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aga 1. OBLUME MONMOXEHUA
Cratba 1. NpegmeT perynmpoBaHus HacTosiLero PegeparnbHOro 3akoHa

1. Hactosawmin ®enepanbHbil 3aKOH perynupyet OTHOLUEHMS, BO3HMKalOLWMe B CBA3W C OOpalleHuem -
pa3paboTkon, JOKNMUHUYECKUMU nccnegoBaHUAMN, KITMHUYECKUMMU nccnegoBaHUAMM, 3KCNepTn3on,
rocy4apCTBEHHOW perncrtpauuen, Cco CTaHgapTM3auue KW € KOHTPONeM  KayecTBa, MpPOU3BOACTBOM,
N3roTOBNEeHneM, XpaHeHuWeM, nepeBo3KoW, BBO3OM B Poccuitckyto ®defepauuio, BbIBO3OM U3 Poccuinckon
denepaumun, peknamon, OTMYCKOM, peanu3auuen, nepegaden, NPUMEHEHUEM, YHUYTOXEHMEM JIEKAapPCTBEHHbIX
CPEeAcTB.

(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hactosawun depepanbHbli 3aKOH yCTaHaBNMBAET NPUOPUTET TFOCYAAPCTBEHHOrO pPEeryrnmpoBaHuUs
6e30onacHoOCTH, kayecTBa 1 3hPEKTUBHOCTM NTEKAPCTBEHHBLIX CPEACTB NpU nx obpaLleHum.
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Ctatbs 2. Cdepa npumeHeHus HacToswero deaepanbHOro 3akoHa

Hactoawun ®egepanbHbIl 3akOH MNPUMEHSETCS K  OTHOLUEHWSIM, BO3HMKalWUM npu  obpalieHmm
NeKkapCTBEHHbIX CPpeacTB Ha Tepputopun Poccuickon degepaumn.

CraTtbsa 3. 3akoHodaTenbCTBO 06 06palleHUn NeKkapcTBEHHbIX CPeacTB

1. BakoHopaTenbCcTBO 06 OOGpalleHMM NeKkapCTBEHHBLIX CPEACTB COCTOUT M3 Hactosiwero depeparnbHoOro
3aKoHa, Apyrux degepanbHbiX 3aKOHOB M MHbIX HOPMaTUBHBIX MPaBOBLIX akToB Poccuiickon deagepaumm.

1.1. 3akoHogaTenbCcTBO 006 0OpalleHNn NEeKapCTBEHHbIX CPEACTB B OTHOLUEHWM HOPUONYECKUX TNAL, W
WHOUBMAYANbHbLIX NpeanpuHUMaTenen, OCYLECTBNALWMX AeSATEeNbHOCTb Ha TEeppUTOpUU MEXAYHAPOAHOro
MELMLMHCKOrO Kractepa, MPUMEHSIETCA C y4eTOM OCOOEHHOCTEN, yCTaHoBneHHbiXx PepepanbHbiM 3akoHOM "O
MeXAyHapOAHOM MeAMLIMHCKOM KnacTepe W BHECEHUM WU3MEHEHUN B OTAerbHble 3aKkoHoAaTelnbHble aKThbl
Poccunckon degepaumn”.

(vyacTtb 1.1 BBegeHa ®eagepanbHbIM 3akoHOM OT 29.06.2015 N 160-D3)
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2. [enictBue Hactosiwero ®degepanbHOro 3akoHa pacnpoCTpaHsieTcs Ha obpalleHMe HapKOTUYeCKUX
NEKapCTBEHHbIX CPEeACTB M MCUXOTPOMHbIX JIEKAPCTBEHHBIX CPEACTB C Y4€TOM OCODEHHOCTEN, YCTaHOBIEHHbIX
3aKkoHogaTtenbcTBoM Poccuiickon degepaumm 0 HapKOTMYECKUX CpeacTBax, MCUXOTPOMHbIX BeLecTBax U o6 ux
npekypcopax.

3. Henctene HacTosLero depnepanbHOro 3aKoHa pacnpocTpaHdaeTcs Ha obpalueHune
pagnodapmMaueBTU4ECKUX  NeKapCTBEHHbIX cpeacTs C  yyeToMm ocobeHHocTeN, YCTaHOBMEHHbIX
3akoHogartenscTBoM Poccuickon denepaumm B obnactm obecneyeHns pagmaummoHHon 6e30nacHOCTy.

4. Ecnn mexayHapogHblM goroBopoM Poccuiickon depepauumn ycTaHOBMEHbI MHblE NpaBuna, 4Yem Te,
KOTOpble NpeaycMOTpeHbl Hactosiwum degepanbHbIM - 3aKOHOM, MPUMEHSAIOTCA MpaBuna  MexayHapogHoro
goroeopa.

5. B Poccuickon defepaunm B COOTBETCTBUM C MeXAyHapOoaHbIMM gorosopamu Poccunckon depepaumm m
(vnn) Ha ocHoBe MpUHLUMMNA B3aUMHOCTM MPU3HAOTCA pe3yrnbTaTbl KITMHUYECKUX WCCRELOBAaHUA NEKapCTBEHHbIX
npenapaToB Ans MeANLNHCKOrO NPUMEHeHNs1, NPoOBEeAEHHLIX 3a Npeaenamu Tepputopumn Poccuiickon Peaepaumu.

Crtatbs 4. OCHOBHblE MOHATUSA, ncnosrb3dyemble B HacTodLem CDe,qepaanOM 3aKoHe

Ona uenen Hactoswero ®eaepansHOro 3akOHa UCNOSb3YOTCA CreaYoLMEe OCHOBHbIE NOHATUS:

1) nexkapcTBeHHble cpeacTBa - BelwlecTBa WM UX KOMOWHAUMW, BCTynawwue B KOHTAKT C OpraHM3mMoMm
YenoBeKka Mnu XMBOTHOMO, MPOHMKAKOLWME B OpraHbl, TKaHW OpraHu3ama 4ernoBeka UM XXMBOTHOrO, MpUMeEHsIeMble
ONs NpoUNaKkTUKK, OMArHOCTUKM (3a WCKIIOYEHMEM BeELLEeCTB MM MX KOMOWMHALMNA, He KOHTaKTUPYKLWMX C
OpraHuM3mMoOM 4erioBeka WM  >KMBOTHOrO), reyeHus 3aboneBaHus, peabunutaumm, AN COXPaHeHWs,
npegoTBpaLLEHUs MU NpepbiBaHMS OepeMEHHOCTU 1 NOMyYEHHbIE N3 KPOBW, NIia3mbl KPOBW, U3 OPraHoB, TKAHEN
opraHusma 4ernoBeka WU >KUBOTHOrO, pacTeHWl, MUHepanoB MeTodaMu CUHTe3a WNU C NPUMEHEeHWeM
Guonormndeckux TexHonormn. K nekapCTBEeHHbIM CcpeacTBaM OTHOCATCA dapMaleBTMdeckme cyocTtaHuum wu
nekapcTBeHHble npenapaThl;

2) apmaueBTnyeckas cybcTaHUuss - fekapCTBEHHOE CPeAcTBO B BMAE OOHOMO MMM HECKOMbKMX
obnapgaromx papMakonormyeckonm akTMBHOCTbIO [OENCTBYHOLUMX BELLECTB BHE 3aBUCMMOCTU OT Mpupoabl
NMPOVCXOXAEHUSA, KOTOpOe npefHa3Ha4yeHo ANns MPOM3BOACTBA, W3rOTOBMEHMS NIEKAPCTBEHHbIX MpenapaTtoB W
onpegensiet ux aPHEKTUBHOCTb;

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

3) BcnomoraTtenbHble BelecTBa - BeELLEeCTBA HEOPraHMYeckoro WU OpPraHM4yeckoro MnpPOUCXOXAEHMS,
ucnonb3yemble B MpoLecce MNpOM3BOACTBA, W3rOTOBMEHWS IEKAPCTBEHHbIX MpenapaTtoB Ans npuaaHus UM
HeobX0AMMbIX (PU3NKO-XMMNYECKMX CBONCTB;

4) nekapcTBeHHble MnpenapaTbl - NekapcTBeHHble CpeacTBa B BUAE NeKapCTBEHHLIX (PopM, NpUMeHaemble
ONnst NpohunakTukn, ONarHocTUKK, nevyeHus 3aboneBaHusi, peabunutauun, onNa CoOXpaHeHwusl, NpeaoTBpaLLeHus
Unu npepbiBaHns 6epemMeHHOCTY;

5) nekapcTBeHHass copma - COCTOSIHME JleKapCTBEHHOrO MpenapaTa, COOTBETCTBYyKLlee crnocobam ero
BBeJEHMSA N NpUMeHEHNs 1 obecnednBatoLlee JOCTKEHNE Heobxoammoro nevebHoro addekTa;

5.1) pos3upoBKa - cogep)KaHWe OAHOro WM HECKOSMbKMX OEeNCTBYHOLUMX BELLECTB B KOJIMYECTBEHHOM
BbIP@XEHUN Ha €AMHMLY [03bl, UNM eguMHULy obbema, UM eguHMLY Maccbl B COOTBETCTBUM C NEKAaPCTBEHHOWM
cdopmon Nnbo ANst HEKOTOPbLIX BUOOB NEKApPCTBEHHbIX hOPM KONMYECTBO BbICBODOXOAEMOro U3 NEeKapCTBEHHOWN
(bOopMbI ENCTBYIOLLErO BeLLeCcTBa 3a eAVHNLY BPEMEHN;

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

6) nepedyeHb JKM3HEHHO HEOoOXOOAMMBIX W BaXHEWLUMX JIEeKapCTBEHHbIX MpenapaTtoB - eXerogHo
yTBepxaaemMbln [MpaButensctBoMm Poccunckon ®degepaunm nepeveHb nekapcTBeHHbIX MpenapatoB  Ans
MEeOMULMHCKOrO MNpPUMEHEHNs, obecneyvmBaloLMX MpUOpPUTETHbIE MNOTPEOHOCTN 30pPaBOOXPAHEHUs B LENsiX
npounakTukn u nedeHuss 3aboneBaHuin, B TOM 4ucne npeobnagalowmx B CTpykType 3aborneBaemoctu B
Poccuinckon ®egepaumm;

6.1) opdaHHble rnekapCTBeHHble nMpenapatbl - fekapCcTBeHHble npenapaTbl, npeaHa3HaYeHHble
UCKITIOYUTENBHO AN OUArHOCTUKA MW MaTOFEHETUYECKOro JeYeHust (NeYeHUsi, HanpaBfiEHHOr0 Ha MeXaHu3M
pa3BuTMA 3aboneBaHus) peakux (opaHHbix) 3aboneBaHui;

(n. 6.1 BBegeH deaepanbHbiv 3akoHOM 0T 22.12.2014 N 429-93)

6.2) Guonornyeckme nekapcTBEHHbIE MpenapaTbl - JIeKapCTBEHHbIE Mpenapartbl, AENCTBYOLLEE BELIECTBO
KOTOPbIX MPOM3BEAEHO MMM BblAENEHO U3 OMOMOrMyeckoro UCToYHMKa U ANsi OnpeAeneHns CBOMCTB M KayecTBa
KOTOpbIX Heobxoamma KoMObuHaumsi Guonormyecknx u  U3NKO-XMMudeckmx meTtogoB. K Guomnorumdeckum
NeKkapCTBEHHbIM MNpenapataM OTHOCATCA MMMYHOOMOMNOrMyYeckMe rneKapCcTBEHHbIE Mpenaparbl, JIeKapCTBEHHbIE
npenapaTbl, MNOMyYeHHbIE N3 KPOBW, Mra3Mbl KPOBWU YEriOBEKA U XMBOTHbLIX (3@ UCKMOYEHWEM LEerNbHOW KpoBH),
BGMOTEXHONOIMYECKME NEKAPCTBEHHbIE NpenapaThbl, reHOTepaneBTUYECKNE NeKapCTBEHHbIE Npenaparbl;

(n. 6.2 BBegeH deaeparnbHbIM 3akOHOM OT 22.12.2014 N 429-03)
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7) MMyHOBMOMOrMyeckne nekapcTBeHHble npenapartbl - NeKapCTBEHHbIe npenaparbl, NpegHasHayeHHble
anst (bopMupoBaHMa akTMBHOMO MM MAacCMBHOMO WUMMYyHMTETa NMOO AWAarHOCTUKU Hanuyinst MMMYHWUTETa WIu
ONarHoCTukn cneumdunyeckoro NnpuobpeTeHHOro U3MeHeHNss UIMMYHOTOTMYECKOro OTBETA Ha anneprusvpyoLlime
BewecTBa. K nmmMyHOBMONOrMyeckmM nekapcTBeHHbIM npenapaTtaMm OTHOCATCS BaKLMHbI, aHAaTOKCUHbI, TOKCUHBI,
CbIBOPOTKU, UMMYHOTrMOBOYNUHbI U anfneprexsbl;

(n. 7 B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

7.1) OBuoTexHomnoruvyeckMe nekapCTBEHHble MpenapaTbl - feKkapcTBeHHble npenapaTbl, NPOU3BOACTBO
KOTOPbIX OCYLLECTBNSAETCA C MWCMONb30BaHWEM OMOTEXHOMOMMYECKNX MNPoLEeccoB M MeTodoB (B TOM u4ucrne
OHK-pekomMBUHaHTHOW TEXHONOMMN, TEXHONOMMN KOHTPONMPYEMON 3KCNPECCUM FEHOB, KOAMPYHOLMX Buonorniyeckm
aKTMBHble BENKM B MpPOKapuoTax M aykapuoTax, BKIYas U3MEHEHHbIE KIETKM MIEKONUTaKLWmX), rmbpuaoMHoro
MeToda U MeToda MOHOKMOHAarbHbIX aHTUTEN;

(n. 7.1 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7.2) reHoTepaneBTUYECKNE NeKapCTBEHHbIE MpenapaThl - NeKapCTBEHHbIE MpenapaTtbl, papMaLeBTMyeckas
cybCcTaHUUs KOTOpbIX ABMASIETCA PEKOMOUHAHTHOW HYKITEMHOBOW KUCIIOTOW UMW BKINtOYaeT B cebst peKOMOVHaHTHYHO
HYKIMEMHOBYIO KMCMOTY, MO3BOMSIOLLYI OCYLECTBNATL PEerynupoBaHve, penapauuio, 3ameHy, gobaBrneHue umm
yAaneHue reHeTUYeCcKon NocneaoBaTenbHOCTY;

(n. 7.2 BBegeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8) HapkoTMYeckme neKkapCTBEHHble CpeAacTBa - fleKkapCTBeHHble npenapaTtbl U dapMaueBTudeckue
cybcTtaHuun, cogepxalime HapKoTM4eckue cpeacTBa M BKINOYEHHble B [lepevyeHb HapKOTUYECKUX CpeacTs,
NMCUXOTPOMHbIX BELLECTB M UX NMPEKYPCOPOB, Nnognexalynx koHTponto B Poccuiickon ®egepaunm, B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuiickon ®epepauun, mexgyHapogHbiMu gorosopammn Poccuickon ®egepaumm, B TOM
yucne EgnHon koHBEHUMEN O HapKoTUYecknx cpeacteax 1961 roaa;

9) nNCUXOTPOMHbIE TEeKapCTBEHHbIE CpPEeACTBa - JleKapCTBEHHble npenapatbl M dapMaleBTUYeckme
cybcTaHuun, cofepxalime MCUXOTPOMNHbIE BELecTBa W BKIIOYEHHble B [lepevyeHb HapKOTUYECKUX CpencTs,
NMCUXOTPOMHLIX BELLECTB U UX MPEKYPCOPOB, noanexawumx KoHTpono B Poccuiickon degepaumum, B COOTBETCTBUN C
3akoHogatenbcTtBoM Poccunckon depepaunn, mexgyHapogHbiMu gorosopammn Poccuiickon degepaumm, B TOM
yncne KoHseHumen 0 ncuxoTponHbix BewecTtsax 1971 roga;

10) paguodapmaueBTMYECKME NEKAPCTBEHHbIE CPEACTBA - NEKapCTBEHHbIE CPEACTBA, KOTOpbIE CoAepXar B
roTOBOM AN WUCNOMb30BaHUA OpMEe OAVH PaaMOHYKNUA WM HECKONbKO PafMOHYKNMAOB (pagnmoakTMBHBIX
N30TOMoB);

11) pedepeHTHbI NeKapCTBEHHbIV npenapat - JleKapCTBEHHbIN npenapaT, KOTOpbI  BrepBble
3apernctpupoBaH B Poccunckon degepaumm, kavyectBo, adhpekTMBHOCTE U 6€30MacHOCTb KOTOPOro AoKasaHbl Ha
OCHOBaHUWN pe3ynbTaToB AOKIMHUYECKUX UCCNeAOoBaHMN NeKkapCTBEHHbIX CPeACTB U KIMHUYECKMX UCCneaoBaHUn
nekapCTBEHHbIX NpenapaToB, NPOBEAEHHbIX B COOTBETCTBMU C TpeboBaHMAMM YacTen 6 n 7 ctatbn 18 HacToswero
depnepanbHOro 3akoHa B OTHOLUEHMU FEKapCTBEHHbIX CPeAcTB AN MEOMLUUHCKOro npuMeHeHuss nunbo B
cooTBeTCTBMU C TpeboBaHuaMM cTaTbn 12 HacTosAwero PenepanbHOro 3akoHa B OTHOLUEHWWU JIEKAPCTBEHHBIX
cpencTB ONs BETEPUHAPHOTO MPUMEHEHUS, U KOTOPLIA WUCMOMb3yeTcsl ANS OUEHKU OMO3KBUBANEHTHOCTU WK
TepaneBTMYECKON IKBMBANEHTHOCTM, KayecTBa, 3ddeKTMBHOCTM M 6e3onacHOCTM BOCMPOU3BEOEHHOIO WNn
BuroaHanoroeoro (6nonogobHOro) NekapcTBEHHOrO Npenapara;

(B pea. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-03)

12) Bocnpou3BeAeHHbIN NeKapCTBEHHbIV NpenapaTt - NeKapCTBEHHbIN npenapar, KOTOpbI MMEEeT Takon e
Ka4yeCTBEHHbIN COCTaB U KONMMYECTBEHHbIN COCTaB OECTBYHOLLMX BELLECTB B TAKOW e nekapcTBeHHoW hopme, 4To
N pedepeHTHbIN NEKaApCTBEHHbIN npenapaT, U OGMO3KBMBANEHTHOCTb WUMW TepaneBTUYEeCKas SKBUBANEHTHOCTb
KOTOpOro pedepeHTHOMY fnekapcTBEHHOMY npenapaTty NnoATBepXaeHa COOTBETCTBYOLWMMN UCCHed0BaHNAMU;

(n. 12 B pen. ®enepanbHoro 3akoHa o1 22.12.2014 N 429-93)

12.1) TepaneBTnyeckas 3KBMBANEHTHOCTb - OOCTWMKEHME KIUHWYECKU COMOCTaBMMOrO TepaneBTUYECKOro
appekTa Npu NpUMEHEHUM NeKapCTBEHHbIX MpenapaTtoB Afs MeOULMHCKOro NpUMEHeHWsa AN O4HOW U TOW Xe
rpynnbl 6OMNbHBLIX MO OOHUM U TEM XXe MOKa3aHUsIM K MPUMEHEHMUIO;

(n. 12.1 BBegeH PeneparnbHbIM 3aKoHOM 0T 22.12.2014 N 429-03)

12.2) ©OwnoaHanoroBbin (OMONOOOOGHBIM) NEeKapCTBEHHbIM npenapaT (6uoaHanor) - ©Guonoruyeckui
nekapCTBEHHbIN Npenapar, CXOXUi No napaMeTpam KavecTBa, 3peKTMBHOCTU 1 6e3onacHoCTU ¢ pedepeHTHbIM
Guonormyeckum nekapCTBEHHbIM MNpenapaTtoM B TaKOW Xe feKkapCTBEHHOM (HOpMe M MMEKLWMA WMAEHTUYHBIN
cnocob BBeaeHUs;

(n. 12.2 BBegeH depepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

12.3) B3aMMO3ameHsieMbli EeKapCTBEHHbIV MpenapaTr - feKkapCTBEHHbIW Mpenapat C [oKa3aHHON
TepaneBTUYECKON IKBMBANEHTHOCTbIO UNN BUO3KBMBANEHTHOCTLIO B OTHOLUEHUN pedepeHTHOro NIEKAPCTBEHHOIO
npenapaTa, UMEILINA IKBUBANEHTHbIE €My KayeCTBEHHbIN COCTaB M KONMYECTBEHHbIN COCTaB AEUCTBYHOLLMX
BELLECTB, COCTaB BCMOMOraTefbHbIX BELLECTB, JIEKapCTBEHHYHO hopMy 1 cnocob BBEAEHNS;

(n. 12.3 BBegeH PeneparnbHbIM 3aKkoOHOM 0T 22.12.2014 N 429-93)
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13) nekapcTBeHHOe pacTUTeNnbHOE Cbipbe - CBEXME WM BbICYLIEHHblE pacTeHnss nmnbo ux 4actu,
ncnonb3yemMble Ansi NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB OpraHu3aunsiMm - NPOVM3BOANTENAMN NIEKAapPCTBEHHbIX
CpeacTB MMM U3FOTOBMEHUS NIEKAPCTBEHHbIX MpenapaToB anTeyHbiMU  OpraHv3auunsiMvM, BeTepUHapHbIMU
anTeyHbIMKM  OpraHusaumsMy,  WHAMBUAYaNbHbIMKU  NpeanpuHUMaTensMn,  UMEeLWMMKU  JMLEH3UI0  Ha
dapmMaLeBTUYECKYIO AeATENbHOCTb;

14) nekapCTBEHHbIN pacTUTENbHbIA NpenapaTt - feKapCTBEHHbIN npenapart, MNpPOM3BEAEHHbIN UNn
W3roTOBMEHHbIA 13 OAHOrO BUAA NeKapCTBEHHOIo PacTUTENbHOMO CbipbSA MU HECKOMNbKUX BUAOB TAKOro Chipbsi U
peanusyembi B pacacoBaHHOM BuAe BO BTOPUYHONM (NOTPeOdMTENbCKOWN) YNakoBKe;

15) romeonaTu4eckM neKapCTBEHHbIW MpenapaT - NeKapCTBEHHbIN npenapaTt, MNPOM3BEAEHHbIM UMK
N3roTOBMEHHbIN U3 dapMaLeBTUYECKON cybcTaHuun unu dapmMaueBTM4eckux cybcTaHuMn B COOTBETCTBMU C
TpeboBaHMAMN OOLWIMX papmakonerHbIX cTaTeld K romeonaTMyecKMM JlekapCTBEHHbIM npenapatam WM B
COOTBETCTBMU C TpeboBaHUAMN hapmMakonemn cTpaHbl MPON3BOAUTENS TAKOrO NEKapCTBEHHOMO Npenapara;

(n. 15 B pea. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

16) MexagyHapogHOe HenaTeHTOBaHHOE HaMMEHOBaHWe IeKapCTBEHHOrO cpeacTBa - HauUMeEHOBaHWe
OencTBytolLlero BellecTBa papMaueBTUYECKOM CcyOCTaHUMKM, pekomMeHOoBaHHOe BcemupHonm opraHusaumen
3paBoOOXpPaHEHNS;

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

17) TOproBoe HauMMeHOBaHWE NEKapCTBEHHOrO CpeacTBa - HaAaUMEHOBAHME IEKapCTBEHHOro cpeacTsa,
NpUCBOEHHOE €ero paspaboTyuMkoMm, gepxaTenem wunu BragenbLeM pPermcTpaumoHHOro  Y4OCTOBEpPEHUsI
NeKkapCcTBEHHOro npenapara;

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

17.1) rpynnuMpoBOYHOE HaMMEHOBAHWE JlIeKApPCTBEHHOrO nNpenapata - HauMeHOBaHWEe JIEKApPCTBEHHOIo
npenapaTa, He UMEILLEro MEXAYHAapOAHOro HeENaTeHTOBAHHOIO HaUMEHOBaHWS, UM KOMBOUHALMN NEKAPCTBEHHbIX
npenapaToB, WCMOMb3yeMoe B Lensx oObeduMHEeHWst UX B Tpynny nod €AvHbIM HavMEHOBaHMEM WCXOAs W3
O[JMHAKOBOrO COCTaBa AeNCTBYOLLMX BELLECTB;

(n. 17.1 BBegeH depepanbHbIM 3aKoHOM 0T 22.12.2014 N 429-93)

18) obwasa dapmakonenHas ctaTbs - AOKYMEHT, YTBEPXKAEHHbIN YNONHOMOYEHHbIM deaepanbHbIM OpraHom
WCNONMHUTENBHON BNAcTU M COAEPXaLLMI NepeyveHb nokasatenen kadectsa v (Unm) MeToaoB KOHTPONS KayecTsa
KOHKPETHOW FEeKapCTBEHHOMW (OOPMbI, JEKAPCTBEHHOrO pPacTUTENbHOrO ChipbdA, OnMucaHus 6Guonornvyeckux,
BUOXUMMNYECKNX, MUKPOBMONOrMYecknX, (UINKO-XUMUYECKNX, (USNHECKNX, XMMUYECKMX W APYruxX MeTOAOoB
aHanu3a nekapCTBEHHOro CpeacTBa, a Takke TpeboBaHMA K UCNOMb3yeMbIM B LENsxX NpOBeOeHUA OaHHOro
aHanusa peakTvMBam, TUTPOBaAHHbIM pacTBOpaM, MHAMKaTopawM;

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

19) dapmakonenHas ctatbd - OOKYMEHT, YTBEPXAEHHbIA YNOMHOMOYEHHbIM hedepanbHbIM OpraHoMm
UCMONMHUTENBHOW BNacTM M cogepXalui nepeyeHb MokasaTenen KadyectBa M METOOOB KOHTPONsS KayecTBa
nekapCTBEHHOrO CPeACTBa;

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

19.1) ctaHgapTHble 0Opa3subl - BeLecTBa, NOCPEACTBOM CPaBHEHUS C KOTOPbIMU OCYLLECTBISIETCA KOHTPOb
KayecTBa UccrneayemMbiX NEKapCTBEHHbIX CPEeACTB C NMOMOLLBbI (PU3UKO-XMMUYECKUX U BMONOrM4YecKMx MeToOoB B
uenax MOATBEpPXOEHUS COOTBETCTBUS JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM HOPMATMBHOW OOKYMEHTaLuMM,
YCTaAHOBMEHHbIM MPY OCYLLIECTBMNEHMM FOCY4apCTBEHHOW perncTpauumn, n KoTopble NPUMEHSOTCS ANst KannbpoBKu
CTaHOapTHbIX 06pa3sLOB NPOM3BOANTENS NEKAPCTBEHHbLIX CPEACTB, UCMONb3yeMbIX AN KOHTPOSA KayecTBa U UHbIX
uenen npy obpalleHnn nekapcTBEHHbIX CPEACTB;

(n. 19.1 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

19.2) pbapmakonevHbIi cTaHO4apTHBIM obpa3eL, - cTaH4apTHLIV obpasel, NPon3BeAeHHbIV B COOTBETCTBUU C
dhapMakonemnHom cTaTben;

(n. 19.2 BBegeH PefeparnbHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

20) HopmaTMBHas OOKYMeHTauus - OOKYMEHT, COAepXXallui nepeyeHb onpefensemMbix no pesynbratam
COOTBETCTBYHLLMX SKCNEPTM3 NokasaTeren KayecTBa NekapCTBEHHOIO CpeAcTBa ANs MeANLMHCKOro NPUMEHEHNS,
METOLO0B KOHTPOJIS €ro Ka4eCcTBa U YCTaHOBIIEHHbIA €ro NPou3BoauTENEM;

21) HOpMAaTVBHbIN OOKYMEHT - [AOKYMEHT, CoAepXalui nepeyeHb Onpedensembix MO pesynbraTam
COOTBETCTBYIOLLMX IKCNEpPTU3 MokalaTenem kadectea u (MnNu) METOOOB KOHTPOSS KayecTBa JleKapCTBEHHOW
dopMbl, ONUCaAHUA BUONOrMYECKUX, BUOXUMMYECKNX, MUKPOBUONOTrMYECKMX, (PU3MKO-XUMUYECKNX, PUINYECKMX,
XUMUYECKMX U APYTNX METOLOB aHanu3a nekapcTBEHHbIX CPeACTB AJ19 BETEPUHAPHOro NpUMEHeHUs, TpeboBaHus K
MCNONb3yeMbIM B LeNsiX NPOBEAEHUsI LAHHOTO aHanm3a peakTMBaMm, TUTPOBAHHbIM pacTBOpaM, MHOUKaTopam M
YCTaHOBMEHHbIN Er0 NPOU3BOAUTENEM;

21.1) OB TEXHUYECKUA OOKYMEHT - KOMMIEKT LOKYMEHTOB M MaTepuanoB, COCTOSLUMIA U3 HECKOSbKMX
pas3genoB - JOKYMeHTauUW agMUHUCTPATUBHOIO XapakTtepa, XMMUYeckon, dhapMaLeBTUYECKON U BMONornyeckon
OOKyMeHTaumum, ¢apmMakonormyeckon, TOKCUKOMOIMYECKON [AOKYMEHTaLMKW, KIUMHWYECKOW [OOKYMEHTauun u
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npeacTaBnsiemMbli OQHOBPEMEHHO C 3asBIiEHWEM O roCygapCTBEHHOM perucTpaumv nekapCTBEHHOro npenapara
ONs MeOWUMHCKOro npuMmeHeHuss B dopmarte, YCTaHOBMIEHHOM YMOMHOMOYEHHbIM edepanbHbiM  OpraHom
NCMNONMHUTENbHOW BNacTu;

(n. 21.1 BBegeH PeneparnbHbIM 3aKkoHOM 0T 22.12.2014 N 429-93)

22) KayecTBO IeKapCTBEHHOrO CpeacTBa - COOTBETCTBME JleKapCTBEHHOro cpeactBa TpeboBaHMAM
¢apmakoneriHon cTtaTbM nMbBO B cryyae ee OTCYTCTBUSI HOPMATUBHOW [OKYMEHTaUUM WU HOPMaTUBHOMO
OOKYMEHTa;

23) Be3onacHOCTb NeKapCTBEHHOrO CPpeacTBa - XapakTepuUCTUKa NekapCTBEHHOro CpeacTBa, OCHOBaHHAs Ha
CpaBHUTENbHOM aHanuae ero a(EKTUBHOCTM U pUCKa NPUYUHEHNS Bpeaa 3400pPOBbIO;

24) 3pdheKTUBHOCTbL NEKAPCTBEHHOTO MNpenaparta - XapakTepuUCTMKa CTEeMNeHW MONOXUTENBHOIO BIIUSAHMS
NeKkapCTBEHHOro mnpenapaTa Ha TevyeHwe, NPOAOIKMUTENBHOCTb 3aboneBaHnss wnu ero npegoTBpalleHune,
peabunutaumio, Ha CoXpaHeHue, NpegoTBpaLLeHne Unm npepbiBaHne 6epeMeHHOCTY;

25) cepusi nekapcTBEHHOrO cpefacTBa - KOMWYECTBO JIEKAPCTBEHHONO CpPEeACTBa, NPOM3BEAEHHOE B
pes3ynbTaTe OOHOro TEXHONIOMMYECKOrO LMKIa ero NpovM3BoaMTENEM;

26) peructpauMoHHOe yOOCTOBEpPEHME NEeKapCTBEHHOrO Mpenapata - OOKYMEHT, noarsepxgawowmi dakt
rocy4apCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara;

26.1) pepxatenb uWnM BRageneLl perucTpauMoHHOro YOOCTOBEPEHUs MEeKapCTBEHHOro npenapara -
pa3paboTynk nekapcTBEHHOro cpeacTea, MPOM3BOANTENDb NEeKapCTBEHHbLIX CPEACTB UMM MHOE opuanyeckoe nuuo,
obnagatowee nNpaBoM BMageHUs PermcTpauMoHHbIM YAOCTOBEPEHUEM, KOTOPble HECYT OTBETCTBEHHOCTb 3a
KayecTBo, 3h(peKkTUBHOCTL U 6E30MacHOCTb NeKapCTBEHHOrO NpenaparTa;

(n. 26.1 BBegeH dPepepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

27) perncrTpauuoHHbIi HOMep - kogoBoe 0b03HaYeHne, NPUCBOEHHOE NIEKAPCTBEHHOMY MpenapaTy npu ero
rocy4apCTBEHHOWN permctpaumy;

28) oOpallueHne neKapCTBEHHbIX CPeACTB - pa3paboTka, AOKNMHUYECKUE WCCNEOOBaHWs, KIMHUYECKUE
nccrnenoBaHusl, 3KCMepTv3a, roCyQapCTBEHHas pervctpauusi, CTaHgapTvM3aumsi M KOHTPOSlb  Ka4vecTsa,
Npou3BOACTBO, M3rOTOBINEHME, XpaHeHue, nepeBo3ka, BBO3 B Poccunckyio ®egepaunto, BbiBo3 u3 Poccuiickon
depepaumu, peknama, OTNyck, peanusauusd, nepegada, npuMeHeH1e, YHUUTOXEHME NEeKapCTBEHHbIX CPEACTB;

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

29) cybbekTbl obpalleHnsi NekapCTBEHHbIX CPeACTB - hm3ndeckme nuua, B TOM 4YuCre MHOMBMUAYyarnbHbIe
npeanpuHUMaTenu, n pugudeckme nuua, OCyLLEeCTBRAKWNE AEATENbHOCTb Mpy ODOpalleHun nekapcTBEHHbIX
cpencTs;

30) paspaboTumk nekapcTBEHHOro CcpeacTBa - OpraHuMsaumsi, obragairowias npaBamMm Ha pesynbTaThl
OOKIMUHUYECKMX UCCRefoBaHUA NEKapCTBEHHOrO CPEACTBA, KIMHUYECKUX WCCNEAOBaHWUM  flekapCTBEHHOMO
npenapaTa u (Mnn) Ha TEXHOSOTNI0 MPON3BOACTBA NEKAPCTBEHHOIO CPEACTBa;

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

31) Npou3BOACTBO JEKApPCTBEHHbIX CPEACTB - AEATENbHOCTb MO MPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB
opraHm3aumsamMm - NpovM3BOAMTENSIMU NEKAPCTBEHHbLIX CPEACTB Ha OOHOM CTaAuK, HECKONbKUX WIKM BCEX CTaausax
TEXHOMNOrM4YeCcKoro npoLecca, a Takke N0 XpaHEHUI0 N peannaaLumn Npon3BefeHHbIX JIEKAPCTBEHHbLIX CPEACTB;

31.1) npou3BOACTBEHHas nrowagka - TeppuTopmanbHO OBOCOBNEHHBLIN KOMMNEKC Npou3BOAUTENS
NEeKapCTBEHHbIX CPeacTB, NpeaHasHa4YeHHbIW AN BbIMONTHEHUA BCEro MnpoLecca Mpou3BOACTBA JIEKAPCTBEHHbIX
CpeacTB MMM ero onpeaeneHHon ctaguu;

(n. 31.1 BBegeH dPepepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

32) npousBoaMTENb MNEKAPCTBEHHbIX CPEACTB - OpraHuMsauus, OCyLecTBhsWas npon3BOACTBO
NnekapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHUsAMM HacToswero ®efeparnbHOro 3akoHa;

33) dapmMaueBTUYeckas [eATENbHOCTb - [AesTeNnbHOCTb, BKMovawwas B ceba OnToByl TOProBIio
NeKapCTBEHHbIMU CpeAcTBaMM, WX XpaHeHWe, MepeBO3Ky U (UNN) PO3HMYHYKD TOPrOBIMIO JIEKAPCTBEHHLIMU
npenapaTtamu, Ux oTNycK, XpaHeHWe, NepPeBO3KY, U3roTOBINEHME NIEKAPCTBEHHBIX NPenapaTos;

34) opraHusauusi ONTOBOW TOPrOBMW NEKAPCTBEHHLIMU CPEACTBaMW - OpPraHuW3auus, OCYLLECTBMsOLLAs
ONTOBYID TOPrOBMO NEKAPCTBEHHLIMU CPEACTBaMU, UX XpaHEHWe, NepeBo3Ky B COOTBETCTBUMU C TpeboBaHMSAMMU
HacTosiero ®egepanbHOro 3aKoHa;

35) antedHas opraHu3aumsi - opraHu3aumsi, CTPYKTYpHOe nogpasgerieHne MeguumMHCKOW opraHv3auuu,
OCYLLECTBMSAIOLLME PO3HNYHYIO TOPrOBIIO NIEKapCTBEHHbIMY NpenapaTamu, XpaHeHne, NepeBo3Ky, U3rOTOBIEHME U
OTNYCK JeKapCTBEHHbIX MpenapaTtoB Afs MEeOULMHCKOrO MPUMMEHEHWsT B COOTBETCTBMM C TpeboBaHusMU
HacTosiero ®egepanbHOro 3aKoHa;

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

36) BeTepuvHapHas anTeyHas opraHusauusi - opraHusauusi, CTPYKTypHOe MoApasfderieHne BeTepuUHapHoWn
opraHm3aumm, OCyLLEeCTBNSIOWME PO3HUYHYIO TOProBMO NIEKAPCTBEHHLIMU NpenapaTamun, XpaHeHNe, N3roToBIIEHME
N OTNYCK IEeKapCTBEHHbIX MpenapaTtoB [AJi BETEPUHAPHOIO MPUMEHEHUS B COOTBETCTBUM C TpeboBaHWsIMU
HacTosiero ®egepanbHOro 3aKoHa;
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37) danbcnbmumMpoBaHHOE JEKapCTBEHHOE CPeaCcTBO - JIEKapCTBEHHOE CpPeACTBO, COMPOBOXAAEMOEe
NOXHOW MHOpMaLMen o ero coctase 1 (MnNu) NPpon3BoauTene;

38) HepobpokayecTBEHHOE FEKAapCTBEHHOE CPEeACTBO - JIEKapCTBEHHOE CPeAcTBO, HE COOTBETCTBYHOLLEE
TpeboBaHuaM chapmakonenHon ctatb NnMbo B cnyvyae ee OTCYTCTBUA TpebOBaHUAM HOPMAaTUMBHOW JOKYMEHTaLuu
NN HOPMATUBHOIO JOKYMEHTA;

39) KoHTpadbakTHOe nekapCTBEHHOE CpefAcTBO - NlekapCTBEHHOE CpeacTBO, Haxogsuweecs B obopoTte ¢
HapyLleHneM rpaXkaaHCKoro 3akoHo4aTensCTBa;

40) poKnMHMYECKOe uccnegoBaHMe NeKapCTBEHHOro cpeactBa - Buonorudeckue, mukpobuonoruyeckue,
UMMYHOMNOrMYeckne, TOKCUKOMNoOrnyeckme, dapmakonormdyeckme, @u3nyeckne, XuMudeckne un  gpyrue
nccrnegoBaHUsl NEKapCTBEHHOIO CpeacTBa MyTeM MPUMMEHEHMS HayyHbIX METOAOB OLEHOK B LENsAX MNofyyYyeHus
AokasaTtenbcTB 6e30nacHOCTH, KadecTBa 1 3(pEKTUBHOCTU NEKAPCTBEHHOIO CPEACTBA;

41) KIMMHUYECKOE WccnedoBaHWe feKapCTBEHHOMO npenapaTta - U3yvyeHWe AMarHOCTUYECKMX, feyYebHbIX,
NpodmNakTnYeckmx, PapmMakosiorMyeckmx CBOWCTB NEKapCTBEHHOIO npenapata B MpoOLecce ero NpUMeHeHus y
YeroBeka, XXMBOTHOMO, B TOM YMCINe MPOLECCOB BCACbiBaHUA, pacrnpeneneHnsi, UISMEHEHUA 1 BbIBEAEHUS], MyTEM
NMPMMEHEHMST Hay4HbIX METOAOB OLEHOK B LEensx MNOoNyvyeHust [okasaTenbCTB Oe3onacHoCTW, KadecTBa U
3(PPEKTUBHOCTN NEKApCTBEHHOrO npenapaTa, AaHHbIX O HeXenaTemnbHbIX peakumsix opraHvamMa 4eroBeka,
XWBOTHOIO Ha MpPUMEHEHWE IeKapCTBEHHOro npenapata M o6 adpekTte ero B3aMMOAEWNCTBUS C OpYrumu
nekapcTBeHHbIMU NpenapaTamu 1 (Mnu) NULLEBbIMY NPOAYKTaMK1, KOpMamu;

42) MHOrOLUEHTPOBOE KIMHMYECKOE WCCMedoBaHMe feKkapCTBEHHOro npenapata And  MeAuuUHCKOro
NMPUMEHEHUST - KIMHUYECKOEe MWCCneaoBaHWe neKapCTBEHHOro npenapaTta Ans MeguuMHCKOro MPUMEHEHUS,
npoBoaMMoe pa3paboTynkoM NeKkapCcTBEHHOro npenapata B ABYyX W Bonee MeaMuMHCKUMX OpraHusauusx no
€[JMHOMY MPOTOKOJY KNMHMYECKOTO MCCIeAoBaHMs NekapCTBEHHOIO Npenapara;

43) mexayHapoOoHOe MHOrOLEHTPOBOE KIMHUYECKOE WCCnedoBaHUe JIeKapCTBEHHOro npenaparta Ans
MEOMLMHCKOrO MPUMEHEHMS - KITMHWYECKOe MWCcCrneaoBaHWe feKkapCTBEHHOIO npenaparta Ans MeaWUMHCKOro
NPMMEHEHWs1, MPOBOAMMOE pPa3paboTyMKOM FleKapCTBEHHOrO MNpenapata B pPasfN4yHbIX CTpaHax Mo eavHoMYy
NPOTOKOIY KIMHWYECKOTO UCCNEeAOBaHWS NIeKapCTBEHHOrO Npenapara;

44) nocTperMcTpaumoHHOE KNUHUYECKoe WccregoBaHWe fekapCTBEHHOro npenapata Ans MeguuUHCKOro
NMPUMEHEHUST - KIMHUYECKOEe WCCneaoBaHWe mneKapCTBEHHOro npenapaTta And MeauuMHCKOro NpUMEHEHUS,
NpOBOAMMOE MPOU3BOAUTENEM FEeKapCTBEHHOIO npenapara, rpaxgaHCKun oBOopOT KOTOPOro OCYLLECTBSETCS
nocne rocyagapCTBEHHOW perncrtpauun, B Uensx AOMONHUTEenbHOro cbopa AaHHblX O ero 6e3onacHoOCTU U
3(PPEKTUBHOCTH, pPaCLUMPEHUS MOKa3aHUN K MPUMEHEHMIO AaHHOro fneKapCTBEHHOro npenapaTta, a Takke
BbISIBIIEHNS HEXenaTeNbHbIX peakunii NaumMeHToB Ha ero AenCTBIUE;

45) nccnepoBaHve GUO3KBUBANEHTHOCTU NEKAPCTBEHHOrO Mpenapata - BUA KIIMHMYECKOTO MUCCNenoBaHus
nekapCTBEHHOro npenapara, NpoBeAeHNEe KOTOPOro OCYLLEeCTBNSETCA ANs onpefeneHns CKOpoCTU BCacbiBaHUSA U
BbIBEEHWNSI OHOTO WM HECKOMbKux obnagawwmux apMakoriormyeckon akTUBHOCTBIO AEWCTBYIOLUX BELLECTB,
KOnM4ecTBa JleKapCTBEHHOrO MpenapaTa, OOCTUraroLlero CUCTEMHOIO KpPOBOTOKA, M pe3ymnbTaTbl KOTOPOro
No3BONAKT cAenaTb BbIBOA O OWMO3KBMBANEHTHOCTU BOCMPOU3BEAEHHOIO JIEKAPCTBEHHOrO Mpenapata B
onpeaerneHHbIX NeKapcTBEHHOW (hOpMe M [03MPOBKE, COOTBETCTBYHOLLMX (hOpMe U [03MpoBke pedepeHTHOro
nekapCTBEHHOro npenapara;

(n. 45 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

46) nccnegoBaHve TepaneBTUYECKOW 3KBMBANEHTHOCTW feKapCTBEHHbIX MpenapaToB - BWUA KIMHUYECKOro
nccrnegoBaHWs  NEKapCTBEHHbIX MpenapaTtoB, MNpoBedeHMe KOTOPOro  OCYLUECTBSEeTCSs [ANs  BbISBIEHWS
O[MHaKOBbIX CBOWCTB IEKapCTBEHHbIX MpenapaTtoB onpefeneHHou rnekapcTBeHHOM OpMbl, a TakKke Hannyus
O[MHaKOBbLIX MokKasaTenen 6Oe3zonacHocTM W 3dEKTUBHOCTU JIEKAPCTBEHHBIX MNpenapaTtoB, OAMHAKOBbIX
KNMHU4Yecknx adheKToB Npu X NPUMEHEHWN;

47) npoTOKON KIMMHWYECKOrO WCCredoBaHMs flekapCTBEHHOro npenapata - [OOKYMEHT, B KOTOPOM
onpegensaTca  uenu, GOpPMbl  OpraHvM3aumm W METOLONOMMA MPOBEAEHUS  KIMMHUYECKOTO UCCReoBaHuS,
cTaTucTMyeckme Metoabl 06paboTky pe3ynbTaToB TAKOro MCcrneaoBaHMs U Mepbl Mo obecneveHnto 6esonacHoCTh
hbU3MYECKNX NULL, YHACTBYIOLLMX B KITMHUYECKOM UCCNELOBaHMN NIEKAPCTBEHHOIO Npenapara;

48) Opowiopa wuccrnegoBaTens - CBOOHOE W3MNOXeHUe pe3ynbTaToB AOKIMHUYECKOro MCCneaoBaHus
NeKkapCTBEHHOrO0 CpeacTBa WM KIMHWMYECKOTO WCCReAoBaHUSA NeKapCTBEHHOro npenapata ans MeaMUUHCKOro
NPUMEHEHNS;

49) VHGOPMAUUNOHHBIA JIMCTOK NauueHTa - AOKYMEHT, B KOTOPOM COAepXaTcs B LOCTynHOM chopme
cBefeHus, kacalLmecs NpoOBOAMMOrO KIMHUYECKOro CCNeAoBaHUSA NekapCTBEHHOro npenapaTta, U B MMCbMEHHOMN
dopme p[obpoBoNnbHOE cornacMe nauueHTa Ha yvacTue B KITMHWYECKOM WCCMEeAOBaHUM  feKkapCTBEHHOrO
npenapaTta nocrie 03HAKOMITEHUsI C OCOBEHHOCTSIMU KIMHUYECKOTO UCCMNEeAOBaHWS, MMEOLWMMY 3HaYeHve Ons
BbIPaXXEHUS TAKOro cornacus;

50) nobo4yHoe [eWcTBUE - peakuust opraHvMama, BO3HUKLIAs B CBSA3M C MPUMMEHEHWEM FeKapCTBEHHOMO
npenapaTa B [03axX, PEKOMEHOYEMbIX B WHCTPYKUUW MO €ro NpUMEHEHWIO, AN NpounakTuKM, OUMarHOCTUKN,
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nevyeHus 3aboneBaHusa nnu ansa peabunuraumu;

50.1) HexenaTenbHas peakuusi - HenpegHamepeHHas HebnaronpusTHas peakuusi opraHvama, kotopasd
MOXeT ObITb CBsi3aHa C NPUMEHEHNEM NeKapCTBEHHOMO Npenapara;

(n. 50.1 BBegeH PeneparnbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

51) cepbesHasn HexenaTtenbHas peakums - HexxenaTternbHas peakuns opraHu3ma, CBsi3aHHas C NpUMEHEHNEM
neKkapcTBEHHOro npenapaTta, npuBedllasd K CMepTu, BPOXAEHHbIM aHOManusM WNM nopokam passBuTua nubo
npeactaesnsowaa cobon yrposy XusHu, Tpedywlwaa rocnutanuMsauuMm unuv npmBedllasd K CTOMKOW yTpaTe
TPYAOCNOCOBHOCTU M (UNN) NHBANUAHOCTMY;

52) HenpeOBuaeHHan HexenaTenbHas peakuus - HexenaTenbHas peakuus opraHvama, KoTopasi cBsidaHa ¢
NPMMEHEHVEM JeKapCTBEHHOrO Mpenapata B [03ax, PeKOMEeHOYEMbIX B MPOTOKOME €ero KIMHUYEeCKOoro
nccriegoBaHusi, Gpollope wuccnegoBaTens, WNM € NPUMEHEHMEM JeKapCTBEHHOro npenapata B [[o3ax,
peKoMeHAYeMbIX B UHCTPYKLUK MO €ro NPUMEHEHUIO AN NPOMUIakTUKA, AMarHOCTUKK, nedYeHuns 3aboneBaHns unm
MeOUUMHCKON peabunurtaumMm naumeHTa, W CYLHOCTb, TSPKECTb WM WUCXO4 KOTOPOM He COOTBETCTBYET
MHdpOpMaUMM O feKkapCTBEHHOM MpenapaTte, COAepXallencs B MPOTOKOME €ero KINMHUYECKOro WCCnenoBaHus,
GpoLutope nccnegoBaTtens Uy B MHCTPYKLMM NO MPUMEHEHUIO NIeKapCTBEHHOMO Npenapara;

(n. 52 B pea. ®enepanbHoro 3akoHa o1 22.12.2014 N 429-93)

52.1) dapmakoHag3op - BUA [OEATENBHOCTM MO  MOHUTOPUHTY 3ddekTMBHOCTM 1 BesonacHoCTU
NEeKapCTBEHHbIX MpenapaToB, HanpaBfieHHbIA Ha BbISIBNEHWE, OLEHKY W MpefoTBpalleHue HexenaTernbHbIX
nocneacTBUin NPUMEHEHMNS NEKaPCTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH dPepepanbHbIM 3aKkOoHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHus puckamum - nogpobHoe onucaHve MeponpusaTMA  No  hapmakoHag3opy,
HanpaBmfeHHbIX Ha BbISIBNIEHWE, OLEHKY W MNpefoTBpalleHNe WM MUHUMWU3ALMIO PUCKOB, CBSI3aHHbIX C
nekapCcTBEHHbIMU NpenapaTamu, BKMoYas oueHKy 3d(eKTUBHOCTM SaHHbIX MEPONPUATUNR;

(n. 52.2 BBegeH depepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

53) peuenT Ha NeKapCTBEHHbIN MpenapaT - MUCbMEHHOE Ha3Ha4YeHue INEeKapCTBEHHOro npenapata no
yCTaHOBMNEHHOW hopme, BblAAaHHOE MEAMLMHCKAM UM BETEepMHApHbIM PaboTHMKOM, MMEOLWUM Ha 3TO Npaeso, B
Lensix OTnycka fekapCTBEHHOro npenapara unmn ero N3roToBMEeHNs U OTNYCKa;

54) TpeboBaHuMe MeAMLMHCKOW OpraHu3auun, BETEPUHapHOW OpraHu3aumm - AOKYMEHT YCTaHOBIEHHON
¢OpMbI, KOTOPBIN BbINMUCAH MEOULMHCKUM UMNN BETEPUHAPHBIM PabOTHUKOM, MMEIOLLMM Ha 3TO MpPaBo, U COOEPXKUT
B NUCbMEHHOW (POpME yKasaHue anTevyHOW opraHu3aumm o6 OoTnycke NeKkapCTBEHHOro npenapaTta uMnM O ero
N3rotoBneHun n o6 otnycke ans obecneyeHns ne4yebHOro npouecca B MEANLMHCKON OpraHn3aumm, BeTepuHapHom
opraHm3auuu;

55) komnnekcHasi OLEeHKa NeKapCTBEHHOrO npenapata - OLEeHKa 3aperMcTpupoOBaHHOMO JfleKapCTBEHHOMO
npenapaTa, BKkMwoyawwas B cebs aHanvM3 mHpopmauMm O CPaBHUTENBHOW KIMHUYECKOW 3((EKTUBHOCTU U
6Ge3onacHOCTM NeKapCTBEHHOrO Mnpenapara, OLEHKY 3KOHOMWYECKUX MOCMEeACTBUA €ro NPUMEHEHUs, U3yveHune
OOMOSTHUTENbHbLIX MNOCNEACTBMA MNPUMEHEHWUsI NEKApPCTBEHHOIro npenapata B UEeNsx MNPUHATUMS peLleHun o
BO3MOXHOCTM BKIOYEHMS JIEKAPCTBEHHOrO npenapata B MEpPeYeHb XXMU3HEHHO HEOOXOAMMbBIX W BaXKHEMLLIMX
NeKapCTBEHHbIX MNPenaparToB, HOPMAaTMBHbIE MPABOBbLIE aKTbl U WHble OOKYMEHTbl, Onpedensowue nopsaok
OoKa3aHuUsi MeALMHCKOM NOMOLLN, U UCKITKOYEHMS €70 N3 YKa3aHHbIX NePEeYHsi, akTOB U JOKYMEHTOB.

(n. 55 BBegeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

nasa 2. NOJIHOMOYU1A ®EQEPAJIbHBIX OPFAHOB I/ICI'IOHHVITEHI:I-]OVI 5
BJITACTU, OPFTAHOB UCNMONMHUTENIbHOWU BITIACTU CYBBEKTOB POCCUNCKOM
®ENEPALIMX NPU OBPALWEHUN NEKAPCTBEHHbLIX CPEACTB

CraTbsa 5. [NonHomouns degepanbHbIX OPraHOB MCMOMHUTENBHOW BnacTv Npu obpalleHun nekapcTBEeHHbIX
cpeacTs

K nonHomouusam deaepanbHbIX OpraHoB UCMOMTHUTENBHOW BNAcTy Npu obpalleHnn NekapcTBEHHbIX CPEACTB
OTHOCATCS:

1) npoBeaeHue B Poccuiicko depgepauny eOuMHOW rocyaapCTBEHHOW MONMMTUKM B obnactu obecneyeHus
nekapcTBEHHbIMM Npenapatamu rpaxkgaH B Poccuinckon egepauuu;
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) yTtBepxgeHue oblwmx capmakonerHblx cTaTten, gapMakonewmHbIXx cTaTew, M3gaHue rocygapCTBEHHOM
hapmakoneu, cosgaHme n BegeHne peectpa hapmakoneriHbix cTaHaapTHbIX 06pasLoB;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocyLlecTBneHe rocygapCTBEHHOIO KOHTpons (Haa3opa) B cchepe obpalleHnst NekapCTBEHHbIX CPEACTB;
(B pen. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuUeH3npoBaHME MNPOM3BOACTBA JEKAPCTBEHHbLIX CPEACTB U hapMaueBTUYECKOW OeATENbHOCTU B
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COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccuickon degepaumy;

5) opraHu3aums aKcnepTusbl NIEKAPCTBEHHbIX CPeACTB, 3TUYECKOW 3KCMEePTU3bl BO3MOXHOCTU MPOBEAEHUS
KMMHUYECKOrO UCCNefoBaHUSA FeKapCTBEHHOIO npenapata Ans  MeOWUMHCKOrO MNPUMEHEHWs, 3KCMepTusbl
OOKYMEHTOB, NpeAcTaBreHHbIX AN onpegeneHvus BO3MOXHOCTN paccMaTpmBaTh NeKapCTBEHHbIW npenapaT Ans
MEOMUMHCKOrO MPUMEHEHMs Npy roCyQapCTBEHHOW perncrpauum B KayecTBe OpP@aHHOro nekapCTBEHHOro
npenapaTa;

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

5.1) opraHuszaums npoBedeHUs KOMMMEKCHOM OLEHKM FeKapCTBEHHOro npenapaTta B UensxX NPUHATUSA
pelweHnin O BO3MOXHOCTM BKIOYEHUS fEeKapCTBEHHOro npenapaTta B NepeyYeHb XMU3HEHHO HeobXOoaMMbIX U
Ba)KHEWLUNX JTEKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE MPaBOBLIE aKTbl U MHble OOKYMEHTbl, OnpeaensoLlme
NopsiAOK OKa3aHWs MeaMLMHCKOW MOMOLLM UITN UCKITIOYEHUS €r0 N3 yKas3aHHbIX NepeyHs, akToB N AOKYMEHTOB;

(n. 5.1 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

6) Bbldaya paspeLleHnin Ha NpoBeAeHNE KITMHUYECKMX UCCNeAoBaHWIN NIeKapCTBEHHbIX NpenapaToB, BegeHve
peecTpa Bbl4aHHbIX pa3peLleHnin Ha NPoBeaeHME KIMHNYECKUX NCCIIeJ0BaHUA NeKapCTBEHHbIX Npenaparos;

7) rocygapCTBeHHasi permcTpauusi fekapCTBEHHbIX MpenapaTtoB, BedeHWe ToCydapCTBEHHOIO peecTpa
nekapCTBEHHbIX CPeaCTB;

8) opraHmnzaums n (Mnun) NnpoBeaeHne MHCNEKTUPOBaAHNS CYOBLEKTOB 0bpalleHUs nekapCcTBEHHbIX CPeaCTB Ha
COOTBETCTBME NpaBunnam Hagnexallen nabopaTtopHOW NpPaKkTUKW, NpaBunam Hagnexawen KNMHUYEeCKoW NpakTuKu,
npaBvnamM Hagnexaiwen npakTuKM XpaHeHUs U NepeBOo3KU NEKapCTBEHHbIX NpenapaTos, Npasunam Haanexalien
ONCTPUBBLIOTOPCKON NMPaKTUKK, MpaBunam Hagnexallen antedHon NPaKkTukuy;

(n. 8 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

8.1) opraHusaumsa u (Mnv) NpoBeAEeHUE MHCMEKTUPOBAHNSA CyOHLEKTOB ODOpalleHUs nekapCTBEHHbIX CPpeacTB
Ha cooTBeTCcTBME TpeboBaHWAM MpaBui Haanexallew NpPOVM3BOACTBEHHOW MPAKTUKM, Bblaya 3aKMYeHUn o
COOTBETCTBMU NPOU3BOAUTENSA NEKAPCTBEHHbIX CpeacTB TpeboBaHUAM NpaBun Haanexalwen nNpou3BOACTBEHHOW
NPaKTVKW;

(n. 8.1 BBegeH ®eaepanbHbiv 3akoHOM 0T 22.12.2014 N 429-93)

8.2) ycTaHoBneHWe nopsaka BegeHUsa N BeAeHUe rocyqapCTBEHHOrO peectpa 3aKmniovyeHUn o COOTBETCTBUM
npou3soauTens nekapcTBEHHbIX CPeACcTB TpeboBaHNSAM NpaBun Haanexallen NpoM3BOACTBEHHON MPAaKTUKK;
(n. 8.2 BBegeH dPeaepanbHbiv 3akoHOM 0T 22.12.2014 N 429-93)

9) rocygapCTBeHHas peructpaumsi YCTaHOBMEHHbIX MPOU3BOAUTENSAMM NEKapCTBEHHbIX MpenapaTos
npegenbHbIX OTMYCKHbIX LEH Ha XM3HEeHHO HeoBbXOoauMMble M BaXKHENLLME NeKkapCTBEHHbIE npenapaTtbl U BeaeHue
rocy4apCTBEHHOIO peecTpa npedenbHbIX OTMYCKHbIX LEH MPOM3BOAWUTENEN Ha nekapCTBEHHble npenaparbl,
BKITHOYEHHbIE B NEPeYEHb XU3HEHHO HEOOXOOUMBIX Y BaKHENLLMX NTEKAaPCTBEHHbIX MPENaparos;

9.1) cornacoBaHve TNPOEKTOB pPELUEHUA OpPraHOB WCMOMHUTENBHOW BMRactu cyobekToB Poccuiickon
depnepaummn 06 yctaHOBNEHUU U (MKN) U3MEHEHUWN MPELENbHbIX Pa3MepoB ONTOBbIX HaAbaBOK M NpenernbHbIX
pasMepoB pPO3HMYHbLIX HaabaBoOK K (QAKTUYECKMM OTMYCKHbIM LieHaM, YCTAHOBJIEHHBIM MPOU3BOOUTENSMM
nekapCTBEHHbIX NpenapaToB, Ha NeKapCTBEHHbIE Npenaparbl, BKMOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbIX
N BaXKHEWNLLMX NEeKapCTBEHHbIX NpenapaTos.;

(n. 9.1 BBegeH deaepanbHbiv 3akoHoMm oT 13.07.2015 N 241-93)

10) ycTaHoBNeHve nopsgka BBO3a feKapCTBeHHbIX cpedcTB B Poccunckyto Pegepaumio n BbiBO3a
nekapcTBeHHbIX cpeacTts n3 Poccunckon ®enepauum;

(n. 10 B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

10.1) Bblgaya, ycTaHOBMeHWe nopsaka BblgadyM M POPMbl AOKYMEHTa, KOTOPbIM MOATBEpXKOaeT, 4To
NPOU3BOACTBO NIEKapCTBEHHOTO Npenapara OCYLLECTBIIEHO B COOTBETCTBUMN C TPeOOBaHUAMN NpaBuUI Haanexatlemn
NPOU3BOACTBEHHOW MPaKTUKKU, U MOANEXUT NPEACTaBNEHNIO MO TPeOOBaHMIO YNONTHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOpYIO BBO3UTCH NEKAPCTBEHHbIV Npenapar;

(n. 10.1 BBegeH PeneparnbHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

10.2) Bblgava, yCcTaHOBMNEHWe Mopsiaka Bblgayun y opMbl JOKYMEHTA, COAEPXKaLLero CBeAeHUs O cTagusx
TEXHOMOrMYeCckoro npouecca Mnpou3BOACTBA JIEKAPCTBEHHOrO CpeAcTBa ANs  MEOWULMHCKOrO MpUMEHEHUS,
OCyLLeCTBMNSEMbIX Ha TeppuTopmn EBPa3ninckoro 3KOHOMMYECKOro CO3a;

(n. 10.2 BBegeH depepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93, B pen. PegepanbHoro 3akoHa ot 13.07.2015 N
241-03)

11) cosgaHvne COBETOB MO BONPOCaM, CBA3aHHbIM C OOpalleHneM nekapCTBEHHbIX CPeacTB;

12) aTTectaums n ceptudpmkaumsa cneumanucTos;

13) ytpatun cuny ¢ 1 ceHTsa6ps 2013 roga. - PegepanbHbii 3akoH ot 02.07.2013 N 185-03;

14) ocywecTteneHune papmakoHaa3opa;

(n. 14 B pen. ®enepansHoro 3akoHa o1 22.12.2014 N 429-93)
15) yyacTne B MeXxayHapogHOM COTPYAHUYECTBE;
16) nony4eHune No 3anpocam ynorHOMOYEHHOro dhejeparbHOro opraHa UCNoSIHUTENBHON BNAcTW OT OpraHoB
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NCNONHUTENBHON BriacTh cyobekToB Poccurickon degepaumm, a Takke oT CybbekToB 0bpalLeHns NIEKAapCTBEHHbIX
cpeacTB Ansg MeAWLMHCKOro MpPUMEHEHMs WHopmaumyM Nno BOMPOCaM YCTAHOBIEHUS U MPUMEHEHMS LeH Ha
nekapcTBeHHble NpenapaTtbl U HaabaBoOK K HUM;

17) npymeHeHne Mep OTBETCTBEHHOCTU 3a HapyLLeHue 3akoHogaTenscTea Poccunckon ®egepaunu;

18) yTBepxaeHwe npaBun Hagnexawen nabopaToOpHOW MPaKkTUKK, NpaBui Haanexawlen KriMHUYEeCKOn
NpakTUKW, MpaBuNn Hagnexallem nNpoM3BOACTBEHHOW NPaKTWMKW, NpaBui Haanexallen MpakTUKM XpaHeHus wu
NepeBO3KM MNEeKapCTBEHHbIX MNpenapaToB, MpaBun  Hagnexawewn ANCTPUOBIOTOPCKOW MPakTUKK, NpaBur
Hagnexallen anTeyHow NpakTUKW, NpaBun Hagnexallen npakTuku hapmMmakoHaasopa nekapcTBEHHbIX NpenapaToB
AN MeauLMHCKOro NPpUMEHEHUS;

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

19) ycTtaHoBneHve nopsigka OpMMPOBaHWS PErncTpaLVoOHHOIO [OCbE Ha FNeKapCTBEHHbIA Mpenapat wu
TpeboBaHWIn K AJOKYMEHTaM B €ro COCTaBE;

(n. 19 BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBEpxAeHWe npaBusl pauMoHanbHOro BbibOpa HaMMEHOBaHWW §EeKapCTBEHHbIX MpenapaTtoB Ang
MEeOULMHCKOTO NPUMEHEHNS;

(n. 20 BBepeH PepepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

21) yTBEpXXAEeHME NepeyHs HaMEHOBAHWNI NeKapCTBEHHbIX (hopm;
(n. 21 BBegeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

22) cdopmmupoBaHMe peecTtpa TUMOBbIX MHCTPYKUMW NO MEOULMHCKOMY MPUMEHEHUI0 B3aMMO3aMeHSeMbIX
nekapCTBEHHbIX NpenapaTos;

(n. 22 BBegeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

23) yTBepxaeHue TpeboBaHU K UHCTPYKLMU NO MEAMLIMHCKOMY MPUMEHEHUIO NIEKAPCTBEHHbIX NpenapaTos U
K MHCTPYKLMUN NO BETEPUHAPHOMY NMPUMEHEHMIO NIEKAPCTBEHHBIX NPENnapaTos.;

(n. 23 BBegeH ®eaepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

24) pocynebHoe 3aKkpblTe CaMTOB, COAepXalux MHAOPMAaLMI0 O PO3HUYHOW MNpofaXe AMCTaHLMOHHBIM
cnocobom, npeanoxeHne o NpMobpeTeHnn OUCTaAHUMOHHBIM CNocobOM, OOCTaBKe AMCTAHLUMOHHBIM CMOCcoboM U
(vnn) nepepaye u3NYECKOMYy nMLY AMCTAHUMOHHBIM CMOCOBOM MeKkapCTBEHHbIX MpenapaToB, HAPKOTUYECKMX
NnekapCTBEHHbIX MpenapaToB W MNCUXOTPOMHBLIX NEKapCTBEHHbIX MpenapaToB, 3a WCKIOYEHWEM Crlyyaes,
yCcTaHoBneHHbIX [paButensctBom Poccurickon ®epepauyun.

(n. 24 BBegeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

KoHcynbTaHTlntoc: npumedaHune.

MonoxeHua cTtatbn 5.1 pacnpocTpaHATCSA Ha MosiHoMounsa deneparnbHbiX OpraHoB MCMNONHUTENLHON
BMacTu, KOTOpble He nepefaHbl Ans OCYLWECTBIIEHUA opraHaMm rocygapCTBeHHON Bnactu cybbekToB Poccuinckon
degepaumun n opraHaM MECTHOrO CaMOynpaBeHNsi COOTBETCTBYOLWUMN dheaepanbHbIMU 3aKOHaAMU.

Cratba 5.1. MNepepaya ocylecTBneHNs NONHOMOYNA dbefieparibHbIX OpraHoB UCMOMHUTENbLHOW BriacTu npu
obpalLeHny nekapcTBEHHbIX CPEACTB OpraHam UCMONHUTENbHOM BNacTu cybbektoB Poccuiickon Pepepaumm
(BBegeHa depgepanbHbiM 3akoHOM OT 13.07.2015 N 233-03)

MonHomouuns deaepanbHbIX OpraHoB MCMOMHUTENBHOW BnacTu npu obpalleHun NekapCTBEHHbIX CPeAcCTB,
npegycMoTpeHHble HacToswmM degepanbHbIM 3aKOHOM, MOTYT nepefaBaTbCs Afs OCYLLECTBIEHMS OpraHam
ucrnonHuTenbHon Bnactn cybbektoB Poccuiickon Pegepauumn noctaHosneHusmu [lMpaButenscrea Poccunckon
depepaumun B nopsagke, yctaHoneHHom denepanbHbiM 3akoHOM OT 6 okTa6psa 1999 roga N 184-93 "O6 0o6Lwux
NpuHUMNax opraHv3auuy 3akoHogaTerbHbIX (MPeAcTaBUTENbHbIX) U UCMOMHUTENbHbBIX OPraHOB rocy4apCTBEHHOM
BnacTu cydobektoB Poccuickon depepaumm”.

Cratba 6. lMonHOMO4Ms OpraHoB WCMONMHUTENbHOW BRacTu cyobekta Poccunckon depepaumm npu
ob6palLeHnn nekapCcTBEHHbIX CPEACTB

K nmonHomouunsiM opraHoB MCNOMHUTENbHOW Bnactn cybwbekta Poccunckon ®Pegepauumn npu obpalleHuu
neKapCTBEHHbIX CPeACcTB OTHOCSTCS:

1) paspaboTka n peanusaumsi pervoHanbHbIX MNPorpamMm obecrneyeHnsi HaceneHust NeKapCTBEHHbIMMU
npenapatamu;

2) yCTaHOBIEHWE MpedenbHbIX pPasMepoB ONTOBbIX HaAOaBOK W npefesfibHbiX PasMepoB PO3HUYHBIX
HaabaBoK K (hakTU4YECKMM OTMYCKHbIM LieHaM, YCTAHOBIEHHbIM NMPOUN3BOAUTENSAMM NTIEKAPCTBEHHbIX NPEnapaToB, Ha
NeKapCTBEHHbIe NpenapaTtbl, BKIYEHHbIE B MEPEYEHb XUIHEHHO HEOOXOAMMBIX U BaOXXHEMLINX JIEKAPCTBEHHbIX
npenaparos;
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3) ocyLUecTBMNEeHNe PerMoHanbHOro rocyAapCTBEHHOrO KOHTPONS 3@ MPUMEHEHMEM LiEH Ha feKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEPEYEHb XM3HEHHO HEeOoOXOOUMBbIX WM BaXKHEWWWMX NEeKapCTBEHHbLIX MpenapaTos,
OopraHuM3auMsiMm OMNTOBOW TOPrOBMW, anTEYHbIMU OpraHu3auusiMu, WHAVBUAYanbHbIMW MPEeAnPUHUMAaTENSMU,
UMEIOLLUMUN NULIEH3UI0 Ha hapMaLEBTUYECKYIO AeSTENBHOCTb.

(8 pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

aga 3. FOCYOAAPCTBEHHAA ®APMAKOIMES
Cratba 7. PaspaboTka 1 nsgaHve rocyaapCTBEHHON hapmakonen, pasmeLleHme aHHbIX O Hel

1. MNop rocypnapctBeHHOW dhapmMakoneen MOHUMaeTca cBog oOwmx dapMakonerHblXx CcTaTten u
dapmaKonenHbIx cTaTen.

2. PaspaboTka obLmx hapmakonenHbix ctatenn n dpapmakonenHblx cTaTten, B TOM yYucne dapmMakonenHbixX
cTaten Ha papmakonemHole cTaHdapTHble obpasubl, M BKNIOYEHME MX B rOCyAapCTBEHHYK bapmMakoneto
OCYLLECTBMAKTCA B MOPSAKe, YCTAHOBMEHHOM YMOMHOMOYEHHbIM dedeparnbHbIM OpraHoM MCMOMHUTENBHON
BMacTm.

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

3. PaspaboTka chapMakonenHon ctaTtbl Ha pedepeHTHbIV NEKapCTBEHHbIA npenapaTt U BKIHOYEHME ee B
rocyapCTBeHHy dhapMakonel B TeYeHMe cpoka AENCTBUSA 3aLlUUThbl UCKITHYUTENBHOMO NpaBa, y40CTOBEPEHHOIO
NaTeHTOM Ha pedepPEHTHbIN NeKapCTBEHHbIN NpenapaT, OCYLECTBSIOTCA C cornacusi ero paspaboTymka.

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

4. ocypgapcTBeHHasa hapmakones M3gaeTcsl YNorHOMOYEHHbIM dedeparnbHbIM OpraHoOM WUCTMOMHUTENBHON
BNacTu 3a cyeT cpeacTB peaepanbHOro bogxera u NoagnexuT nepensgaHnsmMm He pexe Yem oguH pas B NATb NeT,
B Nepuvoa Mexay KOTOPbIMU M3LAalTCA MNPUMOXKEHMS K rocygapCTBeHHOW dapmakonee, cogepxaiime obuime
dapmakonerHble ctatbl U (UNKU) dapmakonemnHble CTaTbW, YTBEPXKAEHHbIE NMOCNE U3OaHUA UNYM nepensgaHus
rocygapcTtBeHHOM hapmakonen.

5. YnonHoMouyeHHbIn bedepanbHbli  OpraH  WUCNOMHUTENbHOW  BracTM  pasMellaeT AdaHHble O
rocygapctBeHHOW dhapmakonee M MPUNOXKEHUSX K HEeW Ha cBoemM odmumanbHom cante B cetn "HTepHeT" B
YCTaHOBMEHHOM MM NMOpPSIAKE.

Mmaea 4. TOCYOQAPCTBEHHbIA KOHTPOIb NMPU OBPALLEHUU
JNIEKAPCTBEHHbIX CPEACTB

Cratbs 8. JluneH3npoBaHMe NPOM3BOACTBA NIeKapCTBEHHbIX CPeACTB 1 chapMaLeBTUHECKON AeATENbHOCTH

1. JlvueHanpoBaHWe NpPOM3BOACTBA NEKapPCTBEHHbIX CPEACTB M apMaueBTUYECKOW [AeAaTenbHOCTU
OCYLLIECTBNSAETCA B COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccuiickoin depepaunn.

2. OGsi3aTenbHbIM YCNOBUMEM MPEAOCTaBNEHUS NULEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHLIX CPeacTB
ABMSIETCA MPUNOXEHNE K 3asiBMEHWUIO COUCKATENs JNULEH3MU NepeyHsl NEeKapCTBEHHbIX hopM M (MnM) BWAOOB
dhapmaLeBTUYECKMX CyGCTaHUUIA, KOTOPbIE MPON3BOAMTESNb NEKAPCTBEHHbLIX CPEACTB HAMEPEH NPOU3BOAUTD.

3. B cnyyae Heo6XogMMOCTM paclUMpeHUs MNPOU3BOACTBA JIEKAPCTBEHHLIX CPEACTB 3a CYET HOBbIX
nekapcTBeHHbIX hopM 1 BUAOB hapmaLeBTUYECKUX CyOCTaHLMIN NPON3BOAUTENb NEKAPCTBEHHLIX CPeaCcTB AOMKEH
MoNy4nTb HOBYHO NIULIEH3UIO HA NMPOU3BOACTBO NeKapCTBEHHbIX CPEACTB.

CraTbsa 9. [ocygapcTBeHHbIN KOHTPOMb (Haa3op) B cdhepe obpalleHns nekapCcTBEeHHbIX CpeacTs
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

1. FocyaapCTBEHHbIN KOHTPOIb (Hag3op) B cchepe obpallieHnsi ekapCTBEHHbIX CPEACTB BKIHOYaEeT B ceb4:

1) JNUWUEH3WOHHBLIN KOHTPONMb B cdepe NPOM3BOACTBA JEKAPCTBEHHLIX CpPeacTB W B cdepe
hapmMaLeBTMHECKON AeATENBHOCTY;

2) befeparnbHbIA rocyaapCcTBEHHbIV HAA30p B cchepe oOpalleHnss NekapCTBEHHbIX CPEACTB;

3) BbIOOPOYHBIV KOHTPOJSIb Ka4ecTBa NIEKAapPCTBEHHbLIX CPeaCTB.

(n. 3 BBegeH ®egeparnbHbIM 3akOHOM OT 22.12.2014 N 429-03)

2. JIMUEH3MOHHBbIA KOHTponb B cdepe npou3BOACTBA NEKapCTBEHHbIX CPeActB M B cdepe
dapmMaLeBTUYECKON  OEATENbHOCTU  OCYLLECTBNSIETCA  YMOMHOMOYEHHbIMU  doefeparnbHbiM  OpraHoMm
WCMNOSTHUTENBHON BNacTU U opraHaMy UCMNONHUTENBbHON BNacTn cyobekToB Poccuickon depepauum cornacHo mx
KOMMeTeHUUn B nopsaake, ycraHoneHHoMm ®epepanbHbiM 3akoHOM oT 26 aekabps 2008 roga N 294-93 "O 3awuTte
npae OPUONYECKUX IWL, WU WHAMBMAYAlNbHbIX NPeAnpUHUMATENen Npu OCYLLECTBIIEHUN TOCY4aPCTBEHHOIro
KOHTponsa (Hagsopa) M MyHMLMNANbHOrO KOHTponsa", C y4eToM OCOOEHHOCTEN oOpraHv3aummM M NpoBeAeHUS
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NPOBEPOK, YCTaHOBIEHHbIX PeaepanbHbiM 3akoHOM OT 4 mad 2011 roga N 99-d3 "O nuueH3anpoBaHUM oTAENbHbIX
BWAOB AesiTenibHOCTL".

3. ®egepanbHbIV roCyAapCTBEHHbIM HaA30p B chepe obpalleHus nekapCTBEHHbIX CPEACTB OCYLLECTBNSIETCA
YNONTHOMOYEHHbIMN (hbefepanbHbIMU OpraHaMy MCMONHUTENbHOW BnacTu (Janee - opraHbl rocygapCTBEHHOro
Ha3opa) cornacHo Mx KoMmneTeHunn B nopsake, yctaHoBneHHomM lMpasuTtenscteom Poccuiickon ®epepauuun.

4. depepanbHbll rOCY0apCTBEHHBIN HAa30p B cdepe obpalleHus nekapcTBEHHbIX CPeACTB BKIOYaAeT B
cebs:

1) opraHusaumio n npoBegeHNe NpoBepok cobnoaeHns cydbbekTammn obpalleHnsi NekapCTBEHHbIX CPeacTB
YCTaHOBMEHHbIX HacTosAwmmM PefepanbHbIM 3aKOHOM U MPUHATBIMU B COOTBETCTBUM C HUM MHBIMU HOPMaTUBHbLIMU
npaBoBbIMM akTamu Poccunckon Pegepaumm TpeboBaHMN K AOKIMHUYECKMM WCCNEAOBaHUAM NEKapCTBEHHbIX
CpencTB, KIMHUYECKMM UCCIEA0BaHMSAM NIEKAapPCTBEHHbIX NPenapaToB, XpaHeHuto, nepeBo3ke, BBO3y B Poccuiickyto
denepaumio, OTNYCKy, peanv3aumyM JNEeKapCTBEHHbIX CPeacTB, MPUMEHEHUI0 JIEKapCTBEHHbIX MNpenapaTos,
YHUUTOXEHWIO NeKapCTBEHHbIX CPEACTB, a Takke COOMAeHWst YNONTHOMOYEHHbIMU OpraHamu WCMOMHUTENBHON
BnacTu cyobekToB Poccunckon ®egepauum MeTOOUKM YCTAHOBIEHNS NpedernibHbIX pa3MepoB OMNTOBbIX HaabaBoOK
W npegenbHbIX pPa3MepoB PO3HWMYHBIX HagbaBOK K  (PAKTUHECKMM OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM
npoussoauTensMM NeKapCTBEHHbIX MpenapaToB, Ha fekapCTBEHHble npenapatbl, BKAYEHHbIE B MNepeyveHb
XWU3HEHHO HEOBXOOMMbIX U BaXXHEWLLMX NEKapCTBEHHbIX NpenapaTtoB (aanee - oba3atensHble TpeboBaHus);

2) opraHu3aumlo ¥ MpOBEeAEHWe MPOBEPOK COOTBETCTBUS JI€KapCTBEHHbIX CPeAcTB, HaxogsdWwuxcs B
rpaXkgaHcKoM 060poTe, YCTaHOBMEHHbLIM TPEBOBaHUSAM K UX KayeCTBY;

3) opraHusaumto 1 nposeaeHne bapmakoHaas3opa;

4) npuvMeHeHve B Mopsgke, YCTAHOBMEHHOM 3akoHodaTenbcTBom Poccunckon degepaunn, Mep no
NMPeceYeHnio BbISIBIIEHHbIX HapyleHun obsizaTenbHbiXx TpeboBaHUM U (MMM) YCTPaAHEHUIO MOCNEACTBUN Takux
HapyLleHWn, B TOM YMCME MNPUHATUE PELLUEHNS O HaxOXAEHWW NeKapCTBEHHbIX CpeAcTB B obpalleHun, Bbigady
npegnucaHMn o6 yCTpaHEHMU BbISIBNIEHHbIX HapyLleHun obs3aTenbHblX TpeboBaHUM W NpuBMEYEHME K
OTBETCTBEHHOCTW 1L, COBEPLLMBLUNX TAKUE HAPYLLEHMUSI.

(vacTb 4 B peq. ®epgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. depepanbHbIf rocygapcTBEHHbIN HaA30p B chepe obpalleHns nekapCTBEHHbIX CPEACTB OCYLLECTBASIETCS
B nopsake, yctaHoBreHHoOM ®depeparnbHbiM 3akOHOM OT 26 gekabps 2008 roga N 294-03 "O szawwmTte npas
IOPUAMYECKUX NUL, U MHOUBMAYanNbHbLIX NpeanpuHuMaTenen npu OCYLLECTBIEHUN FOCYAapCTBEHHOrO KOHTPONs
(Hapg3opa) M MyHMUMNANbHOrO KOHTpomns", C y4eToM OCODEHHOCTEN, YCTAHOBMEHHbIX HacCTOSAWEN CTaTbew.
lMpegBaputenbHOe cornacoBaHWe C OpraHamy MpOKypaTypbl CPOKOB MPOBEAEHUS BHEMMaHOBOW NPOBEPKU
CybbekToB 0OpalleHNss NekapCTBEHHbIX CPEACTB, a TakkKe npeaBapuTenbHOe yBeAOMIEHUE pUaNYeckux nuu,
WHAMBUAOYanNbHbIX NpeanpuHUMaTenen o Hadane NpoBeaeHNs 3ToN NpoBepkM He TpebyeTcsa. OpraHbl NPOKypaTypbl
M3BELLAOTCA O MNPOBEAEHWMM BHEMMAHOBOW MNPOBEPKM CYOBEKTOB 0OpalleHUsi JEeKapCTBEHHbIX CPeacTB
nocpeacTBOM HanpaBfieHNsi COOTBETCTBYIOLLMX JOKYMEHTOB B TEYEHMNE Tpex paboyunx AHEN C MOMEHTA OKOHYaHWS
NPOBEAEHUS YKA3aHHOW BHEMMAHOBOW MPOBEPKN.

(4acTb 5 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. JOMmKHOCTHbIE NULLA OpraHa rocy4apCTBEHHOIO Haa3opa B MOPSAAKE, YCTAHOBIEHHOM 3aKOHOAATENbCTBOM
Poccuiickon ®egepauun, MMeLOT Npago:

1) nony4aTb Ha OCHOBaHUM MOTUBMPOBAHHBLIX MUCbMEHHbLIX 3anpocoB OT CybbekToB obpalleHus
nekapCTBEHHbIX CPeAcTB, OpraHoB WCMoMHUTENbHOW Bnactn cybbektoB Poccuickon Pegepaumm n opraHos
MECTHOro camoyrnpasneHuns JOKYMeHTbl U MHopMaLmio No Bonpocam obpalleHus nekapcTBeHHbIX CPeacTs;

2) BecnpenaTCTBEHHO MO NpeabsABreHUN CNy>KebHOro yAoCTOBEPEHMS U KONUW Mmpukasa (pacnopspkeHus )
opraHa rocyfapcTBEHHOro Hag3opa O Ha3HayYeHMU NPOBEPKU Mocelwatb UCNofb3yemble HpUONYECKUMIU Nuuamu,
WHAMBUAOYANbHBIMW NPpeanpuHMMaTeNns My, SABMSIOWMMUCA CyObekTaMmy obpalleHns nekapCcTBeHHbIX CPEACTB, Npu
OCYLLECTBMEHUN CBOEN OEATENBHOCTU TEPPUTOPUU, 30aHUS, NMOMELLEHUS U COOPYXEHUS B LensiXx NpoBeAeHUs
MEepONPUSATUI MO KOHTPOSIO;

3) npoBoautb OTOOP 06pasLUOB feKapCTBEHHbIX CPEACTB, MNpPeAHAa3HaYeHHbIX ANA peanu3aumm u
peanu3yemblx cybbekTamy OOpalleHUs NekapCTBEHHbIX CpeacTB, ANA MNPOBEPKM WX KadecTBa, MPOBeAeHWs
nccrnegoBaHUn, NUCMbITAHUI B COOTBETCTBMM C MpaBunamMm otbopa obpasuoB, yCTaHOBMEHHbIMW YNTOSTHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMONHUTENbHOW BNacTu;

4) BblgaBaTb cybbekTam obpalleHus nekapcTBEHHbIX CPeACTB MpeanucaHvs O npekpawieHun HapyLleHun
obsA3aTenbHbIX TpeboBaHM 1 06 yCTpaHeHUM BbISIBIEHHbIX HapyLLeHW oba3aTenbHbIX TpeboBaHui;

5) HanpaenATb B YMNOMHOMOYEHHbIE OpPraHbl MaTepuanbl, CBS3aHHble C HapyleHusMU 00a3aTenbHbIX
TpeboBaHWi, AN peLleHns BONMPOCOB O BO30YXAEHUN YrONOBHbLIX A€M MO Npu3Hakam NpecTynieHnn.

7. BbIOOpPOYHBLIN  KOHTPOMb KayecTBa JeKapCTBEHHbIX CPeACcTB  OCYLECTBMAAETCA  YMONTHOMOYEHHbLIM
dhenepanbHbIM OpraHoM UCMOSNTHUTENBHOW BNAcTW B YCTAHOBIIEHHOM MM MOPSAKE W BKIHOYAET B cebs:

1) obOpaboTky cBegeHun, B obs3aTenbHOM MOpPSOKE MpefocTaBnseMblX cybbekTamy obpalleHus
NeKapCTBEHHbIX CPEACTB, O CEpUsiX, NApTUAX NeKapCTBEHHbIX CPEACTB, NMOCTYNalLWmX B rpaxaaHckuin obopoT B
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Poccuiickon depepaumu;

2) otbop 06pasLoB fnekapCTBEHHbLIX CpeacTB Yy CyObeKToB 0OpalleHusi NTeKapCTBEHHbIX CPeacTB B LensiX
NPOBEAEHUS WCMbITAHUM HAa WX COOTBETCTBME TPEOOBaHUSIM HOPMATUBHOW OOKYMEHTAUMM WU HOPMAaTUBHbIX
OOKYMEHTOB;

3) NpuHATME NO pe3ynbTaTamM NPOBEAEHHbIX UCMbITAHUN peLleHns O fanbHenlemM rpaxgaHckom obopoTte
COOTBETCTBYIOLLEro fleKapCTBEHHOrO CPeacTBa;

4) npuHATME YMNONHOMOYEHHbIM defeparnbHbiM OpraHOM UCMNONHUTENBHOM BRAacTV peLleHusa o nepesoae
NEeKapCTBEHHOro cpeacTBa Ha NOCEePUNHbIA BbIGOPOUHBLIN KOHTPOSb KayecTBa NeKkapCTBEHHbIX CPEACTB B Criyyae
MOBTOPHOrO BbISIBMIEHUS HECOOTBETCTBUSA KadeCTBa NEeKapCTBEHHOro cpeacTBa YCTaHOBMNEHHbIM TpeboBaHWUSAM U©
(mpu HeobxogmmocTM) O MpoBepke CyObekTa obpalleHUs NeKapCTBEHHbIX cpeacTB. Pacxogpl, CBsi3aHHble C
NpoBeAEHNEM MOCEPUNHOIO BbIOOPOYHOrO KOHTPOMS KavecTBa JIEKAPCTBEHHbIX CPEACTB, OMnavMBaroTCA
npou3BoguTeNieM JEeKapCTBEHHOTO cpeactBa numbo JdepxaTteneM unu  BriagenbLueM  perMcTpauMoHHOro
YAOCTOBEPEHUS NTEKapCTBEHHOTO npenapara.

(vacTtb 7 BBegeHa ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

Fnaesa 5. PA3BPABOTKA, OKITUHNYECKUE UCCNEOOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXXE KNMHUYECKUE NCCITIEQOBAHUA
NEKAPCTBEHHbIX MPEMNAPATOB AJ11 BETEPUHAPHOIO NPUMEHEHUA

CraTbsa 10. PagpaboTka nekapcTBEHHbIX CPeAcCTB

1. PaspaboTka nekapCTBEHHbIX CPEACTB BKMOYAET B CeOS NOMCK HOBbIX (DAPMaKONOrM4eckn aKTUBHbIX
BELLEeCTB, nocriegyrollee M3ydyeHue WX NeKapCTBEHHbIX CBOWCTB, AOKMUHMYECKME MWCCredoBaHus, paspaboTky
TEXHOMOIrMIN NPOM3BOACTBA hapMaLeBTUYECKUX cybCcTaHuuin, pa3paboTKy COCTAaBOB U TEXHOSOIMMI NPOM3BOACTBA
nekapCTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecrneveHne pa3paboTKM NeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCS 3a CHET:

1) cpeacTB pegepanbHoro GrookeTa;

2) cpencTtB pa3paboTyMKOB NIEKapCTBEHHbBIX CPEACTB;

3) cpencTB NpousBoauTenen NekapCTBEHHbIX CPEACTB MpU BbIMOSIHEHMN HAY4YHO-UCCNeLoBaTENbCKUX paboT
Mo 4OroBOpy Mexay pa3paboTYMKOM NeKapCTBEHHbIX CPeACTB Y NPOU3BOAUTENEM NEKAPCTBEHHbLIX CPEACTB;

4) VHbIX He 3anpeLLeHHbIX 3akoHogaTenscTBoM Poccunckon ®egepanm NCTOYHNKOB.

3. MNpaBa pa3paboTunka NekapcTBEHHOIO CPEeACTBA OXPAHAOTCH rpaXaaHCKMM 3aKOHO4ATENbCTBOM.

Cratbs 11. [JOKNMHMYeCKOe UCCnefoBaHMe NeKapCcTBEHHOMO cpeAcTBa A4S MeANLMHCKOrO NPUMEHEeHUs

1. JoknuHu4yeckoe nccrnefoBaHve NekapCTBEHHOro cpeacTBa Ans MeAMUMHCKOro NpUMEHeHWs nNpoBoAMTCA
nyTem MPUMEHEHUSA Hay4yHbIX METOAOB OLEHOK B LeNsiX NnonyyeHus AokasaTenbCcTB GesonacHOCTW, kayecTBa 1
3 (peKTUBHOCTN NeKapCTBEHHOro CpeacTBa.

2. JloknuHnyeckoe nccrnegoBaHne NekapCTBEHHOro CPeAcTBa ANA MeAULMHCKOro NpYMeHeHUst NpoBOAMUTCS B
COOTBETCTBUM C MpaBunaMu Hagnexailen nabopaTopHOM NPaKkTUKW, YTBEPKOEHHbIMU  YMONHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMONMHUTENBHON BRacTy.

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

3. Ons opraHusaumMm M nNpoBeAeHUs [OKIMMHUYECKOTO WCCMeAOBaHUS JeKapCTBEHHOro CpeactBa Ans
MeOULMHCKOTO NpMMeHeHNs pa3paboTynkm nekapCTBEHHbIX cpeacTs MoryT npuenekaTb
Hay4YHO-uccrnegoBaTenbCckue opraHu3auuu, obpasoBaTenbHble OpraHu3auuu BbiCLero obpasoBaHud, Mmerolme
HeobXxoAMMyD MaTepuarnbHO-TEXHMYECKYID 6a3y M KBanMdUUMPOBaHHbLIX CMNeuuanucToB B COOTBETCTBYIOLLEN
obnacTtu nccnegoBaHus.

(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [oknuHu4yeckoe nccrieqoBaHve NekapcTBEHHOro cpeacTBa Ans MeAVMUMHCKOro NMpUMeEHEHMs NPpOBOAMTCSH
no yTBepXAEHHOMY pa3paboTyMKOM feKapCTBEHHOrO cpefacTBa MfaHy C BeAeHVMEM MpOToKona  3Toro
nccnegoBaHnsa U COCTaBriEHMEM OTYETa, B KOTOPOM COAepXKaTcs pe3ynbTaTbl 3TOr0 UCCReAoBaHUS U 3akrodeHne
O BO3MOXHOCTW MPOBEAEHUsI KIMHUYECKOTO WCCredoBaHWUsA NEeKapCTBEHHOro npenaparta Ans MeAWLMHCKOro
NPUMEHEHMSI.

5. MNpoBegeHve npoBepok cobnogeHnsa nNpasun Hagnexawen nabopaTtopHON NPaKTUKM U MPaABOBbIX HOPM
MCMOMb30BaHNS >KUBOTHBIX MPU MNPOBEAEHUU OOKIMMHUYECKUX WCCNEedOBaHUN JeKapCTBEHHbIX CPeacTB Ans
MEOMLUMHCKOrO MPUMEHEHNS OCYLLECTBSETCA YMONHOMOYEHHbIM beaepanbHbiM  OpraHoM  MCMOSTHUTENBHON
BMacTm.

(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)
6. Pe3ynbTaTbl AOKNMHNYECKOrO MCCNeaoBaHWs NeKapCTBEHHOIO CpeacTBa ANt MeAMUMHCKOrO NpUMEHeHNs
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MOryT ObITb NMPeACcTaBreHbl B YNONIHOMOYEHHBIN doeaeparnbHblil opraH UCMONHUTENBbHOW BNAcT B YCTAHOBIIEHHOM
nopsiake B LEsX rocy4apCTBEHHON perncTpauum nekapcTBEHHONO npenapara.

Cratba 12. [JoknuHu4yeckoe uccrnegoBaHue NneKapCTBEHHOrO CpeactBa M KMMHMYECKOE WccrneaoBaHue
neKkapcTBEHHOro npenapara Ans BeTepMHapHOro NpMMeHeHus

1. JoknuHmnyeckoe nccnegoBaHve nekapcTBEHHOro cpeacTsa Ans BETEPUHAPHOro NPUMEHEHUS NPOBOANTCS
nyTeM NPUMEHEHNS Hay4HbIX METOAOB OLEHOK B LEeNsax MoryydeHus AokasatenbcTtB 6e3onacHocTu, KadecTBa U
3(PPHEKTUBHOCTN NEKAPCTBEHHOrO CPEACTBa, B TOM 4YMCMe onpedeneHnsl cpoka ero BbiBeAEeHUS U3 opraHusma
XMBOTHOrO, B Lenax obecneyeHuss 6e30MacHOCTM NPOAYKUMM XKMBOTHOMO NPOUCXOXAEHUS Mocrne npuMeHeHus
COOTBETCTBYHOLLErO fieKapCTBEHHOro npenapaTa.

2. JoknuMHMYeckoe WCCnedoBaHWe  feKapCTBEHHOrO  CPeAcTBa W KIMHWYECKOe  UccrnegoBaHve
riekapCTBEHHOro npenapaTa Afns BeTepMHApHOro NPMMEHeHWs, uccrnegoBaHue GUOSKBMBANEHTHOCTU YKas3aHHOro
rfiekapCTBEHHOro mnpenapaTta MNpPOBOAATCA B COOTBETCTBMM C NpaBuiamu, YTBEPXAEHHbIMW YNOMHOMOYEHHbIM
heaeparnbHbIM OpraHOM UCMOMHUTENBHOW BNACTW.

3. [HoknuHuuyeckoe wuccnefoBaHWE  fEeKapCTBEHHONO CPeAacTBa WM KNMHMYECKoe — uccriegoBaHue
nekapCcTBEHHOro npenapaTa Ans BETEPUHapPHOro NPUMEHEHWs NPOBOASATCA MO YTBEPXAEHHOMY pa3paboTynkom
NeKkapCTBEHHOro CpeAcTBa MiaHy C BeAeHWEeM MNPOTOKOMOB 3TMX WCCNEAOBaHMM U COCTaBfEHUMEM OTYETOB, B
KOTOpbIX coaepXaTcsa pesynbTaTbl 9TUX NCCNegoBaHNN.

4. [Ona opraHMsauMnm W MpOBEeAEHUs [OKINMHMYECKOrO WCCNedoBaHMsA NEeKapCTBEHHOro cpeactsa U
KMMHUYECKOr0 UCCMefoBaHUsA feKkapCTBEHHOro mnpenapata Ans BETEepMHapHOro npuMMEeHeHus paspaboTymk
rniekapCTBEHHOro cpeacTea MOXeT npuenekaTb opraHusaumm, nMetoLLme HeobxoavMyto
mMaTepuanbHO-TeXHNYecKylo 6a3y u  KBanuuUMpOBaHHbLIX CneunanucToB B COOTBETCTBYyKLWeNW obnacTtu
nccnegoBaHus.

5. KnnuHnyeckne nccnenoBaHns nekapCTBEHHbIX NpenapaTtoB AN BETEPUHaApHOro NPUMEHEHMS NPOBOAATCA
B BETEPVHAPHbIX OpraHn3aumnsx n B opraHm3aumnsx, OCyLLeCcTBASIOWMX pasBeaeHve, BblpalluBaHe u cogepxaHume
XMBOTHbIX, B LIEMNsX:

1) ycTaHOBNEHMS NepPeHOCMMOCTU NNEKAPCTBEHHbIX NPenapaToB 340POBbIMY XXMBOTHBIMU;

2) nogbopa onTuMarnbHbIX JO3MPOBOK JIEKapCTBEHHbIX NMpenapaToB M Kypca NeYeHnss Ha KOHKPETHOM rpynne
XMBOTHbIX C onpegeneHHbIM 3aboneBaHunemM;

3) ycraHoBneHusa 6e3onacHOCTM 1 3dPEKTUBHOCTM NEeKapCTBEHHOro npenapaTa, npegHasHa4YeHHoro Ans
neyeHus onpegeneHHblX 3aboneBaHuM >XMBOTHbIX, UK 3MAEKTUBHOCTN JEKapCTBEHHOro npenapaTta Ans
npoduNakTky 3aboneBaHnin 340POBbIX XUBOTHbIX;

4) n3y4yeHns BO3MOXXHOCTEN pacLUMpPeHUs NoKasaHUM K NPYMEHEHNIO 3aperncTpupoBaHHOrO fIeKapCcTBEHHOTO
npenapaTa 1 BbIsIBNIEHUsi paHee HeM3BECTHbIX MOOOYHbIX AENCTBUNA.

6. KnuHuyeckoe wuccregoBaHue NeKkapcTBEHHOrO Mnpenapata AN BeTepMHapHOro  NpYMeHeHUs
OCYLLLECTBMSAETCA 3a CHeT cpeAcTB pa3paboTynka ekapCTBEHHOrO CPeacTBa.

7. OTyeTbl O pesynbTatax AOKIMHWYECKOr0 WUCCNEeAOBaHWS NeKapCTBEHHOro CpeacTBa WM KIUMHWMYECKOro
nccrnegoBaHWs NeKapcTBEHHOro npenapaTta Ans BeTepMHApPHOro MNPUMEHEHWs COCTaBnsloTCs pa3paboTynkom
NeKkapCTBEHHOro cpeAcTBa C Y4YeTOM 3ak/loYeHW OpraHv3auui, MpUHUMAaBLLMX Yy4acTue B opraHusaumn u
NpoBeAEHUN 3TUX NCCNeaoBaHNN.

8. KoHTponb 3a npoBegeHWeM AOKIMHUYECKMX WCCNEeAOBaHWNA NeKapCTBEHHbIX CPeACTB U KITMHUYECKMX
nccrnegoBaHUn NekapCTBEHHbIX NpenapaToB ANS BETePMHAPHOro NPUMEHEHNS OCYLLEeCTBASETCS YNONMHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMOMHUTENBHON BRacTy.

aga 6. OCYLLUECTBNEHUE FOCYAAPCTBEHHOW PEFUCTPALINU
NEKAPCTBEHHbIX MPEMNAPATOB

CraTbsa 13. [ocygapcTBeHHas permctpaums nekapcTBEHHbIX NpenapaTos
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B Poccuickon ®egepaummn OonyckalTCa NPOU3BOACTBO, M3rOTOBIEHME, XpaHEHUe, nepeBo3ka, BBO3 B
Poccuiickyto  depepauunto, BbiIBO3 M3 Poccunckon Pepepauuun, peknama, OTNYCK, peanvsauus, nepenaqa,
NpUMEHeHWE, YHUUYTOXEHWE NeKapCTBEHHbIX MpenapaToB, €CNU OHU 3aperncTpmpoBaHbl COOTBETCTBYHOLLUM
YMOMHOMOYEHHbIM (heepanbHbIM OPraHOM UCMONHUTENbHON BNACTW.

(vyacTtb 1 B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. ['ocynapCTBEHHOW perncTpaumm nognexar:

1) BCe nekapcTBEHHbIE NpenapaTbl, BNepBble NoAnexalume Beogy B obpalleHne B Poccuiickon ®eaepaunu;

2) nekapcTBeHHbIEe NpenapaTbl, 3aperncTpUpoBaHHbIe paHee, HO NPOM3BEAEHHbIE B APYrUX NeKapCTBEHHbIX
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¢dopmax B COOTBETCTBUM C MNepevYHEM HaMMEHOBaHWA NeKapCTBEHHbIX ¢OpM, B HOBOW [A03UPOBKE Mpu
OoKa3aTenbCTBe ee KMMHUYECKOW 3HaYMMOCTUN N 3PEKTUBHOCTY;

3) HOBble KOMOMHALIMM 3apPErMCTPMPOBaHHbIX PaHee fieKapCTBEHHbIX NpenapaTos.

3. locymapcTBeHHasd perucTpauus nekapCTBEHHbIX MNpernapaTtoB OCYLECTBNSETCAa MO pesynbTaTam
3KCMEePTU3bl NEKAPCTBEHHbIX CPEACTB, a rocyaapCTBEHHasa perncrpaums opdaHHbIX NeKapCTBEHHbIX NpenapaTos
OCYLLECTBMSIETCS NO pe3ynbTaTtaM 3KCNepTU3bl JOKYMEHTOB, NpeaCcTaBrieHHbIX Ans onpeaeneHnsi BO3MOXHOCTU
paccmatpuBaTb NeKapCTBEHHbI  npenapar Ans  MeOUUMHCKONO  MPUMEHEHMS MNpU  OCYLLECTBMNEHUU
rocy4apCTBEHHOW peructpaumMm B KayvecTBe OpdaHHOro fekapCTBEHHOro npenapata, WU no pesynbTatam
3KCMEePTM3bl NEKAPCTBEHHbIX CPeacTB.

4. TocymapCTBeHHasl perucTpauMs fekapCTBEHHOro npenapaTta OCYLEeCTBASeTCA COOTBETCTBYHOLLUM
YMOJSTHOMOYEHHbIM dheeparnibHbIM OPraHOM UCMOMHUTENBHOW BIIAacT B CPOK, HE MPEBbILLAILLMIA CTa LWEeCTMAECATH
pabounx gHEN co OHS NPUHATUS COOTBETCTBYIOLLENO 3asIBIIEHNSI O FOCY4apCTBEHHON pernctpaumm iekapcTBEHHOMO
npenapaTa. B ykasaHHbIi CpPOK BKMYaeTcs Bpemsi, Heobxooumoe Ansi NMOBTOPHOIO NpPOBEOEeHWst 3KCNepTu3bl
NeKkapCTBEHHOrO CpeacTtBa B COOTBETCTBUMM CO cTatben 25 HacTosiwero ®depepanbHoro 3akoHa. Cpok
rocy4apCTBEHHOW perucTpaumm fekapCTBEHHOro npenaparta MCUYUCNSAETCA CO OHA MPUHATUS COOTBETCTBYHOLLUM
YMOMHOMOYEHHbIM  defepanbHbiM  OpraHoM  UCMOMHUTENbHOW BNacTU  COOTBETCTBYHOLLEro 3asBfeHUMs O
rocyfapCTBEHHOW permctpauumn nekapCTBEHHOro npenapara ¢ NpunoXeHnem HeobxoanmbIX JOKYMEHTOB NO AeHb
BblJayn perncTpaumoHHOro yaoCTOBEPEHUS NekapCTBEHHOro npenapara. Bpems, Heobxoaumoe onst HanpaBneHus
YMOMHOMOYEHHbIM dheaepanbHbIM OpraHoM WCMOSNIHUTENBHOM BRAacTW 3anpoca O npeacTaBreHun HeobxoauMbIxX
MaTepunanoB U NpeACTaBneHus 3asBUTENEM OTBETA Ha AaHHbIN 3anpoc B COOTBETCTBMM CO cTaTbamn 16, 19 n 23
HacTodawero denepanbHOro 3akoHa, He YYMTbIBAETCA MPU MCHMCIIEHMM CpOKa rOCydapCTBEHHOW perucrpauumm
nekapCcTBEHHOro npenapara.

5. NocynapCTBEHHOW pernctTpaunmn He nognexar:

1) nekapcTBeHHble MpenapaTbl, U3rOTOBMIEHHbIE ANTEYHBIMU OPraHN3auuaMn, BETEPMHAPHLIMU anTEYHbIMU
opraHusaumsamMmu, UHANBUOYyanbHbIMU NpeanpuHMMaTensiMy, KOTOpble MMEHT JNULEH3UI0 Ha dapmaueBTUYECKYHO
OeATenbHOCTb, MO peLenTtaM Ha feKkapCTBEHHble npenapaTtbl M TpeboBaHUAM MELMUUHCKMX OpraHu3auun,
BETEPUHAPHbIX OpraHm3auni;

2) nekapcTBeHHble npenapatbl, NpuobpeTeHHble du3M4YeckumMmn nuuamm 3a npegenamu Poccuinckon
depepauymun n NnpegHasHadYeHHbIe 4518 JIMYHOrO UCNOSb30BaHUS;

3) nekapcTBeHHbIE NpenapaTbl, BBO3NMble B Poccuiickyio ®Penepauunio Anst okasaHna MeguLMHCKOM NOMOLLM
MO XXM3HEHHbIM MOKA3aHWSIM KOHKPETHOrO MauMeHTa Ha OCHOBaHUW paspelleHns, BblAAHHOMO YNOSTHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMONTHUTENBHOMW BnacTy;

4) nekapcTBeHHble cpeacTBa, BBO3WMble B Poccuiickyto ®Pefepaumio Ha OCHOBaHMU  BbIOAHHOTO
YNONTHOMOYEHHbIM befeparnbHbiM OpraHoOM WCMOMHUTENBHOW BRacTW paspelleHust U npefgHasHadeHHble Onis
NPOBEAEHUS KITUHWYECKMX WCCNEOOBaAHWUIA JEKapCTBEHHbIX MpenapaTtoB W (Mnu) NpoOBEOEeHMsT 3SKCNepTusbl
nekapCTBEHHbIX CPeACTB AN OCYLLECTBIEHNS rOCy4apCTBEHHON perucTpawumm fieKapCcTBEHHbIX NpenapaTtos;

5) dbapmauieBTUYECKME CYOCTaHLNW;

6) pagvodhapmMaueBTUYECKME FeKapCTBEHHble npenapaTbl, W3rOTOBMEHHblIE HEMNOCPEACTBEHHO B
MEOMLMHCKUX OpraHuM3auusx B MOPsiAKe, YCTAHOBMEHHOM  YMONTHOMOYEHHbIM heaepanbHbIM  OpraHom
WCNONHUTENBHON BNAacTy;

7) NekapCcTBEHHbIE NpenapaThbl, MPOM3BOAUMbIE AN SKCnopTa.

6. He ponyckaeTcsa rocyaapcTBeHHasi permctpauus:

1) nekapCTBEHHbIX MpenapaToB, OTNUYAKLWIMUXCS APYr OT Apyra KayeCTBEHHbIM COCTaBOM [OENCTBYHOLLNX
BELLECTB, MO OOVUHAKOBbLIM TOProBbIM HaUuMEHOBAHNEM;

2) opHOro nekapcTBEHHOro npenapaTa, BbIMyCKAEMOro MpPoOu3BOAUTENEM MOA Pa3fNMYHbIMU TOProBbIMU
HavMEHOBaHWUSIMU U MPeACTaBMEHHOro Ha rocy4apCTBEHHYIO perncrpauunio B BUAE OBYX M Bornee nekapCTBeHHbIX
npenapaTos.

7. Mo 3anpocy (B 3NeKTPOHHON hopMe Unm Ha BymaxHOM HocuTene) cybbekTa obpalleHUss NekapCTBEHHbIX
cpeactB  COOTBETCTBYIOLLMM  YNOMIHOMOYEHHBbIM  ddefepanbHblM  OpPraHoOM  UCMOMHUTENbHOW  BRacTy,
OCYLLECTBMSAIOLWMM FOCYAapPCTBEHHYIO PErnCTPauuio NeKapCTBEHHbIX NpenapaToB, B YCTAHOBIEHHOM MM MOpsiake
OCYLLIECTBMSIETCS HAy4yHOE KOHCYNbTUPOBAHWE MO BOMPOCAM, CBA3AHHbIM C MPOBEAEHMEM  OOKIMHUYECKUX
nccneaoBaHUn, KNMHUYECKUX UCCNeaoBaHWI NeKapCTBEHHbIX NPenapaToB, 3KCNepTM3bl KaYeCcTBa NEKapPCTBEHHbIX
cpencTs, adheKTMBHOCTM M 6e30MacHOCTU, C OCYLLECTBIIEHNEM FOCYAapPCTBEHHON pEerncTpauun neKkapcTBEHHbIX
npenapaToB. KOHCYNbTUPOBaHMNE OCYLLLECTBISIETCS C NpuBrieveHeM eaepanbHbIX roOCY4apCTBEHHbIX GHO4KETHBIX
YUYpEeXaeHun, NnogBeAOMCTBEHHbLIX AaHHOMY heepanibHOMY OpraHy UCMOMHUTENbHOW BNAcTh U HE Y4acTBYHOLUUX B
opraHu3aumMmM npoBefeHust SKCMepTM3bl KavyecTBa JlIEKAPCTBEHHbIX CPeacTB B LENAX OCYLECTBMEHUS] UX
rocy4apCTBEHHOWN permctpaumm B COOTBETCTBUM CO cTaTbel 16 HacTosiwero defnepanbHOro 3akoHa, B BUAE OTBETa
B NMUCbMEHHOW (hOpMe YMONHOMOYEHHOIo hefepanbHOro opraHa UCMOMHUMTENBHOW BracTu Ha 3anpoc. Pa3smep
B3MMaeMOW C 3asiBUTeNs NnaTthbl onpeaenseTca B COOTBETCTBMM C 3akoHoAaTenbCcTBoM Poccuiickon ®enepauum 06
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opraHm3aumm npefocTaBreHusl rocygapCTBEHHbIX U MyHMUMNanbHbix ycnyr. MHdopmaums ob ocywecTBneHun
Hay4yHOro KOHCYNbTUPOBaHMUSA, B TOM 4YuCrie cTaTby, 00630pbl, CNpaBOYHbIE MaTepuansl U MHas uHdopmauns ob
OCYLLECTBMEHUN HAY4YHOr0 KOHCYNbTUPOBAaHWS, pasMellaeTcs Ha oduunanbHOM CcanTe  yNOSTHOMOYEHHOro
degepanbHOro opraHa WUCNonHUTENbHOW Bractm B ceTn "MIHTepHeT" ¢ cobniogeHnem orpaHuveHun,
YCTaHOBMEHHbIX 3aKOHOAATENbCTBOM O MEPCOHArbHbIX AAHHbIX, KOMMEPYECKON U (MnK) rocyaapCTBEHHOW TaliHe.

8. NocynapcTBeHHasn perncTpauns nekapCTBEHHbIX NpPenapaToB, KOTOpble NpeAHasHadYeHbl ANg NPUMMEHEHMUS
B YCMNOBUSAX BOEHHbIX ENCTBUI, Ype3BblYaMHbIX CUTYaLMN, NPOUNAKTUKN 1 NiedeHns 3aboneBaHnin 1 NopaxeHu,
Nnony4yeHHbIX B pe3ynbTaTe BO3AEWCTBUS HEONaronpuATHbIX XUMMUYECKUX, OMONOrMyeckux, paguauuoHHbIX
¢akTopoB, u paspaboTaHbl MO 3adaHuio defeparnbHbiX OPraHoB WUCMOMHUTENbHOW BAACTW, YNOMHOMOYEHHbIX B
obrnactm 00OpOHbI CTpaHbl M Ge3onacHOCTM rOCy4apCTBa, OCYLIECTBNAETCA B NOpsadke, YCTaHOBIIEHHOM
MpasutenbctBOoM Poccuiickon ®epepaunn.

CraTtbsi 14. MpuHLMNbI 3KCNEPTU3bI NEKapPCTBEHHbLIX CPEACTB
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcnepTu3a NekapCTBEHHbIX CPEACTB OCHOBLIBAETCS HA MPUHLMNAX 3aKOHHOCTWU, COGMIOAEHWs npaB U
cBoboa 4enoBeka W rpaxaaHuHa, NpaB PUMAMYECKOrO nula, HEe3aBUCUMOCTM 3KCnepTa, OGBLEeKTUBHOCTH,
BCECTOPOHHOCTU U MOSHOTbI UCCNEAOBAHMUN, NPOBOAVMbIX C UCMOMb30BAHMEM COBPEMEHHLIX OCTUXKEHWIN HayKu 1
TEXHUKW, OTBETCTBEHHOCTM peepanbHOro rocyAapCTBEHHOrO OHOMKETHOTO YYpPEXAeHUst Mo  MPOBEAEHMIO
9KCMEepPTU3bl NEKaPCTBEHHbIX CPEACTB U SKCMEPTOB 32 NPOBEAEHNE Y Ka4EeCTBO SKCMNEPTU3bI.

2. OKcnepTusa nekapcTBEHHbIX NpenapaTtoB Ans MeauLUHCKOrO NpUMeHeHWs! BKIioYaeT B cebsi:

1) 3KCnepTM3y [OOKYMEHTOB, MNpeACTaBreHHbIX ANsi  OnpeferneHns BO3MOXHOCTU — paccMaTpuBaThb
neKkapcTBEHHbIN Npenapart Ans MeAULMHCKOro NPUMEHEHUS NMPU OCYLLECTBIEHNN FOCYAapCTBEHHOW pernctpauum B
kayecTBe opdaHHOro NekapcTBEHHOrO Npenapara;

2) akcnepTM3y npeanioXeHHbIX METOAOB KOHTPOMS KavecTBa IeKkapCTBEHHOro cpeacTBa WM KavecTsa
npeacTaBreHHbIX 06pas3LoB NeKapcTBEHHOIO CpefCcTBa C UCMONb30BaHMEM 3TWMX METOAOB (Oanee - akcnepTusa
KayecTBa IiekapCTBEHHOro CpeacTaa);

3) aKcmepTU3y OTHOLUIEHUS OXWAAEMOW MOMNb3bl K BO3MOXHOMY PUCKY MPYMEHEHWs TNeKkapCTBEHHOIO
npenapara.

3. OkcnepTu3a nekapcTBEHHBIX NPenapaToB A BETEPMHAPHOIO NpUMEHeHWs! BKoYaeT B cebsi akcnepTusy
KayecTBa IEKAPCTBEHHOIO CPEACTBA W IKCNEPTM3Y OTHOLUEHUS OXMOAEMOW MoMb3bl K BO3MOXHOMY PUCKY
NpYMeHeHWs1 NekapcTBEHHOIO npenapara.

Cratbs 15. d)e/:lepaanoe rocygapCrtBeHHoOe OroaxeTHoe yypexageHme no npoBeaeHUK 3KCNepTusbl
NeKapCTBEHHbIX CpeacTB

OkcnepTusa NeKkapCTBEHHbIX CpPeAcTB  MNpoBoavTCs  defepanbHbIM - FOCyAapCTBEHHbIM  BlogKEeTHBIM
yYpexaeHMeM COOTBETCTBYHOLIETO  YMNOSMIHOMOYEHHOrO pefepanbHOro opraHa WCNOMHWUTEMbHOW  BRacTw,
co3faHHbIM Anst obecneyeHns CNOMHEHMS NONIHOMOYUIA 3TOrO pefiepanbHOro opraHa no Bblgave paspeLleHnin Ha
NpoBeAEeHUE KIIMHUYECKMX UCCNEL0BaHWIA NeKapCTBEHHbIX NpenapaToB v (UnK) No rocyAapCTBEHHOW perncTpaumu
neKapcTBEHHbIX NpenapaToB (anee - 3KCNepTHOE yupexaeHue).

CraTbs 16. OpraHu3sauns NpoBedeHns 9KCNepTU3bl NeKapCTBEHHbIX CPeacTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcnepTnsa NeKapCTBEHHbIX CPeAcTB NPOBOAMTCS KOMUCCUEN ISKCMEPTOB 3KCMEPTHOMO YYpeXaeHus,
Ha3Ha4YeHHOW ero pykoBOAWUTENIEM, Ha OCHOBaHMW 3afaHusi Ha MpPOBEAEHUE 3SKCMepPTU3bl NeKapCTBEHHOMO
CpeacTBa, BblAAHHOIO YMNOSIHOMOYEHHbIM heaepanbHbiM OpraHoOM WCNOSHUTENbHOW BnacTtu. PykoBoauTenb
9KCMEPTHOrO y4ypexaeHuss obecrneyvBaeT Haanexallee NpPoBeAeHMe 3KCNEPTU3bl NEeKapCTBEHHbIX CPEACTB B
COOTBETCTBUMN C 3aaHMEM, BblAAHHbIM YMNOMHOMOYEHHbLIM dhefeparibHbIM OpraHoM WUCMOSHUTENBHOW BNacTu, u
opraHmMsyeT MOArOTOBKY CBOAHOIO 3aKMYeHWUst 3TOW Komuccuu. B cocTtaB 3TOM KOMUCCUM MO PELUEHUHD
PYKOBOAUTENSI SKCMEPTHOrO YYpexaeHUst MoryT OblTb BKIOYEHbI B KAYECTBE 3KCMEPTOB nvua, He paboTarolime B
OaHHOM 3KCMEPTHOM YYPEXOEHUU, ECMN UX CeumarnbHble 3HaHUs HeoOXoauMbl Ans NPOBEAEHMUS SKCMepTM3bl U
Takne 3KCnepTbl OTCYTCTBYIOT B JAHHOM SKCMIEPTHOM YUPEXAEHUM.

2. OkcnepToM Mo MPOBEOEHUI0 3KCMEPTU3bl JIEKAPCTBEHHBIX CPEACTB SIBMNSIETCS aTTeCTOBaHHbIA paboTHUK
9KCMEPTHOTO  yUYpeXaeHus, KOTOpbli MMeeT BbiCllee MeaumumHckoe, dhapmaleBTudeckoe, Guonoruyeckoe,
BETEPUHAPHOE WUNMN XUMUYECKOoe oOpasoBaHWe M MPOBOAUT IKCMEPTU3Y JlekapCTBEHHbIX CPEACTB B MoOpsiake
NCMOSNHEHNA CBOUX AOMKHOCTHbLIX 06si3aHHOCTEN (anee - akcnepT).

3. MNpu npoBeaeHNM 3KCMePTU3bl NEKAapPCTBEHHbLIX CPEACTB 3KCMEPT HE MOXET HaXoAWUTbCS B KakoWn-nmbo
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3aBMCMMOCTM OT Nuua, Has3Ha4MBLUEro 3Ty 3KCNepTu3y, paspaboTymka NekapCTBEHHOro CpeacTBa WM OpYyrux
3aUHTEPECOBaHHbIX B pe3ynbTaTax aKCnepTusbl Nn.

4. Mpwn npoBeaeHNM 3KCNepTU3bl NIEKAPCTBEHHBIX CPeACTB He gonyckaeTcs uctpebosaTth y 3asaBuTens nubo
WHbIX §ML  MaTepuanbl, Heobxooumble AN nNpoBedeHMs aKcnepTusbl. B cnyvyae HegocTtaToOuHOCTU
npeacTaBneHHbIX AKCNepTy MaTepuanoB AfS Aayv 3aKyYeHUs 3KCnepT CTaBUT BOMPOC O NpeacTaBreHun emy
HeobXOoAMMbIX MaTepuanoB neped PykoBOAUTENEM 3JKCMEPTHOrO y4upexaeHus, KoTopbln obpawaetcs ¢
COOTBETCTBYIOLLMM 3arnpoCOM B YMOMHOMOYEHHbIV beaepanbHbIi opraH MUCNOMHUTENbHOW BRacTW, BblOABLUMN
3ajjaHMe Ha npoBedeHMe JKCNepTU3bl NEKApCTBEHHOrO CpeAacTBa. YKasaHHbll  dedepanbHbii  opraH
NCMNOMHUTENbHOW BNACcTW B TeYeHne NaTn paboyumx AHen co AHA NOCTYNNEeHNs 3anpoca PyKOBOAUTENS 3KCMEPTHOro
yypexaeHus HanpasnsdeT 3asBUTENO 3anpoc O MNPeACTaBNeHMn HeobOxooumbix matepuanoB. [aHHbI 3anpoc
MOXeT ObITb NepefdaH ynorTHOMOYEHHOMY NPEACTaBUTENIO 3asiBUTENS NMYHO NOA PacnuvCcKy, HanpaerieH No no4re
3aKa3HbIM NMMCbMOM UM NepefaH B 3NEKTPOHHON hopme Mo TeneKOMMYHMKaLMOHHBIM KaHanam cBasu. B cnyvae
HanpaBfeHNst AaHHOro 3anpoca Mo NoyTe 3aka3HblM MUCbMOM OH CYMTAETCS MOJSTYYEHHbIM MO MCTEYEHUUN LLUECTU
OHEN ¢ gaTbl HaNpaBneHUs 3akasHoro Ncbma.

(vacTb 4 B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. Bagsutenb o643aH npeactaBUTb OTBET Ha 3anpoc  YNOMHOMOYEHHOro dyedepansHOro opraHa
WCNONHUTENBHON BNAcTU B CPOK, He MpeBbILAKWNN AeBAHOCTA paboumx OHEW CO OHA €ero nosyydeHus.
YNonHOMOY€eHHbIN  dhegepanbHbil - OpraH  WUCMOMHUTENbHOW BMacTv, BblAABWIMW 3ajaHWe Ha npoBeAdeHue
3KCNepTM3bl NEeKapCTBEHHOIO CPeACTBa, B TeYeHne Natn pabounx gHen co AHS NOCTyNnfeHns OT 3asdBuTens oTBeTa
Ha QaHHbI 3anpoc HanpasnsdeT Takon OTBET B 3JKCMepTHOe yuypexaeHve. B cnyvae HenpegcrtasneHus no
ncTeveHun gessHOCTa pabounx OHen 3asiBUTENnem OTBETa Ha AaHHbIN 3anpoc YNONMHOMOYEHHbIM beaepanbHbIn
opraH UCMONMHUTENbHOW BMNAacTv, BblAABLUIMIA 3aaHWE Ha NpPOBEAEHUE 3KCMNEepTM3bl JIEKApCTBEHHOrO CPeacTBa, B
TeyeHne nNATM paboumMx [OHEW HanpaBnseT B 93KCMEPTHOE YyypexaeHue yBeJOMIIEHWE O HenpeacTaBneHun
3as8BMTENEM OTBETA Ha 3anpoc YyKa3aHHOro opraHa. Bpems co OHs HanpaBneHus 3anpoca 3KCMepTHOro
yyYpexaeHus B YNorHOMOYEHHbIN befepanbHbli OpraH UCNOMHUTENBLHOW BNAcTU 4O OHS NMOMyYEeHUst 9KCNEepPTHBIM
yypexaeHnem OTBeTa Ha 3anpoc Wiv YBEAOMIIEHMS O HEMPEACTAaBIEHNM OTBETA Ha 3anpoc He y4uTbiBaeTcs npwu
NCYMCIEHNN CpOKa NPOoBeAEeHNs AKCNepTU3bl NeKapCTBEHHOro CpeacTaa.

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

5. 3kcnepT npu nNpoBedeHVMM MOPYYEHHOW €My PYKOBOAMTENEM 3KCMEePTHOrO YYpexAeHUs 3SKCnepTu3bl
nekapCcTBEHHOro cpeacTaa 0bs3aH:

1) NpoBecTV NONHOE MccnegoBaHne NpeacTaBneHHbIX emy O6beKkToB, MaTtepuanos, gatb 060CHOBaHHOE U
OOBLEKTUBHOE 3akMnioYeHWe MO MNOCTaBfeHHbIM Neped HMM BOMpOCaM WM MOTMBMPOBAHHOE 3aKIOYeHne o
HEBO3MOXXHOCTU NPOBEAEHNSI UM 3KCMEPTU3bl NEKaPCTBEHHOIO CPeACcTBa, ECNN MOCTaBMNEHHbIE BOMPOCH! BLIXOAAT
3a npefgenbl crneuunanbHbIX 3HAHWWA 3KcnepTa, OOBEKTbl WCCnefoBaHWA M MaTepuanbl HEenpurogHbl Unu
HedOCTaTOYHbI AM1A NPOBEAEHUSA UCCNEOOBAHNIA U fa4vmM 3aKITIOYEHUs] MO0 COBPEMEHHBIN YPOBEHL Pa3BUTUS HAYKK
He NO3BONAET OTBETUTbL HA NOCTaBMIEHHbIE BOMPOCHI;

2) He pasrnawaTb CBeAeHWsl, KOTopble CTanM €My W3BECTHbl B CBSI3M C MNPOBEAEHVMEM 3KCMEPTU3bI
NeKapCTBEHHOIO CpeAcTBa, a Takke CBEAEHUS, COCTaBNALME FOCYAAPCTBEHHYHD, KOMMEPYECKYKD WM MHYHO
OXpaHAeMyto 3aKOHOM TauHy;

3) obecneunTb COXPaAHHOCTb NpeACTaBNEHHbIX OOBLEKTOB UCCNE0BaHMN U MaTepuanos.

6. JKcnepT He Brpase:

1) npoBOAMTb 9KCNEpPTU3y NEeKapCTBEHHOro cpeactsa Mo ob6paleHnio HenocpeacTBEHHO K HeMy
opraHmsaumnn unum UsnYeckmx nuu;

2) caMocTOATENLHO cobMpaTb MaTepuarnsl AN MPOBEAEHNST SKCNEPTU3bl NTEKaPCTBEHHOIO CPeacTBa;

3) npoBOAUTL 3KCNEPTU3y NEKAPCTBEHHOIO CPEACTBA B KAYECTBE HErOCY4apCTBEHHOMO 3KCnepTa.

7. B cnyyae HeobxooumocTu 3KCnepT BrpaBe XxoQaTawcTBOBaTb Nepes PYKOBOAMTENEM 3KCMEPTHOro
yyYpexaeHus o NpyBeYeHNn K MPOBEAEHNIO IKCMEPTU3bI NIEKAPCTBEHHOIO CPEeACTBA APYrMX SKCNEPTOB.

8. KaxpgbIi aKcnepT, BXOASALUA B COCTaB KOMUCCUM 3KCMEPTOB, KOTOPOW MOPYYEHO NPOBEAEHME IKCMEPTU3bI
NeKapCTBEHHOIO CPeACTBa, HE3AaBMCMMO U CaMOCTOATENBHO MPOBOAMT MCCReOoBaHWUsl, OLEHMBAET pes3ynbTarhbl,
NOMyYeHHbIE UM JIMYHO M APYrMMMK 3KcnepTamMu, 1 (OpMynupyeT BbIBOAbl OTHOCMTENBbHO NMOCTaBMNEHHbIX BONPOCOB
B NpeAenax CBOMX crneumanbHbIX 3HaHWUN.

9. PesynbTaTtbl 9KCNepTU3bl NTIEKapCTBEHHOIO CpeacTBa OMOPMIISIOTCSH 3aKIIOYEHNEM KOMUCCUMU SKCMEPTOB.
B 3aknoyeHMn KOMMCCMM 3KCMEPTOB YKa3blBAOTCA MepeyvYeHb uccrnenoBaHuii, obbem MpPOBEAEHHbIX KaXAbIM
9KCMNEepTOM UCCReAOBaHUN, YCTaHOBIEHHbIE KaXAbIM M3 HUX (hakTbl M CAernaHHble B pe3ynbTaTe MccrnegoBaHWn
BbIBOAbI. JKCNEpT, MHEHME KOTOPOro He COBMagaeT C pelleHMeM KOMUCCMU IKCMEepTOB, BNpaBe Bblpa3nTb CBOE
MHEeHMWe B NMUCbMEHHOW hOpMe, KOTOPOE NpMoBLLAEeTCs K 3aKMOYEHMIO KOMUCCUM SKCTNIEPTOB.

10. OkcnepThl, BXOASLME B COCTAB KOMUCCUM, NpeaynpexnarTcs o6 oTBETCTBEHHOCTU B COOTBETCTBUM C
3akoHoaaTtenbcTBoM Poccuiickon ®epepaumn 3a gady 3aknudeHusl, cogepkawero HeobOOCHOBaHHblE UMK
hanbcurLMpoBaHHbIE BbIBOAbI, O YEM OHW OAKOT MOAMUCKY.
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11. OnpepeneHne ypoBHsI Mpod)eCCMOHANbHOW MOArOTOBKA SKCMEPTOB WM aTTecTtaumsi MX Ha npaBo
NPOBEAEHUS  3KCMEPTU3bl  NIEKAPCTBEHHbIX CPEACTB  OCYLLECTBMASKTCA  9KCMEepPTHO-KBaNM@UKaLNOHHBLIMU
KOMUCCUAMM B MNOPsiAKe, YCTaHOBMNEHHOM COOTBETCTBYHOLUMM YMONTHOMOYEHHbIM heaepanbHbiM  OpraHoMm
WCNONHUTENBHON BNacTu. YpoOBeHb NpodeccMoHanbHOM MNOArOTOBKM 3SKCMEPTOB MOAMEXUT NepecMoTpy
YKa3aHHbIMW KOMUCCUSIMU HE peXe YeM OAMH pa3 B NATb NeT.

12. MNpaBuna npoBeaeHUsT IKCNEPTU3bl NEKAPCTBEHHbIX CPEACTB M OCOBEHHOCTU 3KCMEPTU3bl OTAENbHbIX
BVOOB fEKapCTBEHHbIX npenapaToB (pedepeHTHbIX MEeKapCTBEHHbIX NpenapaToB, BOCMPOU3BEOEHHbIX
NeKapcTBEHHbIX MpenapaToB, OMOMNorMyecknx neKkapcTBEHHbIX MpenapatoB, OuoaHanoroBbix (6uonoAo6HbIX)
nekapcTBeHHbIX npenapatoB (b6uoaHamnoros), romMeonaTUYecKUX NeKapCTBEHHbIX MpenapaTtoB, NeKapCTBEHHbIX
pacTuUTenbHbIX MpenapaToB, KOMOMHaLUNIA NeKkapCTBEHHbIX NpenapaToB), OPMbl 3aKMYEHNIN KOMUCCUM SKCNIEPTOB
yCTaHaBMNMBaKOTCA COOTBETCTBYHOLLMM YMONTHOMOYEHHbIM hbefepanbHbIM OpraHOM UCTMONHUTENBHOW BriacTu.
(vyacTtb 12 B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsn 17. lNopaya M paccMOTPEHME 3asiBIEHUSS O TOCYAapCTBEHHOW PerncTpauun neKapcTBEHHOro
npenapaTa Ans BeETepUHapHOro NpuMeHeHNs
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Ana rocygapCTBEHHOW perucTpaumu nekapCTBEeHHOro npenapata Ans BeTepuMHApHOro MnpUMEeHeHus
pa3paboTymk Takoro neKkapCTBEHHOro npenapara unmn ynoriHOMOYEHHOE UM OpYyroe puanyeckoe nuuo (ganee B
HacTosILLen cTaTbe - 3asBUTENb) MPeACTaBnseT B YMNOMHOMOYEHHbIN dedeparnbHbil OpraH WCMOMHUTENBHON
BMacTuh, OCYLLECTBMSAIOWMA rOCYAapCTBEHHYI0 PerMcTpaumio fekapCTBEHHbIX NpenapatoB AN BeTepUHapHOro
NPUMEHEHWS, B 3MEKTPOHHON dopme nnm Ha BymMakHOM HocuTene 3asiBrieHvMe O roCyAapCTBEHHOW permcrpauuv
niekapCTBEHHOro nMnpenapata [And BeTepUHapHOro nPUMMEHeHWs, a Takke B nopsgke, YCTaHOBIIEHHOM
COOTBETCTBYIOLLMM YNOMHOMOYEHHbIM hefeparnbHbiM OPraHoM WCMOSIHUTENbHOW BRacTW, B 3NEKTPOHHON dopme
nnnM Ha BymMaxxHOM HocuTerne HeobxoauMmble OOKYMEHTbI, U3 KOTOpbIX hopMmnpyeTcsi permcTpaunoHHoe AoCbe Ha
riekapCTBEHHbIV Npenapar Ans BeTepMHapHOro NpYMeHeHus.

2. B 3asBneHun o rocygapCTBEHHOW perncTpauumn nekapcTBEHHOro npenapata ANns BeTepuHapHoOro
NMPMMEHEHMS YKa3bIBalOTCS:

1) HaumeHoBaHMe 1 agpec 3asaBuTens, pa3paboTyvka M NPoOU3BOAUTENS NEeKapCTBEHHOro npenapara and
BETEPVMHAPHOIo NPUMEHEHUS U agpec MecTa OCYLLECTBMEeHUs MPOU3BOACTBA JlE€KapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIo NpUMEHeHNs (B Crydae Hanuums HECKOSbKMX yY4aCTHWMKOB Mpouecca npov3BOACTBA HEOOXOAMMO
yKasaTb KaKgoro u3 Hux);

2) HaumeHOBaHMEe IeKapCTBEHHOro mnpenapara pAfs BeTepUHapHOro MpuUMeHeHusa (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNNMPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HauMeHOBaHWs);

3) nepeyeHb AENCTBYIOLLMX M BCMIOMOraTesbHbIX BELECTB, BXOAALWMNX B COCTaB fiekapCTBEHHOro npenapara
ANs BETEPUHAPHOTO NPUMEHEHWS, C yKazaHneM KOnmyecTBa KaXaoro U3 HuX;

4) nekapcTBeHHas copma, A03UPOBKa, CNOCOObI BBEAEHNS Y MPUMEHEHWS, CPOK FOAHOCTM NIeKapCTBEHHOro
npenapaTa Ans BeTepUHapHOro NPUMEHEHWS;

5) bapmakoTepaneBTUYECKas rpynna;

6) HeobxoaAMMOCTb MPUMMEHEHNS YCKOPEHHOW npouedypbl 9KCNepTu3bl NEKapCTBEHHbIX CPEeACTB B Lensix
rocy4apCTBEHHOWN pernctpaumm nekapcTBEHHOro npenapara;

7) KOonumn JOKYMEHTOB, MOATBEPKAAIOLLMX YNnaTy rocygapCTBEHHON MOLUMMHbI:

a) 3a NpoBeAeHmne 3KCNepTM3bl KaYyecTBa NEKAapPCTBEHHOro CPeACcTBa M IKCNEPTU3bl OTHOLLEHUS OXMOAeMOn
Monb3bl K BO3MOXHOMY PUCKY MPUMEHEHMWS NeKapCTBEHHOro npenapara Ana BeTepUHapHOro NpUMeHeHUs npu ero
rocyaapCTBEHHOW perncTpauuu;

6) 3a BblAayvy permcTpaumroHHOro y4oCTOBEPEHMWS NeKkapCTBEHHOro npenapara;

8) Hanunumne cornacus, NpedyCcMOTPEHHOro YacTbl 7 HacTosWwew cTtaTbW, ecnv C MOMEeHTa permcrpauuu
pedepeHTHOro NekapCcTBEHHOro nNpenapara Ans BeTepUHapHOro NPpMMEHEeHNS MPOLLIO MeHee YeM LIecCTb feT.

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

3. PeructpaumoHHoe [OCbe B LENAX 3IKCNepTusbl fekapCTBEHHOro npenapata Ansi BeTepuUHapHOro
npMMeHeHns OPMUPYETCS U3 CNEAYIOWMX JOKYMEHTOB:

1) KOonNus AOKYMeHTa Ha PYCCKOM $i3blke, BblJAHHOMO KOMMETEHTHbIM OpraHoM CTpaHbl MPOU3BOANUTENS ANA
Ka>kgon nNpOW3BOACTBEHHON MIIOLWAAKM PEerncTpupyemMoro InekapCTBEHHOro npenapata And BeTepuHapHOro
nNpMMeHeHus (B TOM yucrne Ans npoussogutens gapmaueBTUYecKkon cybcTaHumn), 3aBEPEHHOIO B YCTAHOBIEHHOM
nopsigke u NOATBEPKAAIOLLEro COOTBETCTBME NPOU3BOAMNTENSA PErMCTPUMPYEMOrO fieKapCTBEHHOMO npenaparta Ans
BETEPUHAPHOIO MpUMeEHeHMA TpeboBaHMAM MNpaBun Haanexallen npou3BOACTBEHHOW NPaKTUKM, NMBO Konwus
NMUEH3UM Ha NPOU3BOACTBO NEKapCTBEHHbIX CPeacTB AN BETepMHapHOro NPUMEHEHWs A POCCUMMCKUX
npoussoauTenew;
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2) Konusi 3aKMYeHUss 0 COOTBETCTBMM MPOM3BOAUTENS NEKapCTBEHHOro npenaparta Ans BeTepuHapHOro
npuMeHeHns TpeboBaHUAM nNpaBun Hagnexallen npou3BOACTBEHHOMW MPAKTUKW, BbIAAHHOMO YNONTHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMOMHUTENBHOW BNAcTW AN KaXAoW MPOU3BOACTBEHHOW MMAOLWAAKM PErncTpupyemMoro
NekapCTBEHHOro Mpenapata QAns  BETEpVMHApPHOro MpuvMeHeHuMs (B TOM u4ucne and  npoussBoguTens
hapmaLeBTMHECKON CyOCTaHUMM), NMbO KOMUS §MUEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbBIX CPeAcTB Ans
BETEPMHAPHOIO MPUMEHEHMNS Asi POCCUINCKMUX NPOU3BOANTENEN;

3) NPOeKT HOPMAaTUBHOIO JOKYMEHTA Ha NeKapCTBEHHbIV Npenapart Afs BETEPMHAPHOIO NPUMEHEHNS;

4) [OOKYMEHT, coAepxawun cnegylowyl wuHdbopMaumio o0 dapmaueBTUYecKon cybcTaHuum  unm
dapmMaLeBTUYECKUX CYOCTaHUMAX, BXOASLWMX B COCTAB NeKapCTBEHHOro mnpenapaTta pAns BeTepuHapHOro
NpUMeEHeHNs:

a) HaMMeHoBaHue (bapMaLleBTUYECKOM CybCTaHUUN, ee CTPYKTypa, obLLme CBONCTRA;

©) HanmeHoBaHWe 1 agpec NpomM3BoaUTENS;

B) TEXHOMOrnsi NpoM3BOACTBA C ONMCaHWeM CTaaui NpoM3BOACTBA M METOAO0B KOHTPOMS Ha BCEX CTaausix
NpOu3BOACTBA;

r) MHcbopmauusi 0 NPUMECSX;

4) cneundukaumnsa Ha papmMaleBTUYECKYH0 CYOCTaHLNIO;

€) onncaHve MeToAMK KOHTPOIS Ka4ecTBa;

X) pesynbTaTbl aHanusa cepuin apmaveBTUYECKON cybcTaHuuw;

3) nepeyeHb CTaHAApTHbIX OOpas3uOB MMM BELLECTB, MCMONb3YEMbIX MNPU OCYLLECTBIIEHUU KOHTPOSIS
KayecTBa;

W) OnNucaHne xapakTepuCTUK U CBOMCTB YNaKOBOYHbIX MaTepuasnoB U YKYMOPOUYHbIX CPEACTB;

K) faHHble 0 cTabunbHOCTY;

n) CPOK roOHOCTU, YCIOBMS XPaAHEHWS;

5) oTyeT 0 pesynbTatax OOKIMUHUYECKOrO UCCNEeaoBaHWS NEKapCTBEHHOro cpeactsa Ans BETEPUHAPHOro
NpUMeEHeHNs;

6) oTyeT O pesynbTaTax KIMHWUYECKOro WUCCRefoBaHUs NeKapCTBEHHOro npenaparta Anis BeTEepUHApHOro
NPUMEHEHMS Y KaXXO0ro BUAa XXMBOTHbIX, YKa3aHHbIX B MHCTPYKLMKN MO BETEPUHAPHOMY MPUMEHEHWUIO;

7) NpPOEKT WHCTPYKUMM MO BETEepMHapHOMY MPUMMEHEHWUIO IEKApCTBEHHOro Mpenapara, copepXalien
cnepywLine ceeaeHus:

a) HaMMeHOBaHWe IeKapCTBEHHOro MpenapaTta [Afs BETEPUHApPHOrO MpuUMeHeHus (MexayHapogHoe
HenaTeHTOBaHHOE, UNW PYNNMPOBOYHOE, UMM XMMNYECKOE U TOPrOBOE HAUMEHOBAHWSA);

©0) nekapcTBeHHasa hopma C yka3zaHMEM HaMMEHOBAHWUI N KONMYECTBEHHOIO COCTaBa AENCTBYHOLLMX BELLECTB
N Ka4eCTBEHHOIO COCTaBa BCMOMOraTenbHbIX BELLECTB;

B) ONMCaHWe BHELLHEro B1uaa NekapCTBEHHOro npenapara aAnsg BeTepUHapHOro NpUMeHeHus;

r) dhapmakoTepaneBTMyeckas rpynna JfiekapCTBEHHOro npernapaTta Ang BeTEPUHAPHOro MPUMEHEHUs Unm
yKkasaHue "romeonaTu4eckuii iekapcTBeHHbIN npenapaTt”;

4) dapmakoguHamuka U dapMakoKMHeTUKa (3a UCKMHYEHMEM (apMaKOKMHETUMKU ToOMeOonaTUu4eckux
NneKapCTBEHHbIX NMpenapaToB U pacTUTESNbHbIX NIEKAPCTBEHHBLIX NPenapaToB) Uy onncaHme UMMyHOBMONOrMYECKNX
CBOWICTB JIEKAapCTBEHHOrO NpenaparTa;

€) NnokasaHusa onsa NPUMEHEHUS;

) NpOTUBOMNOKa3aHUSA Ansi NPUMEHEHNS;

3) Mepbl NPEAOCTOPOXHOCTY NPY NPUMEHEHWN;

N) yKkasaHue BO3MOXHOCTU U OCOOEHHOCTEN NPUMEHEHUST Y DEPEMEHHBIX XUBOTHBIX, Y XXMBOTHbLIX B Nepuog
naktaumu, y NnoOTOMCTBa XUBOTHbIX;

K) pexum [03MpoBaHus, Cnocob BBeAEHWS W NPUMEHEHUs, npu HeobxoouMMoCTM Bpemsa npuema
NeKapCTBEHHOro npenapara Ansi BEeTEPMHAPHOIO NMPUMEHEHUS, MPOAOCIHKUTENBHOCTb NIEYEHUS;

n) BO3MOXHble MOGOYHbIE [AEWCTBUS, HEXenaTerbHble peakuMu Mpu  MNPUMEHEHUU JIEKAapPCTBEHHOTO
npenapaTta 4ns BEeTePUHAPHOro NPUMEHEHNS;

M) CUMMTOMbI NEPEeAO3POBKA, MEPLI MO OKa3aHUI0 MOMOLLM NPY NEPEAO3NPOBKE;

H) B3aMMOOEWNCTBUE C APYrMMY NEKapCTBEHHBbIMW NpenapatamMu 1 (Unun) KopMmamu;

0) bopMbl BbINycKa NekapCTBEHHOIO Npenapara Ans BETEPUHAPHOIo NPpUMEHEHUS;

n) vykasaHue (Npu HeobGxoguMMocTn) ocobeHHOCTEW OeNCTBUS JIEKAPCTBEHHOro npenapaTta Aans
BETEPMHAPHOIO MPUMEHEHMS MPU NEPBOM NPUEME UIN MPU EFO OTMEHE;

p) onucaHue (Npu HeoOXOAMMOCTU) OEWCTBUA BETEPMHAPHOIO Bpayva (BeTepuHapHoro denbalepa), MHOro
crneumanucta B obrnacti BeTepuHapun, BnagernbLa XXMBOTHOMO Npu Nponycke npuema OAHOW UMM HECKOMbKUX 403
NeKapCTBEHHOro npenapara Ansi BeTepUHapHOro NpUMEHEHNS;
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C) CpPOK rogHOCTM W yKasaHue Ha 3anpeT NpMMEHEeHWs neKapCTBEHHOro npenaparta Ans BeTepuHapHOro
NPUMEHEHUS MO UCTEYEHNU CPOKa roHOCTMH;

T) YCMOBUWSA XpaHEeHUs;

y) yKasaHvne Ha HeobxoaAMMOCTb XPaHEeHWUs NeKapCTBEHHOro npenapara Ans BeTEPUHapPHOro NpUMEHEHNs B
MecTax, HeAOCTYNHbIX AN AeTen;

@) ykasaHue (NpM HeobBXoAMMOCTM) crneumanbHbIX Mep NPegoCTOPOXKHOCTU  MNPU  YHUHTOXEHMM
HeMcnonb30BaHHbIX NEKapCTBEHHbIX NpenapaToB 4118 BETEPMHAPHOIO NPUMEHEHUS;

X) CPOKM BO3MOXHOIO MCMOMb30BaHWS MPOOYKLUM KUBOTHOrO MPOUCXOXKOEHUS NOCMe BBEOEHUS XUBOTHOMY
nekapCcTBEHHOro npenaparta Ans BeTeprHapHOro NpMMeHeHus:;

L) YCrioBus OTNYCKa;

4) HaMMeHOBaHWA 1 agpeca NPON3BOACTBEHHbIX MOLLAA0K MPOM3BOANTENS NeKapCTBEHHOro npenapara ans
BETEPUHAPHOTIO MPUMEHEHUS;

W) HaMMeHoBaHMe, agpec  OpraHuM3auuu, YMONHOMOYEHHOW  AepXaTenem  Wnu  Briagenbuem
perncTpaumMoHHOro YAOCTOBEPEHMS NTeKapCTBEHHOIO NpenapaTa Ha NPUHATME NPeTeH3ni oT noTpebuTens;

8) MpoekTbl MakeTOB NEPBWYHOM YNAKOBKA WM BTOPWMYHOW YMNakOBKM feKapCTBEHHOro npenapata Ans
BETEPMHAPHOIO MPUMEHEHUS;

9) cneayowmne cBeAeHNs O NekapCTBEHHOM npenapaTte Ans BETePUHAPHOro NPpUMEHeHUs:

a) onncaHve 1 cocTas NeKapCTBEHHOro npenapaTa Ansg BETEPUHapHOro NpMMeEHeHus;

©) onncaHne apmaveBTndeckon paspaboTku;

B) onMcaHune npouecca NponsBoACTBa U ero KOHTPOns;

r) onNMcaHne KOHTPOIS KPUTUYECKMX CTaAUM NPON3BOACTBA M MPOMEXYTOYHOW NPOAYKUMM;

A) HaMMeHoBaHuNs 1 agpeca pa3paboTyvka, gepxartens unu Bnagenbla perncTpaunoHHOro yaoCcToBepeHus
nekapcTBEHHOro npenapara, NPOV3BOACTBEHHbLIX NMOLWAA0K MPOU3BOAUTENS JfeKapCTBEHHOro npenapara Ans
BETEPUHAPHOIO MPUMEHEHUS;

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

e) dhapmaLeBTUYeCKas COBMECTUMOCTb;

X) MUKpoBuonormyeckne xapakTepucTmkuy;

3) MaTepuanbHbIn 6anaHc Ans Npou3BoaCcTBa CEPUN FOTOBOMO NPOAYKTa;

1) onMcaHne xapakTepUCTUK N CBOMCTB YNaKoOBOYHbIX MaTepPUarnos N YKYNOPOYHbIX CPEACTB;

K) OOKyMeHTanbHoe nogTreepxaeHve (Banngaums) npoueccos v (MNn) UX OLUeHKa;

n) TpeboBaHNs K Ka4eCTBY BCMOMOraTenbHbIX BELeCTB (cepTudmkaT, cneuudurkaums Ha BCNOMoraTerbHble
BeLlecTBa n nx obocHoBaHume);

M) aHanuTU4yeckne MeToAMKWU, UCNONb3yeMble NMPU OCYLLECTBIIEHUN KOHTPOMS KayecTBa BCroMoraTesbHbIX
BELLECTB;

H) [OKyMeHTarnbHOe noATBepXAeHue (Banuaauusa) aHanuTU4eckux MeToaMK, WCMOMb3yeMblX Mpu
OCYLLECTBIMEHUN KOHTPOISA Ka4yecTBa BCMOMOraTerbHbIX BELLECTB;

0) wHdopmauma 06 UCMonb30BaHWM  BCMOMOraTeNnbHbIX BELLeCTB 4erloBEYEeCKOro U XMBOTHOTO
NPOUCXOXAEHNS;

n) uHdopmaums o6 NCNoNbL30BaHMN HOBbLIX BCMIOMOraTernbHbIX BELLECTB;

p) TpeboBaHMA K Ka4yecTBy fekapCTBEHHOro npenapata Ans BeTepuMHapHOro npuMeHeHus (cepTtudpmkar,
cneundukaLmsa Ha NekapcTBEHHbIN NpenapaT n Ux 060CHOBaHMeE);

C) aHanuMTuyeckne MeTOAMKM, UCMOMb3yeMble MpPU OCYLLECTBIIEHUW KOHTPONSA KavyecTBa NeKapCTBEHHOro
npenapaTa Ans BETePUHapHOro NpMMeHeHus;

T) [OKYMeHTanbHoe TMOATBEPXAEHNE (Banupauus) aHanuTUYecKUX MeTOoAMK, WCMOoNb3yeMbiX npwu
OCYLLECTBIEHUN KOHTPOISA Ka4yecTBa NeKapCTBEHHOro npenaparta Ans BeTepuHapHOro NpuMeHeHus;

y) DOOKYMEHT, NOATBEPXKAAIOWMIA KayeCTBO JleKapCTBEHHOro npenaparta Tpex MPOMbILWNEHHbIX Ccepui
(npoTokon aHanusa unu cepTudukaT aHanu3a), ogHa cepusi KOTOpPOro AofkHa coBnagaTb C cepuel obpasua
nekapcTBEHHOro rnpenapaTta, NoAaHHOro Ha perucTpaumio;

&) xapakTepucTuka npumecen;

X) nepevyeHb CTaHOapTHbIX 0OpPas3LoB, MWCMOMb3yeMblX MNPW  OCYLLECTBEHWM KOHTPONS KavecTBa
nekapCTBEHHOro npenaparta Ans BETepUHapHOro NpuMeHeHus;

L) AaHHble O CTabunbHOCTM NEKapCTBEHHOIO NpenapaTa AN BETEPUHapHOro NPUMEHEHNS;

10) konusa OOKyMeHTa, coaepXallero MHgopMauuio O Hannuum unm ob oTcyTCcTBUM (DaKTOB perncrpauun
nekapCcTBEHHOro npenaparta Ans BeTepnHapHOro npumMeHeHmns 3a npegenamu Poccuinckon ®egepaunu;

11) cornacve B NMCbMEHHOM OpMe, NPedyCMOTPEHHOEe 4acTbio 7 HaCTosWeW cTatbu, B Cchnydae
permcTpaumm BOCNpon3BeJeHHOro NekapCTBEHHOro npenapara;

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

12) Konua OOKYMEHTa Ha PYCCKOM A3blke, 3aBEPEHHOro B YCTAHOBEHHOM MOpSAKe W MOATBEMKAANOLLErO

NPaBOMOYHOCTb 3asiBNIEHUS O rOCy4apCTBEHHOM permcTpauuu fekapcTBEHHOro npenapata ansg BeTepUHApHOro
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NPUMEHEHMS (OOBEPEHHOCTD).

4. Tpn npoBegeHNM YCKOPEHHON Npouenypbl 3KCNepTu3bl NIEKAPCTBEHHOro npenapara Afis BeTepuHapHoro
NMPUMEHEHMS B LeNsAX ero rocygapCTBEHHON pernctpaunm MoXeT NpeacTaBnaTbcs MHpopmauusi, MonydeHHasa npu
NPOBEAEHUN KITMHNYECKUX UCCNESOBAHWI NeKapCTBEHHOro npenapara u onybnvkoBaHHas B CneunanManpoBaHHbIX
neyaTHbIX M3OaHWsX, a Takke [AOKYMEHTbl, cogepXalwue pesynbTaTbl MCCneaoBaHus OVOSKBMBANEHTHOCTU
nekapCcTBEHHOro npenaparta Ans BeTeprHapHOro NpMMeHeHMs.

5. Ha akcnepTusy pasnuyHbIX NekapcTBEHHbIX (hOPM O4HOMO M TOrO Xe NeKkapCTBEHHOro npenapaTta ans
BETEPMHAPHOIO NPUMEHEHWUs 3asiBUTENb NpeacTaBnseT OTAerbHble 3asBMeHUs U PermcTpaunoHHble AOCbe Ha
Kaxxayto nekapcTBeHHyto ¢opmy. lNpu ycrnoBum ogHOBPEMEHHOW MOAAyvM Ha 3IKCMEpPTM3Y OAHOW NEeKapCTBEHHOM
¢OpMbl C pasnUYHbBIMKM OO3MPOBKOW, KOHLUEHTpauuen, obbemMom 3asiBuTENb NpeacTaBnsieT OA4HO 3asBIieHuEe U
perucTpaumMoHHOE [OCbe C MPUIIOXKEHMEM MAaKETOB YMAKOBOK Ha KaXKOyl OO3MPOBKY, KaXKOYH KOHLEHTpauuio,
KaxxabIl 00BbEM 1 KaXJoe KONMYecTBO 03 B yMaKoBKe.

6. 3asBuTenb BNpaBe NpPeacTaBnUTb MO COOCTBEHHOW MHMLMATMBE BMECTE C 3asiBNIEHMEM O rocygapCTBEHHOM
permctpaumMm nekapcTBEHHOro mnpenapaTta Ans BeTepuMHApHOro MPUMEHEHUS [OKYMEHTbI, MNoATBepXaatoline
ynnaTy rocygapCTBEHHOW MOLUMMHbI M yKa3aHHble B MyHKTE 7 4acTu 2 HacTosiwewn cratbu. B cnydae wux
HenpeacTaBneHnsl COOTBETCTBYHOLUUA  YNOMHOMOYEHHbIM  deaepanbHbIl - OpraH  UCMOMNHUTENbHOW  BRactu
nposepsieT hakT ynnaTbl 3asBMTENEM rocyaapCTBEHHON NOLWNMHBLI NOCPEACTBOM MCMOMb30BaHMA UHopMaumm ob
ynnaTe rocygapCTBEHHOM MOLWMMWHbI, codepxalencs B [ocyaapCTBEHHOW WHAOPMAUMOHHOW cucteme o
rocy4apCTBEHHbIX U MyHULIMNAMbHbIX NraTexax, Ha OCHOBaHUWN NpeACTaBMNEHHbIX 3asiBUTENEM KON JOKYMEHTOB,
noATBePXKAaLWUX ynnaTy rocygapCTBEHHOM NOLUSNHbI.

7. He pgonyckaeTcs ncnonb3oBaHMe B KOMMEPYECKUX Lensax uHdopmaumm o pesynbTatax AOKIMHUYECKNX
NCCreoBaHUM  NEeKapCTBEHHbIX CPeACTB W KIUMHWYECKMX WCCMEeQOBaHUM NeKapCTBEHHbIX NpenapatoB Ans
BETEPMHAPHOIO NMPUMEHEHUS, NPEACTABIEHHON 3asBUTENEM AN rOCYAapCTBEHHOW perncrpaummn nekapcrBeHHbIX
npenapaToB, 0e3 ero cornacusi B TeYeHMe LeCTU fneT C AaTbl rocyaapCTBEHHOW peructpaunn pedepeHTHOro
nekapcTBeHHoro npenapata B Poccunckon ®egepaumn.

Cratba 18. lNogaya u paccMOTpeHue 3asBneHWss O rOCYAapCTBEHHOW peructpauum IekapCTBEHHOro
npenapaTa Ans MegMuUUHCKOro NpUMeEHeHUs
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. Ona rocygapCTBEHHOW permctpauumn IekapCTBEHHOro npenapata Aansg MegULUHCKOrO NpUMEHeHus
lopugnyeckoe nuuo, AencTeylolwee B COBCTBEHHBIX MHTEpPEecax WM YNofHOMOYEHHOEe MPeACTaBnsATb WUHTEpECHI
OpYroro puaMyeckoro nvua v 3agdBnsiollee fnekapcTBeHHbIM npenapaT Ha rocygapCTBEHHYH perncrpaumio
(Danee B HacToslleW cTaTbe - 3asaBUTENb), MNpPeAcTaBnseT B YNONHOMOYEHHbIN bedepanbHbli  opraH
WCNONHUTENBHOW BracTW, OCYLUECTBNSAIOLWMIA rocygapCTBEHHYIO pPerncTpaumio nekapCTBEHHbIX npenapartoB Ans
MEOMULMHCKOrO NMPUMEHEHWS, B 3NEKTPOHHON hopMe M Ha ByMaKHOM HOCUTEeNe 3asBIieHWe O rocyLapCTBEHHOM
perncTpaumm nekapcTBeHHOro npenapara Ans MeauvUMHCKOro NpUMeHeHns, a Takke B nopsiake, yCTaHOBNEHHOM
YNONTHOMOYEHHbIM doeieparnbHbiM OpraHoM WCMNONHUTENbHOW BRacTW, B 3MEKTPOHHOW dopMe M Ha BymakHOM
HocuTene HeobXoOuMble OOKYMEHTbI, U3 KOTOPbIX (POPMUPYETCH PEerMcTpauMoHHOE O0Cbe Ha JeKapCTBEHHbIV
npenapaT 418 MeAULMHCKOro NPUMEHEHMS.

(vacTb 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. B 3aaBneHnn o rocygapCTBEHHOW perucTpauumn rfekapCcTBEHHOro npenapata Ans MeOULUHCKOro
NPUMEHEHNS YKa3bIBaOTCS:

1) HanmeHoBaHWe 1 agpec 3asBUTENA U NPOU3BOAUTENS NEeKapCTBEHHOro npenapata Ang MeauuuHCKOro
npUMEHeHUs 1 apec MecTa OCYLLeCTBMEeHUs ero NPou3BOACTBa (B Criydyae Hanmyus HECKOSbKUX Y4aCTHUKOB
npouecca Npou3BOACTBa HEOOXOAUMO yKasaTb KakAOro y4aCTHUKa B COOTBETCTBUM C OCYLLECTBIISAEMON CTaguen
npov3BoACTBa);

2) HaumeHOBaHMEe fekapCcTBEHHOro npenapata [gns  MeauUMHCKOro MpuMeHeHus (MexayHapopHoe
HenaTeHToBaHHOe, UNK rPyNNMPOBOYHOE, UNU XMMUYECKOE N TOProBOE HaUMEHOBAHWS);

3) nepeyeHb OENCTBYIOLLMX U BCOMOraTeNbHbIX BELLECTB, BXOASILLMX B COCTaB JIEKAPCTBEHHOrO npenapaTa
AN MeQULMHCKOrO MPUMEHEHMS, C YKa3aHNEM KONMYECTBA KaXKA0ro U3 HUX;

4) nekapcTBeHHasa opma, LO3MPOBKA, CNOCOObLI BBEAEHUSA U NMPUMEHEHUS, CPOK FOOAHOCTU NIEKAPCTBEHHOIO
npenapaTta ans MeguuMHCKOro NpUMEHEHUS;

5) apmakoTepaneBTuyeckas rpynna, Kog aHaTOMO-TEpaneBTMYECKO-XMMUYECKON Krnaccudukaumm,
pekomeHAoBaHHOW BcemupHOW opraHusaumen 30paBoOOXpPaHEHUs, 3asiBNnsemMble MokasaHus Ans npuMeHeHus
NneKkapcTBEHHOro npenapaTa Angd MeauumnHCKOro NPUMeHeHus;

6) oTcyTcTBME HEOOXOOUMOCTW NPeAOCTaBMeHMs OT4yeTa O pesynbTaTax KIMHUYECKOrO WCCrefoBaHus,
nccnenoBaHust OGMOSKBMBANEHTHOCTM  NIEKAPCTBEHHOrO npenapata, paspelleHHoro Anst  MeaULUHCKOro
npumeHeHus B Poccuickonn ®enepauun bonee pBapuaTtv feT, C yKasaHMEM HOPMATMBHbLIX NMPAaBOBLIX AKTOB,
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noATBEPXKAAKLWUX AaHHbIN CPOK NPUMEHEHNS;

7) HeobGxoaMMoCcTb OOpMITEHUS pa3pelleHns Ha BBO3 B Poccuiickyio deagepaumtio KOHKPETHOW napTum
3aperucTpupoBaHHbIX W (UNW) He3aperMcTPUpPOBaHHbLIX JIEKAPCTBEHHbIX CPeAcTB, MNpeAHa3HayeHHbIX AOns
npoBeaeHUs 3KCNepPTU3bl NTEKApPCTBEHHbIX CPEACTB B LIeNAX rocyaapCTBEHHOWN perncrpaumy;

8) HeobxooMMOCTb MpOBEAEHUs SKCNepTu3bl [OOKYMEHTOB, MPEeACTaBfeHHbIX Afs  onpeaeneHus
BO3MOXHOCTWU paccMaTpuBaTth NEKapCTBEHHbIM npenapaTt And MegUUUHCKOrOo MPUMEHEHUSI NMpU OCYLLECTBIEHUN
rocyfapCTBEHHOW perncrpaumm B kayectse opdaHHOro fekapcTBEHHOro npenapara;

9) HeobGXoAMMOCTb NPUMEHEHUS YCKOPEHHOW Mpoueaypbl 3KCNepTu3bl NEKapCTBEHHbIX CPeAcTB B LEnsax
rocyfapCTBEHHOW perucTpalmm nekapcTBEHHOro npenapaTa;

10) KoMK JOKYMEHTOB, NOATBEPXKAAKLLUMNX YyNNaTy rocygapCTBEHHON NOLUIUHBI:

a) 3a npoBedeHVWe IKCMepTu3bl [OOKYMEHTOB, MpeACTaBfeHHbIX AN OnpederneHnss BO3MOXHOCTU
paccMmatpuBaTb  NeKkapCTBEHHbIM  npenapaTr Ans  MeOUUMHCKOro  MPUMEHEHUs  MNpU  OCYLLEeCTBEeHUU
rocygapCTBEeHHOW perncrTpaumm B kayectse opdraHHOro fiekapcTBEHHOro npenapara;

0) 3a NpoBeaeHne IKCNepTM3bl KAYECTBA JIEKAPCTBEHHOIO CPEACTBA M SKCNEPTM3bl OTHOLLEHUSA OXUOAeMOWn
nomnb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS FeKapCTBEHHOro npenapaTa, paspeLlleHHOoro Ans MeauuUUHCKOro
npumeHeHnsa B Poccunckon ®depepaumn ©Gonee p[Baguatu neT, NpuU  OCYLLECTBIEHUN TOCYOapCTBEHHOM
perncrpaumm nekapcTBEHHOro npenapara;

B) 3a NpoBeAEeHNE IKCNEPTU3bl KayecTBa fIEKAPCTBEHHOrO CPEeACTBA U 3KCNEPTU3bl OTHOLLEHNSA OXMAAeMOWn
Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro npenapara Ansg MeguuUHCKOro NpUMEHEHUs npu ero
rocygapCTBEHHOWN permctpaumu;

r) 3a NpoBeAEHME IKCMEPTM3bl KayecTBa NEKAPCTBEHHOrO CpeacTBa U 9KCMEPTU3bl OTHOLLEHUS OXMOaemMomn
Nnomnb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS NeKapCTBEHHOro npenapara Ans MeauUMHCKOro MpUMEHEHWs, B
OTHOLLEHMN KOTOPOro npoBeAeHbl MEeXAyHapOAHble MHOFOLEHTPOBbIE KIUMHUYECKUE WCCRedoBaHud, 4acTb U3
KoTopbIXx npoBefjeHa B Poccunckon ®egepauun, nNpyv  OCYLLECTBMEHUMM [OCYAApPCTBEHHOW perucrpaumm
nekapcTBeHHOro npenapara;

11) Hanuune cormacus Npou3BOAUTENs NEeKapCTBEHHOro npenapara, MNpPOM3BOACTBO  KOTOPOro
ocyulecTsnsieTcs 3a npegenamu Poccunckon ®epepauun, Ha NpoBegeHUE UHCNEKTMPOBAHMSA NPOU3BOAMTENS Ha
cooTBeTCTBME TpeboBaHMAM NpaBui Haanexatlen NPon3BOLCTBEHHON MPaKTUKK;

12) Hanuume cornacusi, NPegyCMOTPEHHOro YacTblo 18 HacTosLLeln cTaTbu;

13) ykasaHve BMAa neKapCTBEHHOro npenapara, MPeACTaBMEHHOro Ha perucrtpaumio (pedepeHTHbIN
nekapCTBEHHbIN npenapaT, BOCMPOU3BEAEHHbIV feKapCTBEHHbIN npenapaTt, OGuonornyeckuin nekapCcTBEHHbIN
npenapat, OuoaHanoroBbin (6UONOAOGHKIN) nEeKapCTBEHHbIM npenapaTt (OuoaHanor), romeonaTuyeckui
nekapcTBeHHbIN npenapaT, NekapcTBEHHbIN pacTUTENbHbLIN Npenapar).

(4acTb 2 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PernctpaumoHHoe [Jocbe Ha NeKapCTBEHHbIM npenapaT Ans  MeguuUUHCKOro  NpUMeHeHUst
npepocTaBnseTcs B opme 0OLLEro TEXHNYECKOTO AOKYMEHTA.
(4acTtb 3 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Pazgen AOKYyMEeHTaLMn agMUHUCTPATMBHOIO Xxapakrepa BKIo4aeT B cebs:

1) 3aaBneHne O TrOCygapCTBEHHOW perncTpaumm IekapCTBEHHOro npenapata  Ans  MeguuUHCKOro
NPUMEHEHWS B 9MNEKTPOHHOW (hopmMe 1 Ha BymMaxkHOM HocuTene;

2) KOMUIO OOKYMEHTa Ha PYCCKOM $13blKe, 3aBEPEHHOro B YCTAHOBMEHHOM MOPSAKE W NogTBEpXKAatoLLero
NPaBOMOYHOCTb 3asdABUTENSA NOAaBaTb 3asdABMEHME O rocyAapCTBEHHOM perucrpaumm nekapCTBEHHOro npenapara
4N MeguLMHCKOro NpUMEHEHUs (OBEPEHHOCTD);

3) KonNuio NUUEH3UN Ha NPOU3BOACTBO FNEKapCTBEHHbLIX CPEACTB MW KOMUKO 3aKNioYeHUs O COOTBETCTBUU
npou3BoauTenNst NeKapCTBEHHbIX CpeacTB TpeboBaHWAM npaBun Haanexallen MNpou3BOLCTBEHHOW MPaKTUKK,
BblJaHHble YNOMHOMOYEHHbIM defepanbHbIM OpraHOM UCMOMHUTENBHOW BNacTu, B criyyae, ecnu npounsBoaCcTBO
nekapcTBeHHOro npenapara ocyllectsnseTca B Poccunckon ®egepauun;

4) KonNuIo BbIJAHHOW YMNOMHOMOYEHHBIM OPraHOM CTpaHbl MPOM3BOAUTENSA MULEH3MM Ha MPOM3BOACTBO
nekapcTBEHHOro npenapaTta U ee NepeBof Ha PYCCKUMN £3blK, 3aBEPEHHble B YCTaHOBNEHHOM NOpSKe, U KOMuio
3aKIIOYEHNST O COOTBETCTBUM MNPOU3BOAMTENS FNEKapCTBEHHbLIX CpeacTB TpeboBaHMAM MpaBun Hagnexailen
NPOV3BOACTBEHHOW MPAKTUKW, BbIAAHHOTO YNOJTHOMOYEHHbLIM dhedepanbHbiM OpraHOM MCMOMHUTENbHOW BacTu, B
cryyae, ecnvM MNpOM3BOACTBO fEKApCTBEHHOIO npenaparta ocyllecTBhnseTcda 3a npegenamu Poccuiickon
depepauymuy;

5) NpPOEeKT WHCTPYKUMM MO MEOULUMHCKOMY TMPUMEHEHUIO JIeKapCTBEHHOro npenaparta, coepXailen
crnegywoLine ceegeHus:

a) HaumeHoBaHWe fnekapcTBEHHOro npenapara (MexayHapoaHoe HenaTeHTOBaHHOe, UMW rpynnMpoBOYHOE,
UNU XMMUYECKoe N TOProBoe HaMMeHOBaHUS);

©0) nekapcTBeHHasn popma C ykazaHMeM HauMeHOBaHWI U KONMYECTBEHHOMO COCTaBa AENCTBYOLLMX BELLECTB
M Ka4yeCTBEHHOro CcocTaBa BCMOMOraTesnbHbIX BellecTB (MpuM HeobXoAMMOCTM KONMYECTBEHHOTO COCTaBa
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BCMOMOraTerbHbIX BELLECTB);

B) OMMCaHne BHELUHEro BMAa JIEKapCTBEHHOIO nNpenapara AN MeAMLMHCKOIro NpUMEHeEHMS;

r) m3mKo-xmmMm4eckne CBONCTBA (Ans pagnogapmaLeBTUYECKMX NTEKapCTBEHHbIX MpenapaToB);

) dbapmakoTepaneBTMYecKas rpynna, Ko nekapcTBEHHOro npenapata Ang MeguuuHCKOro NpUMeHeHns no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudumkalmm,  pekomeHgoBaHHoOW  BcemwupHon  opraHusauuven
3[4paBoOXpaHeHNs], UK YKka3aHue "romeonaTnMyeckuin nekapCTBEHHbIV npenapat”;

e) dapmakognHammka U papMakokMHeTMka (3a WCKNoveHneM (apMakoKMHETUMKN roOMeonaTuyecknx
NeKapcTBEHHbIX MpenapaToB U pacTUTENbHbIX NeKapCTBEHHbIX NpenapaTos);

) NoKasaHus Ans NnpuMMeHeHus;

3) NPOTMBOMNOKa3aHus A5 MPUMEHEHUS;

1) Mepbl NPeAOCTOPOXHOCTM NPU NMPUMEHEHNM;

K) yKasaHWe BO3MOXHOCTU U OCODEHHOCTEW NMPUMEHEHUsI NEKapCTBEHHOro npenapara ans MeauuMHCKOro
NPUMEHEHNs1 6epPEMEHHBIMU XEHLLMHAMM, XEHLLMHAMWN B NEPUOL rPYAHOrO0 BCKapMMBaHWS, AETbMU, B3POCIbIMY,
UMEILLUMUN XpOHMYeCcKue 3aboneBaHus;

n) pexum [O03upoBaHus, cnocobbl BBEAEHUA W MNPUMEHEHWs, Npu HeobXOAMMOCTM BpeMmsi npuema
nekapcTBEHHOro npenapara Anst MEAULMHCKOrO NPUMEHEHNs1, NPOOOIMKUTENBHOCTb NeYeHnst, B TOM Yucne y geTen
00 1 nocne 0aHOro roaa;

M) BO3MOXHbIE HEXenaTernbHble peakumm Npyu NpUMEHEHM NeKapCTBEHHOro npenapara gns MeguumMHCKOro
NpUMeEHEHNS;

H) CUMNTOMbI NEPeO3NPOBKU, MEPLI MO OKa3aHWI NOMOLLM NpY Nepeso3npPOBKE;

0) B3aMMOAENCTBME C OPYTUMW NeKapCTBEHHbIMU NpenapaTamu 1 (Mn1) NUMLEeBbIMU NPOAYKTamMu;

n) dopMbl BbIMycKa NIEKapCTBEHHOIO Npenapara;

p) ykasaHue (npu HeobxoammocTn) ocobeHHOCTEN AENCTBUSA NIEKAapCTBEHHOro npenapara Anst Me4ULUHCKOro
NPUMEHEHWS MpU NEPBOM NPUEME UIN MPU EFO OTMEHE;

C) onucaHue (Npu HeobxoaMMOCTUN) AercTBU Bpada (penbawepa) u (Mnv) naumMeHTa npu nponycke npuema
O[JHOW WIN HECKOJTbKMX 4,03 NeKapCTBEHHOIO npenapaTta Ans MeguuUmMHCKOro NPUMEHEHNS;

T) BO3MOXHOE BIMSIHWE FEKAPCTBEHHOro npenapaTta Ans MeOULMHCKOrO NMPUMEHEHUS Ha CnoCOBHOCTb
yrnpaBnaTb TPAHCNOPTHLIMU CPEACTBaMU, MEXaHU3MaMU;

y) CPOK rogHOCTU W yKa3aHWe Ha 3anpeT MNpUMEHEHUS NEeKapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NPUMEHEHNSA NO NCTEYEHUN CPOKA FOAHOCTY;

&) ycrnoBus xpaHeHus;

X) ykaszaHue Ha HeobXOoOMMOCTb XpaHEeHUs NekapCTBEHHOro npenaparta Ang MeAMLMHCKOro NpuMeHeHus B
MecTax, He[OCTYMNHbIX ANA OeTeN;

U) ykasaHve (Mpu HeobXoAMMOCTM) CcheumanbHbIX Mep MNPefoCTOPOXKHOCTM  MPU  YHUYTOXEHUU
Hencnonb30BaHHbIX NEKaPCTBEHHbIX NpenapaToB ANS MeAULMHCKOrO NPUMEHEHNS;

4) yCcrnoBusi OTNycKa;

L) HAMMEHOBaHWA 1 agpeca NPOM3BOACTBEHHbIX MITOLLAA0K MPOU3BOAUTENSA NIEKAPCTBEHHOIO Npenapara;

W) HaMMeHOBaHWe, adpec  opraHuM3auun, YNOMHOMOYEHHOW  AepXaTeneM WM BriagesnbLem
pPErncTpaumoHHOro yAOCTOBEPEHMS NEKAapCTBEHHOrO npenapaTta Ang MeAUUMHCKOro MPUMMEHEHUS Ha MpuHATUE
npeTeH3un ot noTpebutens;

6) MHCTPYKLUMIO NO MEOULVNHCKOMY NPUMEHEHUIO UMK KPATKYD XapakTepUCTUKY NIEKAPCTBEHHOro npenapaTa,
YTBEPXOEHHbIE B CTPAHEe NPOM3BOAUTENS;

7) NpPOEeKTbl MaKeTOB MEPBMYHOM YMAKOBKM W BTOPUYHOM YMAKOBKW FEKApPCTBEHHOrO npenapaTta Ans
MEeOULMHCKOTO NPUMEHEHNS;

8) NpoeKkT HOpMaTUBHOW OOKYMEHTALUW UMM HOPMAaTMBHOIO AOKYMEHTa Ha NEeKapCTBEHHLIN npenapart ans
MEeOMULIMHCKOrO NPUMeEHEHNs1 MO0 yka3aHne COOTBETCTBYHOLLEN (hapMakonenHon cTaTby;

9) [OKYMEHT, cofepxawui uHPoOpMaUMio O Hanuuum unu ob OTCyTCTBUM (DAKTOB perucrpauum
nekapCTBEHHOro npenapata Anst MeguUmnHCKOro NpuMeHeHus 3a npegenavun Poccurickon ®eaepaunu;

10) KONMMM OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIIEHHOM MOPSiAKE M NoATBepXaawwmx dakT perncrpaumm
NEeKapCTBEHHOro npenapara B MHOCTPaHHbIX rOCyAapCTBax B Ka4ecTBe ophaHHOro NekapCTBEHHOro npenapara;

11) nnaH ynpaBneHuss puckamym st OMONOrMyYecKnx JeKapCTBEHHbIX NpenapaTtoB Ansi MeOULMUHCKOro
NPUMEHEHNS;

12) pOKyMeHT 0 cucteme hbapmakoHag3opa AepXxaTens Unu Bragenbua PerucTpaumMoHHOro YaA0CTOBEPEHUS
NEeKapCTBEHHOro npenapara;

13) OOKYMEHT, MOATBEPXOAMLWMA KAa4yecCTBO JIEKAapCTBEHHOrO npenaparta TPex MPOMBbILIIEHHbIX Cepui
(npoTokon aHanu3a unu cepTuduKaT aHanumsa), ogHa cepusi KOTOPOro AOIPkHa coBnagatb C cepuen obpasua
NeKkapCTBEHHOro npenapata pAns  MEeOULUUHCKOTO MPUMEHEHWs, MNPEACTABMIEHHOO HA rOCYLapCTBEHHYIO
pervcTpauuio.

(4acTb 4 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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5. Pasgen xumudeckon, hapMaLeBTUYECKON U BMONOrM4eckon AOKYMEHTaLUMM BKITloYaeT B ce0si JOKYMEHTDI,
cogepxawme nHdopmMaumio o dapmaLeBTUYECKON CYOCTaHLMM 1 NNeKapCTBEHHOM npenaparte Ans MeguuMHCKOro
NPMMEHeHMs, MpoLecce ero NPoM3BOACTBA M METOAAX KOHTPOSA KavyecTBa, B TOM YuChe:

1) konNuio OOKyMeHTa, coepXallero creayoLlyo nHdopmauuio o dapmMaueBTUYecKon cybcTaHuum munm
hapmaLeBTUHECKMX CYOCTaHUUSIX, BXOOSLLMX B COCTaB JIekapCTBEHHOIO npenaparTa:

a) HaMMmeHoBaHue (hapmMaLeBTUYECKOM cybCcTaHUuK, ee CTPyKTypa, obLLme CBONCTRA;

©) HanmeHoBaHWe 1 agpec NpoM3BoaUTENS;

B) TEXHOMOrMS NPOM3BOACTBA C ONMUCAHWEM CTadui MPOM3BOACTBA M METOLOB KOHTPOSS HA BCEX CTagusix
Nnpov3BOACTBA;

r) onucaHue pa3paboTku npoLecca NPon3BOACTBa;

[) onvcaHne KOHTPOISA KPUTUYECKMX CTagun NPon3BOACTBA M MPOMEXYTOYHOW NPOAYKLUN;

€) OOKyMeHTanbHoe noaTeepXxaeHne (Banuaaumsi) NpoueccoB v (Mnn) Nx OLEHKa;

) CBOWCTBA M CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKTepucTrka npumecen;

n) cneundukaumsa Ha papMaLeBTUYECKYHO CyOCTaHUMIO 1 ee 0OOCHOBAHNE;

K) aHanMTUu4eckne MeToaMKU, NCMONb3yeMble MPU OCYLLECTBIEHUM KOHTPONS kavecTBa dhapMaueBTUYECKON
cybcTaHuuu;

n) [OKyMeHTanbHOoe MOATBEPXAeHWe (Banvpauusl) aHanuMTUYecKMX MEeTOAMK, WCMOoMb3yeMblX npwu
OCYLLEeCTBMEHUN KOHTPOISA kavyecTBa hapmaLeBTUYECKON CybCcTaHLuK;

M) pe3ynbTaTbl aHannsa cepuii apmaLeBTn4eckon cybctaHumm;

H) nepeyeHb CTaHAaApPTHbIX 00pa3sLOB WM BeELLECTB, WCMONb3YEMbIX MNPU OCYLLECTBIIEHUN KOHTPOMS
KayecTBa;

0) onMcaHne XxapakTePUCTUK U CBOWCTB YNaKoOBOYHbIX MaTeEpPUarnoB U YKYMOPOYHbIX CPEACTB;

n) 4aHHble 0 cTabunbHOCTN hapmaLeBTUYECKON CyOCcTaHUnw;

p) CPOK rogHOCTMH;

2) [OKYMEHT, COoAepXalliuin crnegylolime CBedeHVMs O JlekapCTBEHHOM Mpenapate ans MeguuUHCKOro
NPUMEHEHMSI:

a) onuncaHue 1 cocTae NlekapCTBEHHOro npenapaTa Ans MeguMunHCKOro NpUMEHEHUS;

©) onucaHue dapmaueBTnyeckon paspaboTkm (obocHoBaHMe BbibOpa cocTaBa, NEPBUYHOWM YMAKOBKN U
WHOro);

B) TEXHOOrMS1 NPOM3BOACTBA C OMUCaAHWEM CTadui MPOU3BOACTBA M METOLOB KOHTPOSs HA BCeX CTaausix
Nnpov3BOACTBA;

r) onMcaHne KOHTPOIS KpUTUYECKMX CTAAuUIM NpoLecca NPpou3BoACTBa U MPOMEXYTOYHOW NPOoAYKUMK;

[4) HavMeHOBaHWE W adpec MecTa OCYLLEeCTBIIEHMS MPOU3BOACTBa JlEKAPCTBEHHOrO npenaparta Ans
MEOMULMHCKOrO NMPUMEHEHUsT (B Crydae Hanuymsi HECKOMbKMX YYaCTHMKOB Mpoluecca npousBoAcTBa HeobXxoaMmo
yKasaTb KaXOoro 13 HuXx);

e) dhapmaLieBTUYECKas COBMECTUMOCTb;

) MUKpoBUoONormyeckne XxapakTepucTuku;

3) MaTepuanbHbIi 6anaHc 4ns Npon3BoACTBa CEPUMU FOTOBOIO NPOAYKTa;

n) onncaHne xapakTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTepUarioB 1 yKyNnopoYHbIX CPeacTs;

K) DOKyMeHTanbHoe nogTeepXaeHve (Banngaums) npoLueccos Npon3BoacTBa U (MM) NX OLEHKa;

n) TpeboBaHUsi K KAYECTBY BCMOMOraTenbHbIX BeLecTB (cepTudukaT, cneumdukaumnst Ha BcrioMoraTenbHble
BeLlecTBa n nx obocHoBaHue);

M) aHanuTU4yeckue MeTOAMKU, UCMONb3yeMble MPU OCYLLECTBIEHUM KOHTPOMS KavyecTBa BCMOMOraTesbHbIX
BELLECTB;

H) [OKyMeHTanbHOe NOATBEPXAEHUE (Banuaauus) aHanuTUYeckux MEeTOAWK, WCMOfb3yeMbIX Mpu
OCYLLECTBMEHUN KOHTPOIISA Ka4eCcTBa BCMIOMOraTeNbHbIX BELLECTB;

0) WHcopmauus o6 MCNONb30BaHMU  BCMOMOraTeflbHbIX BELIECTB YErNoBEeYECKOr0 U XKMBOTHOTO
NPOUCXOXOEHWS;

n) uHdopmaums 06 NCNoNb30BAaHMN HOBbLIX BCMIOMOraTernbHbIX BELLECTB;

p) TpeboBaHMA K Ka4yecTBYy JfiekapCTBEHHOro fpenapaTta Afis MeaguUUHCKOro MpUMeHeHust (cepTudmkar,
cneunduKkaLmsa Ha NekapcTBEHHbIN npenapaT U ux 060CHOBaHME);

C) aHanuTU4eckMe METOAMKW, UCMONIb3yeMble MPX OCYLLECTBMEHMM KOHTPOMsSl KayecTBa NeKapCTBEHHOro
npenapaTa Anst MegMunHCKOro NpUMeHeHUs;

T) [OKyMeHTanbHoe MOATBEPXKAEHNEe (Banuaauusi) aHanuTUYecKMX MeToAMK, WCMOoNb3yeMblX npwu
OCYLLECTBINEHUN KOHTPOIS KA4YEeCTBa NIEKAPCTBEHHOMO Npenapara Ans MeAULMHCKOrO NPUMEHEHNS;

y) pe3ynbTaTbl aHann30B Cepuii eKapCTBEHHOTO Npenapara 4718 MeAULUHCKOrO NPUMEHEHUS;

&) xapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 00pa3LOB, WCMNOMb3yeMbIX MPU OCYLLECTBIIEHNA KOHTPONS KadecTBa
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nekapCTBEHHOro npenaparta Ans MeguumMHCKOro NPUMEHEHNS;

L) AaHHble O CTabMNbHOCTU NNEKAPCTBEHHOIO NpenapaTa Ans MeAMLUHCKOrO MPUMEHEHMS.
(vacTb 5 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Paspgen dapmakonormyeckon, TOKCUKOMOrMYEecKoM [OKYMeHTauuuM BKMYaeT B ceba oTyeTbl O
pesynbTatax AOKIMHUYECKNX UCCNEedOBaHUN NeKapCTBEHHOrO cpeacTBa AN MeOUUMHCKOrO NMPUMEHEHUS, B TOM
yucne:

1) oTueT 0 hapmakoAMHaAMUYECKUX UCCNEOOBAHMSX;

2) oTyeT 0 (hapMaKoOKNMHETUYECKMNX NCCNEAOBAHUSAX;

3) OTYET O TOKCMKOSNOMMYECKMNX UCCIIEOOBaHUSIX.

(4acTb 6 B peqn. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen KIWMHWYECKOW [JOKyMeHTauuum BKMA4YaeT B ceba oTyeTbl O pesynbTaTax KIMHUYECKMX
nccrnegoBaHU NeKkapCTBEHHOMO Npenapara Ans MeauUMHCKOro NPUMEHEHNS!, B TOM YMCHE:

1) oT4yeTbl 06 MccnegoBaHMAX BUOOOCTYNHOCTU M BUOIKBMBANEHTHOCTH, UCCNIEA0BAHMAX, YCTaHABNNBAKOLLMX
KOppensumio pe3ynbTaToB, NOMY4YEHHbIX B YCNOBUSX in vitro v in vivo;

2) oT4eTbl 0 PapMaKOKUHETUHECKNX NCCIEe0BaHNSAX;

3) oTyeTbl 0 hapmMakoANHAMUYECKMNX UCCEeL0BaHUSX;

4) oTYETbI O KIMMHUYECKNX NccneaoBaHUAxX apdeKTMBHOCTU 1 6e30nacHOCTY;

5) 0T4ET O NOCTPErMCTPaLUMOHHOM ONbITE MPUMEHEHMS (NPY HaNU4Yun).

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

8. TpeboBaHus k obbemy MHGPOPMAaLMKW, MPEeSOCTaBMsieMON B COCTaBE PErmcTpauuoHHOro Aocbe, ANS
OTAENbHbIX BWOOB JIEKAPCTBEHHbIX NpenapatoB AN  MEeOUUWHCKOTO  MPUMEHEHUS  yCTaHaBMMBAaKOTCSA
YNOJNTHOMOYEHHbIM hefiepanbHbIM OpraHoM UCNONHUTENBHON BRacTu.

(vyacTb 8 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

9. B oTHOLLEHMM NeKapCTBEHHbIX MpenapaToB, pa3peLLeHHbIX 411 MEAULMHCKOro NpUMMeHeHns B Poccuickom
depnepaumn Gonee gBaguaTM neT (3a UCKNOYEHNEM BMONMOrMYECcKUX NeKapCTBEHHbIX NMpenapaTtoB), AoMnycKaeTcs
BKIIIOYEHME B COCTaB pa3geria hapMaKkonormyeckom, TOKCUKONOrMYEeCKon AOKYMEHTaUMn 1 pa3gena KmHUYeCKon
AOKYMeHTaumMm BMeCTO oTyeTa paspaboTtumka O pesynbTaTax COOCTBEHHbIX AOKIMHUYECKMX WCCRedoBaHUN
NEKapCTBEHHbIX CPeACTB W KMMHUYECKUX WCCMNEeAOBaHUM NEeKapCTBEHHbIX MpenapaTtoB Ans MeAWLMUHCKOro
npMMeHeHnst 0630pa HayyHbIXx paboT O pesdynbTaTax AOKMIUHWMYECKMX UCCREeNOBaHUN NeKapCTBEHHbIX CPEeACTB U
KNUHUYECKUX UCCNEeaOoBaHMN [aHHbIX JEKapCTBEHHbIX MpenapaTtoB, B TOM 4YuUCMe BKOYas oOnbiT  UX
NOCTPErnCTPaLMOHHOIO NPUMEHEHUS.

(vacTb 9 BBegeHa PegepanbHbiM 3aKkOHOM OT 22.12.2014 N 429-$3)

10. Tpwu rocygapCTBEHHOW perucTpaumMvM BOCMNPOM3BEAEHHbIX JIEKAPCTBEHHbIX MNpenapatoB  Anis
MEeOMULMHCKOrO NPUMEHEHNST ONYCKAaETCA BKIIOYEHNE B COCTaB pasaena hapMakornormyeckom, TOKCUKONOrM4eckom
OOKYMEHTauMmM W pasgena KIMHUYECKOW [OOKYMEeHTauMuM BMecCTO oT4yeTa pa3paboTtyMka O pesynbraTax
COBCTBEHHBIX OOKMTMHUYECKUX WCCMEAOBaHMIN NEKapCTBEHHbIX cpeacTB ob630opa Hay4yHbIX paboT o pesynbTatax
OOKIMHUYECKMX UCCrefoBaHUM  pedpepeHTHOro NeKapCTBEHHOrO Mpenapata WM NpeacTaBleHne BMECTO
KMMHUYECKUX NCCneoBaHni B NOSTHOM ob6beme, YyCTaHOBNIEHHOM pPa3fernioM KIMHUYECKON JOKYMEHTaLMK, oT4eTa o
pesynbTaTtax WccrnegoBaHUn OMO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOrO JleKapCTBEHHOro npenapaTta Ans
MeOMUMHCKOro npumMeHeHus. He TpebyeTca npeacrtaeBneHve oTdyeTa O pesynbratax MCCnegoBaHWm
B1O3KBUBANEHTHOCTU BOCMNPOM3BEAEHHOIO NEKapCTBEHHOro npenapata Ans MeAWULUMHCKOro MpUMEHeHUs, ecnuv
perncTpupyoTcs BOCNPOMN3BEAEHHbIE NTeKapCTBEHHbIE npenapatbl AN MeAMLUHCKOro MPUMEHEHUS, KOTOpbIE:

1) npepHasHayeHbl AN NapeHTepanbHOro  (MOOKOXHOrO,  BHYTPMMbILLEYHOTO,  BHYTPUBEHHOrO,
BHYTPUrNasHoOro, BHyTPUMOMNOCTHOIO, BHYTPUCYCTaABHOIO, BHYTPMKOPOHAPHOIO) BBEAEHNS M NPeacTaBnsoT cobon
BOLHblE PacTBOPbI;

2) npegcTaBnsloT coboN pacTBOpbI AN NepopanbHOro NPUMEHEHUS;

3) nponsBeaeHbl B hopMe MOPOLLKOB U NMMOUNN3aTOB AN1S NPUroTOBIIEHWS PacTBOPOB;

4) ABNa0TCA rasamu;

5) ABNsOTCA YIWHBIMW UK TNa3HbIMU NIEKAapPCTBEHHBIMU NpenapaTamu, NPonsBeaeHHbIMU B hOpMe BOAHbIX
pacTBOpOB;

6) npegHa3HayeHbl 419 MECTHOIO MPUMEHEHUS U NPUroTOBIIEHBI B DOPME BOAHbLIX PACTBOPOB;

7) npencTtaBnslOT cOGOW BOAHblIE PACTBOPblI AN UCMOMb30BaHWs B (QOPME MWHransuuin ¢ MNOMOLLbLO
Hebynar3epa unu B Ka4ecTBe Ha3arbHbIX CNPEEB, NPUMEHSIEMbIX C MOMOLLbIO CXOAHbBIX YCTPONCTB.

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

11. Ona cny4vaes, ykasaHHbIx B nyHkTax 1 - 3, 5 - 7 yactn 10 HacToswen cTaTtbu, BOCNPOU3BEAEHHbLIN
NeKapCTBEHHbIN MpenapaT ons MeaWMUMHCKOrO NPUMEHEHWUsI LOIDKEH coAepXaTb TaKuMe >Xe BCNoMoraterbHble
BELLleCTBA B TaKMX e KOonuMdecTBax, Kak W pedepeHTHbI NeKapCcTBEHHbI npenapaT. Ecnm cocTaBbl
BCMOMOraTenbHbIX BELECTB pPa3nuyaloTcs, 3asiBUTENb [OIDKEH NPeAcTaBUTb [JokasaTenbCcTBa TOro, 4TO
ncnomnb3yemble B AaHHbIX KOHLEHTpaUWsX BCMoMoraTtesibHble BELLECTBA He BNUAOT Ha GesaonacHocTb M (unwn)
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3(PPEKTUBHOCTD NEKapCTBEHHOrO Mnpenapara Ans MeduUMHCKOro npumeHeHus. B cnydyae, ecnu 3asdButenb He
MOXeT NpeAcTaBWUTb Takme gokasaTenbcTsa U (MnNn) He MMeeT AOCTYNa K COOTBETCTBYHOLUMM OAHHbLIM, OH OOMKEH
NPOBECTM COOTBETCTBYIOLLNE NCCe0BaHNs ANs AoKasdaTenbCTBa OTCYTCTBUS BIIUSHUS Pa3HbIX BCMOMOraTesibHbIX
BELLEeCTB WNU BCNoOMoOraTesnbHbIX YCTPOWCTB Ha 6Ge3onacHOCTb W (Mnn) 3(pPEKTUBHOCTbL NEKAaPCTBEHHOrO
npenapata AnNg MeAUUMHCKOrO MNPUMEHEHMS1 B MOpsiAKe, YCTAHOBMEHHOM YMOMHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOSTHUTENBHOM BNacTu.

(vyactb 11 BBegeHa denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

12. Tpwn rocygapCTBEHHOM perucTpaumm KombuHauui paHee 3apermcTpUpoBaHHbIX fEeKapCTBEHHbIX
npenapaToB An8 MeOULUHCKOrO NpUMEHEHUs1 JOMNYyCKaeTCs BKMIOYEHME B COCTaB pasgena hapMakonorny4eckomu,
TOKCMKOJIOIMYECKON [AOKYMEHTauMum M pasferna KIMHWYECKONW [AOKYyMeHTauuMm BMecTo oTyeTa paspaboTtymka o
pesynbTaTtax COOCTBEHHbIX AOKIMHWYECKMX WMCCreOBaHWM JEKapCTBEHHbIX CPeAcTB 00630pa HayyHbix paboT o
pesynbTatax OOKMMHUYECKUX WCCnenoBaHui pedepeHTHbIX NeKapCTBEHHbIX MpenapaTtoB, BXOASALWMX B COCTaB
KOMOMHaLMW NeKapCTBEHHbIX MpenapaToB, 1 06 OTCYTCTBMM UX B3aUMOAEWCTBUSI B OAHON NEKapCTBEHHOM hopMe.
(vyacTtb 12 BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

13. Ha akcnepTu3y pasnuyHbiX JleKapCTBEHHbIX (hOpM OAHOrO U TOrO e JIeKapCTBEHHOro npenapata ans
MELMLIMHCKOrO MPUMEHEHUST 3asBUTENb MNpeacTaBnsaeT OTAelNbHble 3asBMEeHUs U PerncTpaumoHHble OOCbe Ha
Kaxxayto nekapcTBeHHyto ¢opmy. lNpu ycrnoBum ogHOBPEMEHHOW MoAayvM Ha 3KCMEepTM3y OAHOW NeKapCTBEHHOM
¢dOopMbl C pasnMYHbBIMU JO3MPOBKOMW, KOHLIEHTpauuen, o6beMOM 3asiBUTENb MPEACTaBnsieT OOHO 3asiBEHME U
perncTpaumoHHoOe [OCbe C MPUMOXEHMEM MakeTOB YMaKOBOK Ha KaXKayl AO3MPOBKY, KaXKOYyH KOHLIEHTpauuio,
Kaxkgbli 00BbEeM U Kakgoe KONMYeCcTBO J03 B YNaKOBKeE.

(vacTb 13 BBegeHa PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

14. lNMpun rocygapCTBEHHON peructpaumm opgdaHHOro NeKapCcTBEHHOIO npenapata 3asBuUTeNb NpeacTaBnseT
nHdopmaumio, Heobxoammyo AOna  opmMupoBaHuMa pasgena  KIMHWYECKOW LOKyMeHTauun, B 0Obewme,
YCTaHOBMEHHOM YMOSTHOMOYEHHbIM dhefepanbHbIM OpraHoM UCMOSTHUTENBHON BRacTu.

(vyacTb 14 BBegeHa ®eaepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

15. Mpu pernctpaumm GMoNorM4yeckoro NekapcTBEHHOro npenapaTa, NoSy4eHHOro U3 KPOBW, Niia3mbl KPOBU
YenoBeka, B COCTABE PErMCTPaUMOHHOINO OOChbE Ha NEKapCTBEHHbIM npenapart And MeguuMHCKOro NpUMEHEHMUS
OOJKHbI ObITb NpeacTaBneHbl JONOMHUTENBHO:

1) B pasgene OOKyMeHTauMW agMWHUCTPATMBHOIO XapakTepa AOKYMEHT, cogepxalwui nHpopmMaumio o
cybbekTax obpalleHnss AOHOPCKOM KPOBU M (M) €e KOMMOHEHTOB, O TOM, rae Obina ocyllecTBreHa goHauus
(kpoBM 1 (MM) nNnNasMbl KpOBW), a Tawkke pfaHHble 06 WHMEKUMOHHbLIX 3aboneBaHusax, nepeaaroLLmXcs
napeHTepanbHbIM nyTeMm, MHopmauns o cybbektax obpalleHns AOHOPCKOW KPOBWU U (UNN) ee KOMMOHEHTOB, B
OTHOLLUEHMMN KOTOPbIX OCYLLECTBAETCS KOHTPOSb JOHOPCKOWM KPOBU U (UNN) €€ KOMIMOHEHTOB;

2) B pasgerne Xumu4eckon, dpapmaLeBTUYeCKon 1 BMONornyeckon JOKYMeHTaLNm:

a) KpuTepunm u crnocobbl OTOOpa, TPaHCMOPTMPOBAHWS W XpPaHEHWst OOHOPCKOM KpoBU W (Mnn) ee
KOMMOHEHTOB;

0) pe3synbTaTbl UccnegoBaHnii 0TOBpPaHHbIX AOHOPCKOW KpoBW M (Mnn) NnasmMbl KPOBM M MYNOB Ha Hanuyune
BO3OyguTenen MHMeKUnn, BKNoYas MHdopMauuio 06 UCNoNb3oBaHHbIX METoAWKaxX WUCCNedoBaHUM U B Cry4ae
uccnepoBaHUs NynoB Mnas3Mbl  KPOBM  pe3ynbTaTbl  AOKYMEHTANbHOrO  MOATBEPXAeHus  (Banugauum)
NCNOMNb30BaHHbIX METOANK,;

B) TEXHMYECKME XapaKTEepPUCTMKM yNakoBKM Ans oTbopa JOHOPCKOW KPOBU WM (Unn) nnasmbl KPOBW, BKMAOYas
nHdopmaumio 06 NCNONbL30BaHHbIX pacTBOpPax aHTUKOArynsHToOB.

(vacTb 15 BBegeHa PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

16. KnuHnyeckne nccnenoBaHns NekapcTBEHHOro npenapata Ans MeauuUMHCKOro NPUMEHEHWS B LENSIX €ro
rocygapcTBeHHOW perncrpaunm nposogatcsa B Poccuiickon denepaumm B nopsigke, ycTaHOBNEHHOM cTaTtbamu 38 -
44 Hactoswero ®enepanbHoOro 3akoHa. OTYET O NPOBEAEHHbIX MCCEAOBaHMAX BKIOYAETCS B COCTaB pasgena
KMMHUYECKOW [OOKYMEHTauMn pPermcTpalMoHHOro [OoCbe Ha JeKapCTBEHHbI npenapaTt Ans  MeOuLUMHCKOro
npuMeHeHus. [ns nekapcTBeHHbIX MNpenapaToB ANst MeOULMHCKOTO MPUMEHEHUS, B OTHOLUEHUW KOTOPbIX B
pesynbTate 3SKCNepTu3bl [OOKYMEHTOB, MPEACTaBMEHHbIX ANA onpedeneHns BO3MOXHOCTM paccMaTtpuBaTh
NEeKapCTBEHHbIV npenapart ans MeAMLMHCKOro NMPUMEHEHWsT B kayecTBe OpdhaHHOro fiekapCTBEHHOro npenapara,
Takasi BO3MOXHOCTb MpM3HaHa U B OTHOLUEHUWN KOTOPbIX NPOBEAEHbI KIMHUYECKNE UCCIEAOBaHUS, BbINOSIHEHHbIE
3a npegenamu Poccuiickon ®egepauum B COOTBETCTBUM C NpaBunamu Haganexawlen nabopaTtopHOW MpaKkTuKKM v
npaBunaMm Hagnexallen KIMHUYECKOW MNpPaKTUKW, OOMYCKAaeTCs BKMOYEHME B COCTaB pasgernia KIMHUYEeCcKom
OOKYMEHTaUMn BMECTO OTyeTa O pe3ynbTaTax KIMHUYECKUX WCCNEeAOBaHWM NeKkapCTBEHHOro npenapara nns
MEeLMLMHCKOrO MpPUMEHEHUs1, NpoBedeHHbIX B Poccuiickon Pepepaumm, otyeta O pesynbTaTax KIMHUYECKUX
nccrnegoBaHui, BeINOMTHEHHBIX 3a npegenamu Poccuiickon ®epepaunn.

(4yacTtb 16 BBegeHa defepanbHbIiM 3aKOHOM OT 22.12.2014 N 429-03)

17. 3asBuTeno BMpaBe MNpPeACTaBUTb MO COOCTBEHHOW MWHUUMATMBE BMeECTe C 3asiBMEHMEM O

rocy4apCTBEHHOW peructpaumMmM IeKapCTBEHHOro npenapata Ans MeAWMLMHCKOrO MPUMEHEHUst [OOKYMEHTbI,
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nogTBepXKaarolme ynnaty rocygapCTBEHHOW MOLWWHBLI M yKa3aHHble B nyHkTe 10 yactn 2 HacTosdwen ctatbun. B
cryyae Ux HenpeacTaBeHWs1 COOTBETCTBYHOLLMIA YNTOSTHOMOYEHHbIN befepanbHbii OpraH UCMOMHUTENBHOW BriacTu
npoBepsieT akT ynnaTbl FOCYAapCTBEHHOW MOLLMMHbBI 3asiBUTENEM NOCPEeACTBOM MCMOMb30BaHMsA MHGopmMaumm ob
ynnaTe rocygapCTBEHHOM MOLWMMWHbI, codepxalencs B [ocyaapCcTBEHHOW WHAOPMAUMOHHOW CcucTeMe O
rocy4apCTBEHHbIX U MyHULMNAnbHbIX NraTexax, Ha OCHOBaHUWN NPeACTaBrEeHHbIX 3asBUTENEM KOMUIN JOKYMEHTOB,
NOATBEPKAAILMX ynnaTy rocygapCTBEHHON NOLUMMHbI.

(vyacTtb 17 BBegeHa denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

18. He gonyckaeTcs Mcnonb3oBaHMe B KOMMEPYECKMX Lenax nHgopmaumm o pesynbTatax LOKITUHUYECKMX
nccrnegoBaHU  NeKapCTBEHHbIX CPeACTB U KIUMHWYECKMX WCCReAOBaHUN NeKapCTBEHHbIX MpenapaTtoB Ans
MEeOMLMHCKOrO NPUMEHEHUS, NPeACTaBIEHHON 3asiBUTENEM Ans rocygapCTBEHHOW perncrpauumn nekapcTBEHHOro
npenapaTa, 6e3 ero cornacus B TeYeHMe LIECTU NeT C AaTbl rocygapCTBEHHOM peructpaumm pedepeHTHOro
nekapcTBeHHoOro npenapata B Poccunckon ®egepaumn.

(vyacTtb 18 BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

19. [HepxaTtenb wnuM Bnageney, PperncTpaumoHHOrO YAOCTOBEPEHUs NEeKapCTBEHHOrO npenapata Ha
BMOTEXHONOTMYECKMI NN OpdaHHbIV NEKapCTBEHHbIN NpenapaT 0bsi3aH NpeaoCcTaBNsaATb Ha BO3ME3OHOW OCHOBE
obpasubl pedhepeHTHOro NeKkapCTBEHHOMo nNpenapara 3asBuUTensaM Ans NpoBeAeHUs KMMHUYECKUX UCCeaoBaHun.
CtoumocTb o0Opasua pedepeHTHOro IeKapCTBEHHOrO npenapaTa, BKIIOYEHHOrO B MNEpeYeHb KMU3HEHHO
HeOOXOAMMbBIX W BaXKHEWLUMX FeKapCTBEHHbIX MNpenapatoB, He [OSbKHa MpeBbiaTb 3aperncTpypoBaHHYIO
npegenbHyl OTNYCKHYI LeHY Ha pedepeHTHbI NeKapCTBEHHbIW npenapat WM UeHy Ha fekapCTBEHHbIV
npenapaT B CTpaHe NpoM3BOAMTENS.

(vacTb 19 BBegeHa PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

20. 3asBneHve O rocygapCTBEHHOW perncrpauumn BOCMPOWM3BEAEHHOrO NEKAPCTBEHHOrO Mpenapata Ans
MEOMULMHCKOrO MPUMEHEHNs MOXET ObITb MOAaHO B YMOMHOMOYEHHbIA dhefepanbHbli OpraH WCMOMHUTENbHON
BMacTu, OCYLLECTBMSOLINA rOCYy4apCTBEHHYIO PErMCTPaLMIO NIEKAapCTBEHHbBIX NPenapaToB, MO UCTEYEHUM YeTbIpex
net c paTbl roCygapCTBEHHOW perucTpaumn pedepeHTHOro IekapcTBEHHOro mnpenapata B Poccuiickon
depgepaumm.

(vacTb 20 BBegeHa PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

21. 3asBneHne O rOCyAapCTBEHHOW perucTpauum 6GuoaHanoroBoro (6MonogobHOro) nekapCcTBEHHOrO
npenapata (6uoaHanora) MoxeT ObiTb MOAAHO B YMONMHOMOYEHHbLIN deaepanbHbli OpraH MCMOMHUTENBHON
BMacTu, OCYLLEeCTBNASIOWMNIA FOCYAapPCTBEHHYIO PErMcTpaLmio NekapCTBEHHbIX NpenapaToB, N0 UCTEYEHUN Tpex neT
C AaTbl rocyaapCTBEHHOW permctpaumm pedhepeHTHOro nekapcTBeHHOro npenapara B Poccuiickon ®egepauuu.
(vacTb 21 BBegeHa PeaepanbHbiM 3akKoHOM 0T 22.12.2014 N 429-93)

22. [epxaTenb wnu Briagenel, perucTpauyMoHHOro YyOOCTOBEPEHMSI EKapCTBEHHOro npenapaTta
npeacTaBnsieT B YMNOMHOMOYEHHbIN defeparnbHbIl OpraH UCTMOMHUTENBHOW BNACTW, OCYLLECTBISAOLWUA OYHKLMN
MO KOHTPOIO M HAA30py B chepe 30paBOOXPaHEHMs, OTHET NO pesynbTataM hapmakoHaa3opa OauH pas3 B LUECTb
MecsiLleB B TeYeHue ABYX NeT Nocne rocyaapCTBEHHOW perMctpaunv nekapcTBeHHOro npenaparta B Poccumnckon
depnepaumm, exeroqHo B TeHeHME NOCneayLmxX Tpex NeT 1 B AanbHEWLWeM O4MH pa3 B NATb NeT.

(4acTb 22 BBegeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratbst 19. MpuHATHE peLleHust O BblAave SKCNEPTHOMY YUYPEXOEHMUIO 3aaHNsa Ha NMPOBEAEHNE 3KCNEPTU3bI
nekapCcTBEHHOro cpeacTaa
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B TeueHue pecatn paboumx AHEM CO OHA NPUHATUS 3asBMIEHUA O rOCYOAPCTBEHHOW perncrpaumun
NneKkapCTBEHHOro npenapata COOTBETCTBYIOLLUIA YNONTHOMOYEHHbIV dhefeparnbHbI OpraH UCMNOTHUTENBHOW BRacTu
NPOBOAWT MPOBEPKY MOJIHOTLI, AOCTOBEPHOCTU U MPaBUITLHOCTU OGOPMIEHUSA NPEACTaBIEHHbIX OOKYMEHTOB
PErncTpaumMoHHOrO [0Cbe Ha NeKapCTBEHHbIM npenapat W MNpUHMMAaET pelleHne O Bblgade 3agaHusa Ha
nposeneHue:

1) aKkcnepTv3bl [OKYMEHTOB, MPEACTaBMEHHbIX [ANS ONpedeneHus BO3MOXHOCTM  paccmaTpuBathb
NeKapCTBEHHbIN Npenapar aAnsg MeguuuMHCKOro NPMMEHEHUS NpY OCYLLECTBINEHNN FOCY4apCTBEHHOW permcTpaumum B
KayecTBe opdaHHOro fIekapCTBEHHOrO nNpenapara;

2) aKcnepTusbl NIEKAPCTBEHHOrO CpencTBa B YaCcTW SKCMEpPTU3bl KadeCcTBa JIEKAPCTBEHHOrO cpeactea U
3KCMEPTM3bl OTHOLLUEHMUS OXUOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOIO npenapaTa ans
MEeLMLMHCKOro NPUMEHEHMS;

3) aKkcrnepTusbl NEKAPCTBEHHOrO CpeacTBa B YacTU IKCMEepTU3bl KayecTBa JIEKAapCTBEHHOrO cpeactea M
3KCNEepTM3bl OTHOLLEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NEKapCTBEHHOrO npenapara ans
MEeOMLMHCKOrO MPUMEHEHNS B MOPSAKE YCKOPEHHOW npoueaypbl 3KCMepTU3bl NEKapCTBEHHbLIX CpeacTB B
COOTBETCTBUN CO cTaTben 26 HacToswero PegepanbHOro 3akoHa;

4) 3kcnepTn3bl NEKapCTBEHHOIO CpeacTBa B OTHOLUEHMM JIEKAPCTBEHHOIO npenapata Ans BeTepuHapHOro
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NPUMEHEHMS.

2. YNOnHOMOYEHHbIN dheaepanbHblA OpraH UCNOSTHUTENBHOW BNacTu yBeOOMASET B 3NIEKTPOHHOW dhopme
N Ha ByMaxHOM HOCUTENE 3asBUTENS U SKCMEPTHOE YYpEXAeHNe O NPUHATOM peLleHnn O Bbldade 3adaHun Ha
npoBefeHne 3KCnepTns, NPegyCMOTPEHHbIX YacTbio 1 HacTosLen cTatbn, U B Cnydae HeOBXoaMMOCTU O Bblaaye
paspelleHns Ha BBO3 B Poccunckyto degepaumio KOHKPETHOW MapTuW, CEepun 3apermcTpupoBaHHbIX W (Mnu)
He3aperMcTpMpoBaHHbIX NEKapCTBEHHbIX CPEACTB UnNn 06 OTkase B NPOBeAEeHMM MpedyCMOTPEHHbIX KCNepTus ¢
YyKasaHWeM NpuymH Takoro oTkasa.

3. B cnyyae BbiIBNeHWs OTCYTCTBUS WM  HEOOCTOBEPHOCTW uMHGOpMauuK, codepXallenca B
npeacTaBreHHbIX 3asBUTENeM AOKYMEHTaX, YNONHOMOYEHHbIN deaepanbHbI OpraH UCMNONHUTENBHOW BRacTu
HanpaensieT 3adABUTENo0 3anpoc 06 YTOYHEHMM ITOW MHdopMauuu (Jaree - 3anpoc  YNOSTHOMOYEHHOrO
defepanbHOro opraHa WCMNOMHWUTENbHOW BRacTu), KOTOPbIN MOXeT OblTb nepejaH YMONHOMOYEHHOMY
npeacTaBuTeNio 3asiBUTENSA NWYHO MOA PacnucKy, HamnpasfieH Mo Mo4YTe 3akas3HbiM MMCbMOM MMM nepejaH B
9MNEKTPOHHOW opMe MO TereKOMMYyHMKAUWOHHBIM KaHanam cBs3u. B cnyyae HanpaBnewuss 3anpoca
YMNOJSTHOMOYEHHOrO hefiepanbHOro opraHa UCMONTHUTENbHOW BRacT MO MOYTE 3aKa3HbIM MUCbMOM OH CYMTaeTcs
MOMy4YeHHbIM MO UCTEYEHWMN LLECTN OHEN C AaTbl HAanpaBeHMs 3aKkas3Horo NUcbMa.

4. 3Bagasutenb o643aH npeacTtaBuTb OTBET Ha 3anpoc  YNONMHOMOYEHHOro dedepanbHOro opraHa
WCNONHUTENBHON BriacTU B CPOK, HE MpeBblllalolWwmi AeBAHOCTa pabounx gHen co AHsa ero nonydeHus. Cpok,
YyKa3aHHbIi B YacTu 1 HacToslen crtaTbu, MPUOCTaAHABMUMBAETCS CO [OHSA HanpaBfeHus 3asiBUTENI0 3anpoca
YMOMHOMOYEHHOro heaepanbHOro opraHa WCMNOMHUTENbHOW BNacTU A0 AHS MOMyYeHMs UM COOTBETCTBYHOLLENO
oTBeTa.

5. OcHoBaHMeM [nis1 OTKa3a B OpraHusaumm 3KCNepTu3, NpeayCMOTPEHHbIX YacTblo 1 HaCTosALEN cTaTby,
ABMNsieTCA NpeacTaBneHne HeobxoauMbIX Anst NPoBeAeHNs NPeayCMOTPEHHbIX 3KCMEPTMU3 JOKYMEHTOB B HEMOJTHOM
obbeme WnM HenpeacTaBneHne 3asiBUTENEM B YCTAHOBMEHHBLI CPOK OTBETA Ha 3anpoc YMONHOMOYEHHOro
defepanbHOro opraHa WCMONMHUTENbHOW BNacTh, a Takke NpeacTaBneHWe [OOKYMEHTOB, He CcoAaepXallmx
ncYepnbIBaLLEro nepevHs HeobXxoaUMbIX CBEAEHUN.

CraTtba 20. OkcnepTusa AOKYMEHTOB, MPeACTaBfEHHbIX AN onpedeneHns BO3MOXHOCTW paccmaTpuBathb
nekapCTBEHHbIN npenapaT ANA MeANLMHCKOro NPUMEHEHNS Npy OCYLLEeCTBNEHUN roCyaapCTBEHHON pernctpaumm B
kavecTBe oppaHHOro nekapcTBeHHOro npenaparta

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

1. OkcnepTvM3a [JOKYMEHTOB, MNpeacTaBMEHHbIX ANna OonpefeneHuss BO3MOXHOCTM  paccMmaTtpuBaThb
nekapcTBeHHbIM npenapat Ang MeguuuHCKOro NpMMEHEHUs Npu OCyLLeCTBNEHNN rOCyaapCTBEHHOW perucTpauum B
KayecTBe OpdaHHOro IeKapCTBEHHOrO npenapaTa, COCTaBfIEHWE KOMWUCCUEN 3KCNEPTOB 3aKl4YeHUss O
BO3MOXHOCTU MM HEBO3MOXHOCTU paccMaTpuBaTb NEKapCTBEHHbIM NpenapaTt Ans MeguuMHCKOro npuMeHeHust
npyv OCYLECTBNEHNM TOCYyQapCTBEHHOW peructpauun B KayecTBe opdpaHHOro rfekapcTBEHHOro npenaparta u
HanpaBneHne [OaHHOro 3akMiYeHUss B YNONTHOMOYEHHbLIN dedeparnbHbld  OpraH WUCNOMHUTENBHOW BRacTu
OCYLLECTBMAKTCA B CPOK, He MpeBbiawwmi Tpuguatn pabounMx [OHEW CO AOHS MOJydeHUs SKCMepTHbIM
yypexgeHveMm 3afaHus YNonHOMOYEHHOro defepanbHOro opraHa WUCMOMHUTESNbHOW BRacTM U B 3NEKTPOHHOM
dopmMe nnmn Ha BymMaxKHbIX HOCUTENSIX HEOBXOOMMBIX JOKYMEHTOB, yKasdaHHbIX B NyHkTax 1, 2, 5, 6, 10 yactn4 n s
yacTtu 7 ctatbun 18 HacToswero PepepanbHOro 3akoHa.

2. [lokyMeHTbI, cogepXallmecs B perucTpaLMoHHOM A0Cbe Ha NIeKapCTBEHHbIV nNpenapart 1 NocTynuBLLME Ha
OyMaXXHbIX HOCUTENSAX B IKCMEPTHOE YyYpeXAeHWe [ANs OCYLUECTBMEHMS MX SKCMepTusbl Ans onpeneneHus
BO3MOXHOCTU paccMmaTpuBaTb JIEKAPCTBEHHLIN NpenapaT Ans MeguuMHCKOro NpMMeHeHUst B kKadectse opcaHHOro
nekapcTBEHHOro npenaparta, nognexar BO3BpaTy B YMNOMHOMOYEHHbIM defeparnbHblid opraH WUCNONHUTENBHON
BNAacTn OQHOBPEMEHHO C 3aKMOYEHUAMUN COOTBETCTBYIOLLIUX IKCNEPTUS.

Cratbss 21. PelleHne 0 BO3MOXHOCTU paccMaTpuBaTb feKapCTBEHHbIN MpenapaTt Mnpu OCyLLeCTBREHUN
rocy4apcTBEHHOW perncrpaLuum B ka4ecTBe opgdaHHOro nekapcTBEHHOro npenapata
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B cpok, He MpeBbIWaWMIA NATM paboymx AHEN CO AHSA MOMyYeHWs 3aKMYeHUs, yKasaHHOro B 4actu 1
ctatbn 20 HacToswero degepanbHOro 3akoHa, YNONTHOMOYEHHbIV dhefeparbHbii OpraH UCMONHUTENbHON BNacTu
OCYLLLECTBMSAET OLEHKY MOMy4YEeHHOro 3akroyeHns Ang onpeferieHns ero COOTBETCTBUS 3a[aHUI0 Ha NpoBefeHune
COOTBETCTBYIOLLEW IKCNEPTU3bl U YBEAOMISET 3asBUTENSA B 3MIEKTPOHHOW (hopMe Mim Ha BymaxHOM HocuTerne o
pesynbTatax MpPoOBEeAEeHHON 3KCNepTU3bl C MNPUIOXKEHNEM KOMUW IKCMEPTHOro 3akmyeHus (C CoXpaHeHueMm
KOH(pMAeHUManNbHOCTU MHOPMaLUN O COCTaBe SKCMEPTHOM KOMUCCUM) U O BO3MOXHOCTWU UMM HEBO3MOXHOCTU
paccmaTpuBaTb  NeKapCTBEHHbIM  npenapat And  MeAUUUHCKOTO  NPUMEHEHWsT MNpu  OCYLLECTBEHUM
rocy4apCTBEHHOW pernctpaumm B kKa4ecTse opaHHOro nekapcTBeHHOro npenaparTa.
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2. Tpn BbIHECEHUN KOMUCCUEN IKCMEPTOB 3aKMYEHUs O BO3MOXHOCTM paccMaTpumBaThb JIEKapPCTBEHHbIN
npenapaT Ans MeOWUMHCKOrO MPUMEHEHMST NMPW OCYLLECTBIIEHUWM FOCYyAapCTBEHHOW perncrpauun B KavyecTBe
opchaHHOro nekapCcTBEHHOro Npenapara ynosIHOMOYEHHbIV befepanbHbii OpraH UCMOMHUTENBHOW BNAacTu B CPOK,
He npeBbIlaLWMin NATM pabounx gHEen Co AHS NOonydYeHUs OaHHOrO 3aKMyYeHUs, NPpUHUMAaeT peLleHre O Bbiaade
3afjlaHus Ha NpoBeJEeHNe IKCNEepPTU3bl KaYecTBa fNIeKapCTBEHHOrO CpeacTBa M AKCNepTUsbl OTHOLLEHNS OXUOaeMOoM
Nnonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWs NEKapCTBEHHOro npenaparta Ans MeOULUHCKOrO MpUMEHEHUs B
nopsiike YCKOPEHHOW npoueaypbl 9KCNepTu3bl JeKapCTBEHHOrO CpeacTBa B COOTBETCTBUM CO cTaTber 26
HacTodwwero ®enepanbHOro 3akoHa.

3. B cnyyae npuHATMS pelleHMs O HEBO3MOXHOCTU paccMaTpuBaTb JleKapCTBEHHbIV npenapaTt Ans
MEOMLMHCKOrO MPUMMEHEHUST MNPW FOCYOapCTBEHHOM perncrpauum B KavecTBe OpdaHHOro JleKapCTBEHHOIo
npenapaTa YNONIHOMOYEHHbIM deaepanbHbll  OpraH WCMONHUTENbHOM BriacTU  MpekpawiaeT npoueaypy
rocygapCTBEHHOW permctpaumm fekapCcTBEHHOro npenapara. 3asButenb BnpaBe obpaTtuTbCa B pPErnMcTpypyoLui
OpraH c 3asiBNlieHMeM O rOCyAapCTBEHHOW PErMcTpaLMn yKka3aHHOro fiekapCTBEHHOrO mpenapaTta B COOTBETCTBUU
Co cTaTben 18 HacToswero ®eaepanbHOro 3akoHa.

CraTbsa 22. YTpaTtuna cuny ¢ 1 nionsa 2015 roga. - degepanbHbii 3akoH oT 22.12.2014 N 429-03.

CraTbsa 23. JkcnepTn3a KayecTBa NEeKapCTBEHHOrO CPEACTBA U SKCNEepPTU3a OTHOLLEHNUST OXXMAAEMOW MOb3bl
K BO3MOXXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOrO npenapara Ans MeanuUMHCKOro NPYMeHeH s
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. OkcnepTu3a kayecTBa IEKapCTBEHHOrO CpeacTBa M 3KCMepTM3a OTHOLIEHUSA OXUOAEMOW MNofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUs NeKapCTBEHHOro npenapaTta Ansg MeauUMHCKOro NPUMEHEeHWsi, cocTaBneHue
KOMUCCUAMM IKCNEPTOB 3aKIMYEHWI NO pe3ynbTaTtaM NpoBeAEHHbIX 3KCNEPTU3 1 HanpaBreHne 3TUX 3aKoyYeHumn
B YMNOMHOMOYEHHbIN (befieparnbHbli OpraH UCNONHUTENBHOM BRacTU OCYLLECTBMAKTCA B CPOK, HE MpeBblllatoLLmm
cTa Jecsatn paboumx [OHEW CO [JHS MOMyYEeHMs1 3KCMEPTHbIM YyYpexAeHWEeM COOTBETCTBYIOLLEro 3afaHusi
YNONTHOMOYEHHOro heaepanbHOro opraHa UCMONHUTENbHON BNAacTu U HEOBXOOUMBIX AOKYMEHTOB B 3MEKTPOHHOW
dopmMe nnm Ha ByMaxHbIX HOCUTENSX.

2. B TeueHue peBsHOCTa OHEW CO OHA MOMyYEeHUs peLUeHUst YNONHOMOYEHHOro dheaepanbHOro opraHa
NCMNOMHUTENbHOW BNacTM O NPOBEAEHMN 3KCNepTU3, NpeayCMOTPEHHbIX YacTbio 1 HacTosLWen cTaTbu, 3asBUTENb
npeacTaBnsieT B 3KCNEpPTHOE yypexaeHwe Ona npoBefeHWs 3KCNepTu3bl KavyecTBa NeKapCTBEHHOro cpencTtsa
obpasubl NekapcTBEHHOro npenapata ANsg MEAMUUHCKOrO MPUMEHEHUs, NPOM3BEAEHHOr0 B COOTBETCTBUM C
TpeboBaHMAMUN ONbITHO-NPOMBILLFIEHHOTO U (UMW) MPOMBILLIIEHHOIO PErnaMeHToB, YTBEPXKAEHHbIX PYKOBOAMTENEM
Npou3BOAUTENST NIEKAapCTBEHHbIX CPEACTB, a TakkKe B COOTBETCTBYHLIMX criydasix obpasubl hapmaueBTU4ecKomn
cybcTaHuum, TecT-liTaMma MUKPOOPraHN3MOB, KynbTypbl KIETOK, 06pasLibl BELWECTB, NMPUMEHSEMbIX AN1S1 KOHTPONS
KayecTBa IleKapCTBEHHOrO0 CpeAcTBa MyTeM CpaBHEHWS C HUMU WUCCRedyeMoro IekapCTBEHHOro CpeacTBa, B
Konm4ecTBax, HeobXxoaUMbIX Ansi BOCMPON3BEAEHMS METOLOB KOHTPOIISA Ka4yecTBa.

3. Mpu nonydeHun obpasLOB fNekapCTBEHHOro npenapata u dapmaueBTUYECKON CYyDCTaHUMM 3KCNepTHOoe
yypexaeHue BblAaeT 3asBUTEN0 OOKYMEHT, MOATBEPXKAAlLWMIN NofyyYyeHne ykasaHHbix obpasuos, U B CPOK, He
npesblWaoWwmn Tpex pabounx gHewn, yBeoomnsieT B 3NEKTPOHHOW hopme unu Ha BymakHOM HocuTene o6 aTom
YMONMHOMOYEHHbIN dhefepanbHbI opraH UCMOMHUTENbHOW BRacTu.

4. YKasaHHble B 4acTsax 2 M 3 HaAcTodAWen cTaTbM CPOK Ans MNpeAcTaBneHust 3asBuTtenem obpasuoB
nekapCcTBEHHOro npenapata u gapmMaueBTU4eckon CybcTaHUMN 1 CPOK YBEAOMITEHWNS SKCNEPTHBIM yyYpexaeHnem
06 3ToM Ha OyMaxHOM HOcUTENe YMONTHOMOYEHHOro dyefepanbHOro opraHa WCMOMHUTENBHON BracTn He
BKITHOHAIOTCHA B CPOK NPOBEAEHMS SKCNepTn3, NpegyCMOTPEHHbIX YacTbio 1 HAcToALLEeN CTaTby.

5. [JOKyMeHTbI, MOCTYMMBLUME B 3KCNEPTHOE yypexaeHue Ons NpoBefeHUsa 3KCnepTus, NpegycMOTPEeHHbIX
yacTblo 1 HacTosiwen cTaTbW, Noanexar BO3BpaTy B YMNOMHOMOYEHHbIM defeparnbHblii opraH UCNONHUTENBHON
BNacTn OQHOBPEMEHHO C 3aKMioYEHUAMU, NONyYEeHHbIMU MO pe3ynbTaTtaM COOTBETCTBYIOLLNX SKCNEePTU3.

CraTbs 24. JkcnepTu3a KayecTBa NeKapCTBEHHOrO CPEACTBA U 3KCMEPTU3a OTHOLLEHNUSI OXMAAEMON NOoMb3bl
K BO3MOXXHOMY PUCKY NMPUMEHEHUSI NIeKapCTBEHHOMO Npenaparta Ansi BEeTepUHapHOro NpuMeHeHust

1. OKcrnepTusa KayecTBa NEKapCTBEHHOrO CPEACTBa U SKCMepTM3a OTHOLUEHUS OXWOAeMOW Monb3bl K
BO3MOXHOMY PMCKY MPUMEHEHMUs1 NeKapCTBEHHOro npenapaTa Ans BeTepuHapHOro MpUMEHEHWsl, cocTaBreHue
KOMWCCUSIMUW SKCNEPTOB 3aKMOUYEHUI No pesynbTataM ykasaHHbIX 9KCMepTU3 U HanpasneHne Takux 3aknioyYeHuin B
YNONMHOMOYEHHbIV heiepanbHblil opraH UCMONHUTENbHON BNAcTy OCYLLECTBNAOTCA B CPOK, HE MNpeBblLLatoLLIMi cTa
[AecsATN pabounx OHe Co OHSA NOMyYeHUs] SKCNepTHbIM yupexaeHMeM 3a4aHnsa ynonHoOMoYeHHoro deaepanbHoro
opraHa WCMONHUTENbHON BNacT! ¢ AOKYMEHTaMW, yKa3aHHbIMU B YacTi 3 cTaTbk 17 HacTosuero denepansHoro
3aKoHa.

CtpaHuua 29 n3 71



(B peq. PepepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 13.07.2015 N 241-03)

2. B TeuyeHne nsTHaguaTn paboymx OHEW CO OHS MONYyYEHMS! PELUEeHUs YNONHOMOYEHHOro deaepanbHoro
opraHa MCNoOJSIHWUTENbHON BNAcTu O MPOBEAEHUM yKa3aHHbIX B YacTy 1 HacTosien cTaTbM 3KCNepTM3 3asBUTENb
npeacTaBnseT B 9KCMEPTHOE YdpexaeHwe Ans NpOoBedeHUs 3KCMepTu3bl KavyecTBa IeKapCTBEHHOro cpeacrtsa
obpasubl NeKkapCTBEHHOrO npenapaTta Afs BETEPUHAPHOro MPUMEHEHUs, MPOU3BEOEHHOro B COOTBETCTBMM C
TpeboBaHUAMM TEXHOMNOIMYECKUX PErfaMeHToB, YTBEPXKOEHHbIX PyKOBOAMTENEM MPOM3BOAUTENS NEKAaPCTBEHHbIX
CpeacTB, a Takke obpasel hapmaLeBTU4ECKON CyGCTaHLmMn B KonnyectTsax, He0bXoaAMMbIX 45151 BOCNPOU3BeaEHNS
MEeTOAO0B KOHTPOSISA Ka4yecTBa.

3. Mpwn nonyyeHun obpasLOB NekapCTBEHHOro npenapara U hapmaueBTU4ECKON CyOCTaHUMM 3KCNepTHoe
yypexaeHue BblAaeT 3asiBUTEN0 OOKYMEHT, MOATBEPXKAAKLWMA NOMyYeHUe ykasaHHbIX 0Opa3uoB, U B CPOK, He
npeBbllWaWmi  Tpex paboumx [Hew, yBeOooMNseT B MNUCbMEHHOW dopMe 06 3TOM  YNOMHOMOYEHHBIN
tbeaepanbHbI OpraH NCNOMHUTENBHOW BNACTMU.

4. Cpok gns npefcTaBrieHnst 3asiBuTenem o6pasuoB fekapCTBEHHOro npenaparta u dapMaueBTUYEeCKon
cybCcTaHuuM 1 CpoK YBEOOMITEHUS] SKCMEPTHbIM y4pexaeHneM o6 3TOM B MUCbMEHHOW hopmMe YNONHOMOYEHHOTO
defepanbHOro opraHa UCMONTHUTENbBHON BNACTW, YKa3aHHbIE B YacTaX 2 U 3 HACTOSILLEN CTaTbU, HE BKIOYAKOTCS B
CPOK NpoBeAeHUs yKa3aHHbIX B YacTu 1 HACTOsALeN cTaTbu 9KCNEepPTHS.

5. [IoKyMeHTbI, MOCTYNMBLUME B 3KCMEPTHOE yupexaeHue Ang npoBefeHUs yka3aHHbIX B 4acTu 1 HacTosLen
cTaTbU 9KCMEpPTWU3, noanexar BO3BpaTy B YMNOMHOMOYEHHbIN eaeparnbHbil OpraH WCMONMHUTENbHOW BNactu
O[HOBPEMEHHO C 3aKMYEHUAMN NO pe3ynbTaTam yKasaHHbIX 9KCrnepTums.

CraTbs 25. [NoBTOpHOE NpoBeAeHNe SKCNepTM3bl NeKapCTBEHHbIX CPEACTB
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasax HegocTaTovHOW 060CHOBAHHOCTW MM HEMOMHOTbI 3aKMIOYEHNSA KOMUCCUM SKCNIEPTOB, Hanuuns
B HEM MPOTMBOPEUMBbLIX AaHHbIX, hanbcudrKaLmn BbIBOAOB IKCNEPTM3bl NeKapCTBEHHOrO CPeacTBa, COKPbITUS OT
YNOfIHOMOYEHHOro hefepanbHOro opraHa UCMONMHUTENBHOW BNacTu OCHOBaHWI ANA OTBOAA dKCnepTa BCneacTBue
€ro 3auHTEPEeCcOBaHHOCTW B pes3yrnbTaTax COOTBETCTBYIOLLEN 3KCMEPTU3bl, HANWYUA AaHHbIX O MPSAMOM NGO
KOCBEHHOM BMeLLaTENbCTBE B NPOLECC COOTBETCTBYIOLLEN IKCNEPTMU3bl NULL, HE YYaCTBYIOLLMX B €€ MPOBEAEHWM,
HO OKas3aBLUMX BNWsIHWE Ha MPOLECC U pe3ynbTaTbl ee NpoBeAeHUs, YyNONHOMOYEHHbIM deaepanbHbIM OpraHoM
MCMONHUTENbHOW BnacTM HasHayaeTCcs NOBTOpHas dKCMnepTu3a NeKapCTBEHHOrO CpeacTBa M (Mnn) STuyeckas
aKcnepTM3a.

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

2. TloBTOopHasi 3KcnepTM3a NeKkapCTBEHHOrO CpeAcTBa MNPOBOAUTCA C  YY4EeTOM pes3ynbTaToB paHee
NpoBeAEeHHON 3KCMepTU3bl B CPOK, YCTAHOBMEHHbIW YNONMHOMOYEHHbIM hegepanbHblM OPraHOM WUCMOMHUTESNbHOW
BMacTV M He MpeBbIALWMI TpUaLaTv pabounx AHEN Co OHA NOMyYeHMs SKCMEePTHBIM yupexaeHnem 3agaHus Ha
npoBedeHne NOBTOPHOWN 3KCNepTU3bl NeKapCTBEHHOrO CPeAcTBa.

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

3. ®uHaHcoBOoe obecrneyeHne BbINOMHEHMA 3adaHUs  Ha MpoBedeHue MOBTOPHOM  3KCMepTM3bl
neKapCTBEHHOro CPeACTBa HE OCYLLECTBMNAETCS.

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

CraTbs 26. YckopeHHas npouenypa 3KCnepTusbl nekapCTBEeHHbIX CPeacTs

1. YckopeHHas npoueaypa aKcnepTusbl NEKAapPCTBEHHbIX CPEeACTB B LENAX rocygapCTBEHHOW perncrpaumun
NeKapCTBEHHbIX NMpenapaToB NPUMEHSETCS B OTHOLLEHWN OpdaHHbIX JIEKAapCTBEHHbBIX MpenapaToB, NepPBbIX TPeX
nekapCTBEHHbIX MpenapaToB, perucTpupyembix B Poccuiickon ®depepaumm B KavyecTBe BOCMPOU3BEAEHHbIX
NeKapCTBEHHbIX MpenapaToB, O4YEepedHOCTb KOTOPbIX OMNpedensieTcs B COOTBETCTBUM C HOMEPOM M OaTon
BXOAALUMX 3asBMEHUA O TrOCYAapCTBEHHOW perucTpaumMmM neKapCTBEHHbIX MpenapaToB B paMKax OOHOro
MEeXAYHapO4HOrO HEeMaTeHTOBAaHHOIO HaMMEHOBAaHUS JIEKApPCTBEHHOrO npenapata  WAM  rPynnMpPOBOYHOIO
HaVMMEHOBaHUS NEKapCTBEHHOrO nmpenaparta, MU NIeKapCTBEHHbIX NMpenapaTtoB, NpegHa3HAYeHHbIX UCKMIOYUTENbHO
AN NPYMEHEHMUST HECOBEPLUEHHONETHUMU FpaXKaaHaMu.

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

2. YcKopeHHas npoueaypa 3KCnepTu3bl JNIEKAapCTBEHHbBIX CPEACTB B LENSAX rocyAapCTBEHHOW perucrpaumm
NEeKapCTBEHHbIX MpenapaToB HE NMPUMEHSIETCA B OTHOLUEHWM:

1) GuoaHanorosbix (61MoNof0OHbLIX) NEKAaPCTBEHHbIX NpenapaToB (bnoaHanoros);

2) pedhepeHTHbIX NIEKAPCTBEHHLIX NpenapaToB (3a UCKIoYeHNEM OpdaHHbIX NlekapCTBEHHbIX NpenapaToB);

3) BOCMpOU3BEOEHHbIX NEKAPCTBEHHbLIX MpenapaToB (3a MCKIHYEHUEM NEPBLIX TPEX PEMUCTPUPYEMLIX B
Poccuiickon ®epepauum B KaydecTBe BOCMNPOM3BELAEHHLIX JIEKAPCTBEHHbIX MpenapaTtoB W feKapCTBEHHbIX
npenapaToB, NpeAHa3HaYEHHbIX UCKIIYUTENBHO ANS NPUMEHEHNS] HECOBEPLUEHHONETHUMU rpaXxaaHamm);
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4) HOBbIX KOMBMHALUI 3apErMCTPUPOBAHHbIX paHee NekapCTBEHHbIX NpenapaTos;

5) nekapCcTBEHHbIX NpenapaToB, 3apernCTpMpoBaHHbIX paHee, HO NPOU3BEAEHHbIX B APYrMX NIEKapCTBEHHbIX
cdopmMax B COOTBETCTBUM C MEPEYHEM HaMMEHOBaHWIA NTEKapCTBEHHbIX (DOPM 1 B HOBOW JO3UPOBKE.

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

3. YckopeHHas npoueaypa  SKCNepTu3bl  NEKapCTBEHHbIX CPEACTB  MPOBOAUTCA MO PEeLUeHUto
COOTBETCTBYHLLEr0 YNOTHOMOYEHHOro deaepanbHOro opraHa UCNOMHUTENbHON BNAacTM HAa OCHOBaHUN 3asiBNeHus
3a8BUTENS B CPOK, HE MpeBbllalwWmii BocbMuaecatn paboumx AHen. [Mpu 3TOM 3KcnepTvM3a [AOKYMEHTOB,
cofepXaluxcsa B perncTpaumoHHOM AOCbe Ha NeKapCTBEHHbBIN npenapar, NPOBOAMTCS B CPOK, HE MPEBbILLAOLLIMMI
Aecsatn paboymx AHeW, SKCnepTu3a KavecTBa NeKapCTBEHHOro CpeacTBa U 3KCMepTM3a OTHOLLEHWUS OXuaaeMon
Nonb3bl K BO3MOXHOMY PWUCKY MPMMEHEHWS NeKapCTBEHHOrO npenaparta NpoBOAATCS B CPOK, HE MpPEBbILALLMNA
Lwectugecatn pabounx gHen.

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

3.1. B oTHOwWweHun opdpaHHbIX NEeKapCTBEHHbIX NpenapaTtoB MOryT ObiTb NpeAacTaBneHbl pesynbTaThbl
OOKITUHMYECKMX WCCNEAOBaHWA NEKapCTBEHHbIX CPeACTB M KIUMHWYECKMX WCCNEeOOBaHWA  MeKapCTBEHHbIX
npenapaToB Ans MEeOUUMHCKOTO MNPUMEHEHUs, BbIMOMHEHHbIX 3a npegenamu Poccuiickon ®epepaunm B
COOTBETCTBMM C NpaBuiamu Hagnexailier nabopaTopHOW MpakTUKM U NpaBunamMy Hagnexalien KinHUYecKom
NPaKTUKN.

(vacTb 3.1 BBegeHa PeaepanbHbIM 3akKoHOM 0T 22.12.2014 N 429-93)

4. YckopeHHas npouegypa SKCnepTu3bl NeKapCTBEHHbIX CPeAcTB MPOBOAMTCA B nopsiake, YCTaHOBIEHHOM
ctateamn 17 - 20, 23 n 24 Hactodwero PegepanbHOro 3akOHA, U HE O3HAYaeT CHUXEHWs TpeboBaHun K
6e3onacHOCTH, Ka4yecTBY M IMPEKTUBHOCTM NeKapCTBEHHbIX NpenapaTos.

Cratbs 27. PelueHune o rocyaapCTBEHHOW perncTpaunm fiekapcTBeHHoro npenapara

1. B cpokK, He NpeBbILLAOLWMI AECATM pabounx OHEN CO OHS NONYYEHUS 3aKMYEHUI KOMUCCHM SKCNEPTOB NO
pesynbTaTaM 3KCMEepTM3bl Ka4ecTBa JIEKAPCTBEHHOrO CPeACcTBa M 9KCMEPTU3bl OTHOLUEHUS OXMAAeMOW Nosb3bl K
BO3MOXHOMY  PUCKY MNPUMEHEHWs  feKkapCTBEHHOro npenapara, COOTBETCTBYWOLWMA  YNOSIHOMOYEHHbIN
deneparnbHbI OpraH UCNONMHUTENBHOW BNACTH:

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

1) pasmellaeT Ha cBoeM odhmumManbHOM canTe B ceTn "MIHTepHeT" COOTBETCTBYIOLLME 3aKITHOYEHUS KOMUCCUN
3KCNEepTOB M OCYLLECTBASET UX OLEHKY Ans onpeaeneHns COOTBETCTBUS 3a4aHUI0 Ha NPOBeAEeHNE 3TUX IKCNEePTUs;
(n. 1 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

2) NpUHMMAaET peLLeHNe O roCydapCTBEHHOW pPerncTpauumn NekapcTBEHHOro npenaparta unum ob oTkase B
rocy4apCTBEHHOWN pernctpaumm nekapcTBEHHOrO Npenapara;

3) BHOCUT Npu NPUHATUM PELLEHUSA O TOCYLapCTBEHHOW perMcTpaumm nekapcTBEHHOro npenapara AaHHble O
3aperMcTpupoBaHHOM JlEKapCTBEHHOM MpenapaTe, B TOM 4ucre o hapMaueBTU4eckon cybcTaHummn, BXoasLlen B
COCTaB flekapCTBEHHOro npenapaTa, B roCyAdapCTBEHHbIA PEECTP feKapCTBEHHbLIX CPEeACTB U BbiAAET 3asBUTEND
perucTpauMoHHOEe  yAOCTOBEpPEHWEe  JIekapCTBEHHOrO  Mpenapata, d¢opma  KOTOpOro  yTBepXOaeTcs
YNONHOMOYEHHbIM  befepanbHbIM ~ OPraHoM  WCMOSMHUTENbHOW  BMAcTW,  COMMacoBaHHble  HOPMATMBHYIO
OOKYMEHTaLUMI0, HOPMATUBHbIA OOKYMEHT, UHCTPYKLUUIO MO MPUMEHEHUIO NEKapCTBEHHOro npenaparta U MakeThbl
NepBUYHON YNaKOBKN U BTOPUYHOM (MOTPEOUTENbCKOW) YNakoBK/ C YKasaHMEM Ha HUX HOMepa perncTpalmMoHHOro
YAOCTOBEPEHNs NieKapCTBEHHOro npenaparta v gaTbl ero rocyaapCTBEHHON pernctpaumm unm B criydae npuHATUS
peweHns o6 OoTka3e B rocygapCTBEHHON perMctpaumy nekapCcTBEHHOro npenaparta yBeaoMnsieT B MMCbMEHHON
dopme 3asBUTENss 06 3TOM C yKa3aHMEM MPUYMH Takoro oTkasa. 3a Bblgady perMcTpauMoHHOrO yAOCTOBEPEHUS
NeKkapCTBEHHOro npenaparta B3MMaeTcs rocygapCTBEHHasi MOLWWNMHA B COOTBETCTBUM C 3aKOHOAATEbCTBOM
Poccuiickonn ®egepaumm o Hanorax n cbopax.

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

2. OcHoBaHMeEM [nia OTKa3a B roCydapCTBEHHOW peructpauuym INekapCTBEHHOro npenaparta sBnAseTcs
pelleHne COOTBETCTBYHLLErO YNONIHOMOYEHHOrO deaepanbHOro opraHa WCMOMHUTENbHOW BRacTM O TOM, YTO
KayectBO U (MnM) 3PEKTUBHOCTL PErMCTPUPYEMOrO FEeKapCTBEHHOIO Mpenapata He MOATBEPXAEHbI
MOMyYeHHbIMX OaHHBIMW UMM YTO PUCK NMPUYMHEHUS Bpeda 300POBbl YenoBeka WiW XUBOTHOIMO BCMEACTBUE
nprvema nekapcTBEHHOro npenapaTa npeBbiaeT 3PPEKTUBHOCTb €0 NPUMEHEHUS.

(B peq. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3. [lloBTOopHOE npeacTaBneHne B  COOTBETCTBYIOLMW  YMNOMHOMOYEHHbIM  defeparnbHbld - opraH
NCMNONMHUTENbHOW BMacTu NeKkapCTBEHHOIO npenapara, B OTHOLLEHMM KOTOPOro MOfy4YyeH OTka3 B rocygapCTBEHHOMN
perMctpaumMmM M KOTOPbIA BMOCMEACTBUM MOOBEPrCS M3MEHEHUIO B 4YacTU ero cocTaBa, pacCcMaTpuMBaeTCs Kak
npeacTaBlieHNe HOBOTO JIEKAPCTBEHHOrO Npenapata Ha €ero rocyfapCTBEHHYH perMcTpaumio He3aBuUCMMO OT
COXpaHeHUs1 ero NEPBUYHOrO HAMMEHOBAHMUSI.

(4yacTtb 3 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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Cratba 27.1. Tlopsgok onpegeneHns B3auMO3aMEHSIEMOCTM  JIEKapCTBEHHbIX NpenapaToB  Ans
MeLMLMHCKOro NPUMEHEHMS
(BBegeHa degepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

1. B3anmosaMeHAEeMOCTb NeKapCTBEHHbIX MpenapaTtoB ANS MEeAULMHCKOro MPUMEHEHUs onpeaenseTrcs B
nopsiake, yctaHosneHHom lNpasutensctesom Poccuickon ®eaepaunm, Ha OCHOBaHUM CNeayoLwmux napameTpos:

1) akBuBaneHTHOCTb (Ans 6rmoaHanoroBbix (6MONOOOGHbLIX) NEeKapCTBEHHbIX npenapatoB (buoaHanoros) -
COMOCTaBUMOCTb) KayeCTBEHHbIX W  KOJNMYECTBEHHbLIX XapakTepuctuk dapmaueBTUyeckux cybcTaHuum
(ncnonb3oBaHWe pasnu4YHbIX CcoMen, 3MPOoB, KOMMIIEKCOB, W30MEpOB, KpucTannuyeckux dopm u ApYrux
NPOU3BOAHbLIX OHOMO U TOrO Xe AEeNCTBYIOLEro BelecTsa He ABMNSeTCcsa NpenaTcTBMem A1S B3anMo3aMeHAeMOoCTH
fiekapCTBEHHbIX NpenapaTtoB, €Cnv MpW NPOBEAeHWM WccnefoBaHWs OGMO3KBUBANEHTHOCTW NeKapCTBEHHOro
npenapaTta unu B criy4ae HEBO3MOXHOCTU MPOBEAEHUA 3TOr0 UCCrefoBaHUSA Mpu NpoBefeHnn nccneaoBaHns
TepaneBTUYECKON 3KBMBAINEHTHOCTW NEKapCTBEHHOro npenapara [oka3aHOo OTCYTCTBME KITUHWYECKN 3HaYMMbIX
pasnuunii  papMakokMHeTMKn u (unm) 6esonacHoCTM U 3PEKTUBHOCTU NEKapCTBEHHOro mnpenapaTta Ansg
MeOMLMHCKOrO NPUMEHEHNS);

2) O9KBMBANEHTHOCTb fEKapCTBEHHOW (OpPMbl (MO4 93KBUBANEHTHbIMWU NEKapCTBEHHbIMKU  dopMamMu
MOHUMAIOTCS pasHble NekapCTBeHHble OPMbl, UMEIOLLME OAMHAKOBbIE CNocob BBEAEHNS U Cnocob NpuMeHeHus,
obragatoLme conocTaBUMbIMU (papMaKkOKMHETUYECKMMN XapakTepucTUKaMm 1 papMakornormyeckum 4encTBmem u
obecneumnBaroLLme TakKe OOCTWKEHNE HeobXxoaumoro KnmHudeckoro adpdekta. Pasnnumns nekapcrBeHHbIX hopm
He 4BMSAOTCA MpensaTcTBMEM ANA  UX B3aMMO3aMEHSeMOCTW, €CnvM  Mpu  NpoBedeHWUM  WCCrefoBaHus
OMOSKBMBANEHTHOCTU NEKapCTBEHHOro npenapata WM B Cnyv4ae HEeBO3MOXHOCTM MpPOBeOEeHUs 3TOro
nccrnegoBaHus Npy NPoBeAeHNU UCCNefoBaHUsA TepaneBTUYECKON SKBMBANEHTHOCTU fIeKapCTBEHHOrO npenapara
[0Ka3aHO OTCYTCTBME KIMHWYECKM 3HaYMMbIX pasnuMuMin  hapMakoKMHETUKM u  (unn) ©Be3onacHocT wu
3h(peKTMBHOCTM NeKkapCTBEHHOro nNpenapara A1 MeaunLMHCKOro NpUMEHEeHWs);

3) 3KBMBANEHTHOCTb UM COMOCTaBUMOCTb COCTaBa BCMOMOraTernbHbIX BELWECTB NlekapCTBEHHOro npenaparta
ANs MeOVLMHCKOrO NPUMEHEHNs (pasnuyns cocTaBa BCMOMOraTenbHbIX BELWEeCTB NIekapCTBEHHOro npenapara Ans
MEeOMLMHCKOrO MPUMEHEHUS He SBNSAKTCA NPEnsaTCTBMEM ANs UX B3aMMO3aMEHSeMOCTU, €Crin Mpu npoBegeHun
nccrnegoBaHnss GMOIKBMBANEHTHOCTU NEKapPCTBEHHOro npenapaTa Ans MeAvMUUMHCKOro NpMMEeHeHus unm B cnyvae
HEeBO3MOXHOCTN MpPOBEAEHUs 3TOro  WCCnedoBaHWs nNpu  MNPOBEAEHUM WUCCReoBaHWs  TepaneBTUYECKON
9KBMBANEHTHOCTW NEKapCTBEHHOro npenapara Ans MeaMUUMHCKOro NpMMEHEHUs A0Ka3aHo OTCYTCTBME KIMHUYECKN
3HAYUMBbIX PasnMuUi PapMakoKMHETUKN 1 (Mnun) 6esonacHOCTU u 3PPEKTUBHOCTM NEKapCTBEHHOIO npenapaTta
ANst MeAMLUHCKOro npumeHeHus. [Npu 3ToM pasnuyus coctaBa BCroMoraTerbHbIX BELWECTB He JOIMKHbI NPUBOANUTL
K PUCKY BO3HUKHOBEHMS CEpPbE3HbIX HeXenaTernbHbIX peakunin y oTAEeNbHbIX rpynn nauneHToB UM NOBbILEHNS
YacTOTbl UX BO3HUKHOBEHMS);

4) ngeHTUYHOCTb cnocoba BBeAEHUSA U MPUMEHEHMS;

5) oTcyTCTBME KNMHUYECKM 3HAYMMbIX pas3nuyuMii NpyM NPOBEAEHVMM UCCNEedoBaHWs OGUOIKBMBANEHTHOCTM
nekapcTBEHHOro npenaparta wnu B criy4ae HEeBO3MOXHOCTM MPOBEAEHUss 3TOro WCCregoBaHWsi OTCYTCTBUE
KMMHUYECKN 3HAaYMMbIX pasnmyui nokasatenemn 6e3onacHOCTU M A(PEKTUBHOCTU NEKApCTBEHHOMO nNpenapara npu
NpoBeAeHUN WCCreaoBaHUs TepaneBTUYECKOW SKBMBANEHTHOCTW. [aHHbIn napameTp He npuMmeHsieTcd B
OTHOLLIEHMN BOCMNPOU3BEOEHHbIX NeKapCTBEHHbIX npenapaToB, ykasaHHblx B 4actu 10 ctatbm 18 HacToswero
®epepanbHoro 3akoHa. B oTHoweHun GuoaHanoroBbix (O6MONOAOOHLIX) NEeKapCTBEHHbIX MNpenapaTos
(bnoaHanoroB) gaHHble 006 OTCYTCTBMM KIMHUYECKM 3HAYMMbIX pasnuumii GesonacHocTu, 3EKTUBHOCTU U
MMMYHOIE€HHOCTW NleKapCTBEHHOro npenapara no pesynstataMm MnpoBedEeHUs  KINMHUYECKUX UCCrneaoBaHUn
NpefocTaBnATCA B MOPSAAKE, YCTAHOBNEHHOM HACTOSALLEN YacCTbio;

6) cooTBeTCTBME  MNpPOM3BOAWTENS  NEKapCTBEHHOro  cpeactBa  TpeboBaHWAM  Haanexaluen
NPOU3BOACTBEHHOW NPAaKTUKK.

2. CpaBHeHVe NapamMeTpoB PerncTpmpyemblx neKkapcTBeHHbIX npenapaTtos AN MeAMUUHCKOro NPUMEHeHNs
OCYLLEeCTBMNAETCA KOMWUCCMEN 3KCMEPTOB OKCMEPTHOrO YYPEXAEHUS NpW MPOBEAEHUUN SKCNepTu3bl  Takux
nekapCTBEHHbIX NpenapaTtoB B Mpouecce WX rocygapCcTBEHHOW perucTtpauun. BbeiBogbl akcneptoB o
B3aMMO3aMEHAEMOCTM U  HEeB3anMO3aMEHSIeMOCTU  JIeKapCTBEHHbIX MpenapaTtoB  ONnd  MeaMUMHCKOro
NPMMEHeHWsl, coenaHHble B pesynbTaTe 3TOr0 CpaBHEHWsl, OPOPMMAIOTCA B BUAE MPUINOXEHUSA K 3aKMOYEHUIO
3KCnepToB No hopMe, YTBEPKOEHHOM YNOSTHOMOYEHHbBIM hefeparnbHbiM OpraHOM UCMONHUTENbHOW BlacTu.

3. lNMonoxeHna HacTosien cTaTbW HE pacrnpoCTPaHSTCA Ha pedepeHTHbIe NekapCTBEeHHble npenaparhbl,
nekapCTBeHHblE pacTUTEeNbHble MpenapaTbl, roMeonaTUYeckne nekapCcTBeHHble MnpenapaTtbl U JNIEeKapCTBEHHbIE
npenapaTtbl, KOTOpble pa3peLleHbl Ans MeauuMHCKOro npumeHexus B Poccuickon ®epepaumn Gonee asaguaty
NneT 1 B OTHOLLIEHNM KOTOPbIX HEBO3MOXHO NpOBeAeHME NCCnefoBaHns X BUOIKBMBANIEHTHOCTH.

Cratbs 28. PernctpaunoHHoe yoocToBeEpeHMe NiekapCTBEHHOTO Npenapara
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1. PeructpaumoHHoe yOOCTOBEpPEHWE NeKapCTBEHHOro rnpenapaTta C ykasaHWeM feKapCTBEHHbIX hopM U
OO03MPOBOK BblaaeTcss OeCcCcpoyHO, 3a WCKMYEHUEM PErMCTPALMOHHOIO YAOCTOBEPEHWS JIEKAPCTBEHHONO
npenapaTa, BblJaBaemMoro CO CPOKOM [AEWCTBUS NATb NeT, Ha BMepBble peructpupyemble B Poccuiickon
denepaumun nekapcTBeHHbIE Npenaparhbl.

2. o ncreveHun ykasaHHOro B Yyactu 1 HacTosLLen cTaTbM CpoKa BblaaeTcst 6eccpoyHoe perncTpaumoHHoe
yOOCTOBEPEHME NeKapCTBEHHOro npenapara npu ycnosum NoATBEPXAEHWS ero rocy4apCTBEHHOW permcrpayuu.

3. B cnyyae BHeceHus B cooTBeTCTBUM cO cTaTbamun 30 u 31 HacToswero PegepanbHOro 3akoHa N3MeHeHUn
B cofepxalmecs B pPermcTpauuoHHOM [OCbe Ha 3aperMcTpuMpoBaHHbIN NEKapCTBEHHbLIN npenapaTt OOKYMEHTHI,
3aTparMBalolnMX CBeOEeHWsi, OTpaXeHHble B PEermcTpauMoHHOM YOOCTOBEPEHWMM JIeKapCTBEHHOroO mnpenapaTta,
YMNONTHOMOYEHHbIV  (befepanbHbIi  OpraH  WUCMOSNHUTENbHOW  BNacTu  BblAeT HOBOE  perncrpauuoHHoe
yAOCTOBEPEHMNE NeKapCTBEHHOIO Npenapara, cogepXallee BHECEHHbIE B HEMO N3MEHEHNS.

(vyacTtb 3 BBegeHa PepepanbHbiM 3akoHOM oT 22.12.2014 N 429-93)

4. B cnyyae yTpaTbl UNU NOBPEXAEHUSA PErMCTPaALMOHHOIO YAOCTOBEPEHUSA NEKApCTBEHHOMO npenaparta no
3asBMEHNI0O B MUCbMEHHOW dpopMe [depxaTtens WM  Bnagenbua pPerncrpaumoHHOro  yAoCTOBEpeHus
NeKapcTBEHHOro npenapaTta unvM YnonHOMOYEHHOro MMW OPYroro HpUAMYECKOro nuua o Bblgade aybnwukata
pPErncTpaumMoHHOro YOOCTOBEPEHUS NEeKapCTBEHHOro mnpenapata  YNoNHOMOYEHHbIN  dhedepanbHbii - opraH
WCNONMHUTENBHON BRacTM B CPOK, HE MPEBbILLAIOWNA OECATU paboynx OHEW CO OHA MOCTYMMEeHUs 3asiBMNeHus,
BblgaeT Aybnukat perucTpauMoHHOrO YOOCTOBEPEHWs] FEKapCTBEHHOro npenaparta. 3a Bblgadyy aybnuvkata
pPErncTpaumMoHHOro YAOCTOBEPEHUSA NEKapCTBEHHOro mnpenapaTta B3MMaeTCA rOCygapCTBEHHasl MOowWuHa B
COOTBETCTBMU C 3akoHogaTenscTBOM Poccuiickon Pegepaumm o Hanorax n cbéopax.

(4acTb 4 BBegeHa ®eaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

KoHcynbTaHTlIntoc: npumevanune.
B cootBeTcTBUMN C PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03 c 1 aHBaps 2017 roga ctatbs 29 6yget
N3noXxeHa B HOBOW peaaKLmu.

Cratbs 29. MoaTteepxaeHWe rocyaapCcTBEHHON perucTpaummn nekapcTBeHHOro npenapaTta

1. MNoareBepxgeHve rocygapCTBEHHOW permcTpaumm nekapCTBEHHOro npenapaTta OCYLeCTBRAeTCs npu
Bblgavye 6eccpoyHOro perncTpaumoHHOrO yOOCTOBEPEHUSI NEeKapCTBEHHOrO npenapaTta B Crydvae, yka3aHHOM B
yactu 2 ctaTbu 28 HacTosiwero degepanbHOro 3akoHa, B CPOK, HE MPEBbILAKLWUN OEBAHOCTA pabounx gHen co
OHS  MOMyYeHUs COOTBETCTBYIOLIMM YMNOMHOMOYEHHbIM dbedeparibHblM  OpraHOM  WCMOMHUTENbHON  BRacTu
3asBMeHNss O MOATBEPXAEHUN rOCYAapCTBEHHOW permctpaumu nekapcTBEHHOro npenapata gnd MeguuuHCKOro
nNpMMeHeHus1, opOpPMIIEHHOro B COOTBETCTBUM C YacTbio 2 ctaTbn 18 HacToswero ®egepanbHOro 3akoHa, nnbo
3asBNeHnss 0 NOATBEPXOEHUN rocyfapCTBEHHOW perucrpaumu fnekapcTBEHHOro npenaparta Ansg BeTepuHapHOro
NpUMeHeHUs, 0POPMINEHHOro B COOTBETCTBUU C YacTbio 2 cTaTbk 17 HacToswero ®efepansHOro 3akoHa.

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

2. lNogTtBepxaeHWe rocydapCTBEHHOW perncTpaumm nekapCcTBEHHOro npenapaTta OcCyLlecTBRAseTcs no
pe3ynbTataM 3KCNepTU3bl OTHOLLUEHUSA OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKkapCTBEHHOro
npenapaTta, a TakkKe 9KCMepTU3bl KayecTBa feKapCTBEHHOro cpeacTsa, MPOBOAMMON B Criyyae BHeCeHUsi
N3MEHEHW B HOPMAaTUBHYHO JOKYMEHTaLUMIO UM HOPMAaTUBHbIA JOKYMEHT.

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

3. K 3asBneHnio o0 nogTBepxXAeHWM roCydapCTBEHHOW permctpaumv nekapCTBEHHOro npenaparta Ans
MEeOMLMHCKOrO NMPUMEHEHWs MpuraralTca AOKYMEHT, NoATBepXOaloWwuin ynnaTy rocygapCTBEHHON MOLWMMHBI 3a
NOATBEPKAEHNE rOoCygapCTBEHHOM perncTpaumm rekapCTBeHHOro npenapara ansg MeauuMHCKOro NMpUMeHeHus,
OOKYMEHT, coepxallni pedynbTaTbl MOHUTOPUHIa 6e30nacHOCTU NeKapCTBEHHOIO Npenapara Ans MeguuuHCKOro
NpUMeHeHWs, NpPOBOAMMOro 3asdBuTenem, no ¢opme, YCTAHOBMEHHOW COOTBETCTBYHOLUUM YNONTHOMOYEHHbLIM
deneparnbHbIM OpraHoOM UCMONHUTENBHOW BNacTu, AOKYMEHT, NepeBeAeHHbIN Ha PYCCKUIN A3bIK, NOATBEPXKAaoL NN
COOTBETCTBME NPOU3BOAUTENS NIEKAPCTBEHHOIrO Npenapara 418 MeQULMHCKOro NpUMeHeHns TpeboBaHUsAM nNpaBun
Hagnexallem npou3BOACTBEHHOW MNPAKTUKKW, BblAAHHbBIA KOMMETEHTHbIM OpraHoM CTpaHbl NpPou3BOAUTENS
nekapcTBEHHOro npenapaTta AN MeOUUMHCKOTO MPUMEHEHUSI U 3aBEepEeHHbIi B YCTaHOBMNEHHOM MOpsake,
OOKYMEHT, MepeBedeHHbIl Ha  PYCCKMA  A3blK, NOATBEPXAAKLWWUA  COOTBETCTBME  MpPOU3BOAUTENS
hapmaueBTMYECKON cybcTaHuum TpeboBaHUSAM MNpaBwui Haanexalwlenh NpPou3BOACTBEHHOW NPAKTUKKW, BblAaHHbIN
KOMNETEHTHbIM  OpraHoM CTpaHbl  npou3BoauTens papmaueBTUYeCcKoW CybCTaHuuW, 3aBEPEHHbIN B
YCTaHOBMEHHOM MOpPsSAKe M COAepXalui HavMMeHoBaHWe dapmaueBTUYecKoOn cybcTaHumm (MexgyHapogHoe
HenaTeHTOBaHHOE WM XMMUYECKOE M TOProBO€ HaMMEHOBaHWS), HaMMEHOBaHWEe W agpec MpousBoavTens
dapmaLeBTUYEeCKon CyOCTaHLMM, CPOK rOOHOCTU hapmMaLeBTMYECKOM CybCcTaHuuu,
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(vactb 3 B pen. PegepanbHoro 3akoHa ot 29.12.2015 N 389-03)

3.1. K 3asBneHuto o noaTBepXOeHUU TOoCydapCTBEHHOW perMctpaumv fnekapcTBEHHOro npenaparta ang
BETEPMHAPHOIO MPUMEHEHWS NpUMaralTca AOKYMEHT, NMOATBEPKAAOWMI ynnaTy rocygapCTBEHHOW MOLUMWHLI 3a
noATBEPXKAEHME rOCYAApPCTBEHHON perncrTpaumm nekapcTBEHHOro npenapara Ang BETEPUHAPHOro NpuMeHeHus,
OOKYMEHT, coaepXalmn pesynbTaTbl MOHUTOPUHra Ge30MacHOCTU NeKkapCTBEHHOro npenapara, NpoBOAUMOrO
3asButeneMm, no ¢opmMe, YCTAHOBMEHHOW COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM deaepanbHbiM  OpraHom
NCMNOMHUTENbHOW BMNAacTh, a Takke AOKYMEHTbl, ykasaHHble B nyHkTe 1 u nognyHkrtax "a", "6", "k", "n" nyHkra 4
yacTtu 3 ctaTtbun 17 HacTosLero PegepanbHOro 3akoHa.

(vacTb 3.1 BBegeHa degepanbHbiM 3akoHOM OT 13.07.2015 N 241-03)

3.2. HopmaTtmBHas OOKyMeHTauuMs WUNM HOPMATMBHBIN OOKYMEHT, MPOEKT WMHCTPYKUMM MO NPUMEHEHUIO
neKkapCTBEHHOro npenapara, NPoeKTbl MakeTOB NMEepPBUYHOW YNAKOBKM U BTOPUYHOW (MOTPEOMTENBCKOW) YNaKOBKM
NneKkapCTBEHHOro npenaparta npunaralTcs K 3asiBMEHU0 O MOATBEPXKOEHWU TFOCYLAPCTBEHHOW permcrpaumm
neKkapCTBEHHOrO npenapaTta BHOBb TOJIbKO B Criy4Yae, €CfiM B HUX BHOCATCH U3MEHEHMUS.

(vacTb 3.2 BBegeHa deaeparnbHbiM 3akoHOM OT 13.07.2015 N 241-03)

4. B TeyeHve gecAaTn pabounmx OHEW CO OHA MPUHATUS 3asiBNeHus O NOATBEPXOEHWMM roCyaapCTBEHHON
perncTpaumm nekapcTBEHHOro npenapata M HeobXxoouMMbIX AOKYMEHTOB COOTBETCTBYHOLUMA YNOMHOMOYEHHbIV
deaepanbHbI opraH NCNOMHUTENBHOW BNACTU:

1) npoBogMT NpPOBEpPKY MNOMHOTBI WU [OCTOBEPHOCTU CBEAEHWIN, COAEPXallMXCA B NpeacTaBreHHbIX
3aaBUTENEM MaTepuanax;

2) npuHMMaeT pelleHne O nposedeHun unu ob oTkase B NPOBEAEHMU IKCMEPTU3bl OTHOLLEHUS OXUOAeMOou
nonb3bl K BO3MOXHOMY pPUCKY MNPUMEHEHWs neKapCTBEHHOro mnpenapara, a Takke 9KCNepTu3bl KayecTBa
neKkapCTBEHHOro cpeacTBa, MPOBOAUMOWN B CIlydae BHECEHMSI M3MEHEHUA B HOPMATUBHYK OOKYMEHTaUW Wiv
HOPMaTUBHbIV JOKYMEHT;

(n. 2 B peq. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3) yBegoMnsAeT B NUCbMEHHOW DOpMe 3asiBUTENS O MPUHATOM PELUEHUN UMW B Cy4ae MPUHSTUSA peLLeHNs
06 oTKa3e B MPOBEAEHUN IKCMEPTU3bI C YKa3aHWEM NPUYMH Takoro oTkasa.

4.1. B cnyyae BbISIBNEHWUS HEOOCTOBEPHOCTU CBEAEHWN, COAEPXKALLMXCA B MPEACTaBIEHHbIX 3asaBuTenem
mMaTepuanax, ynosIHOMOYEHHbIN dedeparnbHbli OpraH UCNOMHUTENBHOW BNACTW HanpasBnseT 3asBUTENO 3anpoc
00 yTOYHEeHWW yKa3aHHbIX cBedeHun. [JaHHbIN 3anpoc MOXeT ObiTb nepegaH ynorHOMOYEHHOMY MPeACcTaBUTENIO
3a8BUTENS NMMYHO MOA PacnuCKy, HaMpaBfieH Mo NoYTe 3aKa3HbIM MMCbMOM UMK NepedaH B 3NEKTPOHHON dhopme
Nno TENEeKOMMYHWKALMOHHbIM KaHanam cBs3uM. B cnyyae HanpaBneHuss 4aHHOro 3anpoca Mo noyTe 3akasHbIM
MMCbMOM OH CHUTAETCS NOJTYYEHHBIM MO UCTEYEHMM LUECTU OHEN C AaTbl HanpaBneHns 3aKka3Horo NUcbma.

(4acTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asgBuTens o06s13aH npeacTaBMTb OTBET Ha 3anpoc  YMONTHOMOYEHHOro dhefepasnibHOro opraHa
NCMNONMHUTENBHOW BnacTM B CPOK, HE MNPEBbILANWMIA OeBAHOCTa paboymx AHEN CO OHS MOoSydeHus OaHHOro
3anpoca. CpokK, yka3aHHbI B 4acTu 4 HACTOsILLEN CTaTbW, MPUOCTAHABIMBAETCS CO OHA HanNpaBneHUs 3asBUTENHO
3anpoca YnofIHOMOYEHHOro dedeparnbHOro opraHa MCMOMHUTENBHOW BRacTU A0 AHSA MOMyYeHUs UM OTBeTa Ha
OaHHbIA 3anpoCc U He YYUTbIBAETCA MPU WCHUCIEHUW CPOKa MOATBEPXAEHMS TOCYOAPCTBEHHOW perncrpaumm
NeKapcTBEHHOro npenapara.

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

5. OcHoBaHMeM [nis OTKasa B MPOBEAEHUN IKCMEPTM3bl OTHOLLUEHUSA OXUOAEMOW MOSb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS IEKapCTBEHHOro npenapata W (Unu) 3KCNepTM3bl KayecTBa JIEKAPCTBEHHOrO CpeacTBa
SBNAETCA npeacTaBreHne OOKYMEHTOB, YKa3aHHbIX B YacTax 1 M 3 HacTosilen cTaTbu, B HEMOSIHOM OObewme,
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETa Ha YyKasaHHbIA B 4acTu 4.1 HacToslen cratbu
3anpoc  YMNorHOMOYEHHOro doeeparnbHOro opraHa MWCMOMHUTENbHOW BRactu, a TakKke OTCYTCTBME B
NpeacTaBreHHbIX AOKYMEHTaX MCYepnbiBaloLWnX CBEAEHWIN, KOTOPbIE AOMKHbI OblTb OTPaXXEHbI B HUX.

(B pea. PepepanbHbix 3akoHOB OT 29.11.2010 N 313-93, o1 25.11.2013 N 317-03)

6. OKkcnepTusa OTHOLIEHUS OXWOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA FEKapCTBEHHOMO
npenapaTa u (Mnun) aKcnepTn3a KavecTBa NEKapCTBEHHOMO CPeACTBA B LieNsiXx NOATBEPXOEHUS roCyLapCTBEHHOM
perncTpaumm JeKkapcTBEHHOro npenapaTa MNpoBOOATCA Ha OCHOBAHUM [OOKYMEHTOB, YKa3aHHbIX B 4actu 3
HacTosWwen cTaTbW, B nopsgke, YCTaHOBMAEHHOM 4Yactamu 5 - 8 ctatbm 23 u cTatben 24 HacCToALWEro
depepanbHOro 3akoHa.

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

7. B nepuon npoBeneHusa npoueaypbl NOATBEPXOEHUS FOCYySAapPCTBEHHOW perncrpauvMm rekapCcTBEHHOIro
npenapaTta ero rpaxxgaHckun obopoT OCyLLEeCTBSIETCS Ha TeppuTopun Poccuiickon ®epepauuun.

8. OcHoBaHVeM Ania oTkasa B NOATBEPXOEHMU rOCyAapCTBEHHON perncTpaummn nekapcTBEHHOro npenaparta
ABMNSIETCH PELUEHNE COOTBETCTBYIOLLENO YNOTHOMOYEHHOrO hefiepanbHOro opraHa UCNOMHUTENBHOW BNacT O TOM,
YTO KayecTBO U (Mnn) adpeKTUBHOCTL NIEKAPCTBEHHOIO Npenapata He NoATBepXXAeHbl NOMy4YeHHbIMU OaHHLIMU
NN 4YTO PUCK MPUYMHEHWUS Bpeda 340POBbLI0 YeroBEKa WM KUBOTHOrO BCMEACTBME MPUEMA JIEKAPCTBEHHOIO
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npenapaTta npesblaeT aPPEKTUBHOCTb €r0 MPUMEHEHUS.
(vyacTtb 8 BBegeHa ®enepanbHbiM 3akoHOM oT 22.10.2014 N 313-93)

KoHcynbTaHTlIntoc: npumevanune.

Hepxatenu unu Bnagenblbl PEMMCTPaLNOHHBIX YAOCTOBEPEHUN NeKapCTBEHHbIX NpenapaToB MOryT nogatb
3asBneHnst 06 onpegeneHnun B3anmMo3aMeHsIeMOCTH NEKAPCTBEHHbIX NpenapaToB Ans MeAVLUHCKOrO NPUMEHEHMS
B nopsiake, yctaHoBreHHoM ctaTtben 30 (B ped. ot 22.12.2014), oo 31 aekabps 2016 roga (PegepanbHbii 3aKOH
0T 22.12.2014 N 429-93).

Cratba 30. BHeceHuMe un3MeHEHUN B [OOKYMEHTbl, coaepXaluMecs B pPerncrpauMoHHOM [OCbe Ha
3aperncTpupoBaHHbIV NeKapcTBEHHbIN NpenapaT A5 MeAULMHCKOro NpyMeHeHUs

KoHcynbTaHTlnt0C: NnpuMmeyaHue.
B cootBeTcTBMM ¢ DegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93 ¢ 1 aHBapsa 2017 roga 4actb 1 ctatbu
30 6yneT M3noxeHa B HOBOW peAaKkLmu.

1. B uensix BHeCEHMS W3MEHEHWN B [OOKYMEHTbl, COAepXallnecss B PEerncrpauuMoHHOM [OCbe Ha
3aperMcTpUpoBaHHbIA NEKAPCTBEHHbLIN NpenapaTt Ans MeAMUUHCKOrO NMPUMEHEHWs, 3asBUTENb NPEeACcTaBnsieT B
YNOJNTHOMOYEHHbIV dbeeparnbHbIi OpraH MUCMOMNHUTENBHOW BiacTu 3asiBlIEHNE O BHECEHWM TakMX U3MEHEHWUM Mo
dopmMe, yCTaHOBIEHHON YNONHOMOYEHHBIM doeaepanbHbIM OpraHOM UCMOMHUTENBHOW BNAcTW, U NPUMNOXEHHbIE K
HEeMy M3MEHEHMWS1 B yKa3aHHble OOKYMEHTbl, a Takke LOKYMEHTbI, nogTBepxaawwmne HeoOXo04MMOCTb BHECEHUS
Takux W3MeHeHUn. [puHATME peLleHns O BHECEHUW TaKMX M3MEHEeHUn unm o6 OoTKase B WX BHECEeHUM
OCYLLECTBMSIETCS B CPOK, HE NpeBbIlWAWMA AeBsHoCcTa paboumx OHEeW CO AHS MPUHATUS YNONHOMOYEHHbIM
deneparnbHbiM OpraHoOM UCMOMHMTENBHOW BNacTh 3asdBreHMsi O BHECEHUN TakUX U3MEHEHUN.

2. DkcnepTm3a NnekapcTBEHHbIX CPEACTB B YaCTU 3KCMepTU3bl Ka4yecTBa NeKapCTBEHHOro Cpeactea u (unu)
3KCMEPTM3bl OTHOLLUEHMS OXUOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKkapCTBEHHOro npenapaTa ans
MEOMLMHCKOrO MPUMEHEHMS MPOBOAUTCA B Crlyd4ae BHECEHWs M3MEHEHMN B [OKYMEHTbI, coaepxalmecsi B
perucTpaumMoHHOM J0Chbe Ha 3aperncTpMpoOBaHHbIN NIEKAPCTBEHHBIN NpenapaT, B OTHOLLUEHUN:

1) cBe4eHWI, yka3aHHbIX B MHCTPYKLMM NO MEONLIMHCKOMY NMPUMEHEHMIO NIEKAPCTBEHHOIO NpenapaTa:

a) nekapcTBeHHas (hopma C ykazaHMeM HaMMEeHOBaHWIA U KONMMYECTBEHHOMO COCTaBa AEeNCTBYHOLLMX BELLECTB
M KayeCTBEHHOro CcocCTaBa BCMOMOraTenbHbIX BellecTB (Mpu HeobXxoaAMMOCTM KONMYECTBEHHOTO COCTaBa
BCMOMOraTesbHbIX BELLECTB);

0) dapmakognHammka W apMakoKMHeTMKa (3a WCKNYeHMeM (apMakoKUHETUKM TFOMeonaTU4eCcKmx
NeKapCTBEHHbIX MpenapaTtoB U pacTUTESNbHbLIX NEeKapPCTBEHHbIX NpenapaToB);

B) NOKa3aHus Ans NpuMMeHeHMs;

r) NPOTUBONOKa3aHWs Ans NPUMEHEHNS;

A) Mepbl NPeaoCTOPOXHOCTU MPU NPUMEHEHNN;

€) yKasaHue BO3MOXHOCTU M OCOBEHHOCTEN MPUMMEHEHMS NEKapCTBEHHOro npenaparta Ansg MeauLmMHCKOro
NPUMEHEHNS1 6ePEMEHHBIMU XEHLLMHAMM, XEHLLMHAMWN B NEPUOL FPYAHOIO0 BCKapMMBaHWSA, AETbMU, B3POCIbIMY,
NUMEILLUMUN XpOHMYeCcKue 3aboneBaHus;

X) pexvMm [03VpoBaHusl, Crnocodbl BBeAEHWS W MPUMEHEHUSA, Npu HeobxoaMMOCTM BpeMsa Mpuema
nekapCcTBEHHOro npenapaTta, NPOACIKMUTENBHOCTL NIEYEHUs], B TOM YKCHe y AeTel 40 M nocrne O4HOro roaa;

3) BO3MOXHble MOOOYHbIE AENCTBUA W HeXemnaTenbHble peakuun Mpu MNPUMEHEHWUM JEKapCTBEHHOMO
npenapaTa;

1) CUMNTOMbI NEPEO3NPOBKU, MEPLI MO OKa3aHW NOMOLLU NpY Nepeso3npPOBKE;

K) B3aumogencTeme ¢ ApyrumMm nekapcTBEHHbIMM NpenapaTtamMum 1 (Mnu) NULLEBbIMU NPOAYKTaMU;

n) hopmMbl BbiMyCKa JIEKAPCTBEHHOTO NMpenapara;

M) yKasaHue (npy HeobXOAMMOCTU) OCOBEHHOCTEW AEWCTBUS FIEKApPCTBEHHOrO npenapata npu MnepBoMm
npueme Unn rnpu ero OTMeHe;

H) CBeOEHWs] O BO3MOXHOM BIIMSIHUM JIEKAapCTBEHHOrO npenapaTta Ans MELULMHCKOro NpUMEHEHWUst Ha
CNocobHOCTb YNpaBnAaTb TPAHCMOPTHBLIMWU CPEACTBAMW, MEXAHU3MAMU;

0) CPOK FOAHOCTM M yKasaHue Ha 3anpeT NPUMMEHEHUS NEKapCTBEHHOrO npenapara Nno UCTEeYeHUM cpoka
roAHOCTY;

n) YCNOBWUsi XpaHEHUS;

p) yCnoBus OTMNycKa;

2) cocTaBa NekapCTBEHHOro npenapara Ansi MeAULMHCKOro NPUMEHEHNS;

3) nsmMeHeHns MecTa NPOU3BOACTBA NIEKApPCTBEHHOrO NpenapaTa 4518 MeAULMHCKOro NPUMEHEHNS;
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4) n3mMeHeHMs nokasaTenen ka4yecTBa feKapCTBEHHOro npenapara anst MeguumMHCKOro NpuMeHeHns n (1nm)
METOAO0B KOHTPOJIS Ka4eCTBa fiekapCTBEHHOMO NpenapaTta Ans MeguumnHCKOro NpUMeEHEHNs;

5) M3mMeHeHMs cpoka rogHOCTU flekapCTBEHHOMO NpenapaTta Anst MeguLUMHCKOro NPUMEHEHUS;

6) cBegeHu 0 HeOBXOAUMOCTM BHECEHMUS UHBIX U3BMEHEHUN B UHCTPYKLUUIO MO MEAULIMHCKOMY MPUMEHEHUIO
NeKapCcTBEHHOro npenapaTta, a Takke B WHble [OKYMEHTbl, coAepXallmecs B pPerucTtpauumoHHOM [OCbe Ha
3aperncTpupoBaHHbIA fNeKkapcTBeHHbIM npenapaT. [Mpy 3Tom pelueHne O MNpoBedeHUM 3IKCMepTu3bl KadecTBa
NeKapCTBEHHbIX CPeacTB M (Mnn) aKCNepTU3bl OTHOLLEHUSA OXMAAEMOMW NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
NneKkapcTBEHHOro npenaparta Ans MeAWLMHCKOro NpUMEHEHUs NPUHUMAaETCA B COOTBETCTBUM C YTBEPXKAEHHON
YMOMHOMOYEHHbIM hefepanbHbIM OpraHoOM UCMOMHUTENBHOM BRAcTU Knaccudukaumen nameHeHnin, BHOCUMbIX B
OOKYMEHThI, cogep)Xallnecs B permcTpaumMoHHOM AOChbe Ha 3aperncTpMpoBaHHbIN NIEKApPCTBEHHBIN Npenapar.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. C 3aABneHnemM o BHECEHWM M3MEHEHMI B OOKYMEHTbI, COAEepXallMecss B perucTpauMoHHOM OOCbe Ha
3aperMcTpUpOBaHHbIM fIeKapCTBEHHbIN MnpenapaTt Ans MeOUUMHCKOTO MPUMEHEHMWs, Hapsgy € OOKyMeHTamu,
yKa3aHHbIMM B 4YacTu 1 HacToswen cTaTbW, 3asBUTENb NpPeacTaBhseT KOMMM OOKYMEHTOB, MoATBepXAatoLnx
ynnaTy rocygapCTBEHHOW MOLUMMHbI 3@ BHECEHME B OOKYMEHTbI, COAepXalimecs B pPerncTtpaumMoHHOM OOCbe Ha
3aperncTpupoBaHHbIA MNEKapCTBEHHbLIN npenapaT Ans MeOULUHCKOTO MPUMEHEHUS, U3MeHeHun, TpebyoLlmnx
npoBefeHUs 3KCNepTu3bl NEeKapCTBEHHbIX CPEACTB B 4YaCTU 3KCMEpPTM3bl KayecTBa leKapCTBEHHOro cpeactea U
(1nn) 3KCNepTM3bl OTHOLLEHNS OXXMOAEMOWN NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA NeKapCTBEHHOro npenaparta
ONs MeAULMHCKOro MPUMEHEHUs, roCyaapCTBEHHOW MOLUMMHbI 3@ BHECEHWE B LOKYMEHTbI, coAaepxalimecs B
perncTpauMoHHOM OOCbE Ha 3aperncTpupoOBaHHbIVM NEKAPCTBEHHbIN npenapaT Ans MeAULMHCKOro NpuMeHeHwus,
N3MeHeHW, He TpebyloLwmnx NpoBeaeHNa 3KCnepTusbl NeKapCTBEHHOro cpeacTea, Nnnbo BnpaBe npeactaBuTb Mo
COOCTBEHHOW MHUUMATMBE YyKasaHHble [JOKYMeHTbl. B cnyyae uWx HenpeacTaBneHUs  YMOSTHOMOYEHHbIN
deaepanbHbIi OpraH UCMNOJTHUTENBHOW BMNacTu NpoBepsieT hakT ynnaTbl rOCyAapCTBEHHbIX MOLMWH 3asiBUTENEM
nocpeacTBOM  MCMONb30BaHUSA MHgopmMauum 06 ynnate rocygapCTBEHHbIX MOLWUMWH, coAepXallencs B
"ocynapcTBEHHON MHAOPMALMOHHOW CUCTEME O FOCYAAapPCTBEHHbIX M MYHULMNAMbHbBIX Matexax, Ha OCHOBaHWUU
NpeacTaBreHHbIX 3asBUTENEM KOMWUI JOKYMEHTOB, NOATBEPXKAAOLLNX yNnaTy rocy4apCTBEHHON NOLUSUHbI.

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

4. B TeueHue pecatm paboumx OHEW CO OHSA MOCTYMNIIEHUSA YyKa3aHHOro B 4actu 1 HacTosiwen craTtbu
3asBreHNs N HeOBXOAUMBIX JOKYMEHTOB YNOMHOMOY€EHHbIN peaepanbHbli OpraH UCMOMHUTENbHOW BNACTy:

1) npoBogMT NpPOBEpPKYy MNOMHOTBI WU [OCTOBEPHOCTU CBEAEHMIN, COAEPXalMXCA B NpeacTaBreHHbIX
3aaBUTENEM MaTepuanax;

2) npuHMMaeT pelleHue O NpPOoBeAEHMU YKa3aHHbIX B 4YacTW 2 HacToslen CTaTbM COOTBETCTBYHOLUMX
3KCNepTM3 NNEKAapCTBEHHOIO cpeAcTBa uUnu ob oTkase B UX NPOBEAEHMY;

3) yBegoMMsieT B 3NIEKTPOHHOW UM NMUCbMEHHOW hopMe 3asiBUTENst O MPUHATOM pELUeHMU UMK B crnydae
NPUHATUSA peLleHns 06 oTka3e B NPOBEAEHUN COOTBETCTBYIOLLEN IKCNEPTU3bI C YKa3aHNEM NPUYNH Takoro oTkasa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTU CBEAEHWUN, COOEPXKALLUMXCHA B MPEACTABMEHHbIX 3asiBUTENEM
mMatepuanax, ynosIHOMOYEHHbIN defeparnbHbIi OpraH UCMOMHUTENBHOW BNAcTU HanpaeBnsieT 3asiBUTENO 3anpoc
00 yTOYHEeHUM ykasaHHbIX cBeAeHW. [laHHbIA 3anpoc MOXeT OblTb NepefaH ynorHOMOYEHHOMY MPeaCcTaBUTENO
3a8BUTENS NMUYHO MOA PacnMCKy, HaMpaBfieH MO NOYTEe 3aKa3HbIM MUCbMOM UIK NepedaH B 3NEKTPOHHON dhopme
Nno TENEeKOMMYHWKALMOHHbIM KaHanam cBs3uM. B cnyyae HanpaBneHust 4aHHOro 3anpoca Mo noyTe 3akasHbIM
MMCbMOM OH CYUTAETCS NOJTYYEHHbIM MO UCTEYEHUM LLECTU OHEN C AaTbl HanpaBneHnsl 3aka3Horo NUcbma.

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

4.2. 3asgBuTtens o06s13aH npeacTaBMTb OTBET Ha 3anpoc YMONTHOMOYEHHOro dhefepasnibHOro opraHa
MCMNONMHUTENBHOW BNacTM B CPOK, HE MPEBbIAOWMA OeBAHOCTa paboymx OHEeW co OHS MOSyYeHUs OaHHOTro
3anpoca. CpokK, yka3aHHbI B 4acTu 4 HACTOsILLEN CTaTbW, MPUOCTAHABINMBAETCS CO OHA HanpaBneHUs 3asiBUTENHO
3anpoca YnofIHOMOYEHHOro dedeparnbHOro opraHa MCMOMHUTENBHOW BRAacTU A0 AHA MOMyYeHUs UM OTBeTa Ha
OaHHbIA 3anpoc M He Y4YMTbIBAETCA MPU MCHUCIIEHWM CPOKa MPUHATUSI PELUEHMS O BHECEHUM WU3MEHEHUIN B
OOKYMEHTbI, coaepXallnecs B permcTpauMoHHOM JOoCke Ha 3apermcTpupOBaHHbIN NEKapCTBEHHbINA Npenapart ans
MEeLMLMHCKOro NPUMEHEHMS.

(vacTb 4.2 BBegeHa deagepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeEM [fis OTKasa B NPOBEAEHUMN YKa3aHHbIX B YAaCTU 2 HACTOSILEN CTaTbW SKCMEepPTU3 ABMSeTCs
npeacTaBrieHne [OOKYMEHTOB, MEPEYNCIieHHbIX B 4Yactax 1 u 3 HacTosiwen ctatbW, B HEMNOSHOM o6beme,
HenpeacTaBrneHne 3asBUTENEM B YCTAHOBMEHHbIN CPOK OTBETA Ha YKasaHHblM B 4actu 4.1 HacToswen craTbu
3anpoc  YMnosIHOMOYEeHHOro defepanbHOro opraHa WCMOMHUTENbHOM BMacTW, a Takke OTCYTCTBME B
NnpeacTaBneHHbIX JOKYMEHTax AOCTATOYHbIX CBEAEHWIA, NoATBEPXKAAoLWMX He0OX0ANMOCTL BHECEHUSA N3MEHEHNIA,
UnNn oTCyTCTBME MHpOpMaLMK, NOATBEPXKAAOLEN hakT ynnaTbl FOCYAapCTBEHHbIX MOLUIUH, YKa3daHHbIX B YacTu 3
HacTosILLEN CTaTbW.

(B pea. PegepanbHbix 3akoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)
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6. YKasaHHble B YacTu 2 HacTosLWen CTaTbM IKCNEepTU3bl MPOBOAATCSA B Nopsigke, YCTaHOBMEHHOM CTaTben
23 HacTodAwero PenepanbHOro 3akoHa.

7. B cpok, He npeBbILaoLWmMiA AeCATU pabounx OHEN CO OHA MOMYyYEeHUS 3aKMUYEHNA KOMUCCUA SKCNEPTOB MO
pe3ynbTaTtaM YyKa3aHHbIX B 4YacTuW 2 HacCTosien cTaTbM 3JKCMEPTU3, YMNONMHOMOYEHHbIN deaeparnbHbid opraH
WCNONHUTENBHON BNACTU:

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

1) NpyHMMaeT pellueHne O BHECEHUN U3MEHEHUI B JOKYMEHTbI, coAepXallmecs B pernctpaumoHHOM A0Cbe
Ha 3aperucTpMpoBaHHbIN NEeKapCTBEHHbIN NpenapaT Ang MeguLMHCKOro NpUMEHeHWs, unum 06 oTka3e BO BHECEHUM
TaKNX N3MEHEHUI;

2) BHOCUT B rOCYOapCTBEHHbIN PeecTp feKkapCTBEHHbIX CPEACTB Ha OCHOBaHWW pPELUEHVS O BHECEHMU
N3MEHEHWI B JOKYMEHTbI, CoAepKallnecs B PermcTpalMoHHOM OOCbe Ha 3aperMcTpupoBaHHbIA NIEKAPCTBEHHBIN
npenapaT 4ng MeauLMHCKOro NpuMeHeHusl, Heobxoanmble U3MEHEHNST N BO3BPALLAET UX 3asBUTENIO;

3) BblJaeT 3asBUTEN0 HOBOE PErMCTPaLMOHHOE YOOCTOBEPEHME NeKapCTBEHHOrO MpenapaTta B cry4ae
N3MEHEHNS CBEAEHUN, COAEPXKALLMXCS B HEM.

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

8. OcHoBaHMeMm AN OoTka3a BO BHECEHUM U3MEHEHWN B OOKYMEHTbl, CoAepXallimecs B permctpaumoHHOM
JOCbe Ha 3aperMcTpuMpoBaHHbIN NEKApPCTBEHHbIN nNpenapat Ana MeOUUWHCKOrO MNPUMEHEHUs, SBNSeTCs
3aKknioYeHe ynonHOMOYEHHOro dheaepanbHOro opraHa WCMNOMHUTENbHOW BNACTU O BO3MOXHOCTU CHVDKEHUS
6e3onacHoOCTH, kayecTBa, APPEKTUBHOCTM NTEKAPCTBEHHOIO CPeacTBa B Cllydae BHECEHUS TakMX U3MEHEHUN.

9. JonyckaeTca obpalleHne nekapCTBEHHbIX MpenapaTtoB Ans MEAUUMHCKOro NpUMEHEHUs 4O UCTEeYeHMUs
CpoKa rogHOCTW, NPOM3BEOEHHbBIX B TE€YEeHME CTa BOCbMUAECSATM OHEW nocre gaTbl NPUHATUS YNONMHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOSTHUTENbHON BNAcTW PELLEHUS O BHECEHUN U3MEHEHUI B OKYMEHTbI, COAepKaLLmecs
B pPErMcTpaLMoHHOM JOCbe, B COOTBETCTBUM C MH(POPMAaUMEN, COAepXKallencs B JOKYMEHTaX PerncTpaumoHHOro
00Cbe Ha NeKapCTBEHHbIV Npenapar 40 AaTbl MPUHATUS TaKOro peLleHust.

(vacTb 9 B peq. ®epgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 31. BHeceHue wu3MeHeHWA B [OKYMEHTbI, cogepxalwmecss B pPerncTpaulmoHHOM [OCbe Ha
3aperncTpupoBaHHbIV NeKapCTBEHHbIV Npenapar Ans BETEPMHAPHOIo NPUMEHeHNs

1. B uensax BHECEHVUS U3MEHEHWA B [OOKYMEHTbl, COAepXalimecs B PerncrpauMoHHOM [JOCbe Ha
3aperncTpUpoBaHHbIA NIEKAPCTBEHHbIN NpenapaT ANnd BETEPUMHAPHOro NMpUMMEHEHMWs, AepXaTernb Mnv Brnagenew
pPErncTpaumoHHOro yaOCTOBEPEHMS FIEKAPCTBEHHOrO npenapaTta MM ynosiHOMOYEHHOE UM OpYroe puanyeckoe
nuuo (Janee B HacToslWeWn cTaTbe - 3asBUTENb) MNpeacTaBnseT B YNOMHOMOYEHHbIN deaepanbHbI opraH
WCNONHUTENBHOWN BracTu 3asiBNEeHNe 0 BHECEHUN TakUX U3MEHEHWI No popme, YCTaHOBNEHHOW YNONTHOMOYEHHbIM
hbenepanbHbIM OpraHOM UCMNOMTHUTENBHOW BNACTU, U NPUMOXKEHHbIE K HEMY U3MEHEHNS B YKa3aHHble JOKYMEHTbI, a
Takke AOKYMEHTbl, noAaTBepxaarwme HeoOXOOUMOCTb BHECEHUSA Takux W3MeHeHWn. [puHaTMe pelueHus o
BHECEHWM TaKUX U3MEHEHUN NNnn 06 OTKa3e B MX BHECEHMMW OCYLLECTBIISIETCS B CPOK, HE NPEBbILIALWNA AEBAHOCTA
pabounx gHen co OHA NPUHATUS YNONMHOMOYEHHBIM dhedeparnbHbIM OpraHoM UCMOMHUTENBHON BRacTu 3asBreHus
0 BHECEHUWN TaKUX U3MEHEHUN.

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

2. B cnyyae BHeCeHWss U3MEHEHWA B [OOKYMEHTbl, cogepXalmecss B pPEerucTpauMoHHOM [OCbe Ha
3aperncTpupoBaHHbIA NIEKAPCTBEHHbIN NpenapaTt A5 BETEePUHAPHOro MNPUMEHEHMUS, B OTHOLUEHUN CBEAEHWMN,
yKa3aHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkta 7 yactu 3 ctatbn 17 Hactoswero ®enepanbHOro
3aKoHa, U3MeHeHUs U (Mnn) OONONHEeHUS MPOM3BOACTBEHHOM NMOLLAAKM NeKapCTBEHHOro CpefcTBa, a Takke B
crny4yae U3MeHeHus nokasaTenen kadecTBa NnekapCTBEHHOro npenapara Ans BeTepUHApHOro NnpuMeHeHus 1 (unu)
METOAOB KOHTPOSIA KadecTBa JIEKApCTBEHHOro npenaparta Ans BETEPUHAPHOro MNPUMEHEHUA NPOBOAUTCS
aKcnepTM3a NEeKapCTBEHHOro cpeacTBa Afs BETEPUHAPHOro npuMeHeHus. B cnydae HeobxoammocTy BHeceHUs
WHbIX W3MEHEeHWA B [OOKYMEHTbl, cofepXalimMecs B perucTpauuMoHHOM [OCbe Ha 3aperncTpupoBaHHbIv
NEeKapCTBEHHbIN npenapaT Ans BeTEepUMHapHOro MNPUMEHEHMs, 3KCnepTu3a JekapCTBEHHOro cpeacrtea  Ans
BETEPUHAPHOIr0 NPUMEHEHNS] HE NPOBOAMUTCS.

(B peq. PegepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. C 3aaBNeHMEeM O BHECEHUN U3MEHEHWI B OOKYMEHTbI, coAepXalluMecss B PEerMcTpaumoHHOM [OCbe Ha
3apEermcTpUpOBaHHbIA NEKAPCTBEHHLINA MpenapaT Ons BETEPUHAPHOIO MNPUMEHEHMUS, Hapsidy C OOKyMeHTamu,
yKa3aHHbIMM B 4YacTu 1 HacTosilen cTaTbW, MNPEeAcTaBnSAlTCS [OKYMEHTbl, nogTBepXxJarwume ynnaty
rocy4apCTBEHHOW MOLWSMHbI 3a BHECEHWE B [OKYMEHTbl, COAepXaluecs B PerncrtpauMoHHOM [OCbe Ha
3aperMcTpUpOBaHHbIA NIEKAPCTBEHHbIN Mpenapat AN BEeTEPUHAPHOTO MPUMEHEHUS, U3MEHEHUN, TPebyroLmx
NpoBEeOEHUS 3KCMEepTU3bl NEKAPCTBEHHOrO CpeacTBa AOnsi BETEPMHAPHOrO MPUMEHEHUS, WU U3MEHEHUN, He
TpebytoLLMx NPOBeAEHMS IKCNEPTU3LI NIEKAPCTBEHHOIO CPeACTBa A1 BETEPMHAPHOIO NPUMEHEHMUS.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-03)
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4. B cpok, He npeBbILALWMIA AecATn pabounx OHEWN CO AHS MOCTYMSIEHUS YKa3aHHOro B YacTu 1 HacTosLen
CTaTbM 3asBNEeHUs U HeOOXOAUMbIX [OOKYMEHTOB, YMONHOMOYEHHbIV deaeparnbHbll opraH WMCNOMHUTENbHOW
BMacTu:

1) npoBOAMT NPOBEPKY MOMHOTbI WM [OCTOBEPHOCTUM CBEAEHWUW, COAEepXaluxcsa B MNpPeAcTaBreHHbIX
3asgBUTENEM OOKYMEHTaX;

2) npvHMMaeT pelleHne O MPOBEAEHUWN 3SKCNepTU3bl NEeKapCTBEHHOIO CPeAcTBa Ans BeTepUMHAapHOro
npuMeHeHus nnu o6 oTkase B ee NPoBeaEHUM;

3) yBegomnsieT B NUCbMEHHOW hopMe 3asdBUTENS O MPUHATOM PELLUEHUN UMW B Cnydae NPUHATUS peLleHus
06 oTKase B NpoBeAEeHUM SKCNepTU3bl NeKapCTBEHHOIO CPEeACcTBa AN BETEPUMHAPHOIO NPUMEHEHUS C yKa3aHueMm
MPUYUH TaKOro oTKasa.

5. OcHoBaHMeM Ans oTkasa B NPOBEAEHWMM JKCNepTUsbl NEKapCTBEHHOro cpeacTBa ANs BETEepUHapHOro
NPUMeEHeHWs ABnSeTCA NpeAacTaBneHne JOKYMEHTOB, YKa3aHHbIX B 4acTax 1 n 3 HacToswen cTatbu, B HEMOMHOM
obbeme wnu OTCYTCTBME B MpeACTaBMeHHbIX [OKYMEHTax [AOCTaTOMHbIX CBeAEHWW, NOATBEpPXAatoLnX
HeobXoAMMOCTb BHECEHWNS U3MEHEHW.

6. SkcnepTusa nekapCcTBEHHOro cpeacTsa Ans BeTePUHapHOro NPUMEHEHNS B LieNsiX BHECEHNS U3MEHEHUI B
OOKYMEHTbI, cogepXalmnecs B perucTpaumMoHHOM JOCbe Ha 3aperncTpupoBaHHbINA NeKapCTBEHHbINM nNpenapart ans
BETEPMHAPHOIrO MPUMEHEHWs, OCYLLECTBMNSETCH B MOpPsSiAKe, YCTAHOBMEHHOM cTaTbel 24 HacTosLero
depnepanbHOro 3akoHa.

6.1. B cpok, He npeBbIWaoLWwmin N9TM pabounx gHew Co AHS NONMYYEHUS 3aKMioYeHUs KOMUCCUM 3KCMEPTOB MO
pesynbTataM YyKa3aHHOW B 4acTW 2 HACTOSLWEW CTaTbM IKCMNEPTM3bl, YMOMHOMOYEHHbIN heaepanbHbii OpraH
NCMNOMHUTENbHOW BNACTK:

1) NnpyHMUMaeT pelleHne O BHECEHUWN U3MEHEHMUI B AOKYMEHTbI, CoaepXKalnecs B perncTpauvoHHOM AoCbe
Ha 3aperMcTpupoBaHHbLIN NEKapCTBEHHbIN MNpenapaTt Ans BeTepMHApHOro npuMeHeHws, unn ob oTkase BO
BHECEHUW TaKNUX U3MEHEHWI;

2) BHOCMT B roCy4apCTBEHHbIN peecTp MneKapCTBEHHbIX CPeACTB Ha OCHOBaHWM peELleHUs O BHECEHWM
N3MEHEeHWN B AOKYMEHTbI, codepXalmnecs B perucTpaumoHHOM AOCbe Ha 3aperncTpupoBaHHbIV NIeKapCTBEHHbIV
npenapaT Ans BETEPUHAPHOro MNPUMEHEHWs, Heobxoaumble MW3MEHeHMs W BO3BpawaeT 3TV AOKYMEHThI
3asABuTENIO.

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

7. OcHOBaHMeM ANnd OTka3a BO BHECEHUW U3MEHEHUIN B OOKYMEHTbI, COAepXKalimecs B permcTpaumoHHOM
AOCbe Ha 3aperMcTpupoBaHHbI NEKapCTBEHHbIN npenapat And BeTepuHapHOro MNPUMEHEHUs, SBnAeTCs
3aKnoyeHe YNornHOMOYEHHOro dedeparnbHOro opraHa WCMOMHUTENbHOW BNAacT O BO3MOXHOCTU CHWXKEHUS
GesonacHocTh, KadecTBa, 3MEKTMBHOCTM FEKapCTBEHHOro npenaparta ANs BeTepuHapHOro NPUMEHEHUs B
criy4ae BHeCEeHWNsi 3MEeHEHWU B yKa3aHHble JOKYMEHTbI.

8. DonyckaeTcs obpalleHne rnekapcTBEHHbIX MpenapaToB ANA BETEePUHAPHOrO NPUMEHEHUs 4O UCTeYeHUs
CpoKa rogHOCTM, NPOU3BEAEHHbIX B TeYeHUe CTa BOCbMUAECATN AHeN nocre Aatbl MPUHATUSA YNOMHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONHUTENBHON BRACTU PeLLEHNsi O BHECEHUM U3MEHEHWI B JOKYMEHTbI, COAepXalumecs
B pPerucTpaumoHHOM [OCbe Ha NeKapCTBeHHbIV npenapart, B COOTBETCTBMMU C MHpopmaumen, cogepxallenca B
OOKYMEHTax permcTpaLmoHHOro 4oCbe Ha NekapCTBEHHbIV Npenapart A0 AaTbl NPUHATUS Takoro peLueHus.

(vacTb 8 B peq. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 32. OTMeHa rocygapCTBEHHOW permcTpauumn nekapCcTBEHHOro npenapara

PeweHne 06 OTMeHe rocydapCTBEHHOW perucTpaumMn nekapcTBEHHOrO npenapata W UCKIYeHUU
neKkapcTBEHHOro npenapata W3 T[OCYAapCTBEHHOrO peecTpa IIeKapCTBEHHbIX CPEACTB  MpUHUMAaEeTCs
YNONMHOMOYEHHBLIM heaeparnbHbIM OpraHoM UCMOMHUTENBHOW BMACTU B Clyyae:

1) NpeAcTaBrneHnst COOTBETCTBYHOLLUM YNONIHOMOYEHHbIM dhefieparnbHbIM OpraHoM UCMOMHUTENBHOW BNacTu
3aKMOYeHNss O pucke unuM o6 yrpo3e 300POBbIO, >KW3HW YeroBeka WM KMBOTHOMO MpWU  NPUMEHEHUU
neKkapcTBEHHOro npenapaTa, NpeBblAWNX ero 3dEKTUBHOCTb, MO pe3ynbTaTaM OCYLLECTBMSIEMOr0 UM
MOHWUTOPUHra 6e30nacHOCTM NekapCTBEHHOro npenapaTa;

2) nogaun gepxatenemMm unu BnagenbLem perucTpauvoHHOro yAOCTOBEPEHNS NeKapCTBEHHOro npenapata
Mnn ynosIHOMOYEHHbIM UM OPYriM lopugnyecknmMm nnuuom 3adaBlieHUA 06 oTmeHe FOCy,D,apCTBeHHOVI permnctpauunmn
nekapCcTBEHHOro npenapara;

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

3) HenoAaTBEepPXAEHUS TOCYOapCTBEHHOW PEerncTpaumm NeKapCTBEHHOro npenapata no UCTEYEHMM Cpoka
[eNCTBUS PErMCTPaLMOHHOIO YAOCTOBEPEHUS], BbIAAHHOMO Ha NSATh NET;

4) HenpefcTaBneHus 3asiBUTENeM WHOpMaLMKM, KoTopasi MOXET MOoBreyb 3a coboit HeobxoauMOoCTb
BHECEHUS] WU3MEHEHW B [OKYMEHTbl, COAEPXKALUMECS B PETMCTPALMOHHOM [OCbe Ha 3aperucTpuMpOBaHHbIN
neKkapcTBEHHbIN NpenaparT, B TeYeHne Tpuauatn pabounx AHen co AHSA HACTYNNEHUs STUX U3MEHEHMWIA;
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5) ocCylecTBNeHUs rocygapCTBEHHOM perucrpauMu feKapCTBEHHOro Mpenapata Moh  TOProBbIM
HaVMeHOBaHWEM 3apermcTpMpoBaHHOro paHee No4 3TUM TOProBbiM HaMMEHOBaHWEM JIEKAapCTBEHHOrO Npenapara,
OTNINYAIOLLIEroCs Ka4eCTBEHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;

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

6) ocylwecTBneHNs rocygapCTBEHHOW peructpauum 3asBuTeneM OAHOr0 U TOro >Xe NeKapCTBEHHOro
npenapaTa nNoA pasnuyHbIMU TOProBbIMY HaUMEHOBaHUAMU;

7) BblHECEHUSI CyOOM peLUeHUs O HapylleHun npaB npaBoobnagatens OObeKTOB WHTENNeKTyanbHON
CcOBCTBEHHOCTU Npy 0BpaLleHUn NekapCTBEHHbIX CPEACTB;

8) oTcyTCTBMA nekapcTBEHHOro npenapaTta B obpaweHun B Poccunckon depepaumm B TeyeHUe Tpex U
bonee ner;

(n. 8 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) HEeBbINOMHEHUSI AepXaTeneM WM BnagenbLeM perncTpauMoHHOro Y4OCTOBEPEHMS JeKapCTBEHHOMO
npenapata nuboO YMNOMHOMOYEHHBIM WMW OPYIMM  IOPUAMYECKUM FMLOM MeponpuaTui Mo obecneyeHuto
Ge3onacHOCT JeKapCTBEHHbIX MNpenapaTtoB, YCTAHOBIEHHbIX YMNOMHOMOYEHHbIM dedepanbHbIM - OpraHoM
UCMOMHUTENBHON BRacTuU B COOTBETCTBMM C YacTamu 3 u 4 cTaTbu 64 HacTosiwero ®egepanbHOro 3akoHa, B
pamkax ocyLiecTsneHns gapmakoHaasopa;

(n. 9 BBeaeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

10) oTkasa pgepxaTtensa unu Bnagenbla PerMcTpauMoHHOrO yAOCTOBEPEHMST NEKapCTBEHHOro npenapara
nmbo  yNONMHOMOYEHHOrO MMK  APYroro puaNYEeCcKOro nuua OT BHECEHUST U3MEHEHWA B WHCTPYKUMIO MO
NPUMEHEHNIO NEKAPCTBEHHOro npenapaTa, KacalLlMXCS HOBbIX MNOATBEPXKAEHHbIX AaHHbIX O TOM, YTO pPUCK
NPUYUHEHNS Bpeda 300POBbK YenoBeKa WM XMBOTHOIO BCMEeACTBME MNpuMemMa NeKkapCTBEHHOro mnpenapara
npe.biWwaeT 3pPEKTUBHOCTb €r0 MPUMEHEHUS.

(n. 10 BBegeH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

Cratba 33. [ocyaapCTBEHHbIN PEECTP NEKAPCTBEHHbIX CPeACTB

1. F'ocyaapCTBEHHbIN pPEECTP NEKAPCTBEHHbIX CPEACTB COAEPXKUT MepeveHb NeKapCTBEHHbIX NpenapaTos,
npoweawmnx rocygapCTBEHHYIO perncTpauuto, nepevyeHb apmaueBTUYeCKMX CybGCTaHUMM, BXOOALWMX B COCTaB
NeKapCcTBEHHbIX NpenapaToB, U creayloLLyo MHpopmaumio:

1) B OTHOLLEHUN NeKapCTBEHHbIX NpenapaTos.:

a) HaumeHoBaHWe NeKapCTBEHHOro npenapara (MexayHapogHoe HenaTeHTOBaHHOE, UMW rpynnMpoBOYHOE,
U XMMUYECKOE N TOProBOE HaMMEHOBAHWS);

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

0) nekapcTBeHHass opMa C yKazaHMEM [0O3UPOBKWM J1EKapCTBEHHOro npenapata U ero Konuyectsa B
NoTPeOUTENBCKON YNaKoBKE;

B) HaMMeHOBaHWEe [fepXaTens wnu Bragenbla pPerncTtpaunmoHHOro YOOCTOBEPEHMS J1eKapCTBEHHOMO
npenapara;

(nn. "B" B peq. ®enepansHoro 3akoHa o1 22.12.2014 N 429-$3)
r) HaMMeHoOBaHWe 1 afpec NPOU3BOANTENS NEKAPCTBEHHOrO Npenapara;

a) drapmakoTepanesTuyeckas rpynna, Koz nekapcTBeHHOro npernapara rno
aHaToOMO-TepaneBTUYECKO-XMMUYECKON  Kraccudukaumm,  pekoMmeHpoBaHHoW  BcemupHon — opraHusauuven
3paBoOOXpaHeHNs;

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

€) NokasaHusa 1 NPOTMBOMOKa3aHNs K NPUMEHEHUNIO NEKAPCTBEHHOTO Npenapara;

) NoboYHbIe AENCTBUSA NIEKAPCTBEHHOIO NpenapaTa;

3) CpOK FO4HOCTU fleKapCTBEHHOIO NpenapaTa;

1) YCrNoOBUSI XpaHEHMWS NeKapCTBEHHOIO Npenapara;

K) YCroBwWsi OTMyCKa NIeKapCTBEHHOIO Npenapara;

n) HoMep hapMakonenHon cTaTbn UK B Cyvae ee OTCYTCTBUS HOMEP HOPMaTMBHOW AOKYMeHTaumMm nmbo
HOPMAaTUBHOIO JOKYMEHTA;

M) OJaTa rocygapCTBEHHOW perMctpauumn nekapCTBEHHOro npenaparta U ero permcTpauuoHHbI HoMep, gaTa
3aMeHbl PErncTpaLmoHHOro yAOCTOBEPEHUS IEKApCTBEHHOrO mpenapata Ha OeccpoyHoe perucTpaumMoHHoe
yOOCTOBEPEHME FEKApCTBEHHOro Mnpenapara, gata nojayn 3asiBfieHust O MOATBEPXAEHUM TrocyaapCTBEHHON
perncTpaumMm JneKapCTBEHHOro Mnpenaparta, gata OTMeHbl TOCyOapCTBEHHOW perucTpauum JeKapCTBEHHOMO
npenapara;

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

H) Ka4yeCTBEHHbIA COCTaB M KOJIMYECTBEHHBLIN COCTaB [OEWNCTBYHLIMX BELLECTB W KayeCTBEHHbIA COCTaB
BCMoMoraTesbHbIX BELLECTB JleKapCTBEHHOro Npenapara;

(nn. "H" BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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0) nHdopmaumsa 060 BCeX paspeLleHHbIX BUAax BTOPUYHON (MOTPEOUTENBCKONM) yNaKOBKY;
(nn. "o" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

n) p[ata npUHATMS pelleHnMsl O BO3MOXHOCTM paccMmaTpuBaTb JIEKAPCTBEHHbIA npenapat npu
rocyfapCTBEHHOW perucrpaumm B kayectse opdaHHOro fekapcTBEHHOro npenapara;
(nn. "n" BBeaeH ®epepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

p) Hanu4ue nekapCcTBEHHOro npenapaTa B NepevyHe XU3HEHHO HEOBXOAUMBIX N BaXXHENLUNX NeKapCTBEHHbIX
npenaparos;

(nn. "p" BBeageH denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

C) Hanuuve B nNeKapCTBEHHOM MpenapaTte HapKOTUYECKUX CPeacTB, MNCUXOTPOMHbIX BELLECTB U UX
NMPeKypcopoB, noanexaiwmx koHTponio B Poccunckon ®Pepepaunm, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccunckon ®epepaumn, MexpyHapogHbiMu gorosopamun Poccuinckon degepaumm, B ToM uucne EguHon
KOHBEHUMEN 0 HapKoTu4ecknx cpeacteax 1961 roga n KoHBeHUMen 0 NCMXOTPOnHbIX Bewectsax 1971 roaa;

(nn. "c" BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

T) UHOpPMaUMs O TOM, SIBMSIETCS N OaHHbLIN NIeKapCTBEHHLIN npenapaTt pedepeHTHbIM NEKapCTBEHHbLIM
npenapaTom;

(nn. "1" BBegeH ®enepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

y) cBedeHWs O nogaye 3asiBNEeHNUs O BHECEHWM WU3MEHEHWA B [OOKYMEeHTbl, coaepxalwuecs B
perncTpaumoHHOM A0ChE HA NEKapCTBEHHbIV Npenapar;

(nn. "y" BBegeH PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumeyaHue.

NHopmauuss 0 B3aMmMO3aMeEHSEMOCTU FeKapCTBEHHbIX MpenapaToB AN MeAWLMHCKOrO MpUMeEHEeHWs
MOANEXUT BKMIOYEHMIO B TOCYAapCTBEHHbI peecTp NekapcTBeHHblXx cpeactB ¢ 1 saHneBaps 2018 ropa
(PepepanbHbIv 3akoH 0T 22.12.2014 N 429-03).

@) cBegeHMs 0 B3aMMO3aMEHAEMOCTW fiekapCTBEHHOTO Npenapara;
(nn. "@" BBegeH ®epepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-$3)

X) CPOK BBEleHWs NTeKapCTBEHHOrO Npenapara B rpaxgaHckui o6opor;
(mn. "x" BBegeH depepanbHbIM 3aKOoHOM 0T 22.12.2014 N 429-93)

2) B OTHOLUEHNN (hapMaLeBTUHECKNX CyOCTaHLWI:

a) HaMMmeHoBaHWe apmaueBTUYECKOM  CybCcTaHuun  (MexayHapogHoe  HenaTeHTOBaHHoe,  Unu
rpynnMpoBOYHOE, UNN XMMUYECKOE N TOProBOE HAaMMEHOBAHWS);

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

©0) HanmeHoBaHWe 1 agpec npomssBoauTens apmaueBTUHECKON CybCTaHL MK,

B) CPOK rogHOCTH thapmaLeBTu4eckomn cybctaHuum;

r) yCrnoBusl XxpaHeHus papmaLeBTMYeCcKon cybcTaHuuuy;

4) HoMep hapMakonenHon cTatbn UK B Cydyae ee OTCYTCTBUS HOMEP HOPMaTMBHOW AOKYMeHTaumm nmbo
HOPMaTUBHOTO AOKYMEHTA;

€) Hanu4une apmaLeBTUYECKON CyOCTaHUUM B NepevyHe HapKOTUYECKMX CPEACTB, NMCUXOTPOMHbLIX BELLECTB U
MX MpPEeKypcopoB, noanexawmx KoHTponto B Poccuiickon depepaumm, B COOTBETCTBUM C 3aKOHOAATETbCTBOM
Poccuiickon ®epepauuu, MexayHapoaHbiMu gorosopamu Poccuickon ®epepauumn, B ToM 4ucrne EpauHon
KOHBEHUMEN 0 HapKoTu4eckux cpeacteax 1961 roga n KoHBeHUMen o NcMxoTponHbIX BewectBax 1971 roga.

(nn. "e" BBegeH ®eneparnbHbiM 3akoHOM OT 22.12.2014 N 429-903)

2. dapmaueBTUYeckas CcybCcTaHuMs, NpovM3BEeAeHHas ANg peanu3aumv, MoXeT OblTb BKNOYEHa B
rocy4apCTBEHHbIA PEeecTp NEKapCTBEHHbIX CPEACTB HA OCHOBAHUK 3asiBNEHUs1 pa3paboTynka unu npomssoantenst
NEeKapCTBEHHOro cpeactea nMbo YNOMIHOMOYEHHONO MMU IOPUONYECKOro fvua MnpyM YCrnoBUM NPOBEAEHUS B
OTHOLUEHMN Takom dapMaLeBTUYECKOW CyOCTaHUMM 3KCnepTu3bl kavecTBa papmaueBTuyeckonm cybctaHuumn B
nopsigke, ycTaHOBNEHHOM cTaTbel 34 Hacrtosiwero depepanbHoro 3akoHa. B oTHoweHun dapmaueBTUYHeCKmX
cyOCTaHUun, nNpoOM3BEdEHHbIX AN peanusauun, B TOCYLApPCTBEHHOM peEecTpe JlekapCTBEHHbIX CpeacTs
copepXuTcs crnepytowasi MHcpopmauums:

1) HaumeHoBaHve papmaueBTUYECKOM  CcyOCcTaHuum  (MeXxayHapogHOe  HenaTeHTOBaHHOE,  UNn
rPynnMpPOBOYHOE, U XUMNYECKOE U TOProBOE HaMMEHOBaHWSA);

2) HaumeHoBaHWe 1 agpec NPoM3BOAMTENS hapMaLEeBTUYECKON cyGCcTaHLmK;

3) CpPOK rogHOCTM hapmaLeBTUYECKON CyOCTaHLMK;

4) ycnoBus xpaHeHus hapMaLeBTUYEeCKon cybcTaHumu;

5) Homep cbapmakonenHon ctatb NMBO B criyyae ee OTCYTCTBUSI HOMEP HOPMATUBHOW AOKYMEHTALMM UK
HOPMAaTUBHOIO JOKYMEHTA;

6) Hanuune chapMaueBTUYECKON CYOCTaHLMKN B NepeyvyHe HapKOTUYECKUX CPeaCTB, NMCUXOTPOMHLIX BELLECTB U
MX MNPEKYPCOpOB, noanexawux KoHTpomo B Poccuickon depepaumm, B COOTBETCTBMM C 3aKOHOAATENbLCTBOM
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Poccuiickon depepauumn, MexayHapogHbiMu poroBopamu Poccuiickon Pepepauumn, B ToM 4ncrne EguHon
KOHBEHUMEN 0 HapKoTu4ecknx cpeacteax 1961 roga n KoHBeHUMen o NCMXOTPOnHbIX Bewectsax 1971 roaa;

7) gaTta BKIYeHUs1 hapmaueBTMYECKO CyOCTaHUMN B rOCYAapCTBEHHbIN PEECTP NleKapCTBEHHbIX CPeacTB,
AaTta BHECEHWNsI UBMEHEHNIN B AOKYMEHTbI papMaueBTU4eckon cybcTaHumm, gaTta UCKNioYeHns dhapMaLeBTUYeCcKon
cybCcTaHUuM N3 rocyfapCTBEHHOIO peecTpa NekapCTBEHHbIX CPeacTB.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. MNMopagok BegeHUsa rocyaapCTBEHHOIO peectpa NekapCTBEHHbIX CPeaCcTB AN MeAULMHCKOro NpYMeEHeHUs
U NopsOoK BeOeHUs1 TOCYAapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeacTB ANsl BETEPUHAPHOro npuMeHeHust
YTBEPXKOAKTCA COOTBETCTBYIOLLMM YNONHOMOYEHHbIM cheepanbHbiM OpraHoM UCNOMHUTENBHOW BRacTy.

Cratbsi 34. BkoYeHMe B TOCYAAPCTBEHHBLIA PEECTP FEKAPCTBEHHbIX CPEACTB WM UCKIOYEHUE U3
rOCY4apCTBEHHOrO peecTpa feKapCTBEHHbIX CPeAcTB (hapmaueBTUYEeCKON cybGcTaHuuu, Npou3BEedeHHON Ans
peanusaumm
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Onsa BkntoveHusa dapmaneBTnyeckon cybctaHuumn, NnponsBeaeHHON ANg peanusaunm, B rocy4apCTBEHHbIN
peecTp NnekapcTBEHHbIX CPEeACTB, NPOBOAUTCH IKCNepTM3a ee KavecTaa.
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. OkcnepTu3a KayecTBa YyKasaHHOM B 4acTu 1 HacTtoswew cratby papmaueBTuyeckon cybcTtaHuum,
COCTaBMEHNE KOMWUCCMEN IKCMEPTOB 3aKMOYEHUN MO pes3ynbTaTtaM 3TOW IJKCMepTusbl U KX HanpaBreHue B
YMOMHOMOYEHHbIW hefepanbHbii OpraH UCMONTHUTENBHOM BracTWM OCYLLECTBMSIIOTCS B CPOK, HE MPEBbILAOLLNNA
wectngecatn paboumx OHEW CO OHA MOMYyYEeHWs SKCMNEPTHbIM YYpeXOEeHWEM COOTBETCTBYIOLLErO 3agaHus
YNOMHOMOYEHHOro defieparnbHOro opraHa UCNONHUTENbHOW BNACTN N cnegyowmx AOKYMEHTOB:

1) KonNus NULEH3UM Ha NPOWU3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM KOMUS 3aKMYEHUS O COOTBETCTBUM
npou3BoauTEnNsi NeKapCTBEHHbIX CpeAcTB TpeboBaHWAM npaBunl Hagfnexalwen Mnpou3BOACTBEHHOW MPaKTUKK,
BblJaHHble YNONHOMOYEHHbIM deaepanbHbIM OpraHOM UCMONTHUTENBHOW BNAacTu, B criyyae, ecnn npousBOACTBO
nekapcTBEHHOro npenapara ocyuiectenserca B Poccunckon ®epepauum;

2) Konus BbI4AHHOW YMONTHOMOYEHHLIM OPraHOM CTpaHbl MPOM3BOAUTENSA JNULUEH3MM Ha NPOU3BOACTBO
NEKapCTBEHHOrO CpeacTBa M €e MepeBo Ha PYCCKUM A3blK, 3aBEPEHHbIE B YCTAHOBMEHHOM MOPSIAKE, U KOMUS
3aKMNIOYEHNST O COOTBETCTBUM MPOU3BOOAUTENSA NEKapCTBEHHbIX CpeAcTB TpeboBaHMAM MpaBwun Hagnexailen
NPOV3BOACTBEHHOW NPAKTUKW, BbIAAHHOTO YNOSTHOMOYEHHbIM dhedeparnbHbiM OpraHOM MCMOMHUTENbHOW BnacTu, B
crnyyae, ecnv NpoM3BOACTBO fNekapCTBEHHOIO CPeACcTBa OCyLLeCTBNAeTCs 3a npeaenamm Poccunckon ®egepaumu;

3) AOKYMEHT, cofepXXallmi crieqyrolime cBegeHus o hapmaLeBTUYECKON CyOCTaHUuK:

a) HaumeHoBaHue hapmaueBTU4ecKkon cybcTaHLmK, ee CTPYKTypa, obLume CBOMCTBA;

0) HaumeHoBaHVe 1 agpec NPOM3BOANTENS;

B) TEXHOMOrMs NpoM3BOACTBA C ONUCaHWeM CTaaui NPouM3BOACTBA M METOAO0B KOHTPONS Ha BCEX CTaausix
npou3BOACTBa;

r) onucaHue pa3paboTku npoLiecca NPon3BOACTBa;

A) ONUCaHne KOHTPOIS KPUTMYECKNX CTagun npoLecca Npon3BoACcTBa U MPOMEXYTOYHON NPOAYKLNN;

€) AOKYyMeHTanbHoe NoATBepXaeHue (BanMaauus) npoLeccoB 1 (Mnm) Nx OLEeHKa;

) CBOWCTBA M CTPYKTYpa OEeNCTBYIOLLUNX BELLECTB;

3) XapakTepucTtuka npumecen;

n) cneundukaumsa Ha apMaLeBTUYECKYHo CyBCTaHUMIo 1 ee 0BOCHOBaHWE;

K) aHanuTu4eckme MeToauKu, UCNoMb3yeMble NPU OCYLLECTBNEHUN KOHTPONA kayecTBa dpapmMaLeBTUYECKON
cybcTaHuup;

n) [OoKymeHTanbHoe noaTBepxAeHve (Banujauus) aHanuMTUYecKMX MeTOAMK, UCMOofb3yeMblX npu
OCYLLECTBMEHUN KOHTPOIS KavyecTBa papmaLeBTUYECKON CybCcTaHLnK;

M) pe3ynbTaTbl aHann3a cepuii apMaLeBTUYECKON cybcTaHLmK;

H) nepeyeHb CTaHAAPTHbIX 00pa3LOB WM BELLECTB, WCMOMb3yEMbIX MNPWU OCYLLIECTBIIEHMN KOHTPOJIS
KayecTBa;

0) onMcaHne XapakTEPUCTUK U CBOMCTB YNaKOBOYHbLIX MaTepMaroB 1 YKYNMOPOYHbIX CPeacTB;

n) AaHHblE O CTABUNBHOCTM hapMaLEeBTUYECKON CyOCTaHLMK;

P) CPOK rO4HOCTM.

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

3. [Ana npoBefeHust 3KCNepTu3bl KadecTBa YKa3aHHOMW B 4acTu 1 HacCTodAWen cTaTbu hapMaueBTU4ECKOWN
cybcTaHuum 3asBMTENb NPEACTABNSAET B YNOJIHOMOYEHHbIV doeeparnbHbI OpraH UCMONHUTENBHOW BNacTu:

1) 3asgBneHMe O BKMIOYEHUUM B TOCYOApPCTBEHHbIA peecTp feKapCTBEHHbIX CPeacTB  OaHHOW
hapmaLieBTUHECKON CyOCTaHLuK;

2) konus [OOKYMeHTa, MnoATBepxaalolwero ynnaty rocygapCTBEHHOM MOLWMMHbLI 3@ BKMNIOYEHME B
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rOCy4apCTBEHHbIA PeecTp JeKapCTBEHHbIX CpeAcTB ¢hapmaueBTU4eckor cybcTaHumm, nNpousBeneHHOW Onsi
peanu3aumu, 6o no cobCTBEHHOW WHMUMATMBE YKa3aHHbIA OOKyMeHT. B cnyyae ero HenpegcrtaBneHus
3asBUTENEM YMOSTHOMOYEHHbIN dbefeparnbHbld  OpraH WCMNOMNHUTENbHOW BracTu nposepseT @akT ynnarhbl
rocy4apCTBEHHOW MOLUMMHbI 3asgBUTENeM C UCNOMb30BaHMEM MWHdopMauun o6 ynnate rocygapcTBEHHOM
MOLWNKWHbI, codepxawenca B [ocyaapCTBEHHOM WH(POPMAUMOHHOM CUCTEME O T[OCYOAPCTBEHHbIX U
MYHULMNAnNbHLIX NnaTtexax, Ha OCHOBaHWW NPeACTaBMEeHHOW 3asiBUTENeM KOMMM AOKYMEHTa, NoaTBepXaatoLero
ynnaTy rocygapCTBEHHON MOLUMWHbI;
(n. 2 B peq. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

3) OOKYMEHThI, yKa3aHHbIe B 4acTu 2 HACTOsILLEN CTaThby;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBneHMe O Bblgavye paspeweHus Ha BBO3 B Poccuiickyilo ®degepauunio KOHKPETHOW napTum
He3aperncTpMpoBaHHOro NeKkapCTBEHHOMo cpeacTBa, NpeAHasHa4YeHHoro Ansa NnpoBeaeHns yka3aHHON aKenepTusbl.
(n. 4 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. B TeueHve gecatn paboumx OHEN CO OHSA MPUHATMS 3asiBNEHMS O BKIIOYEHUW yKaszaHHOW B 4dacTtu 1
HacTosiLen ctaTbM hapmaueBTUYECKON CyBCTaHLUMM B TrOCYOapCTBEHHbIA PEECTp JIeKapCTBEHHbIX CPeACTB U
OOKYMEHTOB, NepeyvncreHHbIX B 4acTn 1 1 NyHkTe 2 YacTu 3 HaCTOoSALLEN CTaTby, YNOMHOMOYEHHbIN beaepanbHbii
opraH UCNONHUTENBHOW BNACTU:

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

1) NpoBOAWT NPOBEPKY NMOMHOTLI U JOCTOBEPHOCTU AAHHbLIX, COAEPXKALLMXCSA B NPeACTaBleHHbIX 3asBuUTenem
OOKYMEHTaXx;

(8 pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NPUHUMAET peLUeHne O HanpaBliEHMM B 3KCNEPTHOE yYpexAeHWe 3afaHus Ha NpoBedeHue IKCnepTusbl
KadecTBa ykasaHHOW B 4acTu 1 HacTosiwen ctatbn dapmaueBTUYeckon cybcTaHuum unm ob oTkase B TakoM
HanpaBreHuu;

3) yBegoMMsieT B 3NIEKTPOHHOW UMW NMUCbMEHHOW hopMe 3asiBUTENS O NPUHATOM PELLUEHUM WK B Criyyae
oTKasa C ykazaHueM Npu4rH Takoro oTkasa.

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

4.1. B cnyyae BbISIBIEHUS HEOOCTOBEPHOCTM CBEAEHWMN, COAEPXKALLMXCHA B MPenCTaBriEeHHbIX 3asiBUTENEM
mMaTepuanax, ynosIHOMOYEHHbIN defeparnbHbIi OpraH UCNOMHUTENBHOW BNACTW HanpasBnseT 3asBUTENO 3anpoc
00 yTOYHEeHWW yKasaHHbIX cBedeHun. [JaHHbIN 3anpoc MOXeT BbiTb nepedaH ynomHOMOYEHHOMY MpPeacTaBUTENIO
3asABUTENs NIMYHO MOA PacnMUCKy, HanpasfeH No NOoYTe 3aka3HbiM NMUCbMOM WK NepeaaH B 3NEeKTPOHHON hopme
No TENEeKOMMYHMKAUMOHHbIM KaHanam cBs3n. B cnyvae HanpaBneHwss gaHHOro 3anpoca no novTe 3akasHbiM
NMMCbMOM OH CHUTaETCs NONyYEeHHbIM MO UCTEYEHUM LIECTU OHEWN C AaTbl HanpaBneHns 3akas3Horo nN1cbMa.

(4acTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asgBuTens o06s13aH npeacTaBMTb OTBET Ha 3anpoc YMONTHOMOYEHHOro dhefepasnibHOro opraHa
WCMONMHUTENBHOW BnacTM B CPOK, He MNpeBblIalWuUin AeBAHOCTA paboynmx OHEW CO OHA MNOMyYeHUst AaHHOro
3anpoca. Cpok, ykasaHHbIN B 4acTu 4 HacTosLWen cTaTbi, NPUOCTaHaBNMBaETCA CO AHA HanpaBneHusi 3asBUTENIO
3anpoca ynoriHoMoYeHHoro defepansHOro opraHa UCNOMHUTENbHOW BNacTu A0 OHSA MOMy4YeHus MM oTBeTa Ha
AaHHbIV 3anpoc U HEe YYUTbIBAETCS MPU MCHUCIIEHNN CPOKa IKCMEepTU3bl kadyecTBa hapMaLeBTMYeCcKon cybcTaHumm,
Hencnonb3yeMon Npu Npon3BoACTBE NeKapCTBEHHbIX NpenapaTos.

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

5. OcHoBaHMeM AN OTKasa B HafnpaBneHWM B 3KCMEPTHOE YydpexaeHue 3adaHus Ha npoBedeHue
3KCMEepTM3bl KayecTBa YKa3aHHOW B 4acTm 1 HacTosAwewn cTtaTbl hapmaueBTMYecKOM cybcTaHuun gBnsieTcs
HenpeacTaBneHne [OOKYMEHTOB, YKa3aHHbIX B 4acTu 2 HacTosilenh CcTaTbW, OTCYTCTBME UWHOpMauuu,
noaTBepxaaroLlen akT ynnaTtbl rocygapCTBEHHOW MOLUMMHBLI 3a BKOYeHVe hapmaueBTUYecKo cybcTaHumm,
npou3BeJeHHOW AOns peanu3auuun, B roCydapCTBEHHbI peecTp IeKapCTBEHHbLIX CPeAcTB, HernpenctaBreHue
3asiBUTENEM B YCTaAHOBMEHHbLIN CPOK OTBETa Ha YKasaHHbIl B 4YactTm 4.1 HacToswen craTtbu 3anpoc
YMOMHOMOYEHHOro defepansHOro opraHa WCMNOMHUTENbHOW BRacTV WnM NpeAcTaBrneHune [OOKYMEHTOB, He
cofepXaLmx ucHepnbiBatoLEro nepeyHs Heo6XoaUMbIX CBEAEHWIA.

(vacTb 5 B peq. ®epgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. B TeueHne naTHaguaTu paboymx OHEW CO OHS MOSNyYEeHMS PEeLUeHUs YNONHOMOYEHHOro deaepanbHoro
opraHa UCMOMHUTENBHOW BAcTU O HanpaBfeHNy B 3KCNEPTHOE ydpexaeHne 3aaHns Ha NpoBeAeHne 9KCnepTusbl
KayecTBa ykas3aHHOM B 4YacTu 1 HacTosen ctatbl dhapmauleBTUYECKON CyOCcTaHUMM 3asBuUTENb NpeacTaBnsieT B
3KCNepTHOE YyYpexaeHne ONd NpOBEeAeHUs OaHHOW 3JkcnepTu3bl obpasubl papmaueBTMYeckon cybctaHuun B
Konm4ecTBe, HEOOXOAMMOM Afisi BOCMPOM3BEAEHNS METOAOB KOHTPONSA KayecTBa. OKCMEepTHOE y4dpexaeHue npu
nony4yeHun obpasuyoB ykaszaHHOW B 4acTu 1 HacToswWen cTaTbu papmaueBTUYecKor cybcTaHuuM Bblgaet
3asBUTENO JOKYMEHT, MOATBEPXKAAOLWMIA NonydeHne aTux obpasuoBs, U B CPOK, HE MPEBLILLAIOLLMIA TpeX paboumx
OHEN, yBeJOMNSET B SMEKTPOHHOW WM MUCbMEHHON dopMe 06 3TOM YMONHOMOYEHHBIN doedeparnbHbIi opraH
WCNONHUTENBHON BNACTU. OTU CPOKU HE BKITHOYAOTCH B CPOK NPOBEAEeHUS JaHHOW 3KCNepTuU3bl.
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(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. JOKyMeHTbI, MOCTYNUBLUME B 3KCMEPTHOE yUYpeXAeHMe O11S NPOBeAEeHMS SKCNepPTU3bl Ka4ecTBa yKasaHHOM
B 4YacTM 1 HacTosiwewn cTtaTbu papmaueBTUYECKOW CyOCcTaHuuMW, noanexaT BO3BpaTy B YMNOMHOMOYEHHbIN
denepanbHbi OpraH UCNOMHUTENBHOW BAACcTU OAHOBPEMEHHO C 3aKMOYEHUAMU MO pe3ynbTataM NpoBeAeHHON
3KCNEepPTU3bI.

8. B cpok, He npeBblWaoWwun NATn paboymx gHEN CO OHA MNOMyYeHUs 3aKroYeHUss KOMUCCUM AKCMEPTOB NO
pe3ynbTataM 3KCNepTM3bl KadecTBa yka3aHHOMW B 4acTu 1 HacToswen crtatbu hapmaueBTu4eckon cybctaHuum,
YMOMHOMOYEHHbIN peaepanbHbI OpraH UCMOMHUTENbHOW BNacTu:

1) ocyLlecTBRseT OLLEHKY Takoro 3akniodeHns Ans onpeaeneHns ero COOTBETCTBMA 3a4aHN0 Ha NpoBeaeHNe
OaHHOW 3KCMepTun3bI;

2) MpUHUMMaET peLUeHne O BKITHOYEHMM YKa3aHHOM B 4YacTu 1 HacTosiwen cTaTtbu dapmaueBTUYECKON
cybcTaHuum B rocygapCTBEHHbIN PeecTp fekapCTBEHHbIX CPeACTB UIu pelleHne o6 0TKase B TAaKOM BKITHOYEHUN;

3) BHOCUT nNpW TMPUHATMU pELIeHUss O BKITKOYEHUW YKasaHHOMW B Yactu 1 HacTodwen craTbu
dhapmaLeBTUHECKON CybCTaHUMM B TrOCYOapCTBEHHbLIN PEECTpP JIeKapCTBEHHbIX CPeACTB MNPeAyCMOTPEHHYHO
nyHkTOM 2 vactu 1 ctatbm 33 HacTosiwero ®PenepanbHOro 3akoHa MHGOpMauuio U yBegomnsieT o6 3ToMm B
3NEKTPOHHON NN NMNCbMEHHOMN hopMe 3asBUTENS.

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

9. OcHoBaHveM AN OTka3a BO BKIHOYEHUWM yKa3aHHOW B YacTu 1 HacToswen ctatbu hapmaueBTUHECKOn
cybCcTaHUMM B TOCYLapCTBEHHbIA PEecCTp FEKapCTBEHHbIX CPeacTB SBNSAETCH pelleHne COOTBETCTBYHOLLErO
YMOMHOMOYEHHOro defepanbHOro opraHa MCMNOMHUTENbHOW BRacTM O TOM, YTO KayecTBO hapMaLeBTUYECKON
cybcTaHuumM He NOATBEPXKAEHO MOMYYEHHBIMU AAHHBIMU.

(vacTb 9 BBegeHa PegepanbHbiM 3akoHoM OT 22.10.2014 N 313-$3)

10. He ponyckaeTcsi BKMKYEHME B TOCYOApPCTBEHHbIA PEECTP FeKapCTBEHHbIX CpeacTB  OfHOW
dhapmaLeBTM4ECKON CyOCcTaHuMW, MPOU3BEAEHHON [ANs peanu3auunm W BbINYyCKAEMOW OOHUM U TEM Xe
npoussoguTeneM, B Buae AByx 1 6onee peecTpoBbIX 3anncen.

(yacTb 10 BBegeHa ®eaepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

11. BHeceHvMe M3MEHEeHUN B [OOKYMEHTbl Ha apMaueBTUYECKYyl0 CybCTaHLMIO, NPOU3BEAEHHYK AN
peanusaumm n BKIKOYEHHYIO B rOCYAApPCTBEHHbIN PEECTP NEKapCTBEHHbIX CPEeACTB, OCYLLECTBNSAETCHA B NMOPSAAKeE,
yctaHoBneHHoM ctatbsamn 30 n 31 Hactosiwero ®efepanbHOro 3akoHa, C ynnaTow rocydapCTBEHHOW MOLUNMHbI,
npeaoycMoTpeHHON 3akoHogaTenscTBoM Poccuiickon degepaumm o Hanorax n céopax.

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

12. [JonyckaeTtcsa oOpalleHne ¢apMaLeBTUYECKMX CyOCTaHUMiA, NPOU3BEAEHHbIX ANs peanu3auun, B
TeYeHne CcTa BOCbMMAECATM OHEN [0 WM nNocrne MPUHATUSA  YMONMTHOMOYEHHbIM  dedepanbHbiM  OpraHoM
NCMNONMHUTENBbHOW BNAacTu peLUeHMs O BHECEHUN U3MEHEHUN B OOKYMEHTbl Ha dhapMaueBTMYECKYl CybGCcTaHumIo,
NpPou3BeAeHHYIO ANA peanv3auny U BKITHOYEHHYIO B rOCY4APCTBEHHBIN PEECTP NIEKAPCTBEHHBLIX CPEACTB.

(4acTtb 12 BBegeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. PeweHne o6 MCKNOYEHNM U3 rOoCyOapCTBEHHOIO peecTpa NEKApPCTBEHHbIX cpeAcTB dhapMaLeBTUYECKON
cybcTaHuuM, npouM3BEdEHHOW AN peanusauuun, MNPUHMMAETCH YMONTHOMOYEHHbLIM deaepanbHbiM  OpraHoMm
WCNONHUTENBHON BNACTU B Cryyae:

1) NnpeacTaBneHnst COOTBETCTBYHOLLUM YNONTHOMOYEHHBIM dheaepanbHbiM OPraHoM UCMOMHUTENBHON BracTu
3aKMIOYEHMA O pucke unu o6 yrpo3e >XM3HU UNU 300POBbI0 YernoBeka MO0 XXMBOTHOrO NMPU UCMOSIb30BAH UK
NEeKapCTBEHHOro CPpeacTBa;

2) nopayn pas3paboTyMKOM NEKapCTBEHHOrO CpeacTBa MMM MPOM3BOAUTENEM JIEKApPCTBEHHOIO CpeacTBa
nnbo yNonHOMOYEHHBIM MMMK OPYIMM OPUONYECKMM NMLOM 3asBfeHUA 00 WMCKMYEHUU K3 rocyaapCTBEHHOrO
peecTpa NekapCTBEHHbIX CpeacTB papMaLeBTUYECKO CyOCTaHUun, NPOU3BEAEHHOW ANA peanv3aunu;

3) oTcyTtcTBMA hapMaueBTUHeckon cybcTaHuuMu, MNpou3BedeHHOW AN peanu3auun, B obpalleHun B
Poccuiickonn degepauum B TeveHne Tpex 1 bonee ner.

(4acTtb 13 BBegeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratbsa 35. YTpaTtuna cuny ¢ 1 nionsa 2015 roga. - ®egepanbHbii 3akoH oT 22.12.2014 N 429-03.

Cratba 36. Ob6xanoBaHue pelweHuss o6 OTKase B Bblgaye pas3pelleHns Ha MNpPOBEAEHUE KIMHUYECKOro
NCCnefoBaHWA  NEKAPCTBEHHOro mnpenapaTa, pelleHuss o6 oOTka3e B rOCYLAPCTBEHHOW  peruMcTpauuu
neKkapCTBEHHOro npenapaTa, 3akni4YeHUs KOMWUCCUM 3SKCMEPTOB SKCMEPTHOTO YYPEXAEHWs WU 3aKroyeHus
coBeTa Mo 3Tuke

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

PeweHne cooTBeTCTBYHOLWEro ynoJiIHoMmo4eHHOro cbep,epaanoro opraHa MCNOSTHUTENbHOM BnacTu ob oTkase
B Bblga4ve pa3pelweHna Ha npoBegeHune KIMHU4YeCKoro uccrneagoBaHuAa JekapCTBEHHOro npenaparta, pelleHune
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yKasaHHOro defepanbHOro opraHa WCMONMHUTENbHOM BriacTu 06 OTkase B rOCYAApPCTBEHHOM perucrpauum
NeKapCcTBEHHOro npenapaTa, 3ak/loYeHWe KOMUCCUM 3KCMEPTOB IKCMEPTHOTO YYPEXAEHWS WM 3aKrioyeHue
coBeTa MO 3TMKe MOXeT ObiTb 06kanoBaHO B MOpsiAKe, YCTAHOBIIEHHOM 3aKOHOOATENbCTBOM Poccuiickol
depepaumn. 3aknodeHne aKcnepTa, OMOPMIIEHHOE MO MTOraM 3KCnepTusabl B LUENAX onpeaerneHus
B3aMMO3aMeHSEMOCTM 3apercTpMpoBaHHOro NekapcTBEHHOro npenapara, MoXeT GbiTb 06GXanoBaHo AepxaTenem
UM BnagenbLemM pPerucTpauMoHHOrO YOOCTOBEPEHMSI NEeKapCTBEHHOro npenapata B KOMWUCCUIO 3KCMepToB
SKCMEPTHOrO yYpexaeHns. 3akmnoueHme KOMUCCHUM IKCNePTOB IKCNEPTHOrO yupexaeHns, opopMeHHoe No uToram
nepecmoTpa 06)XanoBaHHOrO 3ak/loYeHWss 3KcrepTa, MOXeT GbiTb OCMOPeHo AepXaTenem Wnv Bnagenbuem
PerncTpaLMoHHOro ya0CTOBEpeHNs NleKapCTBeHHOro npenaparta n6o ynonHOMOYEHHbIM UMK NILIOM B NMOpsiaKe,
YCTaHOBMNIEHHOM 3akoHoAdaTenbCcTBoM Poccuiickoin Pepepaumun. Mpu oGkanoBaHUM peLLEHUs] YNOHOMOYEHHOTO
(henepanbHOro opraHa MCMOSIHUTENIbHOWM BRACTM, 3aKIOYEHUs] 3KcnepTa Ui KOMUCCUMU 3KCMEPTOB 3KCMEPTHOMO
yYpEeXaeHusi, 3aKMiYeHus coBeTa MO 3TUKe AepxaTenb WU Bnagenel PerMcTpauMoHHOrO YAOCTOBEPEHUS
neKkapcTBeHHOro npenaparta fnbo ynonmHOMOYEHHOE MMM NMLO BrpaBe MNpPeacTaBUTb pe3ynbTaTbl IKCNepTU3bl
NeKapCcTBEHHOro rnpenapaTta, MPOTOKOSbl MOMYYeHHbIX aKKpeaWTOBaHHbIMK MCMbITaTeNbHbIMKU nlabopaTopusiMm
(ueHTpamu) pe3ynbTaToB UCCHEeAoBaHWiA, UCTIbITAHWIA.

Cratba 37. NHpopmaums, cBA3aHHasa C OCYLLEeCTBMEHUMEM FrOCYyOapCTBEHHOW perucTpaumm nekapcTBEHHbIX
npenapaToB, UHOPMaLNs O 3aperMCTPUPOBaHHbIX NEKAPCTBEHHBIX NMpenapaTax U NekapcTBEHHbLIX MpenapaTax,
WCKIIOYEHHbIX U3 rOCY4apCTBEHHOrO peecTpa fiekapCTBEHHbIX CPEACTB

1. CoOTBETCTBYIOLWMIN YNONMHOMOYEHHbIM hedeparnbHblil OpraH WCMOMHUTENbHOW Bnactu pasMelaet Ha
cBOEM ouumanbHOM canTte B ceTu "MIHTepHeT" MHopMaunio, CBA3aHHYO C OCYLLECTBIIEHUEM FOCYOapPCTBEHHOM
perncTpauMmn nekapcTBEHHbIX MpenapaToB, B TOM 4YWChe MNpOBeOEeHMEM 3JKCNepTU3bl fieKapCTBEHHbIX CpeacTB
(Bkntovasa pesynbTaTbl €e MpoBedeHus), MHAOPMaLMI0O O 3aperMcTpUpPOBaHHbLIX NEKApCTBEHHbIX npenapaTtax u
rnieKkapCTBEHHbIX npenapaTtax, UCKIYEHHbIX U3 rocy4apCTBEHHOIO peecTpa NekapCTBEHHbIX CPeacTB, He nosgHee
YeM yepes NATb paboumx AHeN CO OHS MOSyYeHUs COOTBETCTBYIOLLMM YNOSIHOMOYEHHbIM heaepasibHbIM OpraHoM
NCMOMHUTENbHOW BNAacTW 3asBlEHNs O roCy4apCTBEHHON perncTpaumm nekapcTBEHHOro npenapara.

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

2. Cpoku 1 nopsgok pasMeLLeHns ykasaHHOM B YacTu 1 HacTosiwen ctaTbM MHOPMaLun ycTaHaBnmBatoTcs
YyNONHOMOYEHHbIM dbefeparnbHblM  OpraHoM UCMNonHMTENbHOW Bnactu. WHdopmauus, ykasaHHas B 4actu 1
HacTosILLEen CTaTbu, SABMNSETCA OTKPbLITOM M OOLWEeAOoCTYNMHOM M NPedoCTaBNsaeTcs 3anHTEepPecOBaHHbIM NuuaM B
COOTBETCTBMU C 3akoHoAaTenscTBOM Poccuiickon ®eaepaunn.

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

Mnaea 7. KNMMHWYECKUE UCCITIEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnNA MEOAUUMUHCKOIo NPUMEHEHUA, OrOBOP
OB X NPOBEOEHMW, NPABA NAUMEHTOB, YYACTBYIOLLUX
B 3TUX NCCNEOQOBAHUAX

Cratbsi 38. KnuHuyeckme nccnegoBaHus nekapcTBEHHbIX NpenapaToB Ans MeAULMHCKOrO NPUMEHEHUs!

1. KnuHnyeckune ncecnegoBaHnsa nekapcTBEHHbIX MpenapaToB Ans MeQUUMHCKOro NPpUMEHEHWs, B TOM Yncne
MeXAyHapoOHble MHOrOUEHTPOBble, MHOrOLEHTPOBblE, MOCTPErnMcTpauMoHHble, NPOBOAATCA B OOHOM wnu
HECKOMbKUX MeAMUMHCKMX OpraHusaumsix B COOTBETCTBMM C MpaBuriamy Hagnexallen KIUHWYECKON NPaKTUKM,
YTBEPXOEHHBIMW  YNOSIHOMOYEHHbIM  bedepanibHblM  OpPraHoM WCMOMHUTENbHOW BRacTW, COOTBETCTBEHHO B
crneayoLwmx Lensx:

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

1) yctaHoBneHne 6e30MacHOCTM fekapCTBEHHbIX NpenapaTtoB s 300poBbix AobpoBonbueB U (M)
NepeHoCMOCTU WX 300pPOBbIMM A0OpOBOMbLAMM, 33 WCKIIOYEHMEM TaKWX WCCIEQOBaHWUNA NEKapCTBEHHbIX
npenapaToB, NPOU3BEAEHHbIX 3a nNpeaenamu Poccuiickon ®epepauuu;

2) nogbop onTUManbHbIX OO3MPOBOK NEKAPCTBEHHOrO Mnpenapata M Kypca fevyeHus Ans naumeHToB C
onpegeneHHbIM  3aboneeBaHueM, ONTMManbHbIX 403 W CXeM  BakuMHauMM  MMMYHOBMOMOrmyeckumu
nexkapcTBEHHbIMM NpenapaTamy 300poBbIX 406POBOSbLEB;

3) yctaHoBneHue 6e30nacHOCTM NeKapCTBEHHOro npenapata U ero addEKTUBHOCTU ANs MNaLUEHTOB C
onpegeneHHbIM 3aboneeBaHueM, npodunakTuiyeckon 3MEPEKTUBHOCTU MMMYHOOUONMOTMYECKNX NeKapCTBEHHbIX
npenapaToB 4151 300POBbIX A0OPOBObLEB;

4) n3y4yeHne BO3MOXHOCTU paclUMpPEeHUs NoKasaHun AN MEeAMLMHCKOro NPUMEHEHWs U BbiSIBIIEHUS paHee
HEN3BECTHbIX NOOOYHbIX AENCTBUIA 3apErMCTPUPOBAHHbIX NTIEKAPCTBEHHBIX NPenapaTos.

2. B OTHOWEHMN BOCNPOU3BEAEHHBLIX IEKAPCTBEHHbIX MpenapaToB AN MEAWULUHCKOrO MNPUMEHEHNs
NpoBOASTCSA MccrnenoBaHusi OMOSKBMBANEHTHOCTU M (MNK) TepaneBTUYECKOW SKBMBANEHTHOCTM B MNopsiake,
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YCTaHOBMEHHOM YMOSTHOMOYEHHbIM dheepanbHbIM OpraHoM UCMOSHUTENBHON BRacTu.

3. OpraHusaumio NpoBeAeHUs KITMHUYECKMX UCCNEeN0BaHUIM NeKapCTBEHHOIo npenapata Ans MeguumnHCKOro
NPUMEHEHWs BNpaBe OCYLLECTBNATb:

1) pa3paboTunk nekapcTBEHHOro NpenapaTa Unu ynoHOMOYEHHOE UM NULLO;

2) obpasoBaTenbHble  opraHu3auuMuM  BbiClIero  obpas3oBaHus,  opraHuM3auuu  OONOSIHUTENBHOro
npodeccnoHanbHoOro o6pasoBaHus;

(n. 2 B peq. ®enepansHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4yHO-UccrnegoBaTeNbCKUE OpraHn3aumnu.

4. KnuHunyeckne mccnegoBaHus NekapCTBEHHOro npenaparta Anst MeAuLUMHCKOro NMpUMMEHEHUs npoBOoaATCA
Ha OCHOBaHWM paspelleHnss Ha npoBedeHMEe KITMHWYECKOro WCCneaoBaHnsl NEeKapCTBEHHOro mnpenapara,
BblJAHHOIO  YMOMIHOMOYEHHbIM  befeparnbHbiM  OpraHOM  WCMOSMHUTENbHOW  BRacTU.  YMOJSIHOMOYEHHbIV
denepanbHbIi  OpraH WUCMOMHWUTENBHOW BNAcTM BedeT peecTp BblAaHHbIX paspelleHnid Ha MpoBeaeHune
KMMHUYECKNX WCCMedoBaHWN fekapCTBEHHOrO npenapara, COAepXallMin yka3aHue Ha WX Lenb uUnu uenu, B
YCTaHOBMEHHOM 3TUM OpraHoM Nopsigke.

(B pea. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

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

6. K opraHmsaumm nposeaeHnst KNMMHMYECKNX UCCNeoBaHWI NEKapCTBEHHOrO npenaparta ans MeauuUmnHCKoro
npuMeHeHns paspaboTyMKOM FNeKkapCTBEHHOro npenapara MOryT NpPUBMNEKaTbCA topuauvdeckne nuua nobon
OpraHu3aumMoHHO-NPaBoBOM (POpMbI NpW YCNoBUK obecneveHns COOTBETCTBMSA 3TUX UCCredoBaHun TpeboBaHmam
HacTodAwero ®PenepanbHOro 3akoHa.

7. KnnHnyeckne nccneaoBaHus nekapCTBEHHbIX NpenapaToB A1 MEAULMHCKOro NpUMEHEHUa NpoBoaATCS B
MEOMULMHCKUX OpraHm3auunsix, akKkpeguTOBaHHbIX YMNOMIHOMOYEHHbIM diedeparibHbiM OpPraHoOM MCMOSTHUTENbHON
BnacTu B nopsiake, yctaHosneHHoMm lMpasutenbctesom Poccuiickon egepauuu.

8. TllepeyeHb MeOWLUMHCKMX OpraHusauui, WUMEKLMX NpaBo MNPOBOAUTb KIMHUYECKME WCCIe0BaHUS
nekapCTBEHHbIX NpenapaToB AN MeAULMHCKOrO NMPUMEHEHUS, U PEEeCTp BblAaHHbIX pa3peLleHnin Ha NpoBeaeHne
KMMHUYECKNX UCCNEeLOBaHUN NeKapCTBEHHbIX NpenapaToB OnyGrIMKOBLIBAOTCA M pa3MeLLatoTcsa YrorHOMOYEHHbIM
deneparnbHbiM OpPraHoOM UCMOTHMTENBHOW BNacTu B YCTAHOBNEHHOM MM MOPSIAKE HA CBOEM odhuUmanbHOM canTe B
cet "ViHTepHeT".

Cratba 39. PeweHve o npoBegeHMM KIMHUYECKOrO WCCregoBaHWs IeKapCTBEHHOro npenaparta And
MEeOMLMHCKOrO NPUMEHEHNS
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. KnuHnyeckoe uccrnenoBaHne nekapCcTBEHHOro npenaparta Afsi MeQULMHCKOTO NPUMEHEHUSI NPOBOAUTCS
Ha OCHOBaHUWM pa3peLleHVsl Ha MpOBEAEHME KIMHUYECKOTO WCCNedOBaHWs IeKapCTBEHHOIO mnpenapara,
BbIJAHHOIO YMONIHOMOYEHHbIM efeparnbHbIM OpraHOM MCMOMHUTENbHOW BRAcTW NO pe3ynbTaTam 3SKCnepTu3bl
[OKYMEHTOB, HEO6XOAMMBbIX [Nsi MONyYeHUs pas3pelleHus Ha nNpoBefeHWe KIUMHUYECKOro WcCcnefoBaHus
neKkapcTBEHHOro npenapaTa u 3TUYECKON 3KCNEePTU3bI.

2. ins nony4eHns paspeLleHnst Ha NPOBEAEHME KIUHUYECKOro UCCrefoBaHMs NekapCcTBEHHOro npenapara
ANs MEeOMUMHCKOTO MNPUMEHEHUs 3asiBUTENb NpeacTaBnsieT B YNOMHOMOYEHHbIN  defeparnbHbld - opraH
NCMONHUTENbHON BNacTy:

1) 3asBneHMe O Bbiaye pas3peLleHusi Ha NPOBEAEHWE KIMHWYECKOrO WCCNEeAOBaHUs NEKapCTBEHHOMO
npenapara Ans MeauunHCKOro NpUMeEHEHUS;

2) konuM OOKYMEHTOB, MOATBEPXKAAKOLIMX YNnaTy rocyfapCTBEHHON MOLUMMHBLI 3a NPOBeAEHWe 3TUYECKOW
3KCMEepTU3bl, IKCNEPTU3bl LLOKYMEHTOB Ha NEKapCTBEHHbLIA NpenapaTt Ans NonyYyeHust paspeLleHnst Ha NpoBeaeHne
KIMUHUYECKOTO UCCMedOoBaHWs NeKkapCTBEHHOrO npenaparta Ans  MeAMUMHCKOTO NPUMEHEHUs, 3a Bblgady
paspelleHnss Ha NpoBedeHUe KIMUMHWUYECKOro WCCrefoBaHUs NEeKapCcTBEHHOrO npenapaTta ANnsi MEeAMLMHCKOro
NpYMEHEeHWs], 3a NPOBEAEHME IKCNEePTU3bl JOKYMEHTOB Ha NIEKapCTBEHHbLIN Npenapar A5t NoNyYeHUst paspeLleHns
Ha npoBefeHWEe MeXAyHapOoOHOr0 MHOFOLEHTPOBOrO KMUMHUYECKOrO WCCMEeAOoBaHWs NekapCTBEHHOro npenapara
ONs MEOMLUUHCKOrO MPUMEHEHMS], 3a Bblgavy paspelleHuss Ha NPOBeAEHWe MeXAYHapOAHOro MHOFOLEHTPOBOro
KIMMHUYECKOTO WCCINENOBaHNA JIeKapCTBEHHOrO npenapata Anst MeOWLMHCKOrO MPUMEHEHWs, 3a MpoBeAeHune
9TUYECKOWN 3KCMEepTM3bl, SKCNEePTM3bl JOKYMEHTOB Ha NEKAPCTBEHHLIN NpenapaT Ans NonyvyeHus paspeLleHnst Ha
npoBedeHne  MOCTPErncTpPaLMOHHOIO  KIIMHUYECKOTO  WUCCMefoBaHWs  NIEKAPCTBEHHOro  npenapata  Ans
MEANLMHCKOrO MPUMEHEHUs, 3a BblAavy paspelleHusi Ha MpoBeAeHUe MOCTPErMCTPALMOHHOIO KIMHUYECKOro
nccnegoBaHNWs NekapcTBEHHOro npenapata Anst MeAUMUMHCKOrO NPUMEHEHUS, UKW No COBCTBEHHON MHULMATMBE
yKasaHHble [OKYMeHTbl. B cnyyae HenpeactaBneHusi 3asBUTENEM YKa3aHHbIX [OKYMEHTOB YMOTHOMOYEHHbIN
chenepanbHbIl  OpraH WCMOMHUTENLHOW BRAcTW MpoBepsieT pakT ynnaTtbl roCy4apCTBEHHOW MOLWMUHBLI C
ncnonb3oBaHeM uHgopMauum o6 ynnate rocyaapCTBEHHOW MOLWWNWHBI, cofepxalleics B [ocynapcTBeHHON
MHPOPMALIMOHHON CUCTEME O FrOCYAAPCTBEHHBLIX M MYHWULMMATbHbLIX NfaTexax, Ha OCHOBaHUWM MPeACTaBMEHHbIX

CtpaHuua 45mn3 71



3asgBUTENEM KOMUIA OOKYMEHTOB;

3) NPOTOKOM KITMHMYECKOIO 1CCre40BaHNs TEKapCTBEHHOIO npenapara s MeauLUMHCKOro NpMMEHEHMS;

4) 6poLutopy nccrnegoBaTens;

5) MHOPMALMOHHbBI NMUCTOK NALUEHTA;

6) cBegeHns o6 onbiTe paboTbl MccrnegoBaTenen MO COOTBETCTBYHOLIMM CreuManbHOCTAM U UX OnbiTe
paboTbl N0 NPOBEAEHMIO KITMHUYECKUX UCCIeA0BaHUN;

7) cBeOeHUs O MeOMUMHCKMX OpraHusaumsix, B KOTOpbIX npeanonaraeTcs npoBeAeHWe KIUMHUYECKOro
nuccneaoBaHUs MEKapCcTBEHHOro npenapaTta  Ans  MEeOUMUMHCKOrO npuMeHeHusa (MOfHOe W COKpalleHHoe
HaMMeHOBaHUSA, OpraHn3aUMoOHHO-NpaBoBas hopma, MeCTO HaXOXAEHUS U MECTO OCYLLECTBNEHNA OeATENbHOCTH,
TenedgoH, Tenedakc, agpec 3NeKTPOHHON NOYTbI KaXKA0W MEAULIMHCKON OpraHn3aumm);

8) cBegeHus O npegnonaraeMbiX CPOKax MPOBEAEHUS KIMHWMYECKOTO WCCedoBaHUS NeKapCTBEHHOMO
npenapaTa Anst MegMuUUHCKOro NPUMEHEHUS;

9) konuo goroBopa 0bs3aTenbHOro CTPaxoBaHWs, 3aKMYEHHOr0 B COOTBETCTBUM C TUMOBLIMU NpaBuiamu
005A3aTenbHOro CTpaxoBaHud, ¢ ykasaHMeM NpefernibHON YMCNEHHOCTM NauneHTOB, Y4acTBYIOLWMX B KIMHUYECKOM
nccrnegoBaHUM NeKapCTBEHHOMO Npenapara Ans MeauUMHCKOro NPUMEHEHNS;

10) nHcpopmaumio 0 cocTaBe nekapcTBEHHOro npenapaTa Ans MeguLMHCKOro NPUMEHEHS;

11) [OOKYMEHT, COCTaBNneHHbIM MpOM3BOAUTENEM FEKapCTBEHHOrO nmpenaparta Ans  MeauLUHCKOro
NPUMEHEHNSA N COAEPKALLUIN NoKasaTenu (XapakTepUCTUKK), @ TaKkke CBeAEHMS O NeKapCTBEHHOM npenapaTte Ansi
MEeLMLMHCKOro NPUMEHEHMS, MPOM3BEAEHHOM A8 NPOBEAEHUSA KIMHUYECKNX UCCIeL0BaHNN;

12) konNWMO nNUUEH3MM Ha nNPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB B Cnyvae, €cnvm Npov3BOACTBO
NeKkapCTBEHHOro npenapara ocyllecTenseTtcs B Poccunckon ®egepaumm, nnm KONUIO 3aknioveHns 0 COOTBETCTBUM
Nnpou3BoauTEnNst NeKapCTBEHHOrO npenapara TpeboBaHUAM MpaBuil Hagnexallen Npou3BOACTBEHHOW MPaKTUKK,
BbIJAHHOIO KOMMETEHTHbIM YNONHOMOYEHHBIM OPraHOM CTPaHbl MPON3BOANTENS NIEKAPCTBEHHOIO NpenapaTa.

3. B cpok, He npeBbilWAOWMIA NATU pabounx OHEen co OHS MPUHATUS yKasaHHOro B nyHkte 1 yactm 2
HacTosLLeNn CcTaTbM 3asiBNEeHWss W HeobXoOMMbIX [OKYMEHTOB, YMOMIHOMOYEHHbIM dedepanbHbii  OpraH
NCMNONHUTENbHOW BNAacTu:

1) npoBogMT NpPOBEpPKYy MNOMHOTBI WU [OCTOBEPHOCTU CBEAEHWIN, COAEPXallMXCA B NpeacTaBreHHbIX
3aaBUTENEM JOKYMEHTAX;

2) npuHUMaeT pelleHMe O MNPOBEeAEHMM JKCNepTu3bl AOKYMEHTOB [AM1S MOMy4YeHUs paspelleHnst Ha
npoBefeHne KIUHNYECKOro WCCreaoBaHUs IeKapCTBEHHOro npenapaTta Afsi MeOUUUHCKOrO MPUMEHEHUs W
3TUYECKON 3KCNepTU3bl Unn 06 0TKase B NPOBEAEHUN YKa3aHHbIX IKCNepTus;

3) yBeooMnseT B NEKTPOHHON hopmMe U Ha BymaKHOM HOCUTENe 3asiBUTENS O MPUHATOM pelueHun nnbo
B Cry4yae MpUHSTUSA pelleHnst o6 oTkase Takke C ykazaHUeM MPUYMH Takoro 0Tkasa;

4) noaroTaBnvMBaET M HanNpaBnsieT B 3KCMEPTHOE YYPEXAEHUE U COBET MO 3TMKE 3adaHue Ha NpoBedeHue
COOTBETCTBYHLLMX 3KCNEPTUS.

4. B cnyvae BbIFBMEHUS HEMNOMHOTbI M (UNM) HEeJOCTOBEPHOCTM WHdOpMauuK, coaepxallencs B
NPeacTaBfeHHbIX 3asBUTENEM [OKYMEHTax, YNONIHOMOYEHHbIV defepanbHbll OpraH WCNOMHUTENBHOW BRAacTy
HanpaenseT 3asaBUTENIO 3anpoc 06 YTOYHEHUWN yKazaHHOW MHGOpMauMuK. [aHHbIN 3anpoc MOXeT ObiTb nepenaH
YMOMHOMOYEHHOMY MPeACTaBUTENO 3asBUTENS NIMYHO MOA PacnucKy, HanpaBreH Mo no4vte 3akasHbiM MUCbMOM
UNu nepefaH B 3NEKTPOHHOW hOpME MO TENEeKOMMYHWKALMOHHBIM KaHanam cBs3u. B cnyyae HanpaBneHus
OAHHOro 3anpoca Mo no4yTe 3aka3HbIM MUCbMOM OH CYMTAETCS MOSTyYEHHbIM MO UCTEYEHUWU LIEeCTU AHEW C gaTbl
HanpaBfeHns 3aka3Horo nucbMa. 3asBuTenb 00s3aH NpPeacTaBUMTb OTBET Ha 3anpoc  YNOMHOMOYEHHOro
denepanbHOro opraHa UCMOMHUTENBHON BracTu B CPOK, HE NPEBLILALLMIN AEBAHOCTA pabounx aHen co OHA ero
nonyyeHus. Cpok, ykasaHHbIi B 4YacTu 3 HacTosieW cTaTbW, MNPUOCTAHaBMBAETCH CO [HA HarnpaBneHus
3as8BUTENIO 3anpoca YNoJIHOMOYEHHOro dedeparnbHOro opraHa MCMOSNIHUTENbHOW BracTM OO OHSI MOMyYEHUs UM
COOTBETCTBYHLLErO OTBETA U HE YYUTBLIBAETCS NPU NCHUCTIEHNM CPOKa NPUHATUS YNONTHOMOYEHHBIM befeparnbHbIM
OpraHoM WCMOJSTHUTENbHOM BNAaCTW peLleHNs O NMPOBEAEHUN IKCNEPTU3bl JOKYMEHTOB AN NOMy4YeHUs: pa3peLleHmns
Ha npoBefeHMe KIMHUYECKOrO UCCNefoBaHUA fiekapCTBEHHOrO nNpenapaTta Anst MeguUMHCKOro NpUMEHEHMUS.

5. OcHoBaHMEM [Ansi OTKasa B MNPOBEAEHMM 3KCNEPTM3bl OOKYMEHTOB ANsl MOMyYEHUS paspelleHust Ha
npoBefeHNe KIMHNYECKOTO WCCreaoBaHUs JeKapCTBEHHOro mnpenapata Afis MeAUUMHCKOTO MNPUMEHEHUST U
3TUYECKON SKCNEepPTU3bl ABNAETCH NpefcTaBleHne JOKYMEHTOB, NPEegYCMOTPEHHbIX YacTbio 2 HACTOALLEN CTaTb, B
HenonHoMm obbemMe, HenpeacTaBrneHue 3asiBUTENEeM B YCTAHOBIEHHbIN CPOK OTBETa Ha YyKasaHHbI B 4actu 4
HaCTOALLEN CTaTbM 3arnpoc YNOIHOMOYEHHOro hefiepanbHOro opraHa UCMNONTHUTENbHOM BriacTh nNbo OTCyTCTBUE B
NPeACTaBMEHHbIX [OKYMEHTaxX WCYEPNbIBAKOLWEro MnepeyHs HeobXoaMmowm uHgopMauun wunu mnHdopMaumu,
KOTOpas AofmkHa ObiTb OTpaXeHa B HUX, a Takke OTCYTCTBME MHGOPMAaLMKM, MOATBepxaawwen dakt ynnaTbl
rocyapCTBEHHON MOLLMMHbI 3a NPOBEAEHNE 3TUHECKON 3KCMEPTU3bl, SKCNEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHbIN
npenapaT A NofnyYyeHnst paspeLleHns Ha NpoBeAeHNe KIMHUYECKOro CCNefoBaHMs NIeKapCTBEHHOrO npenapaTta
ONst MeOUUMHCKOTO MPUMMEHEHMS, 3a Bblgady paspelleHusl Ha NpoBedeHME KITMHWYECKOro UCcCrneaoBaHus
NeKkapCTBEHHOro npenapaTta Ans MeOWUUHCKOrO MPUMEHEHUS, 3a MNPOBEAEHME 3KCNepTM3bl JOKYMEHTOB Ha
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nekapCTBEHHbIN MnpenapaT Ans MNOMyYeHUs paspelleHns Ha npoBedeHMe MeXZyHapoOHOro MHOrOLEHTPOBOrO
KMMHUYECKOrO UCCrefoBaHUSA FEeKapCTBEHHOro npenapata And  MeOVMUWHCKOro MpUMEHeHus, 3a Bbigady
paspeLleHnsi Ha NpoBeAeHNEe MEeXOYHapO4HOrO0 MHOIOLEHTPOBOMO KIMHUYECKOr0 UCCeAoBaHMs JIEKapCTBEHHOIO
npenapaTa Ans MeauLMHCKOro NPUMEHEHUS, 3a NPoBeAEeHMNEe ITUYECKON IKCNEPTU3bI, IKCNEPTU3bl JOKYMEHTOB Ha
nekapCTBEHHbIN npenapaT Ans NofyYeHns paspelleHns Ha MpoBeAeHWe MOCTPErncTPauMoOHHOrO KINMHUYECKOro
nccrnegoBaHWs NEeKapCTBEHHOrO npenapata Ans MeOuUMHCKOTO NPUMEHEHUs, 3a Bblayy paspelleHus Ha
npoBedeHne  MOCTPErmcTPauMoOHHOMO  KIMHWYECKOro  MUCCMNedoBaHMsA  NEeKapCTBEHHOro  npenapata  Ans
MEeONLMHCKOTO NPUMEHEHNS.

6. lNpoBeaeHne 3KkcnepTM3bl AOKYMEHTOB ANS MOMyYeHWUs paspelleHns Ha npoBedeHue KIMHUYECKOro
nccrnegoBaHWsl NeKapCTBEHHOro npenapata  Ans  MeAWUMHCKOTO MNPUMEHEHWsT U STUYECKOW 3KCNepTu3bl,
COCTaBMeHNEe KOMMUCCMEN IKCMEPTOB M COBETOM MO 3TUKE 3aKMOYEHWN O BO3MOXHOCTUM WM HEBO3MOXHOCTU
NMPOBEAEHUS TaKOro KIIMHWYECKOTO WCCreaoBaHWst M HamnpaBfieHMe 3TUX 3aKMioYeHMn B YMOSIHOMOYEHHbIN
defepanbHbI OpraH MCNOSTHUTENBHOW BRacTU OCYLLECTBIISIOTCS B CPOK, HE MPEeBbIaWniA Tpuauatn padoumx
OHEN CO [OHA MNONyYEeHUs IKCMEepPTHbIM YYPEeXAEHWEM 3adaHus YMNOJIHOMOYEHHOro deaepanbHOro opraHa
UCMOMHUTENBHOWN BIAaCTU C NPUIIOXEHNEM OOKYMEHTOB, YKa3aHHbIX B nyHkTax 3, 4, 10 n 11 yactu 2 HacTosLen
cTaTbW, U COBETOM MO 3TUKE 3adaHUsA YMNOSHOMOYEHHOro deaepanbHOro opraHa MCNOMHWUTENbHOW BRactu ¢
NpUNoXeHNeM OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 1 9 yactu 2 HacTosLLen CTaTbu.

7. B cpok, He npeBbilaWmi AT pabounx gHeW Co AHA MONYYEHUS 3aKIIOYEeHUW, yKasaHHbIX B YacTu 6
HacCTOsILLEN CTaTbW, YNONTHOMOYEHHbIN heaepanbHbIi OpraH UCMONHUTENLHON BNAacTu:

1) ocywecTBnseT OUEHKY MOCTYMMBLUMX 3aKkMioYeHWn AN OnpederieHnss Mx COOTBETCTBUSA 3afdaHusM Ha
npoBeAeHne COOTBETCTBYIOLLMX SKCNEpPTU3;

2) npvHUMaeT pelleHMe O Bblgavye paspelleHMss Ha MpoBefeHWe  KIMHUYECKOrO  UccrefoBaHust
nekapCTBEHHOro npenaparta Anst MeguLUMHCKOro NpUMeHeHUst unm ob oTkase B Bbldade yKa3aHHOro paspeLUeHus;

3) BblgaeT paspelleHvMe Ha MNpoBedEeHME KIMHUYECKOro WMCCrefoBaHWUsi fiekapCTBEHHOro npenaparta Ans
MEeOMLMHCKOrO NMPUMEHEHNST UNn pelleHne o6 oTkase B Bblgave YKasaHHOro paspelleHust C yka3aHuem MpuHvH
OTKa3sa.

8. OcHoBaHuem pAnd oTkasa B Bblgave paspelleHus Ha nposedeHVe KIMHUYECKOro uccnegoBaHus
NnekapCcTBEHHOro npenapata Ang MeAWMUMHCKOrO NPUMEHEHWUs SBMASeTCA HamnuuvMe 3akmoyYeHUs KOMMUCCUM
9KCNEepTOB MMM 3aKkMioYeHWs coBeTa MO 3TMKE O HEBO3MOXHOCTW MPOBEAEHUS KIUHWYECKOro MCCrneaoBaHus
NnekapCTBEHHOro npenapaTta Ansg MEAWMLMHCKOro MpUMMEHEHMs Mo pesynbTaTaMm MpOBEAEHHbIX 3KCMNepTus,
NpegyCcMOTPEHHbIX YacTbio 6 HACTOsLWEN CTaTb.

9. PewweHune 06 oTkase B npoBeaeHWM IKCNepTU3bl JOKYMEHTOB AMs NOMyYeHns paspelleHns Ha NpoBeaeHne
KMMHUYECKOrO MCCMedoBaHMsA JIeKapCTBEHHOro npenapara Ans MeguumMHCKOrO MPUMEHEHUA W 3TUYECKOM
3KCNepTM3bl U B Bblgave paspelleHus Ha NpoBedeHMe KIMHUYECKOro MCCreaoBaHusl NIeKapCTBEHHOIo npenapaTa
ONst MeOWLMHCKOrO NMPUMEHEHUsT MOXeT ObiTb 00XanoBaHO B MOpsiAKe, YCTaHOBMEHHOM 3aKOHOAATENbCTBOM
Poccuinckon ®egepaumn.

Ctatbs 39.1. 3Tnyeckas akcnepTuaa
(BBegeHa degepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

1. OTuueckas akcnepTMsa nNPOBOAUTCA COBETOM MO 3TMKE, CO34aHHbIM B MNOpsiake, YCTaHOBMEHHOM
YMOMHOMOYEHHbIM dheepanbHbIM OpraHoOM UCTMOSNTHUTENBHON BRACTH, B LIENSAX BblgayuM 3aKnoyeHnss 06 aTnyeckomn
0DOOCHOBAHHOCTN BO3MOXHOCTM MNPOBEAEHUS KIIMHUYECKOrO WCCNEeAOBaHUS fEKapCTBEHHOro npenapara Ans
MeOMLMHCKOro NPUMEHEHMS.

2. OkcrnepTamy CcoBeTa MO 3TMKE MOryT ObiTb MpeacTaBUTENN MEOUUMHCKUX OpraHuM3auuni, Hay4HbIX
opraHusauui, obpasoBaTefibHbIX OpraHu3auuii Bbicllero o6pasoBaHusl, a Takke NpeacTaBUTENM OOLLECTBEHHbIX
opraHusaunni, penMrmo3HbliX OpraHu3auuin U CpeacTB MaccoBOW MHGOpMauuu. [aHHble aKcrnepTbl He OOSMKHbI
HaxoauMTbCsl B Kakon-NmnMbo 3aBMCUMMOCTM OT pa3paboTYMKOB JEKapCTBEHHbIX NpenapatoB W Apyrux nw,
3aNHTEPECOBAHHLIX B pe3ynbTaTax 3TUYECKOM SKCNepTM3bl.

3. Onnarta ycnyr SKCMepTOB COBeTa MO 3TUKE OCYLLECTBIISIETCA HA OCHOBAHWWM [OroBOpa, 3aKIYEHHOro
MEeXAY YNONTHOMOYEHHbIM heaeparbHbIM OpraHOM UCMONHUTENBHOW BNAcTW, KOTOPbIM CO34aH COBET MO 3TUKE, U
3KCMEepTOM coBeTa MO 3TUKe, 3a CYeT OHIKETHbIX aCCUrHOBAHWNW, NpPenyCMOTPEHHLIX YMNOSIHOMOYEHHOMY
denepanbHOMy OpraHy UCNOMHUTENBHON BNacTu, KOTOPbIM CO34aH COBET MO 3TUKe, B heaepanbHoM OogkeTe Ha
COOTBETCTBYIOLMIA rog Ha obecneyeHne ero OesTenbHOCTWM, B pa3Mepax, YCTAHOBIEHHbIX [1paBMTENbCTBOM
Poccuiickon ®epepauun.

4. DkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOAATENbCTBOM Poccuiickon
degepaumm.

5. CocTtaB coBeTa MNo 3TUKe, MonoxeHue o006 3TOM coBeTe, NOPSAOK €ero AesTenbHOCTW, TpeboBaHus K
KBanudukaumm n onbiTy paboTbl MO 3KCMEPTHOM OUEHKE HayYHbIX, MEOVLMHCKMX M 3STUYECKUX aCMEKTOB
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KMMHUYECKNX UCCNEQOBaHUN JNeKapCTBEHHbIX MpenapaToB ANs MEAVMLMHCKOro NMpUMEHEHWs, NpeabsBrsemble K
aKcrnepTaM coBeTa MO 3TWKe, NMOPSLOK OpraHM3auuM U NPOBEAEHUSA 3TUYECKOW 3KCMEepTM3bl, hopma 3akmoyeHus
coBeTa Mo 3TWKe YCTaHaBMUBAOTCH YNOMHOMOYEHHbIM dhedeparibHbiM OpraHoOM MCMOSHUTENBHOW BRacTu. Yucno
npeacTaBuMTener MeguUUHCKUX OpraHu3auuin He MOXeT MNpeBbIlaTb MONOBUHY OT OOLLEero uyucna akcnepToB
coBeTa Mo 3TUKe.

6. MIHcbopMaums 0 cocTaBe coBeTa No 3TUKe, NnaHax ero paboTbl U TeKyllen AesaTenbHOCTU pa3MeLlaeTcs
Ha oduLManbLHOM canTe YNonHOMOYEHHOro dheepansHOro opraHa UCNonHUTENbHOW BNnactu B cetn "MHtepHet" B
YCTaHOBMEHHOM UM MOpPSIAKe.

Cratbsa 40. I'IpOBe,qume KIMMMHNYECKOIro wuccriegoBaHnA JekapCTBEeHHOro npenapara gnda MeguumHCKOro
NnpUMEeHeHnA

1. PykoBogutenb MeOMLMHCKOW oOpraHusaumu, KoTopas MNpOBOAWT  KMWHWYECKoe uccrnegoBaHue
nekapcTBEHHOro npenapara Ans MeauUMHCKOro NpUMEHEHUs, HasHadyaeT uccrnegosBaTtensi, OTBETCTBEHHOrO 3a
NpoBeAEHNE Takoro MCCNeAoBaHus U umetowero neyebHyo cneumanbHOCTb, COOTBETCTBYIOLLYIO NMPOBOAUMOMY
KNMHUYECKOMY UCCNeaoBaHWMIO NeKapCTBEHHOro npenapara, co cTaxeM paboTbl MO nporpammamM KIMHUYECKMX
nUccneaoBaHUN NekapCcTBEHHbIX MpenapaTtoB He MeHee 4YeM TpuM roga W Mo ero NpeanoXeHuo HasHavaet
couccnegoBaTenen U3 Yucna Bpayen 3Ton MeanUMHCKOW OpraHM3aumm.

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

2. Nceneposartenb ocywlectBnsAeT BbIGOp MauMeHTOB, KOTOPbIE MO MEAULUMHCKMM MOKa3aHUAM MOryT ObiTb
npuBreYeHbl K Yy4acTUO B KIIMHUYECKOM WCCMEeAOBaHUM NEKapCTBEHHOro npenapata Ansg MeOULUHCKOro
NpUMeEHeHUs.

3. Uccneposatens n couccriegoBaTeny AOMKHbI OblTb O3HAKOMIIEHbI C pe3ynbTataMy AOKIMHUYECKOTO
nccrneoBaHUsl NEKapCTBEHHONO CPeAcTBa, CoAaepXalummuca B Bpolutope nccriegoBaTensi, NPOeKToOM NpoTokona
KMMHUYECKOrO UCCMefoBaHUs NeKapCTBEHHOrO npenapata Afs MeOMUMHCKOrO MNpUMEHEHUs, paspaboTaHHbIM
pa3paboTynKkoM fekapCTBEHHOro npenaparta WM UHbIM OPUAMYECKUM NULIOM, MPUBIIEKAEMBIM K OpraHu3auum
NpoBeaEeHUs KIMHUYECKOrO WUCCNeaoBaHUs NEeKapCTBEHHOro npenapara Ans MegMLUMHCKOrO MPUMEHEHUs, U
Opyrumm matepuanamm Takoro uccnegoBaHus.

3.1. PykoBogutenb MeAMLMHCKOW OpraHu3auum B CpOK, He MpeBblalWwmi Tpex pabounx AHen co AHS
Hayana nNpoBeAeHUs KITMHUYECKOro UCCNeaoBaHms NekapCTBEHHOro npenapata Ans MeauuMHCKOro npuMeHeHus,
coobuiaeT 06 3TOM B YNOMHOMOYEHHbIN heaepanbHbIi OpraH UCMOMHUTENBHOW BriacTu, BblgaBLUMA paspeLleHne
Ha npoBegeHWe Takoro MCCneaoBaHns, No YyCTaHOBNEHHON UM bopme.

(4yacTb 3.1 BBegeHa degepanbHbIM 3akoHOM OT 29.11.2010 N 313-93)

4. OpraHuszauuu, OCYyLeCTBASOWMe opraHusaumio  MpoBeAeHUs  KIMHUYECKOro  UccrefoBaHud
nekapcTBeHHOro npenapaTta Angd MeauUMHCKOro NMpUMEHEHUs M yKasaHHble B 4Yactu 3 ctatby 38 HacToswero
depnepanbHOro 3akoHa, B cryyae HeoOXOAMMOCTN BHECEHUS N3MEHEHMWI B MPOTOKOJ KITMHUYECKOIO MCCregoBaHust
NeKapCTBEHHOro npenapata And  MeOMUUHCKOro MpuMeHeHus coobuwaloT o6 3ToM B YNOMHOMOYEHHBIN
henepanbHbI OpraH UCMOMHUTENbHOW BNacTu, BblAABLUWA paspelleHne Ha NpoBefeHue Takoro uccrnenoBaHus,
Nno yCTaHOBMNEHHOW UM cbopme.

(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. dopma cooObLLEHNST O BHECEHUM U3MEHEHUIA B MPOTOKOS KITMHUYECKOro UCCNeaoBaHUs NeKapcTBEHHOro
npenapaTta 4ns MeguLMHCKOro NPMMEHEHUS JOIDKHA COAEepXaThb CriefyoLlme cBeaeHUs:

1) HaumeHoBaHWe, MOEHTUPUKALMOHHBIA HOMEP M JaTa NPOTOKONa KIMMHUYECKOro NCCNeA0BaHUS;

2) pata BHeCEHUS N3MEHEHUI B MPOTOKON KIMHUYECKOro UCCreaoBaHUS;

3) HaMMeHOBaHWe N MeCTO HaxXOXAeHUs 3asBUTENS;

4) HaMMeHOBaHWe opraHM3auuy, NPUBMEYEHHON pa3paboT4YMKOM NIEKAPCTBEHHOIO Npenapara K opraHn3awmm
npoBeaeHUs KIMMHUYECKOro uccneoBaHus (Mpu Hanmymum);

5) HaumeHoBaHMA U MecTa HaxOoXAeHUs MeAULMHCKUX OpraHv3aluni, B KOTOPbIX NPOBOAMUTCS KIMHUYECKoe
nuccnenoBaHue;

6) oaTa Bblgaym paspeLLeHmns Ha NpoBeAEHNE KITMHUYECKOTrO UCCNeSoBaHNS U HOMEP 3TOro paspeLLeHns;

7) N3MEHEHUS, BHOCMMbIE B NMPOTOKOS KITMHUYECKOrO NCCNEeA0BaHUS.

(vacTb 4.1 BBegeHa degepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

5. B cpok, He MpeBbIaLWmi Tpuauatn paboumnx gHen co AHSA NOSTyYeHUs yKa3aHHOro B YacTu 4 HacTosLLEeN
cTaTby COOOBLLEHMS, YNONTHOMOYEHHbIN heaeparnbHbIi OpraH WCMOMHUTENBHOM BNacTU paccMmaTtpuBaeT 3TO
CcoOOLEeHNne B YCTAHOBMIEHHOM MM MOPSAKE W MPUHUMAET peLleHMe O BHECEHWM WU3MEHEHWA B MPOTOKOI
KMMHUYECKOrO MCCnefoBaHUsi NEKApPCTBEHHOro npenaparta Ans MeguumHCKOro NpuUMEHeHMs unu o6 oTkase BO
BHECEHUU TaKUX N3MeHeHWI. Mpn paccMOTpeHMn coobLLeHNst 0 HEOOXOAMMOCTM BHECEHUS UBMEHEHMWIN B MPOTOKON
KNMHUYECKOro MCCrneaoBaHUs IeKapCTBEHHOro npenapata Ans MeAWUMHCKOro MPUMEHEHUS B LensiX OUEeHKU
0B6OCHOBAHHOCTM MNpefnaraeMblX W3MEHEHUN W ONpefeneHusl CTENeHW pucka Anst NauMeHTOB, MPUHUMAIOLLNX
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yyactTve B KIUHWYECKMX UCCnegoBaHusaX, YNONTHOMOYEHHbIM defeparnbHbiM OpraHoOM MCMOMHUTENbLHOW BnacTu
MOryT NpMBMeEKaTbCA 3KCNepTbl COBETA MO 3TUKE.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. KnuHnyeckoe mccnenoBaHne nNekapCTBEHHOro npenapaTta Ans MeguuuMHCKOro npuMeHeHUst MoXeT ObiTb
NPUOCTAHOBIIEHO WNM MpekpalleHo, ecnu B npoLlecce ero npoBedeHMst OBHapyXeHa OnacHOCTb AN XKWU3HM,
300pOBbs NauMeHToB. B crnyyae BO3HMKHOBEHMS OMACHOCTU ANS XW3HM, 300POBbS MaUMeHTa, y4acTBYHOLLEro B
KNMHUYECKOM WCCMeaoBaHUM fEeKapCTBEHHOro npenapaTta Ans MeOUUUHCKOro NpUMEHEHWsl, uccrnegoBaTenu
065s13aHblI NPpOMHGOpMUpoBaTb 06 3TOM PyKOBOAUTENSA MEOULMHCKON OpraHvM3almm U opraHusaumio, nNomnyvmBLLYIO
paspeLleHne ynonHOMOYEeHHOro defepanbHOro opraHa MCNONHUTENbHOW BlacTM Ha OpraHM3auuvio NpoBeaeHus
KNMMHUYECKOrO UCCreoBaHUA NeKkapcTBEeHHOro npenaparta. PelweHne O MpUOCTaHOBNEHUN KIMHUYECKOro
nccnegoBaHUA fekapCcTBEHHOro npenapata Ang  MeOuUMHCKOro MNpUMEHEHUs MPpUHUMAaKT  pyKoBOAUTENb
MEeOMLMHCKOW OpraHm3aumm u (unu) opraHmsaumsi, NonyyYmBlLas pas3peLleHre YNnorHOMOYEHHOro deaepanbHoOro
opraHa WCMNOMHUTENbHOW BlacTU Ha OpraHu3auuto MnpoBeAeHUs KIUMHUYECKOro WUCCrefoBaHUs neKapCTBEHHOro
npenapata Ang MeOWUMHCKOro MNPUMEHEHUs, peLleHne O npekpaweHUun Takoro uccnegoBaHus npuHMMaeT
YMNOSTHOMOYEHHbIN hedeparnbHbIi OpraH WCMOMHUTENbHOW BMAcTM Ha OCHOBAHMM COOOLLEHWS B MMCbMEHHON
dopmMe  pyKoBOAMTENS  MEOULMHCKOW  opraHusauuMM  Wnu  opraHusaums, nonydmBllas  paspeLleHune
YNOMHOMOYEHHOro heepanbHOro opraHa UCMOMHUTENBHOW BNACTU Ha OpraHusaumio NpoBeaeHUs KINUHUYECKOro
nccneaoBaHusa NekapCTBEHHOro npenapara aAnsg MeguLUHCKOro NPUMEHEHNS.

7. B cpok, He npeBbllawWun natTn pabounx OHEW CO [OHA 3aBepLUEeHUs, NPUOCTAHOBMEHMS WU
NpeKkpaLleHnst KINMHMYECKOrO MWCCNeaoBaHuA JleKapCTBEHHOro npenapaTta Ans MEOULUHCKOrO NpUMEHEHNs,
coobuweHne o6 3TOM HanpaBnaAeTCs opraHuM3auusiMu, yKkasaHHbiMM B 4Yactu 3 crtatbM 38 HacTosLlero
defeparnbHOro 3akoHa, B YnosIHOMOYEHHbIN dhefieparnbHblid OpraH UCMNONTHUTENBHOW BNacTy N0 YCTaHOBMEHHOW UM
dopme.

8. ®opma coobLieHnss 0 3aBepLUEHWM, NPUOCTAHOBIEHNN UMW MPEKpaLLEeHN KIIMHUYECKOTO UCCrefoBaHUs
nekapcTBEHHOro npenapara Ans MeauumMHCKOro NpUMeHeHns AofmkHa cogepxaTb:

1) MHopMaunlo 0 MEOMUMHCKON OpraHv3aumM Unn MeguumMHCKUX OpraHvM3auusix, NpOBOAMBLUMX AaHHOE
nccnenoBaHue;

2) onvcaHne JaHHOro nccneaoBaHus;

3) paHHble wuccnepoBatensa (damunusa, MMs, OTYECTBO, MeCTO paboTbl, 3aHMMaemas [OIMKHOCTb,
crneumanbHOCTb, CTax paboTbl MO MporpaMmam  KIUMHUYECKMX WCCNEeAOBaHUN feKapCTBEHHbIX Mpenapartos,
nepeyeHb KNMHUYECKUX UCCNEeAOBaHUN NEKapCTBEHHbIX NpenapaTtoB, B KOTOPbIX OH NpUHMMan ydacTtue (nepvogbl
yyacTusl) B Ka4ecTBe nccrneaoBaTens unmu couccrnenoBarens);

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

4) pesynbTaT [aHHOIO MWCCrefoBaHWs (3aBeplLueHWe, NPUOCTaHOBMEHME WKW MpeKkpalleHne [aHHOro
NUCCrefoBaHUsl C yKasaHWMeM WX MPUYMH U BIUSIHUS Ha OLEHKY €ero pes3ynbTaToB, OOLLyl0 OLEeHKY pucka u
OXuaaemon nonb3bl OT MPUMEHEHMS WUCCRedyeMoro nekapCTBEHHOro npenaparta, a Takke npegnonaraemMble
JanbHenwne OencTeums).

8.1. MNpu BbigBreHUN denepanbHbiIM OPraHOM UCMNONTHUTENBHOW BMAACTW, OCYLLECTBASIOWNM YHKUUKU MO
KOHTPOSIO U Haa3opy B cdhepe 34paBOOXpaHEHUs!, HapyLeHU NpaBun Hagnexawen KIMHUYeCcKon NpakTuku npu
NPOBEOEHUN KIMHUYECKOTO WCCMEeAOBaHUSA JNEeKapCTBEHHOrO Mpenapara, BIMSIOWWMX Ha MOMHOTY U (unu)
[OCTOBEPHOCTb AaHHOMO KITMHUYECKOro uccnefoBaHus, ykasaHHbli dpeeparnbHbli opraH UCMNOMHUTENBbHOW BNacTu
npuocTaHaBnNuBaeT NPOBEeAEHME OAHHOIO KITMHUYECKOro UCCNeLOBaHUS U BbIHOCUT MEOMLMHCKON OpraHu3aumu, B
KOTOPOM NPOBOAMTCS [daHHOE KIMHUYECKOE uccnefoBaHvne, npeanucaHne o6  ycTpaHeHUM BbISIBNEHHbIX
HapyweHun. MNpu HeycTpaHeHUM MeOULMHCKOW opraHusaumen BbISIBMEHHbIX HapylweHWWA B YCTaHOBMNEHHbIA B
npeanMcaHuM CpoK YKasaHHbIM  befdepanbHbli  OpraH WCMNOMHUTENbHOW BMNAcT MNpUHUMAaeT pelleHre o
npekpawieHM MpoBeAeHNa KNMHUYECKOro UccneaoBaHUs ekapCTBEHHOro npenapata WM Hanpaenset B
denepanbHbIi OpraH WCMOMHUTENBHOW BMACTW, OCYLLECTBASKLWNA (yHKUMM MO BbipaboTke M peanu3aumm
rocygapCTBEHHOW NONIMTUKA U HOPMATUBHO-MPaBOBOMY PErynmpoBaHuio B cdepe 34paBooOXpaHeHus], 3aknoyeHne
O BbISIBIEHUM MpU MNPOBEAEHUN [OaHHOMO KIIMHUYECKOro WCCRefoBaHWs HapylleHUn npaBun Hagnexallen
KNMUHUYECKOWN MPAKTUKN O11S NPUHATUS pelleHus 00 OTMEHE paspelleHnst Ha OpraHn3aumilo NpoBeaeHUsa OAaHHOro
KNMUHUYECKOTO MCCneaoBaHnst C AaTbl MPUHATUS pEeLleHUst O MPUOCTAHOBMEHUN MNPOBEAEHUS KIMHUYECKOrO
nccnenoBaHus NekapCTBEHHOrO npenapara.

(vactb 8.1 B peq. PepnepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. YNonHOMOYeHHbI hefepanbHbii OpraH MCMOMHWUTENbHOW BriacTu onybnukoBbiBaeT M pasMellaeT Ha
cBoeM odmuymnansHom cante B cetn "MHTepHeT" coobLueHre 0 3aBepLleHn, MPUOCTAHOBIIEHWN UMW NPeKpaLLeHnn
KNMHUYECKOro UCCneaoBaHWs IeKapCTBEHHOro npenapata AN MeAWMUMHCKOrO MpPUMEHEHMS B CPOK, He
NnpeBbILWaWMIA NATU pabounx AHEN CO OHSA ero NonyvyeHusi, B yCTaHOBNIEHHOM MM MOpPSiOKE.

10. YnonHoMo4YeHHbIN eaepanbHbI opraH UCMONHUTENBbHOW BNacTU OCYLLECTBRSET BeAeHWe peectpa
nuccnegoBaTernen, NPoBOAALLMX UM NPOBOAMBLUNX KNMHUYECKNE UCCIefoBaHWs NekapCTBEHHbIX NpenapaToB Ans
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MEeOMLMHCKOrO MPUMEHEHMs!, B COOTBETCTBMU C YTBEPXKAEHHbIMU MM MpaBuiamMm U pasmellaeTr ero Ha CBOEM
omumansHom cante B cetn "MHTepHeT" B YCTaAHOBMEHHOM MM nopsgke. YKasaHHbIM pPeecTp COOAEepPXUT
MHopMaLnto, NPegyCMOTPEHHYHO MYHKTOM 3 YacTu 8 HacTosLeN CTaTbu.

11. OT4eT 0 pesynbTaTax KMMHUYECKOrO UCCNeaoBaHWUs NeKapCTBEHHOro npenaparta Ans MeauumuHCKOro
NPUMEHEHNS COCTaBNAETCA opraHm3aumen, ykasaHHoW B yactu 3 ctatbn 38 HacToswero denepanbHOro 3akoHa,
Ha OCHOBaHWM 3aKIYEHUA MEOULUHCKUX OpraHu3auun, npoBOAMBLLMX 3TO MUCCrefoBaHue, U npeacraBnseTcs B
YMOMHOMOYEHHbIN dheaepanbHbIi OpraH UCNONHUTENBHON BNAacTW, BblAABLUMA pa3peLleHne Ha NpoBeaeHne 3Toro
nuccnenoBaHusl, B CPOK, He MpeBblllalolWmi Tpex MecsaueB CO [HS ero 3aBepLUeHUs, NPUOCTAHOBIEHUSA UMK
npekpaLleHusi, B nopsake, yCTaHOBNEHHOM YNOMHOMOYEHHbIM dheaepanbHbiM OpraHoM UCMONHUTENBHON BNACTM.

12. HapyweHune npaBun Hagnexawen KNMHUYEeCKon NpakTuku, hanbcudunkaumsa pesynbTaToB KIMHUYECKOro
nccrnegoBaHust NEKapCTBEHHOIO npenapara Anst MeAUUMHCKOro MPpUMEHEHUS BNEKyT 3a COOON OTBETCTBEHHOCTL B
COOTBETCTBUM C 3aKoHoAaTenscTBoM Poccunckon degepaumu.

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

13. Tpy npoBedeHUM KIMHUYECKOrO WCCneaoBaHWsi FeKkapCTBEHHOrO npenapata Ans MeAWLUHCKOro
npMMeHeHus gonyckaeTcs 3abop y naumeHToB Guonormyecknx matepuanos (06pasLbl OMONOrMYecKMx XNaKoCTeN,
TKaHeW, CEKPeTOB N NPOOYKTOB XM3HEAEATENbHOCTM YernoBeka, n3nonormyecknx n NnaTonornyecknx BolaeneHun,
Ma3KoB, COCKODOOB, CMbIBOB, MWKPOOPraHu3mMoB, OWOMCUMMHBIN MaTepuan) and ux usydeHuns B Poccuiickon
depepauuu n (Mnn) 3a npegenamm Poccuiickon ®epepauuu.

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

14. Topsipok BBO3a B Poccuickyto Pepepaunio n BbiBO3a 3a npegenbl Poccuiickon depepaumm
OMonorMyeckMx MaTepuanoB, MOMYYEHHbIX NPU MNPOBEAEHWMU KIMHMYECKOrO WCCNEeAOBaHUSA IeKapCTBEHHOMO
npenapaTa Anst MEQMUUHCKOrO NpUMEHeHUs, yctaHaBnmBaeTcs NpaBuTensctBom Poccuiickon degepaumm.

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

Cratbsa 41. ,D,OFOBOp O npoBeaeHun KIMHUYECKOro wuccriegoBaHnA JeKapCTBeHHOro npenapara and
MeaNLNHCKOIo npuMeHeHuns

1. KnuHu4yeckoe nccnepoBaHne nekapcTBEHHOro npenaparta Anst MegULMHCKOro NPUMEHEeHNs NpOBOAUTCS B
COOTBETCTBMM C [OrOBOPOM O MNPOBEAEHMM KIMHUYECKOrO WCCreLOBaHWsl NeKkapCTBEHHOro npenapata Aans
MELMLMHCKOIO NPUMEHEHWS, 3aKNIO4YaeMbiM MEXAY OpraHuM3aumen, nonyynBllen paspelleHne yrnorHOMOYEHHOro
denepanbHOro opraHa WCNOMHUTENBHOM BMACTWM Ha OpraHu3auulo NPOBEAEHWUS TaKOro WCCReLoBaHus, WU
MEeLMLMHCKON opraHM3aLmen, OCyLLEeCTBISIOWEN NPOBEAEHNE TaKoro NCCIEeA0BaHNS.

2. [loroBop O MpoBeAEHUN KIMHUYECKOrO UCCedoBaHWs NeKapCTBEHHOro npenaparta 4Nns MeguuMHCKOro
NPUMEHEHNST AOSKEH coaepXaThb:

1) ycnoBus n cpoku NpoBeaeHns AaHHOro uccneaoBaHus;

2) onpegeneHve obwen CTOMMOCTM MporpamMmbl [AHHOMO MWCCMEAOBaHUMSA C  YKasaHWEM CYMMb,
npegHasHavawLlencs ansa soinnaT uccrnegoBartensam, ConccnenoBaTensm;

3) onpegeneHwe @opMbl NpeacTaBneHUs pes3ynbTaToB [AaHHOrO UCcneaoBaHUs B YNOSHOMOYEHHbIN
beaepanbHbI OpraH UCNOMHUTENBHOW BNACTMU.

Cratba 42. ®duHaHcOBoe obecrneyeHne KIMHUYECKOr0 WCCReAoBaHUSA fekapCTBEHHOro npenapata Ans
MeOMLMHCKOrO NPYMEHEHNS

durHaHcoBoe obecneveHne KIMHUYECKOrO UCCRedOBaHUS NeKapCTBEHHOro npenapata Ans MeauuuHCKoro
NPUMEHEHMS OCYLLIECTBINSIETCA 3a CYET:

1) cpeacTB hegepansHoro brookeTa;

2) cpefCcTB OopraHM3auuin, Nofy4MBLUNX pas3peLleHne Ha OpraHM3aumio NpoBEAEHNS AHHOIO UCCrefoBaHus,
B COOTBETCTBMM C YCIOBUSIMM JOMOBOPA O €ro NpoOBEAEHNN;

3) MHBIX He 3anpeLLeHHbIX 3akoHogaTenbcTBOM Poccunckon ®enepaunm NMCTOHHUKOB.

Cratba 43. lNpaBa naumeHToB, y4acTBYIOLLIMX B KIIMHWYECKOM MCCINEenoBaHMM NeKapCTBEHHOro npenapara
Ons MeguLMHCKOro NpUMeHeHus

1. YyacTme nauueHToB B KIMHUYECKOM WCCNEeOoBaHMM JIEKapCTBEHHOro npernapata gns MeguLUHCKOro
NPUMEHEHNS ABNSIETCS 4OOPOBOSIBHBIM.

2. MauneHT nnu ero 3aKOHHbIN NpeacTaBUTeNb AOMKEH ObiTb MHPOPMMPOBaAH B NUCbMEHHOW dhopMe:

1) 0 NnekapCcTBEHHOM MpenapaTe A1 MeAMLUHCKOrO NPUMEHEHUS U CYLLHOCTU KITMHUYECKOro UccrneaoBaHms
3TOro NIEKAapCTBEHHOIO NpenapaTa;

2) o 06e3onacHOCTU mNeKapCTBEHHOrO npenapata Ansg MeOUUMHCKOTO TMNPUMEHEHUS, €ero OXuMAaaemow
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3 PEKTUBHOCTUN U CTENEHM pUCKa NS NaUNEHTa;

3) o6 ycrnoBusix y4acTus MnauMeHTa B KIMHWYECKOM WCCrefoBaHWW JEKapCTBEHHOro npenaparta Aansg
MeOMWLMHCKOro NpUMEHEHMS;

4) 0 uenu nnu uenax 1 NPoAOCMKUTENBHOCTU KNMHUYECKOro UccrneaoBaHus NekapcTBEHHOro npenaparta ans
MeAMLMHCKOro NPUMEHEHMS;

5) o pencTBuAX NaumeHTa B criydyae HenpeaBuaeHHbIX 3dEKTOB BMMAHNA NeKapCTBEHHOro npenapara ans
MeOMLMHCKOrO NPUMEHEHNSI HA COCTOSIHNE ero 340POBbS;

6) 06 ycnoBusix 06a3aTenbHOro CTpaxoBaHUs XU3HW, 340POBbs NALMNEHTA;

7) 0 rapaHTUAX KOH(MAEHUNANbHOCTU y4acTusi NaumMeHTa B KMMHUYECKOM UCCReLOBaHUWN NekapCcTBEHHOro
npenapaTta ans MeguuuMHCKOro NpuMeHeHus.

3. [JobpoBonbHOe cornacve naumeHTa Ha y4yacTue B KIIMHWYECKOM WCCNEAOBaHMM NEeKapCTBEHHOTO
npenapata Ang MeAWUMHCKOro MNpUMEHeHUs MOATBEPXOaeTcs ero nogmnuchbio MM NoArnucbio ero 3aKoHHOro
npeacTaBuMTens Ha MHPOPMaLMOHHOM NNCTKE NauueHTa.

4. lMaumeHT nnn ero 3akOHHLIN npeacTaBUTENb MMEET MNpPaBO OTKa3aTbCA OT Y4acTUS B KIMUHUYECKOM
nccrnegoBaHUM NEKApPCTBEHHOro npenaparta Ans MeduUMHCKOro NpUMeEHeHus Ha nwobor ctaguu npoBeneHus
Takoro nccregoBaHus.

5. NpoBegeHne KNMHMYECKOrO MCCNeaoBaHWs NEeKapCTBEHHOro npenapaTa Ans MegMuuHCKOro NpUMeHeHus
C yYyacTueMm B KayecTBe MauMeHTOB AeTen OoMnycKaeTCcs TONMbKO C cornacusi B NMCbMEHHOW hopmMe UxX poantenen,
yCcblHOBUTENEen. [letn mMoryT paccMmatpuBaTbCsi B KayecTBe MOTEHUManbHbIX MaUMEHTOB TaKOro UccnenoBaHus,
TONbKO €Crnn ero nposegeHne HeobxoanmMo AN YKPENneHUs 340poBbsA AeTer nnn NnpodunakTuku MHPEKLUNOHHbIX
3aboneBaHni B OETCKOM BO3pacte nnbo ecnu Lenblo Takoro uccnegoBaHus SBNSETCA NONyYeHue AaHHbIX O
Hauny4lwen JO3NPOBKE NeKkapCcTBEHHOroO npenapaTa Ansa nevyeHus geten. B aTnx cnyyasax TakoMy UcCriefoBaHuio
OOIMKHO MpelecTBOBaTb KNUHWYECKOE WCCredoBaHWe fekapCTBEHHOro mnpenapata Angd  MeauuMHCKOro
NPUMEHEHUS Ha COBEPLUEHHONETHUX rpaxaaHax, 3a UCKMYeHNeM criyyaeB, eCnu nccrnegyemblin nekapcTBeHHbIN
npenapat Ana  MeOUUMHCKOrO  MPUMEHEHMs  npedHasHadeH  UCKMYUTENbHO AN MCMOSb30BaHUA
HecoBepLUEHHONETHUMU rpaxxaaHamu.

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

6. 3anpelyaeTcs NpoBeAeHNE KITMHNYECKOro UCCeaoBaHus NeKapCcTBEeHHOro npenapata Ang MeguumnHCKoro
NPUMEHEHMUSA C y4acTMeM B Ka4eCTBe NaUNEHTOB:

1) peTen-cnpoT 1 geTen, octaBunxcs 6e3 noneyeHnss poguTenen;

2) xeHWuH B nepvon O6epemMeHHOCTW, XEHWWH B Mepuod rPyaHOro BCKApMIIMBAaHWSA, 3a WUCKIOYEHWEM
crnyyaeB, ecnv MpPOBOAUTCSH KIUMHWYECKOe WCcnedoBaHWe NeKkapCTBEHHOro npenaparta, npegHasHa4YeHHoro Ans
YKa3aHHbIX >KEHLUUH, MpX YCINOBUU HEOOXOAMMOCTM MONYyYeHUs WMHAOPMAaLMM TONbKO BO BpeMS MNpOBEAEHUS
COOTBETCTBYHLUUX KIMMHUYECKUX WUCCREQOBaHUA U MPUHATUA BCEX HEobXoaMMbIX Mep MO WUCKIOYEHMIO puUcka
HaHeceHWs Bpea XeHLUMHe B nepuod 6epeMeHHOCTH, XKEHLWMHE B Nepuo rpyaAHOro BCKapMivMBaHus, nnogy unm
pebeHKy;

3) BoeHHOCNYXXaLUMX, 32 UCKIMIOYEHUEM CnyyYaeB NpoBefeHUs KNMHUYECKOro uccneoBaHus nekapcTBeHHOro
npenapaTa, crneuuanbHO pa3paboTaHHOrO AMA MPUMEHEHUs B YCIOBUSAX BOEHHbIX OEWCTBUNA, Ype3BblYanHbIX
cuTyauun, NpodUNakTMku MU neveHnss 3aboneBaHUn M MOPaKeHUM, NOMNYyYeHHbIX B pes3ynbTaTte BO3OEeNCTBUS
HebnaronpuaTHbIX XMMUYECKMX, BUONOrMYECKMX, pagnaunoHHbIX ¢hakTopoB. KnuHnyeckoe uccrieqoBaHue Takoro
NnekapCTBEHHOro npenaparta MOXeT MPOBOAUTLCH C yvacTMeM B KayecTBe NauMEeHTOB BOEHHOCHyXalwux, 3a
NCKMIOYEHMEM BOEHHOCITYXalUMX, MPOXOASALMX BOEHHYK crniyx0y no npusbiBy, C¢ cobniwogeHunem TpebosaHun,
YCTaHOBMEHHbIX HacToAWwmMM PeaepanbHbIM 3aKOHOM B OTHOLLEHUW FPaXaaHCKMX Nnu;

4) cOTpYAHMKOB NPaBOOXPAHUTENbHbLIX OPraHoB;

5) nuu, oTObIBaKOLWMX Haka3aHWe B MecTax NULeHns cBobodbl, a Takke NuL, HaxXoasiWUXCcsa nog CTpaxewn B
cneacTBEHHbIX M30nATOpax.

7. OonyckaeTcsa npoBefeHne KMMHUYECKOro UccnegoBaHus nekapcTBEHHOro npenapaTa Ans MeauumMHCKOro
NPUMEHEHWs, NpeaHa3Ha4YeHHOro Ansl NeYeHust NCUxu4ecknx 3abonesaHuii, C y4acTMEM B KayecTBe MauMEeHTOB
iy ¢ ncuxuyeckumy - 3aboneBaHusIMKM, MPU3HAHHBIX  HeAeecnocobHbIMM B MOpsSAKe, YCTaHOBIIEHHOM
3akoHogaTtenbcTBoM Poccuiickon ®epepaummn. KnnHudeckoe uccrnegoBaHue nekapCTBEHHOTO npenapaTta B 3TOM
cryyae NpoBOAUTCH NPW HANU4MKM COrnacusi B MMCbMEHHON hopMe 3aKOHHbIX NPeAcTaBUTENEN yka3aHHbIX ML,

Cratban 44. ObGsazaTenbHOe CTpaxoBaHME >KW3HW, 300pPOBbs MaLMeHTa, Y4acTBYHOLLEro B KIMHWYECKOM
nccrnenoBaHUM NekapCTBEHHOMO Npenaparta Ans MeauUMHCKOro NPUMeEHEeHNs

(B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

1. Opransau,Mﬂ, nony4yumBllaa paspelweHne Ha opraHmsauunio nposeneHuna KInMHUYeCKoro mccnenoBaHuda
NeKapCTBeHHOro npenapara and MeguuuHCKOro npMMeHeHud, obsizaHa B kadecTBe CTpaxoBaTena CcTpaxoBaTb
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PUCK MPUYMHEHWUS Bpeda >XU3HW, 300pPOBbI0 MauMeHTa B pesynbTaTe MpoBeAeHUs KITMHUYECKOro nccrenoBaHus
nekapcTBeHHOro npenaparta Ansg MeguumHCKOro MNpUMEHEHUs 3a CBOW CYeT NyTeMm 3akoyeHus [dorosopa
0653aTenbHOro CTpaxoBaHus.

2. O6bekToM 06513aTenbHOr0 CTPaxoBaHUS SBMNSETCA UMYLLECTBEHHbIW MHTEepec nauueHTa, CBA3aHHbIN C
NPUYMHEHVEM Bpeda €ero XW3HW WInu 340pOBbI0 B pesynbTaTe MNpOBEAEHUS KIUMHUYECKOro KccneaoBaHus
nekapCcTBEHHOro npenaparta Ans MeguumMHCKOro NPUMEHEHNs.

3. CrtpaxoBbiM criy4aem Mo [OroBopy ob6s3aTenbHOro CTpaxoBaHWs SABMSIETCH CMepTb naumeHTa wnu
yXyOlWeHne ero 340poBbsi, B TOM 4ucrne Briekyliee 3a cobon yCTaHOBMEHWE WHBanuMaHOCTW, MPU Hanuuum
NMPUYUHHO-CMEACTBEHHON CBA3W MEXAY HACTynfeHUWem 3Toro cobbiTus M ydacTMem nauueHTa B KITMHUYECKOM
nccregoBaHUM NeKkapcTBEHHOro npenapara.

4. TpeboBaHus 0 BO3MeELLEHUN Bpeaa, NPUYMHEHHOTO XU3HU WY 340POBbI0 MaumMeHTa, NpeabaBAsTCA B
TeYyeHne CPOKOB UCKOBOW [aBHOCTU, YCTAHOBMNEHHbIX rPaXKaaHCKMM 3aKOHOAATENbCTBOM.

5. Paamep cTpaxoBoW BbinnaTel No 4OroBopy 0653aTenbHOro CTpaxoBaHUs COCTaBnseT:

1) B cnyyae cMepTM naumeHTa ABa MunnMoHa pybnen Ha Kaxgoro nauuveHTa, yvyacTBOBaBLUErO B
KIMMHUYECKOM MccnefoBaHny fieKapCTBEHHOTO nNpenapara;

2) npu yxyaLleHun 300poBbs NauneHTa:

a) nosnekwem 3a cobor ycTaHOBNEeHWe UHBaNUOHOCTK | rpynnbl, OAMH MUNNMOH NATLCOT ThicaAY pybnen Ha
Ka»kgoro naumeHTa, y4acTBOBABLLEIO B KIIMHWYECKOM UCCregoBaHUM nekapCTBEHHOMO npenapara;

0) noBnekwem 3a cobou ycTaHoBRneHWe uHBanuaHocTw Il rpynnbl, oAMH MUANMOH pybnen Ha Kaxgoro
naumeHTa, y4aCcTBOBaBLUErO B KITMHNYECKOM UCCreaoBaHUM NekapcTBEHHOro npenapaTa;

B) moBnekwem 3a cobon yctaHoBneHwve wmHBanugHocTtu Il rpynnbl, NATLCOT ThiCAY pybnen Ha Kaxagoro
naumeHTa, y4acTBOBaBLUErO B KITMHUYECKOM UCCMNEeNoBaHMN NekapCTBEHHOro npenapaTa;

r) He noBnekwem 3a coboW yCTaHOBMEHUA UHBaNWAHOCTKN, He Bonee Yyem TpucTa TbicaY pybren Ha kaxgoro
naumeHTa, y4acTBOBaBLUEroO B KIIMHMYECKOM UCCefoBaHUN NeKapCTBEHHOrO npenapara, ncxoas u3 HopmaTuBOB,
OTpaxalolmx Xapaktep W CTeneHb MOBPEXAEeHWs 300pOBbS, a Takke (akTUYeCKM MOHECEHHbIX MNauneHToM
pacxodoB, BbI3BAHHbIX MOBPEXAEHVWEM 340POBbS, Ha MeOUUMHCKYD MOMOLLb, NpuobpeTeHve neKkapCTBEHHbIX
npenapaTos.

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

6. YTpatun cuny ¢ 1 nions 2015 roga. - PegepanbHbiii 3akoH OT 22.12.2014 N 429-03.

7. Cpok poroBopa 00a3aTeNbHONO CTPaxOBaHUA He MOXeT ObiTb MeHee, 4eM CpOoK npoBedeHus
KMMHUYECKOro UccnefoBaHns nekapCcTBEHHOro npenaparTa.

8. Ycnosusa gorosopa obs3aTenbHOro CTpaxoBaHUs, B TOM 4YuCre CTpaxoBble Tapudbl MO 06A3aTensHOMY
CTPaxoBaHWIo, nepeyvyeHb HeoOXOAUMbIX [OOKYMEHTOB Al OCYLEeCTBIeHUss CTPaxoBOW BbiMnaTbl, MNOPSAOK
YCTaHOBMEHUS  cTpaxoBaTeneM  WHAMBMAYANbHOTO  MAEHTUMUKAUMOHHOrO  Koda  naumeHTa,  nopsnok
MHPOPMUPOBAHMA  CTpaxoBaTersieM CTpaxoBLUMKa O MNPUBIEYEHHbIX K  KIWHWYECKOMY  UCCMedoBaHUIo
nekapcTBEeHHOro npenapata Ans MeAUMUMHCKOro NMPUMEHEHUs NaumeHTax, NopsAoK ynnaTtbl CTPaxoBOW MpeMuu,
nopsaoK peanusaumm onpefeneHHbIX HacToswmm defeparnbHbiM 3aKOHOM U ApyruMy dedepanbHbIMU 3aKoHamu
npaB M 0693aHHOCTEN CTOPOH MO AOroBOpYy 00SA3aTenbHOro CTPaxOBaHWs, a TakkKe HOPMAaTuBbl, OTpaxaioLue
Xapaktep W cTeneHb MOBPEeXAEHUs 340pOBbHA, YCTAHaBNMBAKOTCHA TUMNOBLIMU MpaBunaMmyn 06a3aTenbHOro
CTpaxoBaHwus.

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

9. B cnyyae npuvuMHeHUs Bpeda XWM3HW nNaumMeHTa, y4acTBOBaBLUErO B KINMHWMYECKOM WCCnegoBaHuu
nekapCcTBEHHOro npenaparta, Bblirogonpuobperatensmu no JoroBopy ob6a3aTenbHOro CTpaxoBaHWUs SABMSATCA
rpaxxgaHe, MeloLmMe nNpaBo Ha BO3MELLEHME Bpeaa B Crlydyae CMepTy KOpMUIbLa B COOTBETCTBUMN C rpaXaaHCKUM
3aKoHOOAaTenbLCTBOM, NPW OTCYTCTBUMM TaKMX rpaxpaH - poauTenu, Ccynpyr, AeTW YMepLluero nauueHTa,
y4acTBOBAaBLLEIO B KIMHWYECKOM WCCneaoBaHUW NEKapCTBEHHOro npenaparta, B Cnydae CMepTu nauueHTa,
y4acTBOBAaBLLEro B KIMHUYECKOM UCCMEeNoBaHUN NEeKapCTBEHHOro npenaparta u He MMeBLUEro CaMOCTOATENbHOMO
[oxoaa, - rpaxaaHe, Ha WXANBEHUN KOTOPbIX OH HaxXo4WmMCs, B OTHOLLEHMN BO3MELLLEHNS PacxoAoB Ha norpebeHne
naumeHTa, y4acTBOBaBLLEro B KNMHUYECKOM UCCNEeaoBaHUM NeKapCTBEHHOMO nNpenapara, - Nuuo, NoHecLlee Takue
pacxogpl.

10. CtpaxoBas BbiMnaTa B CYET BO3MELLEHWUs Bpeda, NMPUYMHEHHOIO XM3HW NauMeHTa, y4acTBOBaBLLEro B
KMMHUYECKOM MCCNeAoBaHMM NeKkapCTBEHHOro npenapara, pacnpejensieTcd Mexay Bblirogonpuobperatensmu
NPOMNOPLIMOHANbHO MX KONMYECTBY B PaBHbIX AOSISX.

11. lpn HacTynneHum CcTpaxoBOro crny4as naumeHT, y4acTBOBaBLUMMA B KIWHUYECKOM MCCnegoBaHum
nekapCcTBEHHOro npenapara, BbirogonpuobpeTaTens BrnpaBe MNpeabsBUTb HEMNOCPEeOCTBEHHO CTPaxOBLUMKY
TpeboBaHVe O BO3MeLleHUW NpuYMHEHHoro Bpega. CTpaxoBasi BbiMnata OCYLWECTBNSETCH CTPaxOBLUMKOM B
TeyeHve TpuauaTm OHEeN CO JHA MpeAacTaBneHuns HeobXxoauMMbIX AOKyMeHTOB. [lauueHT, yyacTBOBaBLWINA B
KIMMHWYECKOM MCCneaoBaHWM NekapCTBEHHOro npenapata, wunu  Bbirogonpuobpetatens o06s3aH coobWwuTb
CTPaxoBLUMKY AN OCYLLECTBNEHNS CTPaxoBOMW BbINmnaThl MHAMBUAYANbHLIA NOAEHTUMOUKALMOHHBLIN KO NauueHTa,
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YCTaHOBIEHHbIV CTpaxoBaTeneM B COOTBETCTBMM C TUMOBLIMU NMpaBuiamMmm ob6s3aTenbHOro CTpaxoBaHus.

12. [lo nonHoro onpegeneHunss pasmepa noasiexallero BO3MELLEHUIO Bpeaa CTPaxoBLUUK MO 3asiBIIEHUIO
naumeHTa, Yy4acTBOBaBLUENO B KIMHMYECKOM WCCMEAOBaHUM JIEKAPCTBEHHOrO npenapaTta, WM 3asiBNeHUIo
BblrogonpuobpeTtaTens BrApaBe OCYLECTBUTb YaCTb CTPaxOBOW BbiNMaTbl, COOTBETCTBYIOLLYID aKTUYECKU
onpeaeneHHon YacT NpUYMHEHHOro Bpeaa.

13. CtpaxoBas Bbinnata B COOTBETCTBUMM C AOrOBOPOM 0Os3aTENBHOrO CTpPaxoBaHMS OCYLLECTBNSAETCS
He3aBMCMMO OT BbINMaT, NPUYMUTaoLWLMNXCS Mo APYruM Buaam CTpaxoBaHUs.

14. He ponyckaeTcs yyacTve naumMeHTa B MPOBEAEHUM KITMHUYECKOro WCCNeaoBaHUs fneKkapCTBEHHOro
npenapaTa npu OTCYTCTBMM JOroBopa 0b6s13aTenbHOro CTpaxoBaHus.

15. KoHTpomnb 3a WCNOMHEHMEM OpraHuM3auMen, NonyyvmBLUEN pa3pelleHMe Ha OpraHM3auuio NpoBeAeHUs
KIMMHUYECKOTO UCCNegoBaHMsA JIeKapCTBEHHOro npenapaTta Ans MeAMUMHCKOro MpUMEHEHUs!, YCTaHOBITEHHOW
HacTosALWen ctaTbenn 0693aHHOCTM MO 00A3aTENBbHOMY CTPAXOBaHMIO XU3HW, 300POBbSA NaUMEHTa, Y4acTBYHLLENO
(yyacTBOBaBLUETO) B KIIMHWYECKOM  WCCMEAOBaHUM  JIEKApPCTBEHHOrO  npenapaTa,  OCYLLeCTBrsieTcs
YMOSTHOMOYEHHbIM dbeepanbHbiM OPraHoM MCMOSIHUTENbHOW BacTW, BblAaBLUMM paspeLlleHne Ha npoBefeHue
KNMMHUYECKUX UCCNeaoBaHWI NeKapCTBEHHbIX NpenapaToB A1 MeaULMHCKOTO MPUMEHEHUS.

Mnaea 8. MIPOU3BOACTBO U MAPKUPOBKA NNEKAPCTBEHHbIX CPEACTB
Cratbsa 45. [pon3BoACTBO NeKapCTBEHHbIX CPeACTB

1. Mpons3BoaCTBO NEKApPCTBEHHbIX CPEACTB OOMMKHO COOTBETCTBOBAThH TpebOBaHUAM MpaBwun Haanexatiien
NPOM3BOACTBEHHOW MPAKTUKN, YTBEPXOEHHbIM YMOMHOMOYEHHBIM defepanbHbiM  OpraHoM  UCMONHUTENbHOM
Bnactn. OcobGeHHOCTU nepexoda Mpou3BOACTBA OTAEMbHbIX JIEKAPCTBEHHbIX CPEACTB K WX MPOM3BOACTBY B
COOTBETCTBMM C TpeboBaHMAMM MpaBun Hagnexawen npou3BOACTBEHHON MNPAKTUKM  YyCTaHaBMMBAlOTCA
MpasuTtensctBom Poccuiickon ®egepauun. Bolgada 3aknoyeHnin 0 COOTBETCTBUM NPOU3BOAUTENS NEKapCTBEHHbIX
cpeacTB TpeboBaHMsIM MpaBuN Hagnexalwen npou3BOACTBEHHOW MPaAKTUKM OCYLLECTBNSAETCA MO pesyrbTaTam
WHCMNEKTUPOBaHUA NPOU3BOAMTENEN NEKApPCTBEHHbLIX CPeacTB B nopsigke, YCTaHOBEHHOM [1paBuTENbCTBOM
Poccunckon ®enepaunn. Pasmep nnatbl 3a Bblgavy 3akno4eHNss O COOTBETCTBMM NPON3BOANTENS NIEKAPCTBEHHbIX
CpeAcTB TpebOoBaHUSAM MNpaBui Haanexallen Npou3BOACTBEHHOM MpPakTUKM ycTaHaBnmBaeTcs [1paBUTENbLCTBOM
Poccunckon ®depepaumn. Tllopagok  opraHmMsauuMm M NPOBEAEHUS  MHCMEKTMPOBaHMS  NpousBoanTenen
NEeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHMAM NpaBUNl Haanexallerh MpouM3BOACTBEHHOW MNPAKTUKM
ycTaHaBnmBaeTcs [NpaButensctsoM Poccunckon ®enepaumn.

(B pea. PegepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-$3)

2. MNpon3BoACTBO NekapCTBEHHbLIX cpeacTB B Poccunckon depepauumn ocyLLecTBniseTcs NnpousBoguTensmm
NEKapCTBEHHbIX CPEeACTB, MMEKLWUMM JNIMLEH3NI0 Ha MNPOM3BOACTBO JEeKapCTBEHHbIX cpeacTB. lMoareepxaeHue
COOTBETCTBMSA fNMLUEH3MaTa npaBunaMm Haanexallem npou3BOLCTBEHHOW MPaKTUKM OCYLLECTBNSAETCS B paMKax
TNNLUEH3NOHHOIO KOHTPONSA B COOTBETCTBUM C 3akoHogatenbCcTBOM Poccuiickon depepaumm C  yd4eToMm
0COBGEHHOCTEN, yKa3aHHbIX B YacTh 1 HaCTOSLLEN CTaTb.

(B pea. PepepanbHbix 3akoHOB OT 22.10.2014 N 313-3, o1 22.12.2014 N 429-03)

3. Npon3BOACTBO NEKAaPCTBEHHbBIX CPEACTB OCYLLECTBASIETCA C cobnogeHnem TpeboBaHMn NPOMbILLIIEHHOTO
pernameHTa, KOTOpbIN yTBepXAaeTcs pykoBoguTenem npov3BOAUTENSA NeKapCTBEHHLIX CPeACTB M BKIOYaeT B
cebsa nepeyveHb MUCMNOMb3yeMblX hapmMaueBTUYECKNX CYOCTaHLUMA M BCMOMOraTeribHbIX BELLECTB C YKa3aHWEM
KONM4yecTBa KaXgoro u3 HUX, AaHHble 06 ncnonb3yemMom obopyaoBaHUK, ONMcaHne TEXHOTOMMYECKOro npouecca u
METOOO0B KOHTPOSSA Ha BCEX 3Tanax NpoM3BOACTBA NIEKAPCTBEHHbIX CPEACTB.

4. Tlpy npousBoACTBE F€KapCTBEHHbIX CPEACTB MCNoMb3ylTcs apmaueBTuyeckne cybctaHuum,
BKIMOYEHHbIE B TOCY4APCTBEHHLIN PEEecTp JEeKapCTBEHHbIX CPeacTB, 3a WCKMNK4YeHMeM apmMaueBTUYEeCKMX
cybCcTaHuun, NpoM3BOAMMBIX AN MPOBEAEHUS KIMHUYECKMX uccnegoBaHMm u gna akcnopTa. K npoueccy
npovsBoacTBa (papMaLeBTUYECKOM CcybCTaHUMM OTHOCATCA nNtobble CTagum TEeXHOMOrMYecKoro npouecca,
NO3BONAIOLLME MOMYYMTb TFOTOBbLIA MPOAYKT, COOTBETCTBYLOLWMIA TpeboBaHuAM apMakonenHon cTaTbl, B TOM
yucre pepmMeHTaLns, IKCTPaKLMS, O4YMCTKa, BblAeneHne, nepekpuctannmaaLms, BoliCyliMBaHNe, U3aMernbyeHue.

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

4.1. lNepe4vyeHb neKkapCTBEHHbIX MNpenapaTtoB Afsi MEAULMHCKOrO MNPUMEHEHMsl, B OTHOLLUEHUN KOTOPbIX
ycTaHaBnMBalTca TpeboBaHus Kk oObemy Tapbl, YMNakoBKE W KOMMMEKTHOCTW, MepeyYeHb JeKapCTBEHHbIX
npenapaToB Afsi BETEPUMHAPHOIO MPUMEHEHUS!, B OTHOLLEHNM KOTOPbIX yCTaHaBnMBakTca TpeboBaHusa K 0bbemy
Tapbl, a Takke TpeboBaHMA K OObemy Tapbl, YNAKOBKE M KOMMIEKTHOCTM IEKApPCTBEHHbIX MpenapaTtoB AJis
MELMLMHCKOIO MNpUMEHEeHUs1, TpeboBaHUA K 0Obemy Tapbl FEKAapPCTBEHHbLIX MNpenapatoB AN BETEPUHAPHOro
NPUMEHEHNS ONPeaENnATCA COOTBETCTBYHOLUMM YNONTHOMOYEHHBIMY dhefeparnbHbIMU OpraHamMu UCMOSTHUTENbHOM
BNacTu B nopsiake, yctaHoBneHHoM lNpaBuTtensctBom Poccuiickon ®epepauun.

(vactb 4.1 B peq. PepepanbHoro 3akoHa ot 14.12.2015 N 374-03)

CtpaHuua 53 mn3 71



KoHcynbTaHTln0C: npumeyaHune.
C 1 auBapa 2017 ropga PepepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3 crtatba 45 fOMNONHSAETCS HOBOM
YyacTbio 4.2. CM. TekcT B byayLuen pegakumu.

5. 3anpeLlaeTca npon3BoaCcTBO:

1) nekapcTBEHHbIX CPEACTB, HE BKIHYEHHbIX B rOCY4APCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeAcTB, 3a
WCKMIOYEHMEM JEKapCTBEHHbIX CPeacTB, NMPOM3BOAMMBIX AfS MPOBEAEHUS KIMMHWYECKMX WCCNefoBaHUM M Ans
3KCnopTa;

2) thanbcmduumpoBaHHbIX NEKapCTBEHHbIX CPEACTB;

3) nekapcTBEHHbIX cpeacTs 6e3 NuuUeH3nn Ha NPOU3BOACTBO NEKapCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CpPeACTB C HapylleHWem npaBun OpraHu3auum npou3BOACTBA U KOHTPOMsS KadecTBa
neKapcTBEHHbIX CpeacTs.

6. lNpn BBOAE NEKApCTBEHHbLIX CPEACTB B rpaaaHCKM 0BOPOT YNOMHOMOYEHHOE MU0 NPOWU3BOAMTENS
NEeKapCTBEHHbIX CPEACTB OCYLLUECTBMASET NOATBEPXKAEHME COOTBETCTBUSA fEKapCTBEHHbIX CpeacTB TpeboBaHuAM,
YCTaHOBMEHHBIM NPU WX T[OCYQAPCTBEHHOW perucTpaumM, W rapaHTMpyeT, 4YTO feKapCTBEHHble cpeacTea
npou3BeneHbl B COOTBETCTBUM C TPeOOBaHMAMM NpaBuIl Hagnexallen Nnpon3BoACTBEHHON NPaKTUKMN.

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

7. YNOMHOMOYEHHbIM JIMLUOM MPOU3BOAUTENS JEKAPCTBEHHbLIX CPeacTB  SABMseTcs ero  paboTHUK,
aTTECTOBaHHbINA B YCTAHOBIIEHHOM YMOMHOMOYEHHbBIM doeeparibHbIM OPraHOM WCMONHUTENbBHOM BNAcTW Nopsigke u
UMeLWnn ctax paboTbl He MeHee 4eM NATb neT B obnactm npousBoacTBa M (MM) KOHTPOMsS KayecTBa
nekapCTBEHHbIX CPeacTB, BbiCllee 06pa3oBaHMe COOTBETCTBEHHO MO OAHOW M3 cheunansHocTen 1 (M) OgHOMY
U3 HanpaefeHu NoAroToBKN: Bruonorus, GUOTEXHOMNOIMSA, BETEPUHApUS, KNMHUYECKas MeauunHa, pagvaumoHHas,
XuMmuyeckass n Guonorudeckas 3sawmra, dapmauus, yHaameHTaneHas MeguuuHa, XMMUYeckas TexHomnorus,
XUMUSL.

(vacTb 7 B peq. PegepansHoro 3akoHa ot 22.10.2014 N 313-93)

8. MNponsBoanTenu nekapcTBEHHbIX CPEACTB MOryT OCYLUECTBMATE Mpogaxy feKkapCTBEHHbIX CPEeACTB WUiu
nepegaBaTb UX B yCTAHOBINEHHOM 3aKkoHoAaTenscTBOM Poccuiickon Pefepaunm nopsgke:

1) OpyrMM NpPon3BOANTENSAM NIEKAPCTBEHHbLIX CPeaCTB AN NPOV3BOACTBA NIeKapCTBEHHbLIX CPEACTB;

2) opraHu3aunsiM onTOBOW TOProBNM NEKAPCTBEHHBIMU CPEACTBaMY;

3) anTeyHblIM  OpraHu3auusM, BETEepMHapHbIM  anTeYHbIM  OpraHusauusM,  WHAMBUAYalbHbIM
npegnpvHUMaTensM, MWMERLWMM JUUEH3MI0 Ha apmaueBTUYECKyl0 OeATENbHOCTb WM NIULEH3UK0  Ha
MEeOMLMHCKYI0 OeATeNbHOCTb;

4) Hay4HO-UCCNeaoBaTENbCKUM OpraHM3aLmsaM Ansi HAYYHO-UCCrenoBaTeNnbCKoM paboThl;

5) MeOUUUHCKUM OpraHmn3aumam U BETEPMHAPHBIM OpraHM3auusu;

6) opraHu3auusm, oCyLLEeCTBAIOWNM pa3BefeHne, BblipalllBaHNE N COOEPXKAHNE XUBOTHbIX.

CraTbsa 46. MapkupoBKa nekapcTBeHHbIX CPEACTB

1. JlekapcTBeHHble MpenapaTbl, 32 UCKIIOYEHNEM FTEKapCTBEHHbIX MpenapaToB, U3rOTOBMNEHHbIX anTeYHbIMM
opraHusauusMu, BeTepUHapHbIMW anTeYHbIMU OpraHM3auusaMKn, WHAMBUMAYaNbHbBIMU  MPeAnpUHUMAaTENSMMU,
VMEIOLLMMWN NMLEH3NIO Ha hapMaLeBTUHECKYO AeaTeNbHOCTb, AOIMKHbI NOCTYNaTth B 06palleHune, ecnu:

1) Ha uX MNepBMYHOW YynakoBKe (3a MWCKMYEHWEM NEPBUYHOWN YMaKOBKU NEKapCTBEHHbIX PacTUTENbHbIX
npenapaToB) XOPOLWO YuTaeMbiM LWWPUEPTOM Ha PYCCKOM HA3blKe YyKadaHbl HaVMeHOBaHWe IeKapCTBEHHOro
npenapaTta (MexgyHapogHOe HenaTeHTOBaHHOe, WNnW TPYNnNUPOBOYHOE, WNW  XMMUYECKoe, WU  TOpProeoe
HavMeHoBaHWe), HOMep cepuu, AaTa Bbinycka (AN MMMYHOBMOMOrMYECKNX feKkapCTBEHHbIX npenapaToB), CPOK
roAHOCTU, A03MPOBKa MUK KOHUEHTpauusi, 06beM, akTMBHOCTb B eAMHMLAX OENCTBUSA UM KONMYECTBO A03;

(B pea. PegepanbHbix 3akoHoB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2) Ha nx BTOPMYHON (MOTPEOMTENBCKOW) YNakOBKE XOPOLLO YMTaeMblM LUPUETOM Ha PYCCKOM A3blKe YKa3aHbl
HaumeHOBaHVWe NekapCTBEHHOro npenapata (MexayHapodHoe HenaTeHTOBaHHOe, UMW FpynnUpPOBOYHOE, WNU
XMMUYECcKoe M TOpProBoe HavMEeHOBaHWsl), HauMeHOBaHWe NPOoM3BOAWTENS NeKapCTBEHHOro npenapara, Homep
cepvu, daTa BbiNycka (ONS MMMYHOGMOMOTrMYECKUX FeKapCTBEHHbIX NpenapaTtoB), HOMeEp PerncTpauvoHHOro
YOOCTOBEPEHMWS, CPOK FOOHOCTWU, CMoco® NpUMeHeHMWs, A03MPOBKA MM KOHLEHTpauus, obbem, akTMBHOCTb B
eouHMUax AencTBust nMBO KONMMYECTBO [03 B YNakoBKe, fiekapcTBeHHas dopma, YCNoBWsi OTNycka, YCrnoBus
XpaHeHwus, npeaynpeauTernbHbie HaanucK.

(B peq. PegepanbHbix 3akoHoB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-93)

2. ®apmaueBTnyeckme cybcTaHuumM OOMKHbI NOCTynaTh B obpalleHne, ecrnm Ha UX NepBUYHON YMakoBKe
XOpOLLUO YMTaeMbiM LWPUATOM Ha PYCCKOM $A3blKe YyKasdaHbl HaumeHoBaHue hapmaueBTuyeckon cybctaHuum
(MexgyHapogHOe HenaTeHTOBaHHOe, WX TPYNnMPOBOYHOE, WM XUMUYECKOE U TOpProBoe HavMEHOBaHus),
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HavMeHOBaHWe npoun3BoauTensa capmaueBTudeckon cybcTaHuMu, HOMep cepunm W Aata  U3roTOBMEHUS,
KONMMYeCTBO B YNaKOBKE N €4UHULIbI U3MEPEHNsT KONMYECTBa, CPOK FOAHOCTU U YCIOBUS XpaHEeHUs.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. JlekapcTBeHHble cpeacTBa B KayecTBe CbIBOPOTOK AOSMKHbI MoOcTynatb B obpalleHve ¢ ykasaHuem
XMBOTHOTO, U3 KPOBU, NNas3Mbl KDOBU, OPraHOB M TKaHEW KOTOPOrO OHW MOJSTyYeHbI.

4. Ha BTOpWYHYIO (NOTPEBUTENbLCKYI) YNakoBKy NeKapCTBEHHbIX CPeACTB, MOMyYEHHbIX U3 KPOBMW, Mra3mbl
KpOBW, OpPraHoB U TKaHel YenoBeka, 4OMmKHa HaHOCUTbCA Haanucek: "AHTutena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NoBEepXHOCTHLIN aHTUreH BUpYyca renatuta B otcyTcTBylOT".

5. Ha nepBuyHyi0 ynakoBky M BTOPUYHYKO (MOTPEOUTENLCKYI0) YMNakoBKy paanodapMaueBTUYeCcKuX
nekapCTBEHHbIX CPeACTB AOIMKEH HAHOCUTLCS 3HaK paauaunoHHOW ONacHOCTM.

6. Ha BTOpuYHylo (NOTpebUTENbCKYI) YNakoBKY FOMEONaTUYECKMX NEeKapCTBEHHbIX MpenapaTtoB OOJDKHA
HaHocuTbCsA Hagnuck: "lomeonaTmnyecknn”.

7. Ha BTOpuM4YHyl (NoTpebuTenbCcKkyld) YNakoBKY JIEKApPCTBEHHbIX PacCTUTENbHbIX NpenapatoB AOIDKHA
HaHocuTbCA Hagnuck: "lMpoayKkums npowna pagnaumoHHbIA KOHTPOb".

8. Ha nepBuyHylo ynakoBky (ecnn Ansi 3TOMO0 CYyLIECTBYEeT TEXHUYecKkas BO3MOXHOCTb) M BTOPUYHYIO
(noTpebuTenbckyto) ynakoBKy NekapCcTBEHHbIX NpenapaTos, NpeAHasHadYeHHbIX AN KIMHUYECKUX MCCneaoBaHun,
[OMmKHa HaHOCUTbLCA Haanueb: "Ona KNMHUYECKUX uccneaoBaHun".

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

9. YnakoBka nekapCTBEHHbIX CPEACTB, NpedHa3HaYeHHbIX UCKIMIOYUTENbHO ANS 3KCnopTa, MapkupyeTtcs B
COOTBETCTBMU C TpebOoBaHUAMN CTPaHbI-uMnopTepa.

10. Ha TpaHcnopTHyto Tapy, KOTOpas He npegHasHadeHa Ans notpebutenerd M B KOTOPYH MOMELLEHO
nekapcTBeHHOEe CpeACcTBO, AOIMKHA HAHOCUTLCA MHAOPMaLMS O HAaUMEHOBaHMMW, CEPUN NIeKapCTBEHHOIO CPEACTBa,
Jarte BbiNycKa, KONnMyecTBe BTOPUYHBIX (MOTPeOUTENbCKUX) YNakoBOK NIEKAPCTBEHHOIO CPeacTBa, NpousBogutene
NeKapCTBEHHOrO CpeAcTBa C YKasaHWEM HaVMMEHOBAHWS M MECTOHAXOXAEHMS MPOM3BOAMTENSA JIEKAPCTBEHHOIO
cpencTea (agpec, B TOM Yncne cTpaHa 1 (Mnv) Mecto Npon3BOACTBA JIEKAPCTBEHHOIO CpeacTBa), a Takke O CPoKe
rOAHOCTU JIEKAapCTBEHHOrO cpeactBa M 00  ycrnoBWMsIX €ro  XpaHeHuss U NepeBo3ku, Heobxoaoumble
npegynpeauTenbHblie HAANUCU U MaHUMYNSATOPHbIE 3HAKW.

11. Ha nepBuYHyl0 ynakoBKy M BTOPUYHYK (NOTPEOUTENbCKYKD) yMakoBKYy NEeKapCTBEHHbIX CPeAcTB AN
BETEPMHAPHOIo MPUMEHEHNS A0MMKHA HAHOCUTBLCA HaaNUCh: "[ns BeTepMHapHOro NnpumeHeHns".

12. Ha BTOpu4Hyto (NoTpebuntenbCckyto) ynakoBKy NieKapCTBEHHOMO npenapara HaHOCUTCS LUTPUXOBOM Kof,.

. 'masa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUMCKYIO ®E[EPALIMIO U BbIBO3 JIEKAPCTBEHHBIX CPEACTB
13 POCCUUCKOUN PEOEPALIUU

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratba 47. Nopsgok BBO3a nekapcTBEHHbIX cpedcTB B Poccuickyto ®efepauuio 1 BbiBO3a NeKapCTBEHHbIX
cpencts 13 Poccuiickon ®epepaunn
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeacts B Poccunckyto efepauunio ocyLLecTBnseTcs B nopsake, ycTaHOBNEHHOM
MpaButenbcteom Poccunckon depepauum, B COOTBETCTBUM C TAMOXEHHBIM 3aKOHOAATENbCTBOM TaMOXEHHOro
coto3a B pamkax EBpA3SC (ganee - TamoxeHHbIN coto3) 1 (unn) 3akoHogaTensctBoMm Poccuiickon depepaumm o
TaMOXEHHOM Jene.

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

2. BBosumble B Poccuiickyto Pepepauunio NekapcTBEHHble CpeacTBa [OOSMKHbl ObiTb  BKMHOYEHbI B
rocyfapcTBeHHbI peecTp fnekapCTBEHHbIX CPEeACTB.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. Honyckaetca BBO3 B Poccuiickyio ®Pefepauunio KOHKPETHOM MapTuM 3apermcTpupoBaHHbIX U (Mnn)
He3aperucTpMpoBaHHbIX  MEKapCTBEHHbIX CPeACTB, MpedHa3Ha4yeHHbIX Afs  NpoBedeHUs  KITMHUYECKMX
uccneaoBaHUM NEeKapCTBEHHbIX MpenapaTtoB, MpPOBeAEeHUA 3JKCMepTU3bl NeKapCTBEHHbIX Ccpeacts  Ans
OCYLLLEeCTBMNEHUS rOCYAapCTBEHHON perucTpauumn nekapcTBEHHbIX NpenapatoB Unu AN OKa3aHWs MeOULMHCKON
MOMOLLUM MO >KM3HEHHbIM TOKAa3aHWsIM KOHKPETHOro nauueHTa Ha OCHOBaHUM paspelleHus, BblgAHHOro
YMOMHOMOYEHHbIM dheeparnbHbIM OpraHoOM MCMOMHUTENBHON BNACTU NO 3asBMEHMAM L, YKa3aHHbIX B cTaTbe 48
HacTosawero degepanbHOro 3akoHa. PaccMOTpeHue Takoro 3asiBMEHUst U MPUHATUE peLleHnst O Bblgade
paspeLleHnss Ha BBO3 KOHKPETHOW MapTUKN 3aperMcTpuMpoBaHHbIX U (M) HE3APErMCTPUPOBAHHBIX JIEKAPCTBEHHbIX
CPEACTB, npedHasHadYeHHbIX ANsi NPOBEAEHUS KIMHUYECKMX WCCNEeLOBaHUA FNEeKapCTBEHHbLIX MNpenapaTos,
NpOBEeOEeHUs 3SKCMEePTU3bl JIEKAPCTBEHHbIX CPEACTB [AOJ19  OCYLUECTBINEHUs TOCYLApCTBEHHOW perncrpauum
neKkapcTBEHHbIX NpenapaTtoB UNuU Ans okasaHUs MegULMHCKON MOMOLLM MO XU3HEHHbLIM MOKa3aHUAM KOHKPETHOro
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naumeHTa nubo o6 oTkasde B Bblgaye yKasaHHOro paspeLleHusi MPou3BOOATCS B CPOK, HE MpeBbllaloWwmi NSt
pabounx gHen. lNnaTa 3a Bblgavy yka3aHHOTO paspeLleHns He B3MMaeTCsl.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyio ®enepaLnnto MOXHO BBO3UTb NEKApCTBEHHbIE CPeACTBaA, KAYEeCTBO KOTOPbIX NOATBEPXKAEHO
ceptTudmnkaToM NPOU3BOAUTENS MEKAPCTBEHHbIX CPEACTB, YAOCTOBEPSAIOLMM  COOTBETCTBME  BBO3UMbIX
neKkapcTBeHHbIX cpeacTB TpeboBaHuaM dapmakoneriHblX cTtaTen nMbo B crnyvyae Mx OTCYTCTBUSI HOpPMaTUBHON
OOKYMEeHTaLUn Nnm HOpMaTMBHOTO AOKYMEHTA.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. Banpewaetca BBo3 B Poccunckyio ®Pepepaumio ¢anbCcMULMPOBaHHBIX JEKApCTBEHHbIX CPEACTB,
He06pOKa4YeCTBEHHbIX NIEKAPCTBEHHbLIX CPeACTB, KOHTPadaKTHbIX NIeKapCTBEHHbLIX CPeACTB.

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

6. PanbcMduUMpOBaHHbIE NEKAapCTBEHHbIE CpeacTBa, HegobpokayecTBEHHbIE JeKapCTBEHHble CpeAcTBa
noanexaT M3bATUI0 U MOCMNEeaYLEMY YHUUYTOXEHUIO unun BbiBOo3y M3 Poccuiickon depepaumun, kKoHTpadakTHbIe
neKkapCTBEHHblE CPEACTBA - U3bATUIO U MOCMEAYOLWEMY YHUHTOXEHMIO. YHUYTOXEHME UNn BbIBO3 13 Poccuinckon
depepaumn danbcnULNPOBAHHbBIX fNEeKapCTBEHHbIX CPeacTB, HeJoOpOKaYeCTBEHHbIX NEKapCTBEHHbIX CPeacTB,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB OCYLLECTBMSETCS 3a CYeT Nnuua, OcyLlecTBMBLLEro ux BBO3. [lopsaok
YHUUTOXEHNST U3BbATLIX hanbCnULMpoOBaHHbIX NEKapCTBEHHbIX CPeACcTB, HeA0OpOKaYeCTBEHHbIX NEKapCTBEHHbIX
cpencTB, KOHTpadaKkTHbIX NekapCTBEHHbIX CpeacTB ycTaHaBnmeaetcs [NpasutensctBom Poccuiickon ®eaepaunn.
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jlnua, ocyuwectensowme BBo3 B Poccunckyto ®egepaunio hanbCUPULMPOBaHHBIX fEKapCTBEHHbIX
CpPeAcTB, HeaoOpOKAYEeCTBEHHbIX FEKAPCTBEHHbIX CPEACTB, KOHTPAMaKTHbIX NEeKapCTBEHHbIX CPEeACcTB, HECyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cow3a W (Mnm)
3akoHogaTenbcTBoM Poccuinckon degepauunmn o TaMoXXeHHOM Jene.

(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbiBO3 nekapcTBeHHbIX cpeactB u3 Poccunckon ®depepaumy ocyuwlecTBnsdetcs 0e3 npuMeHeHus
OFPaHWMYEHUN,  YCTAHOBMEHHBIX  TAMOXEHHbIM  3aKOHOAATENbCTBOM  TaMOXeHHOro cot3a u  (1nwn)
3akoHogartenbctBoM  Poccunckon  Pegepaumm O rocyaapCTBEHHOM  PerynvMpoBaHUM  BHELLUHETOProBoWw
OEeATenbHOCTH.

(8 pea. PegepanbHbix 3akoHoB OT 06.12.2011 N 409-03, o1 25.11.2013 N 317-03, o1 22.12.2014 N 429-93)

Cratba 48. HOpugnueckne nuua, KOTOPbIM paspelleH BBO3 fekapCTBEHHbIX cpeacTts B Poccuiickyto
depepauymio
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlekapcTBeHHble cpeacTBa B Poccunckyto defepanmio MOryT BBO3UTb:
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) NpousBOOUTENM NEKAPCTBEHHbIX CPEACTB ANA Lenen CoOCTBEHHONO MPOU3BOACTBA JEKAPCTBEHHbIX
CPEACTB;

2) MHOCTpaHHble pa3paboTynKM NEKApCTBEHHbIX CPEACTB M UHOCTPAHHbLIE MPOM3BOAUTENN NEKAPCTBEHHbIX
CPEACTB WnM Opyrve pugudeckMe nuua no nopyyeHuto paspaboTuvka NEeKapCTBEHHOro CcpeacTBa  Anst
NpoBeOEHUsA KMMHUYECKUX WCCNEAOBAHUM NEKapCTBEHHOrO npenapara, OCYLECTBMEHUS T[OCyOapCTBEHHOWM
perncTpaumm nekapCTBEHHOro mnpernapaTa, BKMYEeHUa dapmaleBTMYecKkon cybcTaHuMM B TrOCY4apCTBEHHbIN
peecTp neKkapCTBEHHbIX CPEACTB, KOHTPONS KadeCTBa JIEKAPCTBEHHbIX CPEeACTB MPU Hanuuuu paspeLleHus
YNOJNTHOMOYEHHOro hefeparnbHOro opraHa MCMOMHUTENBHOW BNACT HA BBO3 KOHKPETHOW MapTuy NeKapCTBEHHbIX
CPEACTB;

3) opraH13auuy onToBOW TOProBNM NeKapCTBEHHBIMWU CPEACTBaAMY;

4) Hay4HO-uCcredoBaTenbCKMe opraHu3auuu, obpasoBaTefibHble OpraHuMsauunM Bbiclero obpasoBaHus,
Npon3BOOUTENN NEeKApCTBEHHbLIX CPEACTB AN pa3paboTku, UCCredoBaHWU, KOHTpons 6e3onacHOCTW, KadecTBa,
3P PEKTUBHOCTN NEKAPCTBEHHbIX CPEACTB MPU HaNU4MM paspeLleHns YyNONMHOMOYEHHOro cheaepanbHOro opraHa
MCMNONMHUTENbHOW BNacTy;

(B peq. PegepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) MeauMuMHCKME OpraHM3auuun, MHble yKaldaHHble B MyHKTax 1 - 4 HaAcTosWen cTaTbM OpraHu3auuun ans
OKa3aHusi MEOULMHCKOM MOMOLLM MO XXM3HEHHBIM MOKa3aHNAM KOHKPETHOro nauMeHTa npu Hanuumm paspeLueHus
YMOMTHOMOYEHHOro doefeparnbHOro opraHa UCMOSTHUTENBHOW BNAaCcTU Ha BBO3 KOHKPETHOW MapTUMX NEKAPCTBEHHOTO
npenapaTa, BblAaHHOIO B YCTAaHOBINIEHHOM MNopsiAke B hOpMe SMEKTPOHHOrO AOKYMEHTA, MOAMMCAHHOIO YCUINEHHOM
KBannuumMpoBaHHON 3NEKTPOHHON NOANUCHIO.

(B pea. PepepanbHoro 3akoHa ot 12.03.2014 N 33-03)

Cratba 49. [lokymeHTbl, npeacTaBnsiemMble B TaMOXeHHble opraHbl Poccuiickon depepauunn npu BBO3E
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nekapcTBeHHbIX cpeacTts B Poccuinckyto Pepepauymio
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNpun BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyto depepauunio B TamMoXeHHble opraHbl Poccuiickon
depepaumun Hapsagy ¢ 4OKYMEHTaMu, NpeacTaBreHne KoTopbiX NPeayCcMOTPEHO TaMOXEHHbIM 3aKOHOAAaTEeNbCTBOM
TamoxeHHoro cotw3a U (unu) 3akoHogaTenbCcTBoM Poccunckon depepaumm 0O TaMOXEHHOM  ferne,
NpeAcCTaBnsTCS CneayoLmne JOKYMeHThbI:

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTucbukat npousBoanTEnsl NEKapCTBEHHOrO CpeacTBa, YOOCTOBEPSOLMN COOTBETCTBME BBO3MMOTO
nekapCcTBEHHOro cpefctsa TpeboBaHuAM hapmakonevHon ctaTeu NMMBO B criydyae ee OTCYTCTBUSI HOPMaTUBHOW
OOKYMEHTaUMM U1 HOPMaTUBHOTO JOKYMEHTA;

2) paspelueHve ynonHOMOYEHHOro doefepanbHOro opraHa WCMOMHUTENbHOW BRAacTu Ha BBO3 KOHKPETHOW
napTumM NekapcTBEHHOro CpeacTBa B Cryyasx, YCTAHOBMEHHbIX YacTblo 3 cTaTtbk 47 HacTosiwero ®eneparnbHOro
3aKoHa.

2. [JokymeHTbI, ykasaHHble B NyHKTax 1 un 2 4actu 1 HacTosdlen ctaTtbu, NpPeacTaBnalTCa B TaMOXEHHbIE
opraHbl Poccunckon ®egepaumn npu npnbbiTun nekapcTBeHHbIX CpeacTB B Poccuiickyto denepaumio.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuinckyto degepaumio Ans fMMYHOrO MCNONb30BaHNs U
WHbIX HEKOMMEPYECKMX Lenen, a Takke ANs UCMONb30BaHWS Ha TePPUTOPUMM MEXOYHAPOAHOro MEeOULUHCKOro
Knactepa
(B pen. PegepanbHbix 3akoHoB OoT 06.12.2011 N 409-93, o1 29.06.2015 N 160-93)

1. JlexapcTBeHHble npenapaTbl MOryT ObiTb BBE3eHbl B Poccuiickyto Peagepaumtio 6e3 yyeta TpeboBaHuUi,
npegycMOTPEHHbIX Yactamm 1 - 4 ctatbn 47, ctatbamn 48 n 49 Hactoswero PefepanbHOro 3akoHa, ecrii OHU
npeaHasHayYeHbl Ans:

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

1) nnyYHOro mcnonb3oBaHWs U3Mdeckumu nuuamu, npubsiBwmnmmn B Poccuickyto ®egepauuto. MNpn aTom
BBO3 B Poccuiickyio Pepepaumio nekapCTBEHHbIX MNpenapaToB, COAepXalluMx CUnbHOAEWCTBYOLWME U (Unn)
SOOBUTbIE BELLEeCTBa, BKIOYEHHblE COOTBETCTBEHHO B CMUCOK CUIMbHOAEWCTBYIOLLUMX BELLECTB ANs Lenen
YrofioBHOro 3akoHogartenbcTBa Poccuickon denepauum n B CNUCOK SO00BUTLIX BELLECTB AN Uenen yroroBHOro
3akoHogartenbctBa Poccuiickon ®epepauunun, ytBepxaeHHble [lpaButensctBom Poccuiickon ®epepauun,
OCYLLLECTBMSAETCH NPU HaNU4MM OOKYMEHTOB (3aBepeHHbIX KONUA JOKYMEHTOB WNKU 3aBEPEHHbIX BbIMUCOK U3 HUX),
noaTBepPXKAaLWUX HasHayeHne U3nyeckoMmy nuuy ykasaHHbIX NeKapCTBeHHbIX npenapaTtoB (3a UCKMYeHUEM
neKkapcTBEHHbIX MpenapaToB, 3aperucTpupoBaHHbIX B Poccuiickon ®epfepauumn n otnyckaemMblx B Poccuiickon
depnepaummn 6e3 pelenta Ha fnekapCcTBeHHbIN NpenapaT). MNoareepxaarowme JOKYMEHTbI (UX 3aBEPEHHbIE KOMUK
UNU 3aBepeHHble BbIMUCKM U3 HUX) AOMKHbI coAepXaTb CBEAEHUS O HaUMEHOBaHUU U KONUYEeCTBe Ha3Ha4YeHHoro
nekapcTBeHHoro npenapata. B cnyyae, ecnu noareepxpawowue [OKYMEHTbl (MX 3aBepeHHble Konuu unm
3aBEepeHHble BbIMUCKA U3 HUX) COCTaBMNEHbl HA MWMHOCTPAHHOM $3blKke, K HMM npunaraeTca HoTapuarnbHO
3aBepeHHbIN NepeBo Ha PYCCKUIN A3bIK;

(n. 1 B peq. PegepanbHoro 3akoHa ot 02.06.2016 N 163-d3)

2) mncnonb3oBaHWs paboTHUKaMWM OUMNNIOMATUYECKOro Kopryca Wunu npeactaBuTeENAMU MEXOYHapOAHbIX
opraHusauuin, akkpeanToBaHHbIX B Poccuickon deaepaumy;

3) NnevyeHus NaccaxupoB WM YNIEHOB 3KMNaXelW TPaHCMOPTHbIX CPEeACTB, Moe3dHbix Opurag v BoguTenen
TPaHCMOPTHLIX CpeacTs, NpudbIBLINX B Poccuinckyo depepaumio;

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHUa YYaCTHUKOB MeXOYHapOAHbIX KYMbTYPHbIX, CMOPTUBHbLIX MEPONPUATUA U  Yy4aCTHUKOB
MeXAyHapOaHbIX 3KCneauuni;

5) neyeHNs KOHKPETHbIX XXMBOTHbIX B 300Napkax, a Takke XUBOTHbIX, BBO3UMbIX B Poccuiickyto ®epepaumto
0N y4acTusi B CNOPTUBHbBIX U 3PENTULLHBIX MEPOMNPUATUSX;

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

6) MCNONb30BaHUSA Ha TEPPUTOPUN MEXOYHAPOOHOr0 MEQULIMHCKOTO KracTepa.
(n. 6 BBegeH ®enepanbHbIM 3akoHOM OT 29.06.2015 N 160-d3)

2. B cny4vasix, npedycMOTpeHHbIX 4acTbio 1 HacTosilen cTaTbk, JonyckaeTcsa BBO3 B Poccuinckyro
denepaumio NekapCcTBEHHbIX NpPenapaToB, He 3aperncTpmMpoBaHHbIX B Poccuiickon degepaunn.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHble nNpenapartbl, NpeAHa3HavYeHHble AN ryMaHUTapHOW NoMOLUM (COAENCTBUS) UNU NOMOLLIM
npy upesBblHaHbIX CUTyauusax, BBO3ATCA B Poccunckyto depgepaumio B nopsgke, yCTaHOBMEHHOM
MpaBnTENLCTBOM Poccuinckon denepaumm. 3anpeluaetcs BBO3 B Poccuiickyto depepaumio
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He3aperncTpMpoBaHHbIX  JIEKAPCTBEHHBLIX NpenapaTtoB, MpedHas3HaYeHHbIX AN FyMaHUTapHOW  MOMOLUM
(comencTBmsA) UM NOMOLLM NPU YPE3BbIYANHBIX CUTYaLMsIX.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CoTpyaHmyecTBO hefeparnbHOro opraHa MCNONHUTENBHON BNACTK, YNONHOMOYEHHOro B obnacTu
TaMOXEHHOro Aena, U Apyrux ynonHOMOYEHHbIX beaepanbHbIX OPraHoB UCMONHUTENBHOW BriacTu

1. ¥YnonHomoueHHble deaeparnbHble opraHbl MCMOMHUTENbHON BnacTu NPeaoCcTaBNsOT B pacrnopshkeHue
denepanbHOro opraHa WCMOMHUTENbHOW BracTy, YNONHOMOYEHHOro B 0OMNacTm TaMOXeHHOro [Aena,
rocy4apCTBEHHbIA PEECTP FeKapCTBEHHbIX CPEACTB, a Takke MHGOPMaLUI0 O BblAaHHbIX paspelleHnsiXx Ha BBO3
KOHKPETHOW MapTuMK JNEeKapCTBEHHbIX CPEACTB B Cry4yasiX, YCTAHOBMEHHbLIX 4acTbid 3 cTaTbh 47 HaACTOSLEro
depepanbHOro 3akoHa.

2. ®epepanbHblii OpraH MWCMOMHUTENbHOW BNAcTW, YMNOMIHOMOYEHHbIM B 00M1acTM TaMOXEHHOro Aena,
MHOpMMPYET yKasaHHble B 4YacTm 1 HacToswen cTaTtbM YMNONHOMOYEHHble dedepanbHble  OpraHbl
NCNONTHUTENBHON BMNAacT O BBO3€e JIEKapCTBEHHbIX CPeAcTB B Poccuickyto ®egepaunio M BbIBO3€ NIEKAPCTBEHHbIX
cpeactB un3 Poccuiickon depepaumm no ¢dopMe M B NOpsAKe, KOTOpble YCTaHOBMeHbl [lpaBuTensctBOM
Poccuiickon ®epepauuun.

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

aga 10. PAPMALEEBTUYECKAS OEATENbHOCTb
Cratba 52. OcywecTtsneHne apMaLeBTU4ECKON AeATENbHOCTH

1. ®dapmaueBTnyeckasi  [OeATENbHOCTb  OCYLLECTBNSAETCA  OpraHu3auusiMM  ONTOBOW  TOProBnu
neKapcTBEHHbIMM CPeACTBaMW, anTeYHbIMW OpraHuM3auusiMy, BeTEepUHApPHbIMKM anTeYHbIMUM  OpraHu3auusiMu,
WMHAMBMAOYaNbHBIMW  NPEeAnPUHUMATENSMU, MMELWUMN  FIMLUEH3NI0 Ha  (apMaueBTUYeCKyld AeATeNlbHOCTb,
MEAMUMHCKUMW  OpraHuM3auvami, UMELWMMM  NUUEH3MI0 Ha  dapmaueBTUYeCcKyld OesaTenbHOCTb, W WX
060cobrneHHbIMM  nogpasgeneHusaMu  (ambynatopuamu,  denbawepckuMm U enbaepcko-akyLepCcKuMum
nyHKTaMu, LeHTpaMu (oTAeneHusiMu) obuen BpavyebHOM (CeMEWHON) NPaKTUKM), PACMONIOXKEHHBbIMU B CEJbCKUX
HaceneHHblX MYHKTax, B KOTOPbIX OTCYTCTBYIT anTeyHble OpraHusauvu, U BeTepMHapHbIMU OpraHu3auusmu,
NMEIOLLMMU MMLEH3NIO Ha (hapMaLLeBTNYECKYIO AeATENbHOCTb.

(8 pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2. du3nyeckue nuua MoryT OCYyLLEeCTBNSATh hapMaLeBTUYECKYH OESATENBHOCTb MPW HaNMYMW BbICLLErO UMK
cpepHero chapmaueBTMYecKoro obpasoBaHus W cepTudmkata cneuvanucta, BbICLIEro WM CpegHero
BeTepuHapHoro obpasoBaHusi U cepTudmKaTa crneumanucta, a Takke BbICLUEro UMW CpedHero MeauLMHCKOro
obpasoBaHus, cepTudmkata cneumanicta U [ONONHUTENbHOTO MNPOgECCUOHANBLHOTO 06pa3oBaHMs B YacTu
PO3HWMYHOW TOProBMM NeKapCTBEHHbIMU Npenapartamu npu ycnosum nx paboTtsl B 060Co06neHHbIX NogpasaeneHusx
MEAMLMHCKNX OpraHn3aunii, ykasaHHbIX B YacTu 1 HacTosLen cTaTbm.

(4acTb 2 B peq. PeaepanbHoro 3akoHa ot 27.07.2010 N 192-03)

Cratbas 53. [lpogaxa, nepegaya reKapCTBEHHbIX CPEACTB OpraHv3auusMi  OMNTOBOW  TOProBNM
neKkapcTBEeHHbIMU CpeAcTBaMM

OpraHu3aumMm ONTOBOW TOProBMM  fEKApCTBEHHbIMW CPEACTBaMM  MOMYT  OCYLUECTBNATb  NPOAAxy
neKkapcTBEHHbIX CPEACTB WM nepefaBaTb UX B YCTAHOBIEHHOM 3akoHoAaTenbCTBOM Poccuiickon Pepepauumm
NopsiaKe:

1) ApyrMM opraHmnsauusim ONTOBOM TOProBNY NEKAPCTBEHHbIMU CPpeaCcTBaMy;

2) npousBoAMTENAM NIEKaPCTBEHHbLIX CPeACTB AN Lenern Npon3BoACTBA NIEKAPCTBEHHbIX CPEeACTB;

3) anTey4HbIM opraH13aunam 1 BETEPUHAPHBLIM anTeYHbIM OpraHM3auusm;

4) Hay4HO-UCCneaoBaTENbCKAM OpraHU3aUusM Ans Hay4HO-UCcCcnenoBaTenbCcko paboTsl;

5) uHanBUAYyanbHbIM NpeanpUHUMATENSM, UMEIOLLUM NUUEH3NI0 Ha hbapMaLleBTUYECKYO AESTENbHOCTL U
NMLEH3MI0 HA MEMULIMHCKYIO AESTENBHOCTD;

6) Me4ULMHCKUM OopraHu3aumsiM, BETEPUHaPHbLIM OpraHn3aLmsiM;

7) opraH13aumam, ocyLLECTBASIOLLMM pa3BeeHUe, BblpallBaHWe U COAEPXKaHUE KUBOTHbIX.

CraTbs 54. [NpaBuna onToBOW TOProBNN fiekapCTBEHHbIMU CpeacTBamMu

OnToBas TOproBna JeKkapCTBeEHHbIMU CpeacTBaMn OCYLLUECTBIAeTCA npousBogutTenaMn JnekapCcTBeHHbIX
cpenocte M opraHms3aunamm OMNTOBOWN TOproesin nekapCTtBeHHbIMU cCpeacTtBamMu Mo npaBunam Hagnexawen
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ONCTPUOBLIOTOPCKON MNPaKTUKXM W NpaBunam Hagnexawen MpakTUKM XpaHeHUst M NEepeBO3KU FeKapCTBEHHbIX
npenapaTos, YTBEPXKAEHHbBIM COOTBETCTBYHOLUMU YNONTHOMOYEHHbLIMU denepanbHbIMU opraHamm
WCMNONTHUTENBHOW BNacTu.

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

Cratb4a 55. [Nopsaok pO3HUYHON TOProBnv NekapcTBEHHbLIMU NpenapaTtamm

1. PO3HU4Haa TOproens nekapCTBEHHbIMU MpenapartamMmu B KONUYeCcTBaxX, HEOOXOAMMbIX AN BbINOMHEHUS
BpayebHbIX (penbalepcknx) HasHaYeHWn UnM  HasHadeHu cneuywanuctoB B obnactu  BeTepuHapuu,
OCYLLECTBMNAETCHA anTeYHbIMW OpraHvM3aunsiMM, BETEPUHapPHbIMM anTeYHbIMM OpraHn3aumsamMun, UHGUBUAYyanbHbIMN
npegnpvHuMaTensMv, MMEWLWMMUA  MUUEH3N0  Ha  dapMaueBTUYECKYD  OeATeNbHOCTb, MeAUUMHCKUMMU
opraHu3aumsamMu, UMEeKLWMMM §NUMUEH3No Ha dapMaueBTUYEeCKyl0 OeATeNnbHOCTb, U UuX 060Cco6NeHHbIMU
nogpasgeneHusamn (ambynatopusimu, enbawepckumm 1 penbalepcKko-aKkylwepckMMyM MyHKTaMu, LeHTpamu
(oToeneHnsimn) obLuel BpayebHom (CeMenHon) NPakTUKN), PacrofioXXEHHbIMU B CENbCKUX HACENEHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHv3auuv, U BETEPMHAPHbIMU OpraHvM3auunsiMiM, UMEKLMMN JIMLEH3NIO Ha
hapmaueBTUYECKYIO AesaTenbHOCTb. PaspelueHa po3HMYHas TOProBrisi TOMbKO feKapCTBEHHbIMW mnpenapaTtamu,
3apernctpupoBaHHbiMn B Poccunckon depepaumm  UNM - M3roTOBMEHHbIMW  anTeYHbIMW  OpraHM3auusimu,
BETEPUHAPHBIMWU anTeYHbIMWU OpraHn3aumsMy, MHAMBUAYaNbHbIMU NPeanpuHMMaTensaMm, UMELWMMA NNLEH3NI0
Ha hapmaLeBTUYECKYIO AeaTenbHOCTb. PO3HMYHasA TOProBns fekapcTBEeHHbIMY NpenapaTtaMm OCyLwecTBAseTcs no
npaBunaMm Hagnexawiem anTeyHoW npaKTUKW, YTBEPXOAEHHbIM YMOMHOMOYEHHbIM deaepanbHbiM  OpraHoM
WCNONHUTENBHON BNacTu.

(B pen. PegepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

2. Bugpl anTeyHblX OpraHusauum 1 npasBuna OTMYCKa IEeKapCTBEHHbIX MpenapaToB ANnst MELMLUHCKOro
NPUMEHEHMS anTEeYHbIMW OpraHM3auusMy, MHOVBMAYanNbHbIMU NPEeAnpUHUMaTENAMA, UMEKLWNMN NULEH3NIO Ha
hapMaLeBTMYECKYIO OeATENBbHOCTb, a Takke npaBufia OTMycKa NEeKapCTBEHHbLIX MpenapaToB Ans MeaULMHCKOro
NPUMEHEHNS MEAMLUHCKMMM OpraHvM3aunsiMy, UMELWMMU NULEH3MI0 Ha dhapMaLeBTUYECKYI0 AeATENbHOCTb, U X
obocobneHHbiMM  nogpasgeneHnamn  (ambynatopuamu,  denbawepckumm 1 henbawepcKo-akyLwepCKumMm
nyHKTaMu, ueHTpamu (oTaeneHusmu) obwen BpavyebHon (CeMenHON) NPakTMKK), PacroOfOXeHHbIMU B CENbCKUX
HacCeneHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4Hble OpraHu3auuu, YTBEepXOarTCs YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

(8 pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. MNpaBuna oTnycka HapKOTUYECKUX CPeacTB M NCUXOTPOMHbIX BELLECTB, 3aperMcTpUpoOBaHHbIX B KayecTBe
NeKapCTBEHHbIX MNpenapaToB, feKapCTBEHHbIX MpenapaToB, CoAepXalux HapKoTMyeckue cpeactBa MU
MCUXOTPOMHbIE BELLECTBA, YTBEPXKAATCA YNONHOMOYEHHbIM beepanbHbiM OpraHoM UCMOMHUTENBHOW BAacTu no
cornacoBaHuto ¢ oeeparbHbIM OPraHOM UCMONMHUTENBHOW BNACTH, YNONMHOMOYEHHBIM B chepe BHYTPEHHUX Aen.
(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble MnpenapaTtbl ANs BETEPUHAPHOrO MPUMEHEHUsI MoArexat OTNYCKy BeTEpUHapPHbIMU
anTeYHbIMX  OpraHuM3auusiMyM, BeTEepUHapHbIMWM  OpraHu3auvaMu, WHAMBMAYaNbHBIMW - NpeanpuHMMaTensamMu,
UMELUMKN NNLLEH3UI0 Ha dhapMaLeBTUYECKYI0 OeATeNnbHOCTb. [1paBuna oTnycka nekapCcTBeHHbIX NpenapaTos Ans
BETEPUHAPHOIrO NPUMEHEHNS YTBEPXKAAKTCS YNOMHOMOYEHHBIM ddefeparibHbIM OpraHOM UCMOMNHUTENBHOW BNACTu.

5. MNepeyveHb MeANLNHCKUX OpraHu3aumi, UMeLWnNX NIMLEH3NI0 Ha (hapMaLeBTUYECKY0 AeATENbHOCTb, U UX
0bocobneHHbIX nogpasgeneHuin (ambynatopun, denbawepcknx u denbaepcko-akyLepcknx NyHKTOB, LIEHTPOB
(oTaeneHwnin) obwen BpavebHOW (CeMenHOWN) MpakTUKK), PachoNiOXEHHbIX B CEMNbCKUX HaCENeHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHn3aLmu, a Takke nepeyveHb NIeKapCTBEHHbIX NpenapaToB (3a UCKMOYEHNEM
HapKOTMYECKUX JTEKapCTBEHHbBIX MpenapaTtoB M MCUXOTPOMHbIX JIEKAPCTBEHHBLIX NpenapaTtoB), Npoga)xa KOTopbIX
MOXET  OCYLEeCTBMATbCA  YyKas3aHHbIMM  OpraHusaumsMm n  Mx  000COONEHHbIMW  MoJpasAeneHUsiMu,
yCTaHaBMNMBaKOTCA OpraHamMm UCMOJTHUTENBHON BNacTu cyobekToB Poccunckon ®enepaumun.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. AnTeyHble oOpraHuM3auuMv, UWHOMBUAOYaNbHble NPeanpUHUMATENM, UMEKLMe  JNIULEH3NKD  Ha
hapmaLeBTUYECKYI0 [OesaTenbHOCTb, 00s3aHbl obecneunBaTb yTBepXKAeHHbIN [lpaButensctBom Poccuiickon
depepaummn 1 opMmpyembii B YCTAHOBIIEHHOM MM MOPSAKE MWHMMAlbHbIA ACCOPTMMEHT JEKapPCTBEHHbIX
npenapaToB, HEOOXOAMMbIX AN OKa3aHUS MEAWLMHCKOW NMOMOLLN.

(vacTb 6 B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble opraHusauuu, UMHOMBMAOYaAmnbHblE  MpeanpuHUMaTENnK, UMEKLMe  JIMUEH3U  Ha
dhapmaLeBTUYECKYID AeATeNnbHOCTb, Hapsgy C NEeKapCTBEHHbIMM MpenapartaMu UMelT MpaBo npuobpeTatb u
npogaBaTb MeOMUMHCKME u3genus, aesvHduuMpylolmne cpeacTtsa, npegmetbl M CpeacTBa JIMYHOW TUMMEHB,
nocyay AOns MeOuUMHCKUX Uenew, NpeaMeTbl M CpeacTBa, NpedHasHayeHHble Anst yxoda 3a 6onbHbIMM,
HOBOPOXAEHHLIMWU U AETbMW, HE AOCTUILUMMMK BO3pacTa Tpex NET, OYKOBYIHD ONTUKY WU CPeACTBa yxoAa 3a Hen,
MUWHeparnbHble Boabl, NPOAYKTbI Ne4ebHoro, 4ETCKOro 1 AMETUYECKOrO NUTaHUs, BMONOrMYeckn akTMBHbIE J0OaBKM,
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napgoMepHble 1 KOCMETUYECKME CPEeACTBa, MEAVLMHCKMNE U CaHUTapHO-MPOCBETUTENbHbIE MeYaTHble U3daHus,
npegHasHa4YeHHble A8 nponaraHabl 300poBOro obpasa >XU3HMW.
(B pea. PepepanbHbix 3akoHOB OT 27.07.2010 N 192-93, o1 25.11.2013 N 317-03)

8. [eatenbHoCTb anTeuyHbiX opraHu3auun BoopyxeHHbix Cun Poccuiickon ®epepauun, OpYrux BOWCK,
BOMHCKMX (POPMUPOBAHMIA U OpPraHoB, B KOTOPbIX 3akoHoOaTenbCTBOM Poccuickon depepaummn npesycMOTpPeHo
NpoxXoXxaeHne BOEHHOW cnyxbbl unu deaepansHOn rocyaapCTBEHHOM CNyXX0Obl, CBA3aHHOW C NPaBOOXPaHUTENbHOMN
OEeATenbHOCTbIO, pernameHTupyeTcsa Hactoawmm deaepanbHbIM 3aKOHOM U YTBEPXKAEHHBIMU COOTBETCTBYIOLLMMU
denepanbHbiMM OpraHamMu UCMNOSMHUTENBHOM BRacTu nonoxeHusamu. KoHTponb 3a cobnogeHveMm ykaszaHHbIMU
anTeyvyHbIMM opraHusaumnamm NONOXEeHNN HacTodwero  degepanbHOro  3aKkOHa  OCyLlEeCTBNsieTcH
COOTBETCTBYHLWNMU heaepanbHbIMU OpraHaMmmn UCMOSTHUTENBHON BNacTy.

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 262-93)

Ctatbs 56. M3aroToBneHMe 1 OTNYCK NeKapCTBEHHBIX NpenapaToB

1. MsrotoBneHve nekapCTBEHHbIX NMpenapaToB anTeYHbIMWU OpraHvM3aumsMy, BeTEPUHAPHbIMU anTeyYHbIMU
opraHmsaumsamMun, WHAMBUAOYaNbHbIMW NPEANPUHUMATENAMW, WMEWMMU MULEH3UI0 Ha  apmaueBTUYeCKyto
OeAaTenbHOCTb, OCYLLECTBRSETCS NO peuentaM Ha NekapcTBEHHble npenapartbl, Mo TpeboBaHUAM MeaMUMHCKUX
opraHu3auui, BeTEepUHapHbIX OpraHu3auun B COOTBETCTBMM C MpaBuraMuM M3rOTOBMEHUA W OTNycka
NnekapCTBEHHbIX MpenapaToB, YTBEPKAEHHbIMU YMNOMHOMOYEHHbIM dedeparnbHbIM OpraHOM  MCMONHUTENBLHON
BMacTu.

2. Tlpy wm3roToBnNEHWM nNEKapCTBEHHbIX MpenapaToB anTeyYHbiMW OpraHv3auusMu, BeTepuHapHbIMU
anTeyHbIMW  OpraHuM3auvsMy,  WHOMBUAYanbHbIMW  MpeanpuHUMaTensMu,  UMEeWUMW  NULEH3NI0  Ha
dapmaLeBTUYECKYl0  AeATeNbHOCTb,  MCNOMb3ylTcA  dapMaueBTUyeckne  cybcTaHumW,  BKIOYEHHble
COOTBETCTBEHHO B [OCYAApPCTBEHHbIN peecTp neKapCTBEHHbIX CPEeACTB ANS MeOUUMHCKOrO MNPUMEHEHWS W’
roCy4apCTBEHHbIN peecTp feKapCTBEHHbIX CPeACTB ANl BETePUHAPHOro NPYMEHEHUs1 B yCTaHOBIEHHOM MOPSAKE.
He ponyckaetcs W3rotoBneHWe anTeYHbIMW OpraHvM3auusMu, BeTepuHapHbIMW anTeYHbIMU  OpraHu3aunsmu,
WHAMBUAOYANbHBIMW  MPeanpuHUMaTENnsaIMy, UMELWUMU  NIMUEH3NI0 Ha  (hapmaueBTUYECKyl0 OesTenNbHOCTb,
nekapCTBEHHbIX NpenapaToB, 3aperncTpmpoBaHHbix B Poccuiickon ®eaepauumn.

3. MapkupoBka nekapCTBeHHbIX NpenapaToB, M3rOTOBMEHHbIX anTeYHbIMW OpraHu3aumsaMm, BeTEPUHAPHbIMU
anTeyHbiMW  OpraHuMsauvsaMu,  WMHOUBMAYaNbHbIMW  MpegnpuHUMaTensMy,  UMeWUMU  ULEH3NK  Ha
hapmaLeBTUHECKYI0 AEATENbHOCTb, U OPOPMMEHNEe TakuMx npenapaTtoB AOMKHbI COOTBETCTBOBATb MpaBunam,
yKa3aHHbIM B 4acTu 1 HacTosLWwen cTaTbMm.

4. AnTeyHble opraHv3auuun, BeTepuHapHble anTeyvHble opraHusauuv, UHAMBMAYanbHble NpeanpuHumaTeni,
MMetoLLmMe NULEH3N0 Ha bapMaueBTUYECKY0 AeATeNbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobniogeHne npasun
M3roTOBMEHNS W OTNyCKa feKapCTBEHHbIX MpenapaToB B COOTBETCTBUM C 3akoHoAAaTeNnbCTBOM Poccuiickon
denepaumm.

Ctatbs 57. 3anpelleHune npoaaxm danbcnpuumMpoBaHHbIX neKapcTBEHHbIX cpencTs,
Heo6pOoKayeCTBEHHbIX NTEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHbIX NeKapCTBEHHbLIX CPEACTB

Mpopaxa anbCMUUNPOBaHHBLIX JEKAPCTBEHHbIX CpPeacTB, HeaoOpOoKaYeCTBEHHbIX —feKapCTBEHHbIX
CPeAcCTB, KOHTPadaKTHbIX TEKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.

CtaTbs 58. XpaHeHUe nekapCTBEHHbIX CPEACTB

1. XpaHeHne neKkapCTBEHHbIX CPEACTB OCYLUECTBMSIETCS NPOU3BOAUTENAMU JEKAapCTBEHHbLIX CPEACTB,
opraHu3auusiMM ONTOBOW TOProBMNW NEKapCTBEHHLIMU CPeACTBaMM, anTeYHbIMU OpraHn3aLmsiMu, BeTepUHapHbLIMU
anTeYyHbIMW  OpraHuM3auuvsiMi,  MHAMBMAYaNbHbIMW  MPEeAnpUHUMATENSMM,  UMEKLWMMU  NULEH3UK  Ha
hapMaLeBTUYECKYD  OEATENbHOCTb UMM NULEH3UIO Ha  MEOULMHCKYI  [AesTenbHOCTb, MeAULMHCKUMU
opraHusaumamun, BeTepuHapHbIMU OpraHnsaunaMm m UHbIMKU OpraHmM3aunamMun, ocyllecTeBnarowmnmMmmn o6pau.|.eH|/|e
NeKapCTBEHHbIX CpencTB. XpaHeHme NeKapCTBEeHHbIX CpeAcTB And BeTepuHapHOro npumMeHeHmna opraHm3aunamm m
nHagneunayanbHbIMU npeanpuHnMmaTenaMmm B criydaax, ecriii OHM UCNONb3YOTCA UCKIMKYUTENBbHO NpU pa3BedeHnn,
BblpallnBaHun, cogepxaHun u neyvyeHnm XUBOTHbLIX, MOXET OCYLLeCTBNATbLCA be3 nony4vyeHuna nuueH3nn Ha
(hapmMaLeBTUYECKYO AEATENBHOCTD.

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

2. MNpaBuna XpaHeHWs NeKapCTBEHHbIX CPEACTB YTBEPXKAAIOTCH COOTBETCTBYHOLIMM  YNONHOMOYEHHbLIM
¢henepanbHbIM OpraHoOM UCMOMHUTENLHOW BMACTU.

3. XpaHeHne HapKOTUYECKUX FEeKapCTBEHHbIX CPEACTB, MCUXOTPOMHLIX FEKAPCTBEHHbLIX CPEACTB,
pagvnocapMaLleBTUYECKNX NEeKapCTBEHHbIX CPEACTB OCYLLECTBMSIETCS B COOTBETCTBMM C 3aKOHOAATENbLCTBOM
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Poccuiickon ®epepauun.

Cratba 58.1. [NpegMeTHO-KONMYECTBEHHbIN YYET NIEKapCTBEHHbLIX CPEACTB ANsl MEOAULNHCKOrO NPUMEHEHNS
(BBegeHa degepanbHbiM 3akOHOM OT 25.12.2012 N 262-03)

1. [lepeyeHb  nekapcTBEHHbIX  CPeACTB  ANs  MEeAUUMHCKOro  MPUMEHEHUs,  noanexaliux
NpeaAMEeTHO-KONNYECTBEHHOMY YyYeTy, YTBepXKaaeTcs YNONHOMOYEHHbIM deaepanbHbiM OpraHOM UCMONTHUTENBHOM
BNacTu.

2. Tlopagok BKNIOYEHMSI FEKAPCTBEHHbIX CPEeACTB Ans  MEeOMLMHCKOTO MNPUMEHEeHMs B MepeyeHb
NeKapCTBEHHbIX CpPeAcTB ANs MEeOMUMHCKOrO MPUMEHEHWs, MOANEeXalmx NpeaMeTHO-KONMYECTBEHHOMY Y4YeTy,
yCTaHaBNMBaeTCA YMONHOMOYEHHbIM beaeparnbHbiM OpraHoOM MWCMOSIHUTENBHOM BMAAcTM MO COMMacoBaHWO C
deaepanbHbIM OpraHoM UCMONTHUTENBHON BNACTKW, YNOHOMOYEHHBIM B chepe BHYTPEHHMX Aen.

(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. lpeaMeTHO-KONMMYECTBEHHBIN y4YeT FEeKapCTBEHHbIX CPeACTB ANS MeAWLMHCKOrO MpUMEHEeHUs BeayT
Npou3BOAUTENN NEKAPCTBEHHbIX CPEACTB, OpraHu3auuMu OMNTOBOW TOProBMM FEKapCTBEHHbIMU CpedcTBaMu,
anTeyHble opraHu3auuun, WHAMBMAYanbHble NPEeAnpUHUMATENW, UMEKLIME NUUEH3MI0 Ha dapMaueBTUYECKYHO
OEATEeNbHOCTb UMM NULIEH3NIO HA MEOULUHCKYIO OeATeNbHOCTb, 1 MEAULIMHCKME OpraHn3aumm, OCyLLecTBAsowmne
obpalleHne nekapcTBeHHbIX CpeacTB AN MEAULMHCKOro NpUMEHEHWs, NyTeM perncrpaumm mnobbix CBA3AHHbIX C
ux obpalieHnem onepauui, NpuM KOTOPbIX U3MEHSIETCS WX KOMMYECTBO U (MfM) COCTOsIHME, B crneumnasnbHbIX
XypHanax yvyeTta onepauun, cBsa3aHHbIX ¢ obpalleHmeM NekapCTBEHHbIX CPEACTB A1 MEOULUHCKOrO NPpYMEHEHMS
(oanee - cnewumanbHbIe XXypHanbl).

4. TpaBuna perucTpauum onepauun, CBsI3aHHbIX C OOpalleHWeM JeKapCTBEHHbIX CPeacTB  And
MEOMLMHCKOrO NMPUMEHEHMS, BKIIOYEHHbIX B MEPeYeHb NekapCTBEHHbIX CPEACTB ANA MEeOULMHCKOrO NPUMEHEHNS,
noanexawmx nNpeaMeTHO-KONMYECTBEHHOMY YYETY, B CneumarnbHbIX XypHanax U npasuna BeOeHUs U XpaHeHUs
cneumarnbHbIX XXypHaroB YTBEPXKOATCS YNOIHOMOYEHHbIM doefepanbHbIM OPraHOM MCMONMHUTENbHOW BNacTy.

5. KoHTponb 3a cobnogeHnem npasun perncrpauun onepauui, CBsi3aHHbIX C o6palleHNeEM NeKapCTBEHHbIX
CPeAcCTB ANst MEAULMHCKOrO NPUMEHEHNS], BKIMIOYEHHbBIX B MEpeYeHb NEKAapCTBEHHbIX CPeacTB AN MeOULMHCKOro
NPUMEHEHWS, MOAMNeXalmx npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, B CreumarbHbIX XypHanax, a Takke 3a
cobnogeHnem npaBun BEAEHMS M XPaHEHMS1 CheuManbHbIX >KYpHanoB Bo3naraetcsl Ha YNoSIHOMOYEHHbIE
deneparnbHbie OpraHbl MCMOMHUTENBHOW BNacTU WM OpraHbl UCMOMHUTENBHOW BriacTu cybbekToB Poccuiickon
depepaumu, ocyllecTBNALLME NULEH3NPOBAHNE NPOU3BOACTBA JIEKAPCTBEHHbIX CPeacTB, dhapmaueBTUYECKON
OEeATEeNbHOCTU U MEeOULMHCKON OeATENbHOCTU, U OCYLLECTBNAETCA B paMKaxX NMLEH3UOHHOIO KOHTPONS.

asa 11. YHUUTOXEHUE NEKAPCTBEHHbIX CPEACTB
CraTbsa 59. OcHOBaHUA 1 NOPSOOK YHUUTOXEHNS NIEKapCTBEHHbIX CPEACTB

1. HepobpokayecTBeHHbIE NEKAPCTBEHHbIE CPeACTBa, (panbCcMdULMpPOBaHHbIE NEKapCTBEHHbIE CpeacTBa
nognexaT U3bATUI0 M3 ODbpalleHns U YHUUTOXEHUIO B nopsigke, ycTaHoBrneHHom [MpaBuTensctBoM Poccuiickoin
®epepaumn. OCHOBaHMEM AN  YHUUTOXEHWUS FEKAPCTBEHHbIX CPEeACTB SABMSETCA pelleHne Bnagernbua
NeKapCTBEHHbIX  CpPeAcTB, pPeELleHMe  COOTBETCTBYHOLLEro  YNOfIHOMOYEHHOrO  (hedepanbHOro  opraHa
NCMNOMHUTENbHOW BNacTu UMK peLleHne cyaa.

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

2. KoHTpadhakTHble neKapCTBeHHble cpeacTBa nognexar U3bATUMIO M3 0BpalleHuns U YHUYTOXEHU Mo
peweHno cyda. [lopagok YHUUTOXEHUS  KOHTpadaKTHbIX JIEKApPCTBEHHbIX CPEACTB  YCTaHaBNUBAaETCS
MpasuTtenscTtBom Poccuiickon ®eagepaunn.

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

3. Pacxopgpl, CBA3a@HHbIE C YHUUYTOXEHNEM KOHTPAaKTHbIX NIEKAapPCTBEHHbIX CPEACTB, He40bpOoKayeCTBEHHbIX
nekapCTBEHHbIX cpeacTB, hanbCUULMPOBaHHLIX JTEKAPCTBEHHbIX CPEACTB, BO3MELLAIOTCH UX BNnagernbLeMm.

4. Brnapgeney nekapCTBEHHbLIX CPeACTB AOIDKEH MpeacTaBuMTb B YMOMHOMOYEHHBIN beaepanbHbli opraH
NCMNONMHUTENBbHOW BNacTu AOKYMEHT UM 3aBEPEHHYIO B YCTAHOBINEHHOM MOPSIAKE €ro Konut, NoAaTBepxaatolime
haKT YHUUTOXEHUS NTEKAPCTBEHHbIX CPEACTB.

5. CoOTBETCTBYIOLLMIN YMNOMHOMOYEHHbIV deaepanbHbIi opraH WUCMNOMHUTENbHOW BRAcTW, NPUHSBLLUIA
pelleHne 06 YHUUTOXEHUN NeKaPCTBEHHbIX CPEACTB, OCYLLECTBIAET KOHTPOSIb 32 UX YHUUTOXEHNEM.

6. YHUYTOXEHME NeKkapCTBEHHbIX CPeACTB NMPOV3BOAMTCS OpraHu3auusiMv, UMEKLUMU COOTBETCTBYIOLLYIO
NVLUEH3No, Ha cneuvanbHO 00O0pyooBaHHbIX Mfowagkax, MOnuMroHax W B cneumanbHO 060pyAoBaHHbIX
nomelleHmax ¢ cobrniogeHmem TpeboBaHuM B 0ONacTu OxpaHbl OKpYXawlwen cpeabl B COOTBETCTBUM C
3akoHogartenscTBoM Poccuickon degepaumm.

7. HapkoTuyeckue  nekapCcTBEHHble  CPeAcTBa, MCUXOTPOMHbIE  FeKapCTBEHHble  CPEeACTBa,
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pagnocdapmMaleBTUYECKME TNEKAPCTBEHHbIE CPeacTBa YHMUTOXAKOTCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuinckon ®egepaumu.

Fnasa 12. TOCYOAPCTBEHHOE PEIY/IMPOBAHUE LEH
HA NNEKAPCTBEHHbBIE NMPEMNAPATbI ANiA MEOAUUUWHCKOIrO NPUMEHEHUA

Cratba 60. [ocygapcTBeHHOE perynupoBaHue LieH Ha nekapCTBEHHble npenapaTbl AN MeLMLMHCKOro
NpUMeEHeHMs

[ocyaapcTBEHHOE perynuMpoBaHMe LeH Ha fiekapCcTBEHHble npenapatbl ANd MeAULMHCKOrOo MpUMEHEHUs
OCYLLEeCTBNAETCSA NOCPEeACTBOM:

1) yrBepxaeHus [MpaBuTenbcTtBoM Poccuiickon ®Pepepaunm NepeyHs KU3HEHHO HeOoOXoaUMbIX U
Ba)XHENLINX fEeKapCTBEHHbIX NpenapaToB, KOTOPbIn COpMUPOBaH B YCTAHOBNEHHOM WM MOPSAKE Ha OCHOBE
KOMMJTEKCHOM OLIEHKWN NEeKapCTBEHHbIX MpenapartoB, BKMNKOYas aHanu3 CBEAEHWN O CPpaBHUTENbHOM KITMHUYECKOM
appekTnBHOCTM N 6E30MacHOCTUN NEeKapCTBEHHOMO CPeACTBa, OLEHKY 3KOHOMUYECKUX NOCMNeACTBUMA NPUMEHEHUS
NeKapCcTBEHHOro cpeacTBa U U3ydYeHne JONOMHUTENbHbBIX NOCNEACTBUN NPUMEHEHMUS NNEKAaPCTBEHHOMO CPeaCcTBa;
(n. 1 B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-$3)

2) yTBEpPXOEHUS METOOUKM YCTAHOBMEHWS MPOU3BOAUTENSIMUA JIEKAPCTBEHHbIX NpenapaToB MnpeaenbHbIX
OTNYCKHbIX LIEH HA NEKapCTBEHHbIE NpenapaTbl, BKIMOYEHHbIE B NepeYeHb KU3HEHHO HEOBXOOMMbIX U BaXKHENLLIMX
NeKapCTBEHHbIX NpenapaTtos, a Takke BHeAPEHNS MeXaHU3MOB (POPMMPOBAHMSA CUCTEMbI pedPePEHTHbIX LIEH;

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

3) rocyOapCTBEHHOW perucTpauuyM yCTaHOBMEHHbIX MNPOU3BOAMTENSIMU  FIEKAPCTBEHHbLIX NpenapaTtos
npeAenbHbIX OTNYCKHbIX LIEH Ha NIeKapCTBEHHbIe Npenaparbl, BKIIOYEHHbIE B NEpPeYeHb XXU3HEHHO HEOBXOAMMBIX U
BaXKHENLLUNX NIeKapCTBEHHbIX NpenapaTos;

4) BegeHNs rocygapCTBEHHOrO peecTtpa npeaenbHbIX OTMYCKHbIX LleH NPOu3BOAUTENEN Ha NEeKapCTBEHHbIe
npenapaTbl, BKIIOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOOUMbBIX U BaXKHEWLLMX NEKAapPCTBEHHbIX NpenapaTtos;

5) yTBEpXAEHMS METOAMKM YCTAHOBMEHWS OpraHamMn WCMNOMHUTENbHOW BnacTn cybbekTtoB Poccuiickon
depepaumun npefenbHbiX pa3MepoB OMNTOBbIX HagbaBoOK W npederibHbiX pa3mMepoB PO3HUYHBIX HagbaBoOK K
aKTUYECKUM  OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MNPOU3BOAUTENAMU FEKapCTBEHHbIX MpenapaTtoB, Ha
NeKapcTBEHHbIe npenapaThbl, BKIYEHHbIE B MEPeYEHb XU3HEHHO HEOOXOAMMBIX U BaXHENLINX NEKAapCTBEHHbIX
npenapartos;

6) ycTaHOBNeHMs1 npefesfibHbIX pa3MepoB ONTOBbIX HagbaBOK W MNpederibHbIX pas3MepoB PO3HUYHbIX
HaabaBoOK K pakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM NPON3BOAUTENSAMM NTEKAPCTBEHHbIX NpenapaTos, Ha
NeKapcTBeHHble npenapaTbl, BKIOYEHHbIE B MepevYeHb XU3HEHHO HEOOXOAMMBIX U BaXXHEMLINX NeKapCTBEHHbIX
npenapartos;

7) yTBEPXAEHUS NopsgKa Bblgavyv NpeanucaHvin opraHam UCMONTHUTENbHOM BNacTu cybbekTtoB Poccuiickomn
degepaumn 0 npvBedeHUMM B COOTBETCTBME C 3akoHogaTenoCcTBom Poccuiickon ®epepaumun pelleHun o6
YCTaAHOBMNEHMM NpefenibHbiX pasMepoB ONTOBbIX HAAO0aBOK M MpeAernbHbIX Pa3MepoB PO3HMYHBIX HaabaBoOK K
aKTUY4ECKUM  OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM MPOU3BOAMTENAMM JEKapCTBEHHbIX MpenapaToB, Ha
NeKapCcTBEHHbIe npenapaThbl, BKIYEHHbIE B MEPEYEHb XUSHEHHO HEOOXOAMMBIX U BaXHENLINX NEKAaPCTBEHHbIX
npenapaTtoB, €Cnv OHWU MPUHATBI C HapylleHMeM 3akoHopaTtenbcTBa Poccuickon depepauum, B nopsake,
ycTaHoBneHHoM lNpaBuTtensctBom Poccuiickon Pepepaumu;

8) HanpaBneHus ynonHOMOYEeHHbIM dedeparibHbiM  OpraHoM WUCMOMHUTENBbHOW BRacTM  opraHam
ncnonHuTensHoW Bnactu cybbekToB Poccuiickon depepaumv npegnucaHMn O NpUMBEAEHUMU B COOTBETCTBUE C
3akoHogatenbctBoM Poccunckon defepaunm NpUHATBIX C  HapyleHWeMm 3akoHodaTtenbcTtBa Poccuiickon
depnepaumn pelleHnii 06 yCTaHOBMNEHUN MpedeNibHbIX pa3MepoB OMTOBbLIX HaA0aBOK M MpedenibHbIX pa3MepoB
PO3HMYHbIX HAAbaBOK K LleHaM Ha NekapcTBeHHble Npenaparbl, BKNIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOQMMbIX
N BaXXHENLUNX NEKAaPCTBEHHbIX NpenapaTtos;

9) ocyuwiecTBrneHus dgenepanbHOro rocygapCTBEHHOrO Haasopa B cdepe obpalleHusi nekapCTBEHHbIX
CPEACTB U PErmoHasnibHoOro rocyaapCTBEHHOIO KOHTPOSS 3a NMPUMEHEHWEM LieH Ha JeKapCTBEHHble MnpenapaTbl
COOTBETCTBEHHO  YMOSIHOMOYEHHbIMN  ddefeparnbHbiMX  OpraHaMm  UCMOSTHUTENbHOM  BNacTM M OpraHamu
UcnonHUTensHom BnacTn cybbektoB Poccuiickon ®egepauumn CornmacHo MX KOMMETEHUMM B MOPSAKe,
ycTaHoBneHHoM [NpaBuTtensctBom Poccuiickon Pepepaumu;

(n. 9 B pea. ®enepansHoro 3akoHa o1 25.06.2012 N 93-93)

10) npumeHeHNs NpedyCcMOTPEHHbIX 3akoHoAaTenbcTBOM Poccunckon ®efepauum mep oTBETCTBEHHOCTU 3a

HapyLleHne nopsigka LeHoobpa3oBaHMs Ha XXU3HEHHO HEOBXoANMbIE N BaXKHENLLIME NEKAapPCTBEHHbIE NpenapaTbl.

Ctatbs 61. Focyp,apCTBeHHaﬂ perncTtpauna ycCctaHaBliMBaeMbIiX NPOU3BOOAUTENAMU J€KapCTBEHHbIX
npenapartoB npenesnbHbIX OTNYCKHbIX LUEeH Ha JekapCTBEeHHble npenapartbl, BKIKOYEHHblIe B Nepe4yeHb XWU3HEeHHO
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HeOoBX0AMMbIX U BaXKHENLUNX NEKapCTBEHHbIX NpenapaToB
(B pea. PegepanbHoro 3akoHa ot 08.03.2015 N 34-03)

1. YcTaHaBnvBaemble NPOU3BOAMTENSMM NEKAPCTBEHHbIX NpenapaToB npeferibHble OTMYCKHble LieHbl Ha
NneKapCcTBEHHblE npenapaTbl, BKMOYEHHbIE B MEPEYEeHb XXM3HEHHO HEOOXOAMMbLIX U BaXXHEWMLLINX NEKapCTBEHHbLIX
npenapaTos, NoAnexar rocyaapCTBEHHON perncTpaunm B nopsake, yctaHoBneHHoM lNMpaButenscTBoM Poccunckom
degepauymm.

(vyacTtb 1 B pean. PegepanbHoro 3akoHa ot 08.03.2015 N 34-93)

2. Ha ocHoBaHuM nogaHHoro go 1 okTabps Kakgoro roga 3asiBieHUs MPOU3BOAUTENS NeKapCTBEHHbIX
npenapaToB, BKITHOYEHHbIX B MepeYeHb XMU3HEHHO HeobXOOMMbIX W BaXKHEWMLLIMX ITeKapCTBEHHbIX NpenapaTos,
3aperncTpupoBaHHasl  npedenbHas  OTMYCKHAs LeHa Ha  JIeKapCTBEHHbI  Mpenapat  MoXeT  ObiTb
nepeperucTpupoBaHa OAMH pa3 B KaneHgapHOM rogy B nopsigke, yctaHoBneHHom [lpaBuTtenscTtBoM Poccuiickon
depgepaumm.

(vacTb 2 B peqn. PegepanbHoro 3akoHa ot 08.03.2015 N 34-93)

2.1-2.2. Ytpatunu cuny ¢ 1 utonsa 2015 roga. - PepepanbHbili 3akoH ot 08.03.2015 N 34-03.

3. PacuyeT npepenbHbIX OTMNYCKHbIX LEH, yKasaHHbIX B 4YacTax 1 M 2 HacTodAwemn crtaTbW, Mpu uUX
rocygapCTBEHHOW perucTtpaumMm unuv nepeperncrpaumm OCyLWEeCTBNSETCS B COOTBETCTBMM C  METOAMKOW,
yTBepxaeHHon MNMpasutenbctBoM Poccunckon degepaumm n yunTbIBaOLEN, B YHACTHOCTH:

1) cobniogeHne 6anaHca nHTepecoB NoTpebuTenen nekapCTBEHHbIX NPenapaToB, BKITOYEHHbIX B NepeyeHb
XWU3HEHHO HEOOXOOAMMBIX W BaXKHEWLIMX NEeKapCTBEHHbIX MpenapatoB, M MNpPOM3BOAUTENEN NEeKapCTBEHHbIX
npenapaToB, BKMIOYEHHbIX B MepevYeHb XU3HEHHO HEOOXOAMMBIX 1 BaXKHEWLLMX NEKAPCTBEHHbIX NpenapaTos;

2) dhakTnyeckyo OTMYCKHYIO LIEHY Ha NeKkapcTBEHHble npenapaTtbl B Poccuiickon depepaumm, LeHy BBO3a
nekapcTBeHHbIX npenapaToB B Poccuiickyto ®degepaumio, a Takke LeEHbl Ha aHanornyHble NeKapCTBEHHble
npenapaTbl, Haxoaswuecs B obpalweHun B Poccuinckon degepaumu;

3) 3aTpaTbl NPOM3BOANTENSA NEKAPCTBEHHOIO NpenapaTta Ha NPOU3BOACTBO M peanu3aunio NeKkapCTBEHHOMO
npenapara;

4) ueHy Ha NekapCTBEHHbIN NpenapaTt MHOCTPAHHOIoO NPOU3BOACTBA, €ro LeHy B CTpaHe NPOU3BOAUTENS U B
CTpaHax, B KOTOpbIX npenapaTt 3apeructpupoBaH wu (MnM) B KOTOpble MOCTaBMSETCA MHOCTPAHHbLIM
npovssBoguTenem.

(vactb 3 B pen. PegepanbHoro 3akoHa ot 08.03.2015 N 34-93)

4. He ponyckatoTca peanusaumst U oTNyCK NeKkapCTBEHHbIX NpenapaToB, BKITOYEHHbIX B NepeYeHb XU3HEHHO
HEOOXOOUMBIX W BaXHEMWLWIMX NEKapCTBEHHbIX MpenapatoB, Ha KOTOpble MPOM3BOAUTENSAMWU FEKAPCTBEHHbIX
npenapaToB He 3aperncTpupoBaHa npefernbHasi OTMYCKHAs LeHa, peanusauus M OTNycK MpOoU3BOAUTENSAMMU
nekapCTBEHHbIX NpenapaToB Mo LieHaM, NPeBbilLaLWUM 3aperMcTpMpoBaHHble NpeferibHble OTMYCKHbIE LieHbl Ha
neKkapcTBeHHble NpenapaTbl.

(4yacTtb 4 BBegeHa PepepanbHbiM 3akoHoM OoT 08.03.2015 N 34-93; B pea. PegepanbHoro 3akoHa ot 03.07.2016 N
350-93)

5. OcobeHHOCTM rocygapCTBEHHOIO perynnmpoBaHvs npefernbHbiX OTMYCKHbIX LIEeH Ha JeKapCTBEHHble
npenapaTtbl, BKMOYEHHbIE B MEepeYeHb XXU3HEHHO HEOOXOAMMBIX U BaXXHEWLIUX FeKapCTBEHHbLIX MpenapaToB, B
3aBUCUMOCTU OT 3KOHOMMUYECKUX U (MNKN) couMarnbHbIX KPUTEPUEB (M3MEHEHME YCNOBUIK, nopsigka M CTOMMOCTU
NpovM3BOACTBA JIEKAPCTBEHHbIX NpenapaTtoB, MWCNOMNb30BaHWE HOBbIX (OPM, METOAOB M CnNocobos
rocy4apCTBEHHOrO perynupoBaHusA LIeH Ha JeKkapCTBEHHble MpenapaTtbl, B TOM 4YMCle Ha OCHOBE MexaHu3ma
pecepeHTHOro LeHoobpa3oBaHnsl, UISMEHEHUIN NOPSAAKa OKa3aHWs MEOULVHCKOW MOMOLUM, U UHbIE U3MEHEHUS)
ycTaHasnuatotcs lNpaButensctsoM Poccunckon degepaumn.

(4yacTtb 5 BBegeHa ®egepanbHbiM 3akoHOM oT 08.03.2015 N 34-03)

Cratbs 62. rocyﬂ,apCTBeHHbIVI peecTp npenesibHblIX OTMYCKHbIX LEeH npowsso,u,MTeneﬁ Ha JeKapCTBEHHbIE
npenapartbl, BKINKOYEHHbIE B NepeyYeHb XN3HEHHO HeobX0AMMbIX N BaXKHENLLMX JIeKapCTBEHHbIX NpenapaToB

1. 3apeructpupoBaHHble MnpeferibHble OTMYCKHbIE LeHbl Ha JeKapCTBEHHbIe MpenapaTtbl, BKIOYEHHbIE B
nepeyvyeHb XM3HEHHO HEeOOXOAMMBIX W BaKHEWWIMX JIeKapCTBEHHbIX MpenapaToB, MOAMEXaT BKIHOYEHUIO B
rocyfapCTBEHHbIA peecTp MpedernbHbIX OTNYCKHbIX LUeH Mpou3BOAUTENer Ha neKapCTBEHHble npenaparhl,
BKITHOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOOUMBIX Y Ba)KHENMLLMX NTEKapCTBEHHbIX MpenapaTos.

2. ['ocypnapCTBEHHbIN peecTp npeferibHbIX OTMYCKHbIX LeH Npon3BoauTenen Ha nekapcTBeHHbIe npenaparhl,
BKITHOYEHHbIE B MEePeYeHb XN3HEHHO HEOOXOOUMBIX U BaXKHEWLINX NEKapCTBEHHbIX NpenapaToB, coaepxuT B cebe
crnepyoLyo nHopMaumio:

1) HauMmeHoBaHWe pJdepxaTens wWnuM Bnagenbla PerucTpauMoHHOrO YAOCTOBEPEHUS NEeKapCTBEHHOMO
npenapaTa, HauMeHoBaHMe MPOU3BOAUTENS NEKapCTBEHHOro npenaparta, MeCTO HaxXoXAEeHUs NMPOU3BOACTBEHHbIX
nnowanaok, y4acTeyoLwwmnx B NpoLiecce Npon3BoACcTBa NekapCTBEHHOro npenapara, ¢ ykasaHnem crtaguv npouecca
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NpOU3BOACTBA;
(n. 1 B peq. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

2) HaMMeHOBaHWe NekapCTBEHHOro npenapata (MexayHapogHOe HemnaTeHTOBaHHOe, UMK rpynnupoBOYHOE,
UNN XMMUYECKOE N TOProBOE HaMMEHOBaHWS);

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

3) HoOMep perncTpaLmMoHHOro yAoCTOBEPEHUS NeKkapCTBEHHOrO nNpenapaTa;

4) nekapctBeHHas ¢opma C ykasaHWem [O3MPOBKM NEKapCTBEHHOrO npenapaTta W ero Konuyectsa BO
BTOPWUYHOM (MOTPEeBbUTENBCKOWN) YNAKoBKe, a TakKe KOMMIEKTHOCTb;

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

5) sapeructpupoBaHHas npegenbHas OTNycKkHasa LieHa B pyonsx;

6) Jata u HOMep npukasa YMNOJIHOMOYEHHOro eaepanbHOro opraHa WCMNOMHUTENbHOW BRactn o
rocy4apCTBEHHOW perncrpauuu, nepeperncrpaumn npegenbHon OTMYCKHOW LieHbl Ha fleKapCTBEHHbIW npenapar,
BKJTHOYEHHBIN B NepeYeHb XU3HEHHO HEOOXOANUMBIX Y BaXKHENLLMX NEeKapCTBEHHbIX NpenapaTos;

(n. 6 B peq. PegepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

7) LWUTPUXOBOWN KOA, HAHECEHHBIN Ha BTOPUYHYLO (MOTPEeOMTENBCKYI) YNaKOBKY flekapCTBEHHOMO Npenapara;
(n. 7 BBepeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8) Koo nekapcTBEHHOro npenapata MO aHaTOMO-TepaneBTUYECKO-XMMUYECKOW  Knaccudukaumum,
pekoMeHAoBaHHOW BcemMumpHon opraHm3aumven 3gpaBooxXpaHeHus.

(n. 8 BBeaeH ®epeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3. locypapctBeHHas peructpauus npegernbHbIX OTMYCKHbIX LEH Ha JieKapCTBEHHble npenaparhbl,
BKIMIOYEHHbIE B MEpPeYeHb XWU3HEHHO HEOOXOAMMBbIX W BaKHEWLLMX JeKapCTBEHHbIX NpenapaTtoB, BeAeHue
rocy4apCTBEHHOIO peecTpa npedesnibHblX OTMYCKHbIX LIEeH MPOW3BOAWUTENEN Ha NeKapCTBEHHble npenapaThl,
BKITHOYEHHbIE B MepeYeHb XU3HEHHO HEOOXOAMMbIX N BaXXHENLLMX NIEKAapCTBEHHbIX NpenapaToB, OCYLLECTBNSATCA
B Nopsiake, yctaHoBrneHHoM [paButensctBoMm Poccuinckon denepaumm.

Cratba 63. YcTaHOBNEeHMe opraHamu WCMNOSHUTENbHOW Bractu cyobekToB Poccuiickon ®egepaunmn
npeaenbHbIX pasMepoB OMTOBbIX HAA0aBOK W NpeferibHbiX Pa3MepoB PO3HUYHbIX HaAb0aBoOK K PaKTUHECKUM
OTNYCKHbIM LIEHaM, YCTAHOBIEHHbIM MPOU3BOAUTENSIMU FNEKAPCTBEHHbIX MpenapaTtoB, Ha IeKapCTBEHHbIE
npenapaTtbl ANA MEQULUHCKOrO NPUMEHEHNs

1. OpraHbl ncnonHuTenbHOW Bractu cybvektoB Poccunckon degepauny ycTaHaBnNuBaKT MNpederibHble
pas3Mepbl ONTOBbIX HAaAbaBOK U NpeaerbHble pasMepbl PO3HUYHbIX HaabaBoK K (hakTUYeCKMM OTMYCKHbIM LieHaMm,
YCTaHOBMEHHLIM NPOU3BOAUTENSAMU NIEKapCTBEHHbLIX NPenapaToB, Ha fNeKkapCTBeHHbIE npenaparbl, BKIOYEHHbIE B
nepeyeHb XU3HEHHO HeOOXOAMMBIX M BaXKHEMLLUX NeKapCTBEHHbIX MpenapaToB, B COOTBETCTBUN C YTBEPKAEHHOM
B nopsiake, yctaHoBrieHHoM [lpaBuTensctBoM Poccuitickon ®Pepepaumn, MeTOOAMKOW YCTaHOBIEHWUS opraHamu
ncnonHuTenbHoM Bnactn cybbekToB Poccunckon Pegepaumn npegernbHbIX pasMepoB OMNTOBbIX HaAbaBoK U
npedenbHbIX Pa3MepoB  PO3HUYHbIX HaAbaBoK K  (paKTMYECKMM  OTMYCKHbIM  LEeHaMm, YCTaHOBIIEHHbIM
npou3BoaUTENSMU NEKapCTBEHHBLIX MpenapaToB, Ha fekapCcTBeHHble npenaparbl, BKOYEHHbIE B MNepeyveHb
XKW3HEHHO HEOOXOAUMBIX W BaXHEMWWX NeKapCcTBEHHbIX npenapartoB. [IpoekTbl pelleHuin opraHoB
ncnonHuTenbHon Bnactn cybbektoB Poccunckon ®egepauumn 06 ycTaHOBREHUM U (UNK) UBMEHEHUN NpefenbHbIX
pa3MepoB ONTOBbLIX HAAbaBOK M NpeernbHbIX Pa3MepoB PO3HUYHbIX HaABaBOK K (hakTUYeCKMM OTNYCKHbIM LieHaM,
YCTaHOBMEHHbIM NPOM3BOAMTENSAMY JIEKapCTBEHHbIX NPEnapaToB, Ha fiekapCTBEHHbIe npenaparbl, BKOYEHHbIE B
nepeyvyeHb XU3HEHHO HeOOXOAMMbLIX UM BaXKHEMWUX NEeKapCTBEHHbIX MpenapaToB, MOAMEeXaT COrnacoBaHul C
denepanbHbIM OpraHoM UCMOMHUTENBHOW BNACTW, YNONMHOMOYEHHBIM OCYLLECTBNATL NPaBoOBOE perynuposaHve B
cdhepe rocyaapCTBEHHOrO perynupoBaHusa LeH (TapudoB) Ha ToBapbl (ycriyru), B nopsgke, ycTaHOBNEHHOM
MpasutenbctBoM Poccuiickon ®epgepaunn.

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

2. OpraHusauumm onToBOW TOProBnu M (MNK) anTeyHble opraHn3auuun, NHAMBKUAYyarnbHble NpeanpuHMMaTeny,
nMelLwmne nNUUEH3N Ha dapMaueBTUYECKY0 OEesATeNbHOCTb, OCYLECTBMAIT peannsauunio NeKapCcTBEHHbIX
npenapaToB, BKMIOYEHHbIX B NepeYeHb XU3HEHHO HEeOOXOAMMbIX M BaXKHEMWLMX NeKapCTBEHHbIX NpenapaTos, Mo
LeHaM, ypOBEeHb KOTOPbIX HE MPEeBbILAET CyMMY (PakTUYECKON OTMYCKHOW LieHbl, YCTaHOBMEHHOW NPO3BOANTENEM
neKkapcTBEHHbIX MpenapaToB 1 He NpeBbILAaoLWen 3aperMcTpMpoBaHHON NpeaernbHOM OTNYCKHOW LieHbl, 1 pasMep
onTtoBoW HagbaBku W (MnM) pasMep PO3HUYHOW HagbaBKM, He MpeBbllalrolWmne COOTBETCTBEHHO pa3smepa
npegenbHon onToBoW HagbaBku 1 (unn) pasmepa nNpeaenbHON PO3HMYHON HaabaBKW, YCTAHOBIEHHbIX B CyObekTe
Poccuiickon ®epepauuu.

3. OpraHbl McnonHUTenNbHOM BriacTu cyobekToB Poccuiickon ®epepaunn pasmelwarot B cetn "UHTepHeT"
nnM onybnvKoBbIBaOT MHOPMAaLMIO O 3aperMcTpupoBaHHON MpeaenbHOW OTMYCKHOW LieHe Ha NeKapCTBeHHble
npenapaTtbl, BKMOYEHHbIE B NepeyeHb XU3HEHHO HeOOXOOMMbIX U BaKHEWLMX fleKapCTBEHHbIX npenapartos, 06
YyCTaHOBMEHHbIX B cybbekTe Poccuiickon Penepaumm pasmepe npegenbHow onToBow Haabaeku v (unu) pasmepe
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npegenbHon pO3HWYHOM HagbaBKM K YCTAHOBMEHHBbIM  MPOM3BOAMTENSIMUA  JIEKAPCTBEHHbIX MpenapaToB
hakTMyecknm OTMYCKHbIM LieHaM Ha JieKapCTBEHHble MpenapaTbl, BKAYEHHbIE B MNEpPeYeHb KWU3HEHHO
HeoOXOAMMbIX Y BaXXHENMLLNX NEKAapCTBEHHbIX NpenapaTtoB, U 00 yKasaHHOW B YacTu 2 HACTOSILLEN CTaTby CyMMeE.
WHdopmaLms, npeaycMOTpeHHasa HaCTOosILLEN YacTblo, OIDKHA pas3MelLaTbCs Takke B anTeYHbIX OpraHn3aumsx B
OOCTYNHOW ANsA CBeAeHUsi BCEX 3aMHTepeCoBaHHbIX N1l oopme n 06HOBNATLCA NO Mepe ee onybrmMKkoBaHus.

4. TlpuHaTble C HapyweHuem 3akoHopaTenbctBa Poccuiickon depepauumn  pelleHns  opraHoBs
ucnonHutTeneHon Bractu cybbekrta Poccuiickon ®enepaumm o6 yctaHOBNEHUW NpeAenbHbIX pa3MepoB ONTOBbIX
HaabaBoK M npefernbHbIX Pa3MepoB PO3HWYHbLIX HaabaBOK K 3aperMcTpuMpoBaHHbIM MNpeAenbHbIM OTMYCKHbIM
LeHaMm Ha nekapCTBEHHble npenapartbl, BKMAOYEHHblE B MEepeyvYeHb XWU3HEHHO HEeOoDXOOAUMBIX W BadKHEMLUMX
nekapCTBEHHbIX NpenapaToB, noanexaT oTMeHe B cyaebHoM nopsgke.

Mnaesa 13. MOHUTOPUHI 9PDPEKTUBHOCTU N BE3ONMACHOCTHU
NEKAPCTBEHHbIX NPEMAPATOB, HAXOOALIUXCA B OBPALLEHUN
B POCCUNCKOU ®EOEPALIMN

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

Cratba 64. PapmakoHaa3op
(B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

1. JlekapcTBeHHble npenapaTbl, Haxogdwmecda B obpaweHun B Poccuickon ®epepauun, noanexat
MOHUTOPWHIY 3(PHEKTUBHOCTN N 6E30NacHOCTM B LensX BbISBNEHUS BO3MOXHbLIX HEraTMBHbLIX NOCNEACTBUMN UX
NPUMEHEHWs!, MHONBMAYANbHON HENePeHOCUMOCTH, NpeaynpexageHns MeaMuUHCKMX paboTHUKOB, BETEPUHAPHbLIX
cneumanucToB, NauMeHTOB WNW BnagenbLeB >XUBOTHBIX M UX 3aWMUTbl OT MPUMEHEHUS Takux NeKapCTBEHHbIX
npenaparos.

2. ®dapmakoHaas3op OCYLLeCTBMSETCA COOTBETCTBYIOLWNM YNOMHOMOYEHHbIM (befeparnbHbiM  OpraHoMm
WCMONMHUTENbHOW BracTu B YCTAHOBMIEHHOM WM MoOpsiAke NyTeM aHanmMsa npeaocTaBnsieMon cybbektamu
obpalleHnsi neKapCTBEHHbIX CpeacTB MHgopMauum O MOBOYHBIX OEWCTBUSIX, HEXenaTernbHbIX peakuusx,
Cepbe3HbIX HeXenaTemnbHbIX peakuusax, HenpeaBuaeHHbIX HeXenaTemnbHbIX peakuusx npu  NpuMeHeHUu
nekapcTBeHHbIX MpenapaToB, 00 WHAMBMOYANbHOW  HEMEPEHOCUMOCTW,  OTCYTCTBMM  3(PEKTMBHOCTU
nekapCTBEHHbIX MpenapaTos, a Takke 06 MHbIX hakTax u obcToaTenbCcTBax, NPeACTaBNSAOWNX YrPO3y XU3HU UNn
3[0pOBbLI0 YerioBeka NMBO XKMBOTHOFO MPU NPUMEHEHUWN NEKapCTBEHHbIX NPenapatoB U BbISBMEHHbIX Ha BCEX
aTanax obpalleHuns nekapcTBeHHbIX NpenapaTtos B Poccuiickon ®egepaumm n gpyrux rocygapcraax.

3. CybbekTbl oOOpalleHns neKkapCTBEHHbIX CPEACTB B MNOpsAKe, YCTAHOBMIEHHOM  YMOMHOMOYEHHbIM
deneparnbHbIM OpraHoOM MCMOMHUTENBHON BRacTu, 06s3aHbl cooblatb B YNOMHOMOYEHHbIN heaepanbHbi opraH
NCMOMHUTENbHOW BMAcTM O MNOBOYHBIX OEWCTBUSX, HeXenaTeNbHbIX peakuusix, CepbesHbiX HexenaTenbHbIX
peakumsix, HeNpeaBUOEHHbLIX HeXenaTemnbHbIX peakuusx Mpu MNPUMEHEHWM NEKApCTBEHHbIX MpenapaTtoB, 06
WHAMBUAOYaANbHOW HEMEPEHOCMMOCTU, OTCYTCTBMM 3(PEEKTUBHOCTU NEKAPCTBEHHBIX NpenapaTos, a Takke 06 UHbIX
dakTax n obcTosaTenbcTBax, NPEACTaBASOLWNX Yrpo3y XU3HU WM 300POBLH YenoBeka NnbBo >XMBOTHOMO Mpu
NPMMEHEHMN IEKapCTBEHHbIX MpenapaToB W BbISABMEHHBIX Ha BCex aTanax obpalleHus IeKapCTBEHHbIX
npenapaTtoB B Poccuiickon Peagepaumm n opyrux rocygapcraax.

4. [epxatenun wunuv BRagenblbl pPerucTpaunoHHbIX YOOCTOBEPEHUN NeKapCTBEHHbIX MpenapaTos,
lopMaMYeckMe nmua, Ha UMS KOTOPbIX Bbl4aHbl paspelleHns Ha npoBedeHMe KIMHUYECKMX KccnegoBaHun B
Poccuinckon ®egepauun, nubo ynonHOMOYEHHbIE MMMK Opyrue puguyeckne nuua B pamkax obecneyeHus
6e3onacHOCTV NeKkapCTBEHHbIX MpenapaTtoB B Mnopsigke, YCTaHOBMEHHOM COOTBETCTBYIOLUM YNOMHOMOYEHHbBIM
defepanbHbiM OpraHoOM MCMONHUTENBHON BRacTu, 06s3aHbl OCYWECTBAATbL NpueM, yyet, o6paboTky, aHanus u
XpaHeHue nocTynawwmux B MX agpec OT cybbektoB obpalleHus nekapCTBEHHbIX CpeacTB W OpraHoB
rocy4apCTBEHHOW BMacTM COOOWEHUA O MOBOYHbIX [OEWCTBUSX, HeXenaTenbHbIX peakuusix, Cepbe3HbIX
HexenaTtenbHbIX U HenpeaBUAEHHbIX HeXenaTenbHbIX peakunsx Npu NpMMEHEHUU fNeKkapcTBEHHbIX npenapaTos,
06 0COBGEeHHOCTAX WX B3aMMOAEWCTBMSA C APYMMU NEKapCTBEHHbIMW npenapaTtamu, WHOUBUAOYanbHOW
HenepeHoOCMMOCTH, a Takke 06 UHbIX bakTax N obCToATENLCTBAX, MPEACTaBMAILMX YTPO3Y XKU3HU UK 300POBbLI0
YyernoBeka NMBO XMBOTHOMO MMM BAMSIIOWLMX HA U3MEHEHME OTHOLLEHUSI OXUOAEMOM MOMb3bl K BO3MOXHOMY PUCKY
NpUMEHEHWS NekapCTBEHHbIX NpenapaTos.

5. Tllpy BbiSBNEHWM WHAPOPMALMN O Cepbe3HbIX HeXenaTenbHbIX peakuusx W HenpeaBuAEeHHbIX
HexernaTenbHbIX Peakuusix Npy NpMMEHEHMUN NeKkapCTBEHHbIX NpenapaTtoB, 06 0COBEHHOCTAX MX B3aUMOOENCTBUS
C OpYyrMMMX NeKapCTBEHHbIMU Mpenaparamu, MHAMBMAYaNbHOW HENepeHOCMMOCTM, a Takke 00 MHbIX dhakTax u
06CcTOATENBCTBAX, BAMSIOWMX HA U3MEHEHME OTHOLLEHUS OXuOaeMoun Nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs
nekapCTBEHHbIX NpenapaTtoB, AepXaTenu WnvM Bnagenblbl PErMcTpauMoHHbIX YOOCTOBEPEHWUNA NeKapCTBEHHbIX
npenapaToB, lopuauyveckne nuua, Ha WUMSA KOTOPbIX BblAaHbl pas3pelleHns Ha MpoBeAeHNe  KIMHUYECKUX
nccrnegosaHun B Poccuiickon ®enepauun, nmbo ynonmHOMOYEHHbIE UMW OpYrue topuandeckme nuua obsizaHbl
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NPVHATL MEpbl, HanpaBfeHHbIe Ha YCTPaHEeHWEe HeraTUBHbIX MOCNEACTBUN MPUMEHEHUS TaKUX JIEKapPCTBEHHbIX
npenapaToB, NpeaynpexaeHne NpUYMHEHNst Bpeaa XU3HW NN 300pOBbI0 YerioBeka Nnbo XXMBOTHOrO, 3aLuUTy UX
OT NPUMEHEHUS TaKUX NEKapPCTBEHHbIX MpenapaToB, Ha AOMONHUTENbHbIA COOp AaHHbIX 006 3dEKTMBHOCTU U
©e30MacHOCTM Takux NekapCTBEHHbIX NpenapaTos.

6. 3a HecoobLieHMe wnNn COKpbITUE WHOPMaUUW, NPEeayCMOTPEHHOW 4acTbid 3 HACTOsILLEN CTaTbMy,
Jepxatenu unu Bnagenblbl permcTpaumoHHbIX yOOCTOBEPEHMI NEKAPCTBEHHBLIX NpenapaTtos, puanyeckme nuua,
Ha MMS KOTOPbIX BbldaHbl paspelleHns Ha NpoBeAEeHMEe KIMMHUYECKUX nccnegosaHunm B Poccuiickon depepauuum,
nnbo ynorIHOMOYEHHbIE UMY ApYyrue Ipuandeckme nuua, a Takke AOMKHOCTHbIE nuua, KOTOpbIM 3Ta MHopMaums
cTana M3BecTHa Mo poay ux npodeccMoHanbHOW AeATeNbHOCTU, HEeCYT OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHogaTenbcTBoM Poccuinckon ®egepaunu.

7. Tpu nonydyeHun YMoONHOMOYEHHbIM doefeparnbHbiM OpraHoM WCMNONHUTENBHOW BNacTu B pamkax
OCYLLECTBMEHMS UM papmakoHag3opa [dokasaTenbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOro Mpenapara
YCTaAHOBMEHHbIM TPeOOBaAHUAM UNK MPU NOSy4EHMM UHOPMALMN O HECOOTBETCTBUMN AaHHLIX 06 3dEKTUBHOCTH
M o 0e30nacHOCTU JNEeKapCTBEHHOrO npenapata [OaHHbIM O JlekapCTBEHHOM nMpenaparte, COAePXallUMCs B
WHCTPYKLUMW MO €ero npUMeHeHuto (B TOM 4WCIie BbISIBNIEHHbIX B XO4€ OCYLLECTBIEHUs dapmakoHagsopa
KOHTPOSbHO-HAA30PHBIMW  OpraHaMu  MHOCTPaHHbIX rOCYAapCTB), YNONHOMOYEHHbIN deaepanbHbI - opraH
WCNONHUTENBHON BNACTU B YCTAHOBMNEHHOM MM MOPSIAKE paccMaTpuBaeT BONPOC O NPUOCTAHOBMAEHWUN NPUMEHEHNS
TaKoro fiekapcTBEHHOro npenapara.

CraTbs 65. [procTaHOBNEHWe NpMMEHEHNs NiekapCTBEHHOro npenapara
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. Tpyn nonyyeHun wHdOPMaUMM O HexXenaTemnbHbIX peakuusax npu MNPUMEHEHUN NeKapCTBEHHOIO
npenapaTta, He YKa3aHHbIX B MWHCTPYKUMM MO TMNPUMEHEHWIO JlekapCTBEHHOro npenaparta, CepbesHbIX
HexxenaTenbHbIX peakuusix, 06 0COBEHHOCTAX ero B3anMOAEeNCTBUS C APYrMMU JNIEKAPCTBEHHBIMU MpenapaTamu,
KOTOpble MOryT MNPEeACTaBnATb Yrpo3dy >KWU3HW WU 300POBbH  4YerioBeka MO0 XMBOTHOTO, a Takke O
HeCOOTBETCTBMM AaHHbiX 006 addeKkTMBHOCTM M O ©Oe30macHOCTM NeKapCTBEHHOro npenapata AaHHbIM O
nekapcTBEHHOM npenapaTte, COAepXawuMca B WMHCTPYKUMW MO €ero MpMMEHEHWo, B TOM 4ucne oT
YNONTHOMOYEHHbIX OPraHoOB WHOCTPaHHbIX roCyA4apcTB, OOMEH KOTOPOW OCYLLeCTBMASeTCHS B COOTBETCTBMMU C
cornaweHnsaMm Mexay yrnorHOMOY€EHHbIM begeparnbHbIM OpraHOM MCMOMHUTENbHOW BriacTU U YNONHOMOYEHHbIMU
opraHamu WHOCTPaHHbLIX FOCYAapCTB, YMNOMHOMOYEHHbI bedepanbHbii  OpraH WUCMOSIHUTENBHOM  BNacTu
paccmaTpvMBaeT BOMPOC O BO3MOXHOCTW MNPUOCTaHOBIEHNs obpalleHus Takoro nekapcTBEHHOro npenapaTta B
nopsiake, yCTaHOBIIEHHOM YMOJSIHOMOYEHHbIM dbefeparnbHbIM OPraHoOM UCTIOMHUTENBHOM BNacTy.

2. Tlpy HEUCNONHEHUM UNU HEHadanexawleM WUCMOMHEeHWW AepxaTensaMmy wnu  Bnagenbuamu
pervcTpauMoHHbIX YOOCTOBEPEHUI EKApCTBEHHbLIX MNpenapaToB, PUOUYECKUMW FMUAMKW, Ha MMS KOTOPbIX
BblJaHbl paspelleHnss Ha NpPOBEAEHUE KIUMHWYECKUX uccnedoBaHuii B Poccuiickon ®egepauun, uwmm
YNOJTHOMOYEHHBIMU MU OPYTUMU IOPUOUYECKUMN NULaMK 00siI3aHHOCTEN, YCTAaHOBMEHHBIX YacTaMn 3 u 4 cTtaTbm
64 HacToswero PefepanbHOro 3akoHa, NMMbo B crny4vasx NpeacTaBneHuss COOTBETCTBYIOLUM YNONTHOMOYEHHbBIM
defepanbHbIM OpraHoOM MCMOSNHUTENBHON BRAacTU 3akNiOYeHWss 0 HeJOCTOBEPHOCTM pe3ynbTaToB KIMHUYECKOrO
nccrnegoBaHUs NiekapCcTBEHHOro npenapara Ans MeauMLUHCKOro NPUMEHEHUS, KOTOPOe OCHOBAaHO Ha pesyrnbTaTax
NPOBEPKN MEOWLMHCKOW OpraHm3aumv, npoBOAMBLUEN YKa3aHHOE KIMHWYECKOe WccregoBaHWe C HapylleHueMm
npaBun Hagnexallen KIMHUYECKOW MpPaKkTWKW, U MpUBErno K NOMy4YeHU0 HEedOCTOBEPHbIX pes3ynbTaTtos, nubo B
crnyyae HeBbINOMHEHUSA MpeanucaHus, BblAAaHHOMO YMOSTHOMOYEHHbIM defepanbHbiM OPraHoM WCMOMHUTENBHON
BMacTM MO UTOraM OCYLLECTBMNEHMS BbIOOPOYHOrO KOHTPOMS KadecTBa JIeKapCTBEHHOro npenapara,
YNONTHOMOYEHHbIV dheepanbHbI OpraH UCMOSTHUTENbHOW BNAcTu B YCTAHOBMEHHOM MM MOpsiAKE paccMaTtpuBaeT
BOMPOC O NPUOCTAHOBIEHNM NPUMEHEHNSA TaKOro fiekapCTBEHHOIO Npenapara.

Cratba 66. MHdopmauums o pesynbTaTax papmakoHagsopa
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

YNONHOMOYEHHbIN doefepanbHbli OpraH WUCMOMHUTENbHOW BiacTW, OCYLIECTBASLWMA (apMakoHaasop,
Haxogswmxcsa B obpaweHnn B Poccuickon degepaumm, no pesynbtatam oapMakoHag3opa pasmeLlaeT Ha CBOEM
odmuymnansHoMm cante B ceTu "VIHTepHeT" MHMOPMauuio O NPUHATLIX PeLUeHUsX O BHECEHUW W3MEHEHWs B
WHCTPYKLUMIO MO NPUMEHEHWUI0 NeKapCTBEHHOro npenapaTta, O MPUOCTaHOBNEHUN NMPUMEHEHUS feKapCTBEHHOro
npenapata, 06 u3bATMM M3 OOpalleHWs NeKapCcTBEHHOro npenapata MM O BO30OHOBMEHWW MNPUMEHEHNS
nekapcTBeHHOro npenapara.

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

Mnaea 14. UH®OPMALIUA O NEKAPCTBEHHbIX MPEMNAPATAX
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Cratbs 67. MHopmauus o nekapcTBEHHLIX Npenaparax

1. VIHcbopMaums 0 nekapcTBeHHbIX nNpenapartax, oTnyckaemblx MO peuenTy Ha NekapCTBEHHbIN npenapar,
JOIMKHA coaepXaTbCs TOMbKO B CNeuManuM3vMpoBaHHbIX W34aHUAX, MpedHa3HaYyeHHbIX AN  MeOULMHCKUX,
dapmaLeBTUYECKUX, BETEPMHAPHbIX paboTHMKOB. NHdopmaLmnsa 0 nekapcTBeHHbIX NpenapaTtax Ans cneuManncToB
B obrnactu obpalleHus nekapCTBEHHbIX CPEACTB MOXET codepaTbCa B MOHoOrpadusx, CnpaBOYHMKAX, Hay4HbIX
cTaTbsiX, B JOKNaAax Ha KOHrpeccax, KOHepeHLMsiX, CUMMNO3uyMax, Hay4HblX COBETaX, a TakKe B MHCTPYKUUSIX MO
NPUMEHEHNIO NeKapCTBEHHbIX NpenapaTos.

2. ludbopmaums o nekapCTBeHHbIX Npenapartax, oTnyckaembix 6e3 peuenTa Ha NekapCTBEHHbIV nNpenapar,
MOXeT coepaTbCs B Nybnukaumnsix n obbsABMEHNsIX CPEeACTB MacCcoBOW MHAOPMAaLMK, CNeLnanm3npoBaHHbIX U
O0LWKMX MedvaTHbIX W3OAHWUSX, WHCTPYKUMSX MO MPUMEHEHUIO EKapCTBEHHbIX MpenapaToB, WHbIX WU34aHusX
cyObekTtoB 0OpalleHus nekapCcTBEHHbIX CpeAcTB. PeknamHble maTtepuansl O nekapCTBEHHOM MpenaparTe,
oTnyckaemom 6e3 peuenTa Ha NleKapCTBEHHbIN Npenapar, AOMKHbl COOTBETCTBOBATb MHCTPYKLMUM MO NPUMEHEHUIO
nekapCcTBEHHOro npenapara.

3. JonyckaeTcsa ncnonb3oBaHve nobbix MaTtepuanbHbIX HOCUTENEN, NO3BOMNSAILWNX XPaHUTb, NepeaaBaTb U
ncnonb3oBaTbh MHAOPMALMIO O NEKapCTBEHHbIX Npenapartax 6e3 ee CKaKeHUs.

naea 14.1. OTPAHUYEHUA, HANTATAEMbIE
HA OPIrAHU3ALNN, OCYLLUECTBNAIOWMUE OEATENBHOCTb
MO OBPALLEHUIO NIEKAPCTBEHHbIX CPEACTB

(sBegeHa dPepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

Cratbsl 67.1. OrpaHuyeHusl, Hanaraemble MNpU OCYLLECTBIIEHUN [OesITENbHOCTM B cdpepe obpalleHus
NeKapCTBEHHbIX CpeacTB

1. Opranmsauun, 3aHumarwLwmecs pas3paboTkon, NMPou3BOACTBOM W (MNM) peanu3aument nekapCcTBEHHbIX
npenapaToB ANs MEOULMHCKOrO MPUMEHEHUS, opraHM3auuy, obnagatoLme npaBaMy Ha UCMOfb30BaHNe TOProBOro
HaVMEHOBaHWsI NEKApPCTBEHHOrO npenaparta Anst MeWUMHCKOro MPUMEHEHUSA, OpraHn3auun ONTOBOW TOProBMu
NeKapCTBEHHbIMU CPEeACTBaMM, anTeyHble opraHmsaumm (Mx npeactaBuTenu, MHble U3NYECcKue U rpugudeckme
nuua, OCYLECTBMSIOWME CBOK [AEATENbHOCTb OT MMEHM 3TUX OpraHusaumi) B OTHOLUEHUN MEeOULIMHCKUX
paboTHMKOB M PYKOBOAUTENEN MEOULMHCKUX OpraHu3aumi He BrpaBe:

1) BpyyaTb nogapku, BbinnavvMBaTbh AEHEXHbIE CPEACTBA (3@ UCKITHYEHMEM BO3HArpaXKaeH1n No JOroBopam
npy MNPOBELEHUN KITMHUYECKMX WCCNeaoBaHUMIA NEKapCTBEHHbIX MNpenapaToB Ans MEeOULMHCKOTO MNPUMEHEHMS,
BO3HArpaXaeHu, CBSA3aHHbIX C OCYLLECTBIEHNEM MELMWLMHCKUM PaAabOTHMKOM Mefarormvyeckon u (Mnm) HayvyHom
OeATenbHOCTM), B TOM YMCIE ONnayvnBaTh pasBrievyeHus, oTablx, NPoe3s K MecTy OTAbIxa, a Takke npuBnekaTb K
y4acTuio B pa3BriekaTenbHbIX MEPOMPUATUSAX, MPOBOAMMbIX 3@ CHET CBOUX CPEACTB;

2) 3akno4aTh CornalleHns 0 HasHa4YeHUM UnNM pekoMeHaaumMm nauneHTam NekapcTBEHHbIX NpenapaToB Ans
MEOMULMHCKOTO MpPUMEHEeHMs (32 WCKIMIYEHMEM [OOMOBOPOB O MPOBEAEHUN  KIMHUYECKUX MCCreAoBaHWN
nekapCTBEHHbIX NpenapaToB NS MeAULMHCKOrO NPUMEHEHNS);

3) npepoctaBnATb 00pasubl fEeKapCTBEHHbIX NpenapaToB ANs MEOUUMHCKOTO MPUMEHEHUS B LEnsix
BPYyYEHUSA naumeHTaMm (3a WCKIHYEHWEM CryvyaeB, CBSA3a@HHbIX C MPOBEAEHWEM KIMMHUYECKUX WCCrefoBaHui
NeKapCTBEHHbIX NpenapaToB Afst MEAULMHCKOrO NPUMEHEHNS);

4) npenocTaBnATb HELOCTOBEPHYIO U (MNK) HEMONHYK MHEAOPMAaLMIO O NEKapPCTBEHHbIX npenapaTtax Ans
MEeLMLMHCKOro NPUMEHEHMS;

5) nocewatb ux B paboyee Bpems Ha paboyMx MecTax, 3a WCKIHYEHWEM CIydaeB, CBA3a@HHbIX C
NPOBEAEHUEM KITMHUYECKUX WCCNEeAOBaHWA JeKapCTBEHHbIX MpenapaTtoB AN MEeOWMUMHCKOrO MNMPUMEHEHUs], C
y4yacTMeM B Mopsiike, YCTAaHOBMEHHOM PYKOBOAMTENEM MEAWLIMHCKOW OpraHusauuun, B cobpaHusax MeanLMHCKMX
pabOTHUKOB M WHBLIX MEPOMPUSTUSAX, HaMpPaBIIEHHbIX Ha MOBbILEHME WX MPOGECCUOHANBHOIO YPOBHA WU Ha
npegocTaBneHne MHgopMauun, CBSAI3AHHOM C OCYLLECTBIIEHMEM MOHWUTOPUHra 6e30MacHOCTU NEKAPCTBEHHbIX
npenapaTos;

6) NobyxagaTb K BbINMUCBLIBAHWIO NIEKAPCTBEHHbLIX NPenapaToB AN MeaUUMHCKOro NpMMeHeHMs Ha BnaHkax,
cogepXawux MHopmaumio peknamMHOro xapakrepa, a Takke Ha peuenTypHbiX GraHkax, Ha KOTOpbiX 3apaHee
HaneyaTaHO HaMMEeHOBaHME NEKAapPCTBEHHOIO NpenapaTa A MegULMHCKOro NPUMEHEHMS.

2. Opranmsaumn, ykasaHHble B ab3ale nepBoM 4YacTu 1 HacTosiwen cratbu, U WX NpeacTaBuTeENn B
OTHOLLEHMM hapMaLeBTUYECKUX PAaOOTHNKOB 1 PYKOBOOMTENEN anTeYHbIX OpraHM3aunin He Bnpase:

1) BpyyaTb Nogapku, BbiNflayMBaTh OEHEXHbIE CpeacTBa, B TOM 4YuCIe OnfaynBaTth pas3BfieveHusi, OTAbIX,
npoesq K MecTy OTAbixa, U NpuBMeKaTb K y4acTUO B pasBriekaTeslbHbIX MEpPONpUATUSIX, NMPOBOAMMBIX 3a CYET
CBOWX CPEACTB;
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2) npepoctaBnsaATb 06pasuUbl NIEKAPCTBEHHbIX NpenapaToB ANs MEeOUUMHCKOrO NMPUMEHEHUS ONS BpyYeHUsi
HaceneHuo;

3) 3akn4aTth cornaweHnss 0 NPearnoXXeHUN HaceneHuo onpeaerieHHbIX NEKapCTBEHHbIX NpenapaToB Ais
MeAMLMHCKOro NPUMEHEHMS;

4) npenocTaBnATb HELOCTOBEPHYIO M (MNKU) HENONHYK MHEOPMAaLMIO O NEKapCTBEHHbIX npenapaTtax Ans
MEOMLIMHCKOrO MPUMEHEHMS,, B TOM 4YUCNE MMEKLWMX OAMHAKOBOE MeXAyHapoaHOoe HenaTeHTOBaHHoe
HanMeHoBaHue.

Cratba 67.2. TpeboBaHua K opraHusaumm M MpPOBEAEHUIO HAY4YHbIX MEPOMNPUATUI, UHBIX MEPOMNPUSTUN,
HanpaBfeHHbIX Ha MOBbILLEHNE NPOJECCUOHANBHOIO YPOBHSA MEAMLUHCKMX pabOTHUKOB MM Ha NpefocTaBneHne
NHGOPMaLIMK, CBSA3AHHOWN C OCYLLLECTBIIEHNEM MOHUTOPUHIa 6€30MacHOCTH NeKapCTBEHHbIX NpenapaToB

1. lpu npoBedeHWM HayYHbLIX MEPONPUATUA, WHBIX MEPONPUATUN, HaMNpPaBfEeHHbIX Ha MNoBblIEHWE
NpodeCcCUOHaNbHOIO YPOBHS MEOULMHCKUX PabOTHUKOB MW Ha NpeAoCTaBfeHne CBA3aHHOM C OCYLLECTBIIEHNEM
MOHWUTOPMHra ©e30MacHOCTU FeKapCTBEHHbIX MNpenapaTtoB WHGOPMauunM, OpraHM3yeMbiX OpraHM3auusiMu,
yKkasaHHbIMW B ab3aue nepBom vactu 1 ctatbu 67.1 HacToswero ®enepansHOro 3akoHa, Ux NpeacTaBUTENs MU U
(vnn) pmHaHcKMpyeMbIx 3a CHET CPeACTB 3TUX OpraHmM3aumi u nx NnpeacTaBuTenen, 3anpeLtaeTcsa NnpensaTcTBOBaTbL
Yy4acTUIO B yKa3aHHbIX MEPOMPUATUAX MHBbIX OpraHn3aumn, KOTopble NPON3BOASAT NN peanuayloT NeKkapCTBEHHbIe
npenapaTbl AN MEAWMUUHCKOrO MPUMEHEHMSI CO CXOXUM MeXaHu3MoM dhapMakonorm4yeckoro gencrsus, nnbo
co3gaBaTb OUCKPMMMWHAUMOHHbBIE YCMOBUA AN OOHUX YYaCTHWKOB MO CPaBHEHWIO C APYrUMW y4YacTHWUKaMK, a
NMEHHO:

1) NpegocTaBnATb Pa3fIMYHOE KONMYECTBO BPEMEHM ANsi BbICTYMMEHNA YHAaCTHUKOB, Pa3fiudHbIE NO pasMmepy
3aHMMaeMON nnowiagn Mecta AN AEeMOHCTpauuu obpasuoB fekapCTBEHHbIX MpenapaToB ANA MeAMLUHCKOro
NPUMEHEHUS UMW peKrnaMHblX MaTepuanoB O NeKapCTBEHHbIX npenapaTtax And MeauuMHCKOro NpuMEHeHuUs Ha
3KCMO3MLMAX, CTeHOaX, 3a WCKINIYEHMeM Cry4vaeB, ecriv Takve YCMNOBUS 3akpensieHbl B COornalleHusX 3TUX
opraHu3auui, ux npeacraBuTenen 0 PUHaHCMPOBAHUM YKa3aHHbIX MEPONPUATUA U OOYCNOBMNEHbI PasfUYHbIMA
3aTpaTamu y4aCTHWKOB Ha UX OpraHun3auuio;

2) ycTaHaBnuBaTb pa3Mep B3HOCAa ANS Y4aCTHUKOB MEPONPUSATUI, YKa3daHHbIX B ab3ale nepBoM HacTosILLEN
YacTu, NpPeBbIWAaoLWMIN CyMMY 3aTpaT Ha OpraHM3aumio ykasaHHbIX MeponpuaTui 1 BegyLwmn K Heo60CHOBaHHOMY
OrPaHMYEHUNIO YNCNa NX YHaCTHUKOB.

2. OpraHusaumm, ykasaHHble B ab3aue nepsBom yactu 1 ctateun 67.1 HacToswero ®egepanbHOro 3akoHa, ux
npeacraBuMTeNn, OCYLLECTBASIOWME OopraHn3aumnio n (unv) pmHaHcMpoBaHue MeponpuaTUi, yKasaHHbIX B Yactu 1
HacTosiLLen cTtaTbK, 00A3aHbl obecneymBaTb AOCTYN K MHGoOpMauuu O gaTe, MECTE M BPEMEHW NpoBefeHWUs
YKa3aHHbIX MeponpusaTURi, nnaHax, nporpaMmmax npoBefeHUs1 yKasaHHbIX MeponpuaTUiA U Temax, nnaHupyemblx
ONA pacCMOTpeHusi, COoCTaBe WX YYaCTHUKOB MyTEM pasMelleHUs COOTBETCTBYHLLEn WH(opMauum Ha CBOUX
oduumanbHblx cantax B cetn "VIHTepHeT" He no3gHee [OBYX MecsiueB A0 Hayana npoBefeHUs YKasaHHbIX
MEpPOMNpPUATUIA.

3. VHdopmaums o npoBedeHUM MeponpuATUA, YKasaHHbIX B 4acTu 1 HacTosilen cTaTbWl, B CPOK,
YCT@HOBMEHHbIN 4acTbio 2 HacTodAweWn cTatbW, [ormkHa ObiTb HanpaBneHa B degepanbHbin  OpraH
NCNONHUTENBHOW BNAcTU, OCYLLECTBNAIOWNA DYHKLUX NO KOHTPONIO U HaA3opy B cpepe 3apaBooOXpaHeHus, Ans
nocnegyloLero pasmeLleHns ee Ha opmumansHOM canTe 3Toro opraHa B cetn "UHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENbCTBA
POCCUNCKOW ®EQEPALIUX NPU OBPALLEHWUM NEKAPCTBEHHbLIX CPEACTB
1 BOSMELLEHUE BPEOA, MPUMUHEHHOIO 30OPOBbLIO NPAXXOAH
BCNEAOCTBUE NPUMEHEHWUA NEKAPCTBEHHbIX MPEMNAPATOB

CraTbsa 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHodaTtenscTtBa Poccuinckon ®egepauun npu obpaiieHum
nekapCTBEHHbIX CpeacTB

1. HapyweHwne 3akoHopaTenbctBa Poccunckon ®Pepepauumn npu obpalleHun IeKapCTBEHHbIX CPEACTB
BrneYeT 3a cobol 0TBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoAaTenbCTBOM Poccuiickon ®enepaunn.

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

2. 3a HenpeactaBneHue uHdopmauum u (MnNu) AaHHbIX, NPedyCMOTPeHHbIX HacTosawuM deaepanbHbIM
3aKOHOM, CyObekTbl 0bpalleHus neKapCTBEHHbIX CPeACcTB HeCyT OTBETCTBEHHOCTb B COOTBETCTBUMM C
3akoHogaTenbcTBoM Poccuiickon ®eagepaunn.

(4yacTb 2 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

Cratba 69. BoamelleHne Bpeda, MPUYMHEHHOTO 340POBbIO rpaxgaH BCNEACTBUE  MNMPUMEHEHWS
nekapcTBEeHHbIX npenapaTos
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1. MpounsBoguTens NekapcTBEHHOro nNpenapaTta 06s3aH BO3MECTUTb BpeA, NMPUYNHEHHBIN 300POBbLI0 rpaXkaaH
BCNeACTBUE NMPUMEHEHUS NEKaPCTBEHHOTO Npenapara, eCnun Joka3aHo, YTo:

1) nekapCTBEHHbLIN NpenapaT NPUMEHANCA N0 Ha3HAYEeHU0 B COOTBETCTBMU C MHCTPYKLUMUEN MO MPUMEHEHUIO
NeKapcTBEHHOro npenapaTta M NpuYMHON Bpeda SABUMCS BBOL B rpaxkaaHckum obopoT HeaobpokayecTBEHHOro
nekapCcTBEHHOro npenapara;

2) Bpend 340pOBbIO NMPUYMHEH BCREACTBME HEOOCTOBEPHOW MHGOPMAaLMK, CoOaepX)allenca B MHCTPYKUMK Mo
NPUMEHEHMIO NeKapCTBEHHOro nNpenapaTa, U3gaHHoN Npon3BOAMTENEM fNEeKapCTBEHHOrO nNpenapaTa.

2. B cnyyae, ecnu Bpeg 300pOBblO rpaxgaH NPUYUMHEH BCNeACTBME MNPUMEHEHUS FeKapCTBEHHOro
npenapaTa, npuweawero B HEroOOHOCTb B pe3ynbTaTe HapyleHWs MpaBuil XpaHEeHWs NeKapCTBEHHbIX CpeacTs,
npaBwi ONTOBOW TOProBfM fIEKapCTBEHHbIMY NpenapaTtamMu, NpaBui oTNycka NIeKapCTBEHHbIX NpenapaToB, NpaBuI
N3roTOBIMEHNsT U OTMyCKa JIeKapCTBEHHbIX MpenapaTtoB, BO3MELLEHME Bpeda OCYLLECTBMSETCH COOTBETCTBEHHO
opraHm3auven OnTOBOW TOProBNWM NEKAPCTBEHHbIMW CpeacTBaMuv, anTeyYHOW opraHusauven, HAMBUAYanbHbIM
npegnpvHumMaTeneM, MMEKLWUMN JNNLEH3NK0 Ha dapmaueBTUYECKY0 [OEeSTeNbHOCTb WM MMUEH3MI0  Ha
MEOMUMHCKYH [OEeaTeNbHOCTb, MEAMUUHCKOW OpraHusauven, MMENLen IULEH3NI0 Ha dapmaueBTUYeCKyto
OeaTenbHOCTb (ee 060c0obneHHbIM nogpasgeneHnem (ambynatopuen, denbawepckum n
denbalepcko-akylwepckuM NyHKTamu, UeHTpoM (oTAaeneHnem) obwen BpadvyebHOM (CEMENHOW) NpaKTUKM),
pacnonioXXeHHbIM B CENMbCKOM HAaCerneHHOM MNyHKTe, B KOTOPOM OTCYTCTBYeT anTevyHas opraHu3auus),
AONYCTMBLUMMW NPOZaxy Mnv OTNYCK TaKoro NekapcTBEHHOro npenapaTa.

(8 pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. BosmeleHve Bpeda, MPUYMHEHHOrO 340POBbLI0 rPaxgaH BCreacTBUE MPUMEHEHUS NEeKapCTBEHHbIX
npenapaToB UMM COBEPLUEHMS MPOTUBOMPABHbLIX AEWCTBUA cybbekTamu obpalleHus NnekapCTBEHHbIX CpeacTs,
OCYLLECTBMNAETCHA B COOTBETCTBUM C 3aKoHOA4aTeNnbCcTBOM Poccuiickon defepaumn.

Mnaea 16. 3AKJITIOYUTEJIbHbIE NMONOXEHNA

Cratba 70. O npu3HaHMM yTpaTUBLUMMK CUIY OTAENbHbIX 3aKOHOAATENbHbLIX AaKTOB  (MOJOXEHMWN
3akoHofaTenbHbIX akToB) Poccuickon ®epepauun

MpusHaTb yTpaTMBLLMMU CUNY:

1) ®epepanbHbin 3akoH oT 22 uioHsa 1998 roga N 86-®3 "O nekapctBeHHbIXx cpeacTtBax” (CobpaHue
3akoHogarensctBa Poccuiickon ®egepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH OT 2 gaHBapsa 2000 roga N 5-03 "O BHECEHMM WM3MEHEHUS U OOMOMHEHWN B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeactBax” (CobpaHue 3akoHopaTtenbcTBa Poccunckon depepaumm,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-03 "O BHecCeHWM WU3MEHEHUN W
OOMNOMHEHMI B HEKOTOpbIE 3akoHoZaTenbHble akTbl Poccuiickon ®enepaunm B ¢Ba3n ¢ npuHsatuem denepansHOro
3akoHa "O nuueH3NpoBaHMKM OTAENbHbIX BUAOB AesTenbHocTn" (CobpaHme 3akoHopaTensctBa Poccuiickon
®epepauuum, 2003, N 2, cT. 167);

4) crtatbio 31 depepanbHoro 3akoHa oT 30 uwoHA 2003 roga N 86-®3 "O BHeCceHUM U3MEHEHUN W
OOMOSIHEHMI B HEKOTOpble 3akoHodaTenbHble akTbl Poccuickon depepaumu, NpU3HaHUKM YTPaTUBLUMMU CUMY
OTAEenbHbIX 3akoHoAaTesnbHbIX akToB Poccuiickorn ®egepaumn, nNpeaocTaBNeHMM OTAENbHbIX rapaHTUi
COTPYAHVMKaAM OpPraHoB BHYTPEHHWX [ef, OpPraHoB MO KOHTPOMto 3a O6OpOTOM HapKOTUYECKUX CpeacTs W
MCUXOTPOMHbLIX BELIEeCTB W ynpa3gHsaembix defeparnbHbiX OpraHoB HanoroBoM MOMvUMKM B CBA3UM C
OCYLLIECTBIIEHMEM MepP MO COBEPLUEHCTBOBAHUIO rOCygapcTBEHHOro ynpaeneHus" (CobpaHune 3akoHoaaTenbCcTBa
Poccuiickon depepaumm, 2003, N 27, cT. 2700);

5) cratbto 101 depepanbHoro 3akoHa ot 22 aerycta 2004 roga N 122-03 "O BHeCEHWM U3MEHEHWI B
3aKoHogarternbHble akTel Poccuiickon ®epepauum n npusHaHMM yTpaTUBLLUMMK CUIY HEKOTOPBIX 3aKOHOAATENbHbIX
aktoB Poccuiickon Pepepauum B cBA3M C NpuHATMEM PepeparnbHbiX 3akoHOB "O BHECEHUM W3MEHEHUN W
aononHeHun B ®egepanbHbi 3akoH "O6 00LWKUX NpUHLMNAx opraHn3auun 3akoHodaTenbHbIX (MPeacTaBUTENbHbIX)
N WUCMNOMHUTENbHBIX OPraHoB rocyfapCTBEHHOW Bractu cybbekToB Poccuiickon ®epepauun” n "O6 obwmx
NpMHUMNax opraHvM3aumm MecTHOro camoynpaeneHus B Poccuickon ®epepaunmn” (CobpaHve 3akoHoaaTenbCcTBa
Poccuiickon ®epepaumu, 2004, N 35, cT. 3607);

6) ctaTblo 28 depepanbHoro 3akoHa oT 18 gekabps 2006 roga N 231-9®3 "O BBeaeHUn B OeNCTBUE YacTu
yetBepTon [paxpgaHckoro kogekca Poccuinckon depepaumn” (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depepauuun, 2006, N 52, cT. 5497).

Cratba 71. Bctynnenue B cuny HacToswero degeparnbHOro 3akoHa
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1. HacTtoswmin ®egepanbHbivi 3aKkoH BCTynaeT B cuny ¢ 1 ceHTsiopsa 2010 roaa.

2. JlekapCTBEHHbIE CpeacTBa, 3aperMcTpupoBaHHbIe 40 OHS BCTYNNEHMS B cuny Hactoswero degepanbHoro
3aKoHa, noAnexar BKIIOYEHMIO B roCy4apCTBEHHbIE PEECTPbI NTEKAPCTBEHHbIX CPEACTB C BHECEHUEM YKa3aHHbIX B
yactn 1 cratbm 33 HacToswero degepanbHOro 3akoHa cBegeHUr 06 3TUX NeKapcTBEHHbIX cpeacTtBax 6es
NPOX0OXAEHNs1 BHOBb NpoLieaypbl FOCY0apCTBEHHOW perncTpauumn nekapCTBEHHbIX NpenapaTos.

3. locymapcTBeHHasa peructpauus nekapCTBEHHbIX MpenapaTtoB, 3a WCKMIOYEHUEM NeKapCTBEHHbIX
npenapaToB ANA MEAULUHCKOrO NPUMEHEHUS, NPeACTaBMNeHHbIX HA YKa3aHHY perucTpaumio 40 AHS BCTYNNeHus B
cuny HacTosdwero ®enepanbHOro 3akoHa, OCYyLLIECTBASIETCA B COOTBETCTBUM C HacTosAwmM defepanbHbIM 3aKOHOM
Ha OCHOBaHMW OOKYMEHTOB W AaHHbIX, MPEeACTaBMeHHbIX OO0 AHA BCTYNNeHus B cuny Hactoswero degepanbHoOro
3aKoHa.

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

3.1. TocypapcTBeHHas peructpaums FeKapCTBEHHbIX MpenapaToB AN MeAWUUMHCKOrO MPUMEHEHMUS,
NpeacTaBfeHHbIX Ha roCygapCTBEHHYK0 perMctpauvio 4o OHSI BCTYNNEHWs B cuny Hactosiwero depepanbHOro
3aKOHa, W rocygapCTBEHHasi pervcTpaumsi JeKapCTBEHHbIX MpenapaTtoB ANS MEAWMLUMHCKOrO MpUMEHEHUs,
npeacTaBreHHbIX Ha 3KCMepPTM3Y NeKkapCTBEHHbIX CPeACTB A0 AHS BCTYMNNEeHMs B cuny HacTosiwero ®egepanbHOro
3aKoHa B Llensax ux nocrneayoLlen rocygapCcTBEHHOW perncrpaumm, OCyLEeCTBNSAIOTCA Ha OCHOBaHUN LOKYMEHTOB U
OaHHbIX, NpeACTaBNeHHbIX OO0 OHA BCTYNNEHMs B cuny Hactoswero degepanbHOro 3akoHa, a Takke 3asiBNeHus o
rocy4apCTBEHHOW perncTpauumn nekapcTBEHHOro npenapara, NpeAcTaBneHHOro NpoM3BoAnTENEM NeKapCTBEHHbIX
npenapaToB MMM YMOMHOMOYEHHBIM MM §NULOM B COOTBETCTBUM C Hactoswum PenepanbHbiM 3aKOHOM B
YMOMHOMOYEHHbIV befiepanbHbIi OpraH UcnonHuTensHon Bnactn o 1 mapta 2011 roga, 6e3 TpeboBaHMsa ynnathbl
rocy4apCTBEHHOW MOLWNMHbI, NPedyCMOTPEHHOW 3akoHogaTenbcTBOoM Poccuiickon ®depepaumm 0 Hanorax u
cbopax.

(vacTb 3.1 B pea. PepepanbHoro 3akoHa oT 29.11.2010 N 313-$3)

3.2. lMopTBepxaeHWe rocyaapCTBEHHOW pervcTpaunyM nekapCTBEHHbIX NpenapaTtoB Afs MeOULUHCKOro
NPUMEHEHWs1, NpeACTaBMNEHHbIX ANs NOATBEPXAEHMS rOCy4apCTBEHHOW perncTpaunvM 40 OHSA BCTYMIEHWUsSI B CUNY
HacTosiwero ®efepanbHOro 3akoHa, W MOATBEPXAEHWE TOCyAapCTBEHHOW perncTpaumm nekapcTBEHHbIX
npenapaToB AN MEAMLUMHCKOro NPUMEHEHWs], NPeACTaBMNEHHbIX HA SKCMEPTU3Y NEKAapPCTBEHHbIX CPeACcTB 0 OHSA
BCTYNNeHns B cuny Hactoswero ®degepanbHOro 3akoHa B LenaxX Mocrneaylowero noaTBEPXAEHUs KX
rocyfapCTBEHHOW perncrTpaumm, OCyLLECTBASATCS HA OCHOBaHUN JOKYMEHTOB U AaHHbIX, MPeACTaBMeHHbIX OO OHSA
BCTYNNeHns B cuny Hactoswero defepanbHOro 3akoHa, a Takke 3asBreHns 0 NoATBEPXKAEHUM rOCYOapCTBEHHOM
perncrTpaumm nekapcTBEHHOro npenapaTa, NpeacTaBNEeHHOro NPou3BOANTENEM NEeKapCTBEHHbIX NpenapaToB Mnm
YMOMHOMOYEHHBIM MM JULOM B COOTBETCTBMM C HacTodwmm PepepanbHbiM 3aKOHOM B YNOJTHOMOYEHHbIN
deaepanbHbIi opraH ncnonHuTenesHow Brnactu oo 1 mapta 2011 roga, 6e3 TpeboBaHMsa ynnaTbl rocy4apCTBEHHOM
NOLUNMHbI, TPeayCMOTPEHHOW 3akoHoaaTenscTBOM Poccuiickon Pefepaumm o Hanorax n coopax.

(4acTb 3.2 B peq. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MpuHATHE pelleHnst 0 BHECEHUN U3MEHEHUI B OOKYMEHTbI, COAEPXaLLNecs B PErmMcTpaumoHHOM A0oCke
Ha 3aperMcTpupoBaHHbIN NEKAapCTBEHHbIV Npenapar Ans MeauUMHCKOro NPUMEHEHNS U NMpeacTaBneHHble A0 OHSA
BCTYNneHnss B cuny Hactosiwero degepanbHOro 3akoHa, W NPUHATUE pPELIeHWst O BHECEHWUM W3MEHEHUA B
OOKYMEHThI, coaepKalleecss B permcTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIV NIEKApPCTBEHHLIN nNpenapaT Ans
MELMLMHCKOrO MPMMEHEHUS U NPeACTaBNEHHbIE HA 3KCMEepPTM3Y NeKapCTBEHHbIX CPEeACTB OO0 OHSA BCTYMMEHMS B
cuny Hactoswero ®defepanbHOro 3akOHa, OCYLUECTBMNAKTCA Ha OCHOBAHUW LOOKYMEHTOB W [AaHHbIX,
NpeAcTaBrneHHbIX A0 AHSA BCTYNMEHUS B cuiy HacToswero degepanbHOro 3akoHa, a Takke 3asiBNeHnst 0 BHECEHUU
NU3MEHEHNI B LOKYMEHTbI, coAepXallmMecss B permcTpaumoHHOM OOCbe Ha 3aperMcTpyMpoOBaHHLIN NEKAPCTBEHHbIN
npenapaT Ans MeAWULMHCKOro MPUMEHEHUS, NPeACTaBNEHHOrO NPOU3BOAUTENEM JIEKAPCTBEHHBIX NpenapaToB Unu
YMNONTHOMOYEHHbIM MM IULUOM B COOTBETCTBMM C HacToawum PepepanbHbiM 3aKOHOM B YMOSTHOMOYEHHbIN
deaepanbHbIi opraH ncnonHuTensHon Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHusA ynnaTtbl rocygapcTBEHHOMN
NOLUNMHbI, NTPegyCMOTPEHHON 3akoHoAaTenscTBOM Poccuiickon Pefepaumm o Hanorax n cbopax.

(vacTb 3.3 B peq. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bbigaya paspelleHnii Ha NpoBefeHMe KIMHUYECKUX MUCCNEeOOBaHWIA NEKapCTBEHHbLIX NpenapaToB Ans
MEeLMLMHCKOrO0 NPUMEHEHMS NO 3asiBIIEHUSAM, NOAAHHBIM A0 OHA BCTYMNNEHUs1 B cuny HacTosuwero degepanbHoro
3aKoHa, a Takke Mo 3asBNEHNsIM, MOAAHHbIM MOCIe AHSA BCTYMNNEHUs B cuny HacTosiwero defeparnbHOro 3akoHa Ha
OCHOBaHUM 3KCNEepTu3, MNPOBEAEHHbIX [0 [AHA BCTYMfeHuMs B cuny Hactosiwero ®deaepanbHOro 3akoHa,
OCYLLIECTBMSIETCS B COOTBETCTBMM C HacTtoswum PenepanbHbiM 3aKOHOM Ha OCHOBAHUWM JOKYMEHTOB U LaHHbIX,
NPeACTaBMeHHbIX U MOMYYEHHbIX A0 OHSA BCTYMNEHMS B cuny Hactosiwero ®enepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMUU NpeaBapuUTENbHOrO AoroBopa 006s3aTenbHOro CTpaxoBaHWS XXM3HW, 300POBbS MNALMUEHTOB,
YyYacCTBYHOLUMX B KMMHUYECKOM MCCIEAOBAHMUN NIEKAPCTBEHHOrO Mpenapata Ans MeguUMHCKOrO MPUMEHEHUS, Unm
Konuu pJoroBopa 005A3aTENbHOrO CTPAXOBaHUSA KM3HW, 300POBbS MALMEHTOB, YYaCTBYHOLMX B KIMHUYECKOM
nccrnegoBaHUM NIEKApPCTBEHHOIO npenapaTta Ans MeOUUMHCKOTO MpUMeHeHusl, Nnbo npeacTaBrneHHOW Komvu
aorosopa 0653aTenbHOr0 CTpaxoBaHUs!, 3aKMOYEHHOTO B COOTBETCTBMU C TUMOBLIMW MpaBuriaMm obs3aTensHoro
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CTpaxoBaHWs, C yKa3aHueM npeaenbHOW YMCIIEHHOCTM MauMeHTOB, YYaCTBYHOLMX B KITMHUYECKOM MCCnegoBaHnm
NeKkapCTBEHHOro npenaparta Ans MeAWUMHCKOro npumeHeHus, 6e3 TpeboBaHWs ynnaTtbl rocygapCTBEHHON
NOLNMHbI, TPegyCMOTPEHHON 3akoHogaTenbcTBOM Poccuiickon defepaumm o Hanorax u cbopax.

(vactb 3.4 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHble B MHOCTPaHHOW BamnoTe A0 OHSA BCTYNNEHWUs B cuny Hactoswero ®enepansHoro
3aKoHa nMnpeaenbHble OTMNYCKHbIE LieHbl MHOCTPaHHbIX NPOM3BOAMTENEN Ha NeKkapCTBEeHHble npenaparthbl,
BKIMIOYEHHbIE B MNEPEYEHb XM3HEHHO HEeOobXOAMMBbIX M BaXHEWLWIUX NEeKapCTBEHHbIX MpenapaTtoB, noanexar
nepecyetry B pybnm no kypcy LleHTpanbHoro 6aHka Poccuiickon ®egepaumm Ha aaTty, YCTaHOBMEHHYHO
MpaButenbctBoM Poccuiickon depepaunn, 6e3 npeactaBneHus 3asiBNEHUs O nepecyeTe LeHbl C BHECEHUEM
COOTBETCTBYHLUNX M3MEHEHWA B FOCYyAapCTBEHHbI pPeecTp npefenbHbiX OTMYCKHbIX LEeH Mpou3BoauTenen Ha
nekapcTBeHHble npenaparbl, BKIIOYEHHbIE B NepeYeHb XXM3HEHHO HeobXOOUMbIX U BaXKHEMLIMX JIEeKapCTBEHHbIX
npenapaTos.

(vacTtb 3.5 BBegeHa PegeparnbHbiM 3akoHOM OT 11.10.2010 N 271-93)

3.6. 3apeructpupoBaHHble OO OHSA BCTyNfeHus B cuny Hactosiwero PefepanbHOro 3akoHa npegesbHble
OTMNYCKHblE LieHbl POCCUMWCKUX MPOW3BOAWUTENEN Ha JeKapCTBEHHble MpenapaTbl, BKMAYEHHbIE B MNepeyeHb
XWU3HEHHO HEOBXOOMMbIX U BaXHEWLLUX NeKkapCTBEHHbIX npenapaTtos, noanexart uHaekcaumm ¢ 1 Hosbpa 2010
roga UCXoast U3 MPOrHO3MPYyeMoro YpoBHS MHANAUUKM, ycTaHoBNeHHoro depepanbHbIM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O depepanbHom 6ropxkeTe Ha 2010 rog v Ha nnaHosbin nepuog 2011 n 2012 rogos" Ha
2011 rog.

(vacTb 3.6 BBegeHa dPepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.7. Tocne 1 mapta 2011 rogpa He [onyckalTCA MNpoM3BOACTBO UM BBO3 B Poccuiickyto Pepepauuio
NeKapCTBEHHbIX NPenapaToB B YNakoBKax C MapKUPOBKOM, KoTopas Oblfia HaHeceHa 4O OHS BCTYMNJIEHUS B CUIY
HacTosilero PenepanbHoOro 3akoHa. o UCTEYEHUN yKa3aHHOMO CpPOKa AaHHbIEe NEKApPCTBEHHbIE npenapartbl MoryT
OTMNycKaTbCs, peanu3oBbIBaTbCS, NEpefaBaTbCs U NPUMEHATLCS 40 UCTEYEHUSI UX CPOKa rogHOCTMU.

(B pen. PegepanbHbix 3akoHoB OT 29.11.2010 N 313-93, o1 06.12.2011 N 409-93)

4. Co gHs BCTynneHuns B cuny HacToswero ®enepansHoro 3akoHa v no 30 anpens 2011 roga BKAOUYUTENBHO
JOonycKkaeTCa MpoBeAEeHNEe JKCMEepPTU3bl JIEKAPCTBEHHbIX CPEACTB 3KCMEpPTamMuM 3SKCMEPTHOrO yupexaeHus OO
NPOXOXOEHNs MMW aTTecTtaumMm B MOpsgKe, YCTAHOBMNEHHOM  YMOMHOMOYEHHbIM  dedepanbHbiM - OpraHoM
WCNONHUTENBHON BNacTu.

5. Co pgHs BCTynneHus B cuny HacToswero ®egepanbHoro 3akoHa M no 31 pgekabps 2013 roga
BKITIOMUTENBHO OCYLLECTBMSETCS Nepexon K Npon3BOACTBY NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C MpaBunamu
opraHusaumm NpPou3BOACTBAa U KOHTPOSS KayecTBa NeKapCTBEHHbIX CPEACTB, Yka3aHHbIMM B 4actm 1 ctatbu 45
HacTosilero ®PenepanbHOro 3akoHa, B NofiHoM o6beme. Cpoku nepexoda Npou3BOACTBA NIEKAPCTBEHHBLIX CPEACTB
K UX NMPOM3BOACTBY B COOTBETCTBMU C KOHKPETHLIMU TPEOOBAHWSIMM OaHHbLIX MPaBWI, BKITHOYas CPOKU aTTecTaumun
YMONTHOMOYEHHbIX UL, YKa3aHHbIX B YacTax 6 u 7 cratbm 45 Hactosiwero ®PegepanbHOro 3akoHa,
ycTaHaBnuatoTcs lNpaButensctBoM Poccunckon ®egepaumn.

6. JlnueHsnm Ha Npon3BOACTBO NeKapCTBEHHbLIX CpeacTB, BblgaHHble 0o 1 sHBaps 2014 roga, OeNCTBYIOT
nocne 1 saHBapst 2014 roga 4O UCTEYEHUSA CpoOKa UX AENCTBUSA NPW YCNOBUM COOTBETCTBUA NULIEH3MAaTa npasunam
opraHusaumm Npov3BOACTBA W KOHTPOSS KayecTBa JIeKapCTBEHHbIX CPEACTB, yKa3aHHbIM B 4vactu 1 crtatbu 45
HacTodAwero ®PenepanbHOro 3akoHa.

7. ®opmMupoBaHME rOCygapCTBEHHOrO 3aJaHWA Ha MpOBEeAEHWE SKCMEepTU3bl NEKapCTBEHHbLIX CPeacTB
denepanbHOMY rocyaapCTBEHHOMY OHOIKETHOMY YUYPEXOEHUI0 MO MPOBEAEHUIO 3KCMEPTM3bl JIEKAPCTBEHHbIX
CPeAcCTB U hmHaHCOBOe obecneyeHne BbIMOMHEHUS 3TOrO 3afaHus OCYLLECTBNATCA B NOpsAAKe, YCTAHOBNEHHOM
depepanbHbIM 3akoHOM OT 12 aHBaps 1996 roga N 7-®3 "O HekoMMepUecKnx opraHmsaumsx”.

(vyacTb 7 BBegeHa denepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuitckon denepaumm
O.MEOBEOEB
MockBa, Kpemrib
12 anpensa 2010 roga
N 61-®3

CtpaHuua 71 mn3 71



