMYECKMX W (Mnn)
coumanbHbIX KpuUTepueB (M3MEHeHMe YCroBuK, nopsgka U CTOMMOCTM MNPOU3BOACTBA
NeKapCTBEHHbIX MpenapaToB, WCMNOMb30BaHWE HOBbIX QopM, MeTogoB UM crnocobos
rocyaapCTBEHHOIO pPerynupoBaHus LeH Ha feKapCTBEeHHble npenapaTbl, B TOM 4uUCre Ha
OCHOBE MexaHu3Ma pedepeHTHOro ueHoobpasoBaHus, W3MEHEHUA nopsgka OKa3aHus
MEANLMHCKOM NMOMOLLM, U NHbIE N3MEHEHMS) YCTaHaBnuBatoTcA NpaButenbcTBoM Poccmninckon
depepauymn.

Cratba 62. [ocyaapCTBEHHbIM peecTp npeaesibHbIX OTMYCKHbIX LeH Nponu3BoguTenemn
Ha JneKapCTBEHHble npenapaTtbl, BKIOYEHHbIE B MepeyYeHb XU3HEHHO
HEeOBXO0OUMbIX U BaXXKHENLLMX JIeKapCTBEHHbIX NpenapaTos

1. 3apernctpupoBaHHble nMpeferibHble OTMYCKHble LeHbl Ha JfeKapCTBEHHble
npenapatbl, BKIMOYEHHbIE B MNEepeyYeHb KU3HEHHO HeobXOAMMbIX W BaXHEWLWunX
NEeKapCTBEHHbIX MpenapaToB, MoOAnexar BKIYEHUIO B  rOCYOAPCTBEHHbIA  peecTp
npegenbHbIX OTMAYCKHbIX LieH NpoM3BOAMTENEN Ha NeKapCTBEHHble npenapaTtbl, BKIOYEHHbIe
B NepeYveHb XN3HEHHO HEOBXOOUMbIX U BaXKHENLLMX NIeKapCTBEHHbIX NpenapaTos.

2. locypoapCTBeHHbIN peecTp npeferibHbIX OTNYCKHbIX LUeH npou3BoguTenen Ha
NeKapCTBEHHbIE npenapaTbl, BKIOYEHHbIE B MepeyYeHb XU3HEHHO HeobXoauMbIX U
Ba)XKHENLLMX NEKapCTBEHHbIX NpenapaToB, COAepXnUT B cebe criegytoLuyto MHpopmauuio:

1) HauMeHOBaHWEe [fepXxaTensa unuv Bnagenbua pPerncTpaumMoHHOrO yO4OCTOBEPEHUS
NeKapCTBEHHOro rnpenapara, HauMeHOBaHWe NPOou3BOAUTENSA eKapCTBEHHOro npenapara,
MECTO HaxOXAEeHUSA NPOM3BOACTBEHHbIX MMOLWALO0K, y4acTBYOLWMNX B NpoLecce Npon3BoacTea
neKapCTBEHHOro npenapara, C ykadaHueM ctaaumn npoLecca npovsBoACTBa;

2) HanMeHOBaHMe feKapCTBEHHOro npenapata (MexayHapoaHoe HenaTeHTOBaHHOE,
UIn rpynnMpoBOYHOE, NN XMMUYECKOe N TOProBoe HauMeHOBaHNSA);

3) HOMep perncTpaLmMoHHOro YAOCTOBEPEHNSA NIEKapCTBEHHOrO nNpenapara;

4) nekapcTBeHHas hopma C ykasdaHMeM LO3VPOBKM NEKapCTBEHHOro npenapaTa u ero
KonumyecTBa BO BTOPUYHON (MOTPEBUTENBCKOM) YNaKkoBKe, a Takke KOMMNIEKTHOCTb;

5) 3apernctpmpoBaHHasa npeaenbHas OTNyckHas LeHa B pyonsx;
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6) oaTa n HomMep npukKasa yrnosIHOMOYEHHOro defepanbHOro opraHa UCNOSTHUTENBHON
BNacTu O rocygapCTBEHHOW pernctpaunn, nepeperucrpaumm npegesibHon oTnycKHOW LeHbl Ha
NeKapCTBEHHbIN Npenapar, BKIYEHHbIN B NepeYeHb XXU3HEHHO HEOBXOOUMbBIX N BaXKHEMLLMX
nekapCTBEHHbIX NpenapaTos;

7) LWTPUXOBOW KOO, HAHECEHHbIW Ha BTOPUYHYK (NOTPEOMTENbCKYH) YNakoBKY
nekapCcTBEHHOro npenapara,;

8) KoO nekapCTBEHHOro npenapata MO aHaToOMO-TepaneBTUYECKO-XMMNYECKON
Knaccuukaumm, pekomeHgosaHHoM BceMmnpHon opraHmsaumen 3gpaBooxXpaHeHns.

3. locypapcTBeHHasa perncrpaumsa npegesnbHbiX OTMYCKHbIX LeH Ha feKkapCTBEHHbIe
npenapaTbl, BKMHOYEHHbIE B MNEepeYeHb KU3HEHHO HEOOXOAMMLIX W BaKHEMWLIUX
NeKapCTBEHHbIX NpenapaTtoB, BeAeHWe rocyfapCTBEHHOro peectpa npeaesnbHbIX OTNYCKHbIX
LEeH npou3BOAUTENEN Ha NEeKapCTBEHHbIE NMpenapatbl, BKAKYEHHbIE B NepeyYeHb XXMU3HEHHO
HeobXOAMMbIX M BaXXHEWLLMX NEKApCTBEHHbIX MpenapaToB, OCYLUECTBNATCA B MOpsAke,
ycTaHoBneHHom [NpaButensctBom Poccuiickon ®epepauuu.

Ctatba 63. YcraHoBnNeHWe opraHamMmm WUCMOMNHUTENbHOM BRacTu CyObLEKTOB
Poccuinckon ®epepaummn npegenbHbiX pas3mMepoB OMNTOBbIX HaabaBOK U
npegenbHbiX pasmMepoB PO3HUYHbIX Ha4baBOK K (PaKTMYECKMM OTMYCKHbIM
LeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSAMWN NeKapCTBEHHbIX MpenapaTos, Ha
nekapcTBEHHble npenapaTtbl ANd MeguLMHCKOro NpUMeHeHns

1. OpraHbl ucnosHuUTenbHOM Bractu cybbektoB  Poccuiickon  Pepepauun
yCTaHaBNMBalOT npefenbHble pas3Mepbl OMNTOBbIX HaabaBOK W npeferibHble pasmepsbl
PO3HUYHBbIX HaAbaBoOK K hakKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBSIEHHbIM NPOU3BOAUTENAMMU
NeKapCTBEHHbIX NpenapaTtoB, Ha feKapCTBEHHble npenapaTbl, BKMAOYEHHble B MNepeyeHb
XW3HEHHO HeobXoOMMbIX WU BaXHEMWLIMX feKapCTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C
yTBEPXOEHHON B nopsiake, ycTtaHoBreHHoM [lpaBuTtenbctBoM Poccuinckon Penepaunn,
MEeTOAUKOW YCTaHOBMIEHUSI OpraHamMu WCMNOSIHUTENbHOM BriactTn cybbektoB Poccumnckon
depepaumm npeagenbHbIX pasMepoB ONTOBbLIX HAA0aBOK U NpeferibHbIX Pa3MepoB PO3HUYHbIX
HagbaBOK K  (pakTUY4ECKMM  OTMYCKHbIM  LeHaM, YCTaHOBMEHHbIM MNPOU3BOAUTENAMM
NeKapCTBEHHbIX NpenapaTtoB, Ha JleKapCTBEHHble npenapaTbl, BKMAOYEHHblIE B NepeyveHb
XW3HEHHO HEeOBXOAMMBbIX U BaXXHEWLUMX JleKapCTBEHHbIX npenapatoB. [1poekTbl pelieHun
OpraHoB MCMONMHUTENBbHOM Bnactu cybbekToB Poccurckon depepaumm o6 ycTtaHOBNEHUU U
(Mnn) mnameHeHUn npefenbHbIX pa3MepoB OMNTOBbIX HaAbaBOK M MpeferibHbIX pasmepoB
PO3HNYHbIX HAAB6aBOK K (PaKTUYECKMM OTNYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOM3BOAUTENAMM
NEeKapCTBEHHbIX MpenapaToB, Ha JfieKapCTBEHHble MpenapaTtbl, BKMAOYEHHbIE B MepeyeHb
XW3HEHHO HeObXOAMMbIX W  BaXHEWWWX feKapCTBEHHbIX MpenapaTtoB, nognexar
cornacoBaHuio € degeparnbHbiM  OpraHoOM WCMOSTHUTENBbHON BMAcTU, YNONHOMOYEHHbIM
OCYLLEeCTBNATb MPaBOBOE perynvpoBaHne B cdepe rocygapCTBEHHOrO peryrnmpoBaHus LeH
(TapundoB) Ha ToBapbl (ycnyru), B nopsgke, ycraHoBneHHoM [paButensctBoM Poccumnckon
depepaumn.

2. OpraHusaumm onToBOW TOProBnn 1 (MNKN) 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 MpenapaTtoB M He MpeBblLaoWen 3aperncTpMpoBaHHOM
npegenbHOM OTMYCKHOM LeHbl, U pa3mep ONToBOM Hagbaskum wn (Mnv) pasmep PO3HUYHON
HagbaBku, He npeBbllaloLWLne COOTBETCTBEHHO pa3Mepa npenenbHOM 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
OTNYCKHOW LIeHe Ha neKapCTBEHHble rMpenapaTtbl, BKMOYEHHble B MNepevYeHb XU3HEHHO
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HeobXo4MMbIX N BaXHEWLUUX NeKapCTBEHHbIX npenapaTtoB, 06 YCTaHOBIEHHbLIX B CybbekTe
Poccuiickon depepaumm pasmepe npegernbHoOM onTtoBon HagbaBku u  (Mnu) pasmepe
npegenbHOM PO3HUYHOW HagbaBKM K YCTAHOBIIEHHbIM MPOWU3BOAUTENSMU fIEKapCTBEHHbIX
npenapaToB PakTUYEeCKUM OTMYCKHbIM LieHaM Ha fekapCTBEHHbIE npenapaThl, BKITIOYEHHbIE B
nepeyeHb >KM3HEHHO HeobBXOAMMbIX W BaXHEWLWWUX JeKapCTBEHHbIX npenapaTtoB, U 06
yKasaHHOW B 4acTm 2 HacTtoswen ctatbM cymme. WHdopmaumsa, npeaycMoTpeHHas
HaCTOSILLLeN YacTblo, AO/MKHA pasMeLLaTbCs Takke B anTeyHbIX opraHuM3auusix B JOCTYMHOM
ANA  CBedeHUst BCEX 3auvHTEepecOBaHHbIX vy dopmMe UM OBHOBNATbCSA MO Mepe ee
onybnukoBaHus.

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 MNpefernbHbIM  OTNYCKHbIM LieHaM Ha JiekapCTBEeHHble mnpenaparbl,
BKMIOYEHHblE B MNepeyYeHb KU3HEHHO HeobXoOUMbIX W  BaXHEWWMUX NeKapCTBEHHbIX
npenaparos, noanexaT oTMeHe B cyaebHOM nopsaake.

Mnaea 13. MoHuTOpUHTr 3chhpeKTUBHOCTU N 6e30NacHOCTU NeKapCTBEHHbIX NpenaparTos,
Haxoaawmxca B oopaweHnn B Poccuimnckon ®epepaumm

CraTtbsa 64. apmakoHagsop

1. JlekapcTBeHHble nMpenapaTtbl, Haxogsdwmecs B obpaweHun B Poccuinckon
depgepaumm, nognexar MOHUTOPUHTY 3PAEKTUBHOCTM N BE30MNACHOCTM B LIENAX BbISIBIIEHUS
BO3MOXHbIX HEraTMBHbIX NOCNEACTBUA UX NPUMEHEHUS, UHANBUOYANbHOW HENEePeHOCUMOCTH,
npeaynpexneHns MeauumnHCKuX paboTHUKOB, BETEPUHAPHbLIX CMELNanmMcToB, NaLUNMEHTOB UK
BNnagenbLeB XUBOTHLIX U UX 3aLlUTbl OT NPUMEHEHUS TaKMX NeKapCTBEHHbIX NpenapaTos.

2. ®dapmakoHag3op — OCYLIECTBASETCA  COOTBETCTBYHLUMM  YNONHOMOYEHHbLIM
deepanbHbIM OpraHoOM MCMOSIHUTENBHOM BlAaCTU B YCTAHOBMIEHHOM MM MOpSdKe MyTem
aHanmsa npegoctaBngemon cybbektamm obpalleHns nekapcTBEHHbIX CPeacTB nHdopmaumm
0 NOBOYHBbIX OENCTBUAX, HEXeNaTesbHbIX peakuusiX, Cepbe3HbIX HexenaTerbHbIX peakunsx,
HenpeaBUAEHHbIX HeXenaTenbHbIX peakunsax npu NPUMEHEHNN NEKApPCTBEHHLIX NpPenaparos,
00 wuHOMBMAOyaNbHOW HENepeHOCUMOCTWN, OTCYTCTBUM 3I(PMEKTUBHOCTU NEeKapCTBEHHbIX
npenapaToB, a Takke 06 MHbIX hakTax N 0BCTOATENLCTBAX, NPEACTABASOLWMNX YrPO3Yy XKU3HU
U 300pOBbI0 YenoBeka NMbo XXMBOTHOMO NPU NPUMEHEHUN NEeKapCTBEHHbIX NpenapaToB U
BbISIBIEHHbIX Ha BCEX 93Tanax obpalleHns nekapcTBEHHbIX MpenapaTtoB B Poccuinckon
degepaumn n gpyrmx rocygapcraax.

3. CybbekTbl oObpalleHus nekapCTBEHHbIX CPeacTB B MOpsAke, YCTaHOBIEHHOM
YNONMHOMOYEHHbIM beaeparnbHbIM OpPraHoM WUCMNOMHUTENBbHOW Bnactu, obsi3aHbl coobwaTtb B
YNONMHOMOYEHHbIN dhefepanbHbli OpraH UCMOMNHUTESNbHOW BNactv O NOBOYHbIX OENCTBUSIX,
HeXxenaTenbHbIX peakuusiX, CEepbe3HbIX HEeXenaTesnbHbIX peakunsax, HenpeaBuaEHHbIX
HexenaTesnbHbIX  peakumsix  npu  NPUMEHEHUW  NIEKapCTBEHHbIX  MpenapaToB, 06
WHOMBUAYANbHOW  HEMNEepeHOCMMOCTU,  OTCYTCTBUM  3(PMEKTUBHOCTU  NEeKapCTBEHHbIX
npenapaToB, a Takke 06 MHbIX hakTax n 0BCTOATENLCTBAX, NPEACTABNAOLWNX YIPO3Y KU3HU
UNN 340pOBbLI0 YerioBeKka NMBO XMBOTHOIO NPU NPUMEHEHUM NEKApCTBEHHbLIX NpenapaTos U
BbISIBIEHHbIX Ha BCex aTanax obpalleHuns nekapcTBEHHbIX MpenapaTtoB B Poccuinckon
depgepaumu n gpyrux rocygapcreax.

4. [epxaTtenu wunu Bnagenblbl PerMcTpauuoHHbIX YOAOCTOBEPEHUA NEKaPCTBEHHbIX
npenapaTos, Opuguyeckme nvua, Ha UMSA KOTOpbIX BbldaHbl paspelleHuUs Ha npoBedeHue
KNUHMYecknx nccnegosanum B Poccuinckon ®egepauum, nmbo ynonHOMOYEHHbIE UMW Apyrue
topugndeckne nuua B pamkax obecneveHms 6e30MacHOCTU NEKapCTBEHHbIX nNpenapaTtoB B
nopsigke, yCTaHOBSIEHHOM COOTBETCTBYHOLMUM YMNOAHOMOYEHHLIM defeparnbHbiM  OpraHoM
NCMONHUTENbHOM BracTtn, 06s3aHbl OCYLWECTBNATbL MpPUEM, yyeT, o00paboTKy, aHanm3 u
XpaHeHne NocTynawLwmnx B UX agpec oT CyObekToB obpalleHusi TEKapCTBEHHbIX CPEACTB U
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OpraHoB rocyapCTBEHHOMW BriacTu cooOLleHMn O MOBOYHbIX AENCTBUSX, HeXenaTenbHbIX
peakumsax, cepbe3HblX HeXenaTesibHbIX U HeNnpeaBUAEHHbIX HeXenaTerbHbIX peakumnax npu
NPUMEHEHNN NEKaAPCTBEHHbLIX NpenapaTtoB, 06 0COB6EHHOCTAX UX B3aMOLAENCTBUSA C OPYrMU
NeKapCTBEHHbIMX MpenapaTtaMmu, MHAMBUAYANbHOW HENepeHOCMMOCTU, a Takke 00 WHbIX
dakTax n obCToATENLCTBAX, NPEACTABSOLWMX YrPO3Y XU3HN UM 300POBLI0 YenoBeka nNnMbo
XWBOTHOIO UMM BAUSAKOLWINX HA U3MEHEHMWE OTHOLLUEHUA OXMAAeMOMW MOfb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNS NEKaAPCTBEHHbIX NpenapaTos.

5. lpn BbIgBNEHMN WHGOPMALUM O Cepbe3HbIX HexXenaTesibHbIX peakunax u
HenpeaBUAEHHbIX HeXenaTenbHbIX peakunsax npu NpUMEHEHNN NekapCTBEHHbLIX Npenaparos,
06 ocobeHHOCTAX MX B3aMMOAENCTBMA C [APYrMMW  NIEKapCTBEHHbIMW npenapaTtamu,
MHOMBMOYANbHON HEMEepeHOCUMOCTM, a Takke 06 WHbIX pakTax u 06CTOATENLCTBAX,
BNUSIIOLWMX HA W3MEHEHWE OTHOLUEHUSI OXMOAEMOW MONb3bl K BO3MOXHOMY  PUCKY
NPUMEHEHNA NEeKapCTBEHHbIX MNpernapaToB, Aep)XaTenu unu Brnagenblbl PerncTpaumoHHbIX
yOOCTOBEPEHNIN NEKAPCTBEHHbLIX NPenapaToB, puanyeckme nuua, Ha UMS KOTOpPbIX BbldaHbl
paspelleHnst Ha NPoBeAeHNE KNMHUYECKUX uccrnegosaHnin B Poccuinckon ®epepaunn, nnbo
YNONHOMOYEHHbIE MKW ApYrve topugmyeckme nuua obssaHbl NPUHATL MEpPbl, HanpaBrieHHbIE
Ha yCTpaHeHWe HeraTMBHbIX MOCMEeACTBUN NPUMEHEHUSA TakKMUX NEeKapCTBEHHbIX npenapaTos,
npeaynpexneHne MnpuUYNHEHUs Bpeda >XM3HW UNM 340pPOBbH YenoBeka NGO KMBOTHOTO,
3aWmMTy UX OT MPUMEHEHUS TakMX NeKapCTBEHHbIX MpenapaTtoB, Ha OOMNOMHUTESNbHbLIN COOp
AaHHbIX 06 3P HEKTUBHOCTM N 6E30NACHOCTU TaKUX NEKapPCTBEHHLIX NPenapaToB.

6. 3a HecoobLweHne unn cokpbiTue uHdOopMauMu, MNPeagyCMOTPEHHOW YacTbio 3
HacTosIWen CcTaTbW, OepXaTenu Wnu Bragenbubl PEermcTpauuoHHbIX  yOOCTOBEPEHUN
nekapCTBEHHbIX NpenapaTtoB, puandeckme nuua, Ha MMs KOTOpbIX Bbl4aHbl pa3peLleHns Ha
npoBeaeHne KNMHNYECKNX nccnegosanmi B Poccunckon ®egepaunn, nmbo ynonHOMOYEHHbIE
UMW gpyrve opugumyeckme nuua, a Takke AOSMKHOCTHbIE Nuua, KOTOpbIM 3Ta MHGopMaums
cTana u3BecTHa No poay Mx npodeccnmoHanbHON OEeATENbHOCTU, HECYT OTBETCTBEHHOCTL B
COOTBETCTBUM C 3aKoHOAaTeNbLCTBOM Poccurckon degepaumn.

7. Tlpn nonyvyeHun ynosIHOMOYEHHbIM doefeparibHbiM OpraHOM WCMNOSTHUTENBHOMN
BNacTM B pamMKax OCYLLEeCTBMEHUS UM papMakoHaa3opa foKa3aTenbCTB O HECOOTBETCTBUU
NIEKapCTBEHHOrO npenaparta YCTaHOBIMEHHbIM TpeboBaHWAM MAM  NpU  NONyYEHUN
MHOPMaUUM O HEeCOOTBETCTBUM [AaHHbIX 06 addekTMBHOCTM M O 6BesonacHoOCTU
NIEKapCTBEHHOrO Mpenapata AaHHbIM O JeKapCTBEHHOM Mpenaparte, coaepXalimmcss B
WHCTPYKUUM MO €ero NpUMEHEHWIO (B TOM YMCIEe BbISBMEHHbIX B XO4e OCYLLEeCTBEHMUS
dapmakoHag3opa  KOHTPOSIbHO-HAA30pPHbIMU  OpraHamMu  MHOCTPaHHbIX  rOCydapcTB),
YNONMHOMOYEHHbIN defepanbHbli OpraH WCNOSHUTESNIbHOW BMacTM B YCTAHOBIEHHOM UM
nopsigke paccMatpvBaeT BOMNPOC O MPUOCTAHOBMEHUN MPUMEHEHMUSI TaKoro nekapcTBEHHOIo
npenapara.

Cratba 65. [NprocTaHoBNEHNE NPMMEHEHUS NTEKAPCTBEHHOMO NpenapaTa

1. Tpn nonyyeHuUn wHGOPMaUUN O HeXenaTemnbHbIX peakuusix Npu NPUMEHEHUN
neKapcTBeHHOro npenaparta, He yKa3aHHbIX B UHCTPYKLUUU MO MPUMEHEHUIO NEKapCTBEHHOIO
npenapaTta, Cepbe3HbIX HexernaTtesnbHbIX peakumsix, 06 0COBEeHHOCTSIX ero B3anMoAeNCTBUS C
ApYrMMun nekapcTBeHHbIMWU MpenapaTtamMu, KOTopble MOryT NpeacTaBfifaTb Yrpo3y XU3HU UMn
3[00pOBbLI0 YeroBeka JiIMOO >KMBOTHOrO, a TakKe O HEeCOOTBETCTBMM [aHHbIX 00
ahpbekTUBHOCTN M O Be30NacHOCTM NeKapCTBEHHOro npenapaTta AaHHbIM O fleKapCTBEHHOM
npenapate, coepXawuMmMcAa B WHCTPYKUMM NO e€ero MpUMEHEeHuto, B TOM 4ucre OoT
YNOMHOMOYEHHbIX OPraHOB MHOCTPaHHbLIX roCyaapcTB, OOMEH KOTOPOW OCYyLLEeCTBSieTCA B
COOTBETCTBUM C COrnaweHnaMuM Mexay YrnofIHOMOYEHHbIM doedeparnbHbiM - OpraHoMm
WCMONHUTESNTIbHOW BNactTM U YNONIHOMOYEHHbIMW OpraHaMuM WHOCTPaHHbIX rOCydapcCTB,
YNOSTHOMOYEHHbIN (hefeparbHbiA OpraH UCNOMHUTENBHOW BNacTu paccMmaTpuBaeT BOMpPOC O
BO3MOXHOCTW MPUOCTAHOBMEHMS 0BpaLLeHns Takoro fiekapCTBEHHOro npenapata B Nopsaake,
YCTaHOBJIEHHOM YMOMHOMOYEHHbIM doeeparnbHbiM OpraHOM UCMOSTHUTENBHOW BIlaCcTuU.

2. [llpyn HeuCnonHeHUW wNM HeHaanexawem WCMOMNHEHUN OepxaTtensaMv  unm
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Bnagenbuamu pPerncTpaumoHHbIX yAOCTOBEPEHNI neKkapCTBEHHbIX npenapaTos,
PUONYECKMMN NTMLAMKN, HA UMA KOTOPbIX Bbl4aHbl pa3peLlleHns Ha NpoBeaeHne KINMHUYECKNX
uccnegosaHnn B Poccuinckon dPepgepaumm, WM YNOAHOMOYEHHBIMW UMW OPYTUMU
topugndeckumm  nuuamm  06s3aHHOCTEN, YCTAHOBMEHHbIX 4Yactamu 3 u 4 cTratbum 64
HacTosiwero degepanbHOro 3akoHa, NMMOO B cnyyasx NpeacTtaBneHusi COOTBETCTBYHOLLMM
YNONMHOMOYEHHbIM  dpefiepalnibHbIM  OPraHOM  UCMOSIHUTENbHOM BMacTU  3aKMlYeHUs O
HeOCTOBEPHOCTM pe3ynbTaToOB KIMHUYECKOro WUCCNeLoBaHuUsl NEeKapCTBEHHOro npenaparta
AN MeJULMHCKOro NPUMEHEHUS, KOTOPOe OCHOBAHO Ha pesyrnbTaTtax NPoBepKU MegULMHCKON
opraHusaumn, NPOBOAMBLLEN YKa3aHHOE KIMHUYECKOEe MCCnefoBaHMe C HapyLleHneM npasun
Hagnexawen KnMHNYECKON NPakTUKN, U NPUBENO K NOyYEHUI0 HEAOCTOBEPHbIX Pe3yrbTaToB,
nmbo B criyyae HeBbINOMHEHMS NpeanucaHuns, BblAaHHOMO YNONHOMOYEHHbIM heaepanbHbiM
OpraHOM WCMOSIHUTENBbHOM BfacTM MO WUTOramM OCYLECTBEHUS BbIOOPOYHOrO KOHTPOMS
KadyecTBa  JleKapCTBEHHOro  npenapaTta, YMNoSIHOMOYEHHbI  dpefepanbHbli  opraH
WCMONHUTENBbHOM BracTM B YCTAHOBMEHHOM WM MOPsSiAKE paccMmaTpuBaeT BOMNPOC O
NPUOCTaHOBNEHN NPUMEHEHNSA TaKoro fiekapCTBEHHOro npenapara.

CraTtbsa 66. MIHdopmauma o pesynbtatax dpapmakoHagsopa

YnonHoMmoyeHHbIn dbeaepanbHbIi opraH UCNOSTHATENBHOW BRacTW, OCYLLECTBAIOLLMN
hapMakoHag3op, Haxoaawmxcsa B obpawieHnn B Poccuiickon degepaunn, no pesynbtatam
hapmakoHag3opa pasMellaeT Ha cBoeM oduumnanbHoM cante B cetu  "MHTepHeTt"
MHOPMAaUUIO O NPUHATBIX PELLEHUSIX O BHECEHUN U3MEHEHUS B MHCTPYKLMIO MO NPUMEHEHUIO
fleKapCTBEHHOro npenapara, O NPUOCTAHOBMNEHUN NMPUMEHEHUS NIEKApPCTBEHHOrO Npenapara,
006 n3bATUM N3 obpalleHnst NekapCTBEHHOrO npenapara unm o BO30OHOBNEHUN NPUMEHEHNS
rleKapCTBEHHOrO npenapara.

MnaBa 14. UHpopmauma o nekapCTBeHHbIX Npenaparax

Cratba 67. VIHdopMauma o niekapCTBEHHbIX NpenapaTax

1. WHdopmauua O nekapCTBEHHbIX npenapatax, OTMNyCKaemblX MO peuenTty Ha
NeKapCTBEHHbIN Npenapart, AOIMKHa COAEePXKaTbCA TONMbKO B CNeLUMann3npoBaHHbIX U34aHMUsX,
npegHasHa4YeHHbIX AN MeOULMHCKMX, (hapmaueBTUYeCKUX, BeTepUHapHbIX pPabOTHUKOB.
MHbopmaums o nekapCTBeHHbIX npenapaTtax gnd cneuuanuctoB B obractn obpalleHus
NEeKapCTBEHHbIX CPeACTB MOXET COoAepXaTbCsa B MOHOrpadusix, CnpaBOYHMKaX, Hay4HbIX
cTaTbsX, B AOKNagax Ha KOHrpeccax, KOHepeHumsax, CUMMNO3nymMax, Hay4YHbIX COBETax, a
TaKke B MHCTPYKUUAX NO NPUMEHEHUIO NEKAPCTBEHHbIX NpenapaTos.

2. VHdopmauusa o nekapCTBEHHbIX MNpenapartax, OTnyckaemblx 6e3 peuenta Ha
NeKapCTBEHHbIA Npenapart, MOXeT coAaepXaTbCs B nybnukaumsx u obbABNEHUSIX CPeacTB
MaccoBOW MHopMaLMn, cneunanm3mpoBaHHbIX U OBLLMX NeYaTHbIX U34aHUAX, MHCTPYKLNAX
No MPUMEHEHUNIO NEKapCTBEHHbLIX MpenapaTtoB, MHbIX M3AaHUsX cybbekToB obpalleHus
NeKapCTBEHHbIX cpeacTB. PeknamHble MaTepuanbl O JIeKapCTBEHHOM Mpenaparte,
oTnyckaemMoMm 06e3 peuenTa Ha JeKapCTBEHHbI npenapaT, LOMKHbl COOTBETCTBOBATb
WHCTPYKLMK NO NPUMEHEHNIO NEKAPCTBEHHOIO npenapara.

3. [onyckaetcsa mcnonb3oBaHue nOObLIX MaTtepuarnbHbIX HOCUTENEWN, MO3BOJSISAKOLLMX
XpaHUTb, NepeaaBaTtb U UCNOMb30BaTb MHGOPMAUMIO O NIeKapCTBEHHbIX nNpenapaTtax 6e3 ee
NCKaXKEHUS.

Fnasa 14.1. OrpaHnyeHus, Hanaraemble Ha OpraHu3aLum, ocyLlecTBNALWMme
AeATenbHOCTb NO 06palleHunIo fIeKapCTBEHHbIX CPeacTB

Cratba 67.1. OrpaHuyeHusi, Hanaraemble MpU OCYLUECTBINEHUMN AEeATENbHOCTU B
chepe o6palleHNs NekapCTBEHHbIX CPeCTB
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1. OpraHusauuu, 3aHnmatowmecs paspaboTkon, NPoOM3BOACTBOM U (M) peanusaunen
NeKapCTBEHHbIX NpenapaTtoB AN MeOULMHCKOro NpUMEHEeHus, opraHusauuu, obnagatwowime
npaBaMn Ha WUCMNOSib30BaHME TOProBOro HaMMEHOBaHWS JleKapCTBEHHOro npenaparta Aans
MEANLMHCKOro NPUMEHEHWSI, OpraHM3aumm ONTOBON TOProBN fIEKAPCTBEHHBIMU CpeacTBamu,
anTeyHble opraHusauum (UX npeacTaBuTENW, WUHble U3NYEecKMe U pugudeckne nuua,
OCYLLIECTBNAOWME CBOW [OEATENbHOCTb OT MMEHW 3TMX OpraHuM3aumi) B OTHOLLEHMM
MeaULMHCKMX pabOTHUKOB 1 pyKoBOAUTENEN MeOULMHCKUX OpraHM3aLmi He Brnpase:

1) BpydaTb nMoAapku, BbiNfayMBaTb [OEHEXHble CpeacTBa (3@  UCKNOYEHUEM
BO3HarpaxaeHui Mo  [oroBopaM Mpu  NPOBEAEHUN  KIUHUYECKUX  UCCredoBaHUn
NeKkapCTBEHHbIX NpenapaToB AN MEOUUUHCKOTO NMPUMEHEHUS, BO3HArpaxaeHUn, cBa3aHHbIX
C OCYyLeCTBMEHNEeM MeAUUMHCKUM paboTHUMKOM nedarormvyeckon u  (Mnu) HayyvHowm
AeATenbHOCTU), B TOM YuChe onfnavveaTb pasBreyeHus, oTablx, Npoess K MecTy oTAblxa, a
TaKke NpuMBreKaTb K y4acTUO B pasBneKkaTesflbHbIX MeponpuaTUSaX, NPOBOAMMBIX 3a CyeT
CBOWX CPeAcCTB;

2) 3aKnw4yaTb COrMaweHns O HasHayYeHunm wunu  pekomMeHgauuMuM nauveHTam
NeKkapCTBEHHbIX NpenapaToB ANnd MeAUUMHCKOro NpMMeHeHus (3a UCKNIYeHneM SOroBopoB O
NpoBeAEeHUN KIMUHUYECKMX WCCNEeLOBaHUN NEeKapCTBEHHbIX npenapaTtoB Ans MeguUMHCKOro
NPUMEHEHNS);

3) npepocTaBnATb 06pasubl leKapCTBEHHbLIX MpenapaToB And  MeauUMHCKOro
NPUMEHEHNA B LENsX BPyYEeHUs naumeHTam (3a WCKNIYEHMEM Crny4daeB, CBSA3aHHbIX C
NpoBeAEeHNEM KITMHUYECKMX UCCNeaoBaHUA NekapCTBEHHbIX NpenapaToB ANs MeULMHCKOro
NPUMEHEHUS);

4) npefoCcTaBnsaATb HEAOCTOBEPHYIO N (MNN) HENOMHYIO MHGOPMALMIO O JIEKAaPCTBEHHbIX
npenapartax ans MeauumMHCKOro NpUMeHeHus;

5) nocewatb nx B paboyee BpeMsa Ha paboymx MecTax, 3a WUCKIIHYEHUEM Cry4daes,
CBSI3aHHbIX C MpPOBeAEeHMEM KIMHUYECKUX WUCCeaoBaHWUi NeKapCTBEHHbIX MpenapaToB Ans
MEAMLUMHCKOrO MNPUMEHEHNS, C yyacTMeM B NopsdKke, YCTaHOBMEHHOM PyKOBOAUTENEM
MEeAVLMHCKOW opraHu3auun, B cobpaHmsax MeanuuHCKuX paboTHUKOB U MHbBIX MEPONPUATUSIX,
HanpaBfeHHbIX Ha MOBbILWEHME WX NPOMECCMOHANbLHOIO YPOBHSA WNW Ha npegocTaBneHue
MHpopmauuK, CBA3aHHOM C OCYLLECTBIIEHMEM MOHUTOPMHra 6e30NacHOCTU NeKapCTBEHHbIX
npenapaTos;

6) nobyxoaTb K BbIMUCbIBAHUIO FNEKApPCTBEHHbIX MpenapaToB Ans MeAWMLMHCKOro
npUMeHeHna Ha 6raHkax, cogepXawux MHOPMaLUMI0 peKNnaMHOro xapakrepa, a Takke Ha
peuenTypHbIx GraHkax, Ha KOTOPbIX 3apaHee HaneyaTaHO HaMMeHOBaHWE NEeKapCTBEHHOMO
npenapara ans MeQULUHCKOrO NPUMEHEHNS.

2. OpraHusauumn, ykasaHHble B ab3aue nepBoM 4actm 1 HacCTosWeEWn cTaTbu, U UX
npeacTaBUTENN B OTHOLIEHMM bapMaLeBTMYECKNX pabOTHMKOB M PyKOBOAUTENEN anTeYHbIX
opraHu3auumn He Brnpase:

1) Bpy4aTb nogapku, BbiNnaynBatbh AEHEXHble CpeacTBa, B TOM 4ucre onnavvBaTb
pasBrneyeHus], oTAblX, Npoe3a K MecTy OTAbIXa, U NpUBMieKaTb K y4acTUio B pa3BriekaTenbHbIX
MepOonNpUATUSIX, NPOBOAMMbIX 32 CHET CBOMX CPEACTB;

2) npepocTaBnATb 00pasubl JleKapCTBEHHbIX MpenapaToB And  MeauuUMHCKOro
NPUMEHEHNs ANs BPyYEHUS1 HACENEHMIO;

3) 3aknwyaTb CcOrnaweHnss o nNpeanoXeHWM  HaceneHuio  onpeaeneHHbIX
NeKapCTBEHHbIX NpenapaToB A1 MeANLMHCKOrO NPpUMEHEHMS;

4) npenocTaBnATb HEAOCTOBEPHYIO U (MMN) HEMOJSTHY MHOPMALMIO O NIeKapCTBEHHbIX
npenapatax Ana MeOUUUHCKOrO MPUMEHEHUS, B TOM 4MCMEe WMeKLWMNX OOuHaKoBoe
MeXayHapoaHoe HernaTeHToOBaHHOEe HanMeHOBaHue.

Cratba 67.2. TpeboBaHMsA K opraHvM3auuMvM U NPOBEAEHMIO HayYHbIX MEPONPUATUN,
WHbIX MEpPONpPUSATUIA, HanpaBfieHHbIX Ha MOBblWEHME MNPOdECCUOHANBHOMO
YPOBHSAI MeOMUMHCKMX PabOoTHMKOB MMM Ha npenocTaBneHve WHdopmaumu,
CBSI3aHHOW C OCYLLECTBMEHNEM MOHUTOPUHra 6e30MacHOCTN feKkapCTBEHHbIX



npenaparos

1. Mpu npoBegeHUN Hay4HbIX MEPOMPUATUNA, UHBIX MEPOMNPUATUIA, HanpasfeHHbIX Ha
noBblleHNe  NPodEeCCUOHANbHOMO  YPOBHA  MEOUUMHCKUMX  paboTHMKOB  WNK  Ha
npegocTaBfieHne  CBSA3AHHOW  C  OCYLUEeCTBIIEHMEM  MOHUTOPUHra  6Ge3onacHoOCTM
NeKapCTBEHHbIX NpenapaTtoB MHGOPMAaLMK, OpraHM3yeMblX OopraHusaumsiMu, ykasaHHbIMU B
absaue nepBom 4yactu 1 crtatbn 67.1 Hactoswero ®PenepanbHOro 3akoHa, WX
npegcrasutenamn un (Mnu) uHaHcUpyembiX 3a CYET CpeAcTB ITUMX OpraHuMsaumi n ux
npegcraBuTenien, sanpeLllaeTcs NpPenaTcTBOBaTh Y4aCTUIO B YKa3aHHbIX MEPONPUATUAX UHBIX
opraHusaunin, KOTOpble MPOM3BOOAT WNU peanuayroT JeKkapCTBEHHble npenapatbl AN
MEeANLMHCKOrO NMPUMEHEHUS CO CXOXMUM MeXaHM3MOM (hapMakoformyeckoro encTeuns, nmbo
co3faBaTb OUCKPUMUHALMOHHbBIE YCNOBUA ONA OOHUX YYACTHUKOB MO CPaBHEHUIO C APYrUMuU
y4yacTHMKaMU, @ UMEHHO:

1) npedocTaBnsaATb pasfnUYHOE KONMYECTBO BPEMEHU OMs BbICTYMMEHUA Yy4aCTHUKOB,
pasnu4yHble Mo pasMepy 3aHMMaemMou nnowaam Mecta Ans AeMOHCcTpauum obpasLos
NeKapCTBEHHbIX NpenapaToB 4S5 MeAUUNHCKOro NPUMEHEHUS U pekriaMHbIX MaTepuanoB O
neKkapCTBEHHbIX nNpenapatax Ang MeauUMHCKOro NpUMEHEHUS Ha 3KCMo3uuusx, cTeHgax, 3a
UCKIMIOYEHNEM CIly4aeB, eCnn Takme YCroBUS 3aKpeneHbl B CornalleHnax 3Tmx opraHnsauun,
UX npeacrtaButene 0 (PUHAHCMPOBAHWW YyKa3aHHbIX MeponpuaTun u  obycrnoBneHbl
pasnuyHbIMK 3aTpaTaMy YHaCTHUKOB Ha UX OpraHn3aumio;

2) ycTaHaBnuMBaTb pa3Mep B3HOCa [AS19 YYaCTHWKOB MEPONPUATUNA, YKa3aHHbIX B
absaue nepBOM HaCTOAWEWN YacTWu, MpPeBbIWAKWNA CyMMY 3aTpaT Ha oOpraHusauuto
YKa3aHHbIX MeponpuaATMA © Bedywui K HeoOOCHOBAHHOMY OrpaHUYeHUI0 4Yucna  ux
Y4aCTHUKOB.

2. OpraHusaumn, ykasaHHble B ab3aue nepBom 4actm 1 crtatbum 67.1 HacToswero
depgepanbHOro 3akoHa, WX nNpeacTaBUTENW, OCYLIECTBASOWME opraHuMsauuio n (mnu)
PUHaHCUPOBaHNE MEPOMNPUATUA, YKasaHHbIX B 4Yactum 1 HacTosdwen cTtaTbn, 06S3aHbl
obecneynBatb OOCTYN K MHpopmMaumm O fgaTte, MecTe U BpeMeHU NpoBefeHUs yKa3aHHbIX
MEpPONPUATUA, NnaHax, nporpaMmMmax npPoOBeAEHUs YyKasaHHbIX MepPonpusaTMA U Temax,
nnaHMpyemMblX AOfs  pPacCMOTPEHUsi, CcoCTaBe WX YYaCTHUKOB MNyTeM pasMelleHus
COOTBETCTBYHOLLEN WMHGOPMaUMM Ha CBOUX odumumanbHbIX cantax B ceTun "HTepHeT" He
nosgHee AByX MecsiLeB A0 Havarna npoBeeHns yKkasaHHbIX MeponpuUaTUN.

3. NHopmauus o npoBefeHUn MepOonpuUSTUA, yKasaHHbIX B 4acTu 1 HacToswen
cTaTbu, B CPOK, YCTAHOBSIEHHbIN YaCTbO 2 HACTOsLWEN CTaTbK, AO/MKHA ObITb HanpasneHa B
doeaepanbHbI OpraH UCNOSHUTENBHOW BMacTW, OCYLLECTBAAIOWMA OYHKLUUM MO KOHTPOSIO U
Haa3opy B cpepe 30paBOOXpaHeHUs, ANA NocrneayoLwero pasmeLleHnsa ee Ha oduLmanbHOM
canTe aToro opraHa B cetn "MHTepHeT".

MnaBa 15. OTBeTCTBEHHOCTb 3a HapylleHue 3aKkoHoaaTenbcTBa Poccunckon
dPenepaumm npm odpaLLleHMM NeKapCTBEHHbIX CPeACTB U BO3MeLleHue Bpeaa,
NPUYUHEHHOrO 340POBbLIO rpaXaaH BCreacTBue NPMMEHeHUs NleKapCTBEHHbIX

npenapaTtoB

Ctatba 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHogaTenbcTBa Poccuiickom
depgepaumm npu obpalleHnn NekapCTBEHHbIX CPeACTB

1. HapyweHue 3akoHogaTtenbctBa Poccunckon ®epepauumn npu  obpaileHum
NEeKapCTBEHHbIX CPeaCcTB Bnedyer 3a Ccobon OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccunckon degepaumn.

2. 3a HenpeactaBneHve uHdopmauum u - (MNK)  daHHbIX, NPEeayCMOTPEHHbIX
HacToswmm PeaeparnbHbIM 3aKOHOM, CyOBbEKTbI 0BpaLleHns NekapCTBEHHbIX CPEeACTB HeCcyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAAaTENbCTBOM Poccuinckon degepaumm.

Cratba 69. Bo3mellueHne Bpeda, NPUYMHEHHOrO 340POBLI0 rpaXkaaH BCNeacTeme



NPUMEHeHNsa NekapCTBEHHbIX NpenapaToB

1. [powusBoguTenb nekapCcTBEHHOro npenapata o6s3aH BO3MeCTUTb  Bpes,
NMPUYMHEHHBIA 300POBbIO FpaXkaaH BCreAcTBUE NPUMEHEHUS JekapCTBEHHOro npenapara,
eCnun JoKa3aHo, YTo:

1) nekapcTBeHHbI npenapat MPUMEHSNCA MO Ha3Ha4YeHUlo B COOTBETCTBUM C
WHCTPYKLUMEN no NpuMEHEHUIO NIekapCTBEHHOro npenapaTa U NpUYnHON Bpeaa sSiBUICS BBO[, B
rpaxxgaHckun obopoT HegobpoKavyeCTBEHHOMO NeKapCTBEHHOIO npenapara;

2) Bped 300pOBbHO  MPUYMHEH  BCneacTBMe  HeOOCTOBEPHOM  MHopmauuu,
cofepXallenca B WHCTPYKUMM MO MPUMEHEHUIO JeKapCTBEHHOro npenapara, W34aHHOW
Npon3BoOAMTENEM NeKapCTBEHHOro npenapara.

2. B cny4ae, ecnv Bpen 300pOBbIO rpaaaH MpPUYMHEH BCreacTBME MNPUMEHEHUA
NeKkapCcTBEHHOro npenapara, npuwenuwero B HErogHOCTb B pe3ynbTaTte HapyLlleHUs npasun
XpaHeHUs1 reKapCTBEHHbIX CpeacTB, MpaBuil  ONTOBOW  TOProBSfiM  JIeKAPCTBEHHbLIMMU
npenapataMmy, npaBun OTMNyCcKa JeKapCTBEHHbIX npenapaTtoB, MpaBuSil U3rOTOBIIEHUA U
OTNyCKa fekapCTBEHHbIX NpenapaToB, BO3MeLLeHMe Bpeaa OCyLEeCTBNAeTCA COOTBETCTBEHHO
opraHusaumnen OonToBOW TOProBSiM JNIEKAPCTBEHHbIMU CpeAcTBaMu, anTeyYHOM opraHusauuven,
WHOMBMAYaNbHbIM NpegnpuHMMaTeneM, UMeWwuMMn FULEH3UI0 Ha (apMaueBTUYECKYH
AEATENbHOCTb UMY NINLEH3NIO Ha MEOULMHCKYIO AeATEeNbHOCTb, MEANLNHCKON OpraHu3aumnen,
UMELWEeNn nNUUEH3NID Ha  dapMaueBTUYECKYlD AedATeNbHOCTb (ee  060CoBneHHbIM
nogpasgeneHunem (ambynatopuen, genbawepckum n enbalepcko-akyLepCckuM nyHKTamu,
ueHTpoMm (oTgoeneHnem) obuen BpadebHOM (CeMenHOM) MPaKTUKK), pPacrnoSfIOKEHHbIM B
CEeNnbCKOM HacCeneHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHas opraHusauus),
AO0NYCTUBLLUMMW NPOAAXKY UM OTNYCK TaKOro fiekapcTBEHHOro npenapara.

3. BoamelleHne Bpena, NPUYUMHEHHOrO 300POBbLIO rpaXkaaH BCNeacTBue NpUMEHEHUs
NEeKapCTBEHHbIX NpenapaTtoB WM COBEPLUEHUA MPOTUBOMPAaBHbIX AENCTBUM CyObekTamu
obpalleHna  NekapCTBEHHbIX  CPeacTB,  OCYLUeCTBNAeTCH B  COOTBETCTBUM  C
3akoHogartenbcTtBoM Poccuickon ®egepaunn.

MaBa 16. 3akno4yuTenbHble NONOXEeHUs

Cratbsa 70. O npusHaHWM yTpaTUBLUMMK CUIY OTAENbHbIX 3aKOHOA4ATENbHbIX aKTOB
(monoxeHui 3akoHoaaTenbHbIX akToB) Poccuiickon ®egepauum

Mpn3HaTbL yTpaTUBLLMMMK CUNY:

1) ®depepanbHbii 3akoH OT 22 wuoHa 1998 roga N 86-d3 "O nekapCTBEHHbIX
cpegctBax” (Cobpanue 3akoHogaTenbcTBa Poccunckon degepaunn, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH OT 2 sHBaps 2000 roga N 5-9©3 "O BHECEHUM U3MEHEHUS U
pononHeHnn B PepepanbHbin 3akoH  "O  nekapctBeHHbIX  cpeacTtBax"  (Cobpanwue
3akoHopaTtenbcTBa Poccuickon ®eagepaumnm, 2000, N 2, cT. 126);

3) cratbto 40 denepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-03 "O BHeceHun
N3MEHEeHUN N OONOSTHEHUIN B HEKOTOPble 3akoHoAaTesnbHble akTbl Poccuickon ®enepaumm B
cBA3N C npuHATMem depepanbHoro 3akoHa "O nMUEH3MPOBaHUW OTAENbHbIX BUAOB
peatenbHocTn" (CobpaHne 3akoHogatenbcTBa Poccunckon ®egepaumn, 2003, N 2, 1. 167);

4) cratbto 31 depgepanbHoro 3akoHa ot 30 utoHs 2003 roga N 86-d3 "O BHeceHuun
N3MEHEeHUN N OOMNOSNIHEHU B HEKOTOpble 3akoHoAdaTenbHble akTbl Poccuickon ®epepauum,
NpU3HaHUM  YTPaTUBLUMMW  CWUMYy  OTAENbHbIX  3aKOHOAATesNbHbIX akToB  Poccuickon
depepaumm, NnpegocTaBNeHNN OTAENbHbLIX rAPAHTUIA COTPYAHNKAM OpraHoB BHYTPEHHUX Aen,
OpraHoB MO KOHTPOSo 3a 060pOTOM HAPKOTUYECKUX CPEACTB M MCUXOTPOMHbLIX BELLECTB U
ynpasgHsieMbix beaepanbHbiX OpraHOB HaNoroBow NonMUUKN B CBA3W C OCYLLIECTBINEHNEM MEpP
Mo COBEPLUEHCTBOBAHUIO rocygapcTBeHHoro ynpasneHus" (CobpaHve 3akoHoaaTenbCcTBa
Poccunckon ®egepaunn, 2003, N 27, c1. 2700);

5) crateto 101 ®depepanbHoro 3akoHa oT 22 asrycta 2004 roga N 122-03 "O
BHECEHMM W3MEHEHMW B 3akoHoAaTernbHble akTbl Poccuinckon depepaumm n npusHaHUU
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yTpaTUBLLMMKM CUITY HEKOTOPbLIX 3aKoHOAATENbHbIX akToB Poccuickon degepaumm B CBA3N C
npuHATHEM deneparnbHbiX 3aKoHOB "O BHeECEHUU U3MEHeHUN 1 gononHeHnn B ®efepanbHbli
3akoH "O6 o0wux npuvHUMNax opraHu3auMmM 3akoHodaTenbHbIX (NPeacTaBUTENbHbIX) U
NCNOJSTHUTESNbHbBIX OPraHoOB rocyaapCTBEHHOW BnacTn cybbektoB Poccuiickon denepaunn” un
"O6 obLmMX NpMHUMNax opraHM3aumm MecTHOro camoynpasneHnsa B Poccunckon degepaummn’
(CobpaHue 3akoHopatenscTBa Poccunckon ®epepaumm, 2004, N 35, ct. 3607);

6) cTtaTbio 28 PefepanbHOro 3akoHa ot 18 aekabps 2006 roga N 231-d3 "O BBeaeHun
B AencTtBue vactm yetBeptomn [paxagaHckoro kogekca Poccuickon depepaumn” (CobpaHne
3akoHopaTtenbcTBa Poccuiickon depepaumm, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHne B cuny HacTtoswwero ®efepansHOro sakoHa

1. Hactosawwmn ®degepanbHbli 3aKOH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 roga.

2. JlekapcTBeHHble CcpeacTBa, 3aperucTpupoBaHHble [0 AHA BCTYNNEeHUs B Cuny
HacTosiwero deaepanbHOro 3akoHa, noanexart BKIIHYEHW0 B rocyapCTBEHHbIE peecTpbl
NEeKapCTBEHHbIX CpPeacTB C BHECEHMEM YyKasaHHbIX B 4actu 1 cratbum 33 HacTosLero
depnepanbHOro 3akoHa cBefeHUn 06 3TUX NeKapCTBEHHbIX cpeacTtBax 6e3 npoxoxaeHus
BHOBb NpoLeaypbl rocyaapCTBEHHOW perncTpaumm nekapCTBEeHHbIX NpenapaTos.

3. [ocygoapcTBeHHasi peructpaumsi fnekapCTBEHHbIX MNpenapaTtoB, 3a WUCKYEeHUeM
NEeKapCTBEHHbIX MpenapaTtoB ANd  MeOULMHCKOrO MNPUMEHEHUs, nNpeacTaBfieHHbIX Ha
YKa3aHHYI perucrpaumio 0O OHA BCTYNSfeHus B cuny Hactosiwero depepanbHOro 3akoHa,
OCYLLEeCTBNAETCA B COOTBETCTBMM C Hactoswmm PegeparibHbIM 3aKOHOM Ha OCHOBaHUMU
OOKYMEHTOB W [aHHblX, MNpeAcTaBfeHHbIX [0 [OHA BCTYMMEeHUss B CUIMY HacTOSLWEro
depeparnbHOro 3akoHa.

3.1. 'ocypgapcTBeHHaa perncrtpaumsa nekapCcTBEHHbIX npenapaToB NS MeOULMHCKOro
NPUMEHEHNA, npeacTaBfeHHbIX Ha roCydapCTBEHHYK perncrpaumio 4o OHS BCTYMMEHUs B
cuny Hactosiwero ®efepanbHOro 3akoHa, U rocygapcTBEeHHasa perncTpaumns nekapCTBEHHbIX
npenapaTtoB Ans  MeOUUMHCKOro  NPUMEHEHWUd, NpeacTaBfeHHbIX Ha  9KCnepTusy
NeKapCTBEHHbIX CPeacTB A0 AHS BCTYyNneHus B cuny Hactosuwero denepanbHOro 3akoHa B
uensix ux nocriegyrowen rocygapCTBEHHON perncrpaummn, OCyLLeCTBNSITCS Ha OCHOBaHUM
OOKYMEHTOB W [aHHblX, MNpeACTaBNEeHHbIX [0 [AOHA BCTYNMEHUMS B CUNYy HACTOSLLEro
depgepanbHOro 3akOHa, a TakkKe 3asiBNeHMss O rocygapCTBEHHOW — perucTpauum
NEeKapCTBEHHOro  npenapaTta, NpeacTaBfieHHOro  MPOU3BOAMTENEM  JleKapCTBEHHbIX
npenapaToB UMM YNOAIHOMOYEHHbLIM UM NIULLOM B COOTBETCTBUM C HacTodAwmm PeaeparnbHbIM
3aKOHOM B YMOMHOMOYEHHbIN doefepanbHbI opraH UCNoSHUTENbHOM Bnactm o 1 mapTa
2011 ropga, 6e3 TpeboBaHMs ynnaTbl FOCYAAPCTBEHHOW MOLWSUHLI, MPeayCMOTPEHHOM
3akoHoaaTenbcTBoM Poccunckon defepaumm o Hanorax un cbopax.

3.2. NoateepxaeHne rocygapCTBEHHOW perncrTpaumm nekapcTBEHHbIX NpenapaToB And
MeANUMHCKOrO NPUMEHEHUs, NpeacTaBneHHbIX Ans MNOATBEPXOEHUS roCyaapCTBEHHOM
peructpauum [0 [AHS BCTynneHuss B cuny Hactodwero ®enepanbHOro 3akoHa, U
noaTBEPXAEHNe roCydapCTBEHHOM  perncTpaumm nekapCTBEHHbIX npenapaTtoB AN
MeANLUMHCKOrO NPUMEHEHNH, NpeacTaBfieHHbIX Ha 3KCNepTu3y JieKapCTBEHHbIX CpeacTB OO0
OHA BCTynneHna B cuny Hactosiwero degepanbHOro 3akoHa B LensxX Mocrnenylowero
noaTBEPXOEHUS UX TrocydapCTBEHHOW perncrtpaumm, OCyLWeCcTBAAITCA Ha OCHOBaHUU
OOKYMEHTOB W [aHHbIX, MNPEeACTaBfEHHbIX A0 AHA BCTYNSIEHUSS B CWUSTY HAacCTOSLLEro
depgepanbHOro 3akoHa, a Takke 3adBfNeHuss O NOATBEPXOEHUU rocyaapCTBEHHOM
pernctpauuu neKkapCTBEHHOro npenaparTa, npeacTaBneHHoro npounssoguTenem
NeKapCTBEHHbIX NpenapaToB Ui YyNosITHOMOYEHHbIM UM FINLOM B COOTBETCTBUU C HACTOSALLNM
degeparnbHbIM 3aKOHOM B YMNOSTHOMOYEHHbBIN hefepanbHbli OpraH UCNONHUTENBHOW BNacTu
po 1 wmapta 2011lroga, 6e3 TpeboBaHus ynnaTtbl FOCYy4ApCTBEHHOW  MOLUSIMHBbI,
npegycMOTPEHHOWN 3akoHoaaTenbCcTBoM Poccunckon degepaumm o Hanorax un cbopax.

3.3. lNpuHATNE pelleHns O BHECEHUM M3MEHEHUW B [OKYMEHTbl, COoAepalumecsa B
pPerMcTpauuoHHOM [OCbe Ha 3apermcTpuypoBaHHbIA  NIEKApCTBEHHbIM npenapaTt  Ans
MeONUMHCKOrO MPUMEHEHUs U NpeacTaBrieHHble OO0 AHA BCTYMMEHUs B CUIy HacTosLero
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depgepanbHOro 3akoHa, U MNPUHATUE pPELUEeHUSI O BHECEHUM MW3MEHEHUN B [OOKYMEHTHI,
cogepxawimecs B pPerucTtpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbLIN  JleKapCTBEHHbIN
npenapat Ond  MEOVMUMHCKOrO MNPUMEHEHUs W NpPeACTaBfiEeHHble Ha  3KCNepTusy
NeKapCTBEHHbIX CPeAcTB A0 AHA BCTYNSieHUst B Cuny Hactosduwero deaepanbHOro 3akoHa,
OCYLLECTBMAIOTCA Ha OCHOBaHWW [OOKYMEHTOB W [aHHblX, NpPeACTaBMeHHbIX A0 AHSA
BCTyNneHna B cuny Hactosuwero ®egepanbHOro 3akoHa, a Takke 3asiBfieHUss O BHECEHUU
M3MEHEHUA B  [OKYMEHTbl, CcoAepXalpuecs B  PErmcTpauMoHHOM  [OCbe  Ha
3aperncTpupoBaHHbIN  NIEKApPCTBEHHLIM  Npenapat And  MeOUUMHCKOrO  NMPUMEHEHUS,
npeaCcTaBNeHHOro NPoM3BOAUTENEM NEKAPCTBEHHbIX NMpenapaToB UMM YyNOSTHOMOYEHHbIM UM
AMUOM B COOTBETCTBUM C HacTosawmm degepanbHbIM  3aKOHOM B YNOSTHOMOYEHHbI
denepanbHbii opraH mucnonHutensHon Bnactu go 1 maprta 2011 roga, 6e3 TpeboBaHusa
ynnaTtbl rocygapCTBEHHOW MOLWSMHbLI, NpeayCcMOTPEeHHOM 3akoHodaTenbCTBOM Poccuinckon
depepaumm 0 Hanorax n cbopax.

3.4. Bblgpaya paspelweHnn Ha NpoBedeHWEe  KIMUHUYECKUX  UccrnenoBaHumn
neKkapCTBEHHbIX NpenapaToB Ang MeanUMHCKOro NpMMeHEHNs no 3asiBeHNaM, nogaHHbIM 40
OHSA BCTynneHua B cuny Hactoswero denepanbHOro 3akoHa, a Takke Mo 3asiBNEeHUAM,
nogaHHbIM nocne AHA BCTYNMeHUs B cuny Hactoswero deaeparsnbHOro 3akoHa Ha OCHOBaHUU
3KCNepTun3, NPOBEAEHHbIX OO0 OHSA BCTYNNeHust B cuny Hactosiwero denepanbHOro 3akoHa,
OCYLLEeCTBNAETCA B COOTBETCTBMM C HacToswmm PegeparibHbIM 3aKOHOM Ha OCHOBaHUMU
AOKYMEHTOB M [aHHbIX, MPEeACTaBfEHHbIX WNW MOMYYEHHbIX A0 AHA BCTYNSIEHUSI B CUNy
HacTosiwero defgepanbHOro 3akoHa, a TaKKe Ha OCHOBaHMM Konuwu npenBapuTenibHOro
aoroBopa 0643aTenbHOr0 CTPaxOBaHUS >KM3HW, 300POBbS MAUMEHTOB, Y4YacCTBYHOLMX B
KITMHNYECKOM MCCNeaoBaHUM NEeKapCTBEHHOrO npenapaTta Ans MeAUUMHCKOro NpUMeEHEHUs,
unM  Konum goroBopa 0043aTenbHOr0  CTPaxoBaHUSA  XM3HW, 300POBbSA  NALMEHTOB,
y4acTBYHOLLMX B KIIMHMYECKOM UCCIe0BaHUN NIeKapCTBEHHOMO npenapaTa Ans MeguLmMHCKOro
NnpUMEHeHNsa, nnMbo npeacTaBNEHHOM KONMUW JoroBopa 00s13aTenbHOr0 CTpaxoBaHUs,
3aKMOYEHHOr0 B COOTBETCTBUM C TUMOBLIMWU MpaBunamu oba3aTesibHOro CTpaxoBaHUs, C
yKaszaHnem npeaenbHOM  YMCNEHHOCTM  MaUMEHTOB, Y4acCTBYKOLMX B KIIMHMYECKOM
nuccrnegoBaHUM  NieKapCTBEHHOrO  npenapata  Ans  MeguUMHCKOro  NpuMeHeHus, 6e3
TpeboBaHnsA ynnaTbl rOCya4apCTBEHHOW MNOLUMUHbLI, NPEaYCMOTPEHHOW 3aKOHOOATENbCTBOM
Poccuinckon ®egepaumm o Hanorax n cbopax.

3.5. B3apeructpmpoBaHHble B WHOCTPAHHOW BamnTe [0 [OHA BCTYNNEHUs B Cuny
HacToswero ®degepanbHOro 3akoHa npefernbHble  OTMAYCKHblE  LiEeHbl  MHOCTPAHHbLIX
npou3BoaMTENEN Ha NEeKapCTBEHHbIE npenapaTbl, BKIOYEHHbIE B MNEPEYEHb KU3HEHHO
HEeoOX0OUMbIX N BaXKHENLIMX NIeKapCTBEHHbIX NpenapaToB, Noanexar nepecyeTty B pybnv no
Kypcy LleHTpanbHoro 6aHka Poccuickon ®egepaumm Ha gaTty, YCTAHOBIEHHYH
MpaButenbctBoMm Poccuiickon Pegepaunn, 6e3 npeactaBneHUss 3asiBieHUs O nepecdeTe
LEeHbl C BHECEHMEM COOTBETCTBYHLLMX N3MEHEHUN B FTOCY4APCTBEHHbIA PEECTP NpeaesibHbIX
OTNYCKHbIX LeH Npomn3BOaUTENEN Ha NeKapCTBEHHbIE npenapatbl, BKMNIOYEHHbIE B NepedYeHb
XN3HEHHO HEOOXOAMMBIX U BAXXHENLLNX NIEKAPCTBEHHbIX NpenapaTos.

3.6. 3apernctpmpoBaHHble 0O AHS BCTYNSfeHust B cuny Hactoswero deageparnbHOro
3aKoHa npepjesibHble OTMNYCKHble LieHbl POCCUUCKUMX MNPOU3BOOUTENEN Ha JleKapCTBEHHbIe
npenapaTtbl, BKMAOYEHHbIE B NEpPeYeHb JKU3HEHHO HEOOXOAMMbIX W BaXXHENLWKnX
NEKapCTBEHHbIX MNpenapaToB, noanexart uHaekcaumm ¢ 1 Hosbps 2010 roga mcxogsa w3
NPOrHO3MPYEMOro YPOBHA MHPIALMMK, yCTaHOBNEHHOro ®efepanbHbiM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O depepansHom bromkeTe Ha 2010 rog u Ha nnaHoBbii nepuog 2011 n
2012 ropos" Ha 2011 roga.

3.7. Nocne 1 mapta 2011 roga He gonyckalTcs NMPOM3BOACTBO M BBO3 B Poccumnckyro
depgepaumio NeKapCTBEHHbIX NpenapaTtoB B YyNakoBKax C MapKUPOBKOW, koTopasi Obina
HaHeceHa [0 OHSA BCTynneHus B cuny Hactoswero degepanbHoro 3akoHa. Mo ucrtevyeHum
yKa3aHHOro  Ccpoka [aHHble  JleKapCTBEHHble  npenapaTtbl  MOryT  OTMyCKaTbCH,
peann3oBbIiBaTbCH, NepeaaBaTbCa U NPUMEHATBCA 4O UCTEYEHUS UX CPOKa rOAHOCTH.

4. Co gHa BCTynneHusa B cuny Hactosiwero denepanbHoro 3akoHa u no 30 anpens
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2011 roga BKMOYUTENBLHO OOMycKaeTcda npoBefdeHue 3KCNepTusbl NeKapCTBEHHbIX CPeacTB
aKCnepTaMm 3IKCNEePTHOro YyYpexaeHna OO0 NPOXOXOEeHUs UMK aTTecTauun B nopsgke,
yCTaHOBIIEHHOM YMOMHOMOY€EHHbIM dpefeparnbHbIM OpraHoM UCNOSTHUTENBLHOW BNacTu.

5. Co gHa BCcTynneHust B cuny Hactosiwero degepanbHoro 3akoHa n no 31 gekabps
2013 roga BKIIOYUTENbHO OCYLUECTBMAETCHA Mepexod K MPOU3BOLCTBY JieKapCTBEHHbIX
CpeacTB B COOTBETCTBMM C MNpaBusiaMn OpraHvM3aumm rnpousBOACTBA M KOHTPOSS KayecTsa
NeKapCTBEHHbIX CPeACTB, YkasaHHbIMM B 4actm 1 ctaTbu 45 Hactoswero PenepanbHOro
3aKoHa, B nosiHoM obbeme. Cpoku nepexopa Npou3BOACTBA NIEKAPCTBEHHbLIX CPEACTB K UX
NPOU3BOACTBY B COOTBETCTBUW C KOHKPETHbIMU TpebOoBaHUAMW [aHHbIX NpaBur, BKOYas
CPOKM aTTecTaumm YNOoNMHOMOYEHHbIX NAL, YKa3daHHbIX B YacTsax 6 u 7 ctatbu 45 HacTosLero
depeparnbHOro 3akoHa, yctaHasnueatoTcs [pasutensctBom Poccurckon ®eaepauuu.

6. JlMueH3nn Ha npomn3BOLACTBO JlEeKAapCTBEHHbIX CPeAcTB, BblAaHHble 0O 1 sHBap4
2014 ropa, pewnctsytoT nocrie 1 aHBapsa 2014 roga 0O UCTEYEHUS cpoka UX OAeNCTBUS Mpu
yCroBMM COOTBETCTBUA NuUeH3naTta npasunam opraHmsauuu npousBOACTBA UM KOHTPONSA
KayecTBa JleKapCTBEHHbIX CpPeACTB, YyKadaHHbIM B 4Yactm 1 cratbm 45 HacTtosiwero
depneparnbHOro 3akoHa.

7. ®dopmMunpoBaHMe rocyfapCTBEHHOro 3ajaHus Ha npoBedeHue  3KCnepTusbl
NeKkapCTBEHHbIX cpeacTB beaepanbHOMY rocygapCTBEHHOMY OHOIKETHOMY YUYpEeXAeHUIo No
NpPoBEeOEHMNI0  3KCNEepTuU3bl JleKapCTBEHHbIX CpeacTB UM omHaHcoBoe obecneyeHue
BbIMOMIHEHUA 3TOro 3aJaHus OCYLLECTBIIFAIOTCA B nopsgke, yctaHoBrneHHoM degeparnbHbiM
3aKkoHOM oT 12 aHBaps 1996 roga N 7-93 "O HekoMMepyeCcKnx opraHmsaumnax”.

MpesnaeHT Poccuiickon depepaumm [. MenBenes

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