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Mnasa 1. OBLUME MOJIOXXEHUA
Cratbsa 1. lpeamet perynupoBaHna HacTosilwero PegepanbHOro 3akoHa

1. Hactoawun ®PegepanbHblil 3aKOH perynvpyet OTHOLUEHWS, BO3HUKalLWue B CBA3W C obpalleHuem -
pa3paboTkon,  AOKIMHUYECKUMW  UCCNEAOBAHUAMM,  KIMHUYECKUMW  UCCREAOBaHUSIMU,  3KCMEPTU3OW,
rocyfapCTBEHHOW perucrtpaunen, co CcTaHgapTMsaumern W C  KOHTPONeM  KayecTBa, MPOW3BOACTBOM,
N3roTOBMEHNEM, XpaHeHWeM, nepeBo3koW, BBO3OM B Poccuiickyio ®depepaumio, BbIBO3OM U3 Poccumnckon
degepaumn, peknamon, OTMYCKOM, peanu3auuen, nepegadyen, NPUMEHEHUEM, YHUYTOXEHUEM JieKapCTBEHHbIX
cpencTs.

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

2. Hacrtoawwmn ®epepanbHbli 3aKOH yCTaHaBNMBaeT NPUOPUTET TFOCYOAPCTBEHHOINO perynupoBaHus
6e3onacHoCcTH, kadecTBa 1 3hpHEKTUBHOCTM NEKAPCTBEHHbLIX CPEACTB NpU UX obpaLleHun.
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Crtatbs 2. Cchepa npumeHeHusi HacTosiwero MeaepanbHOro 3aKoHa

Hactoswun depepanbHbIi  3aKOH MNPUMEHAETCA K  OTHOLUEHMSIM, BO3HMKAKOWMM npu  obpaleHun
NeKapCTBEHHbIX CpeacTB Ha TeppuTtopun Poccunckon ®epepauun.

CrtaTtbs 3. 3akoHOAaTeNbLCTBO 06 0OpaLLeHNN NeKapCTBEHHbIX CPeacTB
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1. 3akoHogaTenbcTBo 006 06paLLI,eHVIVI JIeKapCTBEHHbIX CpeAcCTB COCTOUT M3 HaCTosALlero dJe,qepaanoro
3aKOHa, gpyrux cbep,epaanblx 3aKOHOB U UHbIX HOPMAaTUBHbIX NMPaBOBbIX akTOB Poccuinckon dDe/J,epau,VlM.

1.1. 3akoHopaTenbcTBO 006 OOpalleHUM fekapCTBEHHbLIX CPeacTB B OTHOLUEHWM HOPUOUYECKUMX NUL Y
UHAMBUAOYANbHbIX NpeanpuHUMaTenen, OCYLEeCTBNSIOWNX AeATENbHOCTL Ha TeppUTOpuM  MEXAYHapOAHOro
MEeOMLMHCKOrO Krnactepa, NPUMEHSIeTCs C y4eToM OCOBEeHHOCTeW, ycTaHoBreHHbix degepanbHbiM 3akoHoM "O
MeXOyHapO4HOM MEeOVLUMHCKOM Krnactepe W BHECEHUW W3MEHEHWA B OTAENbHble 3aKoHOAAaTEeNlbHble akThbl
Poccuinckon ®egepaumn”.

(vyactb 1.1 BBegeHa degepanbHbiM 3akoHOM OT 29.06.2015 N 160-03)

2. [enctBne Hactosiwero ®denepanbHOro 3akoHa pacnpoCcTpaHsieTcss Ha obpalleHne HapKOTUYEeCKnX
NEeKapCTBEHHbLIX CPEACTB M MCUXOTPOMHbIX FIEKAPCTBEHHbIX CPEACTB C Y4EeTOM OCOOEHHOCTEN, YCTaHOBEHHbIX
3akoHogatenscTBoM Poccuiickon depepaumm 0 HapKOTUYECKUX CPeACTBaX, NMCUMXOTPOMHbIX BelwecTtBax U 06 ux
npekypcopax.

3. [OeictBne  Hactosiwero  PefepanbHOro  3akoHa  pacnpocTpaHsieTcs  Ha  obpalieHue
pagvocapMaLeBTUYECKUX  NEKAPCTBEHHLIX ~ CPeAcTB  C  Y4eTOM  OCODEHHOCTEW,  yCTaHOBIEHHbIX
3akoHogaTtenbcTBoM Poccuinckon ®egepaumm B obnactu obecneveHns pagnaumoHHon 6e3onacHoCTy.

4. Ecnn mexayHapogHblM goroBopoM Poccuinickon ®epepaumm ycTaHOBMEHbI WHble MNpaBuna, YeM Te,
KOTopble MpegycMoTpeHbl HactoswmMm PeneparnbHbiM  3aKOHOM, MPUMEHSIOTCA NpaBuia  MeXayHapogHoro
gorosopa.

5. B Poccuickon ®egepaummn B COOTBETCTBUM C MEXAYHAPOAHbIMKU gorosopamun Poccuinckon ®egepauum m
(vn) Ha ocHoBe MpuHUMNAa B3aUMHOCTW MPU3HAKTCA pe3ynbTaTbhl KIMHUYECKUX UCCNeaoBaHWNA feKapCTBEHHbIX
npenapaToB Ans MeANLMHCKOro NpMMEHeHWs1, NPOBEAEHHbIX 3a npegenamn tepputopun Poccuinckon ®egepaunn.

Ctatba 4. OCHOBHbIE NOHATUA, UCNONb3yeMbie B HacTosiwem deanepanbHOM 3aKOHe

[na uenen HacTosaLwero d)ep,epaanoro 3aKOHa 1CNoJib3ylTCA cneayroume OCHOBHbIE MOHATUAL

1) nekapcTBeHHble CPeAcTBa - BellecTBa WM UX KOMOWHaLMK, BCTynatwwMe B KOHTAKT C OpraHM3mMoMm
YerioBeka M >KMBOTHOrO, NPOHUKAlOLWME B OpraHbl, TKaHW OpraHM3ma YenioBeka WM XUBOTHOTO, NPUMEHsieMble
ONnst NpoUNakTUKK, OUArHOCTUKM (3@ WCKMOYEHMEM BEeLLeCTB WM MX KOMOMHaUWUA, He KOHTaKTUPYHOLUMX C
OpraHM3MoOM 4YeroBeka WM KMBOTHOMO), JeyeHust 3aboneBaHusi, peabunutauumu, AN COXpPaHEeHwus,
npenoTBpaLLeHNs Unu npepbiBaHMs 6epeMeHHOCTU 1 NONyYeHHble N3 KPOBW, Na3mbl KPOBW, U3 OpPraHoB, TKaAHEMN
opraHuMama u4ernoBeka MMM >KMBOTHOrO, pPacTeHWi, MWUHEeparoB MeTO4aMu CUHTEe3a WM C NPUMEHEHUEM
Guonorndecknx TexHomornin. K nekapcTBEHHbIM cpeAcTBam OTHOCSTCS dapMaueBTUYECKME CybBCcTaHumMn
nekapcTBeHHble NpenapaThbl;

2) bapmaueBTnyeckas cybCcTaHUusA - rekapCTBEHHOe CpeacTBO B BMAE OAHOMO WM HECKOMbKUX
obragaowmx dapMakornormyeckon akTMBHOCTbIO [OEeWCTBYIOWMX BewecTB BHE 3aBMCMMOCTM OT npupogbl
NPOUCXOXOEHNS, KOTOpOe MpedHasHayeHo Ans NPOWM3BOACTBA, M3rOTOBMEHMSI NeKapCTBEHHbIX MpenapaTtoB U
onpegensaeT nx aMEKTUBHOCTb;

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

3) BcnomoraTternbHble BeLlecTBa - BelleCTBa HEOPraHWYecKoro WM OpraHUYecKkoro MpoOUCXOXOeHUs,
ucnonb3yemble B MpoLecce MNpOM3BOACTBA, M3rOTOBMEHUS NeKapCTBEHHbIX MpenapaTtoB Ans npuaaHus um
HeobXooMMbIX PU3NKO-XMMNYECKUX CBONCTB;

4) nexkapcTBeHHble MpenapaTtbl - NeKapCTBEHHbIe CPeACTBa B BUAE NEKapCTBEHHbIX hopM, NpUMeHsieMble
ANa NpodunakTUKK, OUarHOCTUKK, NedeHus 3aboneBaHus, peabunuTauun, OAna coxXpaHeHus, npegoTsBpalleHus
UNu nNpepbiBaHNa 6epeMeHHOCTH;

5) nekapcTBeHHasi copMa - COCTOSIHME JeKapCTBEHHOro npenapara, COOTBETCTBYHLlee crnocobam ero
BBELEHUSA N NMPUMeEHEHUs n obecneuymsaroLLee JOCTMKEHME HeobxoammMoro reyebHoro adhdpekTa;
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5.1) pos3vpoBka - cogepXaHWe OOHOro WM HECKONbKUX [OEWCTBYHOLIMX BeLecTB B KOMNUYECTBEHHOM
BbIP@XXEHUN Ha eauHuUYy [03bl, UM eauHULy obbema, UM eavHMLY MacCbl B COOTBETCTBUM C fieKapCTBEHHON
dopmort NMMbo ANA HEKOTOPbIX BUAOB feKapCTBEHHbIX DOPM KOMNMYECTBO BbLICBOOOXOAEMOIrO U3 fieKapCTBEHHON
¢opMbl JENCTBYIOLLIErO BELLECTBA 3a €4MHULY BPEMEHU;

(n. 5.1 BBegeH dPeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

6) nepeyeHb KM3HEHHO HEOOXOAMMbIX W BaXKHEWMLIMX JEKAPCTBEHHbLIX MpenapaToB - YTBEPXAAEMbIN
MpaButenbctBom Poccuiickoh  Penepaunm nepeyeHb JIEKAPCTBEHHbIX MpenapaToB  ANs  MeaULUMHCKOro
npuMeHeHusi, obecneuvBaloLMX MPUOPUTETHLIE MNOTPEOHOCTU 3OpaBOOXPaHEHMSI B LUENAX NPOMUNakTUKA U1
ne4veHns 3aboneBaHuii, B TOM Yncne npeobnagatownx B CTpykType 3abonesaemoctu B Poccuiickoin ®enepaumu;
(B pea. PepgepanbHoro 3akoHa ot 13.07.2020 N 206-93)

6.1) opdaHHble nekapCTBEHHble Mpenapatbl - feKapCTBeHHble npenapaTbl, NpeaHa3HaYeHHble
UCKINIOYUTENbHO AN OWArHOCTUKM MMM MaTOrEHETUYECKOro neyeHus (neyeHusi, HanpaBfeHHOro Ha MeXaHU3m
pa3suTUA 3abonesaHus) pegkux (opdaHHbIxX) 3abonesaHui;

(n. 6.1 BBegeH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6.2) Buonornyeckme nekapcTBeHHble npenapatbl - NekapCcTBEeHHble npenapaThl, AENCTBYOLWEE BELLEeCTBO
KOTOPbIX MPOM3BEAEHO UMW BblAEMNEHO M3 BMONOrMYecKoro MCTOYHMKA U ONs onpedeneHnsl CBOWCTB M KavecTBa
KOTOpbIX Heobxoamma KoMbuHaumsi Guonormyecknx u  U3NKO-xMMudeckmx metogoB. K Guonorndeckum
NEeKapCTBEHHbIM MpenapaTtaM OTHOCATCA MMMYHOOMOMOrMyeckne nekapCTBEHHble npenapatbl, NEKapCTBEHHbIE
npenapaTtbl, MNOMYyYEHHbIE N3 KPOBW, Mra3Mbl KPOBWU YENOBEKA U XMBOTHbIX (3@ UCKIIOYEHMEM LIENIbHOW KPOBM),
BMOTEXHONOrMYECKMEe NeKkapCTBEHHbIE NpenapaThbl, reHoTepaneBTUYECKNE NEKapPCTBEHHbIE NpenapaTbl;

(n. 6.2 BBegeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7) MmyHOBMOnornyeckne nekapcTBeHHble npenapartbl - NekapcTBEeHHble npenaparbl, npegHasHavyeHHble
ans bopmMupoBaHnUs akTMBHOMO MM NacCMBHOMO WUMMyHMTETa NMbO AMarHOCTUKM Hanuyins MMMYHUTETa unu
ANarHoCTuKN cneumunyeckoro NpuobpeTeHHOro U3MeHeHNss MMMYHOMOMMYECKOro OTBeTa Ha anneprusvpyroLime
BewecTBa. K MMMyHOBMONOrM4eCckMmM nekapcTBEHHbIM npenaparamM OTHOCATCH BaKUUHbI, aHAaTOKCWHbI, TOKCUHBI,
CbIBOPOTKU, MUMMYHOIrMOBYMWHbI U anneprexs;

(n. 7 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) OuoTexHonormyeckMe neKkapcTBeHHble npenapaTbl - feKapCTBEHHble npenapaTtbl, MNPOU3BOACTBO
KOTOpbIX OCYLLECTBNAETCA C WCNOMb30BaHMEM OMOTEXHONOrMYeckMx npoueccoB M MeTodoB (B TOM uyucne
OHK-pekomMOMHaHTHON TEXHOMOMMKU, TEXHOIOTUMN KOHTPOMMPYEMOI 3KCNPECCUMUN reHOB, KOAMPYOLWUX Buonornyecku
aKkTMBHble Genku B MpokapuoTax M dykapuoTax, BKMYas U3MEHEHHbIe KIMEeTKM MIeKonuTaroLlmx), rmépugomMHoro
MeToAa U MeToAa MOHOKIOHarbHbIX aHTUTE;

(n. 7.1 BBegeH deaepanbHbiv 3akoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTUYECKNE NeKapCTBEHHbIE MpenapaThl - NeKapCcTBEHHbIE NpenapaTkl, hapMaueBTMyeckas
cybCTaHUUs KOTOpbIX ABMASIETCA PEKOMOUHAHTHOM HYKITEMHOBOW KUCIOTOM UMW BKItoYaeT B ceba pekoMOUHaHTHY0
HYKIMEMHOBYIO KMCMOTY, MO3BOMSIOLLYI OCYLIECTBNATL PErynupoBaHve, penapauuio, 3ameHy, gobaBrneHue umm
yAaneHne reHeTU4YeCckon NocnefoBaTeNbHOCTY;

(n. 7.2 BBegeH deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-03)

8) HapkoTMyeckme nekapCTBEHHbIE CpeacTBa - JIeKapCTBEHHble npenapaTtbl M hapmaueBTMYeCcKme
cybcTaHuuM, cogepxalime HapKOTUYeckue cpeacTBa M BKMOYEHHble B [lepedeHb HapKOTMYECKUX CpPEeAcCTB,
MCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB, Noanexalimx KoHTponto B Poccuickon ®enepawmm, B COOTBETCTBUM C
3akoHogatenbctBoM Poccunckon ®epepaumun, mexayHapoaHeiMu goroBopamu Poccuiickon degepaunn, B TOM
yucne EgnHon koHBeHUMEN O HapKoTu4ecknx cpeacteax 1961 roga;

9) NCUXOTPOMHbIE JEKapCTBEHHbIE CPEACTBa - JIEeKApCTBEHHble nMpenapatbl U dapmaueBTMYeCKNe
cybcTaHuun, copepxawme MCUXOTPOMHbIE BELLECTBA M BKMOYEHHble B [lepedyeHb HapKOTUYECKUX CpeacTs,
NMCUXOTPOMHbIX BELLECTB U MX MPEKYPCOPOB, Noanexalmx KoHTponto B Poccuiickonn degepaumm, B COOTBETCTBUN C
3akoHogartenscTBoM Poccunckon ®epepauunmn, mexayHapoaHeiMn goroBopamu Poccuiickon ®epepauun, B TOM
yncne KoHBeHUMeN 0 NCuxoTponHbiX BewecTtsax 1971 roaa;

10) pagrodapMaLeBTUYECKME NekapCTBeHHble CPeACTBa - NeKkapCTBEHHbIE CPeACTBa, KoTopble coaepxarT B
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roToBOW ANS WUCMONb3oBaHWs ¢popMe OAUH PaaMOHYKNIMO WM HECKONbKO PagMOHYKNMAOB (pagvoaKkTUBHbIX
N30TOMoB);

10.1) opurnHanbeHbIA NEKaApCTBEHHbIN MpenapaT - NeKapCTBEHHbIN npenapar C HOBbIM AEWCTBYIOLLMM
BELLEeCTBOM, KOTOPbI NEPBbIM 3apernctpnpoBaH B Poccunckon ®egepauumn nnm B MHOCTPaHHbIX rocygapcTaax Ha
OCHOBaHUWN pe3ynbTaToB AOKIMHUYECKMX UCCNEeAOBaHUN NeKkapCTBEHHbIX CPEeACTB M KIMMHUYECKMX UCCrneaoBaHum
nekapCTBEHHbIX NpenapaToB, NOATBEPXKAAOLLNX €ro KayecTBo, apPEKTUBHOCTL M 6E30NACHOCTb;

(n. 10.1 BBegeH PepeparnbHbIM 3akoHOM OT 27.12.2019 N 475-93)

11) pedbepeHTHbI MeKapCTBEHHbIN npenapaT - NeKapCTBEHHbIN Mpenapart, KOTOPbIA MCnonb3yeTca Ans
OLEHKN OMO3KBMBANEHTHOCTM WM  TepaneBTUYECKON IKBUBANEHTHOCTM, KayecTBa, 9PAEKTUBHOCTN WU
0Ge3onacHOCTU  BOCNPOW3BEAEHHOIO MEKapCTBEHHOro npenapata unuM  6uoaHanorosoro (6uonogo6bHoro)
nekapctBeHHoro npenapaTta (6bwoaHanora). B kayectBe pedepeHTHOro rnekapcTBEHHOro npenapata Ans
MEeLMLMHCKOro NPUMEHEHUST UCMONb3YEeTCA OPUTMHANbHbIN NEKapCTBEHHbIN NpenapaT nmMbo, ecnn opurMHanbHbIv
NeKapCTBEHHbIN NpenapaT He 3aperncTtpuMpoBaH unuM He HaxoguTcs B obopoTte B Poccunckon degepauum n He
HaxoguTca B 00OpOTE B MHOCTPaHHbIX TOCYAapCTBax, BOCMPOU3BEAEHHbIN JleKapCTBEHHbLIA Mpenapat Wnm
GuoaHanorosblii (6MoNogo6HEIN) NekapCTBEHHbIN NpenapaT (buoaHanor), KOTOpbI NepBbIM 3aperMcTPUpOBaH K3
ynmcna Haxogswmxca B obopote B Poccuiickon ®epepauun, OGMO3KBMBANEHTHOCTb WM TepaneBTUYeckasi
9KBMBANEHTHOCTb, KayecTBO, 3(eKTMBHOCTL M 0e30MacHOCTb KOTOPOro OLEHMBANUCh MO OTHOLUEHUIO K
OpUrMHaNbBHOMY FekapCTBEHHOMY MpenapaTy, a Takke KayecTBO, 3(deKTMBHOCTb M 0e30MacHOCTb KOTOPOro
NOATBEPXKOAKTCA pe3ynbTaTamn ¢apmakoHaasopa WM NPOBEPOK COOTBETCTBUSA EKApCTBEHHBIX CpPeacTs,
HaxoasLMXcs B rpakgaHCKOM 0BopoTe, yCTaHOBMNEHHbIM TpeboBaHUSAM K UX KadecTBy. B kadectBe pedepeHTHOro
NEeKapCTBEHHOro npenaparta s BETEPUHAPHOro MPUMEHEHUs MCMOMNb3yeTCs JeKapCTBEHHbIM npenapaTt Ans
BETEPUHAPHOrO MNPUMEHEHMS, 3aperncTpmpoBaHHbIii B Poccuiickon ®degepaumm Ha OCHOBaHWM pe3ynbTaToB
OOKMMHUYECKNX UCCNeaoBaHUA  NEKapCTBEHHbIX CPEACTB WM KIUMHWYECKUX WCCMNEeAOBaHUN NeKapCTBEHHbIX
npenapaToB, NOATBEPXAAIOLLMX €ro Ka4ecTBo, 3PPEKTMBHOCTb M BE30NaCHOCTb;

(n. 11 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-$3)

12) BocCnpousBedeHHbIV NEeKapCTBEHHbIN MpenapaT - NeKkapCTBeHHbIM npenapat ans MeauuUHCKOro
NPUMEHEHMs1, KOTOPbIN UMEET IKBUBASEHTHbIV pedhepeHTHOMY NeKapCTBEHHOMY npenapaTy Ka4yeCTBEHHbIN COCTaB
W  KOMWYECTBEHHLIN COCTaB [OENCTBYIOLUMX BELLECTB B IKBMBANEHTHOW riekapCTBeHHom dopme, nmnbo
nekapCTBEHHbIN npenapaTt Ans BETEpUHaPHOro NPUMEHEHWUs, KOTOPbLIN UMEEeT Takue e, YTo N pedepeHTHbIN
NeKkapCTBEHHbIN Npenapar, KaYeCTBEHHbIN COCTaB U KOSIMYECTBEHHbLIN COCTaB AENCTBYIOLLMX BELLECTB B TaKOW Xe
nekapctBeHHon  dopme, OMOIKBUBANEHTHOCTb UMW TepaneBTUYEecKas  9KBMBANEHTHOCTb  KOTOPbIX
COOTBETCTByWOLWEMY pedepeHTHOMY fekapCTBEHHOMY npenapaty noarBepXdeHa  COOTBETCTBYHOLUMMU
nccnegoBaHuaAMU,;

(n. 12 B pen. ®enepanbHoro 3akoHa oT 27.12.2019 N 475-93)

12.1) TepaneBTUYECKas SKBMBANEHTHOCTb JIEKAPCTBEHHbIX NpenapaTtoB - [OOCTUXKEHWE KIMHUYECKU
COMOCTaBUMbIX TepaneBTU4eckoro adpdekta n nokasarenen apdekTMBHOCTU U 6e3onacHOCTU Npu NPUMEHEeHUU
NEKapCTBEHHbIX NpenapatoB ANg  MEAUUMHCKOrO  MPUMEHEHUs,  UMEKLWMX OOHO  MeXAyHapopHoe
HenaTeHTOBaHHOE (UMM XUMMUYECKOE, UMW FPYMNMMPOBOYHOE) HAUMEHOBaHME, B 3KBMBAIEHTHbIX AO3MPOBKaXxX Mo
OAHVMM U TEM Xe MOKa3aHUsAM K NPUMEHEHUIO MU NMpPU OAMHAKOBOM crnocobe BBeOEHUSA Yy OOHOW U TOW e rpynnbl
OOnNbHbIX;

(n. 12.1 B pea. ®epepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

12.2) 6wnoaHanoroBbin (6nonodobHLIV) NekapCTBeHHbI npenapaT (bwoaHanor) - 6Buonornyeckun
nekapCTBEHHbIN Npenapar, CXOXUi No napaMeTpam kadecTsa, apdeKTMBHOCTU 1 Be3onacHOCTU ¢ pedepeHTHbIM
Buonormyeckum fnekapCTBEHHbIM MNpenapaTtoM B TaKOW Xe fekapCTBEHHOM opMe U UMEKLWUA WOEHTUYHbIN
cnocob BBeaeHUs;

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

12.3) B3aMmo3aMeHsieMblll NEeKapCTBEHHbIN nNpenapaT - NekapCcTBeHHbI Mpenapar C [JoKa3aHHOW
TepaneBTUYECKON 3KBMBANEHTHOCTLIO UM GMO3KBUBANEHTHOCTBLIO B OTHOLUEHUU pedepeHTHOroO fiekapCTBEHHOMO
npenapaTa, UMEeLWNA 3KBUBANEHTHbIE €MY Ka4yeCTBEHHbLIN COCTaB M KONWYECTBEHHLIN COCTaB AENCTBYHOLLMX
BELLEeCTB, COCTaB BCMOMOraTenbHbIX BELLECTB, JIeKapCTBEHHYIO hopmy 1 cnocob BBeAEHNS;

(n. 12.3 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)
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12.4) GVO3KBMBANEHTHOCTb JlIEKAPCTBEHHbIX MpenapaToB - [AOCTWKEHWE COMOCTaBMMbIX MNOKa3aTenen
CKOpPOCTM BCaCbIBaHWUs, CTEMEHN NOCTYNMEHUSA K MECTY OENCTBUSA U CKOPOCTU BbIBEAEHUS OOHOMO UMM HECKOMbKMX
obragatowmx apmMakonormMyeckor akTUBHOCTBbIO AEWCTBYIOLLMX BELUECTB MpU MNPUMEHEHUM JeKapCTBEHHbIX
npenapaToB Ans MEOMWLMHCKOTO MNPUMEHEHUs, UMELWKUX OOHO MeXAyHapoaHOe HenaTeHToBaHHoe (Mnu
XUMUYECKOE, NN TPYNNUPOBOYHOE) HAaMMEHOBAHNE, B 3KBMBANEHTHbIX OO3UMPOBKaX U Mpu oAMHAKOBOM criocobe
BBELEHUS;

(n. 12.4 BBegeH PeneparnbHbiM 3akOHOM OT 27.12.2019 N 475-93)

13) nekapcTBEHHOE pacTUTENbHOE CbIpbe - CBEXWE WU BbICYLUEHHbIE pacTeHust nnbo ux 4acTu,
ncnonb3yemble AN NPON3BOACTBA fIEKAPCTBEHHbIX CPEACTB OpraHM3auusMu - NPOU3BOAUTENSMU JNIEKAPCTBEHHbIX
CPEACTB WM M3rOTOBMEHUS JIEKAPCTBEHHbIX MpenapaToB anTeYHbIMU OpraHu3auusiMu, BeETEPUHaPHbLIMM
anTeyYHbIMW  OpraHuM3auusMu,  UHOMBUAYanbHbIMW  NpeanpuHUMATENsSMK,  UMELWUMKU  NIULEH3MI0  Ha
hbapmaLeBTUHECKYO AEeATENbHOCTD;

14) nekapCTBEHHLIN pacTUTENbHbIA NpenapaTt - JIeKAapCTBEHHLIM Mpenapart, MNPOU3BEAEHHbIA UK
N3roTOBMEHHbIN U3 OQHOMO BUAA NIEKAPCTBEHHOIO PaCTUTENBHOMO ChipbSA UMM HECKOMbKMX BUOOB TaKOro CbIpbsl U
peanuayemblii B pacacoBaHHOM BUAE BO BTOPUYHOM (MOTPEOMTENBCKOW) YNaKoBKE;

15) romeonaTtMyeckMn neKapCTBEHHbIV MpenapaT - feKapCTBEHHbI npenapaT, MNPOV3BEAEHHbIN UMK
N3roTOBMEHHbIN U3 dapMaLeBTUYeCKkon cybcTaHuum unu apmaueBTMyecknx cybcTaHuMn B COOTBETCTBUM C
TpeboBaHMAMM 06OLWMX papmakonerHbIX cTaTerd K romeonaTuyeckMM fleKkapCTBEHHbIM npenapatam unvM B
COOTBETCTBMU C TpeboBaHUAMM hapmMakonemn cTpaHbl MPON3BOANTENS TAKOro NeKapCTBEHHOMO nNpenapara;

(n. 15 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

16) MexgyHapogHOe HenaTeHTOBaHHOEe HaMMEHOBaHWE IeKapCTBEHHOrO cpeacTBa - HaUMEHOBaHWe
JencTBytollero BellecTBa ¢papMaueBTUYECKOM CcyOCcTaHUMKM, pekomeHOoBaHHOe BcemupHowm opraHusaumen
34paBOOXPaHEHNS;

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

17) TOproBoe HavMMEHOBaHWE FEeKapCTBEHHOINO CPeACcTBa - HaMMEHOBaHWE INEKapCTBEHHOro CpeacTsa,
NPUCBOEHHOE €ro paspaboTynkoM, [OepxaTenem Wnu BRagesbLUeM permcTpaunmoHHOro YO4OCTOBEPEHUSsI
NeKapCcTBEHHOro npenapara;

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

17.1) rpynnuMpoBOYHOE HaMMEHOBAHME feKapCTBEHHOrO npenapata - HauMeHOBaHWe NeKapCTBEHHOro
npenapaTa, He UMeILLEero MexayHapoaHOro HenaTeHTOBaHHOMO HaUMEHOBaHWS, NN KOMBUHaLMKN NEKapCTBEHHbIX
npenapaToB, WUCMOMb3yeMoe B Lensx obbeduMHeHus MX B rpynny nog €AvMHbIM HavMeHOBaHWeM MWCXoas w3
O[MHAKOBOrO COCTaBa AeNCTBYIOLLMX BELLECTB;

(n. 17.1 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

18) obwasa dapmakonenHas ctaTbs - AOKYMEHT, YTBEPXKOEHHbIN YNONHOMOYEHHbIM dheaepanbHbIM OpraHom
NCMOMHUTENbHOW BNacTu U cogepxallmi nepedeHb nokasatenemn kadyecrsa u (Mnv) MeTogoB KOHTPONS KavyecTBa
KOHKPETHOW IeKapCTBEHHOW (OPMbl, NEKapCTBEHHONO pPacTUTENbHOrO Cbipbs, OMNMCaHUA BMOoNOrnyeckmx,
BUOXUMMNYECKNX, MUKPOBMONOrMyecknx, UINKO-XUMNYECKNX, (USNYECKUX, XMMUYECKMX W APYruX MeTOAO0B
aHanusa nekapcTBEHHOro CpeacTsa, a Tawke TpeboBaHWs K WMCMOMb3yeMblM B LensX NpoBeAeHUs OaHHOro
aHarnusa peaktveam, TUTPOBaHHbLIM pacTBoOpaM, UHAMKaTopawMm;

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

19) dhapmakonenHass ctaTbd - [OOKYMEHT, YTBEPXOEHHbI YMONHOMOYEHHbIM eaeparnbHbiM OpraHoMm
WCNONHUTENBHOW BNacTW W COAepXaluin nepeyeHb NokasaTeren KavyecTBa M MeTOOOB KOHTPONSA KayecTBa
neKapcTBEHHOro CpeacTBa;

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

19.1) CTaHOapTHble o6pa3u,b| - BewecTBa, nocpeacTtsoM CcpaBHEHUA C KOTOPbIMU OCYLLECTBINAETCA KOHTPOJb
Ka4eCTBa unccnenyemMblix NieKapCTBeHHbIX CcpeacTB C MOMOLLbIO (*)VISI/IKO-XVIMI/ILIGCKI/IX N GMONOrM4Yecknx MeToaoB B
uendax noarBepXaeHnAa COOTBETCTBUA JIEKAPCTBEHHbIX CpeacTB Tpe6OBaHl/IF|M HOpMaTMBHOI7I OOKyMeHTauuu,
YCTAHOBJIEHHbLIM MPU OCyLLleCTBNEHNN FocyﬂapCTBEHHOVI perncrtpauunmn, n KoTopblie NPpUMEHATCA ANnA KaJ'II/I6pOBKVI
CTaHOApPTHbIX 06pa3LI,OB npon3BoaunTena nekapCTBeHHbIX CpencTB, UCMOJIb3YyEeMbIX ONA KOHTPOSIA KavecTBa U UHbIX
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Lenen npy obpalleHnn NekapCTBEHHBLIX CPEACTB;
(n. 19.1 BBegeH PepeparnbHbIM 3aKkOHOM OT 22.12.2014 N 429-93)

19.2) chapmakonerHbin cTaHaapTHLIN 0bpasel, - cTaHAapTHbIN 0bpasel, Npon3BeaeHHbI B COOTBETCTBUM C
dapmakonenHon ctatben;
(n. 19.2 BBegeH PeneparnbHbiM 3akoOHOM OT 22.12.2014 N 429-93)

20) HopmaTuBHas OOKYMeHTauus - OOKYMEHT, coAepXalui nepeyeHb onpeaensieMblx no pesynbTatam
COOTBETCTBYIOLLMX IKCMEepPTU3 NokasaTterei kayecTBa fekapCcTBEHHOIO cpeacTBa ANns MeauLMHCKOTO NPpUMEHEHUS,
METO/I0B KOHTPOIS €ro Ka4ecTsa U YCTaHOBMEHHbIN ero Npou3BoanTeneM;

21) HOpMaTMBHbIA AOKYMEHT - [OKYMEHT, COoAepXawuii nepeyveHb ornpedensiemMblx Mo pesynbTatam
COOTBETCTBYIOLUMX 3KCMEPTU3 MokasaTenen kadectsa M (MNM) METOOOB KOHTPONS KayecTBa JieKapCTBEHHOM
hopMbI, ONMcCaHUsi GUONOMMYECKMX, BUOXMMUYECKUX, MUKPOOUOMOrMYECKNX, (PU3MKO-XUMUYECKUX, (DU3NYECKMX,
XMMUYECKMX U APYrMX METOAOB aHanm3a NiekapCTBEHHbIX CPEACTB AJ1si BETEPMHaPHOro NpUMeHeHus, TpeboBaHus K
UCNOMb3yeMbIM B LIENSIX NMPOBEAEHUSI JaHHOrO aHanu3a peakTMBaM, TUTPOBaHHbIM pacTBopaMm, uHAMKatopam U
YCTaHOBIEHHbI €ro NPpou3BoAUTENEM;

21.1) oOLWMIN TEXHUYECKUA OOKYMEHT - KOMMMNEKT AOKYMEHTOB U MaTepuanoB, COCTOSALLMIA M3 HECKONbKUX
pasgenoB - OKYMEHTaUMM agMUHUCTPATUBHOIO XapakTepa, XMMU4eckomr, bapMaueBTU4EeCKon 1 BrMonornyeckom
OOKyMeHTaumn, apmMaKkornormyeckon, TOKCUKOMOIMYECKON [OOKYMEHTaUMW, KIUHUYECKOW OOKYMEeHTauum wu
npeacTaBnsieMbli OQHOBPEMEHHO C 3asiBIIEHMEM O rOCydapCTBEHHOW permcTpauum NnekapCTBEHHOro npenapara
Ons MeauUMHCKOro npuMeHeHust B dopmaTte, YCTAHOBJIEHHOM YMONTHOMOYEHHLIM heaeparnbHbIM  OpraHom
WCMOMHUTENBHOWN BNAcTu;

(n. 21.1 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

22) KayecTBO I€KaApCTBEHHOrNO CpPEACTBa - COOTBETCTBME JIEKAPCTBEHHOro cpeactea TpeboBaHMAM
apmakonenHon cTatbu nNMBO B Cryvyae ee OTCYTCTBUS HOPMAaTMBHOW AOKYMEHTauuuM WM HOPMaTMBHOMO
OOKYMEHTa;

23) ©e3onacHoCTb JIEKapCTBEHHOIO CpeacTBa - XapakTepUCTUKa JNiekapCTBEHHOIo cpeanctea, OCHOBaHHaA Ha
CpaBHUTEJIbHOM aHalnn3e ero Sd)(*)eKTI/IBHOCTVI N pUCKa npn4nHeHna spena 3aopoBblo;

24) 3bdeKTUBHOCTL NEKAapCTBEHHOTO NpenapaTta - XapakTepuUcTMKa CTemneHu MNONOXUTENbHOIO BIUSIHUS
NeKapCTBEHHOro npenapaTa Ha TeyeHuWe, NPOAOMKUTENbHOCTL 3aboreBaHus unNM ero npegoTBpalleHue,
peabunuTauuio, Ha coxpaHeHve, NpeaoTBpaLLEHNE UNK NpepbiBaHNe 6epeMeHHOCTH;

25) cepusi NeKapCcTBEHHOro CpeacTBa - KOMWMYECTBO IEeKapCTBEHHOro cpeacTsa, NpousBedeHHoe B
pesynbTaTe 04HOro TEXHOMOrMYECKOro LiMKna ero npon3soauTenem,;

26) peructpauMoHHOe YyOOCTOBEpeHME feKapCTBEHHOro npenaparta - AOKYMEHT, MoATBepXaalolmin dakT
rocyqapCTBEHHOW perncTpauuy NekapcTBEHHOro Npenapara;

26.1) pepxatenb WM Bragenel perucTpauMoHHOrO YOOCTOBEPEHUs] FEKapCTBEHHOro npenapara -
pa3paboTynk nekapcTBEHHOro cpeacTea, Npou3BoauTenb NEeKapCTBEHHbIX CPEACTB UMW MHOE pugnyeckoe nuuo,
obrnagatowee nNpaBoM BMageHUs perucTpauMoHHbIM YOOCTOBEPEHUEM, KOTOPble HECYT OTBETCTBEHHOCTb 3a
KayecTBO, 3(pPEKTUBHOCTL M BE30NaCHOCTL NEeKapCTBEHHOIO Npenapara;

(n. 26.1 BBegeH dPepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

27) perucTpaumnoHHbIi HoMep - KogoBoe 06o3HayeHne, NPUCBOEHHOE NeKapCTBEHHOMY MnpenapaTy npu ero
rocyqapcCTBEHHOMN perucrpauum;

28) obpalueHne nekapCTBEHHbIX CPeAcTB - pas3paboTka, AOKNMHMYECKME WCCregoBaHus, KIMHUYECKue
nccrnegoBaHuMsl,  JKCMepTu3a, rocygapCTBEeHHas peructpauusi, CcraHgapTu3aumsi M KOHTPONb  Ka4vecTsa,
NMpoM3BOACTBO, U3rOTOBIIEHME, XpaHeHue, nepeBo3ka, BBO3 B Poccunckyio degepaumio, BbIBO3 U3 Poccuiickon
depnepaumn, peknama, oTnyck, peanusauusi, nepegada, NpMMeHeHNe, YHUHTOXEHNE NEKapCTBEHHbLIX CPEACTB;

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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29) cyGbekTbl 0bpallleHnsl NeKapCTBEHHbIX CPEACTB - (M3NYEcKMe nuua, B TOM YMCre MHAMBUAYalbHble
npeanpuHUMaTenun, 1 lopuanyeckMe nuua, OCYLECTBRsOLME AEATeNbHOCTb MpU OGpalleHMn NeKkapCTBEHHbIX
CPeacTs;

30) paspaboTuMk nekapCTBEHHOro CpeAacTBa - oOpraHusaums, obnagarwowas npaBamu Ha pesynbTaTtbl
OOKIMUHUYECKMX UCCRefoBaHUA  NEeKapCTBEHHOrO CPEACTBA, KIMHUYECKUX WCCNEAOBaHWIA  flekapCTBEHHOMO
npenapaTa u (Unn) Ha TEXHOMOIMIO MPON3BOACTBA NEKAPCTBEHHOIO CPeACTBa;

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

31) npon3BoACTBO JeKapCTBEHHbIX CpeACTB - OeATeNIbHOCTb MO NpOu3BOACTBY J1I€KAPCTBEHHbLIX CpeacTB
opraHnsaunamMmm - npon3BoanTeNAaAMU NeKapCcTBeHHbIX CPpeacTB Ha OAHOW CTaguun, HECKOMNbKUX UM BCEX CTagumsiX
TEXHOITOIrM4YeCKoro npotecca, a Takke no XxpaHeHunto n peanmsaumm npom3BegeHHbIX NekapCTBEHHbIX CPeAcCTB,

31.1) npou3BoACTBEHHAs Mrollagka - TeppuTopuanbHO 06GOCOGMNEHHbIN KOMMNEKC NPOU3BOAUTENS
NeKapCTBEHHbIX CpeacTB, NpeaHasHayeHHbIN AN BbINOMHEHUS BCEro Mpolecca npou3BoACcTBa feKapCTBEHHbIX
CpencTB WUIK ero onpeaeneHHoln ctaguu;

(n. 31.1 BBegeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

32) npousBoauTENb JEKAapCTBEHHbIX CPEACTB - OpraHuMsauus, OCyLecTBAsoWas Mnpon3BOACTBO
nekapCTBEHHbIX CPeACcTB B COOTBETCTBUM € TpeboBaHnamMmn HacTosiwero degepanbHOro 3akoHa;

33) dapMaueBTMYECKan OesITENbHOCTb - AesATENbHOCTb, BKI4Yawwas B cebs onToByl TOProBrto
nekapcTBEHHbIMWM CPEACTBaMM, WX XpaHeHWe, NepeBo3ky W (MnM) PO3HWYHYKD TOProBMO NEeKapCTBEHHBLIMM
npenapatamMv, B TOM 4UCRE AUCTAHUMOHHLIM CMNOCOGOM, WX OTMYCK, XpaHeHue, MNepeBO3Ky, W3rOTOBIEHMWE
NeKapCTBEHHbIX NpenaparTos;

(8 pea. PegepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHmnsauua OnNTOBOWN TOProBJ11 JNeKapCTBEHHbIMW CcpeacTtBamMn - opraHm3auuna, ocyllecTBrdrolan
ONTOBYIKO TOProBJIIKO JieKapCTBEHHbIMU CpeacCTBaMU, UX XpaHEHWe, NepeBo3Ky B COOTBETCTBUU C Tpe6OBaHI/IFIMVI
HacTodLliero CDe/J,epaanoro 3aKOHa;

35) anTeyHas opraHusauus - OpraHusauus, CTPYKTYpHOe nogpasferieHne MeguuMHCKOM opraHu3auuu,
OCYLLECTBMSAOWMNE PO3HUYHYKD TOProBMtO JEKApCTBEHHbIMK MpenapaTtamu, B TOM 4YuUCre AWCTaHUMOHHbBIM
cnocobom, XpaHeHue, NepeBO3KY, W3rOTOBMEHME W OTMNYCK JfeKapCTBEHHbIX MNpenapaTtoB Ang MeLMLMHCKOro
NPUMEHEHMS B COOTBETCTBUM C TpeboBaHuAMM HacTosero PenepanbHOro 3akoHa;

(B pea. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyHas opraHusauus - opraHusauus, CTPyKTypHOe noapasgeneHue BeTepuHapHown
opraHudauumu, ocyuwecrtendawouime pPoO3HUYHYKO TOProBJilO JeKapCTBeHHbIMW MNpenapatamn, B TOM 4ucne
ANCTaHUNOHHbIM CI'IOC060M, XpaHeHue, n3rotoefieHne 1 OoTNycK riekapCTBeHHbIX npenapaTtoB ANA BeTepuHapHOro
npumMmeHeHna B COOTBETCTBUN C Tpe6OBaHI/IF|MVI HacTosALwero CDep,epaanoro 3aKOHa;

(8 pea. PegepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcMduuMpoBaHHOE flekapCTBEHHOE CPeACTBO - JIEKapCTBEHHOE CPEeACTBO, COMPOBOXAAEMOEe
NOXHOW MHdOopMaLMen o ero coctaee 1 (Mnu) NponssoauTerne;

38) HepobpokayecTBEHHOE MeKapCTBEHHOE CPEeACTBO - MeKapCTBEHHOEe CPeACTBO, He COOTBETCTBYOLLEee
TpeboBaHuaM hapmakoneriHon ctaTbl NMBO B cnyvae ee OTCYTCTBUS TpeboBaHUSAM HOPMaTUBHOW AOKyMEHTauum
NN HOPMATUBHOIO JOKYMEHTA;

39) KoHTpadhakTHOe IeKapCTBEHHOe CpedCcTBO - fekapcTBEeHHOe CpeacTBO, Haxopsuleecs B oGopoTe c
HapyLLUeHWeM rpaxKaaHCcKoro 3akoHoAaTeNnbCTBa;

40) poOKNMHMYEeCKoe WCCrefoBaHWE JeKapCTBEHHOro cpeacTBa - Guonormveckue, Mukpobuonornyeckue,
MMMYHOMOrMYECkMe,  TOKCUKOMormyeckne, dapmakoriorndeckme, uandeckme, XUMUYeckue U Apyrue
nccnefoBaHWsl NeKapCTBEHHOrO CPeACTBa MyTEM MPUMEHEHWUS] HAyYHbIX METOAOB OLEHOK B LEMsX MONyyYeHus
[loka3aTenbcTB Be3onacHoOCTH, kKavyecTBa U 3HEKTUBHOCTU NEKAPCTBEHHOIO CPEACTBA;
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41) KNMHUYECKOEe WCCIefOBaHWE FEKAPCTBEHHOrO npenapaTta - U3YYeHWe AMarHOCTUYECKUX, NevebHbIX,
NPoUNAKTUYECKNX, (PAPMaKOSOrMYECKMX CBOWCTB NMEKapCTBEHHOrO npenapaTta B MPOLEeCcCe ero NpuMMEHEHNs Yy
YernoBeka, >XMBOTHOTO, B TOM YMCMe NMPOLECCOB BCaCbIBaHWS, pacrpeneneHnsi, UBMEHEHUst U BblBEAEHWS, NMyTEM
NPUMEHEHNA Hay4dHbIX METOOOB OLUEeHOK B UuUendx nonyyvyeHua OoKa3aTellbCTB 6830I'IaCHOCTI/I, Ka4vyectBa U
Sq)d.)eKTI/IBHOCTVI NeKapCTBEHHOro npenaparta, AaHHbIX O HeXenaTesribHbliX peakunax opraHn3ma 4ernoBeka,
XWBOTHOIO Ha MpPUMEHEHME IeKapCTBEHHOro npenapata u o6 adpdekre ero B3aUMOAEWCTBUS C ApYrynmu
NneKapCcTBeEHHbIMU NpenapaTtamMmn n (VIJ'II/I) nuuieBbiMU NpoaYyKTaMn, KopmMamu,

42) MHOIoLueHTpoBOE KIMMHNYECKOE WUuccrneagoBaHMe JneKapCTBeHHOro npenaparta Aand MeagmunHCKOro
NnpuMMEHeHna - KIMHUYEeCKOE WCcriegoBaHMe JeKapCTBEeHHOro npenaparta and MeguumHCKOro npumMeHeHud,
nposognmoe p83p860T‘-IVIKOM NIeKapCTBEHHOro npenaparta B AOBYX U bonee MeOMLMHCKNX opraHmnsaumnax no
€OVNHOMY MNMPOTOKOJ1Y KITMHNYECKOIro nccriegoBaHnd nekapCTtBeHHOro npenaparta,

43) MexayHapoOHOe MHOTOLEHTPOBOE KIMHMYECKOe WccredoBaHne ekapCTBEHHOro npenaparta Ans
MEOULIMHCKOrO MPUMEHEHMS - KIMHWYECKOe WCCreaoBaHue reKkapCTBEHHOro npenaparta ansa MeavLMHCKOro
NpYMeHeHnsl, NPOBOAUMOE pa3paboTUMKOM IIEKAPCTBEHHOrO MNpenapaTa B pPasfMyHbIX CTpaHaxX Mo eavHoMY
MPOTOKONY KIMHWUYECKOro UCCreAoBaHUs NNEKapCTBEHHOTO Npenapara;

44) nocTpernctpaumMoHHOE KNMHWYECKoe WccnefoBaHue nekapCTBEHHOro npenapata Ans MeauuUHCKOro
NMPUMEHEHUST - KIMHUYECKOe WCCneaoBaHWe mneKapCTBEHHOro npenapaTta Ans MeauuMHCKOro NPUMEHEHUS,
NpOBOAMMOE MNPOM3BOAUTENEM FEKapCTBEHHOrO npenapara, rpaxgaHckuin obopoT KOTOPOro OCYyLIEeCTBNAETCA
nocrne rocygapCTBEHHOW perncTpaunn, B Uensx AOononHuTenbHoro cbopa AaHHblX O ero 6e3onacHoOCTU U
3(PPEKTUBHOCTA, pPaCLUMPEHUS MOKa3aHUN K MPUMEHEHMIO AaHHOro fneKapCTBEHHOro npenapaTa, a Takke
BbISIBNEHNSA HexXenaTerbHbIX peakLii NauMeHToB Ha ero AencTBuE;

45) nccnepoBaHme GUOSKBMBANEHTHOCTU NEKApPCTBEHHOrO mpenapata - BUA KIMHUYECKOro uccrneaoBaHus
NeKapCTBEHHOro npenapara, NpoBefeHne KOTOPOro OCYLLECTBNAETCA ANs onpenerieHns CKOpoCTM BCaCbIiBAHUSA U
BbIBEEHNSI OOHOrO WUNKN HECKONbKMX obnagarowmx apmMakornormyeckon akTMBHOCTbIO OENCTBYIOLINX BELLECTB,
KONMmMyecTBa JeKapCTBEHHOro npenapaTa, AOCTUralowero CUCTEMHOTO KPOBOTOKA, M pe3ynbTaTbl KOTOPOro
Mo3BOMAKT caenatb BbIBOA O OMO3KBMBANEHTHOCTM BOCMPOM3BEOEHHOrO fEeKapCTBEHHOrO npenapata B
onpenerneHHbiX NekapCcTBeHHOW ¢bopMe M O03MPOBKE, COOTBETCTBYIOLMX (bopMe M O03MpoBKe pedepeHTHOro
neKkapcTBEHHOro npenapara;

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

46) nccnegoBaHve TepaneBTUYECKOW 3KBMBANEHTHOCTW feKapCTBEHHbIX MpenapaToB - BWUA KIMHUYECKOro
nccnefoBaHUA  NeKkapcTBeHHbIX npenapaTtoB, nNpoBedeHWe KOTOPOro OCYLIEeCTBRSeTCA [ANA  BbISBMEHUA
O[IMHaKOBbIX CBOWCTB IEKapCTBEHHbIX MpenapaTtoB onpefeneHHou rnekapcTBeHHOM OpMbl, a TakKke Hanmyus
OAMHaKOBbIX MoKasaTenen 6Ge3onacHOCTM U 3MAPEKTVBHOCTM JEKapCTBEHHbIX MNpenapaToB, OAWHAaKOBbIX
KNUHUYECKNX 3pdeKTOoB Npu UX NPUMEHEHMM;

47) NPOTOKOJT KITMHUYECKOro uccnenoBaHuA JekapCTBEHHOro npenapata - OOKYMEHT, B KOTOPOM
onpegenarwTCca Uenn, d)OprI opraHunsaunmm wn wMetTopgosiorma nposeaeHna KrinHU4eckoro wuccnenoBaHus,
cTaTucTn4yeckme Mmetoabl 06pa6OTKVI pe3ynbTaTtoB TakKoro nccriegosaHna n Mmepbl no obecneyeHnto 6e3onacHocTh
cbmsmqecmx iy, y4acTByHOLWKX B KITMHNYECKOM MUccnenoBaHUn nekapCTtBeHHOro npenapara;

48) 6Gpowwtopa wuccnegoBaTens - CBOOHOE W3MNOXEHWe pe3ynbTaToB LOKIUHUYECKOro WCCneaoBaHUs
rieKkapCTBEHHOrO cpeacTBa W KIMHUYECKOrO MCCNenoBaHusl NEKapCTBEHHOrO npenapaTta Ans MeauUMHCKOro
NPUMEHEHMS;

49) VHMOPMAUUNOHHBIA JIMCTOK NauueHTa - AOKYMEHT, B KOTOPOM COAepXaTcsi B [OCTyrnHou chopme
CBeOEeHUs, KacarLmecs NPOBOAMMOrO KMMHUYECKOrO UCCeL0oBaHNs NIEKAPCTBEHHOIO nNpenapara, U B MMCbMEHHOM
dopme p[obpoBoNbHOE cornacue naumeHTa Ha y4vacTue B KIMHWYECKOM WCCMEeAOBaHMU  fiekapCTBEHHOro
npenapaTta nocrie O3HAKOMIIEHUs C OCOBEHHOCTSIMU KIMHMYECKOTO WCCMEeAOBaHUSA, UMEKLWMMM 3HadeHue Ans
BbIpa)X€HUS Takoro cornacus;

50) noboyHoe aencTeue - peakuna opraHun3ma, BO3HUKLLIAA B CBA3WM C NpUMEHEeHUeM JieKapCTBEHHOIo
npenapara B [o03ax, pekoMeHAyeMblX B WHCTPYKUMU MO ero npuMeHeHuw, Ond HpO(*)I/IﬂaKTI/IKVI, ANarHoCTUKu,
neyeHust 3abonesaHus nnu ans pea6mnMTau,v|M;
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50.1) HexenaTenbHas peakuusi - HenpeaHamepeHHasi HebnaronpusiTHasi peakuusi opraHuama, KoTopas
MOXeT ObITb CBSI3aHa C NMPUMEHEHMEM NIEKAPCTBEHHOTO Npenapara;
(n. 50.1 BBegeH PepeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

51) cepbesHasi HexxenaTtenbHas peakuns - HexxenaTenbHas peakumsi opraHnamMa, CBsi3aaHHasi ¢ NPUMeEHEHNEM
NeKkapCTBEHHOro npenapaTa, fnpuBedllasl K CMepTh, BPOXAEHHbIM aHOManuMsaM WM MNopokam pasBuTUS Nnbo
npeacraensiowasi cobo yrposy usHu, Tpebyowas rocnuTanu3auMn unu npuBefllasl K CTOWKOW yTpaTte
TPYAOCNOCOBHOCTU 1 (UNKN) NHBANUAHOCTMU;

52) HenpeOBuaeHHas HeXxenaTenbHas peakuusl - HexxenaTenbHas peakuusi opraHMama, KoTopasi CBsidaHa C
NPMMEHEHWEM IeKapCTBEHHOrO npenapata B [03ax, PEeKOMEHOYEMbIX B MPOTOKOME €ro KIMHUYeCcKoro
nuccnenoBaHusl, Opoluope uccriegoBaTens, MAM C NPUMEHEHWEM FeKapCTBEHHOro npenapata B [o3ax,
peKoMeHAYeMbIX B UHCTPYKLUM MO ero NPUMEHEHUIO Anst NPounakTuKM, AMarHOCTUKK, nevYeHunst 3aboneeaHms unm
MeaUUMHCKON peabunurtaumMm naumeHTa, W CYLHOCTb, TSPKECTb WM WUCXOL4 KOTOPOM He COOTBETCTBYET
MHopMauMM O nekapcTBEHHOM MpenapaTe, coAaep)kallencss B MPOTOKONEe €ero KIMHUYECKOro WCCreaoBaHus,
Gpolutope uccriegoBaTens UM B UHCTPYKLUM NO MPUMEHEHUIO NEKapCTBEHHOro npenapaTa;

(n. 52 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

52.1) dapmakoHag3op - BWA [OEATENbHOCTUM MO  MOHUTOPWHIY addekTMBHOCTM 1K BesonacHocTH
nekapCTBEHHbIX MpenapaToB, HamnpaBreHHbI Ha BbIsiBNEHME, OLEHKY W MpefoTBpalleHne HexenaTenbHbIX
NocneacTBUN NPUMEHEHUS NEeKapCTBEHHbIX NpenapaTos;

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

52.2) nnaH ynpaBneHus puckamm - nNogpobHOe onucaHue MeponpuaTMA Mo dapMakoHaasopy,
HanpaBfeHHbIX Ha BbISIBNIEHWE, OUEHKY W MNpefoTBpalleHne Wi MWHUMWU3ALMI0 PUCKOB, CBA3AHHbIX C
nekapCcTBEHHbIMU NpenapaTamu, BKMoYas oueHKy 3deKTUBHOCTM SaHHbIX MEPONPUATUN;

(n. 52.2 BBegeH dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

53) peuenT Ha nekapCTBEHHbIV Npenapar - MeAUUMHCKUIA OOKYMEHT yCTaHOBMEHHOW hOpMbl, coaepXaLiui
HasHayeHne NekapcTBEHHOro npenapaTa Ans MeAWLMHCKOrO NPUMEHEHUS, BblAHHbLIA MEAULUHCKMM PabOoTHUKOM
B LensiXx OTMnycka fiekapCTBEHHOIO npenapara WM ero M3roToBMEeHMS U OTrnycka Ha OyMakHOM HocuTene wnu ¢
cornacusi nauMeHTa WM ero 3akOHHOro npeacTaBuTenst B (ooOpMe 3MEKTPOHHOIO OOKYMEHTA, NOAMMCAHHOIo C
NCMOMb30BaHWEM YCUITEHHOW KBanuUUMPOBAHHOW 3NEKTPOHHOW MOANUCU MeAWLMHCKOro paboTHuka, nmbo
OOKYMEHT YCTaHOBJIEHHON (hOpMbI, CoAepXallui Ha3HadeHue NeKapCTBEHHOro npenapara nnis BeTepMHapHOro
NPUMMEHEHMs, BblAAaHHBIN creuuanucTtoMm B obnactu BeTepuHapum B LeNsxX OTrnycKa NlekapCTBEHHOro npenapara
WNn ero N3roToBneHns 1 oTnycka Ha GymakHOM HocuTene;

(B pea. PegepanbHbix 3akoHoB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-93)

54) TpeboBaHMe MeAMWLMHCKOM OpraHu3auun, BETEPUHAPHOW OpraHu3auuMu - OOKYMEHT YCTaHOBIIEHHOM
opMbl, KOTOPbIV BbIMUCAH MEANLNHCKMM pabOTHUKOM MMM CreLmanucToM B obnactn BeTepuHapum, UMeLWmmMm
Ha 3TO NpaBo, U COOEPXUT B MUCbMEHHOW hopMe yka3aHue anTeyYHON opraHM3aunm v BeTepMHapHON anTe4yHon
opraHm3aumm o6 OTnycKe NeKapCTBEHHOro npenaparta UM O ero U3rotoBneHun u ob otnycke ans obecneyeHus
ne4yebHOro nNpouecca B MEQULIMHCKOW OpraHu3auum, BeTepUHapHOI opraHnsaumm;

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

55) komnnekcHas oueHka fnekapcTBEHHOro npenaparta - OueHKa 3aperMcTpupoBaHHOrO NeKkapCTBEHHOro
npenapaTa, Bknovawwas B cebsa aHanuM3 MHgopmauum O CPaBHUTENbHOW KIMHUYECKON 3MEKTUBHOCTM U
6e30nacHOCTM NeKkapCTBEHHOro npenapara, OLEHKY 3KOHOMUWYECKMX MOCNeACTBUA €ro MpUMEHEHUs, U3yyeHue
AOMNOMHUTENbHBIX MNOCNEACTBMN MPUMEHEHWS NeKapCTBEHHOro mnpenapata B UENnaxX MNPUHATUS peLlleHui o
BO3MOXHOCTU BKIMIIOYEHUS] NEKApPCTBEHHOro npenapata B MNepeyeHb XWU3HEHHO HeOoOXOAMMbIX W BaXKHEWLIMX
rniekapCTBEHHbIX NpenapaTtoB, HOPMaTVBHble MNPaBOBble aKkTbl W WHble AOKYMEHTbI, Onpedensiolime nopsgok
oKa3aHusi MeauLMHCKOM NOMOLLM, UMM UCKIMIOYEHNS ero 13 yKasaHHbIX NepeyHsi, akToB U JOKYMEHTOB;

(n. 55 BBegeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

56) cucreMma MOHUTOpPpUHIa AOABWXEHUA JeKapCTBEHHbIX npenapaTtoB Anad MeaUUNHCKOro npuMeHeHuna -
d)e,u,epaanaﬂ rocyoapcrtBeHHas VIH(bOpMaLI,I/IOHHaFI cucreMma  MOHUTOPUHra AOBWXKEHUA  NMeKapCTBEHHbIX
npenaparos Anda MeguumHCKOro npuMmeHeHna ot npomnssoanTenda 40 KOHEYHOro I'IOTpe6l4TeJ'IF| C ncnosrnb3oBaHneM B
OTHOLUEHWUN NNeKapCTBEHHbIX NMpenapaTtoB And MeguLUumMHCKOro npuMmeHeHmnda cpeacTs I/I,D,eHTl/I(*)I/IKaLIMI/I.
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(n. 56 BBeaeH PepepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

Inasa 2. MONNHOMO4YUA ®EQEPAJIbHbIX OPTAHOB VICI'IOJ'IHVITEHbI:IOI?I 5
BJIACTU, OPTAHOB UCMOJNTHUTEJNIbHOU BITACTU CYBBEKTOB POCCUUCKOU
SENEPALIAM NPU OBPALLEHUU NNEKAPCTBEHHbIX CPEACTB

Cratba 5. [lMonHomouums cpepepanbHbIX OPraHoB WCNOSIHUTENILHOW BRacTu npu obpaleHuun
neKapCcTBEHHbIX CpeacTB

K nonHomounam cbep,epaanblx opraHoB MCMNOMNHUTENBbHOW BRAacTu npu 06paLIJ,eHVIVI JIeKapCTBEHHbIX CpencTBs
OTHOCATCA:

1) npoBegeHne B Poccuiickon defepaunm eguHOW rocygapCTBEHHOW MONUTUMKM B obnactu obecneyeHus
nekapcTBeHHbIMW NpenapaTtamu rpaxaaH B Poccuickon depepauny;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTtBepxaeHue oblimx dapmakonerHbix cTaTeln, dapMakonemHbIX cTaTew, M3gaHue rocyLapCTBEHHOM
cdhapmakoneu, co3gaHue 1 BegeHue peectpa hapmMakonenHbix CTaHgapTHbIX 00pasuoB.;
(B peq. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocyLLecTBNeHME rocyaapCTBEHHOIO KOHTPOrs (Haa3opa) B cchepe obpalleHnst nekapCTBEHHbIX CPEACTB;
(B pea. PepgepanbHoro 3akoHa ot 25.06.2012 N 93-93)

4) nuueH3anpoBaHMe MNPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB M hapMaLeBTUYECKON [eATEeNnbHOCTU B
COOTBETCTBUM C 3akoHoZaTenbCcTBOM Poccuiickon ®epepaunu;

5) opraHu3aums aKcnepTu3bl NEKApPCTBEHHbLIX CPeacTB, 3TUYECKON 3KCMepTU3bl BO3MOXHOCTU MpPOBELEeHUs!
KMMHUYECKOr0 UCCRefoBaHUs FeKkapCTBEHHOrO npenapata Ans MeOMUMHCKOrO MNPUMEHEHUs, 3KCMepTusbl
OOKYMEHTOB, NpeAcTaBneHHbIX AN onpeaeneHns BO3MOXHOCTU paccMaTpuBaTb JeKapCTBEHHbIN npenapat ans
MEOULMHCKOrO MPUMEHEHMSI MpPU FOCYdapCTBEHHOW perncrpauum B KadyecTBe OpdpaHHOro NeKkapCTBEHHOro
npenapaTa;

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

5.1) opraHusaumsi npoBefeHVst KOMMMEKCHOW OLEHKW feKkapCTBEHHOro npenapaTta B UensxX MpUHATUS
peweHnin O BO3MOXHOCTM BKIOYEHUS feKapCTBEHHOro npenapata B MepeyeHb >KU3HEHHO HeobxoanMmbiX W
Ba)KHEWLUNX NeKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE MPaBOBble akTbl U WHblE OOKYMEHTbI, OnpeaensioLime
NopsA0K OKa3aHUs MeaMUMHCKOW NOMOLLM UMM UCKITIOYEHUS €r0 U3 YKasaHHbIX NePeYHsl, akTOB U JOKYMEHTOB;

(n. 5.1 BBegeH dPeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6) Bblaa4va pa3pemeHvu7| Ha nposefgeHne KInnHn4eckmnx nccnegoBaHum JIeKapCTBEHHbIX MpenapaTtoB, BeaeHne
peecTpa BblAaHHbIX pa3peLueHvu71 Ha npoBeaeHne KIMHN4YeCKnx ncerneaoBaHui JNIEKapCTBEHHbIX NpenapaToB;

7) rocymapcTBeHHas perucTpauusi nekapcTBEHHbIX npenapaToB, BedeHWe rocyaapCTBEHHOro peecTtpa
neKkapCcTBEHHbIX CPeaCTB;

8) opraHusaumsa u (unun) NnpoBedeHMe NHCNEKTMPOBAHUSA CyObEKTOB OOpaLLleHNs TeKapCTBEHHbIX CPEACTB Ha
COOTBETCTBME NpaBuiiaM Hagnexallien nabopaTtopHON NpakTUKK, NpaBunam Hagnexalen KNMHUYeCKom NpakTukK,
npasunamM Hagnexatlen NpakTUKM XpaHeHNa 1 NepeBO3KM NeKapCTBEHHbIX NpenapaTos, NpaBunamM Hagnexatliemn
ONCTPUBBIOTOPCKON NPAKTUKW, MpaBuamM Hagnexallen anTeyHom NpaKkTukuy;

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

8.1) opraHusauusi n (Mnu) npoBeaeHVEe WHCNEKTMPOBaHMA CyObEKTOB obpalleHus nekapcTBEeHHbIX CpeacTB
Ha cooTBeTCTBMe TpeboBaHWAM MpaBui Hagnexalwie’h MNpou3BOACTBEHHOW NPaKTUKM, Bblgadva 3akiioueHun o
COOTBETCTBUWN MPOU3BOAMUTENS NEKAPCTBEHHbLIX CPeAcTB TpeboBaHMAM MpaBun Hagnexailen Npov3BoACTBEHHOM
NpaKTUKW;
(n. 8.1 BBegeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8.2) yCTaHOBJ1IEeHNEe nopsAanka seeHnA U BeaeHmne rocynapCcrBeHHOro peectpa 3aKM4YeHNN O COOTBETCTBUM
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NMPOV3BOAUTENS NEeKapCTBEHHbIX CPeACcTB TpeboBaHUSAM NpaBun Hagnexallen NPon3BOACTBEHHON NPaKTUKW;
(n. 8.2 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) rocygapcTBeHHasi permctpauusi npegernbHbiX OTMYCKHbIX LieH NPOou3BOAUTENEN Ha JeKapCTBEHHbIE
npenapaTtbl, BKMOYEHHbIE B MEpeYeHb XU3HEHHO HEOBXOAMMBbIX U BaXKHEWLUMX NEeKapCTBEHHbLIX MpenapaTtoB, U
BELeHNe TroCyapCTBEHHOINO peecTpa nNpeAenbHbIX OTNYCKHbIX LEeH MpouM3BoAUTENEN Ha IeKapCTBEHHbIe
npenapaTtbl, BKIOYEHHbIE B NePeYEHb KN3HEHHO HEOOXOAUMBIX N BaXKHEWNLLNX NeKapCTBEHHbIX NpenapaTos;

(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHue MpPOEKTOB pELUEHUN OpraHoB MWCMOMHUTENbHOMW BRNactu cybbektoB Poccumnckon
depepaummn 06 yctaHOBNEHUM M (MNKM) M3MEHEHUW npefenbHbIX pa3MepoB OMTOBbIX HaabaBOK M MpeaenbHbIX
pa3mMepoB pPO3HUYHbIX HaabaBOK K AKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBMEHHbIM MNPOU3BOAUTENSMU
NeKapcTBEHHbIX NpenapaToB, Ha NeKapcTBEHHbIe npenapaThbl, BKIKOYEHHbIE B NepeyYeHb XU3HEHHO HEeOBXoaUMbIX
N BaXXHEMNLLINX NeKapCTBEHHbIX NpenapaTtos;

(n. 9.1 BBepeH deaepanbHbiM 3akoHOM OT 13.07.2015 N 241-03)

10) Bbl@aya, ycTaHOBMeHMEe MNopsiaka BblAavyM paspelleHuss Ha BBO3 KOHKPETHOW MapTUM NeKapCTBEHHOrO
cpeacTtea B Poccuiickyto Peaepauuio;
(n. 10 B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-$3)

10.1) Bblgaya, ycTaHOBMeHMe nopsifka BblgadM U OPMbl OOKYMEHTa, KOTOPbIM MOATBEPXKOAET, 4TO
NpPOM3BOACTBO IEKAPCTBEHHOIO Mpenaparta Ansi MeguUUHCKOro NMPUMEHEHUS] OCYLLECTBIIEHO B COOTBETCTBUM C
TpeboBaHMsIMM MpaBun Hagnexallen MNpouM3BOACTBEHHON MNPAKTUKM WK 4YTO FeKapCTBEHHbIA NpenapaT Ans
BETEPUHAPHOIro NPMMEHEHMs AonyLleH Kk obpaweHnio B Poccuinckon ®Penepauunm, U NOANEXUT NpeacTaBfieHnto No
TpeboBaHMIO YNOIHOMOYEHHOrO OpraHa CTpaHbl, B KOTOPYH BBO3WTCS JIEKAPCTBEHHbIN Npenapar;

(n. 10.1 BBegeH ®eaepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93; B peq. PenepansHoro 3akoHa ot 02.08.2019 N
297-03)

10.2) Bblgaya, yCTaHOBIEHMWE MOpsiaka Bbldaum U hOpMbl AOKYMEHTa, COAEPXKALLEro CBEAEHUS O CTagusix
TEXHOMOrMYEeCKOro npouecca MNpPOM3BOACTBa JIEKAPCTBEHHOrO CpeAacTBa ANst MEAWMUMHCKOrO MNPUMEHEHMS,
OCYLLIECTBISIEMbIX Ha TeppuTopnn EBpasmninckoro 3KOHOMMYECKOro COo3a;

(n. 10.2 BBegeH depepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93, B peq. PenepansHoro 3akoHa oT 13.07.2015 N
241-93)

11) co3gaHue CoBETOB MO BOMpPOCaM, CBA3aHHbIM C OOpalleHneM NeKapCTBEHHbIX CPEACTB;
12) atTectaums n ceptTucmkaLmsa cneynanucTos;
13) ytpatun cuny ¢ 1 ceHTabpsa 2013 roga. - PegepanbHbiv 3akoH ot 02.07.2013 N 185-93;

14) ocywecTteneHune papmakoHagsopa;
(n. 14 B pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

15) yyacTtvne B MexgyHapogHOM COTPYAHNYECTBE;

16) nony4eHune No 3anpocam ynonHOMOYEHHOro deeparnbHOro opraHa UCMONMHUTENLHON BNAacTy OT OpraHoB
ncnonHuTenbHou Brnactu cybbektoB Poccuickon depgepaunm, a Takke oT CyObeKkToB 0BpalLeHNs nekapcTBEHHbIX
CpeAacTB Ans MeAWLUMHCKOro MpUMEHeHWUs MHdopmauMu Mo BOMPOCaM YCTaHOBMNEHUS WM MPUMEHEHUS LeH Ha
rniekapcTBeHHble npenapaTbl 1 HagbaBoOK K HAM;

17) npyMeHeHe Mep OTBETCTBEHHOCTU 3a HapyLLeHne 3akoHogaTenbcTBa Poccunckon ®egepaunu;

18) yTBepxaeHue npaBwi Hagnexaiwen nabopaTOpHOM MpaKTUKW, NPaBUN Hagnexallen KIMHUYECKON
NpakTUKK, MpaBuN Hagnexalwen NpPpoM3BOACTBEHHOW MpakTUKX, NpaBWil Hagnexalleh MpakTUKM XpaHeHus W
NepeBO3KM JEeKapCTBEHHbLIX MNpenapaToB, MpaBUN  Hagnexaillen AUCTPUOLIOTOPCKOM MpakTUKK, NpaBuIl
Hagnexallen anTeyHom NpakTUKW, NpaBuUn Haanexallen npakTuku dpapmakoHaasopa fiekapcTBEHHbIX NpenapaToB
AN MeauLMHCKOro NPUMEHEHMS;

(n. 18 BBegeH PefeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

CrpaHuua 11 u3 110



®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 13.07.2020)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

19) ycTaHOBneHWe nopsigka POpPMMPOBAHMS PEMMCTPALMOHHOIO AOCbE Ha JleKapCTBEHHbIM npenapaTt u
TpeboBaHWI K JOKYMEHTaM B Er0 COCTaBE;
(n. 19 BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBepxaeHuMe npaBui pauMoHanbHOro Bbibopa HavMEHOBaHW NEKapCTBEHHbIX MpenapaTtoB Ans
MeAULMHCKOTO NPUMEHEHMNS;
(n. 20 BBeaeH PepeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEpXXAeHME NepeyHst HaMMEHOBaHUN NeKapCTBEHHbIX hOpM;
(n. 21 BBepeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PeagepanbHblii 3akoH oT 27.12.2019 N 475-03;

23) yTBEpPXKAEHME TpebOoBaHUIA K MHCTPYKLMMX N0 MEAMLMHCKOMY NMPUMEHEHMIO NTEKApPCTBEHHLIX NpenapaToB U
K MHCTPYKLMM NO BETEPUHAPHOMY NPUMEHEHNIO NEKAPCTBEHHbIX NPenapaTos;
(n. 23 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

24) NpyHATNE peLUEeHN, ABMAIOLLMXCS OCHOBAHUSIMU AN1S BKIHOYEHUS] JOMEHHbBIX UMEH U (Mnn) ykasaTenemn
CTpaHuy, canToB B MH(OPMAaLMOHHO-TENEKOMMYHUKALUMOHHOM ceTu "VIHTepHeT", a Takke CeTeBblX agpecoB B
€[MHYI0 aBTOMaTU3MPOBaHHYID WHOPMAUMOHHYIO cucTeMy "EOMHBLIN peecTp AOMEHHbIX WMMEH, yKasaTenen
CTpaHuy, cauToB B MHGOPMALNOHHO-TENEKOMMYHUKAUMOHHON ceTu "WHTepHeT" U1 CceTeBbiX aOpecos,
No3BONSALWNX unaeHTUdMUMpoBaTh CcanTbl B  MHEOPMALWMOHHO-TENEKOMMYHUKALUNMOHHON ceTn  "MHTepHeT",
cogepxawme mHdopmaumio, pacnpoctpaHeHne kotopon B Poccuickon denepaumm sanpeLieHo", B OTHOLLEHUN
nHdopMaLmmK, cogepXallen npeanoxeHme o pO3HNYHOW TOProBfie NeKapCTBEHHbIMU NpenapaTamu, B TOM Yucrne
ONCTaHUMOHHBIM CNOCOOOM, PO3HUYHAs TOProBfs KOTOPbIMU OrpaHu4yeHa WM 3anpeleHa B COOTBETCTBUM C
HacToswmm deagepanbHbIM 3aKOHOM, U (M) MHAOPMaLMK, coaepXallen NpeanoxeHne O pO3HNYHOW TOpProsre
NeKapCTBEHHbIMW npenapataMu, B TOM YUChe OUCTAHLMOHHBIM CnocoOoM, nuuaMu, He MMEKLWUMU JIMLEH3NN U
paspeLLeHns Ha OCyLLeCTBINEHME Tako AeATeNbHOCTW, €CrN NOMyYeHne NULEH3N N pa3peLleHmns npegycMOTPeHOo
3akoHodaTenbLCcTBoM 06 obpalleHnn nekapCTBEHHbIX CPeacTB;

(n. 24 B pea. PepepansHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgaya paspelleHuii Ha BBOA B IpaxgaHCKMM o060pOT UMMYHOOMOMNOrMYecKUX neKkapCTBEHHbIX
npenapaTos.
(n. 25 BBegeH ®eaepanbHbiM 3akoHOM OT 28.11.2018 N 449-$3)

MpumeyaHue.

Ct. 5.1 pacnpocTpaHseTcd Ha MOfIHOMOYMS, KOTOpble He nepefaHbl AN OCYLWEeCTBNEHUS OpraHam
rocyaapcTBeHHOW Bractu cyobektoB P® un opraHam MeCcTHOrO CaMoynpaBfeHWs COOTBETCTBYHOLMMU
denepanbHbiMmn 3akoHamm (P3 ot 13.07.2015 N 233-d3).

Cratba 5.1. MNepepaya ocywecTBNEHUSA MONHOMOYMM cpeaepanbHbIX OPraHOB MCMONHUTENbLHOMN
BflacTM npu oOpalleHnn JneKapCTBeHHbIX CpeacTB oOpraHamM MCMOJSIHUTENbLHOM BIacTu CcyObLekToB
Poccuiickon ®egepauumn

(BBegeHa degepanbHbiM 3akoHOM oT 13.07.2015 N 233-93)

MonHomMmouust degeparnbHbIX OpraHoB WUCMONTHUTENBHOM BRacTu npu obpalleHUn NekapCTBEHHbIX CPeacTs,
npeaycMoTpeHHble HacTodAwmM PefeparnbHbiM 3aKOHOM, MOFYT MepefaBaTbCs ANA OCYLWeEeCTBMEeHUs opraHam
ncrnonHuTenbHoOW BnacTn cyobektoB Poccunckon Pegepaummn noctaHosneHusimu lNMpaButensctea Poccunckon
depepaumun B nopsagke, yctaHoneHHom denepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-03 "O6 06wux
NpVYHLUMNax opraHu3auumn 3akoHoAaTenbHbIX (MPeACTaBUTENbHBIX) U UCMOMHUTENBbHBIX OPraHoB rocynapCTBEHHON
BnacTu cyobekTtoB Poccuiickon degepaummn”.

Crtatbsa 6. [lonHOMOuUMA OpraHoB UCNONHUTENbLHOM BrnacTu cybbekta Poccuinckon depepauunm npm
obpalleHnn nekapcTBEeHHbIX CPeacTB

K nonHomouusiM opraHoB MCNOMHUTENbHOW Bnactn cybwvekta Poccunckon ®Pegepauumn npu obpalleHuu
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NeKapCTBEHHbIX CpeacTB OTHOCATCA:

1) paspaboTka n peanusaumsi pervoHanbHbiX MporpaMm obecrnevyeHus HaceneHus feKkapCTBEHHbIMU
npenapaTtamu;

2) ycTaHOBMeHWe TnpedenbHbIX pPa3MepoB ONTOBbIX HagGaBOK W MpederibHbIX pPasMepoB  PO3HWUYHbLIX
HanbaBoK K (haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM NMPOU3BOAUTENSIMM NIEKaPCTBEHHbIX NpenapaTos, Ha
NeKapcTBeHHble npenapaTbl, BKIOYEHHbIE B MEpeYeHb KU3HEHHO HEOOXOAUMbIX U BaXXHEMLIMX NEKapCTBEHHbIX
npenapaTos;

3) ocyLuecTBMNeHne permoHanbHOro rocylapCTBEHHOrO KOHTPONS 3a MPUMEHEHMEM LiEeH Ha NeKapCTBEHHble
npenapaTbl, BKMOYEHHblE B MepeyvYeHb XM3HEHHO HeobOXOoOMMbIX W BaXKHEWLIMX NeKapCTBEHHbIX Npenaparos,
opraHusauusMy  ONTOBOW  TOProBMM  NEKApCTBEHHbIMW  CpeacTBamMW,  anTeYHbiMWU  OpraHu3auusmMu,
WMHAVBMAYANbHBIMW  NPEANPUHUMATENSaMKU, MMELWUMUA  NIMLEH3NI0 Ha  dapmMaueBTUYECKYlD [esATeNbHOCTb,
MEAMUMHCKUMW  OpraHvM3auusmMy, UMeLMMM  NULEH3NI0 Ha  dapmaueBTUYecKylo OeaTenbHOCTb, W UX
060cobneHHbIMM  nogpasgeneHusaMu  (ambynatopuamu,  denbawepckuMm 1 enbaepcko-akyLepCckumm
nyHKTamMu, LeHTpamu (oTaeneHnsmu) obuen BpavyebHON (CEMEWHON) NPakTUKK), PaACMONIOXEHHBIMU B CENbCKMX
HaceneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeuHble opraHnsaunu;

(B pea. PegepanbHbix 3akoHOB OT 25.06.2012 N 93-d3, o1 27.12.2019 N 475-93)

4) npuHATME pelleHuss 06 MCnonb3oBaHWM Ha TeppuTopumn cybbekta Poccuiickon denepaumn Hapsgy ¢
peuenTamMyM Ha FeKapCcTBEHHble mnpenapaTbl, OMOPMMEHHBIMA Ha OyMaXHOM HocuTene, pPeLenToB Ha
nekapcTBeHHble NpenapaTbl, COPMUPOBaHHBLIX B (DOPME 3NEKTPOHHbIX JOKYMEHTOB.

(n. 4 BBegeH PeneparnbHbiM 3akoHOM OT 29.07.2017 N 242-03)

naea 3. FTOCYOAPCTBEHHAA ®APMAKOINEA
Cratbsa 7. PaspaboTka u nsgaHue rocygapctBeHHon dpapmakoneun, pasmMeLwieHne AaHHbIX O Hen

1. Tlloa rocymapctBeHHOW hapmakoneen MOHUMAEeTCs CBoA4 obwux papmakonerHblx cTaten wu
dapmMakonerHbIX cTaTen.

2. PaspaboTka obLimx hapmakonenHbix cTaTenn n dapmakonenHblx cTaTei, B TOM 4ncne dapMakonenHbixX
cTtaTeri Ha dapmakoneriHble CcTaHOapTHble o00pasubl, M BKAOYEHME WX B TOCYLAPCTBEHHYI hapmakoneto
OCYLLECTBMAKTCA B MOpsSiAKe, YCTAHOBIIEHHOM YMONIHOMOYEHHBIM doedeparbHbiM OpPraHOM MCMOSNTHUTENBHON
BNacTu.

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

3. PaspaboTka chapMakonenHon ctaTtbl Ha pedepeHTHbIM NeKapCTBEHHbIA npenapaTt U BKIHOYEHME ee B
rocyapcTBeHHy0 dhapMakoneto B TedeHne cpoka AENCTBUSA 3aLUUTbl UCKITHYUTENBHOMO NpaBa, y40CTOBEPEHHOIO
NaTeHTOM Ha ped)epeHTHbIN NekapCTBEHHbIN NpenapaT, OCYLEeCTBAAKTCA C cornacus ero paspaboTyuka.

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

4. l'ocypapcTBeHHasa dapmMakones usgaeTcs YrofHOMOYeHHbIM befeparnbHbIM OpraHoM UCMOSTHUTENBHOM
BMacTu 3a cyeT CpeAcTB peaepancHOro OomkeTa n NOANEXUT NepensgaHnsam He pexe YeM OgvH pas B NATb NeT,
B Mepuod Mmexagy KOTOpbIMU M3[alTCA MPUINOXEHUS K rocygapCTBeHHOW dhapmakonee, copepxaiime obwime
dapmMakonenHsle ctatbn U (MNK) apMakonemnHble CTaTbu, YTBEPXKOEHHbIE MOCNe U3faHusa Unu nepensgaHuns
rocygapcTBeHHoW papmakonen.

5. YnonHomo4eHHbIn dedepanbHbii  OpraH  UCMOMHUTENbHOM BRacTM  pasMellaeT [AdaHHble O
rocygapctBeHHOM hapmakonee M MpUNOXEHUSX K Hel Ha cBoeM odmumanbHom cante B cetn "HTepHeT" B
YCTaHOBMEHHOM UM MOpsiaKe.

Masa 4. FTOCYAAPCTBEHHbIW KOHTPOJ1b MNP OBPALLEHUA
JIEKAPCTBEHHbIX CPECTB

Ctatba 8. JlMueH3supoBaHMe NpPOU3BOACTBA IeKAapPCTBEHHLIX CpPeAcTB M dapmaueBTUYECKOMN
OeATeNbHOCTH
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1. nVILJ,eH3I/Ip0BaHVIe npon3soAcTBa JI€KapCTBEHHbIX CpeactB Wu ct)apmaueBqueCKoPl AeATeNlbHOCTU
OCyLLEeCTBJIAETCA B COOTBETCTBMN C 3aKOHOAATENIbCTBOM Poccuickon CDep,epaLwlM.

2. ObsasatenbHbIM ycnosuem npenocrtaBrieHna InuueH3nnm Ha npou3BOACTBO JEKapCTBEHHbIX CpencTs
ABNAETCA MpUnoXeHune K 3adaBJIEHUI0 Couckatena InuueH3nn nepedyHa nekapCTBEeHHbIX (bOpM n (I/IJ'IVI) BMOoOB
cpapmaueBTquCKmx CyGCTaHLlMVI, KOTOpbl€ Npon3BoanTEslb JIEKapPCTBEHHbIX CpenCcTB HaMmepeH Npon3BoanTb.

3. B cnyyae HeobxooumMOCTM paclUMpeHns MPOU3BOACTBA fEKapPCTBEHHbIX CPeacTB 3a CYET HOBbIX
nekapcTBeHHbIX (hopM 1 BUAOB hapMaLeBTU4EeCKMX cybCcTaHUmMin NPON3BOAMTENb NEKAPCTBEHHbIX CPEACTB OOIMKEH
I'IepeO(bOpMVITb NNLUEH30 Ha Npon3BOACTBO JieKapCTBEHHbIX CPeacTB.

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

MpumeyaHue.
C 29.12.2020 cT. 8 pononHsaetca 4. 4 (3 o1 27.12.2019 N 481-93). Cm. ByayLuyo peaakumio.

MpumeyaHue.
C 29.12.2020 paHHbI gokyMeHT gononHseTtca cT. 8.1 (P33 o1 27.12.2019 N 481-93). Cm. OyayLiyto pegakuuio.

CrtaTtbsa 9. locyaapCcTBeHHbIN KOHTPOMb (Haa3op) B chepe ob6palleHUs nekapcTBeHHbIX CPeacTB
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocymapcTBeHHbIN KOHTPOTb (Haa30p) B cdoepe obpalleHns nekapCcTBEHHbIX CPeACcTB BKoYaeT B cebs:

1) TNWUEH3NOHHBLIM KOHTPONb B cdepe NPOU3BOACTBA JNIEKAPCTBEHHbIX CPeacTB U B cdepe
dhapmaLeBTUHECKON AEATENBHOCTY;

2) cbeepanbHbIii rocyAapCTBEHHbIN Haa30p B chepe o0GpalleHUs NEKaPCTBEHHbIX CPEACTB;

3) BbIBOPOYHBIN KOHTPOMb KayeCTBa fiekapCTBEHHbIX CPeacTB.
(n. 3 BBegeH ®epeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. JIMUEH3MNOHHBbIA KOHTpPONb B cdepe nNpoM3BOACTBA JlEeKApCTBEHHbIX CpeactB UM B cdepe
tapmaneBTU4ECKON 0EeATENbHOCTH ocyllecTBnsieTcs YMOMHOMOYEHHbIMMN deaepanbHbIM opraHom
NCMNOMHUTENBbHOW BNacTu U opraHamMmu UCMOMHUTENbHOW BnacTn cyobekToB Poccuiickon ®egepauumn cornacHo mx
KOMNeTeHUun B nopsake, yctaHoBneHHoM ®deaepanbHbiM 3akoHOM OT 26 aekabpsi 2008 roga N 294-03 "O 3awmTe
npae OPUOANYECKUX NUL, WU WHAWBUAYANbHbIX MNPeAnpUHUMATENENn Npu OCYLLECTBIEHUN TOCY4aPCTBEHHOro
KOHTpons (Hags3opa) M MyHMUMMANbHOrO KOHTponsa", ¢ y4yeToM OCOOEHHOCTEN opraHu3auMm M nNpoBeAEHMS
NPOBEPOK, yCTaHOBMNEHHbIX PeaepanbHbiM 3akoHOM oT 4 masa 2011 roga N 99-d3 "O nuueH3npoBaHUN oTAENbHbIX
BMAOB AesiTenbHOCTU".

3. defepanbHbIii rocyaapcTBeHHbIN Haa3op B chepe o06palleHUs eKapCTBEHHbIX CPEACTB OCYLLECTBNAETCS
YNONMHOMOYEHHbIMK (hbeeparnbHbIMU OpraHamMn WCTIONHUTENbHOM BRacTu (Qanee - opraHbl rocygapCTBEHHOro
HaJ30pa) COrMacHo X KOMMeTeHLUM B Nopsiake, ycTaHoBneHHom MNpaButenscTBoM Poccuiickoi degepauuu.

4. ®epepanbHbli rOCyAapCTBEHHbIV HaA30p B cdepe obpalleHust nekapCTBEHHbIX CPeACcTB BKMOYaeT B
cebs:

1) opraHusaumio 1 NpoBefeHNe NMPOBEPOK cobntogeHns cybbekTamu obpalleHnsi NekapCTBEHHbIX CPeacTB
YCTaHOBMEHHbIX HacToAWnM deaepanbHbIM 3aKOHOM U NPUHSATLIMU B COOTBETCTBUMU C HAM UHBIMU HOPMaTUBHbLIMU
npaeoBbiMn aktamu Poccunckon depepaunm TpebOOBaHUN K JOKIMHUYECKUM MWCCIegOBaHUSIM JIEKapCTBEHHbIX
CpeacTs, KIMHUYECKMM UCCrefoBaHNSM flekapCTBEHHbIX NpenapaToB, XpaHeHu o, NepeBo3ke, BBO3Y B POCCUIACKYHO
depepaumio, OTMYCKy, peanu3auuu JEeKapCTBEHHbIX CPeacTB, MNPUMEHEHUI0 JIEKAPCTBEHHbLIX NpenapaTos,
YHUYTOXEHUIO NIEKAPCTBEHHbBIX CPEACTB, YCTAHOBMEHMIO MPOU3BOAUTENSAMU fEKapCTBEHHbIX NpenapaToB LieH Ha
NeKapCTBEHHbIE NpenapaTbl, BKIYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOOAUMbBIX U BaXKHEWLIUX NeKapCTBEHHbIX
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npenapaToB, a Takke cobONOAEHMS YMNOMHOMOYEHHBIMW OpraHamMu WCMOMHUTENBHOW BriacTM CyObLEKTOB
Poccuiickon ®degepaumm MeTOAMKM YCTAHOBMEHMS MpedenbHbIX Pa3mMepoB OMTOBbIX HagbaBOK UM MpeaenbHbIX
pasMepoB pPO3HMYHbLIX HaabaBoOK K (QAKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMIEHHbIM MPOU3BOAUTENSMM
NeKapcTBEHHbIX MpenapaToB, Ha NeKkapcTBEHHbIe npenapaThbl, BKIKOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOAMMbIX
N BaXXHENLLUNX NeKapCTBEHHbIX NpenapaToB (ganee - obsasatensHble TpeboBaHus);

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2) opraHun3auunto 1 npoepegeHne npoBepoK COOTBETCTBUA JIEKapCTBEHHbIX CpeacTB, HaxogdAwWuxcAa B
rpaxgaHCKkom 060p0Te, YCTaHOBJIEHHbIM Tp66OBaHVIF|M K UX Ka4eCTBY,

2.1) npoBedeHWe KOHTPOSbHbIX 3aKyrnoK B Lensx MpoBepku cobnogeHnss cybbektamm obpalueHus
NEKapCTBEHHbIX CPeaCcTB, OCYLUECTBASKLWUMM PO3HUYHYIO TOPrOBMKO fEKapCTBEHHbIMM MpenaparamMmm  Ans
MEeLMLIMHCKOrO MPUMEHEHUS, NMpaBun OTNYCKa IeKapCTBEHHbIX MpenapaToB AN MeOUUMHCKOro MpUMEHEHMS Y
(vwnn)  3anpeta npogaxu  anbCUULUMPOBAHHBIX  MEKApCTBEHHbIX  CPEACTB, HegobpoKayeCTBEHHbIX
NeKapCcTBEHHbIX CPeACTB U KOHTpadaKTHbIX NEKapCTBEHHbIX CPEACTB;

(n. 2.1 BBegeH PepepanbHbiM 3akoHOM OT 27.12.2018 N 511-93)

2.2) npoBedeHME KOHTPOSNbHbIX 3aKyrmoK B Lensx npoBepkn cobnogeHns cybbektamm obpalueHns
NeKkapCTBEHHbIX CpeacTB, OCYLECTBASIOWMMMA PO3HUYHYIO TOPrOBMIO JeKapCTBEHHbIMM MNpenapartamu  Ans
BETEPMHAPHOIO MNPUMEHEHWs, MpaBwui Hagnexallen anTeyHoM MNPaKTUKU JeKapCTBEHHbIX npenapaTtoB Ansd
BETEPMHAPHOIO MNpPUMMEHEeHMs W (Mnu) 3anpeta npoaaxn @anbCUUUMPOBaHHbBIX MEKapCTBEHHbIX CPeacTs,
HeaobpoKayYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB U KOHTPAdaKTHbIX NeKapCTBEHHbIX CPeaCTB;

(n. 2.2 BBegeH dPeaepanbHbiv 3akoHoM oT 02.08.2019 N 297-93)

3) opraHusauuio 1 npoBeAeHe hapmMakoHaas3opa;

4) npuvMeHeHve B nopsgke, YCTAHOBMEHHOM 3akoHogaTtenbcTBom Poccunckon ®degepaumm, mep no
NMpeceYeHnio BbISBIIEHHbIX HapylweHun obsizaTenbHbiXx TpeboBaHUW M (MnM) YCTPaAHEHUIO MOCMNEACTBUA Takux
HapyLeHnn, B TOM YMCMEe NPUHATUE PELLUEHNs O HaxOXAEeHUW NeKapCTBEHHbIX CpeacTB B obpalieHuun, Bblgady
npeanucaHMin 06 yCTpPaHEeHWW BbISIBMIEHHbIX HapyleHWn obsAs3aTenbHbix TpeboBaHMM U npuBReYeHne K
OTBETCTBEHHOCTU MML, COBEPLUMBLUMX TakNe HapyLUEeHus.

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

5. depepanbHbIf rocygapcTBEHHbIN HAA30p B chepe obpalleHns nekapCTBEHHbIX CPEACTB OCYLLECTBASETCS
B nopsake, yctaHoBreHHoM ®PefeparnbHbiM 3akoHOM OT 26 gekabpst 2008 roga N 294-93 "O szawwute npas
IOPUAMYECKUX NUL, U MHOUBMAYamNbHbLIX NpeanpuHUMaTenen npu OCYLLECTBIEHUN FOCYAapCTBEHHOrO KOHTPONs
(Hapg3opa) M MyHMUMNANbHOrO KOHTpomns", C y4eTOM OCODOEHHOCTEN, YCTAHOBMEHHbIX HacCTOSAWEN CcTaTbew.
lMpenBapuTtenbHoe cornacoesaHve C opraHamu MpoKypaTypbl CPOKOB NPOBEAEHUS BHEMNNaHoBOWM MPOBEPKU
CcyObekToB 0OpalLeHNsi NeKapCTBEHHbIX CPEACTB, @ TaKKe NpeABapUTENbHOE YBEAOMIIEHUE OPUONYECKUX JNLL,
WHAMBUAOYaANbHbIX NpeanpuHUMaTeNnen o Hadane NpoBeaeHNs 3ToN NpoBepkM He TpebyeTcsa. OpraHbl NPOKypaTypbl
M3BELLAOTCA O MNPOBEAEHWMM BHEMMAHOBOW MNPOBEPKM CYOBbEKTOB 0OpalleHUsi JEeKapCTBEHHbIX CPeacTB
nocpeacTBOM HanpaBfieHNsi COOTBETCTBYIOLLMX JOKYMEHTOB B TEYEHME Tpex paboyunx AHEN C MOMEHTA OKOHYaHWS
nposefeHns ykazaHHOW BHEMNMaHOBOW NPOBEPKMU.
(4acTb 5 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. [JomKHOCTHbIE NI opraHa rocy4apCTBEHHOro Haa3opa B Nopsiake, YCTaHOBIEHHOM 3aKOHOAATENbCTBOM
Poccunckon ®egepaumm, UMELOT Npaso:

1) nony4aTb Ha OCHOBaHUM MOTUBMPOBAHHBLIX MUCbMEHHbLIX 3anpocoB OT CcybbekToB obpalleHus
nekapCTBEHHbIX CPedcTB, OpPraHoB WCMOMHUTENbHOW Bnactn cybbektoB Poccuiickon Pepepaumm n opraHoB
MECTHOro camoyrnpaBneHuns JOKYMEHTbl U MHGOpMaLMo No Bonpocam obpalleHns nekapCTBEeHHbIX CPeacTB;

2) GecnpenATCTBEHHO MO MNpeabsBNeHUN CryXeGHOro yOoCTOBEpPeHUs U KOMUK Npukasa (pacropsikeHns)
opraHa rocyapCTBEHHOIo Hag3opa O HasHayeHuy NPoBepkM NocellaTb UCMoNb3yeMble PUANYECKUMU NLamu,
UHOMBMAYaANbHLIMU NpeanpuHUMaTensMu, SBNALWUMUCS cyObekTaMmm oGpallleHUsl NIeKapCTBEHHbIX cpeacTs, npu
OCYLLECTBNEHUN CBOEN OeATeNbHOCTU TEPPUTOPUM, 34aHMSA, NMOMELLEHUS U COOPYXEHUS B LEnAX NpoBeaeHUs
MepPOMNPUATUIA MO KOHTPOJIO;
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3) npoBoguTb OTOOP 00Opa3sUoOB JeKapCTBEHHbIX CPEACTB, MpefHas3HA4YeHHbIX A peanusaumm U
peanusyembix cybObekTamu OOpalleHWsl NEKapCTBEHHbIX CPeacTB, ONs NPOBEPKM UX KadecTBa, NpOBeAEHUS
nccneaoBaHUn, UCMbITaHUA B COOTBETCTBMM C NpaBuiiammn otbopa 06pasuoB, YCTaHOBIIEHHBLIMU YNOJTHOMOYEHHbLIM
deaeparnbHbIM OpraHoM UCMOMHUTENBHON BNAcTu;

3.1) NpoBOAWTL KOHTPOMbHbIE 3aKYMKW JEKAPCTBEHHBLIX MpPenapaToB AN MEAMUMHCKOrO MpUMEHEHMS B
Liensax NpoBepkn cobnogeHns cybbekTamm obpalleHns NEKapCTBEHHbIX CPEACTB, OCYLLECTBASIOLMMMN PO3HUYHYIO
TOProBMnt0 JIEKapCTBEHHbIMM NpenapaTtamu Anst MeAWLMHCKOrO MPUMEHEHUs), MPaBuI OTNycKa eKapCTBEHHbIX
npenapaToB AN MEeQULMHCKOTO NPUMEHEHNUs 1 (unu) 3anpeTa npopaxu hanbCUOULMPOBaHHBLIX NEKAPCTBEHHBLIX
CPeAcTB, HeAOOPOKAYECTBEHHBIX NTIEKAPCTBEHHBLIX CPEACTB U KOHTPAMaKTHbIX NIEKAPCTBEHHbIX CPEACTB;

(n. 3.1 BBeaeH PeaepanbHbiM 3akoHOM OT 27.12.2018 N 511-03)

3.2) NpoBOAWTb KOHTPOJIbHbIE 3aKYMKWM JIEKAPCTBEHHbLIX NpenapaToB Afs BETEPMHAPHOIO MPUMEHEHUsSI B
Lensix NpoBepkn cobntogeHns cydobekTammn obpalleHms nekapcTBEHHbIX CPeACTB, OCYLLECTBSIOLMMU PO3HUYHYHO
TOProBnt0 NeKapCTBEHHbIMU Mpenapatamu Ansi BETEPUHAPHOIO MPUMEHEHUS, NpPaBuUi Haanexallen anTevyHou
MPakTUKN feKapCTBEHHbIX NpenapaTtoB Ans BETEPUHAPHOrO MPUMEHEHMS U (MNn) 3anpeTa npoaaxu
hanbCUPULMPOBAHHbLIX  NEKAPCTBEHHbIX CPEeACTB, HeaobpoKayecTBEHHbIX EKApCTBEHHbIX CPeAcTB U
KOHTpagaKTHbIX NeKkapCTBEHHbIX CPeACTB;

(n. 3.2 BBegeH ®eaepanbHbiv 3akoHoM oT 02.08.2019 N 297-93)

4) BblgaBaTb cybbekTam obpalleHus nekapcTBEHHbIX CPeACTB NpeanncaHvs O npekpawieHun HapyLleHun
obsa3aTenbHbIx TpeboBaHM M 06 yCTpaHEeHUM BbISIBNEHHbIX HapyLLeH oba3aTenbHbIX TpeboBaHui;

5) HanpaensTb B YMNONHOMOYEHHbIE OpraHbl MaTtepuanbl, CBA3aHHble C HapylleHUsIMU obGsA3aTerbHbIX
TpeGoBaHWI, ANs peLIeHnsl BOMPOCOB 0 BO30Y)KAEHWW YroNoBHbIX Ae Mo Npu3Hakam NpecTymnieHni.

7. BbIOOpPOYHbIA KOHTPOSIb KayecTBa JlIeKapCTBEHHbIX CPEeACTB OCYLUECTBMSIETCS  YNONHOMOYEHHbIM
dheaepanbHbIM OpraHoM UCMNOMHUTENBHOW BNAacTu B yCTAHOBIIEHHOM MM MOPSAKE M BKIOYaET B cebs:

1) obpaboTKy cBegeHun, B obs3aTenbHOM MOpsSOKE MpefocTaBnseMblx CcyObekTamy obpalleHus
NeKapCTBEHHbIX CPEACTB, O CEpUsiX, NapTUAX NeKapCTBEHHbIX CPEACTB, MOCTYNalWnX B rpaxaaHckuin obopoT B
Poccunckon ®egepaumm;

2) otbop 06pa3uoB NEKapCTBEHHbIX CPeacTB y CyObekToB 0OpalleHuns NekapCTBEHHbIX CPEACTB B LEensax
npoeegeHunsa MUCMbITAHUM Ha UX COOTBETCTBME TpGGOBaHVIFIM HOpMaTVIBHOI7I OOKyMeHTauum unm HOpPpMaTUBHbIX
OOKYMEHTOB;

3) NpuHATME no pes3ynbTaTaM MPOBEAEHHbIX UCMbITAHWA pelleHns O AanbHelleM rpaxaaHckom obopoTte
COOTBETCTBYIOLLLEro NeKapCTBEHHOIO CPEACTBA;

4) NpuHATME YMNONMHOMOYEHHbIM hbegepanbHbiM OpPraHOM MCNOMHUTENbHOW BNacTu pelleHus o nepesoge
rleKapCTBEHHOro cpeAcTBa Ha NMOCepUiHbIN BbIOOPOYHBIV KOHTPOMb KayecTBa flekapCTBEHHbIX CPeAcTB B Cryyae
MOBTOPHOTO BbISIBIIEHNSI HECOOTBETCTBUS KayecTBa JlekapCTBEHHOrO CpPeAcTBa YCTAHOBMEHHbIM TpeboBaHuAM ©
(npn HeobxoamMmocTM) O npoBepke cybbekTa obpalleHus nekapcTBEeHHbIX cpedcTB. Pacxodbl, CBS3aHHble C
npoBedeHNeM MNOCEepUMHOrO BbIBOPOYHOrO KOHTPOMS KayecTBa JleKapCTBEHHbIX CPeAcTB, OnayvBalTCcs
npou3BOAUTENEM feKapCTBEHHOro cpefactBa nubo pJdepxatenem wnu  BragenbueM  perncTpaurMoHHOro
YAOCTOBEpPEHMWS fleKapCTBEHHOro npenapara.

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

naea 5. PASPABOTKA, AOKIMUHNYECKUE UCCINEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KINIMHUYECKUE UCCITEAOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA

Crtatbsa 10. Pa3paboTka nekapcTBeHHbIX CpencTB
1. Pa3paboTka NeKkapCTBEHHbIX CPEeACTB BKMOYaeT B cebsA MOMCK HOBbLIX hapMaKoJIOTMYecku aKTMBHbIX

BewecTB, nocnenywuiee uUyv4eHme unx nekapCrtBeHHbIX CBOWCTB, AOKIMHUYECKME WCCNeLoBaHus, paapaGOTKy
TEXHOMOrnmn npon3soacTBa (*)apMaLl,eBTW—IeCKMX Cy6CTaHLI,l/Il7I, pa3pa60TKy COCTaBOB W TEXHOMOrumn npon3soacTea
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neKapcTBEHHbIX NpenapaTos.
2. duHaHcoBoe obecneyeHne pa3paboTKku NekapcTBEHHbIX CPEACTB OCYLLECTBMNSAETCH 3a CYET:
1) cpencTB dhegepanbHOro GrooKeTa;
2) cpencTB pa3paboTunkoB NekapCTBEHHbIX CPEACTB;

3) cpencrte I'IpOVI3BOD,VITeJ'IEl7I JIeKapCTBEHHbIX CpeacCTB Npu BbINMOJIHEHUN HAay4YHO-UCCIeOoBaTesIbCKNUX pa60T
Nno AOoroBopy mMexay pa3p860T‘-IVIKOM JNIeKapCTBEHHbIX CPeaAcTB U Npomn3BOOAUTENIEM JIEKAPCTBEHHbIX CPEACTB;

4) nHbIX He 3anpeLLeHHbIX 3akoHodaTenbcTBoM Poccuiickon defeparmm UCTOYHUKOB.
3. NpaBa paspaboTymka NNIeKapCTBEHHOrO CPeaCcTBa OXPaHAKTCA rpaaaHCKMM 3aKOHOAATENbCTBOM.

Cratba 11. [JoknuMHUYeCKoe wuccregoBaHue JIeKapCTBeHHOro cpeacrtBa And MeaguMUUHCKOro
npuMeHeHuA

1. [loknuHMYeckoe nccrefoBaHWe NeKapCTBEHHOro cpeacTBa Ans MeauLUMHCKOrO NpUMeHeHns NpoBoanTCS
nyTeM MPUMEHEHUST Hay4YHbIX METOOB OLIEHOK B LieNisiX MOoJlyd4eHns OokasaTenbCTB 6e30nacHoCTU, kadvectsa U
3 HEKTUBHOCTY NEKAPCTBEHHOIO CPEACTRA.

2. [loknMHn4yeckoe nccregoBaHme NekapCTBEHHOro cpeacTBa A4S MeAULMHCKOrO NPUMEHEHWsI MPOBOAUTCS B
COOTBETCTBMM C MpaBunaMu Hagnexawlen nabopaTopHOM MpPaKTUKW, YTBEPXKAEHHbIMU  YNONTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONMHUTENLHOW BNacTu.

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

3. Ona opraHu3auum 1 MpOBEeAEHWUs OOKIMHWYECKOro WCCneaoBaHns NeKkapCTBEHHOro cpeactsa Ans
MeOULMHCKOTO NpUMeEHeHNs pa3paboTynkm nekapCTBeHHbIX cpeacTs MoryT npuenekatb
Hay4YHO-uccrnegoBaTenbCkMe opraHusauumy, obpasoBaTenbHble OpraHusauuu BbiCWEro obpasoBaHus, MMetrome
HeobX0AMMYKD MaTepuarnbHO-TEXHUYECKYID 6a3y M KBanMdUUMPOBaHHbLIX CNeunanMcToB B COOTBETCTBYHOLLEN
obrnacTtu ncenegoBaHums.

(B peq. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [loknmMHMYeckoe uccrenoBaHne NekapcTBeHHOro cpeacTBa Ans MeaUUMHCKOro NpYMEHEHWs NPOBOANUTCS
no yTBEPXKAEHHOMY pa3paboTYMKOM IeKapCTBEHHOrO CpeacTBa MnaHy C BedeHWEeM MpoToKofa 3Toro
NCCrefoBaHns U COCTaBNEHUEM OTYETA, B KOTOPOM CoAepXaTcs pe3ynbTaThl 3TOr0 UCCNeAoBaHUsA U 3aKnoyeHne
0O BO3MOXHOCTU NPOBEAEHUS KIIMHWUYECKOTO MWCCMNEedoBaHWs NeKkapcTBEHHOro npenapaTta Ans MeauuUHCKOro
NPUMEHEHNS.

5. MNpoBeneHne npoBepok cobnoaeHns nNpasBun Hagnexailen nabopaTopHoOW NPaKTUKU U NPaBOBbLIX HOPM
MCNOMb30BaHUS KMBOTHBIX MPU NPOBEAEHUU [OOKIMHUYECKUX WUCCIeOOBaHWA NeKapCTBEHHbIX CPeAcTB Ans
MEOULIMHCKOrO MPUMEHEHMs] OCYLLECTBNSETCA YMNONHOMOYEHHbIM defepanbHbIM  OpraHoOM  UCMOSNHUTENBHON
BnacTu.

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

6. Pe3yanaTb| AOOKITMHNYEeCKOro nccnegoBaHuna nekapCcTtBeHHOro cpeactea gnlsd meamumnHCKOro npuMeHeHus
MOryT ObITb npencrasneHbl B ynOﬂHOMOHeHHbIVI q)ep,epaanblﬂ OopraH WCMNONHNTENbHON BNacTn B YCTaHOBJ1IEHHOM
nopsagke B Lendax rocyp,apCTBeHHoﬁ perncrtpauunm nekapCTtBeHHOro npenapara.

CraTtbs 12. [oknuMHMYecKoe wuccrnepnoBaHue NNIeKapCTBeHHOro cpeacTBa n KIMMHN4YeCcKoe
uccrnegoBaHue NeKkapcTtBeHHOro npenaparta Ana BeTepuHapHoOro npuMmeHeHus

1. [OKNMHMYecKoe NccrnenoBaHne NekapcTBeHHOro CPeacTBa aMs BeTepUHApHOro NpUMeHeHUs NpoBoOaNTCS
nyTeM MPUMEHEHUs Hay4YHbIX METOOOB OLIEHOK B LeNaX MonyyYeHus OokasaTenbCcTB 6e3onacHoCTH, Kadectsa U
9 EKTMBHOCTN MEKapCTBEHHOrO CPeAcTBa, B TOM YMCrie OnpeaerieHns Cpoka ero BbiBEAeHUs M3 opraHuama
XMBOTHOrO, B Llensx obBecrnedyeHns Ge3onacHOCTM NPOOYKUMM XMBOTHOMO MPOUCXOXOEHUS Mocne MpuMeHeHus:
COOTBETCTBYIOLLEro NIeKapCTBEHHOro npenapara.
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2. [oknuMHu4yeckoe UccrnegoBaHME  EKapCTBEHHONO CPeAcTBa WM KNMHMYECKOe — UccriegoBaHue
nekapCcTBEHHOro npenaparta Ans BeTepuHapHOro NMpUMEHEHWs, nccrneaoesaHne G6MO3KBMBANEHTHOCTM YKa3aHHOro
NeKapCcTBEHHOro npenapata MNpPOBOASATCA B COOTBETCTBMM C MpaBuiaMu, YTBEPXKOEHHLIMU YNONHOMOYEHHbLIM
deneparnbHbIM OpraHoOM UCMONHUTENBHOM BRacTu.

3. [oknuHmyeckoe wuccregoBaHue JNIeKapCTBEHHOro cpenacrtea wu KIMNHN4YeCKoe  unccnenoBaHne
NeKapCTBEHHOIo npenaparta and BEeTEPUHAPHOIo NMpMMEeHeHnA npoBOoAATCA NO yTBEepXOEeHHOMY pa3pa60T‘-IVIKOM
NeKapCTBEHHOro cpencrtBa niiaHy C BedeHMeEM MNPOTOKOJI0B 3TUX nccrnegoBaHUn M CocTaBrieHMEM OTYETOB, B
KOTOpPbIX coAepXKaTCa pe3dyrnbTaTbl 3TUX nccrnegoBaHum.

4. [na opraHuvsaumMm u npoBeAeHUs OOKIMHUYECKOro WcCneaoBaHuUs NeKapCcTBEHHOro CpeacTtsa U
KNMHUYECKOrO WCCReAOBaHUA NEeKapCTBEHHOro npenapata Ans BETepUMHAPHOro MpuMeHeHus paspaboTymk
NeKapcTBEHHOro cpeacTtea MOXET npuBnekaTb opraHusaumm, nmeroLne HeobxoaMMyto
MaTepuanbHO-TEXHNYECKYl0O ©a3y ¥ KBanuuUMpPOBaHHbBIX CMeunannucToB B COOTBETCTBYOLLEN obnactu
nccnenoBaHus.

5. KnuHunyeckune nccnegoBaHus JIEKapCTBEHHbIX MpenapaTtoB AnAd BETEPUHAPHOIo NpuMeHeHna NpoBOAATCA
B BE€TEPMHAPHbIX OpraHn3aumndax n B opraHm3aumndax, ocywecTBnaowmx passegeHmne, sbipalimBaHne n coaepxaHue
XMBOTHbIX, B Lienax:

1) YCTaHOBJ1EHUA NEPEHOCUMOCTU NNIEKAPCTBEHHbIX NMpenapaTtoB 340PO0BbIMU XKXUBOTHbIMW;

2) nogGopa onTMMarnbHbIX 403MPOBOK JIeKapCTBEHHbIX MPenapaToB U Kypca fievyeHust Ha KOHKPeTHOW rpynne
JKMBOTHBIX C OnpefeneHHbIM 3a6oneBaHneM;

3) ycraHoBneHus 6e3onacHOCTM 1 3dPEKTUBHOCTM NEeKapCTBEHHOrO npenapaTa, npegHasHa4YeHHoro Ans
neyveHusi onpefeneHHbIXx 3aboneBaHUA XUBOTHbIX, UM 3MEKTUBHOCTM NEKapCTBEHHOro mnpenaparta Ans
npochmnakTkm 3aboneBaHuii 30POBbIX XXUBOTHbIX;

4) n3y4yeHnsi BO3MOXXHOCTEN paclUMpeHns NoKasaHUn K MPUMEHEHUIO 3aperncTpMpoBaHHOIO NeKkapCTBEHHOMO
npenapaTa v BbISIBNEHUSA paHee HEN3BECTHbLIX MOBOYHbLIX OENCTBUNA.

6. KnuHumyeckoe wnccnegoBaHue JIeKapCTBEHHOro npenaparta Aghlda BeTepuMHapHOro npuMeHeHud
OCYyLUEeCTBIIAETCA 3a CHeT CpeacTB paapa60TqMKa JIeKapCTBEHHOro cpeacrea.

7. OT4yeTbl O pe3ynbTatax AOOKIMMHUYECKOro uccnenoBaHuA IekapCTBeHHOro cpeactBa U KIMMHUYECKOro
nccnenoBaHMA nekapCcTtBeHHOro npenaparta Ana BeTepuMHapHOro npuMeHeHua CoCTaBIAKTCA pa3pa60Tq|/|K0M
NekapCTBeHHOro cpeacrtea C yy4eToM 3aKII4YEeHNN opraHmsaumﬁ, npumHnmMmaBllnX Yydactue B OpraHu3aumm wu
npoeegeHnmn aTnx nccnegoBaHu.

8. KOHTpOJ'Ib 3a nposegeHnem AOOKIMMHUYECKNX nccnegoBaHumn JIeKapCTBEHHbIX CpeAcTB U KITMHUYECKUX
nccnegoBaHum J1eKapCTBEHHbIX NnpenapaTtoB A4 BETEPUHAPHOIo NpuMMeHeHnsd ocyLecTBnaeTCA yrnoJIHOMOYEHHbIM
cbep,epaanblM opraHom NCMNONHUTENbHON BNacTu.

Masa 6. OCYLWECTBNEHMUE rOCYOAPCTBEHHOW PETUCTPALIUN
JIEKAPCTBEHHbIX MPEMNAPATOB

Crtatbs 13. locyaapcTBeHHas permcTpauus ekapcTBeHHbIX NpenapaTtos
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

MpumeyvaHue.

[onyckaeTcs NpMMeHeHVe B MeOULMHCKUX LiensiX He 3aperncTpupoBaHHbiXx B PP nekapCTBeHHbIX npenapaTos,
coAepXallmx HapKOTUYecKne CpeactBa UMM NCUMXOTPONHbIE BeLecTBa, BBE3EHHbIX B PP B COOTBETCTBMU C M.
3.1 cT. 47 paHHoro gokymeHTa (n. 8 c1. 3 3 o1 27.12.2019 N 475-93).

1. B Poccunckon denepauumn gonyckaroTcs NpovM3BOACTBO, U3rOTOBNEHWE, XpaHeHue, nepeBo3ka, BBO3 B
Poccuiickyio ®epepauuio, BbiBo3 M3 Poccuiickon depepauuu, peknama, OTMyCK, peanusauus, nepepava,
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NMPUMEHEHME, YHUYTOXEHWE JEeKapCTBEHHbIX MPenapaToB, €CMM OHM 3aperMcTpuMpoBaHbl COOTBETCTBYHOLLMM
YNOSTHOMOY€EHHbIM (heaepanbHbIM OpPraHoM UCMOSNHUTENBLHON BRacTy.
(vyacTtb 1 B peq. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. [ocynapCTBEHHOW perncTpaumm nognexar:
1) BCe nekapcTBeHHbIe Npenaparthbl, BepBble noanexaiine BBoay B obpalleHne B Poccuiickon Pepgepauuu;

2) nekapcTBeHHbIE NpenapaTbl, 3aperncTpUpoBaHHbIe paHee, HO NPOU3BEAEHHbIE B APYrMX NeKapCTBEHHbIX
¢dopmMax B COOTBETCTBUM C MNEPEYHEM HAMMEHOBAHUN NEKapCTBEHHbIX (POpM, B HOBOW [J03UPOBKE Mpu
JOoKa3aTenbCTBe €€ KIMHNYECKON 3HaUYMMOCTU U 3(pPEeKTUBHOCTH;

3) HoBble KOMBMHAaLMM 3aperMcTPUMPOBaHHbIX paHee NeKapCTBEHHbIX NpenapaToB.

3. TocymapcTBeHHasi perucrTpauusi riekapCTBEHHbIX MNpernapaTtoB OCYLIECTBMAETCA MO pesynbTraTam
9KCMEepPTU3bl NeKapCTBEHHbIX CPEACTB, a rocyaapcTBeHHasi perncTpauunst opdaHHbIX riekapCTBEHHbIX NpenapaToB
OCYLLIECTBNAETCA MO pe3ynbTaTaMm 3KCNepTusbl AOKYMEHTOB, MpeacTaBleHHbIX AN OnpeaeneHnst BO3MOXHOCTU
paccMmaTpvBaTb  JfleKapCTBEHHbIW  npenapaT Ons  MEAMUMHCKOrO  MPUMEHEHWs MNpu  OCYLLECTBIEHUU
rocyqapCTBEHHON pernctpauuM B KayecTBe OpdhaHHOro JIeKapCTBEHHOrO npenapaTa, M MO pesyrbTaTtam
3KCMEepTU3bl NIEKAPCTBEHHbIX CPEACTB.

4. TocymapCTBeHHas perucTpauus nekapCTBEHHOro mnpenapaTta OCYLIECTBMASETCS COOTBETCTBYHOLLUM
YNOJTHOMOY€EHHbIM cbep,epaanuM opraHom MCMNONMHUTENbHOW BNAcTh B CpPOK, HE HpGBbILIJGlOLLl,VIVI CTa wectngecatTu
paboynx gHen co OHS NPUHATUS COOTBETCTBYIOLLEro 3asiBNEeHWs O roCyaAapCTBEHHOW perncTpaummn nekapcTBeHHOro
npenapara. B yKa3aHHbIl7I CPOK BKIO4HaeTCcda Bpemd, HeOGXOﬂVIMOG Ona NOBTOPHOro npoBedeHua 3KCnepTusbl
NnekapCTBEHHOro CpeactBa B COOTBETCTBUMM CO cTatben 25 HacToswero ®degepancHoro 3akoHa. Cpok
rocy4apCTBEHHOW perucrpauuy NnekapcTBEHHOro mpenaparta WCUMCISIETCS CO OHSA MPUHSITUS COOTBETCTBYHOLLMM
YNONMHOMOYEHHBLIM ~ peiepanbHbiM  OpraHOM  WUCMOMHWUTENBHOW  BNacT  COOTBETCTBYIOLLErO  3asiBNieHUst O
rocy4apCcTBEHHOW perncTpaumm nekapcTBEHHOro npenaparta ¢ NnpurnoXeHnem HeobXoauMbIX LOKYMEHTOB MO [AeHb
BblAa4M PErMCTPaLMOHHOIO YAOCTOBEPEHUSI NNEKAPCTBEHHOTO Npenapata. Bpems, Heobxoammoe Ans HanpaeneHus
YNONMHOMOYEHHBLIM chefeparnbHbIM OpraHoM WCMOMHUTENBLHOW BMacTW 3anpoca O NpeAcTaBleHnyM HeobXoauMbIxX
mMaTepuanoB 1 NpeAcTaBneHns 3asBUTENEM OTBETA HAa AaHHbIN 3anpoc B COOTBETCTBUM CO cTaTbsMu 16, 19 n 23
HacTosilwero ®efepanbHOro 3akoHa, HE YYMTbIBAETCS MPWU UCYMCNEHWM CPOKa roCyAapCTBEHHOW permcTpauum
nexkapcTBEHHOro npenapara.

5. locynapcTBeHHOW perucTpaumm He nognexar:

1) nekapcTBeHHble npenapaTtbl, U3rOTOBMNEHHbIE anTEeYHbIMU OpraHn3auusMn, BeTePUHAPHLIMU anTeyYHbIMU
opraHusaumsamMu, UHAMBUOYaNbHbIMU NpeanpuHUMaTensiMi, KOTopble MMEKT NUUEH3UI0 Ha dapmaueBTUYeCcKyto
OeaTenbHoCTb, MO peuenTaM Ha fekapCTBeHHble npenapatbl M TpebGoBaHUSIM MeAULMHCKUX OpraHu3auuin,
BETEepMHapHbIX OpraHn3aLuii;

2) nekapcTBeHHble npenaparbl, NpuMobpeTeHHble U3MYeckUMN nuuamMn 3a npegenamu  Poccuinckon
denepaumu n npegHasHavYeHHbIe Afsi IMYHOMO UCMONb30BaHUS;

3) nekapcTBeHHbIE NpenapaTbl, BBO3UMbIE B Poccuiickyto Pegepaumnio ang okasaHus MeaMLMHCKON MOMOLLM
MO XWU3HEHHbIM MOKa3aHMAM KOHKPETHOro nauuMeHTa Ha OCHOBaHUW paspelleHusi, BblAAHHOro YMONHOMOYEHHbLIM
begeparbHbIM OPraHoOM UCMOMNHUTENBHON BNACTU;

4) nekapcTBeHHble cpeacTBa, BBO3UMble B Poccuiickyto depepaumio Ha OCHOBaHWMM  BblAaHHOMO
YNOSTHOMOYEHHbIM  beepanbHbiM OpraHOM WCMONMHUTENbHOW BRacTW paspelleHns U npegHasHadeHHble Ans
NpoBeAEHUs] KIMHUYECKUX WCCIefoBaHM NeKkapCTBEHHbIX MpenapaToB W (UnM) NPOBEAEHMSI 3KCNepTUsbl
NeKapCTBEHHbIX CPeACTB A OCYLLECTBIEHUS FOCY4apCTBEHHONM perncTpaumm nekapcTBEHHbIX NpenapaToe;

5) dbapmauieBTUYECKME CYOCTaHLNW;

6) pa,qmod)apmaueBTquCKme NeKapCTBeHHble nNnpenapaTtbl, W3roTtoBJfiIeHHbIE HenocpeaACTBEHHO B
MEONMUMHCKMX OpraHun3aumnax B nopdake, YCTaHOBJIEHHOM  YNOJIHOMOYE€HHbIM cbep,epaanblM opraHom
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UCNONHWUTENBHOW BacTy;
7) NnekapcTBeHHbIE NpenapaTbl, NPoM3BoAMMbIE AN 3KcnopTa.
6. He gonyckaeTcsi rocygapCTBEHHas! perucrtpauus:

1) nekapCTBEHHbIX MpenapaToB, OTNUYAKOLWUXCHA APYr OT Apyra KayeCTBEHHbIM COCTaBOM [AEWCTBYIOLLUX
BELLLECTB, NO4 OANHAKOBbLIM TOProBbIM HAMMEHOBAHUEM;

2) 0fHOro NeKkapcTBEHHOrO npenapaTta, NPeACTaBNEHHOMO Ha roCyAapCTBEHHYIO PErMcTpaumnio B OTHOLLIEHNM
OHOrO 1 TOro Xe AepxaTens unv Bnagesbla perMcTpaunoHHOro yaA0CTOBEPEHNSI NEKAPCTBEHHOIO Mnpenapara B
BMAE ABYX 1 Gonee NnekapCTBEHHbIX NpenapaToB Nog pasnnyHbIMU TOProBbIMW HAMMEHOBaHUSIMM.

(n. 2 B peq. ®enepanbHoro 3akoHa oT 04.06.2018 N 140-$3)

7. Mo 3anpocy (B aNeKTpOHHON hopme Unm Ha BymaHOM HocuTene) cybbekTa obpalleHns nekapCTBEHHbIX
cpeactB  COOTBETCTBYIOLUMM  YNOMHOMOYEHHbIM  dbefeparnbHblM - OPraHoM  MCMOMHUTENbHOW  BRNacTy,
OCYLLECTBMAIOLWMM FOCYAapPCTBEHHYIO PErncTpaumio NekapCTBEHHbIX NpenapaTos, B yCTAHOBEHHOM UM Mnopsigke
OCYLLECTBMNAETCA Hay4yHOe KOHCYMNbTMPOBaHME MO BOMPOCaM, CBSA3a@HHbIM C MPOBeAeHWEM OOKIMHUYECKNX
nccrnegoBaHUn, KINMHUYECKMX UCCNedOBaHUN fiekapCTBEHHbIX NpenapaToB, IKCNepTU3bl KayecTBa fNekapCTBEHHbIX
cpencTs, adhEeKTMBHOCTM M 6e30MacHOCTU, C OCYLLECTBIIEHNEM FOCYAAPCTBEHHON PErncTpauun NeKapCTBEHHbIX
npenapaToB. KOHCyNbTMPOBaHWE OCYLLECTBNAETCA C NpUBredYeHem deaeparnbHbIX roCyaapCTBEHHbIX BOKETHbIX
yyYpexaeHun, noaBeAOMCTBEHHbIX JaHHOMY deepanbHOMY OpraHy UCMOMHUTENBbHOW BNACTU U HE y4acTBYOLWLMX B
opraHu3aumm npoBedeHus 3KCMepTM3bl KavyecTBa JleKapCTBEHHbIX CpPeacTB B LENAX OCYLECTBMEHUS] UX
rocy4apCTBEHHOWN permctpaumnyM B COOTBETCTBUM CO cTaTben 16 HacTosAwero degepanbHOro 3akoHa, B BUAE OTBETa
B NUCbMeHHOW hopMe YMONTHOMOYEHHOro (beaepanbHOro opraHa UCMOMHUTENbHOW BRacTu Ha 3anpoc. Pasmep
B3MMaeMoW C 3aABMTenNs nnaTtbl onpegenseTcs B COOTBETCTBMM C 3akoHogaTenscTBom Poccuickon deaepaumm 06
opraHmsaumm npefocTaBneHnss rocygapCTBEHHbIX U MyHUUMNanbHbiX ycnyr. MHdopmaums ob ocywecTBneHuu
Hay4yHOro KOHCYNbTUPOBaHUA, B TOM 4Yucre cTatbu, 0630pbl, CnpaBoYHblE MaTepuarnsl U uHas uHdopmaumsa o6
OCYLLECTBMEHUN HAY4YHOr0 KOHCYNbTUPOBaHMWS, pasMellaeTcs Ha oduumansHOM canTe  YnOfHOMOYEHHOro
denepanbHOro opraHa WCMONHUTENbHOM BnactTu B cetu "MHTepHeT" C cobntogeHnem  orpaHuyeHun,
YCTaHOBMEHHbIX 3aKOHOAATENLCTBOM O MEPCOHAarbHbIX AaHHbIX, KOMMEPYECKON U (UNK) rocygapCTBEHHON TamHe.

8. [ocygapcTBeHHas peructpauns nekapCTBEHHbIX NpenapaTos, KOTOpble NpeaHasHayvyeHbl Ans NPpUMeHeHns
B YCNOBUSX BOEHHbIX [OEUCTBUA, 4Ype3BblYanHbIX CUTyauuRn, MpeaynpexaeHns 4pesBblyaiHbIX  CUTyauuin,
npomnakTkn n nedyeHns 3abonesBaHun, NPeACTaBNALWMX OMNACHOCTb NS OKpyXalwwmx, 3abonesaHunm wu
nopaxeHun, TMOMy4YeHHbIX B pe3ynbTaTe BO3OEWCTBUA HeBMaronpuATHbIX XMMUYECKUX, Buonornyeckux,
pagvauunoHHbIX aKkTopoB, W KOTOopble paspaboTaHbl B TOM 4ucrnie Mo 3agaHuo depepanbHbiX OpraHoB
NCMOMHUTENbHOW BMacTh, YMNONMHOMOYEHHbIX B 06nactu 0OOpoHbl CTpaHbl M Ge3onacHOCTM rocydapcTBa,
ocylecTBnseTcs B nopsake, ycraHosneHHoM NMpasutensctsom Poccunckon ®enepauun.
(4yacTb 8 B pea. PegepanbHoro 3akoHa ot 01.04.2020 N 98-93)

CraTtbsa 14. [MpMHUMNBI 3KCNEePTU3bl NeKapCTBEeHHbIX CPeacTB
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. SKcnemea NeKapCTBEeHHbIX CpeACTB OCHOBbIBAeTCA Ha NpuHUMNAxX 3akKOHHOCTW, cobntogeHuns npas u
cBobog u4enoeeka U rpaxXgaHmnHa, npae wopungndeckoro nuua, He3aBUCMMOCTU 3IKCnepTa, OOBbEKTMBHOCTH,
BCECTOPOHHOCTU U NOJTHOTDI nccnegosaHuim, npoBOANMBbIX C UCMOJ1Ib3OBaHMEM COBPEMEHHbIX OOCTWXEHUN HayKn u
TEXHUKN, OTBETCTBEHHOCTU cpe,u,epaanoro rocynapCTtBeHHOro OlooKkeTHOro yypexageHma no nposeaeHuto
OKCNepTU3bl NNeKapCTBEeHHbIX CPeACTB U 3KCNepPTOB 3a NpoBedeHne U Ka4eCTBO SKCNepTu3bl.

2. 3KCﬂepTM3a NeKapCTBEHHbIX NMpenapaTtoB And MeguunHCKOro npuMeHeHna BKno4aeT B cebs:

1) 9KCMepTM3y [OOKYMEHTOB, MNPEACTaBIIEHHbIX [AN11  OnpeaeneHusi BO3MOXHOCTM paccMaTpuBaThb
NeKapCTBEHHbIN NpenapaT Anst MeaULMHCKOro NPUMEHEHUS MPU OCYLLECTBIIEHWMN FOCyAapCTBEHHOW pernctpauum B
kayecTBe opchaHHOro NekapcTBEHHOro NpenapaTa;

2) 3KCNepTn3y npearnioXXeHHbIX MeTOoOO0B KOHTPOJiA KadecTBa JekapCTBEHHOro cpencrtBa WM KadectBa
npencrtaBii€HHbIX O6pa3LI,OB NeKapCTBEHHOIo cpeacrtea C McnoJib3oBaHMEM 3TUX MEeTOO0B (,qanee - 9KCnepTn3a
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Ka4yecTBa JieKapCTBEHHOIro Cpe,EI,CTBa);

3) 9KCNepTn3y OTHOLUEeHUNA O)KI/Iﬂ,aeMOVI nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA IeKapCTBEHHOro
npenapara;

4) aKCnepTM3y pPerucTpaLMoHHOrO [OCbe Ha JeKapCTBEHHbI npenapaT B LEeNsX onpeaeneHus
B3aVMO3aMEHSIEMOCTM JIeKapCTBEHHbIX NpenapaToB Afsi MEAULUHCKOrO NPUMEHEHMSI.
(n. 4 BBeaeH PeaeparnbHbiM 3akOHOM OT 27.12.2019 N 475-03)

3. 3KCI'IepTI/I3a NNIeKapCTBEHHbIX npenapaTtoB Anld BETepUHapHOro npuMeHeHna BKIno4aeT B cebs 9KCNepTunsy
Ka4eCTBa JekapCTBEHHOro cpeacrtea WM 3KCNEepTU3y OTHOLUEeHUA oXngaemom nonb3bl K BO3MOXHOMY PUCKY
NnpUMMEeHeHA NekapCTBeHHOro npenapara.

Ctatba 15. PefepanbHoe rocyfapcTBeHHOe GromKeTHOe yypexaeHue Nno NpoBeAeHUI0 IKCNepTUsbl
reKapCTBEHHbIX CPeAcTB

OKkcnepTusa fekapcTBEHHbIX CpeacTB npoBoautcs hedepanbHbiM  rOCyAapCTBEHHbIM — GHO4XKETHBIM
yypexgeHueM COOTBETCTBYIOLLErOo  YNOfIHOMOYEHHOro d)edepanbHOro  opraHa  WCMOSMIHMTENbHOW  BRacTw,
CO34aHHbIM AN obecnevyeHnss MCNONHEHNS NOSTHOMOYUIA TOro hedeparnbHOro opraHa no Bblgadve paspeLlueHnii Ha
npoBeAeHne KNMHUYECKNX UCCNEeAoBaHWI NekapCTBEHHbIX NpenapaTos 1 (Mnn) No rocyaapcTBEHHOW perncTpaumm
nekapCTBEHHbIX NpenapaToB (ganee - 3KCNepTHoe yYpexaeHue).

Cratbsa 16. OpraHusaumsa npoBeAeHUs IKCNepTU3bl NIeKapCTBEHHbIX CPeaCcTB
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTnsa NeKapCTBEHHbIX CPeACcTB NPOBOAMTCS KOMUCCUEN SKCMEPTOB 3KCMEPTHOMO YYpeEXaeHus,
Ha3Ha4YeHHOW ero pyKkoBOAWUTENEM, Ha OCHOBaHWM 3ajaHusl Ha MPOBEAEHME IKCNEPTU3bl FeKapCTBEHHOMO
CpPeacTBa, BblAAHHOIMO YNOSIHOMOYEHHbIM cheaepanbHbiM OpraHoM WCMOMHUTENbHOW BRacTu. PykoBoauTenb
9KCMEPTHOrO yuypexaeHuss obecrneuvBaeT Haafexallee NPOBEAEHME 3IKCNEPTU3bl NEKapCTBEHHbLIX CPEACTB B
COOTBETCTBUMN C 3aaHNEM, BblaHHbIM YMOMHOMOYEHHbIM dbefeparbHbIM OpraHoM WCMOSHUTENBHOW BNactu, u
opraHu3yeT MOArOTOBKY CBOAHOMO 3aKMOYeHMsi 3TOW KoMuccun. B coctaB 3TOW KOMWUCCMM MO peELUEHUIO
PYKOBOAWUTENSI SKCMEPTHOrO y4pexaeHns MoryT OblTb BKIOYEHbI B KAYECTBE IKCNEPTOB Nuua, He paboTatowme B
AaHHOM 3KCMEPTHOM YYPEXOAEHUU, ECMN KX CheumanbHble 3HaHUs HeobXoauMbl Ans NPOBEAEHMWS SKCMepTM3bl U
Takne 3KCNepTbl OTCYTCTBYHOT B JAHHOM 3KCMEPTHOM YUPEXOAEHUN.

2. JkcnepToM MO MPOBEOEHUI0 IKCMEePTU3bl NeKapCTBEHHbIX CPeACTB SIBMSETCS aTTeCTOBaHHbIA pPaboTHMK
9KCMEPTHOTO yuYpexaeHus, KOTOpbli MMeeT BbiCllee MeaMmuuHcKoe, apmaueBTuyeckoe, 6Guonoruyeckoe,
BETEepUHapHOe WM XuMuyeckoe obpasoBaHWe M NPOBOAWT 3JKCMEePTM3Y NeKapCTBEHHbIX CPeACTB B nopsake
NCMOMHEHNs CBOMX AOMKHOCTHbIX 0653aHHOCTEN (danee - aKcnepT).

3. I'Ip|/| npoBeaeHnn 3KCNePTU3bl JNIEKAPCTBEHHbIX CpeAcCTB 3KCNepT HEe MOXET HaxoAUTbCA B Kakon-nmbo
3aBMCUMOCTU OT Jnua, Ha3HauYuMBLLUEro 3Ty 3KCnepTusy, pa3pa60TqV|Ka N1IeKapCTBEHHOro cpencrtea wunnm Opyrnx
3aUHTEepPeCOBaHHbIX B pe3ylibTaTtax 3KCNnepTuabl nnu,.

4. NMpun npoBeaeHNM 3KCNepTU3bl NEKAapPCTBEHHbIX CPeACTB He gonyckaeTcsa uctpebosaTtb y 3asaBuTens nubo
MHbIX Ny MaTepuanbl, Heobxogumble AnNs npoBedeHMs aKkcnepTmsbl. B cnyyae HepgocTaToyHOCTM
npeacTaBrneHHbIX 3KCnepTy maTepuanoB ANs Aayn 3aKNioYeHUs 3KCNepT CTaBuUT BONPOC O NpeacTaBneHun emy
HeobOXOoAMMbIX MaTepuanoB neped pykoBoAUTENEM 3JKCMEPTHOrO yupexaeHus, KoTopblin obpalwaetcs
COOTBETCTBYIOLMM 3arpocoOM B YMOMHOMOYEHHbIN beaeparbHbli OpraH WUCMNOMHUTENbHOW BnacTu, BblAasBLUNA
3ajaHve Ha TMpoBedeHWe 3KCMepTU3bl NEeKapCTBEHHOro cpeacTtBa. YKasaHHbi  (befepanbHbld - opraH
NCMONHUTENbHON BNacTy B TeYEHME NATM pabounx AHEN CO OHS MOCTYNSIEHNs 3anpoca pyKoBOAWUTENSI SKCNEePTHOro
yypexaeHuss HanpasnseT 3adBUTENO0 3anpoc O npeacTaBneHun HeobxoauMbiX maTtepuanoB. [aHHbIA 3anpoc
MoXeT ObITb NnepedaH ynofIHOMOYEHHOMY NPEeACTaBUTENIO 3asiBUTENS NIMYHO MO PacrucKy, HanpaBreH no noyte
3aKa3HbIM NMMCbEMOM UNW NepefaH B 3NeKTPOHHON (hopme Mo TenekKoOMMYHUKaLMOHHBLIM KaHanam cBsasun. B crniyyae
HanpasfeHns J4aHHOro 3anpoca Mo noyTe 3akas3HblM MUCbMOM OH CYUTAETCH MOSTYYEHHBLIM MO UCTEYEHUU LLECTH
OHen ¢ faTbl HanpasneHusa 3akasHoro nnucbMa.
(vacTb 4 B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)
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4.1. 3asgBuTtenp o006s3aH npeacTaBMTb OTBET Ha 3anpoc YMOSTHOMOYEHHOro dheaepasnibHOro opraHa
WCMONMHUTENbHOW BNAcTM B CPOK, He MpeBbIlLAWMN OeBAHOCTA paboyux OHEeW CO OHS ero MNosyyveHwus.
YNOMHOMOYEHHbIN  (beaepanbHbIi  OpraH WCMAOSHUTENbHON BRacTu, Bbl4ABWWA 3afjaHMe Ha npoBedeHue
3KCMEepPTM3bl NIEKapPCTBEHHOMO CPeacTBa, B TeUeHue Natu paboumnx AHen Co OHA NOCTYNNeHnsa oT 3asBuTens oTeeTa
Ha [OaHHbIA 3anpoC HarnpaBnseT Takon OTBET B 3KCNepTHoe yupexaeHue. B cnyvyae HenpeacTtaBneHus no
UcTevyeHmm AeBsiHOCTa paboumx gHen 3asBuTenem OTBeTa Ha AaHHbIA 3anpoc YNONHOMOYEHHbIN beaepanbHbIi
OopraH MCMNOMHUTENbHOW BracTuv, BblAaBLUMIKA 3adaHWe Ha NpoBedeHMe 3KCMepTU3bl NeKapCTBEHHOrO CpeacTea, B
TedeHne nATM pabounx [OHEW HanpaBnsieT B IJKCNepTHOE YydpexaeHne yBeLOMIMEHWE O HenpeacTaBneHuu
3asBUTENEM OTBETa Ha 3anpoc YyKa3aHHOro opraHa. Bpemsa co OHS HanpaBneHwst 3anpoca 93KCMepTHOro
yyYpexaeHus B yNorHOMOYEHHbIN heepanbHbii OpraH UCMONMHUTENBbHOW BNAcT A0 OHS NMOMNyYEeHUs 9KCMEPTHBIM
yypexgeHnem oTBeTa Ha 3anpoc Wiv yBeAOMIIEHMS O HENMpeACTaBieHNM OTBETa Ha 3anpoc He y4uTbiBaeTcs npwm
NCYMCIEHUN CpOKa NPOBEAEHNsT IKCNepTU3bl JIEKapCTBEHHOrO CpeacTaa.

(vacTb 4.1 BBegeHa degeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Ecnn B cocrtaBe perncrpauMoHHOrO [AoCbe Ha JlekapCTBEHHbIM npenapat Ans MeauuMHCKOro
NMPMMEHEHUST COOEepPXUTCA npegycMmoTpeHHas ctateen 18, yacTteto 1.1 ctatem 30 m crtatben 34 HacTosLLEro
depnepanbHOro 3akoHa KOMusi pelleHnst YNoSIHOMOYEHHOro dheaepanbHOro opraHa WMCMNOMHUTENBHOW BNactu O
NpoBeAEHUN MHCNEKTUPOBAHNS NPOM3BOANTENS NEKAPCTBEHHbIX CPEACTB, 3KCNEpPTY A0 0POpMIEeHMs pe3ynbTaToB
3KCMEepPTM3bl JIEKAPCTBEHHOIO CpeACcTBa NPEeAOCTaBSIETCS B NOPSAKE M Ha YCIOBUSIX, KOTOpble NMPeayCMOTPEHbI
yacTamu 4 1 4.3 HacTosILLEN CTaTbM, KOMUS 3aKIOYEHUS1 O COOTBETCTBUM NPOM3BOAUTENS NEKAPCTBEHHbIX CPpeaCcTB
TpeboBaHMsM NpaBuUn Haanexallen npon3BOACTBEHHON NPAKTUKKU, BblAAaHHOMO YMOMHOMOYEHHbIM dheaepanbHbim
OpraHoM UCMOJTHUTENBLHOW BNacTu.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.3. 3agButenb 0bs3aH NPeacTaBnTb B YNOMHOMOYEHHbIM dhedepanbHbii OpraH UCNOMHUTENBHOW BriacTu
KOMNMIO 3aKMioYeHMs1 0 COOTBETCTBUM NPOU3BOAUTENS NEKapCTBEHHbIX CPEACTB TpeboBaHMAM npaBur Hagnexawen
NMPOVM3BOACTBEHHOW NPaKTMKM B CPOK, HE MPEBbLILIALWMIA CTa BOCbMUAECATN pabounmx AHeW CO AHSA NofyyYeHus
3anpoca O ee NpefocTaBrneHun. YNOoNHOMOYEHHbIW deaeparnbHblii opraH UCMOMHUTENBHOW BNacTu, BblAaBLUNA
3aJaHne Ha npoBedeHWe 3SKCMepTM3bl NeKapCTBEHHOro CpeacTBa, B TeyeHue nATM pabouux AHem co AHsA
MOCTYNMEHNss OT 3asiBUTENA KOMWUM 3aKMNOYeHWss O COOTBETCTBUWM MNPOU3BOAMTENS IEKapCTBEHHbLIX CPeacTB
TpeboBaHVAM NpaBun Hagnexailen NPOu3BOACTBEHHON MPAaKTWUKWU, HanNpaBnseT ee B 9KCNepTHoe yupexaeHue. B
cryyae HenpeacTaBreHus 3asiBUTENEM B YKa3aHHbIN CPOK KOMWUW 3aKMoYeHMs O COOTBETCTBMM MPOU3BOAUTENSA
neKapCcTBEHHbIX CpeAcTB TpeboBaHUSAM MpaBwun Hagnexallen NpPOoV3BOACTBEHHOW MPaKTUKM YNOMHOMOYEHHbIN
defeparnbHbIi OpraH UCMOMHUTENbHOW BNAacTu, BblAaBLINA 3a4aHne Ha NpoBefeHne 3KCNepTu3bl JIeKapCTBEHHOMO
cpeactea, B TedeHue nATM paboumx [OHeW HanpaBnsieT B 9KCNEpTHOe yuypexaeHve YyBedOMMeHue O
HenpeacTaBneHnn 3asiBUTENEM KOMUU 3aKIiYeHWs O COOTBETCTBMU MPOU3BOOUTENS JeKapCTBEHHbIX CPeacTB
TpeboBaHMAM npaBun Hagnexawewn nNpou3BOACTBEHHOW NpakTUkM. Bpemsa co gHS HanpaeneHwus 3anpoca
9KCNEPTHOTO y4YpeXaeHUs B yNOMHOMOYEHHbIN dhefepanbHbll OpraH MCMONHUTENbHOW BNAcTW A0 OHS NOMAyYeHus
3KCMNEPTHLIM YYPEXOAEHUEM KOMUU 3aKMOYEHUA O COOTBETCTBUM MPOU3BOAUTENS FEKapCTBEHHbLIX CPeacTs
TpeboBaHVAM NpaBun Hagnexaluen NPon3BOACTBEHHON MPaKTUKN UMM YBEAOMIIEHUS O ee HenpeacTaBleHnn He
YYNTBIBAETCH MPU NCHUCTIEHNN CPOKa NPOBEAEHNS SKCNEPTU3bl NTeKapCTBEHHOro cpeacTaa.

(4acTb 4.3 BBegeHa degepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

5. OkcnepT npu NpoBeAgHUM MOPYYEHHOW eMy PYKOBOAMTENEM SKCMEPTHOrO YYPEXOEHWUs SKCMepTusbl
nexkapcTBeHHOro cpeactea 0b6si3aH:

1) NpoBecTW NONHOEe UCCnefoBaHWe NPeacTaBreHHbIX eMy 06bLEKTOB, MaTepuanos, AaTe 060CHOBaHHOE U
0OBEKTMBHOE 3aKMYEHUe MO MOCTaBMNEHHbIM Meped HWMM BOMPOCaM WM MOTUBMPOBAHHOE 3akillo4YeHue O
HEBO3MOXHOCTU NPOBEAEHUS UM 3KCMEPTU3bI NIEKAapPCTBEHHOrO CPEACTBA, ECIM MOCTaBIEHHbIE BOMPOCHI BbIXOOSAT
3a npegenbl crneuuanbHbIX 3HAHUA 3KCMepTa, OObLEKTbl MCCnegoBaHUM WM MaTtepuanbl HENPUIoAHbl UMK
He[oCTaTOYHbI Afsi NPOBEAEHMS UCCeoBaHWIM 1 fayvn 3aKkiodYeHns NMB0 COBPEMEHHbIV YPOBEHb Pa3BUTUS HayKu
He NO3BONSET OTBETUTb HA NOCTaBMEHHbIE BOMPOCH!;

2) He pagdrawaTtb CcBeAeHudA, KOTOopble CcTanun emy U3BEeCTHbl B CBA3WM C nNpoBedeHUNEeM 3KCNepTu3bl
NekapCTBeHHOro cpencrtBa, a TaKxke CBedeHusd, cocTaBndwwme rocyqapCrBeHHy, KOMMepYeCKyr Wi MHYH
OXpaHAEeMYyH 3aKOHOM TaI7IHy;
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3) obecneunTb COXpaHHOCTb NPEeACTaBEHHbIX 0OBEKTOB UCCNEA0BaHNUIA U MaTepurarnos.
6. OkcnepT He Bripase:

1) NpoBOAUTL 3KCNEPTM3Y JeKapCTBEHHOTO cpeAcTBa MO O6palleHnio HEMoCpPeacTBEHHO K Hemy
opraHusaumin unn uUanYecknx nuu;

2) CaMOCTOATENIbHO CO6VIpaTb mMaTepuarnbl Ana npoBegeHna aKCnepTn3bl NEKAapCTBEHHOIo CpeaCcTBa,
3) npoBOAUTb 3KCNEPTUIY JNIEKAPCTBEHHOIO CpeacTBa B Ka4eCTBe HerocyaapCTtBeHHOro aKkcnepTra.

7. B cnyyae HeobxooumocTu 3KCMepT BrpaBe XOopaTaWcTBOBaTb Nepes PYKOBOAMTENEM 3KCMEPTHOro
yuYpexXaeHUst 0 NPUBEYEHUN K MPOBELAEHNIO KCMEPTU3bI NIEKAPCTBEHHOTO CPEACTBA APYrMX SKCNEPTOB.

8. Kaxgpbin JKCMNepT, BXOASLLMI B COCTaB KOMUCCUN 9KCNepTos, KOTOpOIZ NOpy4YeHOo npoBeaeHne 3KCnepTus3bl
NeKapCTBEHHOro cpeacrtea, He3aBMCMMO U CaMOCTOATESNIbHO NMPOBOAUT UCCeaoBaHUA, OUeHMBaeT pel3yrbTaTthl,
nony4yeHHble UM JIMYHO N OPYrMMKn 3KCnepTamMmu, 1 cbopmynwpyeT BblBOAbl OTHOCUTEJIbHO NOCTaBJ1IEHHbLIX BOMNPOCOB
B npeaenax cBoux cneuynanbHbIX 3HaHWN.

9. PesynbTaTtbl 9KCNepTU3bl NTEKapCTBEHHOrO CpeacTBa OMOPMIISIOTCA 3aKNIOYEHNEM KOMUCCUKN SKCMEPTOB.
B 3aknoyeHMnM KOMMCCMM 3KCMEPTOB YKa3biBAOTCA MepeyvYeHb uccnegoBaHuii, obbem MpPOBEAEHHbIX KaXAbIM
9KCNEepTOM UCCNeAOBaHUN, YCTaHOBIEHHbIE KaXabiM M3 HUX (PakTbl U cAenaHHble B pesynbTaTe UcCrnegoBaHun
BbIBOAbI. OKCNEpT, MHEHME KOTOPOro He COBMajaeT C pelleHMeM KOMUCCUMU 3KCMepTOB, BNpaBe Bblpa3nTb CBOE
MHEeHMe B NMMCbMEHHOW (hopMe, KOTOPOe NpMobLLaeTCs K 3aKMioYeHMI0 KOMUCCHUM SKCNEPTOB.

10. OkcnepThl, BXoAsLME B COCTAB KOMUCCUM, NpeaynpexnatTcs o6 oTBETCTBEHHOCTU B COOTBETCTBMMU C
3akoHodaTenbcTBoM Poccuiickonn depepaumm 3a [gady 3aknoyeHusl, codeplkallero HeoOOCHOBaHHble UMK
hanbcMnLMpoBaHHbIEe BLIBOAbI, O YEM OHUM OAt0T NOAMMUCKY.

11. OnpepgeneHvie YpoBHS MNpPOdECcCMOHanbHOW MOArOTOBKM 3KCMEpPTOB M aTTecTauus WX Ha npaeo
NMPOBEAEHUS]  IKCNEPTM3bl  NEKApCTBEHHbIX CPeACTB  OCYLECTBMSAOTCA  9KCMNEPTHO-KBaNMUKaLMOHHbIMU
KOMUCCUSIMM B Mopsiake, YCTaHOBEHHOM COOTBETCTBYIOLLMM  YMNOSTHOMOYEHHbIM dbedeparnbHbiM  OpraHoMm
UCNONHWUTENbHOW BnacT. YpoBeHb MPOGECCUMOHaNbHOM MNOATOTOBKM  3KCMEPTOB  MOAJSIEXUT MEepPecMoTpy
yKasaHHbIMW KOMUCCUSIMU HE peXxe YeM OAUH pa3 B NSATb JIeT.

12. lMpaBuna NpoBeAeHNss IKCMEePTU3bl NIEKAPCTBEHHbBIX CPeACTB U 0COBEHHOCTU 3KCMepTusbl OTAENbHbIX
BMAOB IeEKapCTBEHHbIX nNpenapatoB (pedepeHTHbIX NeKkapCTBEHHbIX MpenapaTtoB, BOCNPOM3BEAEHHbIX
nekapCTBEHHbIX MnpenapaToB, OMONOrMYecKMX mneKapCTBEHHbIX MpenapaToB, OGuoaHanorosbix (61MOMNOAOGHLIX)
rniekapcTBeHHbIX npenapatoB (OvoaHanoroB), romMeonaTUyYecKUX rfeKapCTBEHHbIX NpenapaToB, NEeKapCTBEHHbIX
pacTuTenbHbIX NpenaparTos, KOMOUHaLUUIA eKapCTBEHHbIX NpenapaTtoB), (hOPMbl 3aKITHOYEHMI KOMUCCUN 9KCMEPTOB
yCTaHaBMNMBalTCSA COOTBETCTBYHOLLMM YNONTHOMOYEHHbIM (hefeparnbHbiM OPraHOM UCTONHUTENBHON BRAcTy.
(4yactb 12 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 17. Nogaya u paccmoTpeHue 3asiBEeHUS O roCyfapCcTBeHHOW perMcrpauuun nekapcTBeHHOro
npenaparta Ans BeTepuHapHOro NpMMeHeHUs
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. Ons rocynapCTBEHHOW pernctpaumm INekapCTBEHHOro npenapaTta Ans BETepMHApHOro MnpUMeEHEeHUs
pa3paboTymKk Takoro nekapCTBEHHOro npenapaTta Unn ynofHOMOYEHHOE UM ApYyroe topuandeckoe nuuo (ganee B
HacTosilLe cTaTbe - 3asiBUTENb) NPeACTaBnsieT B YNOSIHOMOYEHHbIN hefeparnbHblii opraH MCNOMHUTENbHOM
BMacTW, OCYLLUECTBNAIOWMA rocyaapCTBEHHYIO PErncTpaLuMio NlekapCTBEHHbIX MpenapaToB Ans BeTepuUHapHOro
NMPUMEHEHMS], B SMEKTPOHHOW hopMe Mnn Ha BymMaxkHOM HocuTene 3asiBfieHue O roCcyAapCTBEHHOW perMcTpauum
rekapcTBEHHOro MpenapaTta Ans  BeTEPUHaApHOTrO TMNPUMEHEHWs,, a Takke B MOPsiAKe, YCTaHOBNEHHOM
COOTBETCTBYHOLLMM YNOSIHOMOYEHHbLIM hefeparnbHbiM OpraHOM UCMONMHUTENbHOW BRacTW, B SNEKTPOHHON dhopme
UM Ha BymaxkHoMm HocuTere HeobXxoaMMble LOKYMEHThI, U3 KOTOPbIX hopMUpYyeTCs perMcTpauuoHHoe Aocke Ha
neKapCTBEHHbIV Npenapart 4151 BETEPUHAPHOTO NPUMEHEHWS.

2. B 3aaBneHun o rocyp,apCTBeHHon perncTtpaunmn nekapcrtBeHHOro npenapata ana BeTepuHapHOro
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NPUMEHEHUA YKa3blBaAOTCA:

1) HanmeHoOBaHWe 1 agpec 3asdABuTENs, pa3paboTymMka 1 NPou3BOAUTENS NEeKapCTBEHHOro npenapara Ans
BETEPUHAPHOrO NPUMEHEHNs U agpec MecTa OCYLLeCTBMEeHUs NPOW3BOACTBA JEeKApCTBEHHOrO npenapaTta Ans
BETEPUHAPHOro NpMMeHeHus (B criydyae Hanmyus HeCKONbKMX YYaCTHWUKOB mpouecca npou3BoacTBa Heobxoommo
yKasaTb KaKgoro u3 Hux);

2) HauMMeHOBaHWe IeKkapCTBEHHOrO npenapaTta AN BETEepUHApPHOro MNpMMEHEeHUs (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNMUPOBOYHOE, UITM XMMUYECKOE U TOPrOBOE HAaMEHOBAHUS);

3) nepeyeHb OENCTBYIOLNX U BCMIOMOraTebHbIX BELLECTB, BXOASLLMX B COCTaB JIEKAapCTBEHHOro npenapara
ONsl BETEPUHAPHOIrO NPUMEHEHWS, C YKa3aHUEM KONMMYECTBA KaXXAoro n3 HuXx;

4) NeKapcTBeHHadA cbopma, O0o3npoBKa, crnocobbl BBEAEHUS U NPUMEHEHNA, CPOK rogHOCTU JieKapCTBEHHOIo
npenapara ona BetTepnHapHOro npuMeHeHua,;

5) bapmakoTepaneBTUYECKas rpynna;

6) HeoOGXOAMMOCTb NMPUMEHEHUSI YCKOPEHHOWM Mpoueaypbl 3KCNepTU3bl JIEKapCTBEHHbIX CPeACTB B LeNsX
rocyqapCTBEHHOWN perncTpauuy fekapcTBEHHOrO nNpenapara;

7) KONWMM JOKYMEHTOB, MOATBEPXAAIOLUMX YNaTy rocy4apCTBEHHON NOLUNMHBI:

a) 3a nNpoBefeHNe IKCNepTM3bl KayecTBa NEKapCTBEHHOIO CPeACcTBa U 3KCNepPTU3bl OTHOLIEHWUS OXWUAAEMON
NoJib3bl K BO3MOXXHOMY PUCKY NMPUMEHEHWS NEKapCTBEHHOTO NpernapaTa Ans BeTepuHapHOro NpuMeHeHust Npu ero
rocyqapCTBEHHOWN perncrpauum;

0) 3a Bblgayvy perMcTpaumoHHOro yA0CTOBEPEHUS NEeKapCTBEHHOMO Npenapara;

8) Hanuumne cornacusi, NPeayCMOTPEHHOrO YacTbl 7 HaACTosIWeW cTaTbW, ecriM C MOMEHTa perMcTpauum
pedepeHTHOro NekapcTBEHHOro npenapaTa Ans BeTEpMHAPHOro NPUMEHEHUS NPOLLIO MEHEE YeM LLECTb NeT.
(B peq. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-93)

MpumeyaHue.
C 01.01.2021 B @63. 1 4. 3 cT. 17 BHOCATCA M3meHeHus (P3 oT 27.12.2019 N 478-®3). Cwm. GyayLuyio pegakumio.

3. PeFI/ICTpaLWIOHHOG OOoCbe B UeNdX O3KCNepTu3bl JieKapCTBEHHOIo npenaparta AgnAa BeTepuHapHOro
NnpUMeHeHnsA d)OpMVIpyeTCFI M3 cnegyrwmx JOKYMEHTOB!

MpumeyaHue.
C 01.01.2021 B n. 1 4. 3 cT. 17 BHOocATCA n3MeHeHus1 (P3 o1 27.12.2019 N 478-93). Cm. byayLLyo peaakumio.

1) KonMust NUUEH3MM Ha MPOU3BOACTBO  FIEKAPCTBEHHbIX CPeAcCTB, BblAAHHOW  NPOM3BOAUTENIO
pPerncTpupyemMoro  NekapCTBEHHOro npenapata [Afnsi  BETEPUHAPHOrO  NPUMEHEHWsi, AOnst  POCCUNCKMX
npovssoguTenen;

(n. 1 B peq. ®enepanbHoro 3akoHa oT 04.06.2018 N 140-$3)

MpumeyvaHue.
C 01.01.2021 B 0. 2 4. 3 cT. 17 BHOCATCA M3MeHeHus (P3 oT 27.12.2019 N 478-$3). Cm. ByayLlyto pegakuuio.

2) konMus NUUEH3MM Ha NPOU3BOACTBO NIEKAPCTBEHHbIX CPEACTB, BblAAHHOW  MPOW3BOAUTENIO
hapmaueBTMYECKOM CYOCTaHUUKM, BXOAsiLei B COCTaB PErucTpupyemMoro mnekapCTBEHHOro npenaparta Ans
BETEPUHAPHOIO NPUMEHEHWS, ANs POCCUINCKMX NPOU3BOAUTENEN;

(n. 2 B peq. PegepanpHoro 3akoHa ot 04.06.2018 N 140-d3)
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2.1) Konua [OKYMEHTa, BblOAHHOMO YMOMHOMOYEHHLIM OPraHOM CTpaHbl MPOW3BOAMTENS AN KaXdoM
NMPOVM3BOACTBEHHOW NIIOLAAKA PEFMCTPUPYEMOro NeKapCTBEHHOMO NpenapaTa Ans BETEPUHAPHOro NPUMEHEHNS U
NOATBEPXKAAIOLLErO COOTBETCTBME MPOU3BOAUTENS  NEKapCTBEHHOro npenapata TpeboBaHusIM  npaBun
Hagnexallenh Npou3BOACTBEHHOW MPaKTUKW, U €ro NepeBof Ha PYCCKUMN A3blK, 3aBEPEeHHble B YCTAHOBEHHOM
nopsigke, a Takke KOMus 3akftoyeHWsi O COOTBETCTBMU MPOU3BOAMUTENSI NEKapCTBEHHbIX CpeacTB TpeboBaHMsM
npaBun Hagnexalwen npOM3BOACTBEHHOW MNPAKTUKW, BblAAHHOrO YMNOMHOMOYEHHBIM beaepanbHbIM  OpraHoM
WCMONMHUTENbHOW BNacTy Anst KaXaon MNpPOM3BOACTBEHHOW MMOLWAAKM PErMCTPUPYEMOro NeKapCTBEHHOMO
npenapata Ansi BETEPUMHAPHOTO MPUMEHEHUS, NMOO KOMWMS peLleHMs O MNPOBEAEHUN MHCNEKTUPOBAHMS
NpPon3BOAUTENS NTEKAPCTBEHHbIX CPEACTB, MPUHSITOrO YNONTHOMOYEHHbLIM hefepanbHbIM OpraHoM UCMONHUTENBHON
BrMacTy AN KaXZoW Npov3BOACTBEHHOW NMOWAAKM PerMcTpMpyemMoro JiekapCTBEHHOro npenapata Ans
BETEPUHAPHOIO MNPUMEHEHUsI. YKasaHHble [OKYMEHTbl MPEeACTaBnstoTCA B Crydae, ecnv  MNpOou3BOACTBO
niekapCTBEHHOrO npenapara ocyLlecTBnsieTcs 3a npegenamu Poccuiickon ®epepauuu;

(n. 2.1 BBeaeH PeaepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

2.2) xonusa AOKYMeEHTa, BblAaHHOrO YNOSIHOMOYEHHbLIM OpPraHoM CTpaHbl NPOM3BOAMTENS (hbapmMaueBTUYECKOn
cybcTaHuum 1 noaTBepXaaLero cCooTBeTCTBME NPOM3BOAMTENSA dhapMaLeBTUYEeCKon cybcTaHuun, BXOAsLen B
COCTaB PEerncTpmMpyemMoro rekapCTBEHHOro npenapata Ans BeTepuHapHOro npumeHeHus, TpebosaHnsaM npasun
Hagnexallenh nponsBOACTBEHHOW MPaKTUKW, W €ro nepeBoq Ha PYCCKUN A3blK, 3aBEPEHHble B YCTAHOBMEHHOM
nopsiake, B Cny4vae, ecnvM MNpou3BOACTBO hapmaueBTUYEeCKON CyOCTaHuuM OcCyllecTBMseTcsa 3a npegenamu
Poccuinckon ®egepaumm;

(n. 2.2 BBegeH PeaepanbHbiv 3akoHoM OT 04.06.2018 N 140-93)

3) NpoeKT HOpMaTMBHOIO JOKYMEHTA Ha NEKapCTBEHHbIN NpenapaT Ans BeTEPUHAPHOTO NPUMEHEHNS;

4) [OKYMEHT, coepXaliMn cregywowylo wuHdopmaumio o dapmaueBTUyeckon cybctaHuum unm
dhapmaueBTMHeCKUX CyOCTaHUUsIX, BXOOSALWMX B COCTaB JIEKApCTBEHHOro Mpenapata And BeTepuMHapHOro
NPUMEHEHMS:

a) HaMMeHoBaHne dapMaLeBTMYECKON cybcTaHuun, ee CTpPyKTypa, obLmne cBoMCTBa (MpU rocyaapCTBEHHOM
peructpaumMm  MMMYHOBMOMOrMYECKMX FNEeKapCTBEHHbIX MpenapaToB Ans  BETEPUHapHOro  NPUMEHEHWs
NpeacTaBnsioTCA CBEAEeHMs O LTaMMe, BKMIOYas ero HavMeHoBaHue, MHOPMaUMI0 O MPOUCXOXOEHWUU, ero
CBOWICTBAXx, XapakTepucTukax u mecte AenoHNpOoBaHus);

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

0) HaumeHoBaHVe 1 agpec NPoM3BOANTENS;

B) TexXHosnorna npom3BoAcTtea C onncaHnem cTagumn npon3BoAcTBa M MeTOoO0B KOHTPOJIA Ha BCeX CTaaunax
npon3BOACTBa,

r) wHdopmaumss O npumecsx (He NpeacTaBnsieTcs  MpU rocyQapCTBEHHOW  pernctpauuu
UMMYHOBWONOrMYECKNX NEKapCTBEHHbIX NpenapaToB Afs BETEPUHAPHOrO NPpUMEHEHMS);
(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-03)

4) crneuudpmkauma Ha dQapmaueBTUYecKyld cybcTaHUuMio (He npeacTaBnsieTcs npy rocyaapCTBEHHON
permcTpaumMm UMMYHOBUOMNOrMYeckux NieKapCTBEHHbIX NPenapaToB Afsi BETEPUHAPHOIO NPUMEHEHNS);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) onucaHne MeToauK KOHTpPOIA Ka4veCTBa;

X) pesynbTaTbl aHanusa cepui  papmaueBTUYECKOW CyOCTaHUMM (He NpeAcTaBnsalTCca  Npwu
rocy4apCTBEHHON perncTpaumm MMMYyHOOMONOIMYECKUX JIEKAPCTBEHHLIX MNpenapaTtoB A BETEPUHAPHOro
NPUMeEHEHNs);

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3) nepeyvyeHb CTaHOAPTHbIX o6pa3u,oa mnnn BelecTB, WUCMNOJIb3yeMblX MNpun OCYyLWEeCTBI1EHUN KOHTPONA
Ka4vecTBa,

I/I) ornncaHme XxapakrtepucTtuk mn CBOWCTB YNakoBOYHbIX MatepunaroB U YKYNOpPO4HbIX CPeCTB;
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K) [fOaHHble O  cTabunbHOCTM  (He  NpeacTaBnsAlTCAs  NpW  FOCYQApCTBEHHOW  perucrpaumm
NMMYHOBMONMOTMYECKNX NEKapCTBEHHbIX NPenapaToB Afs BETEPUHAPHOIO NPUMEHEHMS);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) CPOK roAHOCTM, YCNOBUSA XPaHEHUS;

5) oTyeT 0 pesynbTatax OOKIMHUYECKOrO MCCIefoBaHWUsl NEKapCTBEHHOrO CpeicTBa AN BETEPUHAPHOro
NPUMEHEHMS, BKIIOYAOLNIA ONMCaHNE METOOO0B ONpeneNnieHnsl OCTaTOYHbIX KONMYECTB AENCTBYIOLLEro BellecTBa
(oencTBylOLWIMX BELLECTB), OOCTUrawmolero (OOCTUratoLlMx) CUCTEMHOrO KPOBOTOKA, B MPOAYKUMWM >XMBOTHOMO
NPOUCXOXOEHUS NOocne MpUMEHEHMSI TakKOro neKapCTBEHHOro CpeactBa, a Takke [OKYMeHTanbHoe
noaTBepXXaeHve (Banvaaums) ykasaHHbIX METOO0B;

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) OoT4eT O pesynbTaTtax KIMHUYECKOro unccriegoBaHnA IneKapCTBEHHOro npenapara Aand BeTepuHapHOro
NPUMEHEHUA Y KaXXao0ro Bnaa XMBOTHbIX, YKa3aHHbIX B UHCTPYKUUKX NO BETEPUHAPHOMY NMPUMEHEHNIO;

7) MNPOEKT MHCTPYKUMM MO BETepUHApHOMY MPUMEHEHWUI0 NeKapCTBEHHOro npenaparta, coaepxallei
crepyloLime ceBefeHus:

a) HanMmeHoBaHMWE JeKapCTBEHHOro npenapata Aand BeTepuHapHOro nmnpuMeHeHud (Me)KJJ.YHapOD,HOG
HenaTteHToBaHHOE, Ui rpynnnpoBo4YHoOE, NI XMMN4YEeCKOe U Toproeoe HaMMeHOBaHI/IFI);

©) nekapcTBeHHasa popma C ykazaHMEM HaMMEHOBaHWU N KONMYECTBEHHOIO COCTaBa AENCTBYIOLLNX BELLECTB
N Ka4yeCTBEHHOIO COCTaBa BCMOMOraTenbHbIX BELLECTB;

B) onncaHmne BHelHero suaga nekapcrtBeHHOro npenaparta ansd BeTepnuHapHOro npMMeHeHus,;

r) dapmakoTepaneBTMyeckas rpynna fekapCTBEHHOro npenaparta Ansd BeTepUHapHOro MPUMEHEHUS uIu
yka3aHue "romeonaTuyeckunii nekapcTBeHHbIV npenapart';

,D,) d)apMaKO/J.I/IHaMI/IKa n q}apMaKOKVIHeTI/IKa (38 NCKINK4YeHnem CbapMaKOKVIHeTVIKVI romeonaTtn4eckmx
NEeKapCTBEHHbIX NMpenapaTtoB N PaCTUTENIbHbIX J1EKapCTBEHHbIX npenapaTOB) nnn onncaHune VIMMyHO6VIOJ'IOI'VI‘-IeCKVIX
CBOWCTB JNIeKapCTBEHHOIO Nnpenapara,;

€) nokasaHus ons NPUMEHEHUS;
) NPOTUBONOKa3aHUs A NPUMEHEHUS;
3) Mepbl NPeAOCTOPOXKHOCTM NPY NPUMEHEHWUN;

VI) YKa3aHne BO3MOXHOCTU U ocobeHHocTel NPUMEHEeHUA y 6epemeHHb|x XNBOTHbIX, Y XXMBOTHbIX B Nepuon
NnakTauunu, y NnOTOMCTBA XXUBOTHbIX;

K) PpeXum [o3uMpoBaHusi, cnocob BBEAEHWss U MNPUMEHEHWs, Mpu HeobXoAMMOCTU BpemMsi npuema
nekapcTBEHHOro npenapara Anst BEeTEpUHapHOro NPUMEHEHNS!, MPOAOIKUTENBHOCTb NEYEHNS;

J'I) BO3MOXHble MOOOYHblE [OENCTBUS, HexXenaTterbHble peakuun npu npuMeHeHnn neKkapcTtBeHHOro
npenapara gna BetTepnHapHoOro npuMeHeHua,

M) CUMNTOMbI MEePeao3nPOBKM, Mepbl MO OKa3aHWI0 MOMOLLM NPU NEPESO3NPOBKE;
H) B3auMogencTBNe C ApYrMMU NTeKapCTBEHHBIMU NpenapaTamMu 1 (Unu) KopMamu;
0) chopMbl BbiNycka ekapCcTBEHHOro NpenapaTta A5l BeTepMHapHOro NPUMEHEHUS;

n) ykasaHve (nMpu HeobxogumocTn) ocobeHHOCTEW [AEeNCTBUS JeKapCTBEHHOro npenapata And
BETEPUHAPHOro NpUMeHeHsa Npu NepBomM rnpuemMe Unm npu ero oTMeHe,

p) onuncaHune (I'IpM HeO6XOD,I/IMOCTI/I) AencTBuiA cneumanucTa B obnactu BeTepuHapuun, Bnagenbua XXMBOTHOIo
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Mpu NpPonycke npuema oaHON UM HECKOMbKUX [03 NeKapCTBEHHOrO NpenapaTta Ans BETEPUHAPHOro NPUMEHEHUS;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK rodHOCTM W yKasaHue Ha 3anpeT NpPUMEHEHWUs NeKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NPUMEHEHMS MO UCTEYEHUM CPOKa FOOHOCTH;

T) YCNOBWS XpaHEHUS;

y) yKasaHne Ha HeobXxoaMMOCTb XpPaHEHUsI NIeKapCTBEHHOrO npenaparta Ans BETEPUHAPHOrO NPUMEHEHNS B
MecTax, HeOCTYMNHbIX ANA OeTeN;

d) vykasaHue (MpM HEOGXOAMMOCTW) creumanbHblX Mep MPeaoCTOPOXKHOCTU  MPU  YHUYTOXEHUU
HeWncnosb30BaHHbIX IEKapCTBEHHbIX NMpPenapaToB A4Sl BETEPUHAPHOTO NPUMEHEHUS;

X) CPOKM BO3MOXHOrO MCNosib3oBaHMA NPOAYKUMN XNBOTHOINO NPOUCXOXOEHUA nocne BBeOeHUA XXUBOTHOMY
NeKapCTBEHHOrIO npenaparta ana BeTepnHapHoro npuMmeHeHu4;

L) yCroBusl OTnycKa;

4) HAMMEHOBaHWA N agpeca NPON3BOACTBEHHbIX MOLLAA0K NPON3BOAMTENS NEKAPCTBEHHOrO Npenapara ans
BETEPUHAPHOIO NPUMEHEHNS;

LLI) HanmveHoBaHue, agpec opraHusauuu, yrlOJ'IHOMO‘-IGHHOVI aepxartenem nnn Bnagenbuem
perncTtpaumMoHHOro yaoCtoBepeHund nekapCcTtBeHHOro npenapara Ha npuHAaTne I'IpeTeH3VII7I oT I'IOTpe6VITeJ'IFI;

8) npoekTbl MakeToB MEPBUYHOM YMNAKOBKM M BTOPWYHOW YMNAKOBKW feKapCTBEHHOro npenaparta And
BETEPMHAPHOIO MPUMEHEHUS;

9) cneayowmne cBefeHNs O NIEKapCTBEHHOM Npenapare 4518 BETEPUHAPHOro NPUMEHEHUS:

a) onucaHue 1 cocTaB NiekapCTBEHHOrO Npenaparta Ans BETePUHapPHOro NpUMeHeHNs;

©0) onucaHne dapmMaLeBTMYECKON pa3paboTku;

B) onucaHue npouecca Npou3BOACTBA W €ro KOHTPONs, MNognuCaHHOe B MOpsigKke, YCTaHOBMEHHOM B
COOTBETCTBUM C YacTbio 1 HacToALLEN CTaTby,

(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

) onucaHne KOHTPOIS KPUTUYECKUX CTAAuA NMPOM3BOACTBA M NMPOMEXYTOYHOM NpoAyKUMK, NogNMCaHHOE B
nopsiake, yCTaHOBIIEHHOM B COOTBETCTBUM C YaCTblo 1 HacTosILLEen cTaTby;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

[) HaMMeHOBaHUA 1 agpeca paspaboTurka, AepxaTens UM Bnagensla permcTpaunoHHOro yaoocToBepeHus
NEeKapCTBEHHOro npenapaTa, NPOW3BOACTBEHHbIX NMOLAA0K NPOUM3BOAMTENS fEeKapCTBEHHOro npenapara Ans
BETEPUHAPHOIO MPUMEHEHUST C yKasaHMeM CTaguMnl TEXHOMOrMYeckoro npouecca, OCYLEeCTBSEMbIX Ha
NPOM3BOACTBEHHbIX NMoLaaKax Nnpon3BoauTeNs NeKapCTBEHHOro npenapara ans BETePUHapHOro NPUMEHeEHNS;

(B peq. PegepanbHbix 3akoHoB 0T 13.07.2015 N 241-®3, ot 02.08.2019 N 297-93)

e) dhapmaLieBTUYECKas COBMECTUMOCTb;

) MUKpoBUonormyeckne xapakTepucTmkuy;

3) MaTepwuanbHbI 6anaHc 4ns Npou3BoACTBa CEPUN FOTOBOMO MPOAYKTA;

W) ONUcaHne XapakTepUCTUK U CBONCTB YNMAKOBOYHbIX MaTepUarnoB U YKYNOPOYHbLIX CPEACTB;

K) JOKyMeHTarnbHOe NoATBepXAeHne (Banugauus) npoueccos U (Unu) UxX oLeHKa;

n) TpeboBaHMsA K kKa4ecTBY BCMOMOraTernbHbIX BELLECTB (cepTudmkat, cneundukaums Ha BcnoMmoraTenbHble
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BeLlecTBa n nx obocHoBaHue);

M) aHanuTUMYeckne MeToaMKW, UCMONb3yeMble MPU OCYLLECTBMEHUN KOHTPONS KadecTBa BCMNOMOraTerbHbIX
BELLEeCTB;

H) AOOKyMeHTalnibHOoe noaTrBepXXaeHne (BaJ'II/I,EI.aLI,VIFI) aHanmMTU4eCkKnx MeToauK, WUCNoJib3yeMblX MNpu
OCyLWEeCTBJIEHNN KOHTPOJA Ka4eCTBa BCNnomMoraTesibHbIX BELWECTB;

0) WHcopmauus 06 MCNONMb30BaHMU  BCMOMOraTeSlbHbIX BELIECTB YEroBEeYEeCKOr0 W KMBOTHOTO
NMPOUCXOXAEHUS;

n) yrpatun cuny. - PegepanbHbi 3akoH oT 02.08.2019 N 297-03;

p) TpeboBaHMa K KayeCTBY MNEKapCTBEHHOro npenaparta Ans BeTepuUHapHOro npumeHeHus (cepTudpmkart,
crneumdukaLms Ha NekapCTBEHHbIM Npenapar U ux 060CHOBaHue);

C) aHanmTn4yeckne MeToauKkun, UCMNOoJib3yeMble€ TMNMpU OCYLLUECTBIIEHUN KOHTPOJA KayecTBa J1€KapCTBEHHOro
npenapara gna BetTepnHapHoOro npuMeHeHua,;

T) [OKyMeHTanbHoe MOATBEPXKAEHWEe (Banuaauus) aHanuTUYeckux MeToOMK, MWCNoNnb3yemMblX Mpu
OCYLLECTBIEHUN KOHTPOIS Ka4yecTBa fekapCTBEHHOMO Npenapara A8 BeTepMHaAPHOro NpUMEHEHUS;

y) OOKYMEHT, MoATBEpXKAaloLWWA Ka4yecTBO IEeKapCTBEHHOro npenapata Tpex MPOMbILIEHHbIX Cepuii
(npoTokon aHanu3a unuM cepTUdUKaT aHanuaa), ogHa Cepusi KOTOPOro AdoJbKHa coBnaaTtb C cepuveil obpasua
neKkapcTBEHHOro npenapaTta, NoAaHHOro Ha PerucTpaumio;

&) xapakTepucTuka npumecen;

X) nepe4vyeHb CTaHOAPTHbIX O6pa3Ll,OB, ncnosib3dyemblX nNpun OCYLWECTBNNIEHUMN KOHTPOJIA KadecTBa
NeKapCTBEHHOrIO npenapara anda setepnHapHoro npuMmeHeHun4;

L) AaHHble 0 cTabuNbHOCTM NEKapCTBEHHOIO NpenapaTa AN BETePUHAPHOro NPUMEHEHMS;

10) Konua OOKYMeHTa, coAepXallero MHGOopMauuio 0 Hamuumm unm o6 OTCYTCTBMU (paKTOB perucrpauuu
nekapcTBEHHOro nNpenapaTa assi BeTepMHapHOro NpuMeHeHus 3a npefenamu Poccuiickoin ®eaepaumu;

11) cornacne B MMUCbMEHHOW OpMe, NPeayCMOTPEHHOEe YacTbio 7 HacTosWen CcTaTbu, B Cry4ae
permcTpaumm BOCNpon3BedeHHOro NekapCTBEHHOMo Npenapara;
(8 pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) konNua OOKyMeHTa Ha PYCCKOM £3blke, 3aBEPEHHOr0 B YCTAHOBMEHHOM Mopsgke M NoATBepXaaloLLero
NMPaBOMOYHOCTb 3asiBIEHNSI O rOCYyAapCTBEHHOW perucTpauum rekapcTBEHHOro npenaparta Ans BeTepuHapHOro
NpUMeHeHUs (0OBEPEHHOCTD);

13) cBegeHuss O rocyaapCTBEHHOW perucTpauuu reHHO-UHXEHEPHO-MOAMMULNPOBAHHBIX OPraHU3MoB,
npeaHasHadeHHbIX AN BbiNyCka B OKpyXarollyo cpeny (Npyv rocygapCTBEHHOW perucrtpauvym nekapCTBEHHbIX
npenapaTos ans BETEPUHAPHOro NPUMEHEHNS, NOMny4YeHHbIX c NpUMEHEHNEM
FeHHO-NH)XEHEPHO-MOANMULMPOBAHHBLIX OPraHN3MOB U COAEPXKALLMX Takue OpraHnambl).

(n. 13 BBegeH PepeparnbHbiM 3akoHOM OT 02.08.2019 N 297-93)

4. Mpwn NnpoBeAeHMM YCKOPEHHOW Npouenypbl SKCNepTU3bl NEKAPCTBEHHONO npenapara as BeTEPMHAPHOro
NPUMEHEHNS B LENSAX €ero rocygapCTBEHHOM perucrpauMmM BMECTO oOT4veTa paspaboTymMka O pesynbrartax
OOKIMMHMYECKOrO WCCIEeAOBaHUS JIEKAapCTBEHHOrO CcpeacTBa [fAfsi BETEPUHAPHOIO MPUMEHEHUSI MOXET ObiTb
npeacTaBneH 0030p HayyHbIX paboT o pes3ynbTatax OOKIMHUYECKOro uccnegoBaHusi  pedepeHTHOro
NEKapCTBEHHOro npenapara Ans BETEPUMHAPHOrO MPMMEHEHUs, a BMECTO OT4yeTa O pe3yrbTaTax KIMHUYECKOro
nccrnegoBaHuUsi NekapCcTBEHHOTO Npenaparta Ansi BETEPUHAPHOro NPMMEHEHUS OTHYET O pe3ynbTaTtax UccnenoBaHui
OG1O3KBMBANEHTHOCTN BOCMNPOM3BEAEHHOIO IEKAapCTBEHHOIO NpenapaTa Ansl BETEPUHAPHOrO NPUMEHEHUS.

(4acTb 4 B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

CrpaHuua 28 u3 110



®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 13.07.2020)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

5. Ha akcneptnsy pasnmnyHbIX NekapCcTBEHHbIX POPM OLHOIMO0 U TOrO XXe JIeKapCTBEHHOro npenaparta ansi
BETEPUHAPHOIO MPUMEHEHUS 3asiBUTENb MNPeAcTaBnsAeT OTAeNbHble 3asBIEHUS U PErMcCTpaLMOHHbIe OOChbe Ha
Kakayto nekapcTBeHHy copmy. Mpu ycrnoBum ogHOBPEMEHHOW ModayvvM Ha 3KCNepTM3y OAHOW NeKapCTBEHHOM
opMbl C pasnMyHbIMK OO3MPOBKOW, KOHLUEHTpauuen, o6bemMoM 3asBUTENb NpeactaBnseT OAHO 3asiBrieHWe n
perncTpaumoHHoe O0Cbe C MNPUMOXEHWEM MakeTOB MEPBUMYHOWM YMakoBKWM M BTOPUMYHOW YynakoBku. Ha makeTax
NepBUYHOM YMAaKOBKM W BTOPUYHOW YMAKOBKM YKa3blBalOTCA BCE MNPOU3BOAMMbIE AO3UPOBKW, KOHLIEHTpauuu,
0b6beMbl 1 KONMMYECTBO 03 B YNaKOBKe NEKapCTBEHHOro nNpenapara Ang BeTepuHapHOro NpuMeHeHus.

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

MpumeyvaHue.
C 01.01.2021 4. 6 ct. 17 n3naraetca B HoBoW pepakumm (P3 ot 27.12.2019 N 478-03). Cm. GyayLuyto
peaakumio.

6. 3asiBuTENb BNpase npeacTaBuTb N0 COBCTBEHHOW UHMLIMATMBE BMECTE C 3asiBNIEHNEM O rocyaapCTBEHHOWN
permctpaumMm nekapcTBEHHOro mnpenapaTta Ans BeTEepUHApPHOro MNPUYMEHEHWUS OOKYMEHTbl, MOATBepxAaoLme
ynnaTy rocygapCTBEHHOW MOLWMMHbI WM yKa3aHHble B MyHKTe 7 4acTu 2 HacToswew cratbun. B cnyvae wux
HenpeacTaBneHns COOTBETCTBYIOLMIA  YNOMHOMOYEHHbIV  (bedepanbHbli  OpraH  UCMOMHMTENbHOW  BMAAcTy
npoBepsieT akT ynnaTbl 3asBMTENEeM rocyaapCTBEHHON NOLWNMHBLI NOCPEACTBOM MCMOMb30BaHMSA MHopmaumm ob
ynnaTe rocygapCTBEHHOMW MOWMWHbI, cogepxawenca B [0ocyaapCTBEHHOW WHMOPMAUMOHHOW cuctemMe O
roCy4apCTBEHHbIX M MYHUUMNAMbHbIX NaTexax, Ha OCHOBaHUW MPeACTaBMeHHbIX 3asBUTENeM KON JOKYMEHTOB,
noaTBEPXKAAoLWMNX ynnaTy rocy4apCTBEHHON NOLWNNHbI.

7. He ponyckaeTca ncnonb3oBaHve B KOMMEPYECKMX Liensx MHdopmauumn o pesdynbTaTtax OOKMMHUYECKUX
NUCCNeaoBaHUN NEKapCTBEHHbIX CPeACTB M KIMHWYECKUX WCCNEeaOoBaHMM JEeKapCTBEHHbIX MpenapaTtoB Ans
BETEPUHAPHOIrO NPUMEHEHNs, NpeaCcTaBNeHHON 3asiBUTENEM ANs rocyAapCTBEHHON perncTpaumm nekapcTBEHHbIX
npenapaToB, 6e3 ero cornacua B TeYeHMEe LUeCTU NeT C faTbl rocyaapCTBEHHOM permctpauun pedepeHTHOro
nekapcTBeHHoro npenapara B Poccuiickon ®egepauuu.

8. [epxaTenb wunu BnagerneL, perucTpauuMoHHOro YAOCTOBEPEHMS IeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOro NpUMEHEeHNs npeacTaBnaeT B YNOMHOMOYEHHbIM deaepanbHbIi opraH UCNONHUTENbHOW BNacTu
oT4yeT no pesynbTatam dapmakoHagsopa OAMH pa3 B LWeCTb MecdueB B TeyeHue [ABYX neT nocne
rocy4apCTBEHHOW perncrpaumm rnekapcTBeHHOro npenapata B Poccunckon Pepepauun, 3atem exerogHo B
TeyeHve nocrneayrLnx Tpex neT n B AanbHenwem oanH pas B Tpu roaa.

(vacTb 8 BBegeHa PegepanbHbiv 3akoHoM OT 02.08.2019 N 297-$3)

Cratbsa 18. Nogaya u paccMmoTpeHue 3asiBfIEHUS O rOCyAapCTBEHHOW perucrpauum fieKapCTBEHHOro
npenapara Ans MeguUUHCKOro npMMeHeHus
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ona rocynapCTBEHHOW perncTpauum nekapCTBEHHOro npenaparta ans MeauUMHCKOro MpuMeHeHus
lopuanyeckoe nuuo, AencTBylollee B CODCTBEHHbIX MHTEpecax WM YNOfHOMOYEHHOe MpeacTaBnATb MHTepechl
OpYroro puanyYeckoro nuua u 3aaBnsiollee NEeKapCTBEHHbIN npenapat Ha rocyAapCTBEHHYIO pPerncrpauuio
(banee B HacToAlWeW cTaTbe - 3asBWUTENb), MpeacTaBnsieT B YMNOMHOMOYEHHbIN denepanbHbIil  opraH
WCNONHUTENBHOW BracTu, OCYLLECTBNSAIOWMIA rocygapCTBEHHYIO PerncTpaumio NeKkapCTBEHHbIX npenapartos Ans
MEeOMULMHCKOrO MPUMEHEHWs, B 3NEKTPOHHON hopme M Ha BymakHOM HocuTene 3asiBfieHne O rocygapCTBEHHON
perncrpaumy nekapcTsBeHHOro npenapara ans MeavuMHCKOro NpUMEeHeHus, a Takke B nopsifke, YCTaHOBIIEHHOM
YNONTHOMOYEHHbIM dbeeparnbHbiM OpraHOM WUCMOMHUTENbHOW BAAacTW, B 3NEKTPOHHON dhopMe U Ha BymaxHOM
HocuTene Heobxoaumble OOKYMEHTbl, U3 KOTOPbIX (POPMUPYETCS PerncTpauMoHHOe AO0Cbe Ha JeKapCTBEHHbIN
npenapat Ans MeAULMHCKOro NMpUMEHeEHMs.

(vyacTtb 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. B 3asBneHunm o rocydapCTBEHHOW peructpauum nekapCcTBEHHOro npenapata Ans MeauuuHCKOro
NPUMEHeHNs yKasbliBaloTCS:

1) HanMeHoBaHWMe, agpec 3adBUTENA U MNMPOU3BOAUTENA NEKAPCTBEHHOro npenaparta gnd mMeguumHCKOro
npuMeHeHuna, ceeaeHunsa 00 ux pernctpaumnm B KayecCcTBe Hanoronnartesnbluka B CTpaHe perncrtpauum (JJ,J'IH
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POCCUMCKMX IOPUANYECKUX NUL - UOEHTUUKALMOHHBLIM HOMep Hanoronnartenbwuka (MHH), ona wHocTpaHHbIX
IOPUANYECKUX MWL, - CTpaHa perncTpauuu, HaMmeHoBaHWEe PErnCTPUPYHOLLIEro opraHa, perMcTpauuoHHbI HOMED,
Kof HanoronnartenbLiMKa B CTpaHe permctpaumm (MHKoprnopaummn) Unm ero aHarnor) u agpec Mecta OCyLLEeCTBEHUSI
NpovM3BOACTBA JEKAapCTBEHHOrO npenapata (B Cryyae HanuuuMs HECKOMbKUX YYaCTHWMKOB Mpolecca ero
npov3BoacTBa HEOOXOAMMO yKasaTb KaXaoro y4vacTHMKa B COOTBETCTBUM C  OCYLLECTBNAEMOW CcTaguen
npov3BoACTBA);

(n. 1 B peq. ®enepansHoro 3akoHa oT 28.12.2017 N 425-93)

2) HanveHoBaHME JieKapCTBEHHOIo npenaparta Aanda MeauMunHCKOro npuMeHeHud (Me>Kp,yHapop,Hoe
HenaTteHToBaHHOE, Ui rpynnmnpoBoYHoOE, NI XMMU4YeCKoe U Toproeoe HaVIMEHOBaHVIFI);

3) nepeyeHb OENCTBYIOLLMX M BCMOMOraTeNbHbIX BELLECTB, BXOASILLUX B COCTaB fekapCTBEHHOrO npenapaTa
ONst MEAMUMUHCKOIO MPUMEHEHUS, C ykasaHWeM KONMYECTBa KaXaoro U3 HuX;

4) NeKapcTBeHHanA cbopma, O0o3npoBKa, crnocobbl BBEAEHMS U NPUMEHEHUA, CPOK rogHOCTU JieKapCTBEHHOIo
npenapara ona MmeanuynHCKoro npuMeHeHua,;

5) (apmakoTepaneBTuyeckass rpynna, kKog aHaATOMO-TEpaneBTMYECKO-XMMUYECKON Krnaccudukaumm,
pekomeHaoBaHHOM BcemupHOm opraHusaumen 3gpaBOOXpaHeHus, 3asiBlsemMble MoKasaHus Ans NpUMEHEeHWs
nekapCTBEHHOro npenaparta Ans MeguuUmMHCKOro NPUMEHEHNS;

6) oTcyTcTBME HEOOXOAMMOCTWU MPEenoCTaBfIEHNss OTYeTa O pesynbTaTax KIMHWYECKOro MUccrefoBaHus,
nuccrenoBaHUss  GMOSKBMBANEHTHOCTM  NEKAPCTBEHHOIO MpenapaTa, paspelleHHoro Ans  MeAWLMHCKOro
npumeHeHusi B Poccuiickoir depepauumn Gonee gpaguaTtu fneT, C yKasaHWEM HOPMATMBHBLIX MPaBOBbIX aKTOB,
NOATBEPKAAOLUMX AaHHbIA CPOK NPUMEHEHUS;

7) HeobXxooMMOCTb OhOpMIeHUs1 paspelleHnst Ha BBO3 B Poccuiickyio denepaumnio KOHKPETHOM MapTum
3aperucTpupoBaHHbIX U (UNW) He3apervcTPUpPOBaHHbLIX JIEKAPCTBEHHbIX CPeAcTB, MNpeAHa3HayeHHbIX AOns
NPOBEAEHUS SKCNEPTM3bI NTEKAPCTBEHHbIX CPEACTB B LIENAX rocy4apCTBEHHON perncTpauny;

8) HeobGXoOAMMOCTb MNpPOBEOEHUs JKCNepTU3bl [AOKYMEHTOB, MNPeACTaBlEHHbIX AN onpenerneHus
BO3MOXHOCTU paccMaTpuBaTb JIEKaPCTBEHHbIV npenapaTt Ans MeguUMHCKOro NMPUMEHEHWUst MpU OCYLLECTBIEHUN
rocyapCTBEHHOW perucTpauum B kayectTse opgaHHOro riekapcTBEHHOro npenapara;

9) HeobxoQMMOCTb NnpUMeHeHusA yCKOpeHHOIZ npouenypbl 3KCNepTu3bl J1IEKAapCTBEHHbLIX CPeacTB B UeNidX
rOCYﬂapCTBeHHOVI pernctpaunmn rnekapCTtBeHHOro npenapara,

10) KoMK JOKYMEHTOB, NOATBEPXKAAOLIMX YNiaTy rocy4apCTBEHHOM MOLLMHBI:

a) 3a nposegeHune JKCnepTtu3bl [OOKYMEHTOB, nNpedcTaBlfieHHbIX AOnd  onpeeneHnsa  BO3MOXHOCTU
paccmaTpuBaTb ﬂeKapCTBeHHbIVI npenapat aonsa MeanLUnHCKOro NnpuMeHeHusa npu ocyLiecTBiieHnn
rOCYﬂapCTBeHHOVI perncTtpaunmn B Ka4ecrtee Op(baHHOI'O JIEKapCTBEHHOIO Nnpenapara,;

©0) 3a npoBeaeHMEe 3KCNEPTU3bl KAYECTBA NEKAPCTBEHHOIO CPEACTBA N 3KCNEPTU3bl OTHOLUEHUSI OXMOAEMON
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA JlekapCTBEHHOro npenapara, paspelleHHoro Ansg MeauuMHCKOro
npumeHeHns B Poccunckon ®depepaumm 0Gonee pfBaguatu neT, NpU  OCYLECTBNIEHUN TOCYOAPCTBEHHOM
pernctpaumm nekapcTBeHHOro npenapara;

B) 3a NpoBefeHne 3KCNePTU3bl Ka4ecTBa feKapCTBEHHOIO CPeACcTBa U IKCMEPTU3bl OTHOLLEHUS OXNaaeMon
norb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUS fleKapCTBEHHOro npenapara Ans MeauMLMHCKOro npuMeHeHns npu ero
rocyfapcTBEeHHOW permctpaumu,

r) 3a NpoBeAeHWe 3KCNepTU3bl KayecTBa JIeKapCTBEHHOro CPeAcTBa U 3KCMepTU3bl OTHOLLIEHMS 0Xuaaemon
nosib3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOro npenaparta Ans MeauUMHCKOTO MPUMEHEHUs, B
OTHOLLEHWM KOTOPOro MpoBeAeHbl MeXAyHapodHble MHOTOLEHTPOBbIE KIMHWUYECKUME WCCredoBaHus, 4YacTb W3
KOTOpbIX npoBedeHa B Poccuiickoin ®degepauun, nNpU  OCYLWECTBNEHUU TFOCYOAAapPCTBEHHOW perucTpaummn
nekapcTBEHHOro npenapara;
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11 ) Hann4yne cornacnda npom3BognuTenAa JekapCTBEeHHOro npenaparta, npoun3BoACTBO  KOTOpPOro
OocyulecTBdAeTCAd 3a npenernavm Poccuiickon dbeuepau,vm, Ha npoBegeHne MHCNEeKTnpoBaHUA Npon3BoOnUTENA Ha
cooTBeTCTBUE Tpe6OBaHVIFIM npasun Hagnexawen I'IpOI/I3BO,EI.CTBeHHOI7I NPaKTUKK;

12) Hanu4yme cornacusi, NPegyCMOTPEHHOro YacTblo 18 HacTosLLeln cTaTby;

13) ykasaHve BMOa IEKapCTBEHHOro npenapara, MNpPeacTaBMEHHOrO Ha pervctpaumio (pedepeHTHbIN
NeKapCTBEHHbIN npenapaT, BOCMPOU3BEAEHHbIV FEeKapCTBEHHbLIN npenapaTt, OuOoNornyeckuin neKkapCTBEHHbIN
npenapat, OuoaHanoroBbii (6MONOAOOHLINA) FeKapCTBEHHbIM npenapaTt (OuMoaHanor), romeonaTuyeckuii
neKkapcTBEHHbIM Npenapat, NekapCTBEHHbIN pacTUTENbHbIN Npenapar).

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

3. PeructpaumoHHoe [Jocbe Ha NEKApCTBEHHLIM MpenapaT Afs  MeOUUMHCKOTO  NpUMEHEHUs!
npegocTasnsieTcs B opMe 0BLLErO TEXHNYECKOTO JOKYMEHTA.
(vyactb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Pa3gen AOKyMEHTauMM agMMHUCTPATMBHOINO XapakTepa BKIoYaeT B cebs:

1) sasBNeHMe O TroCyQapCTBEHHON perucTpauuMn fekapcTBEeHHOro npenapaTta Ans  MeAMLMHCKOro
NpYMeHEeHWs1 B 3NeKTPOHHON hopme 1 Ha ByMakHOM HocuTene;

2) KONV AOKYMEHTa Ha PYCCKOM $A3blke, 3aBEPEHHOro B YCTAHOBMNEHHOM MOpsAKe M MoATBEpXKOaloLwero
NMPaBOMOYHOCTbL 3asBUTENs NOAaBaTb 3asiBNEeHME O rocygapCTBEHHOM perncrpaumu rfekapCTBEHHOro npenapara
ANs MeAMLUHCKOro NpumMeHeHns (4QOBEPEHHOCTD);

MpumeyaHue.
C 01.01.2021 B . 3 4. 4 cT1. 18 BHOCATCA M3MeHeHus (P3 oT 27.12.2019 N 478-$3). Cm. ByayLlyto pegakumio.

3) KOMMWIO NULLEH3UN Ha NMPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM KOMUIO 3aKMYEHUA O COOTBETCTBMU
Nnpou3BoauTENsi NeKapCTBEHHbIX cpeacTB TpeboBaHMAM npaBun Hagnexawen npou3BOACTBEHHOW MPaKTUKW,
Bbla@HHbIX YMOMHOMOYEHHbIM dheepanbHbiM OpraHoM UCMONMHUTENBHOW BNacTu B OTHOLUEHWUW NPOU3BOACTBEHHOM
nnowaakM perncTpupyemMoro rfekapCTBEHHOro npenapaTta, B Criyd4ae, ecnv npous3BOACTBO feKapCTBEHHOro
npenapaTta ocyliectensaerca B Poccuiickon deaepaumy;

(8 pen. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

MpumeyaHue.
C 01.01.2021 B n. 4 4. 4 cT. 18 BHOCATCA M3MeHeHus (P3 oT 27.12.2019 N 478-®3). Cm. ByayLyto pegakumio.

4) KonuIo BbIJAHHOW YMNOMHOMOYEHHBIM OPraHOM CTpaHbl MPOM3BOAUTENSA MULEH3MM Ha MPOM3BOACTBO
NnekapcTBEHHOro npenapaTta U ee nepeBo] Ha PYCCKUN A3blK, 3aBEPEHHble B YCTAHOBMIEHHOM MOPSAKE, a Takke
KOMMIO 3aKM0YEHMS O COOTBETCTBUN NPOU3BOAUTENS NEKAPCTBEHHbBIX CPEACTB TPeOOBaHMAM NpaBuIl Hagnexawen
NPOV3BOACTBEHHOW MPaKTUKKW, BblAAHHOIO YNONTHOMOYEHHbIM dhefieparibHbIM OpraHOM UCMOMIHUTENBHOW BNacTu B
OTHOLUEeHUN I'IpOI/I3BO,D,CTBeHHOI7I nnowagkn permcTpupyemMmoro nekapCrtBeHHOro npenapara, Uin Konuk pelleHunsa
YNOJTHOMOY€EHHOIro cpe,u,epaanoro opraHa WUCNOMHUTENbHON BnactTm o npoeeaeHMn UHCNEKTUPOBaAHUA
Npon3BOAUTENS fEeKapCTBEHHbIX CpeacTs, B Chnyyae, ecnv MpovM3BOACTBO JIeKapCTBEHHOro npenaparta
ocyllecTBnsieTcs 3a npegenamu Poccuiickon ®epepaumu;

(B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

5) NpoeKT WHCTpyKuMM Mo MeOWMLMHCKOMY MPUMEHEHUI0 IeKapCTBEHHOro npenapara, cogepxallei
creayrowe cBedeHus:

a) HaMMeHoBaHWe NekapcTBEHHOro npenaparta (MeXayHapoaHoe HenaTeHTOBaHHOe, UMK rPynnUpPOBOYHOE,
UMK XMMUYECKOE 1 TOProBOE HaUMeHOBaHWs);

6) NleKapcTBeHHaA (bopma C yKazaHunem HaUMEHOBaHWI N KONMYECTBEHHOrO cocTaBa ﬂ,eVICTByPOLLI,I/IX BellecTB
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N KavyeCTBEHHOrro CoCTaBa BCMNoMoraTtesibHbiX BelleCTB (ﬂpl/l HeobXxo4MMOCTN  KOJNIMYECTBEHHOTO COCTaBa
BCnomMoraTtesibHbIX BeLIJ,eCTB);

B) ONMcaHue BHELLHEro B1aa NekapcTBEHHOro npenaparta Ana MeauuMHCKOro NpuMeHeHus:;
r) dousuko-xuMmyeckne ceoicTea (ans pagnocdapMaueBTUYECKUX NIEKaPCTBEHHbIX NpenapaToB);

) dhapmakoTepaneBTMYecKas rpynna, Ko nekapcTBEHHOro npenapata Ang MeguuUHCKOro NpUMEHEeHUs no
aHaTOMO-TepaneBTUYECKO-XUMUYECKON  Knaccudumkalmm,  pekomeHgoBaHHoOW  BcemwupHon  opraHusauuven
34paBoOOXPaHeHNs], UK YKa3aHne "roMeonaTM4eCcKMn nekapCTBEHHbIV npenapat”;

e) dapmakogMHammnka UM apmMakokMHeTUKa (3a WCKMYeHNeM (apMaKOKMHETUKM TOMeonaTUYecKnx
NeKapCTBEHHbIX NMPenapaToB U pacTUTENbHbIX JIEKAPCTBEHHbIX NPEnapaToB);

) nokasaHusi 4nsi NPUMEHEHNUS;
3) NPOTMBOMNOKa3aHNs ANst NPUMEHEHNS;
1) Mepbl NPEAOCTOPOXHOCTY NPU NPUMEHEHWN;

K) YKa3aHne BO3MOXHOCTU U ocobeHHocTelN NnpUMeHeHna nekKapCcTtBeHHOro npenapara and meamunHCKoro
NnpuMeHeHunsA 6€peMeHHbIMVI XeHLWnHaMu, XeHwmnHamm B nepuno royaHoro BCKapmimBaHua, eTbMun, B3pOCIIbIMU,
nMerwmmMmn XpoHn4eckmne 3aboneBaHus;

n) peXum [03MpoBaHuS, Crnocobbl BBEAEHWS W MPUMEHEHWs, Npu HeobXoAMMOCTW Bpemsi npuema
nekapcTBEHHOro npenapara anst MEAULUHCKOrO NPUMEHEHWS, NPOAOIMKUTENBHOCTD NeYEHMUs, B TOM Yucne y AeTen
[0 ¥ nocne oAHoro roaa;

M) BO3MOXHbl€ HeXeJlaTellbHble peaKkuun npun npMMeHeHnn rnekapCTtBeHHOro npenaparta gnda meamumnHCKoro
NPUMEHEHUA;

H) CUMMNTOMbI NEPEAO3MPOBKN, MEPbI MO OKa3aHWo NOMOLLM NPY Nepeso3uPOBKE;
0) B3aVMOZEWNCTBUE C APYrMMU NIEKAPCTBEHHBLIMU NpenapaTamu 1 (MNn) NULEBLIMU NPOAYKTaAMMU;
n) hopMbl BbiNycka NekapcTBEHHOTO Npenapara;

p) yKasaHue (I'Ipl/l HeO6XOﬂ,l/IMOCTl/I) ocobeHHocTel aencTBus J1eKapCTBEHHOrO npenaparta gna meanumnHCKoro
NpUMEHEeHUA Npu nepesom npunemMme Uinm npn ero OTMeHe;

C) onucaHue (Npu HeobxoaMMOCTUN) AencTBU Bpada (penbawepa) n (Mnu) naumeHTa npu nponycke npuema
O[HOW WIW HECKOJSbKMX 403 NeKapCTBEHHOro npenapaTa Ansg MeaMUUHCKOro NMPpUMEHeHUs;

T) BO3MOXHO€ BJIMAHME J1eKapCTBEHHOro npenapara Aand MeaununHCKOro npumMmeHeHuda Ha cnocobHocTb
ynpaendatTb TPAHCNOPTHbIMKU CpeacTBaMn, MeXaHU3MaMu;

y) CpOK rogHOCTM W yKa3aHMe Ha 3arnpeT MNPUMMEHEHWS NEeKapCTBEHHOro npenaparta Anst MeauLMHCKOro
NPUMEHEHMS NO UCTEYEHUN CPOKA FOAHOCTY;

@) ycrnoBus xpaHeHus;

X) ykaszaHue Ha Heo6XoOMMOCTb XpaHeHUsl NekapCTBEHHOro npenapaTa Ans MeauUUHCKOTO NPUMEHEHUS B
MecTax, HeJOCTYMNHbIX AN AeTeun;

U) ykasaHve (NpM HeobOXOAMMOCTM) cheumanbHblX Mep MPEeAOCTOPOXHOCTA  MPU  YHUYTOXEHUU
HEeNCMNonb30BaHHbIX NEKapCTBEHHbIX NpenapaToB A1 MeAULIMHCKOTO NPUMEHEHNS;

4) yCroBuWs OTMYyCKa;
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LLI) HanmeHoBaHNA U agpeca Npon3BOACTBEHHbIX MIOWaaokK Npon3BoanTenA 1IekapCTBEHHOIO npenaparta;

) HaMMeHOBaHWe, agpec opraHusauuu, YNoNHOMOYEHHOW  AepXaTtenem wnu  Bragenbuem
perncTpaumoHHOro yaoOCTOBEPEHUS NEeKapCTBEHHOro npenapata Ans MeAULMHCKOrO NPUMEHEHUA Ha NpUHATME
nNpeTeH3nn oT noTpebuTtens;

6) VMHCTPYKLUIO MO MEAMUMHCKOMY MPUMEHEHWIO UIN KPaTKYO XapakTepUCTMKY JIEKapCTBEHHOTO npernapaTa,
yTBEP)XOEHHbIE B CTPaHe NPOU3BOAUTENS;

7) NpPOEKTbl MakeTOB MNEepBMYHON YMAKOBKM W BTOPMYHOM YMaKOBKM JEKAapCTBEHHOrO npenapaTta Ans
MeAULMHCKOTO NPUMEHEHMNS;

8) NpoeKT HOPMaTMBHON AOKYMEHTaLMUM MM HOPMATMBHOIO JOKYMEHTa Ha NeKapCTBEHHbIN npenapat ans
MEAULIMHCKOro NpMMEHEHUsI NGO ykasaHne COOTBETCTBYIOLLEN hapMaKonenHomn ctTaTby;

9) [OOKYMEHT, cofepXaliuih WuHgopMaumlo O Hanmuumm unuM 06 OTCYTCTBMM (PaKTOB perucrpauuu
NeKkapcTBEHHOro npenapara Anst MeaUUMHCKOro NpumMmeHeHns 3a npegenamm Poccuinckon depepauny;

10) KOnnn OOKYMEHTOB, 3aBEpeHHbIX B YCTaHOBJIEHHOM Mopdake M noareepXaarLwmx (baKT perncrtpaunmn
NEKapCTBEHHOIO npenaparta B MHOCTPaHHbIX rocyapCcTBax B Ka4eCcTBe Op(*)aHHOI'O JIeKapCTBEHHOIO npenapara,

11) nnmaH ynpaeneHus puckamum Ans OGUMONOrMYecKMX mneKapCTBEHHbIX MpenapaToB Ans MeOULMHCKOro
NPUMEHEHWS;

12) QOKYMEHT O cucTeMe hapMakoHaa3opa AepKaTens unv Bnagesbla perncTpaunoHHOro YaoCTOBEpeHUs!
nekapcTBEHHOro npenapaTa;

13) OOKYMEHT, MOATBEPXAAlWMMA KavyecTBO feKapCTBEHHOro npenapaTta Tpex MPOMbILNEHHbIX Cepui
(npoTtokon aHanu3a unu cepTudmkat aHanusa), ogHa cepusi KOTOPOro AOfXHa coBnagaTb C cepuen obpasua
rnieKkapCTBEHHOro npenapata pAns MeAUUMHCKOro MpUMEHEHUs, NPeACTaBleHHOro Ha rocy4apCTBEHHYHO

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

5. Pasgen xumMmunyeckon, dpapManeBTuieckon n bnonornyeckon AoKyMeHTaLmmn BKovaeT B cebs JOKYMEHTbI,
copepxawue nHdopmMaumio o dapmaueBTUYECKON CYGCTaHUMM U NekapcTBEHHOM npenaparte Ans MeguuMHCKOro
NpUMeHeHus, npoLiecce ero NPoM3BoACTBa U MeTOAax KOHTPONSA KayecTsa, B TOM Yucne:

1) KOMWIO OOKYMEHTa, COoAepXallero crnegyloLylo MHgopMauuio o dapmaueBTUYECKOW CyOCTaHUUM unm
dapmaueBTMYeCKUX CybCTaHUMAX, BXOOSAWMX B COCTaB J€KapCTBEHHOIO MpenapaTta, 3a WUCKIoYeHUeM
nHdpopmMmaumm o apMaueBTUYECKNX CYOCTaHUUAX, BKITHOYEHHBIX B FOCY4APCTBEHHbLIN peecTp feKkapCTBEHHbIX
cpeacTB B COOTBETCTBUM CO cTaTben 34 HacToswero PenepanbHOro 3akoHa:

(8 pen. PegepanbHoro 3akoHa ot 27.12.2019 N 462-03)
a) HaumeHoBaHue hapmaueBTU4ecKkon cybcTaHLmK, ee CTPYKTypa, obLme CBOMCTBA;
0) HaumeHoOBaHVe 1 agpec NPOM3BOANTENS;

B) TexHosnorna npom3soactea C onncaHnmem cTagumn npon3BoAcTBa M METOO0B KOHTPOJIA Ha BCeX CTaauax
npon3BOACTBa,

r) onucaHue pa3paboTku npoLecca NPon3BOACTBa;

[) ONUCaHne KOHTPOIIS KPUTUYECKNX CTagun NpomM3BOACTBaA U MPOMEXYTOYHON NpoayKLuu;
€) JoKyMeHTanbHoe noaTeepxaeHne (Banvaaums) npoLeccoB 1 (Unn) NX OLEHKa;

) CBOMCTBA M CTPYKTypa OENCTBYIOLLMX BELLECTB;

3) XapakrepucTtuka npumecen;
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1) cneumdukaums Ha papMaLeBTUYECKY0 CybCTaHLMIO 1 ee 060CHOBaHME;

K) aHannTn4eckne MeToaunkn, ncrnosfibdyemMble rnpu oCyLeCTB1eHUU KOHTPOA KadecTBa (Zt)apMaLLeBTMHeCKOVI
cybcTaHuuu;

J'I) OOKyMeHTalnibHOoe noaTrBepXXaeHne (BaJ'IVIE,aU,VIﬂ) aHannTn4eCkKnx MeToauk, Uucnosib3yemMblx npu
OCYyLLECTBJIEHMN KOHTPONA Ka4ecTBa cpapmaueBqueCKon Cy6CTaHLI,I/II/I;

M) pe3ynbTaTbl aHannsa cepuii papmaLeBTnyeckon cybctaHumm;

H) nepeyvyeHb CTaHOaApPTHbIX 06paSLI,OB nnnm BewecTB, WUCNOJIb3yeMbIX MNpuU OCYLIEeCTBIIEHUN KOHTPOIA
Ka4vyecTBa,

0) OonuMcaHWe XapakTePUCTVK 1 CBOMNCTB YNakOBOYHbIX MatepuarnoB 1 YKyNOPOYHbIX CPeaCTB;

n) AaHHble 0 cTabunbHOCTM hapmaueBTUYeCcKon cybcTaHLuu;

P) CPOK ro4HOCTMU;

1.1) B OoTHOWeHMN hapmaueBTUYECKMX CyOCTaHUMA, BXOOAWMX B COCTaB IIEKapCTBEHHOro npenapaTa u
BKIIOYEHHbIX B FOCY4apCTBEHHbIN PEeecTp NeKapCTBEHHbIX CPeACTB B COOTBETCTBUM CO CTaTben 34 HacTosLero
®eaepanbHOro 3aKoHa, - Konusa AOKyMeHTa, cogepallero cregyoLyio nHopmawmio:

a) HaumeHoBaHue (hapmaueBTUYeCcKor cybcTaHumm, ee CTPyKTypa, obLime CBOMCTBA;

0) HaumeHoBaHVe 1 agpec NPOM3BOANTENS;

B) pe3ynbTaTbl aHanm3a cepuit hapmaLeBTUYeCcKon CyGCTaHUmMu;

r) CPOK rogHOCTY;
(n. 1.1 BBegeH PeaepanbHbiM 3akoHOM OT 27.12.2019 N 462-93)

2) OOKYMEHT, codepXaluuil criegyloliMe CBedeHWsl O JeKapCTBEHHOM MpenapaTte Ans MeaULMHCKOro
NPUMEHEHMS:

a) onucaHme 1 coCTtaB JieKapCTBEHHOIO npenapata And MmeguunHCKOro npuMeHeHus;

6) onucaHune dapmaueBTMHeCKON pa3paboTku (obocHoBaHve BblibOpa cocTaBa, MEPBUYHOM YNAKOBKU M
WHOro);

B) TexHosnorna npom3soactea C onncaHnmem cTagmn npoun3BoAcTBa M METOoO0B KOHTPONIA Ha BCeX CTaaunax
npon3BOACTBa,

r) onucaHne KOHTPOISA KPUTUYECKMX CTaaui npouecca NpoM3BOACTBa M MPOMEXYTOYHON NPOAYKLUN;

A4) HauMeHOBaHWe W agpec MecTa OCyLecTBeHMs NpOoM3BOACTBA fleKkapCTBEHHOro npenapaTta Ans
MEeOMLUMHCKOrO NMPUYMEHEHUs (B Crydae Hanuymsi HECKOMbKMX YYaCTHMKOB Mpouecca npoussBoacTBa HeoOXoaMMo
yKasaTb KaXgoro u3 Hux);

e) dhapmaveBTUYeCKast COBMECTUMOCTb;

) MUKpoOBUonormyeckne xapakTepucTukuy;

3) MaTepuarnbHbI 6anaHc Ans Npou3BOACTBA CEPUN FOTOBOIO NPOAYKTA;

1) onucaHne xapakTepUCTUK N CBOWCTB YNaKOBOYHbIX MaTtepuarnoB 1 yKYNOPOYHbIX CPEeACTB;

K) JOKYMeHTarnbHOe NOATBEpPXAEHNE (Banugauus) npoLeccoB Npon3BoACTBa U (M) UX OLEHKa;

J'I) Tpe6OBaHI/IF| K Ka4eCTBYy BCnoMoratesibHbIX BeLWeCTB (CepTVI(bI/IKaT, CﬂeLl,M(bVIKaLI,VIﬂ Ha BCrnomMoraTtesibHble
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BeLlecTBa n nx obocHoBaHme);

M) aHanuTUMYeckne MeToaMKW, UCMONb3yeMble MPU OCYLLECTBMEHUN KOHTPONS KadecTBa BCMNOMOraTerbHbIX
BELLEeCTB;

H) AOOKyMeHTalnibHOoe noaTrBepXXaeHne (BaJ'II/I,EI.aLI,VIFI) aHanmMTU4eCkKnx MeToauK, WUCNoJib3yeMblX MNpu
OCyLWEeCTBJIEHUN KOHTPOJIA Ka4eCTBa BCNnomMoratTesibHbIX BELWEeCTB;

0) WHcopmauuss 06 MCNONMb30BaHMU  BCMOMOraTeSlbHbIX BELLECTB YEroBEeYEeCKOr0 W XKMBOTHOTO
NMPOUCXOXAEHUS;

I'I) VIH(*)OpMaU,I/IFI 00 1Cnosb30BaHMM HOBbLIX BCIOMOraTebHbIX BELLECTB;

p) TpeboBaHuA K KayecTBYy MEeKapCTBEHHOro npenapata Ans MEeOULUHCKOro npuMeHeHus (ceptudumkar,
crneumdukaLma Ha NekapCTBEHHbIM Npenapart 1 ux 060CHOBaHue);

C) aHanmTn4yeckne MeToauKkun, UCMNOoJib3yeMble€ TMNMpU OCYLLUECTBIIEHUN KOHTPOJA KayecTBa J1€KapCTBEHHOro
npenapara gna meanuynHCKoro npuMeHeHua,;

T) [OKyMeHTanbHoe MOATBEPXKAEHNE (Banuauusi) aHanuTUYecKMx MEeTOAMK, WCMOoSb3yeMblX Mpu
OCYLLECTBIEHUN KOHTPOIS KAa4ecTBa fiekapCTBEHHOMO Npenapara Ans MeaUUMHCKOro NPUMEHEHNS;

y) pe3yrnbTaTbl aHanM30B CEPUIA NTEKAPCTBEHHOIO NpenapaTta Ans MeauUMHCKOro NPUMEHEHHS;
&) xapakTepucTuka npumecen;

X) nepe4vyeHb CTaHOAPTHbIX O6pa3Ll,OB, ncnonb3dyemblX MNpun  OCYLWLEeCTBIIEHUMN KOHTPOJIA KadecTBa
NeKapCTBEHHOro npenapara gnda MmeanunHCKOro npMMeHeHua;

L) AaHHble O CTabunbHOCTU NEeKapCTBEHHOro npenapaTa Ans MeguUMHCKOro NPUMEHEHUS.
(vacTb 5 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen dapmakonornyeckomn, TOKCUKOIIOTMYECKON [AOKYMEHTauuMu BKMoyaeT B cebsa oTyeTbl O
pesynbTaTtax AOKMMHUYECKUX UCCNEedOBaHUN NEeKapCTBEHHOTO cpeacTBa AN MEeOULMHCKOTO NMPUMEHEHWS, B TOM
yncne:

1) oTyeT 0 hapmakoAMHAMMYECKUX UCCNEOOBAHMSX;

2) OT4HET O (*)apMaKOKVIHeTM‘-IeCKVIX ncenegoBaHUAX;

3) OTYET O TOKCMKOSTOMMYECKMNX UCCITELOBaHMUSIX.
(vacTb 6 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen KnvHW4eckom OOKyMeHTauun BKIo4YaeT B cebs oT4yeTbl O pe3ynbTatax KIMHUYEeCKNUX
nccnegoBaHum JNIEKapCTBEHHOrO npenaparta ana MeanunHCKoro npuMeHeHunad, B TOM 4ucne:

1) oTueTbl 06 NccnegoBaHNAx 6GUOAOCTYNHOCTU U BUOIKBMBANEHTHOCTU, UCCIEAOBAHUSIX, YCTaHABNNBAOLLNX
KOppernsaumio pe3ynbLTaTos, NofyyYeHHbIX B YCNOBUAX in Vitro 1 in vivo;

2) oTyeTbl 0 PapMaKOKMHETUYECKMX UCCIefOBaHUSX;
3) oTyeTbl 0 apmMakoANHAMUYECKMX UCCIEeN0BaHUSX;
4) OTYETbI O KIMMHUYECKNX NccrneaoBaHuax adeKTMBHOCTU N 6e30NacHOCTY;

5) oT4ET 0 NOCTPErMCTPALMOHHOM OMbITE MPUMEHEHUS (MPYU HANU4YMK).
(4acTb 7 BBegeHa ®efepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

8. TpeboBaHus k obbemy MHGOPMaLMK, NPEeAOCTaBMSEMON B COCTaBe PEruMcTpauvoHHOro [ocbe, Anst
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OTOENbHbIX BWOOB FEKapCTBEHHbIX MpenapatoB AN MeOUUMHCKOTO  MPUMEHEHWs  ycTaHaBnuBatoTCs
YNOSTHOMOY€EHHbIM (heaepanbHbIM OpPraHoM UCMOSNHUTENBLHON BRacTy.
(vyacTtb 8 BBegeHa ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9. B OTHOLLEHUUN NEeKapCTBEHHbIX NpenapaToB, pa3peLleHHbIX ANns MeANLMHCKOro npumeHeHnst B Poccuiickon
depepaumn 6Gonee paBaguatM NeT U B OTHOLUEHUM KOTOPbIX HEBO3MOXHO MpPOBEAEHME UWCCnefoBaHuA KX
OG1O3KBUBANEHTHOCTU (3@ UCKMOYEHMEM DMONOTMYECKMX NNEKAPCTBEHHBIX MpenapaToB), AONYCKAeTCsA BKMOYEHME B
cocTaB pasgena hapmMakoniormyeckomn, TOKCMKONOrMYECKOM AOKYMEHTaLMn 1 pasgerna KNMHUYeCcKon AOKYMeHTaumm
BMECTO oOT4yeTa pa3paboTyvka O pesynbTaTtax COOCTBEHHbIX OOKIMHUYECKUX WCCNeAOBaHUM NEeKapCTBEHHbIX
CpeacTB U KIUHWYECKMX UCCMEAOBaHMIM feKapCTBEHHbIX MpenapaTtoB AN MEeOULMHCKOrO MpUMeHeHus ob3opa
Hay4yHblx paboT O pe3synbTatax [OOKIMHUYECKUX WCCNEAOBaHWUIA JIEKApPCTBEHHBIX CPeACTB M KIMHUYECKUX
nccrnegoBaHUM OaHHbBIX NEKapCTBEHHbIX NpPenapaTtoB, B TOM 4YWCME BKMYasi OMbIT MX MNOCTPErMcTpaLyMOHHOro
NpUMeEHEHNS.

(vyactb 9 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PepepanbHoro 3akoHa ot 27.12.2019
N 475-03)

10. TMpu rocyoapCTBEHHOM perucTpaumMm BOCMPOM3BEOEHHbIX JIeKapCTBEHHbIX NpenapaToB  Ans
MeAULIMHCKOTO NPUMEHEHUSI JONyCcKaeTCs BKIOYeHME B COCTaB pasgena dapMakosriorMyeckoi, TOKCUKONMOrMYecKom
JOKYMEeHTauuM W pasgena  KvMHWYecKoi [OOKyMeHTauuMum BMecTO oT4yeTa paspaboTuMka O pesynbTaTtax
COBCTBEHHbIX AOKMMHUYECKUX WCCINEAOBaHUA NeKapCTBEeHHbIX CpeacTB ob63opa Hay4yHbliX paGoT O pesynbTaTax
JOKMUHUYECKUX  UCCRedoBaHui  pedepeHTHOro JleKapCTBEHHOrO npenapata W MpeAcTaBreHWe BMECTO
KIMMHUYECKNX UCCreaoBaHMi B NONTHOM 06beme, YCTaHOBNEHHOM pasdenoM KIMHUYECKOW OOKYMEeHTauum1, otyeTa o
pesynbTatax WCCneaoBaHuMin GUOIKBMBANEHTHOCTM BOCMPOM3BEOEHHOrO EeKapCTBEHHOro npenaparta Ans
MEeAMUMHCKOro npumeHeHns. He TpebyeTcs npeactaBneHMe oTdeTa O pesynbTatax — UccneaoBaHui
GMO3KBMBANEHTHOCTU BOCMPOM3BEOEHHOIO NEeKapCTBEHHOrO npenapaTta Ons MeAULUUHCKOro NMPUMEHEHUs, ecnu
PErncTpuUpyoTCs BOCNPOM3BEAEHHbIE NeKapCTBEHHbIe npenapaThl AN MeAMLUHCKOrO MPUMEHEHUS, KOTOPbIE:

1) npegHasHayeHbl ANA  MNapeHTepanbHOro  (MOAKOXKHOro,  BHYTPMMbILIEYHOTO,  BHYTPMBEHHOrO,
BHYTPWIMAa3HOro, BHYTPUMOSIOCTHOrO, BHYTPMCYCTaBHOMO, BHYTPVMKOPOHapHOr0) BBEAEHMS! U NpeacTaBnsioT coboi
BOZHbIE PaCTBOpPbI;

2) npegcTaBnsaloT coboN pacTBOpbI AN NepopanbHOrO NPUMEHEHUS;
3) nponsBeaeHbl B hopMe MOPOLLKOB U NMMOUNN3aTOB AN1S NPUroTOBIIEHWS PacTBOPOB;
4) ABNAOTCS rasamu;

5) SBNAOTCA YWHBIMK UMW TMNasHbIMK JIeKapCTBEHHbIMU NpenapaTamMu, Npov3BedeHHbIMU B hopMe BOOHbIX
pacTBOpPOB;

6) NpegHa3HayeHbl 4N MECTHOrO NPUMEHEHNS U NPUroTOBNEHbI B hOpMe BOAHbIX PacTBOPOB;

7) npencTtaBnalT coboW BOAHblIE PacTBOPbl ANA UCMOMb30BaHWs B (QOpPME MWHransuuin ¢ MNoMOLLbLO
HeOynar3epa unu B Ka4ecTBe Ha3arnbHbIX CNPEEB, NPUMEHSEMbIX C MOMOLLBI CXOAHbBIX YCTPONCTB.
(vyactb 10 BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

11. Onsa cny4yaes, ykal3aHHbIX B NyHkTax 1 - 3, 5 - 7 yactn 10 HacTodAwen cTaTtbl, BOCNPOU3BELAEHHbIN
neKkapcTBeHHbIW npenapaTt Ana MeAuUMHCKOro NpUMEeHeHWs OOIMKEeH COAepXaTb Takue Xe BCrnomoraTerbHble
BELlecTBa B TakUX e KOnuMyecTBax, Kak W pedepeHTHbIM neKapCTBeHHbIW npenapat. Ecnv cocTtasbl
BCMOMOraTesibHbIX BELEeCTB pas3nuyalroTcsd, 3asBuTenb [OIDKEeH nNpeacTaBuTb [JokasaTenbCcTBa TOro, YTO
ncrnonb3yemble B AaHHbIX KOHLEHTpaumsx BCrMoMoraTtesbHble BellecTBa He BMMAT Ha Ge3onacHocTb M (Mnu)
3(PPEKTUBHOCTL NEKapCTBEHHOro npenaparta Ansg MeauuMHCKOro npumeHeHus. B criyyae, ecnu 3asButenb He
MOXeT NpeAcTaBUTb Takme fokasaTensctsa U (MNu) He MMeeT AOCTYNa K COOTBETCTBYIOLUMM AAHHbLIM, OH OOMKEH
NPOBECTU COOTBETCTBYIOLLNE UCCHeNoBaHNS ANs AokasaTenbCTBa OTCYTCTBUS BIIMAHUSA Pa3HbIX BCMOMOraTerbHbIX
BellecTB WM BCNoMoraTenbHbIX YCTPOMCTB Ha 6e3onacHocTb M (Mnn) 3addeKTUBHOCTbL feKkapCTBEHHOro
npenapata Ang MeAUUMHCKOro MpUMEHEHUs B MNOpsAKe, YCTaHOBMEHHOM YMOMHOMOYEHHbIM defepanbHbiM
OpraHoM UCNOSTHUTENBLHOMW BNacTu.

(vyacTb 11 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)
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12. Tlpn rocygapCTBEHHON perncTpauum KomMOvHauum paHee 3aperMcTpMpoOBaHHbIX JTEKapCTBEHHbIX
npenapaToB AN MeOULMHCKOrO MPUMMEHEHWsT OOMNycKaeTcs BKMOYEHMEe B COCTaB pasgena hapMakornormyeckomn,
TOKCMKOJSIOTMYECKON [AOKYMEHTauMnm M pasgerna KIMHWYECKOM OOKYMeHTauuMuM BMecCTO oTveTa paspaboTyvka o
pe3ynbTatax COBOCTBEHHbIX AOKMMHUYECKMX MCCNeaoBaHWUi NeKapCTBEHHbIX CpeacTB 063opa HayyHbIXx paboT o
pe3ynbTatax AOKMMHUYECKUX WCCNeAoBaHUN pedepeHTHbIX NeKapCTBEHHbIX MpenapaToB, BXOASLMUX B COCTaB
KOMBUHaLMM NekapcTBEHHbIX NpenapaTos, 1 06 OTCYTCTBUN X B3aMMOAENCTBUSA B OOHOW NEeKapCTBEHHOW hopme.
(vyacTtb 12 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

13. Ha akcnepTusy pasnumuyHbIX NekapCTBEHHbIX POpM OAHOro M TOrO Xe NeKapCTBEHHOro npenapaTta ans
MEeOMLMHCKOrO MPUMEHEHUST 3asiBUTENb MNpeacTaBnsieT OTAENbHble 3asBNEHUsI U PErMcTpalMoHHble O0Cbe Ha
Kakayto nekapcTBeHHy copmy. lMpu ycrnoBum ogHOBPEMEHHOW ModayvvM Ha 3KCNepTM3y OAHOW FeKapCTBEHHOM
¢dopMbl C pasnMYHBIMU O03MPOBKOW, KOHLIEHTpauuen, obbeMoM 3asBuUTENb MNPEACTaBMsieT OOHO 3asiBIEHWE U
perncTpaumoHHoe [O0Cbe C MPUMOXEHMEM MakeTOB YNAaKOBOK Ha KaXAyl OO3UMPOBKY, KaXAyl KOHLIEHTpaLuio,
Kaxkabli 00BbEeM U Kaxgoe KONMYeCcTBO J03 B YNaKOBKeE.

(vacTtb 13 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

14. lMpu rocyaapCTBEHHON perucTpaumm opdaHHOro NnekapcTBeHHOro npenaparta 3asiBuTenb nNpeacraBnseT
nHpopmauuio, Heobxoaumyo aOns  OPMUPOBaHMSA pasdena  KNMHUYECKOM OOoKymeHTauun, B obbeme,
yCTaHOBMNEHHOM YMNOMHOMOYEHHbIM defiepanbHbIM OpraHoM UCMONMHUTENBHONW BNacTy.

(vyacTb 14 BBegeHa ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

15. Mpu pernctpaumm 6MONOrMYECKOro NEKApCTBEHHOIO npenaparta, Nofy4eHHOro U3 KpoBU, NnasMbl KPOBU
YyernoBeka, B COCTaBe PErMcTPaLMOHHOIO AOCbEe Ha NeKapCTBEHHbIN npenapaT Anst MeAULMHCKOrOo NpUMEHEHUs
[OIKHbI ObITb NpeAcTaBneHbl 4ONOMHUTENBHO:

1) B pasgene OOKyMeHTauMW agMUWHUCTPATMBHOIO XapakTepa AOKYMEHT, coaepalimMn uHpopmauuo o
cybbekTax obpalleHnss AOHOPCKOM KpOBU K (M) €e KOMMOHEHTOB, O TOM, rae Obinia ocyllecTBrieHa goHauus
(kpoBM 1 (MKM) nnNasmbl KPOBW), a Tawke pfaHHble 06 WHMPEKUMOHHbIX 3aboneBaHusX, nepeaaroLMXCcs
napeHTepanbHbIM nyTem, MHpopMauns o cybbektax obpalleHus OHOPCKOW KPOBW U (MNn) ee KOMMOHEHTOB, B
OTHOLLUEHMUN KOTOPbIX OCYLLECTBAETCH KOHTPOSb JOHOPCKOWM KPOBU U1 (UNN) €€ KOMIMOHEHTOB;

2) B pasgerie XMMn4Yeckoi, hapmMaLeBTUYEeCKON U BMONOrMieckoi JOKYMEHTaLMK:

a) Kputepum un cnocobbl OTOOpa, TPaHCMOPTUPOBAHMA W XPaHEHUs [OHOPCKOW KpoBW W (Mnu) ee
KOMMOHEHTOB;

6) pesynbTaTbl UCCREAOBaHMN O0TOGPaHHBIX JOHOPCKOM KPOBU U (MNW) Nnasmbl KPOBU U MYJIOB Ha Hanuyue
BO3GyauTENein MHMEKUMIA, BKNoYas MHOopMauuio o6 MCNofib3oBaHHbIX METoAMKaxX UccredoBaHWi U B cryyae
nccrnedoBaHWsl MyNoB  NnasMbl  KPOBM  pe3ynbTaTbl  JOKYMEHTanbHOro  noATBepXkaeHus  (Banvoauum)
NCMOMb30BaHHbIX METOAMK;

B) TEXHMYECKME XapaKTepUCTUKM ynakoBKM Ans oTbopa JOHOPCKOW KPOBU M (Unn) nnasmbl KPOBW, BKMAOYas
nHdpopmaumio 06 NCNoNb30BaHHbIX pacTBOpPax aHTUKOArynsiHTOB.
(vacTb 15 BBegeHa PeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

16. KnnHnyeckne nccnenoBaHust iekapCTBEHHOMO npenaparta Aans MeauuMHCKOro NpUMeHeHUst B LIENsiX ero
rocygapcTBeHHOW perncrpaunm nposogatcsa B Poccuiickon denepaumm B nopsigke, ycTaHOBNEHHOM cTaTtbamu 38 -
44 Hactoswero denepanbHoro 3akoHa. OTYeT O NPOBELEHHbIX UCCMEAOBAHUSAX BKIHOYAETCs B COCTaB pasfgena
KNUHUYECKON [OKYMEHTaUUM pPEerncTpaumMoOHHOrO [[OChbe Ha JeKapCTBEHHbIM npenapat Ans  MeauLMHCKOro
npuMmeHeHns. [nsi NekapCTBEHHbIX MNpenapaTtoB And MEOULUHCKOrO MPUMEHEHUS, B OTHOLUEHWM KOTOPbIX B
pesynbTrarte 3KCMepTu3bl [AOKYMEHTOB, NPEeACTaBMIEHHbIX A1 ONpeaerieHusl BO3MOXHOCTU paccmaTpuBaTb
NeKapCTBEHHbIN npenapart ans MeAMLMHCKOro NPUMEHEHNs1 B Ka4ecTBe OpdhaHHOro NieKapCTBEHHOroO npenapara,
Takasi BO3MOXHOCTb MpuU3HaHa U B OTHOLUEHUWN KOTOPbIX NpoBeAeHbl KIMMHUYECKNE UCCeAOBaHUS, BbINOMHEHHbIE
3a npegenamn Poccuiickoh ®egepaunn B COOTBETCTBMU C MpaBunamu Haanexauien nabopaTtopHon npakTuku u
npaBunaMu Hagnexawlen KrIMHUYECKOW MpPaKTMKW, [OMycKaeTCcs BKIOYEHME B COCTaB pasgeria KIMHUYECKON
OOKYMeHTauMmM BMECTO OoT4yeTa O pesyrnbTaTax KIMHUYECKUX WCCredoBaHMI NeKapCTBEHHOro npenapaTta Ans
MeOMULMHCKOrO MPUMEHEHWs, MpoBedeHHbIX B Poccuiickon Pepepauumn, otdyeta O pesynbTaTax KIMHUYECKMX
nccrnenoBaHum, BeINOMTHEHHBIX 3a Npegenammn Poccuiickon ®enepaumn.
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(vyacTtb 16 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

MpumeyaHue.
C 01.01.2021 4. 17 ct1. 18 uanaraetca B HoBou pepakumm (P3 ot 27.12.2019 N 478-d3). Cm. bygyLuyto
peaakumio.

17. BagBuTtenb BhpaBe nNpeacTaBUTb MO COOCTBEHHOW WHWUMATMBE BMeECTe C 3asiBieHMEM O
rocy4apCTBEHHOW perucTpaumMmM fekapcTBEHHOro npenapata Ans MEOULUMHCKOrO MPUMEHEHUS [OOKYMEHTHI,
NoATBePXAaKLMe ynnaTy rocygapCTBEHHON MOLWMWMHBLI U yKa3aHHble B NyHkTe 10 yactu 2 HacTosiwen ctatbu. B
cryyae Ux HenpeacTaBeHWsl COOTBETCTBYHOLLMIA YNONTHOMOYEHHbIM ddeeparbHbI OpraH UCMONTHUTENbHOW BNacTh
npoBepsieT akT ynnaTbl FOCYAapCTBEHHOW MOLLMMHbBI 3asiBUTENEeM NOCPeACTBOM MCMOMb30BaHMsA MHGopmaumm ob
ynnaTe rocygapCTBEHHOMW MOWMMHBLI, cogepxallenca B [0ocyaapCTBEHHOM WHMOPMAaUMOHHON cucTemMe o
rocy4apCTBEHHbIX U MyHMLMNAMNbHbIX MraTexax, Ha OCHOBaHUN NpeACcTaBMeHHbIX 3asiBUTENEM KOMUA JOKYMEHTOB,
NOATBEPKAALLMX yNnaTy rocyaapCTBEHHON NOLUMMHbI.

(vacTb 17 BBegeHa PeaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

18. He gonyckaeTcsi MCNonb3oBaHWE B KOMMEpPYECKMX LIensax MHopmaumm o pesynbTatax OOKITUHUYECKMX
NCCreaoBaHUM NEKapCTBEHHbIX CPEeACTB W KIUHWYECKMX WCCNEeLOBaHUM NeKapCTBEHHbIX MpenapaTtoB Ans
MEeOMLMHCKOrO NMPUMEHEHUS, NPeACTaBIEHHON 3asiBUTENEM ANSA roCyAapCTBEHHOW pernctpaumm nekapcTBEHHOro
npenapaTa, 6e3 ero cornacusi B Te4YeHUe LIECTW NeT C AaTbl rocyaAapCTBEHHOW perncrpaumn pedepeHTHOro
nekapcTBeHHoro npenapata B Poccunckon ®egepaumn.

(yacTb 18 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

19. [epxatenb unuM Bragenel perncTpauMoHHOrO YAOOCTOBEPEHWUs NEeKapCTBEHHOro mnpenaparta Ha
BUOTEXHONOTMYECKMN UNN OpdPaHHbIV NeKapCTBEHHbIN NpenapaT obs3aH NpeaocTaBnsaTb Ha BO3ME3OHOW OCHOBE
0ob6pasubl pedepeHTHOro fiekapCTBEHHOMO Npenaparta 3asBuUTENsAM Ansi NPOBeAEHUS KITMHUYECKNX UCCedoBaHWN.
CtoumocTb oO6Opasua pedepeHTHOro feKkapCTBEHHOro npenapaTa, BK/KOYEHHOTO B MEPEYEHb KMU3HEHHO
HeOOXOOMMbIX W BaXXHEWLUMX JIeKapCTBEHHbIX MNpPenapaToB, He [OJPKHA MpeBbiWaTb 3aperncTpypoBaHHYIO
npegenbHyl OTMYCKHYI0 LEeHY Ha pedepeHTHbIN FeKapCTBEHHbIN npenapat WM UeHy Ha FeKapCTBEHHbIV
npenapaT B CTpaHe NpOV3BOAUTENS.

(yacTb 19 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

20. 3asBneHne O rocygapCTBEHHOW perncTpauumn BOCMPOU3BEOEHHOrO NEKapCTBEHHOro npenapara Aans
MELMLMHCKONO MPMMEHEHMS MOXET ObITb NMOOAHO B YMOMHOMOYEHHbIV doefeparnbHblii OpraH MCNOMHUTENbHOW
BMacTu, OCYLLECTBNSOLINA rOCy4apCTBEHHYIO PErMCTPaLMIO NIEKAaPCTBEHHBIX NPenapaToB, MO UCTEYEHUM YeTbIipex
net c paTtbl rOCyQapCTBEHHOW perucTpaumn pedepeHTHOro IekapcTBEHHOro mnpenapata B Poccuiickon
degepaumm.

(4acTtb 20 BBegeHa degepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

21. 3asBneHne O rOCyAapCTBEHHOW perucTpauum 6GuoaHanoroBoro (61MonogobHOro) nekapCcTBEHHOrO
npenapata (6uoaHanora) MoxeT ObiTb MOAAHO B YMONMHOMOYEHHbLIN dedepanbHbli OpraH MCMONHUTENBHON
BMacTu, OCYLLEeCTBMSIOWNIA FOCYAapCTBEHHYIO PErMcTpaLmio nekapCTBEHHbIX NpenapaToB, N0 UCTEeYEHUN Tpex net
C AaTbl roCyAapCTBEHHOW permctpaumm pedhepeHTHOro NnekapcTBEHHOro npenapara B Poccuiickon ®epepauuu.
(4acTtb 21 BBegeHa degepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

22. [epxaTeno wnu Brageney perucTpauMoHHOro YyOOCTOBEPEeHMS eKkapCTBEHHOro npenapaTta
npeacTaBnseT B YNOMHOMOYEHHbIW deaepanbHbIi opraH UCMONHUTENBHOW BMNACTW, OCYLLECTBMASOWMN PYHKLMM
Mo KOHTPOJIIO M HAA30pY B chepe 30paBoOXpaHEeHNs, OTHET No pesynbTataMm dpapmakoHaa3opa oauH pas B LLeCTb
MecsLeB B TedeHue ABYX NneT rnocne rocygapCTBEHHOW peructpauuu rnekapcTtBeHHoro npenapara B Poccuiickon
denepaumu, exerogHo B TeHeHMe NOCneayLwwmx Tpex neT 1 B AanbHenwem OavH pa3 B NATb NeT.

(vacTb 22 BBegeHa deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

Cratbsa 19. lMpuHATME pelleHUA O BblAa4ve 3KCMEPTHOMY Yy4YpeXAeHWUK 3adaHusi Ha npoBeAeHue
3KCNepTU3bl NIeKapCTBEHHOro cpeacTBa
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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1. B Te4yeHune pecatM paboumx OHEW CO OHA NPUHATUS 3asiBMEHWSI O FOCYLAPCTBEHHOW pernctpauun
rieKkapCTBEHHOrO MnpenapaTta COOTBETCTBYIOLLMIA YNONHOMOYEHHbIW hefepanbHbli opraH UCMONHUTENBHON BRacTu
MPOBOAUT MPOBEPKY MOSIHOTHLI, AOCTOBEPHOCTU M NPaBWUNLHOCTU OMOPMMEHUS NPEeACTaBMEHHbIX [OKYMEHTOB
PEerMcTpauMoHHOro [OCbe Ha JEeKapCTBEHHbI npenapat M MpUHMMAaeT pelleHne O Bblaye 3adaHusi Ha
npoBeAeHUe:

1) JKCNepTn3bl OOKYMEHTOB, nNpeAcTaBJsieHHbIX O5nd onpepneneHna  BO3MOXHOCTUM  pacCMaTpuBaThb
HEKapCTBeHHbIVI npenapart gna meamunHCKOro npuMmeHeHusa npn ocyLecTBliieHnn rocy/J,apCTBeHHoﬂ perncrtpauun B
Ka4yecTtBe Opd)aHHOFO JNIeKapCTBEHHOIO npenapara,

2) QKCNEPTU3bl NEKApPCTBEHHOro cpeacrtBa B 4aCTWU 3KCNEpTU3bl Ka4vecTBa J1eKapCTBEHHOINo cpeactBa U
9KCNEePTU3bl OTHOLLEHUA 0Xngaemon nonb3bl K BO3MOXHOMY PUCKY NMPpUMEHEHNA NeKapCTBEHHOro npenapara and
MeaNLIMHCKOIro NpMMeHeHuns,;

3) aKkcnepTusbl NEKApCTBEHHOrO CpeacTBa B 4YacTW IKCMepTU3bl KaydecTBa NEKapCTBEHHOro cpeactBa M
3KCMEPTM3bl OTHOLLUEHMUS OXUOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWNS NekapCTBEHHOIO npenapaTa ans
MEeOMLMHCKOrO MPUMEHEHMS1 B MNOpPsiAKE YCKOPEHHOW Mpouedypbl 3KCNepTM3bl NEeKapCTBEHHbIX CPEACTB B
COOTBETCTBUN CO CcTaTben 26 HacToswero PeaepanbHOro 3aKoHa;

4) aKcnepTM3bl NEKapCTBEHHOIO CPEACTBA B OTHOLLEHMW NEKapCTBEHHOro npenapata Ans BeTepUHapHOro
NpUMEHeHMsl.

2. YNOnHOMOYEHHbIN heaepanbHbiii OpraH UCNOSHUTENBHOW BRacTu yBEAOMIISIET B 3NEKTPOHHON dhopme
nUnn Ha ByMaxHOM HOCUTENE 3asBUTENSA U SKCMEPTHOE YYPEXAEHNE O NPUHATOM pPEeLleHnn O Bbldade 3adaHun Ha
npoBeAeHNe IKCNepTm3, NPeayCMOTPEHHbIX YacTbio 1 HACTosLWen cTatby, U B cnyvyae HeobxoaAMMOCTU O Bblgade
paspelieHns Ha BBO3 B Poccuiickylo ®egepauunio KOHKPETHOW MapTuu, CEpuUn 3apermcTpyMpoBaHHbIX U (Mnu)
He3aperMcTPUpOBaHHbIX NEKapCTBEHHbIX CPeAcTB unvM ob oTkase B NpoBedeHuM NPeayCMOTPEHHbIX 3KCNepTus c
yKa3aHMeMm npuYMH Takoro oTkasa.

3. B cnyyae BbIIBNEHWs OTCYTCTBMSI MMM HEOOCTOBEPHOCTM WHpopMauun, copepxallenics B
NpeAcTaBreHHbIX 3asiBUTENEM [OKYMEHTax, YNOMHOMOYEHHbI deaeparnbHbli OpraH WCMONMHUTENBHON BRactu
HanpaBnsieT 3asBWTEM0 3anpoc 00 YTOYHEHMM STOM MHGOPMauuM (ganee - 3anpoc  YNONHOMOYEHHOro
defepanbHOrO opraHa WCMOMHUTENBHOW BRAcTW), KOTOPbIA MOXeT ObiTb nepegaH  YNnofHOMOYEHHOMY
npeacTaBuUTENO 3asiBUTENS NMWYHO NOA PacruvCKy, HampaBrieH Mo MoyTe 3akasHblM MUCbMOM WM nepefjaH B
SMNEKTPOHHOW opMe MO TENEKOMMYHMKALMOHHBIM KaHanam cBasM. B cnyyae HanpaBneHuss 3anpoca
YNOSIHOMOYEHHOIO hefeparnbHOro opraHa UCMOMHUTENBHOW BMACTU MO MoYTe 3akasHbIM MUCBMOM OH CUMTaeTCs
MONYYEHHbIM MO UCTEYEHMN LLECTU AHEW C AaTbl HaNpaBneHNs 3akasHoro Nucbma.

4. 3asaBuTenb o06s3aH npeacrtaBnTb OTBET Ha 3anpoc  YNOJIHOMOYEHHOro cbe,u,epaanoro opraHa
NCMOMHNTENBHON BRacTn B CpPOK, He I'IpGBbILLIﬁIOLLI,VII?I aeBAHOCTa pa60‘-IVIX OHen co OHa ero nony4yeHus. CpOK,
yKa3aHHbIl7I B Yactm 1 HacToslen cTaTbu, npuocTtaHaBMBaeTCA CO AOHA HanpaBlieHUA 3adABUTENHO 3anpoca
YNOJTHOMOY€EHHOIro cbe,qepaanoro opraHa MCMNOSTHUTENBbHOW BRacTn A0 AHS nony4vyeHna MM COOTBETCTBYHOLLErO
oTBeTa.

5. OcHoBaHueM Ans oTKasa B opraHusaumm akcnepTns, npeayCMOTpPEeHHbIX 4aCTbl 1 HacTosLEN CTaTby,
ABNAETCA npeacraBieHne HeobxoaQMMbIX Ans npoBeaeHna npeycCMoTpeHHbIX 3KCNepTnU3 JOKYMEHTOB B HEMNOJIHOM
obbeme unu HenpeacTaelieHne 3adaBUTENIEM B yCTaHOBﬂeHHbIVI CpOK oOTB€Ta Ha 3anpoc YynoJIHOMOYEeHHOro
cbep,epaanoro opraHa WCMONHUTENbHON BfacTu, a Takke npeacrtasiieHne [LOOKYMEHTOB, He coepxallnx
ncyepnbiBaoLLEero nepe4yHs HeobxoaMMbIX CBEAEHWNA.

6. lNpn oTkase B opraHu3auum 3KCNEepTU3bl, NMPeAyCMOTPEHHOW MyHKTOM 4 4yacTu 1 HacToswen craTby,
OOKYMEHTbI, BXOAsLWMEe B COCTaB PerucTpauuoHHOro OCbe Ha nekapcTBeHHbIW npenapaT Ans BeTepuHapHOro
npuMeHeHusl, MoryT OblTb BO3BpaLLEHbl 3asBUTENI0 HA OCHOBAaHWM €ro NUCbMEHHOro 3anpoca, HanpaBfiEHHOro B
YNOSIHOMOYEHHbIN defeparnbHbli OpraH UCMOMHUTENBHON BNAacTu B TeveHue Tpuauatyu paboumx OHEN Co AHS
MPUHATUSA  YNOSIHOMOYEHHbIM bedepanbHbIM  OpPraHoM  UCMOSMHWUTENBbHON Bnactu pelleHuss o6 oOTkase B
opraHm3aumm Takor aKCrnepTu3bl. YNONHOMOYEHHbIN deaeparnbHbli opraH UCNOMHUTENBHOW BracTu Bo3spallaeT
3asBUTENIO YKa3aHHble AOKYMEHTbl B TeyeHue AecATu paboumx AHen CO OHS MOSydeHWs COOTBETCTBYHOLLEro
3anpoca 3asBuUTens.
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(vyacTtb 6 BBegeHa ®enepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

Ctatba 20. 3kcnepTu3a [OKYMEHTOB, MpeAcCTaBfieHHbIX ANs OnpeAerneHns BO3MOXHOCTU
paccmaTpuBaTb HNeKapCTBEHHbIA Mnpenapat AN MeAUUMHCKOro MPUMEHEHUA Npu  OCYLIeCTBIIEHUN
rocyaapcTBeHHOM perncTpauum B Kayectse opcpaHHOro eKkapcTBEHHOro npenapara

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

1. OkcnepTvM3a [JOKYMEHTOB, nNpeacTaBneHHbIX Ang  onpefeneHns BO3MOXHOCTM — paccMmaTtpuBaTh
neKkapcTBEHHbIM Npenapart Ang MeguuuMHCKOro NpMMEHEHUS Npy OCYLLEeCTBNEHNN FOCYAapCTBEHHOW perncTpaumm B
KayecTBe Op(aHHOrO JIEKAPCTBEHHOrO Mpenaparta, COCTaBIEHME KOMWUCCUMEN JKCMEPTOB 3aKIHOYEHUs O
BO3MOXXHOCTU WUSIM HEBO3MOXXHOCTM paccMaTpyBaTb JIEKAPCTBEHHLIA NpenapaTt ans MeguuMHCKOro MpUMEHEHUs
NPy OCYLLECTBMNEHNM TOCYQAPCTBEHHOW peructpauunm B KadecTBe OpdaHHOro JeKapCTBEHHOro npenaparta u
HanpaBlieHNe [OaHHOro 3aK/ioYeHMst B YMOJNIHOMOYEHHLIN defepanbHbii OpraH WCMNOSNIHUTENBHON BRacTu
OCYLLECTBMSOTCS B CPOK, He npeBbillawWwmi Tpuauatu paboumx AHEeW CO AHA MONyYeHUs! SKCMEPTHbIM
yypexgeHmemM 3afaHus ynosiHOMOYEHHOro dheaepanbHOro opraHa WCMOMIHUTENBHOWM BNACTU U B 3NEKTPOHHOWN
dopme nnn Ha BymakHbIX HOCUTENSIX HEOBXOOMMBIX JOKYMEHTOB, yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n s
yacTtu 7 ctatbun 18 HacToswero PegepanbHOro 3akoHa.

2. ,D,OKyMeHTbI, coaepxawpmeca B permctpaynoHHOM oCbe Ha ﬂeKapCTBeHHbIVI npenapart n noctynmeLline Ha
6YMa)KHbIX HOCUTENAX B OJKCMEPTHOE Yy4ypexaeHune And OcCyLeCTBeHNA UX 3KCNnepTudbl AOld onpeneneHus
BO3MOXXHOCTK paccMaTpuBaTtb ﬂeKapCTBeHHbIVI npenapart and MmeamunHCKoro npuMmeHeHnA B Ka4ectee Op(*)aHHOFO
NeKapCTBEHHOIo npenaparta, noanexart BOo3BpaTy B yI'IOJ'IHOMO'«-IeHHbIIZ cbep,epaanblﬁ opraH NCMNONHUTENBHOMN
B1lact 0OgHOBPEMEHHO C 3aKIM4YeHNAMMN COOTBETCTBYIOLLNX 3KCNEepPTU3.

Ctatba 21. PeweHMe O BO3MOXHOCTU paccMaTpyMBaTb JleKapCTBEeHHbIW npenapaTr npu
OoCyLLeCTBIIEHMUN roCyfapCTBEHHON perncTpauum B kKayectBe opcpaHHOro fieKapCTBEHHOro npenapara
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B cpok, He npeBbIlWaLWmMi NATK paboumx gHEN CO OHA MOMNyYeHUs 3aKNYEHUs!, YKa3aHHOro B Yactu 1
ctatbn 20 HacTosiwero ®egepanbHOro 3akoHa, YNosIHOMOYEHHbIM deaeparnbHbli OpraH MCMNOMHUTENBHOW BNacTy
OCYLLIECTBMSIET OLEHKY MOJIyYEHHOrO 3aKMYeHNs AN onpenenieHnst ero CoOOTBETCTBUS 3a4aHUI0 Ha NpoBeaeHne
COOTBETCTBYIOLLIEN SKCMEPTU3bI U YBEAOMNSET 3aABUTENS B 3NIEKTPOHHOM dOpMe Mnn Ha GyMaXHOM HocuTene o
pesynbTatax MpPOBEAEHHON 3KCNEepTU3bl C MPUIIOKEHUEM KOMUWM ISKCMEPTHOrO 3akmyeHust (C COXpaHeHUeM
KOH(bMAeHUManbHOCTM MHOpMaLUM O COCTaBe 3KCMEPTHOM KOMMUCCUMM) U O BO3MOXHOCTWU UMM HEBO3MOXHOCTM
paccmaTpvBaTb NEKapCTBEHHbI  Mnpenapat And  MEeOUUUHCKOTO  MPUMEHEHWst MpU  OCYLLECTBIEHUM
rocyfapCTBEHHOW perucrpaumm B kayecTse OpgaHHOro NekapcTBEHHOIO nNpenaparTa.

2. Tlpy BbIHECEHUN KOMWMCCUEWN OKCMEPTOB 3aKIMIOYEHWS O BO3MOXHOCTU paccMmaTpuBaTh JleKapCTBEHHbLIN
npenapaT AN MeaWUMHCKOro NPUMEHEHMSI NPW OCYLLECTBIIEHUW TOCYyAapCTBEHHOW perncrpauun B KavecTBe
opdhaHHOro nekapcTBeHHOro npenapara ynonHOMOYEHHbIN beaepanbHblid OpraH UCNOMHUTENBHOW BRacTu B CPOK,
He MpeBbILLaWMNA NATU pabounx gHeW Co OHS MONyYeHUs OaHHOTO 3aKMYeHus, NPUHMMaeT peLleHne O Bblaade
3ajaHva Ha npoBefeHue IKCNEePTU3bl KavyecTBa NeKapCTBEHHOro CPeAcTBa N SKCNepTU3bl OTHOLLEHUS OXUaaeMon
nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKkapCTBEHHOro npenapaTta Ansg MeAUMUUHCKOro MpUMEHeHUs B
nopsiike YCKOPEHHOW npouenypbl 3KCNepTu3bl IeKapCTBEHHOro CpefcTBa B COOTBETCTBUW CO cTaTben 26
HacTosLero ®efepanbHOro 3akoHa.

3. B cnyyae npuHATMA peleHns O HEeBO3MOXHOCTWM paccMaTpvBaTb eKapCTBEHHbIV MpenapaTt ang
MEOMULMHCKOrO MPUMEHEHMS MNpU TOCYOAPCTBEHHOW perncrpauum B KayecTBe OpP(aHHOro NeKapCTBEHHOrO
npenapaTa YMNoSIHOMOYEHHbIM beaepanbHbldi  OpraH  WCMONMHUTENbLHOW BracTU npekpawiaet npoueaypy
rocyapCTBEHHOWN permcTpaumm nekapcTBEHHOro npenapara. 3asButenb BnpaBe obpaTUTbCA B perncTpupyoLwmin
opraH ¢ 3asiBNieHMeM O roCydapCTBEHHOW PErMcTpaLMn yKa3aHHOro fiekapCTBEHHOMO npenapaTta B COOTBETCTBMU
co ctaTben 18 HacToswero degepanbHOro 3akoHa.

Crtartbs 22. YTpaTtuna cuny ¢ 1 urons 2015 roga. - ®egepanbHbin 3akoH oT 22.12.2014 N 429-®3.

Crtatbs 23. dKcnepTu3a KayecTBa JIeKAPCTBEHHOro CpeAcTBa U 3KCNepTU3a OTHOLUEHUSA OXUOAeMOW
Nosnb3bl K BO3MOXHOMY PUCKY NPMMEHEHUS NIeEKapCTBEHHOro npenapara ans MeauLMHCKOro NnpMMeHeHus
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(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcnepTu3a kayecTBa I€KapCTBEHHOrO CpeacTBa M 3KCMepTM3a OTHOLIEHUSA OXMOAEMOW Mnofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWsI NeKapCTBEHHOro npenapaTta Ans MeOULMHCKOrO NPUMEHEHWsi, COCTaBneHue
KOMMUCCUAMM IKCNEPTOB 3aKIOYEHMI NO pe3ynbTaTtaM NpOBEAEHHbIX 3KCNEPTU3 N HaMNpaBneHne 3TUX 3aKIoyYeHnmn
B YMOMHOMOYEHHbIN (heepanbHbIi OpraH UCMNONHUTENBHOW BRAcTM OCYLLECTBASIOTCS B CPOK, HE NPEBbILLAOLLMNA
cTa pgecsatn paboumx AHEW CO [OHA MOMydeHUst ISKCMNEepPTHbIM yUpeXAeHMeM COOTBETCTBYHOLLEro 3agaHusd
YMOMHOMOYEHHOro defepanbHOro opraHa UCNONHUTENBHON BNAcTU U HEOBXOAUMbBIX JOKYMEHTOB B 3NIEKTPOHHOWN
dopme unm Ha GyMaxkHbIX HOCUTENSAX.

2. B TeyeHune peBsiHOCTA AHEN CO AHS MONyYEHWUs pELUEHUs YNONHOMOYEHHOro defepanbHOro opraHa
MCNOMHWUTENBHOW BRACTU O NPOBEAEHUWN SKCMEPTU3, NPEAYCMOTPEHHbIX YacTblo 1 HacTosILen cTaTbu, 3asBUTENb
npeacTaBnseT B 9KCMEPTHOE y4ypexaeHwe AN NpoBedeHUs 3KCMepTu3bl KavyecTBa NeKapCTBEHHOro cpeacTsa
06pa3ubl NekapCcTBEHHOro npenapata ANnst MeAWUUHCKOrO MPUMEHEHMWS, NMPOU3BEAEHHONO B COOTBETCTBUMM C
TpeboBaHWUAMN OMbITHO-NPOMBILLMIEHHOTO U (Mr) NPOMBILLNIEHHOTO PErfiaMeHToB, YTBEPXKAEHHbIX PYKOBOAUTENEM
NPOMU3BOAUTENS NEKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYHOLUUX clyyasx obpasubl hapmaueBTnyeckom
cybcTaHuun, TECT-LUTaMMa MUKPOOPraHU3MOB, KyNbTypbl KNETOK, 06pasLbl BELLECTB, MPUMEHSAEMbIX ANsi KOHTPONS
KayecTBa NEKapCTBEHHOrO CpeacTBa MyTEM CPaBHEHWS C HUMWU MCCReayeMoro INekapCTBEHHOro cpeacTea, B
Konu4ecTBax, HeobxoaMMbIX ANt BOCNIPOM3BEAEHUS METOA0B KOHTPOSS KayecTBa.

3. lMpun nony4yeHnn o6pasyoB NEKApPCTBEHHOrO npenapaTta U gapmMaueBTUYECKON CyOCTaHUMM 3KCMEPTHOE
yypexageHue BblAaeT 3asBUTEN0 OOKYMEHT, MOATBEPXKAAaloLWMN NofyYyeHne ykasaHHbIX 06pasuoB, U B CPOK, He
npesblWwaoWwmn Tpex pabounx gHewn, yBeaoMnsieT B 3NEKTPOHHOW hopme unu Ha BymakHOM HocuTene o6 aTom
YNONTHOMOYEHHbIN heaepanbHbI OpraH UCMONTHUTENbHON BNacTy.

4. YkasaHHble B 4acTax 2 U 3 HacToslen cTaTbM CPOK ANs MpeacTaBneHusl 3asiBuTenem obpasuos
neKkapcTBEHHOro npenapaTa U hapMaueBTUYECKOM CybCTaHUMM U CPOK YBEOOMITEHUS] SKCNEPTHLIM YUpeXaeHem
06 3TOM Ha OymMaXHOM HocuTerne YMNONHOMOYEHHOro deAeparnbHOro OpraHa MCMONHUTENbHON BRacTM He
BKITIOYAIOTCS B CPOK NPOBEAEHMs1 3KCNepTu3, NpeayCMOTPEHHbIX 4acTbio 1 HACTOSILLENR CTaTbu.

5. [lokyMmeHTbl, MOCTYNMBLUME B 3KCMEPTHOE y4ypexaeHwe Ons NpoBeAeHWs 3KCnepTus, npeaycMOTPEHHbIX
YacTblo 1 HacTodwen cTaTbW, nognexar BO3BpPaTy B YNOMHOMOYEHHbIN dedepanbHbii OpraH MCNONMHUTENBHON
BMacT OQHOBPEMEHHO C 3aKNIOYEHNAMM, NOSTyHEeHHbIMW NO pe3ynbTaTaM COOTBETCTBYIOLLMX SKCNEPTHS.

CraTtbsa 24. 3KCI'IepTMSa KadyeCcTBa NeKapCTBeHHOro cpeancrtea U J3KcnepTu3a OTHOLWEeHUA oxungaemomn
NoJib3bl K BO3MOXHOMY PUCKY NpUMeHeHUsA rneKkapCcTtBeHHOro npenapara ond BeTepuHapHoOro npuMmeHeHuns

1. OkcnepTusa KayecTBa NeKapCTBEHHOrO CpeacTBa W 3KCNepTM3a OTHOLUEHUS OXuOaemMoW Mnonb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWS NeKapCTBEHHOro npenapata Ans BeTepuMHapHOro NpUMEHEHUs, cocTaBreHue
KOMUCCUAMUN SKCNEPTOB 3aKIMOYEHMI NO pesyribTaTaM yKa3aHHbIX 9KCNepTU3 U HanpaBfeHne TaknxX 3aknioYeHnin B
YMONMHOMOYEeHHbIN doefeparbHbl OpraH UCMONMHUTENBHON BNAcTN OCYLLECTBNAIOTCA B CPOK, HE MpEeBbILLAaoLWni cTa
aecatn pabounx OHEN CO AHSI NMONyYEeHUsT SKCNEPTHBIM yupexaeHMeM 3agaHusa YNonHOMOYEHHOro deaepanbHoro
OopraHa UCMNOMHUTENBHON BNACTU C AOKYMEHTaMW, ykasdaHHbIMKU B YacTtu 3 ctatbn 17 HacTodAwero degepansHoro
3aKoHa.

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

2. B TeueHue Tpuauatm paboumx OHEN CO OHSA MOMy4YeHUs peLleHUst YNoNHOMOYEHHOro deaepansHoro
opraHa MCMOSTHUTENbHOW BNacTy O NMPOBEAEHUM yKaszaHHbIX B YacTuM 1 HACTOALLEN CTaTbW 3KCNEpPTM3 3asBUTENb
NPeAcCTaBnsieT B 3KCMEPTHOE YyYpexaeHwe Ons NpoBefeHUs 3KCMepTM3bl KayecTBa feKapCTBEHHOro CpeacTBa
obpasubl NekapCTBEHHOro npenapata Afs BETEPUHAPHOro MpPUMEHEHUS, MPOM3BEAEHHOIO B COOTBETCTBMMU C
TpeboBaHNAMYN TEXHONOMMYECKUX PErNaMEHTOB, YTBEPXKOEHHbBIX PYKOBOAMTENEM MPOM3BOAUTENS JNIEKAPCTBEHHbBIX
CPEACTB, a Takke B COOTBETCTBYIOLUMX CryvasiXx TECT-LITaMMbl MUKPOOPraHU3MOB, KyIbTypbl KNeTOK, o0bpasubl
dhapmaneBTMYeCKOn cybcTaHummn, obpasLbl BellecTB, NPUMEHSIeMble AS1 KOHTPONSA KayecTBa JIeKapCTBEHHOIO
CpeAacTBa, B KONMYecTBax, HeobXxoauMbIX A4Sl BOCNPON3BeAeHUs MeTo40B KOHTPONS KadecTBa.

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3. Mpwn nonyyeHnn obpasLOB NEKAapCTBEHHOrO npenaparta u apmaueBTUYECKO CyOGCcTaHLMM IKCnepTHoe
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yypexaeHue BblAaeT 3asiBUTEN0 OOKYMEHT, MOATBEPXKAALWMIA NOMyYeHne ykadaHHbIX 00pasuoB, U B CPOK, He
npeBbllWaWmi  Tpex paboumx [Hew, yBeOooMNsAeT B MNUCbMEHHOW dopMe 06 3TOM  YNOMHOMOYEHHBIN
tbeaepasnbHbI OpraH UCNOMHUTENBHOW BNACTMU.

4. Cpok onsa npeacTtaBneHus 3asiButenem obpasuoB NEeKapCTBEHHOrO npenapara v dapMaueBTU4ECKON
cybCcTaHUUN 1 CPOK YBEOOMIIEHUS SKCNEPTHBIM y4pexaeHneMm o6 3TOM B NUCbMEHHOW (bopMe YNONHOMOYEHHOMO
defeparnbHOro opraHa UCMONTHUTENbHOM BNACTW, YKa3aHHbIE B YacTaX 2 U 3 HACTOSLLEN CTaTby, HE BKIOYAKOTCH B
CPOK NpoBeAeHMs yKa3aHHbIX B YacTu 1 HACTosLLEN CTaTbu 3KCNepTH3.

5. [IOKyMeHTbI, MOCTYNMBLUME B 3KCMEPTHOE yupexaeHe Ang npoBefeHUs yKkasaHHbIX B 4acTu 1 HacTosLwen
cTaTbW 3KCNEpPTM3, noarnexar BO3BpaTy B YNONHOMOYEHHbIN deaepanbHbli OpraH MCMOMHMTENbHOW BRacTu
OZHOBPEMEHHO C 3aKMYEeHNAMN NO pe3dynbTaTam yKa3aHHbIX 3KCNepTU3.

Crtatbsa 25. [loBTOpHOE NpoBeAeHME IKCNEePTU3bI NIeKapCTBEHHbIX CPeaCcTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasx HegocTaTouHOM 060CHOBAHHOCTM UMM HEMOSHOTLI 3aKIMIOYEHNST KOMUCCUM 3KCTNIEPTOB, Hannyus
B HEM NPOTMBOPEYMBbLIX AaHHbIX, hanbcudmKaLmnm BbIBOAOB 3KCMEPTU3bl NEKapCTBEHHOrO CPpeCcTBa, COKPLITUS OT
YNONMHOMOYEHHOTO heaeparnbHOro opraHa UCMONHUTENbHON BNacTy OCHOBaHWI Afs 0TBOAA 3KCnepTa BCNeAcTBUE
ero 3auMHTEPECOBaHHOCTM B pe3yrnbTaTax COOTBETCTBYHLUEN 3KCMepTU3bl, HanMuusi AaHHbIX O MPSIMOM NMGO
KOCBEHHOM BMELLATENbCTBE B NPOLECC COOTBETCTBYHOLLEN 3KCNEPTU3bI MULL, HE YYaCTBYHOLIMX B €e NpoBedeHNM,
HO OKa3aBLUMX BMWSIHWE Ha MPOLEeCC U pe3ynbTaTbl ee MPOBEAEHUs, YNONIHOMOYEHHbIM (heaeparnbHbiM OpraHom
MCMONHWUTENbHON BriacTM HasHa4yaeTCs MOBTOpPHAas 3SKCMepTM3a NeKapCTBEHHOro Cpeactsa W (Mnn) STuyeckast
aKcnepTu3a.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. TloBTOopHas 3KcnepTM3a nekapCTBEHHOrO CpeAcTBa NPOBOAMTCA C Y4YeTOM pe3ynbTaToB paHee
NPOBEAEHHON 3KCNEPTM3bl B CPOK, YCTAHOBMEHHBIN YNONTHOMOYEHHbIM heieparnbHblM OpraHoM MCMOSNHUTENBHON
BMacTu U He NpeBbIAWNIA TPUALATN paboumx AHEer CO AHSI NOMyYeHNUs SKCNEPTHBbIM yYpexaeHWeM 3aaHus Ha
npoBeAeHne NOBTOPHOMN 3KCMNEPTU3bl NeKapCTBEHHOrO CPEACTBaA.

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

3. ®uHaHcoBoe obecneyeHne BbINOSIHEHMS 3adaHMs Ha MNpoBedeHMe MOBTOPHOM  3KCNepTu3bl
nekapCTBEHHOIO CPeACTBa HE OCYLLECTBIIAETCS.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CTaTtbA 26. YcKOopeHHas npoueAypa 3KCnepTusbl fieKapCTBEeHHbIX CPeaCTB

1. YckopeHHasa npoueaypa 3KCnepTu3bl NEKApCTBEHHbIX CPeACTB B LENAX rocygapCTBEHHOW perncrpaumm
NEKapCTBEHHbIX NpenapaToB NPUMEHSAETCH B OTHOLIEHUN OpdhaHHbLIX JIEKAPCTBEHHbIX MpenapaToB, NepBbiX TPex
NeKapCTBEHHbIX MpenapaToB, pernctpupyembix B Poccuiickon depepaumm B KayecTBe BOCMPOU3BEAEHHbIX
NEKapCTBEHHbIX MpenapaTtoB, O4YepeaHOCTb KOTOpbIX OnpefensieTca B COOTBETCTBMM C HOMEPOM M [aTon
BXOOALMX 3asBMEHUN O T[OCYOAPCTBEHHOW perucTpauum fekapcTBEHHbIX MpenapaTtoB B paMKax OOHOro
MEeXOYHapOO4HOrO HEMaTEeHTOBAHHOIO HaWMMEHOBaHUSA FIEKAPCTBEHHOIO npenapata  Wnu  rpynnmMpoBOYHOIO
HaMMEeHOBaHUS fleKapCTBEHHOro npenapaTta, U NeKapCTBEHHbIX NpenapaToB, NpegHasHaYeHHbIX UCKIYUTENBHO
ANsi NPUMEHEHUST HECOBEPLUEHHONETHUMU FpaXKaaHaMu.

(B pea. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-93)

2. YckopeHHasi npouenypa 3KCnepTu3bl feKapCTBEHHbIX CPEACTB B LENsX rocyaapCTBEHHOW pervctpauum
NeKapCTBEHHbIX NpenapaToB He NPUMEHSIETCS B OTHOLLEHUN:

1) GnoaHanoroBbix (61ONOAOOHbLIX) NEKAapCTBEHHbIX NpenapaToB (6MoaHanoros);
2) pedepeHTHbIX NEeKapCTBEHHbIX NpenapaToB (3a UCKIIoYeHNeM OpdaHHbIX NeKapCTBEHHbIX NpenapaTos);

3) BOCNpou3BeaeHHbIX JNeKapCTBEHHbIX npenapaTtoB (38 NCKINK4YeHneM nepBbiX TpexX perncTtpupyembiX B
Poccunckon d)ep,epau,mm B KayecTBe BOCMNpPOM3BEAEHHbLIX JieKapCTBEHHbIX npenapatoB W JeKapCTBEHHbIX
npenapartos, npeaHa3Ha4YeHHbIX UCKIMIYUTENBbHO ANA NpUMeHeHna HeCoBEPLLUEHHONTIETHUMA rpamp,aHaMM);
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4) HOBbIX KOMGUHALIMIA 3aPErMCTPUPOBAHHBIX paHEE NEKAaPCTBEHHbIX NPenapaToB;

5) nekapcTBEHHbIX NpenapaToB, 3aperncTpUpoBaHHbLIX paHee, HO MPOM3BEAEHHbIX B OPYIMX NeKapCTBEHHbIX
¢opmMax B COOTBETCTBMM C NEPEYHEM HAMMEHOBAHWU NEKapPCTBEHHbIX (POPM 1 B HOBOM JO3UPOBKE.
(vacTb 2 B peq. ®egepansHoro 3akoHa ot 22.12.2014 N 429-03)

3. YckopeHHas npouegypa 3KCNepTM3bl  JIEKApPCTBEHHbIX CPEACTB  MPOBOAMTCA MO PELUEHUID
COOTBETCTBYIOLLIETO YNOSIHOMOYEHHOro dheepanbHOro opraHa UCNOSTHUTENBHOW BNAacTM HA OCHOBAHWUM 3asiBIIEHUS
3a8BUTENST B CPOK, HE MpeBblamWmi BocbMuaecaTn pabouymx gHen. lNMpyu 3TOM 3KcnepTvM3a AOKYMEHTOB,
cogepallmxcs B permcTpaunmoHHOM OOCbE Ha NeKapCTBEHHbIN npenapaT, NPOBOAUTCSA B CPOK, HE NPEBbILLAOLLINN
pecsatn paboumx OHemn, aKcnepTusa KavecTBa NeKapCTBEHHOro CpeAcTBa W 9KCNepTu3a OTHOLLUEHUSA OXuOoaemoWn
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHWsI NEKapCTBEHHOrO npenaparta NpoBOAATCA B CPOK, HE NpeBbiLUaoLLni
LwecTuaecaTn pabounx gHewn.

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

3.1. B oTHoweHun opdaHHbIX NeKkapCTBEHHbIX npenapaTtoB MoOryT ObiTeb MpeAcTaBneHbl pesynbraThl
OOKINVHNYECKUX WCCNEedOBaHWA NEKapCTBEHHbIX CPEeACTB M KIMHWYECKUX WCCedOBaHWN NeKapCTBEHHbIX
npenapaToB AN MEAWLUMHCKOrO MpUMEHEHWs, BbINOMHEHHbIX 3a npegenamu Poccunckon ®Pegepaunm B
COOTBETCTBMU C MpaBuramMu Hagnexawen rnabopaTopHON MPaKTMKM U NpaBuiaMy Hagnexawewn KInHUYeCKon
NPaKTUKW.

(vacTb 3.1 BBegeHa deaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

4. YckopeHHas npoueaypa 3KCcnepTuabl NekapCTBEHHbIX CPeACcTB MPOBOAUTCA B MOPsiAKe, YCTAHOBIEHHOM
ctatbsMn 17 - 20, 23 n 24 Hactosiwero degepasnbHOro 3akoHa, U He O3Ha4yaeT CHWXeHUst TpebOBaHWA K
6e30nacHOCTH, KayecTBY U 3PEKTUBHOCTU NIEKAPCTBEHHbLIX NpenapaTos.

CratbAa 27. PewueHue o rocyaapCTBeHHOW perucrpaumm siekapcTBEeHHOro npenapara

1. B cpok, He npeBbIWaloLWmn ecaTn pabounx gHEN co OHS NONYyYEeHUS 3aKMYeHUn KOMUCCHM SKCNEPTOB NO
pesynbTaTtamM 3KCMNepTu3bl Ka4ecTBa NeKapCTBEHHOro CpeacTBa M 9KCMEePTU3bl OTHOLIEHUSA OXMAaeMOWn nofb3bl K
BO3MOXHOMY  PUCKY MNPUMMEHEHWs  feKkapCTBEHHOro npenaparta, COOTBETCTBYHOLIMA  YNOMHOMOYEHHbIN
deneparnbHbI OpraH UCNONMHUTENBHOW BNACTH:

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

1) pasmellaeT Ha cBoeM omuManbHOM canTe B ceTu "MIHTepHeT" COOTBETCTBYIOLLME 3aKMOYEHUS KOMUCCUN
3KCMEePTOB W OCYLLECTBNAET UX OLIEHKY AN onpeferieHnsa COOTBETCTBUA 3aaHMI0 Ha NpoBeAeHne 3TUX 3KCNepTus;
(n. 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) NnpuHMMaeT pelleHne o FOCYﬂapCTBeHHOVI perncTtpaunmn nekapCTtBeHHOro npenaparta wunm 06 oTkase B
rOCYﬂapCTBeHHOVI perncTtpaunmn rnekapCTtBeHHOro npenapara,

3) BHOCMUT Npw NPUHATUM pELUEHUs O roCyAapCTBEHHOW permctpaumm nekapcTBeHHOro npenapara AaHHble O
3aperncTpupoBaHHOM NEKapCTBEHHOM Mpenaparte, B TOM 4Yucne o hapmMaueBTU4eckon cybcTaHuumn, BXxoadiwlen B
COCTaB flekapCTBEHHOro npenapaTa, B rocy4apCTBEHHbIA PEECTP feKkapCTBEHHbIX CPeacTB U BbiAET 3asBUTENO
perucTpauMoHHOe  yAOCTOBEpPEHWEe  flekapCTBEHHOro  npenapaTa, ¢opmMa  KOTOporo  yTBepxaaeTcs
YNOJTHOMOY€EHHbIM cpe,uepaanbuvl opraHom UCNONMHUTENBbHON BJ1aCTH, cornacoBaHHble HOpPMaTUBHYIO
OOKYMEHTaLMI0, HOPMaTUBHBIN JOKYMEHT, MHCTPYKUMIO NO MPUMEHEHUIO FIEKAPCTBEHHOrO npenapata U MakeThbl
NepBUYHON YNaKoBKN M BTOPUYHON (NMOTPEBGUTENBLCKOW) YNAKOBKM C yKa3aHUMEM Ha HUX HOMepa perncTpaumMoHHOro
YOOCTOBEPEHUS flekapCTBEHHOMO NpenapaTta v AaTtbl ero rocyapCTBEHHON perncTpauum Unm B criydae npuHAaTUN
pelleHns o6 oTkase B roCyqapCTBEHHOW perucrpaumv NekapCcTBEHHOro npenaparta yBegomnsieT B NUCbMEHHOM
hopme 3asBuTENsS 06 3TOM C yKkaszaHWeM MPUYMH Takoro oTkasa. 3a Bblhady pernctpaurMoHHOro Y4OCTOBEPEHMS
riekapcTBEHHOro npenapata B3MMaeTCs FOCyAapCTBEHHasi MowfvHa B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon depepaumm o Hanorax n cbopax.

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

2. OcHoBaHmem pnsi oTkasa B I'OCY,EI,apCTBeHHOIZ perncTtpaunm nekapcTtBeHHOro npenapara Aand
MEONUNHCKOIo NpuMMeHeHna ABnAeTCA 3aKkrno4eHne CoOoTBeTCTBYHLWEero yrnoJiIHOMO4YeHHOoro cbe,u,epaanoro opraHa
WCMOMHNTENBHON BNAcTM O TOM, YTO KayecTBO U (MJ'IM) Sd')(beKTVIBHOCTb perncTpupyemMmoro nekapCcrtBeHHOro

CrpaHuua 43 u3 110



®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 13.07.2020)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

npenapata Ans MeAWUMHCKOrO MPUMEHEHUS He NOATBEPXAEHbI MOJNTYYEHHbIMW AaHHbIMKM WAM YTO PUCK
NPUYNHEHNST Bpeda 300POBbI0 YErioBeKa BCIeACTBME MpuemMa JeKapCTBEHHOro npenaparta Ans MeauLUHCKOro
NpPUMeEHeHUs NpeBbIaeT 3PEEKTUBHOCTb €r0 NPUMEHEHNS.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. [loBTOpHOE npeacTaBrieHMe B COOTBETCTBYIOLLMWA  YMOSIHOMOYEHHbIN  bedepanbHblii  opraH
NCMNONMHUTENbHOW BNAacTW NeKapCTBEHHOMO NpenapaTa, B OTHOLIEHUN KOTOPOro MOMyyYeH OoTkas B rocy4apCTBEHHON
permctpaumMmM 1 KOTOPbIA BMOCMEACTBUM MOABEPrcA M3MEHEHWIO B YacTW ero cocTaBa, paccMaTpuBaeTCs Kak
npeacTaBrieHne HOBOMO JIEKApPCTBEHHOro npenapata Ha €ero rocygapCTBEHHYIO PEerucTpaumio He3aBMCMMO OT
COXpaHeHUs ero NePBNYHOr0 HAMMEHOBAHMUSI.

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

4. MNpwn npenocTaBrieHMM 3asiBUTENEM B COCTaBe PEerncTpaumMoHHOro A0Cbe Ha NekapCTBEHHbIN npenapart
ONsi BETEPUHAPHOIO NPUMEHEHUSI KOMUWU PELLEHUST YNONTHOMOYEHHOTO hedeparnbHOro opraHa MCNoNHUTENbHON
BNacTu O NPOBEAEHMU MHCMNEKTUPOBAHUS MPOM3BOAUTENS NEKAaPCTBEHHbIX CPEeACTB CPOK MPUHATUS peLleHust O
rocyqapCTBeHHOM peructpauum nekapcTBEHHOTrO npenapara ans BETEPUHaPHOro NPUMeEHeHNs
nprocTaHaBNMBaETCS CO AHS MOMyYeHNs 3aKMYEHUI, YKasaHHbIX B 4acTu 1 HACTosLLEN cTaTby, OO OHSA NPUHATUS
YMNONTHOMOYEHHbIM pefiepanbHbIM OpraHoM UCMONMHUTENBHONM BNACTU pelleHus o Bblaaye unv o6 oTkase B Bblaaye
3aKMYEHNST O COOTBETCTBUU MPOU3BOAUTENS NEeKapCTBEHHbIX CpeacTB TpeboBaHWsSM MpaBun Hagnexailen
NpOn3BOACTBEHHOW NPAKTUKK, HO He Boree YeM Ha CTO BOCEMbAECAT paboyumx AHEN.
(vyacTb 4 BBegeHa PegepanbHbiv 3akoHoM OT 04.06.2018 N 140-93)

5. OcHoBaHuem pnna oTkasa B [OCYOapCTBEHHOW peructpaumMvM nekapCTBEHHOro mnpenapaTta And
BETEPMHAPHOIO NPYMEHEHNSA ABNSETCS 3aKMYEHUE YNONMHOMOYEHHOro deaepanbHOro opraHa MCMoSTHUTENbHON
BMacTM O TOM, 4YTO KayecTBO M (unun) acpdPeKTUBHOCTb PErmMCcCTpMpyeEMOro JIeKapCTBEHHOro npenaparta Ans
BETEPVMHAPHOIO NMPUMEHEHUS HEe NOATBEPXAEHbl MOJNYYEHHBIMWM OAHHBIMW WM YTO PUCK MPUYUMHEHUS Bpeda
3[J0OPOBbLI0 KMBOTHOIO BCNEACTBME MNpMeMa JeKkapCTBEHHOro Mpenaparta Afs BETEPUHAPHOrO MpUMEHEHUS
npe.bilWaeT apdPEKTUBHOCTb €r0 NPUMEHEHNS, OTKa3 YNONIHOMOYEHHOrO deeparnibHOro opraHa UCMONTHUTENbHOWN
BMacTu B BblJaye 3aKM4YEHUsS O COOTBETCTBMM NMPOU3BOAUTENSA NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBun
Hagnexawlem npoM3BOACTBEHHOW MPaKTUKA AONS  KaXOoW NpOM3BOACTBEHHOW MMOLWWAAKM PeruMcTpupyemoro
nekapCTBEHHOro npenaparta Ans BeTEPUHApHOro MpUMEHeHUs B Criydae, ecnu NpOoM3BOACTBO JleKapCTBEHHOro
npenapaTta Ans BETEPUHAPHOro MpUMMEHEHUs OcyllecTBnseTca 3a npegenamm Poccuiickon depepauun, mnm
OTCYTCTBME TaKOro 3aKmioYeHus!.

(vacTb 5 BBegeHa PegepanbHbiv 3akoHoM OT 04.06.2018 N 140-$3)

MpumeyaHue.
O nopsgke UM Ccpokax onpedeneHns B3aMMO3aMEHSIEMOCTU JIeKapCTB  JIEKAapCTBEHHbIX MNpenapaTos,
3apeructpupoBanHbix 4o 01.03.2020, cm. c1. 3 ®3 o1 27.12.2019 N 475-D3.

CrtatbAa 27.1. Bsanmo3ameHs€eMOCTb JfleKapCTBEHHbIX NpenapaToB ANA MeSULUHCKOro NpMMeHeHus
(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. B3anMMo3aMeHSIeMOCTb NEKapCTBEHHbIX MpenapaTtoB Afs MeAUUMHCKOrOo MPUMEHEHUsST onpeaenseTcs
YNONTHOMOYEHHbIM  dbeeparnbHbiM  OpPraHoOM WUCMOMHUTENBHOW BMacTW, OCYLLECTBASIOWNM roCy4apCTBEHHYIO
perncTpaumio NekapCTBEHHbIX NpenapaToB A MeAULMHCKOrO NPpUMEHEHUs, B paMkax OAHOro MeXxayHapogHoro
HenaTeHTOBaHHOMo (MM XMMUYECKOro, NN rPyNnNMpOBOYHOr0) HAMMEHOBAHMS HA OCHOBE 3aKMOYeHUs KOMUCCUU
3KCMEPTOB 3KCMEPTHOMO YUYPEXAEHUS O B3aMMO3aMEHSIEMOCTU NeKapCTBEHHOro npenaparta Ans MeguLMHCKOro
NpUMEHeHMs NMBO O TOM, YTO JIEKAPCTBEHHbIN MpenapaTt Ans MeAWMUMHCKOTO MNPUMEHEHUS HE SBNSAETCS
B3aMMo3aMeHsieMbiM. [opsigok  onpedeneHus  B3auMO3aMEHSIEMOCTM  JIEKAPCTBEHHbIX —MpenapatoB  Ans
MELMLMHCKOTO MNPUMEHEHUa U ¢opmMa 3aKMoYeHUs KOMUCCUM SKCMEPTOB  IKCMEPTHOrO  ydpexaeHuss o
B3aMMO3aMeHSIEMOCTM JeKapCTBEHHbIX MNpenapaTtoB AN MeOULWMHCKOrO MpuUMeHeHuss nnbo o ToM, 4TOo
NeKapCTBEHHbIN nNpenapaT Anst MEAULMHCKOrO NMPUMEHEHUS He ABMSIETCS B3aMO3aMEHSAEMbIM, YCTaHaBNMBAKOTCSA
MpasutenbctBOoM Poccuiickon ®epepaunn.

2. KomMuccusi  9KCMepTOB  3KCMEPTHOrO  YyypexaeHuss [OaeT 3aknioyeHWe O B3auMO3aMeHSieMOCTM
neKkapcTBEHHOro npenapaTa Ans MeaWUMHCKOTO MpUMEHeHUs NMBGo O TOM, YTO NekapCTBEHHbIM Mpenapart ans
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MEAMUMHCKOrO MPUMEHEHMSI He SBMSETCA B3aMMO3aMEHsieMblM, Ha OCHOBaHWM Crieylolnx KpuTepueB
(xapakTepucTuK):

1) akBuBaneHTHOCTb (Ans GmoaHanorosbix (6ronofobHbLIX) NekapCTBEHHbIX npenapartoB (buoaHanoros) -
COMOCTaBUMOCTb) Ka4eCTBEHHbIX W KOMWYECTBEHHbIX XapakTepUCTUK apMaLeBTU4EeCKMX CcybCcTaHuMi unm
COMOCTaBUMOCTb aHTUIEHHOro CcocTaBa BakuuH. lcnonb3oBaHMe pasnuuHbIX COoNen, 3UPOB, KOMMIIEKCOB,
N30MEpOB, KpUCTannM4yeckux opmMm u OpPYyrnx MpPOU3BOAHBIX OOHOrO U TOro e AEWCTBYIOLLEro BellecTBa He
ABMNSiETCA NpPensaTcTBMEM ANS onpefeneHns B3aMMO3aMeEHSIEMOCTW IeKapCTBEHHbIX MNpenapaTtoB, €cnu npwu
npoBedeHUN  uccriefoBaHus  OGMO3KBMBANEHTHOCTM  JNIEKAPCTBEHHOrO  Mpenapata WM UccnegoBaHus
TepaneBTMYECKOW 3KBUBASIEHTHOCTU NEKapCTBEHHOrO npenaparta [oKa3aHO OTCYTCTBME KIMHUYECKM 3HAYUMBbIX
pasnuunii  apmMakokMHeTUKM U (unn) 3deKkTMBHOCTM M 6e30MacHOCTU NeKapCTBEHHOro npenapaTta Ans
MEeOULMHCKOTO NPUMEHEHNS;

2) 9KBMBaANEHTHOCTb nekapCTBeHHoW opmbl. [log SKBMBANEHTHbIMU  NEKapCTBEHHbIMKM  dopMamMu
NMOHMMAIOTCS pa3Hble NeKapCTBEHHbIE POPMbI, NMELLME OAMHAaKOBbIE CNOCOD BBEAEHMS U CNOCOO NpUMEHEHNs,
obrnagatoLme conocTaBUMbIMK hapMaKkOKMHETUYECKMMN XapaKTePUCTUKaMK N hapMaKkorormyeckum 4eNCTBUEM U
obecneymnBatoLLMe TakKe OOCTWKEHNE HeOOX0OUMOro KnMHu4Yeckoro acpdekta. Paznmumns nekapcTBeHHbIX hopMm
He SIBNSAIOTCA NPensTCTBUMEM AN onpefefieHvsl B3aMMO3aMEHSEMOCTM NeKapCTBEHHbIX NpenapaTtoB, ecnv npu
npoBedeHUN  uccriefoBaHus  OGMO3KBMBANEHTHOCTW  JIEKAPCTBEHHOrO  npenapata WM UCCNedoBaHus
TepaneBTMYECKON 3KBUBAINEHTHOCTU NEKapCTBEHHOrO Mnpenaparta [oKa3aHO OTCYTCTBME KIMHUYECKM 3HAYUMBbIX
pasnuunii  apmMakokMHETUKM U (unn) 3dpdeKTMBHOCTM M 6e30MacHOCTU NeKapCTBEHHOro npenapaTta Ans
MEeLMLMHCKOro NPUMEHEHMS;

3) 3KBMBANEHTHOCTb UM COMOCTaBMMOCTb COCTaBa BCMOMOraTersbHbIX BELECTB NIeKapCTBEHHOro npenapaTa
ANs MeAMUMHCKOro NpuMeHeHus. Pasnnmumsa coctaBa BCnoMoraTenbHbIX BELWeCTB NIekapCTBEHHOro npenapara He
ABMSAOTCA NPenATCTBMEeM AN OnpefeneHns B3aMMO3aMEHSeMOCTU NeKapCTBEHHbIX MNpenapaTtoB, ecnu npu
npoBedeHun  nccrnefoBaHus  OMOSKBMBANEHTHOCTM  MeKapCTBEHHOro  fpenapata WnM  MccregoBaHus
TepaneBTUYECKON 3KBMBANEHTHOCTM NIeKapCTBEHHOro npenapara [AoKa3aHO OTCYTCTBUE KIMHWYECKU 3HaYMMbIX
pasnuunii  papMakokMHeTKM u (unu) adpdekTmBHOCTM M Be3onacHOCTM NekapCTBEHHOro mnpenapaTta Ans
MEeOMUMHCKOrO MnpuUMeHeHus. [py Hanuuun KIUHWYECKUM 3HaYMMbIX Pasnuuni  apMakoKMHETUKM u  (unwn)
acbdpekTMBHOCTM 1 Be3omacHOCTM  NEeKapCTBEHHOro  npenapata Ansg  MEAVMUUHCKOro  MpUMEHeHus
B3aMMO3aMeHAEeMOCTb onpedensieTcs ¢ ykasaHueM Ha UCKITIYEeHNe OTAENbHbIX FPynn NauneHTos;

4) NMOEeHTUYHOCTb crocoba BBeaeHUs 1 cnocoba NPUMEHEHUA;

5) cooTBeTCTBME MPOU3BOAMUTENS FEeKapCTBEHHOro cpeactBa TpeboBaHMaM npaBun  Hagnexaiien
NPOV3BOACTBEHHOW MPaKTUKK.

3. Onpep,eneHme B3anMMO3aMeEHAEMOCTU BOCnpoun3BeaeHHbIX JieKapCTBEHHbIX NpenapaTtoB  OnAd
MEONUUNHCKOIo TMnpuUMeHeHua, YKa3aHHbIX B 4acTu 10 cratbm 18 HacTosLWero dJep,epaanoro 3aKOHa,
OCyLlecCTBIIAEeTCA 6e3 HeobxoQMMOCTM AoKa3aTeNnbCTBa UX OMO3KBUBANIEHTHOCTH.

4. OcobeHHOCTU onpefeneHns B3aMMO3aMEHSAEeMOCTN OMONOrMYecKkMx JeKapCTBEHHbIX nNpenapaTtos,
KOMOMHMPOBaHHbIX NEeKapCTBEHHbIX MpenapaToB (cogepxawmx KomObuHaumio AByx W 6Gonee [OencTByOLLMX
BELLECTB), NeKapCTBEHHbIX NpenapaToB Ans MapeHTepanbHOro MUTaHus U HeJOo3UPOBaHHbLIX fEeKapCTBEHHbIX
npenapaToB ycTaHaBnuBalTcs NpaButensctsomM Poccunckon denepaumm.

5. Onpe,u,eneHMe B3aMMO3aMeEHAEMOCTN HE OCYLLUEeCTBIIAETCA B OTHOLWEHUN JNIeKapCTBEHHbIX pacTUTENIbHbIX
npenaparos, roMmeonaTn4eCcknx fiekapCTBEHHbIX NpenapaToB.

6. ®dopmupoBaHWE MepPeYHs B3aVMO3aMEHSIEMbIX FEKapCTBEHHbIX NpenapaTtoB Ans  MeaULMHCKOro
NMPUMEHEHMST  OCYLLECTBISIETCA OKCMEPTHbIM  YYPEXOAEHUMEM MOCPEACTBOM OOBLEAMHEHUS  NEeKapCTBEHHbIX
npenapatoB B OTAenbHble [Pynnbl, B KaXOOW U3 KOTOpbIX JleKapCTBEHHble MpenapaTtbl ABMSOTCA
B3aMMO3aMeHsIEMbIMMU.

7. B cnyyae BKMOYEHWUS B MHCTPYKLMIO NO MEAMUMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOrO npenapata Ha
OCHOBaHUM Pe3ynbTaToOB COOTBETCTBYHLLIMX UCCNEeNOBaHWI NoKasaHUM A4St NPUMEHEHUs], KOTOpble OTNNYaTCs OT
nokasaHui Anst NPUMEHEHUs APYrMxX NEKapCTBEHHbIX NPenapaToB U3 rpynnbl B3aMMo3aMeHSIEMbIX NEKaPCTBEHHbIX
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npenaparos, B NnepeyHe B3auMO3aMEHAEMbIX J1eKapCTBEHHbIX MpenapaTtoB AO1d MeOUUMHCKOro rnpuMeHeHund
OOJMKHa ObITb YKa3aHa COOTBETCTBYOLan VIHQ)OpMaLWIH.

MpumeyaHue.

[MepeyeHb B3anMMO3aMeEHSAEMbIX NEKapCTBEHHbIX MpenapaToB, B OTHOLUEHMU KOTOPbIX MMEKTCS pesynbTaThbl
nccnenoBaHu OMO3KBUBANEHTHOCTU UMM TEPanNeBTUYECKON SKBUBANEHTHOCTU, AOMKEH BbiTb CHOPMUPOBAH U
pasmelleH Ha oduumnansHom cante Munagpasa Poccum oo 01.07.2020. (©3 ot 27.12.2019 N 475-D3).

8. [lepeyeHb B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbIX MpenapaTtoB A MEeOUUMHCKOrO  NPUMEHEHUS
pasMelLlaeTcs  yMoONHOMOYEHHbIM  defepanbHblM  OPraHOM  MCMOMIHUTENBHOW  BNacTy, OCYLLECTBISOLWUM
rocygapCTBEHHYIO permctpaumio fekapCTBEHHbIX MNpenapaTtoB ANs MEAWMUMHCKOrO MNPUMEHEHUsl, Ha CBOEM
otmumansHom cante B cetn "WHTepHeT". UHMopmaums B nepeyHe B3aMMO3aMEHHAEMbIX JIeKapCTBEHHbIX
npenapaToB AN MeOULMHCKOrO NMpuMeHeHust o6HOBNSETCA yka3aHHbIM dedeparnibHbIM OpraHoOM UCMOMHUTENBHOW
BMacTu C y4eTOM HOBbIX 3aperMcTpupoOBaHHbIX NIEKAPCTBEHHbBIX NpenapaTtoB Afs MeOULMHCKOTO NPUMEHEHNUST 1
BHECEHHbIX M3MEHEHUN B [OOKYMEHTbl, COoAepXallMecsi B PEerncTpaumMoHHbIX AO0CbE Ha 3aperncTpupoBaHHbIE
neKkapCcTBEHHbIe npenapaTbl 418 MeAULMHCKOro NPUMEHEHUS.

9. nOpFILI,OK NCNosib3oBaHUA VIH(bOpMaLI,VIVI O B3aMMO3aMeHAEeMbIX JeKapCTBEHHbIX npenapartax ans
MeANLNHCKOro npnMeHeHna U nopAagok gadu paS'bFICHeHVIVI Nno Bonpocam B3aNMO3aMEHAEMOCTU JNEKAPCTBEHHbIX
npenaparos onda MmeanunHCKoro npuMeHeHna yctaHaBiimBaroTCA npaBMTeﬂbCTBOM Poccuiickomn Cbep,epau,mm.

MpumeyaHue.
Cpok peructpauum nekapcTtBeHHoro npenapara, umcrtekawowmi ¢ 15.03.2020 no 31.12.2020, npoaneH Ha 12
mecsiues ([MoctaHoBneHue MNpasutensctea PO ot 03.04.2020 N 440).

Cratbsa 28. PeructpaunmoHHoe yaoCcToBepeHMe NeKapcTBEeHHOro npenapara

1. PerncrtpaumoHHoe ygocTtoBepeHMe NeKapCTBEHHOro npenapata C ykasaHuMeM fneKapCTBeHHbIX hopMm U1
AO03MPOBOK BblaaeTcsa 6eCccpoyHo, 3a WCKMYEHUEM PErMcTpauMoOHHOro yOOCTOBEPEHUS  flekapCTBEHHOro
npenaparta, BblJaBaeMOro CO CPOKOM [eWCTBMS MATb feT, Ha BnepsBble perucTpupyemble B Poccuickon
depepauymun nekapcTBeHHbIE Npenaparbl.

2. Mo ncteveHnn YKa3aHHOro B 4actu 1 HacTosdLwen cTaTbu CpOKa BblOaeTcA 6eccpquoe perncrpaymnoHHoe
yOoCToBepeHune rnekapCTBeHHOro npenapara npu ycnosun noaTBepXXaeHna ero FocyﬂapCTBeHHOVl perncrtpauun.

3. B cnyyae BHeceHus B cootBeTCcTBMM cO cTaTbamu 30 1 31 HacToswero ®egepanbHOro 3akoHa U3MEHEHUN
B cofepxalmecs B permctpauuoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN FeKapCTBEHHbLIN npenapaTt OOKYMEHTHI,
3aTparmBalolnX CBeAEeHUs, OTPaXKeHHble B pPerncTpaunmoHHOM YAOCTOBEPEHUW NeKapCTBEHHOro mnpenapara,
YNONHOMOYEHHbIN  (befiepanbHbId  OpraH  UCMONMHWUTENbLHOMW  BNAcTM  BbIJAET HOBOE  pPerncrpauuoHHoe
YAOCTOBEPEHWNE NeKapCTBEHHOTO Npenapara, cogepxallee BHECEHHbIE B HEMO U3MEHEHUS.
(vyacTtb 3 BBegeHa defepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

4. B cnyyae yTpaTtbl Uy NOBPEXOEHUST PErMCTPALMOHHOIO YyAOCTOBEPEHMS NEKApCTBEHHOrO npenapaTta no
3a8BNEHN0O B MNUCbMEHHOW opme JepXaTtens wunu Bragenbla perncTpaumoHHOro  yaAOCTOBEPEHMS
NEeKapCTBEHHOro npenapaTta unM yYrnoriHOMOYEHHOIO MMM OPYroro HpuanMdeckoro nuua o Bblgadye agybnukarta
PErncTpaumMoHHOrO YOOCTOBEPEHUS JNEeKapCTBEHHOro mnpenapata  YNoSIHOMOYEHHbIN  dhedepanbHbii - opraH
WCMNONMHUTENBbHOW BNacTu B CPOK, He MpeBbIlLAKWNA AECATM paboumx OHEN CO OHSI MOCTYNINEHWs 3asiBreHUs,
BblgaeT Aybnukat perncTpauMoHHOro YOOCTOBEPEHMSI IeKapCTBEHHOro npenaparta. 3a Bblgady gybnukata
perucTpaumMoHHOro YOOCTOBEPEHUS JIEKAapCTBEHHOrO npenapata B3MMaeTCcs roCyAapCTBEHHAsd MoWnHa B
COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccuitckon deaepaumm o Hanorax 1 cbopax.

(4acTb 4 BBegeHa defepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

MpumeyvaHue.
Cpok peructpauum nekapcTtBeHHoro npenapara, mcrtekawowmi ¢ 15.03.2020 no 31.12.2020, npoaneH Ha 12
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mecsues (MoctaHoBneHne MNpasutensctea PP ot 03.04.2020 N 440).

CraTbsa 29. NoaTBepXAeHMe rocyaapCTBEHHON perncTpaumm nekapcTBeHHOro npenapara
(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. lMoaTeBepXxaeHne rocygapCTBEHHOM pervcTpaumMyM NeKapCTBEHHOro npenapaTta OCYLLECTBsieTCsl MNpu
Bblgaye ©eCccpoyvHOro pervcTpauMoHHOrO YAOCTOBEPEHUS FEKAapCTBEHHOrO Mpenapata B Clyyae, ykasaHHOM B
yacTtu 2 ctatbk 28 HacTosiwero PegepanbHOro 3akoHa, B CPOK, HE NPEBbLILLAILLNA LECTMAECATN paboymx gHEeNn co
OHS  NOmNyyYeHUs COOTBETCTBYHOLUMM YNONHOMOYEHHbIM defepanbHbiM  OpraHOM  UCMOMHUTENBHOW BNacTu
3asBNeHNst 0 NOATBEPXKAEHMM FOCYOAPCTBEHHOW perucTpalmm nekapcTBeHHOro npenapata. He ocyliectensieTcs
noATBEPXKAEHME FOCYAapCTBEHHOW perncTpauumn B OTHOLLEHUN NeKapCTBEHHOrO npenapaTta, He HaxoguBLLEerocs B
obpaweHnn B Poccurickon depepaunn B TedeHne Tpex u Gornee neT, a Takke B OTHOLUEHUM FEKAaPCTBEHHOrO
CpeacTBa, NpOM3BEAEHHOr0 C HapyleHuem TpeboBaHusA, YCTAHOBMEHHOro yacTtbio 3.7 cTtatbk 71 HacTosLlero
depepanbHOro 3akoHa.

2. 3asBneHne O MOATBEPXOEHWM [OCYAapCTBEHHOW pernctpauMm nekapcTBEeHHOro mnpenapata Aang
MEOMUMHCKOTO NPUMEHEHUS NpPeacTaBnseTcs B COOTBETCTBYIOLWMA YNONHOMOYEHHbLIN (beaepanbHbii  OpraH
MCMOMHUTENbHOW BMAcTM He paHee 4YeM 3a CTO BOCEMbAECAT AHEeW [0 WCTEeYEeHUs Cpoka [AencTBUS
perncTpaumMoHHOro yaqocToBEepeHWs NekapCTBEHHOIO npenapaTta Ans MeguumMHCKOro NpUMeHeHus.

(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2.1. 3asBneHne O MNOATBEPXAEHUWN TrOCYAapPCTBEHHOW perucTpauum nekapcTBEHHOro npenaparta Ans
BETEPUHAPHOIO MPUMEHEHNS MpeacTaBnseTca B COOTBETCTBYIOLMA YMNOMHOMOYEHHbIV deaeparnbHbI  opraH
MCMONHWUTENbHON BMAacTM He paHee Yem 3a CTO BOCEMbOECAT [AHeW [0 MUCTeYeHUs Ccpoka [AencTBUs
perncTpaumMoHHOro yaAOCTOBEPEHUSI NeKapCTBEHHOro npenapara Ans BeTepPUHapHOro NPUMEHEeHWs U He nosgHee
OKOHYaHUSA CpoKa ero AencTBus.

(vacTb 2.1 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

3. [lMoaTteepxaeHne rocyaapCTBEHHOW perucTpaumMm rekapCcTBEHHOro rpenapata OcCyLecTBnseTcsa no
pesynbTaTtamM SKCNepTU3bl OTHOLUEHUS OXWAAeMOW MOsSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npenapata Ha OCHOBaHUW pe3ynbTaTOB MOHUTOPUHIa 3PEKTUBHOCTM M 6Ge30macHOCTU feKapCTBEHHOro
npenapaTa, NPOBOAUMOrO AepXaTeneM Unu BrafensbueM perncTpauuoHHOro YOAOCTOBEPEHUS NEeKapCTBEHHOMO
npenapaTta NMbo YNOfIHOMOYEHHbIM VMU OPUANYECKMM MMLOM, @ Takke COOTBETCTBYHLUMM YNONHOMOYEHHBIM
denepanbHbiM OpraHoOM WCMOSNIHUTENbBHOM BracT B COOTBETCTBUM C TpeboBaHusiMM cTaTbu 64 HacTosLero
depnepanbHOro 3akoHa.

4. K 3asBneHuno o noarBepXxXgeHun FOCYﬂapCTBeHHOVI perncTtpaunm nekapCTtBeHHOro npenaparta Aana
MEeANLIMHCKOIro NnpMMeHeHna npunararoTca:

1) DOKyMEHTbI, cogepxalime pesynbTaTbl MOHUTOPUHIra 3PEKTUBHOCTN N BE30NacHOCTU NeKkapCTBEHHOrO
npenapata Ans MeOULUHCKOro NpUMeEHEHUs, NPOBEAEHHOro AepXarernem unv BragenbueM perucTpaumoHHOro
YAOCTOBEPEHUs1 eKapCTBEHHOro npenapaTta Ans MeOUUMHCKOTO MpPUMEHEHUst NMBo  YNonHOMOYEHHBIM UM
IOPUONYECKUM NULOM, MO dopMme, YTBEepXOEeHHOW YNOSTHOMOYEHHbIM defdeparnbHbIM OpraHoM WCMOSHUTENbHOW
BnacTu;

MpumeyaHue.
C 01.01.2021 B n. 2 4. 4 cT. 29 BHOcATCA n3MeHeHus1 (O3 o1 27.12.2019 N 478-93). Cm. byayLLyo peaakumio.

2) Konua nuueHsnn Ha npou3BoACTBO JTIEKAPCTBEHHbIX CpeacTB UM KONUA 3aKrir4veHuA O COOTBETCTBUU
npoun3ssognuTena JInekapCTBeHHbIX CpeactTs TpGﬁOBaHI/IHM npasun Ha.qnemau.l,eﬁ I'IpOI/ISBOp,CTBeHHOVI NPaKkTuKu,
BblAaHHbIX YNOJTHOMOYEHHbIM q)e,qepaanuM opraHom NCNONMHUTENbHOWN BNAacTu B OTHOLLUEHUN I'IpOI/ISBOJJ,CTBeHHOVI
nnowagky nekapcTseHHOro npenaparta Ang MeanumnMHCKoro npuMeHeHus, rocyaapcTBeHHasa perucrpaumsa KotToporo
noaTBEPXKAAETCA B Cryvyae, ecrv MpoM3BOACTBO JIEKAPCTBEHHOro npenapata Ans MeOULMHCKOro MpUMEHEHUS
ocyulectansietcs B Poccuiickon ®epepauuu;
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MpumeyaHue.
C 01.01.2021 B n. 3 4. 4 cT. 29 BHOCATCA M3MeHeHus (P3 oT 27.12.2019 N 478-®3). Cm. 6yayLuyto pegakumio.

3) Konmus BbIJAHHOW YMOMHOMOYEHHbIM OpPraHoOM CTpaHbl MPOWM3BOAUTENS JULEH3UW Ha MNPOM3BOACTBO
nekapCTBEHHOro npenaparta Ans MeOMUUHCKOro MPMMEHEHWS U ee MepeBof Ha PYCCKUA A3bIK, 3aBEpPEHHbIe B
YCTaHOBMEHHOM MOPSAKE, a TakkKe KOMWUsl 3aKMioyYeHMsl O COOTBETCTBUM MPOU3BOAUTENS NEKAPCTBEHHbBIX CPEACTB
TpeboBaHVAM nNpaBun Hagnexalwlen Npou3BOACTBEHHOW MPaKTUKW, BblAAHHOMO YMOMHOMOYEHHbIM dhedeparbHbIM
OpraHoOM MCMOMHUTENbHOW BMAacTu B OTHOLUEHWM MPOU3BOACTBEHHON NMOLLAAKM NEeKapCTBEHHOro npenaparta ans
MEeLMLMHCKOrO MPUMEHEHUS, rOCYyAapCTBEHHAsa perucrpaums KOToporo noaTBEPXAAeTCs, MMM KOMWSA peLleHus
YMOMHOMOYEHHOro  befiepanbHOrO0  OpraHa  MCMOMHUTENbHOW BRactM O NPOBEOEHUM  UHCMNEKTMPOBAHMUSA
npov3BoaUTENSA NEKapCTBEHHbIX CPeacTB B Crnydae, ecnv NpoM3BOACTBO fEKApCTBEHHOrO npenaparta Ans
MeOMLIMHCKOro NMpMMEHEHMS OcyLLecTBrsieTcs 3a npegenamu Poccunckon ®enepavuu.

(vacTb 4 B pen. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHoWweHun 61onorm4eckmx nekapcTBeHHbIX NpenapaToB Ans MeANLMHCKOro NPUMEHEHNS 3asBuTernb
AOMNOMHUTENBbHO MpeAcTaBnseT pesynbTaTbl MEpPONnpUATUIA, NPEeAYyCMOTPEHHbIX MfaHOM YrpaBfieHWs puUCcKamu,
YTBEPXAEHHbIM  YNOMHOMOYEHHbIM  dbeaepanbHbiM - OPraHoM  WUCMONHUTENbHOW BRacTu Npu  OCYLLECTBAEHUN
rocy4apCTBEHHOWN pernctpaumm nekapcTBEHHOro npenapara Ans MeaMuUMHCKOro NpuMeHeHus.

(vacTb 4.1 BBegeHa PeaepanbHbiM 3akoHOM 0T 04.06.2018 N 140-93)

4.2, K 3asBneHnio O NOATBEPXOEHUM rOCYyOapCTBEHHOW perucTpauum NekapCTBEHHOro npenaparta gngd
BETEPUHAPHOIO NPUMEHEHUS NpunararTcs AOKYMEHTbI, cogepXallme pesynbTaTbl MOHUTOPUHIa 3dEKTUBHOCTHN
N 6e30nacHOCTU NEKapCTBEHHOro npenapata Ans BETEPUMHAPHOro NPUMEHEHUs, MPOBOAUMOro AepXaTenem unum
BNagenbLeM pPerncTpaumMoHHOrO YAOCTOBEPEHUS FIEKapCTBEHHOrO npenaparta Ansi BETEPMHAPHOro NpUMEHEHUS
nnbo yNOMHOMOYEHHBIM UM HOPUONYECKAM NULIOM, NO hOopMe, YTBEPXKAEHHOW YNOMHOMOYEHHbIM dheaepanbHbIM
OpraHoM UCMOMHUTENBHOW BNacTW, N OOKYMEHTbI, YKa3aHHble B nyHktax 1, 2 - 2.2, nognyHktax "a", "6", "k", "n"
nyHkta 4 4vactm 3 crtatem 17 HacToswero PegepanbHOro 3akoHa. B oTHOWEHUM KMMMYHOBMOMOrMYECKMX
NEeKapCTBEHHbIX MpenapaToB ANs BETEPUHAPHOrO MPUMEHEHUS He NPeacTaBnsAlTCA CBeOEHUs, yKasaHHble B
noanyHkte "k" nyHkta 4 4actm 3 ctatbm 17 Hactoswero degepanbHOro 3akoHa. B OTHOWeEHWM nekapcTBEHHbIX
npenapaToB ans BETEPUHAPHOro NPUMEHEHNS, NOMny4YeHHbIX c NpUMEHEHNEM
reHHO-NHXEHEPHO-MOANMDULNPOBAHHBIX OpPraHM3MOB WKW COAEPXKALLUMX Takme OpraHuaMmbl, AOMNOSIHUTENbHO
npeacTaBnsaTCA CBeAEeHUS, yKasdaHHble B NyHkTe 13 yactu 3 ctaTbu 17 HacTosiwero PegepanbHOro 3akoHa.
(yactb 4.2 BBegeHa PepepanbHbiM 3akoHoM oOT 04.06.2018 N 140-93; B pea. defepanbHOro 3akoHa OT

02.08.2019 N 297-3)

MpumeyaHue.
C 01.01.2021 4. 4.3 c1. 29 usnaraetca B HoBon pepakummn (O3 ot 27.12.2019 N 478-93). Cm. OyayLiyto
pegakumio.

4.3. C 3asBneHnMemM O MNOATBEPXOEHUN TOCYLApCTBEHHOW perMcTpauuu nekapCTBEHHOro mnpenapara
3aaBuUTENb NPEACTaBNAET KOMUIO [OKyMEHTa, MNoATBEPXAAlLWero ynnaTy rocygapCTBEHHOM MOLWMMHBL 3a
NOATBEPKAEHNE TOCYLApPCTBEHHOW PEerncTpauum rekapCTBEHHOro mnpenapata, Mbo MOXeT npeacTaBuTb
yKa3aHHbIA [OOKYMEHT Mo COOCTBEHHOW WHMumatMBe. B cnyyae HenpeacTaBneHUs yKa3aHHOIO [JOKYMEHTa
YNONTHOMOYEHHbIV (befeparnbHbli OpraH MCNOMHUTENBHOW BRacTu npoBepsieT hakT ynnaTbl rOCyAapCTBEHHOW
MOLNWHbI 3asiBATENEM MOCPEACTBOM WCMNONb30BaHWUA WHdopmaumm 06 ynnaTte rocyaapCTBEHHOW MOLUSMHBI,
cogepxawenca B [ocygapCTBEHHOW WH(OPMALMOHHOW CUCTEME O TOCYAAPCTBEHHBIX WM MyHMLUMNANbHbIX
nnartexax, Ha OCHOBaHUM NpeACTaBNEHHOM 3asiBUTENEM KOMUU [OKyMEHTa, MoATBEepXXAaloLwero ynnaTty
rocygapcTBEHHOM MOLWANHBI.

(vacTb 4.3 BBegeHa deaepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

5. B TedyeHue pecatn paboumx OHEW CO OHS MPUHSATUS 3asiBNEHMS O NOATBEPXOEHWMU rocyLapCTBEHHOM
pervcTpaumm NiekapcTBEHHOO Npenapara U JOKYMEHTOB, cofepXXaluux pesyrnbTaTbl MOHUTOPUHIa 3pdEKTUBHOCTH
N 6e3onacHOCTU NnekapCTBEHHOro npenapara, NPoBOAMMOrO AepxaTenem unu Bnagenbuem pernctpaunuoHHoOro
YAOCTOBEPEHUS]  NEKapCTBEHHOrO  npenapata nuMbo  YNOMHOMOYEHHBIM UMW IOPUOUYECKUM  JIULIOM,
YMOMHOMOYEHHbIW dpefeparnbHblid OpraH UCMOMNHUTENbHOW BNacTu:
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1) npoBOAUT NMPOBEPKY MNOJIHOTHI cBegeHun, coaepXalinxca B npeacrtaBlieHHbIX 3adaBUTenemM JOKYMEeHTax;

2) NpMHMMaET peLleHne O nNpoBeaeHun unm ob oTkase B NpOBEAEHUN 3KCNepTU3bl OTHOLLEHUS OXuaaemon
Nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSI NEKAapCTBEHHOrO npenapaTta Ha OCHOBaHUM pPe3yrbTaToOB MOHUTOPUHIa
appekTBHOCTM M 6e3onacHOCTM NeKapCTBEHHOro npenapara, NPOBOAMMOIO AepXaTenem unv Bnagernbuem
pPerncTpaumMoHHOro yAOCTOBEPEHMS MEKapCTBEHHOro npenapata nuMbo YNONMHOMOYEHHbIM WMW  IOPUANYECKUM
nMuoM, a Takke degepanbHbIM OpraHoOM MCMOMHUTENBbHOW BracTu B COOTBETCTBMM C TpeboBaHuAMU cTaTbu 64
HacTosiero ®egepanbHOro 3aKoHa;

3) yBegoMnNseT B 9MEKTPOHHOW hopMe Unv NUCbMEHHON (bopMe 3asaBUTENS U SKCNEepTHOE ydpexaeHune o
NPUHATOM peLueHun NMbo B criydae NpUHATUSA pelleHus o6 oTkase B MPOBEAEHUN KCNEePTU3bl yKasbiBaeT NPUYMHBI
Takoro oTkasa.

6. B cnyyae BbISIBNIEHUS] HeOOCTOBEPHOCTM WU (MNM) HeOQOCTATOMHOCTM WMHGpopMauMu, codepXkallencs B
NpeacTaBrieHHbIX 3asiBUTENIeM [OOKYMEHTax, YNOSTHOMOYEHHbI dheaeparnbHbli opraH WCTONHWUTENbHON Briactu
HanpaBnsieT 3asaBUTEN0 3anpoc 00 YTOYHEHUM yKasaHHOM WHdgopMauuu. 3anpoc  YNoNTHOMOYEHHOTO
(benepanbHOro opraHa WCMOSHATENbBHOW BracTM MOXeT OblTb nepedaH YNoNHOMOYEHHOMY NpeacTaBuUTeNto
3aABUTENs NNYHO NMOA PacnucKy, HanpaBrieH Mo MoyTe 3aka3HbIM MUCbMOM UIW NepeaaH B 3NEKTPOHHON dopme
Mo TENEeKOMMYHMKALIMOHHBLIM KaHanam cBssu. B cnydyae HanpaBneHust 3anpoca yrnonHoMOYeHHOro doeaepanbHOro
opraHa WCMOMHUTENbHON BNAacTu Mo noYTe 3aka3HbIM MUCbMOM OH CUYMTAETCHA NOMYyYEeHHbIM MO UCTEYEeHUU LecTu
[Hel ¢ AaThbl HanpaBneHWs 3aKasHoro NMcbma.

7. 3asButenb 006s513aH npeacTaBuUTb OTBET Ha 3anpoc YMNONHOMOYEHHOro defepanbHOro  opraHa
WCNOMHWUTENBHOW BMAcTU B CPOK, He NpeBbilIaloWMn AeBAHOCTa pabounx AgHen co AHA ero nomnyveHust. Cpok,
yKasaHHbIi B 4YacTM 5 HacTosien cTaTbu, NPUOCTaAHaBMUBAETCS CO [OHA HamnpaBneHus 3asiBuTento 3anpoca
YNONMHOMOYEHHOro chefepanbHOro opraHa WCMOSIHUTENLHOW BNacTh A0 AHS MOMyYeHUS UM COOTBETCTBYIOLLErO
OTBETA W HE YYUTHIBAETCS MNPU  WCYMUCIIEHUM CPOKa MOATBEPXKAEHUS TrOCYOAapCTBEHHOW —perucrpauum
nekapcTBEHHOro npenapara.

8. OcHoBaHMeM Ana oTkasa B MPOBEAEHWW IKCMEPTU3bl OTHOLUEHUS OXMAAEeMOW MNOfb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNS NeKapCTBEHHOTO npenapaTa SBNsSeTca npeAcTaBneHne JOKYMEHTOB, CoOAepXallux pesynsTaThbl
MOHUTOPUHra acpdeKTMBHOCTM 1 Be30nacHOCTU NekapCTBEHHOro npenapara, u (Mnv) B OTHOLLEHUN BMonornyecknx
neKapcTBeHHbIX NpenapaToB pe3ynbTaToB OCYLECTBNEHUS MEPONPUATUA B COOTBETCTBUM C NIAHOM YnpasneHus
puckamu,  YTBEPXAEHHbIM  YNONMHOMOYEHHBIM  befepanbHbiM - OpraHOM  UCMOSTHUTENbLHOW  Bnactn  npu
OCYLLECTBMEHNM FOCYAapCTBEHHOW pernctpaumn nekapcTBEHHOro npenapaTa, B HernosHoM obbeme, OTCYTCTBME
WHpopmaunu, noaTeepxaatoLen akTt ynnartbl rocygapcTBEHHOM MOLUUHLI 3a NOATBEPXAEHME rocygapCTBEHHOM
permcTpaumm nekapcTBeHHOro npenapara, nnmbo HenpeacTaBneHne 3asBUTENEM B YCTaHOBIEHHbIN CPOK OTBETa Ha
yKasaHHbI B 4YacTuM 6 HacToswen cTtaTbu 3anpoc YNOSTHOMOYEHHOro defepansHOro opraHa WMCNONHUTENBHOW
BMacTK, a Takke OTCYTCTBME B yKa3aHHbIX JOKYMEHTax nHdopmMaumm, kKotopas AorkHa bbiTb B HUX OTpaxeHa.

9. 3KcnepT|/|3a OTHOLLEHMS OXMOaeMOoW Monb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA JeKapCTBEHHOro
npenapara B UenAax noarBepXxXaeHudA I'OCWJ,aPCTBeHHOIZ perncrtpaunn nekapCcrtBeHHOro npenaparta npoBoAUTCA
Komumccuen QKCMNepTOoB IKCNEePTHOIo y4pexxaeHnd B CPOK, He I'IpeBbILIJaPOLLI,VIIZ COpOKa pa60‘-II/|X OHen.

10. B cnyyae HegoCTaTOMHOCTU NMPeACTaBIEHHbIX 3KCMepTy MaTepuanoB AN Aadu 3akfouYeHUss aKcrnepT
obpalllaeTcs K pyKoBOOWUTENO 3KCMEPTHOrO YYpexaeHus O NpedocTaBleHUun emy HeobXoauMbiX MaTepuarnos.
PykoBoauTenb 3KCMEPTHOro Yy4ypexaeHust obpallaeTcss C COOTBETCTBYIOLMM 3arnpocoM B YNOJTHOMOYEHHbIN
tbenepanbHbIit opraH WUCMOMHWUTENBHOW BMacTW, BblAaBLIWUIA 3aJaHWe Ha MnpoBedeHVe 3KCNepTu3bl OTHOLUEHWS!
oXuaaemol nosb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWs NeKapCTBEHHOrO npenaparta Ha OCHOBaHUM JOKYMeHTa,
cofepxallero pesynbTaTbl MOHWUTOPWUHIa 3dEKTUBHOCTM M 6Ge3onacHOCTW JlekapCTBeHHoro npenapaTa. B
TeyeHve MATU paboymx OHEeW Co AHS MOCTYMINEHUA 3anpoca PYKOBOAMTENS 3KCMEPTHOMo YYPEXOEeHUs yKasaHHbIN
dbenepanbHbI opraH UCMOSNHUTENIbHOM BNacTy HanpasnseT 3asaBUTENo 3anpoc O NpeacTaBlieHnM HeobXoamMblxX
mMaTtepuarnos, KOTOPbIA MOXeT ObITb NepefaH YNoNHOMOYEHHOMY NpeacTaBUTenNto 3asaBUTENs NIMYHO Nof, Pacnucky,
HanpaBneH Mo MNoyTe 3akasHbiM MUCbMOM WM nepenaH B 3MEeKTPOHHONW hopMe Mo TeneKOMMYHUKALMOHHBIM
kaHanam cBsi3n. B cnyyae HanpaBrieHusi 3amnpoca YMNoSfIHOMOYEHHOro hefepanbHOro opraHa MCMONHUTENbHOM
BMACTK MO MoYTe 3aKa3HbIM MUCbBMOM OH CYUTAETCS MOJTyYEeHHBbIM MO UCTEYEHUM LWECTU AHEN ¢ AaTbl HanpasreHus
3aKasHoro nvcbMa.
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11. Baasutenb o0s3aH npeacTaBMTb OTBET Ha 3anpoc YNOMHOMOYEHHOro dedepanbHOro opraHa
NCMONMHUTENbHOW BNAcTu B CPOK, HE MPEBbILWALWNA LWEeCTMAECATM pabounx AHEN CO OHSA MOMYyYEHUs yKasaHHOro
3anpoca. YNoJIHOMOYEHHbIV doedeparnbHbI OpraH UCMONTHUTENbHON BNAcTu, BbiAABLUMIA 3a4aHne Ha NpoBedeHune
3KCNEepTM3bl OTHOLLEHUST OXMAAEeMOWN MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro npenapaTa Ha
OCHOBaHUM [OKyMeHTa, coaepxallero pesynbTatbl MOHUTOpUHra 3ddeKkTMBHOCTM U BesonacHocTH
nekapCcTBEHHOro npenapaTta, B TedeHue nNaTn pabounx gHen co AHS NOCTYNMeHus OT 3asBMTenNs OTBETa Ha 3anpoc
YNONTHOMOYEHHOIO PedepancHoOro opraHa WCMNOMHUTENbHOW BRAacTu HanpaBnseT 3TOT OTBET B 9KCNepTHoe
yypexgeHue. B cnyyae HenpeacTtaBneHWs No UCTEYEHMU LiecTuaecatTn paboumx OHeW 3asBuTenem oTBeTa Ha
YKa3aHHbIA 3anpoc YNoNHOMOYEHHbIN bedepanbHbii OpraH UCMOMHUTENbHOW BRacTW, BblAABLUMA 3aJaHuMe Ha
NpoBeAEHNE IKCMEPTU3bl OTHOLLEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JIEKAPCTBEHHOIO
npenapaTa Ha OCHOBaHUWM OOKyMEHTa, codepXallero pesyrnbTtaTbl MOHUTOPUHIa 3heKTMBHOCTM N Ge3onacHoCTH
nekapCTBEHHOro npenapara, B TedeHune natn paboumx gHewn HanpaBnsaeT B 3KCNEPTHOE yupexaeHe yBeaoMseHmne
O HenpeacTaBneHun 3asiBUTENEM OTBETA Ha 3anpoc yka3aHHOro opraHa. Bpems co gHs HanpaBneHus 3anpoca
9KCMEPTHOTO y4YpeXaeHUs B yNOMHOMOYEHHbIN deaepanbHbli OpraH UCMONHUTENbHON BAAacTu A0 AHS MosydYeHus
9KCMEPTHbIM y4YpexAeHneM OTBeTa Ha 3anpoc MW yBEOOMIIEHWS O HEMNpeAcTaBleHWM OTBETa Ha 3anpoc He
YYNTBIBAETCSA MPU UCHUCIIEHUM CPOKa MPOBEAEHUS SKCMEePTU3bl OTHOLLEHMS OXMAAEMOW NONb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS FeKapCTBEHHOro MpenapaTta Ha OCHOBaHUW [JOKYMeHTa, coAepxallero pesynbTaThbl
MOHUTOPWHra adhEKTMBHOCTN 1 Be30MacHOCTN NekapCTBEHHOrO npenapara.

12. B cpok, He NpeBbILLaloLLMA OeCATH pabounx OHEeR co OHS NONyYeHUs 3aKIoYeHNsI KOMUCCUIN SKCNepToB
no pesyrnbTaTam 3KCNepTN3bl OTHOLIEHUS! OXNOAEMOM MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS NIeKapCTBEHHOIO
npenapara, COOTBETCTBYHOLLMIA YNONTHOMOYEHHBIN (heaeparbHblii OpraH UCMOSTHUTENbHOM BNacTu:

1) OCYyLUEeCTBNAET OLEeHKY 3TOro 3aKkrno4eHna ona onpegeneHna ero cCooteeTCTBuA 3agaHUo Ha npoeegeHne
yKa3aHHOW 3KCNepTu3bl;

2) NnpuMHMMaeT pelleHne o NoaTBEPXKAEHUN rocyaapCTBEHHON perncTpaummn NekapcTBEHHOro npenapaTa unm
06 oTKase B NOATBEPXKAEHWNM FOCYAapCTBEHHOWM perncTpauum fiekapCTBeHHOro Npenapara;

3) BHOCUT NpW NPUHATUN pEeLLeHVs] O MOATBEPXOEHUU FOCYLAPCTBEHHOW perucTpauuy nekapcTBEHHOro
npenapaTta CBeeHUsi B rOCY4ApPCTBEHHbIN PEecTp NeKapCTBEHHbIX CPEACTB M BblaaeT 3asButento HeccpoyvHoe
perncTpaumoHHoe yaOoCTOBEePeHVe NekapCcTBEHHOro npenapara.

13. OcHoBaHWeM Ans oTkasa B NOATBEPXAEHUN roCyAapCTBEHHON perncTpauum nekapcTBeHHOro npenapara
ABMNSETCHA 3aKNioYeHWe COOTBETCTBYIOLLErO YNOTHOMOYEHHOro hefiepanbHOro opraHa UCNosHUTENBHOW Bractu o
TOM, YTO PUCK MPUYMHEHMS Bpeda 340POBbLI0 YerioBeka WIN XXMBOTHOMO BCMEACTBME MpuMemMa NeKapCTBEHHOro
npenapaTta npesbiwaeT 3PPEKTUBHOCTL €ro NPUMEHEHUS.

(8 pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

14. B nepviod npoBedeHUst Npoueaypbl NOATBEPXKOEHUS FOCYOapCTBEHHOW perucTpauun fekapcTBEHHOro
npenaparta ero obpalleHve B Poccuiickoin Pegepaumm He npuocTaHaBNBaeTCs.

15. JonyckaeTcsa obpalleHne nekapCTBEHHbIX NpenapaTtoB A0 UCTEYEHUA CpOKa roAHOCTU, NMPOU3BEAEHHbIX
B TeYeHue CTa BOCbMWAECATU KaneHaapHblX OHEN nocne faTbl NPUHATMS YNOMHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOMHUTENBHOW BNACTU PeLUEHNst O NOATBEPXKAEHMM FOCY0AapPCTBEHHOW perncTpauumn, B COOTBETCTBUM C
WHbopmaumen, cogepxallencsa B AOKYMEHTaxX PermcTpauuoHHOro JOCbe Ha feKapCTBEHHbINM npenapart 4O AaTbl
NPUHATUS TAKOro pPeLLeHNs.
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Crtatbsa 30. BHeceHMe M3MeHeHMA B [OKYMEeHTbl, codepXalwuecs B PerucrpalMoOHHOM AoCbe Ha
3aperucTpMpoBaHHbLIN NeKapCTBEHHbIN NnpenapaTt Ansa MeaULMHCKOro NnpuMeHeHus

1. B uenax BHeceHWA WU3MEHEHWA B [OOKYMEHTbl, coepXawumecd B PerucTpaumoHHOM [JoCbe Ha
3aperncTpupoBaHHbIA NeKapcTBEHHbIM npenapaTt AN MeAWUMHCKOrOo NpUMEHeHus, AepxaTtenb unu Bnageney,
perncTpaumoHHOro yaoCTOBEPEHUS fEeKapCTBEHHOro npernapaTa UM ynoriHoMOYeHHOE UM Opyroe tpuanyeckoe
nMuo (Oanee B HacTosWwen cTaTbe - 3asBUTENb) NPEACTaBNAEeT B YMOMHOMOYEHHbIN beaepanbHbii OpraH
NCNONHUTENBHOW BriacTy 3asiBNEHNEe O BHECEHUN TakMX M3MeHeHun no oopme, yCTaHOBNEHHOW YMOMHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMNOMHUTENBHOW BNAcTu, 1 nNpunaraemMble K HeMy N3MEHEHUS B yKa3aHHble OKYMEHThI, a
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Takke AOKYMEHThI, MoATBepXXaatoLLmMe HeobX0AMMOCTb BHECEHUS TaKUX U3MEHEHWIA.
(B pea. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 04.06.2018 N 140-93)

MpumeyaHue.
C 01.01.2021 B 4. 1.1 cT1. 30 BHOCcATCA N3MeHeHust (P3 ot 27.12.2019 N 478-d3). Cm. OyayLLyto pegakumio.

1.1. lpn HeobXoAMMOCTM BHECEHUS B [AOKYMEHTbl, cogepxallmecsa B pernctpaLyMoHHOM [OoCbe Ha
3aperncTpupoBaHHbI NEKapCTBEHHbIN npenapat Ang MeAUUMHCKOro MNPUMEHEHUS, U3MEHEHWN, YKas3aHHbIX B
NyHKTE 3 YacTu 2 HacTosILLEN cTaTbh M TPeBYIOLNX NPOBEeAEHUS 3KCNEPTMU3bl KauecTBa NeKapCTBEHHbLIX CPEACTB,
3aaBUTENb OOMOSHUTENbHO NPeACTaBnseT B YNOMHOMOYEHHbIV dedepanbHblii OpraH UCMNOSIHUTENbHOW BriacTu
KOMUIO JMLEH3MM Ha MNPOU3BOACTBO JIEKAPCTBEHHbLIX CPEeacTB WM KOMWUIO 3aKIHYEHMS O COOTBETCTBUM
NpoM3BOOUTENS JEKAPCTBEHHbLIX CPEACTB TpeboBaHUSAM MNpaBui Hagnexawen npOou3BOACTBEHHOW MPAKTUKW,
BblAaHHbIX YMOJIHOMOYEHHLIM d)efeparnbHbiM OPraHoOM MCMOSTHUTENbHOW BNAcTM B OTHOLUEHWM WM3MEHEHHOW W
(vnn) OONONHEeHHOW NMpPOM3BOACTBEHHOM MIOLAAKMA FIEKAPCTBEHHOrO npenapaTa, B Clyyae, ecnu npov3BOACTBO
NeKkapcTBEHHOro npenapata ocyuwectenserca B  Poccuiickon  ®degepaumn, nubo  KONWlo  BblgaHHON
YMNOMHOMOYEHHBIM OpraHOM CTpaHbl NPOU3BOAUTENS NULIEH3UN HA NPOM3BOACTBO JIEKAPCTBEHHOrO Npenaparta u ee
nepeBo Ha PYCCKUI A3bIK, 3aBEPEHHbIE B YCTAHOBMEHHOM NMOPSAAKE, a TakkKe KOMUK0 3aKrnioYeHUs 0 COOTBETCTBUM
Npov3BOAUTENS NEKAPCTBEHHbIX CPEeACTB TpeboBaHMAM npaBui Hagnexawlenm NPOu3BOACTBEHHOW MNPAKTUKW,
Bbl@HHOMO YMOMHOMOYEHHbIM doefeparnbHbiM OpPraHoOM MCMOMHUTENbHOW BNAacTU B OTHOLUEHUN WU3MEHEHHOW U
(V) OONOMHEHHOW NpPOM3BOACTBEHHOW MNOWAOKA JIEKAPCTBEHHOro Mpenapata, WM KOMUI0  peLUeHus
YMOIHOMOYEHHOro  doefiepanbHOr0  OpraHa  MCMOSIHUTENbHOW BfactM O MNPOBEOEeHUN  UHCMEKTMPOBAHUS
Npov3BOOUTENS NEKapCTBEHHbIX CPEACTB B Clyyae, €cnvM MNPOW3BOACTBO JIEKAPCTBEHHOro npenapara
ocyuwlecTBngaeTca 3a npegenamu Poccuiickon egepauuu.

(vacTb 1.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

MpnmeyaHue.
C 01.01.2021 B 4. 1.2 cT. 30 BHOCATCA N3MmeHeHust (P3 ot 27.12.2019 N 478-d3). Cm. OyayLLyto pegakumio.

1.2. lpn HeoOXoOUMMOCTM BHECEHMS B [OOKYMEHTbI, cCoAepXallmeca B pPEerucTpauuoHHOM [OoCbe Ha
3apEerncTpupoBaHHbIN NEKAPCTBEHHbIN MNpenapat And MeAWUMHCKOro MNPUMEHEHUS, U3MEHEHWUN, yKa3aHHbIX B
NyHKTe 4 YacTu 2 HaCTOsILLEN cTaTbu 1 TPeOYOLWUX NPOBEAEHUSA IKCNEPTM3bl KAYECTBA JNIEKAPCTBEHHBLIX CPeACTB,
3asBUTENb OOMOMHUTENbHO NpeacTaBnseT B YNOMHOMOYEHHbIM dedepanbHbIi opraH UCMOMHUTENbHOW BriacTu
KOMUIO MNULUEH3MM Ha nNPOU3BOACTBO fleKapCTBEHHbIX CPEeACTB WM  KOMUIO 3akrioYeHuss O COOTBETCTBUM
npou3BoauTenNst NeKapCTBEHHbIX CpeacTB TpeboBaHWAM npaBun Haanexalwewn MNpou3BOACTBEHHOW MPaKTUKM,
BblaHHbIX YMOMHOMOYEHHbIM dheepanbHbIM OpraHoM UCMONMHUTENBHOW BriacTu B OTHOLUEHWUW NPOU3BOACTBEHHOM
nnowiagkM nekapcTBEHHOro npenaparta, B Ccfy4ae, ecnu MpOM3BOACTBO NEeKapCTBEHHOro mnpenapara
ocywecTtBnsetca B Poccunckon Pegepaummn, nubo KONv BblAAHHOW YNOMHOMOYEHHBIM OpPraHoOM CTpaHbl
npoussoauTens nULUEH3UM Ha MNPOM3BOACTBO NEKApCTBEHHOrO npenapata U ee nepeBOd Ha PYCCKMN A3bIK,
3aBepeHHble B YCTAHOBMEHHOM MOpsAKe, a Takke KOMUIO 3akiioyeHust O COOTBETCTBUMM NpPOW3BOAUTENS
NEKapCTBEHHbIX CPeAcTB TpeboBaHWsSM npaBuil  Hagnexalwen npou3BOACTBEHHOW NPaKTMKKW, BblAAHHOIO
YMOMHOMOYEHHbIM dhefeparnbHbIM OpraHOM UCMNOSNTHUTENBHOM BNACT B OTHOLLEHUN NPOU3BOACTBEHHOW MOLaaKM
NneKkapcTBEHHOro npenapaTa, UMM KOMUIo peLleHns YNorTHOMOYEHHOro defepanbHOro opraHa WUCNONHUTENBHOM
BNacTM O MpOBEeJEeHUN WHCNEeKTUPOBaHUSA MNpou3BOAUTENSA FNeKapCTBEHHOro cpeactsa B crydae, ecnuv
Npou3BOACTBO NEKapCTBEHHOro npenapara ocyLecTBNsaeTcs 3a npegenamu Poccuinckon degepaunu.

(4acTtb 1.2 BBegeHa degepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

1.3. MpuHATUE peLleHns 0 BHECEHUN M3MEHEHUN Unn 06 OTKasze BO BHECEHUU U3MEHEHUIA B OOKYMEHTHI,
cogepxawmecda B pPerucTtpauuoHHOM [0Cbe Ha 3aperncTpuMpoOBaHHbLIM  JFIeKapCTBEHHbLIM  npenapat And
MELMLMHCKOrO MNPUMEHEHUs, B Crydae HeobXoOuMOCTM NpPOBEOEHUS SKCMEpPTU3bl KayecTBa JEKapCTBEHHbIX
CPEACTB U (Mnn) SKCNepTU3bl OTHOLLEHMS OXXMOAEMON NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWST NEKAPCTBEHHOIO
npenapata gns MeOUUMHCKOrO MPUMMEHEHMS OCYLLECTBMSAETCA B CPOK, HE MPEBbILAWUA OeBSHOCTa paboumx
OHEN, a B OCTamnbHbIX CIydasx B CPOK, He MpeBbllalWmMi Tpuauatn pabounx OHeW co AOHS MNPUHATUSA
YMOMHOMOYEHHbIM heieparnbHbIM OpraHOM UCMOMHUTENBbHOW BNACTU 3asiBNEHNS O BHECEHUW TakUX U3MEHEHUNA.
(vacTb 1.3 BBegeHa depgepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)
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1.4. YNONHOMOYEHHLIN bedeparnbHbIi  OpraH WCMOSHUTENBHOW BRactTM C  y4eTOM pes3ynbTaToB
hapmakoHag3opa M NPOBEPOK COOTBETCTBMS NEKApCTBEHHbIX CPEACTB, HaxOAsALWMXCH B rpaxgaHckom obopoTe,
YCTaHOBMEHHbIM TpebOBaHMAM K WX KayecTBy B TeyeHue [ecatu paboumx [OHe’W COo AHA MOCTynneHus
COOTBETCTBYIOLLEN WH(pOpMaUMM pasmellaeT Ha CBOeM oduumnanbHOM caunTte B cetu "UHTepHeT" cBeaeHus o
Heob6X0OMMOCTU BHECEHUSA B MHCTPYKLMIO NO MEAULIMHCKOMY MPUMEHEHMIO NeKapCTBEHHOMo npenapaTa n3mMeHeHuin
B OTHOLUEHUWN CBEAEHUN O NoKasaHUaX ANs NPUMEHEHUS U NPOTUBONOKa3aHUAX AN NPUMEHEHNsT NeKapCTBEHHOro
npenapaTta, BbISIBMIEHHbIX MOBOYHbIX AENCTBUSAX, HEXenaTemnbHbIX peakuusax fnpu NpMMEHEHUU NEeKapCTBEHHOro
npenapata v yBegomnsieT 06 3ToM B 3MNeKTPOHHOW hopMe Unu NMCbMeHHon hopme (Ha BymaxkHOM HocuTene)
Jepxatens unu  Brnagenbla perncTpaumMoHHOrO  yAOCTOBEPEHMSI  NEKapCTBEHHOro npenapata  (unu
YNOSTHOMOYEHHOE MM Apyroe lopuaudeckoe nuuo), a Takke AepXaTtenen wnu BnagenbueB pervcTpaumoHHbIX
YAOCTOBEPEHU feKapCTBEHHbIX NpenapaTtoB (UKW YNOMHOMOYEHHbIX UMW OPYrUX HOPUAMYECKMX MWL), KOTOpble
ABMSOTCS B3aMO3aMEHSIEMbIMM.

(vacTtb 1.4 BBegeHa degeparnbHbiM 3akoHOM OT 27.12.2019 N 475-03)

1.5. depxatenb unu Bnageney pernctpaumoHHOro yYAOCTOBEPEHUSA MNEeKapCTBEHHOro npenapara, a Takke
aepxartenun unu  Bnagenbubl  PErNCTPALMOHHBLIX  YOOCTOBEPEHMI  MEKApPCTBEHHbIX MpenapaTtoB  (Unu
YMOMHOMOYEHHbIE VMW ApYrMe puanMyeckne nvua), KOTopble SBMSKOTCA B3aMMO3aMeHsieMbiMK, 0653aHbl
NpeacTaBuUTb B YMNONIHOMOYEHHbIN dheaepanbHbIl OpraH MCMNOMHUTENbHOW BMAcTU 3asiBMIEHUS O BHECEHUMU
N3MEHEHNA B OOKYMEHTbI, CoOepXallnecss B perucTpaumMoHHbIX JOCbE Ha 3aperncTpupoBaHHbIE NEKapCTBEHHbIE
npenapatbl ANs MEAWLMHCKOTO TMPUMEHEHWUsl, B OTHOLUEHUW CBELAEHWUW, YKa3aHHbIX B WHCTPYKUUW MO
MeOULMHCKOMY MPUMEHEHUIO NIEKAaPCTBEHHbBIX NMpenapaToB, B TeYEHWe copoka pabounx gHen co OHSA pas3MeLleHust
YNOSIHOMOYEHHLIM dhefeparnibHbIM OpraHoM WUCMOMHUTENBHOW BriacTm WMHdOpMauuKn, ykasaHHonm B 4actn 1.4
HacTosilen cTatbu. [laHHoe TpeboBaHWE He pacnpoCTpaHseTCA Ha Crydyam BHECEHMS B WHCTPYKUMIO MO
MEeOMLMHCKOMY MPUMEHEHUIO TNEKApPCTBEHHOrO npenapara W3MEHEeHW B OTHOLUEHWW HOBbLIX MOKasaHui AOns
NPUMEHEHNS NeKapCTBEHHOro nNpenapaTa Ha OCHOBaHUM pe3ynbTaToB COOTBETCTBYHOLLUX MCCNEeSOBaHWN.

(vacTb 1.5 BBegeHa deaepanbHbIM 3aKoHOM OT 27.12.2019 N 475-93)

2. SKcnemesa NeKapCTBEHHbIX CpeacTB B YaCTh 3KCNepTuU3bl KavyecTBa J1IeKapCTBEHHOIO cpeacrtea un (VIJ'IVI)
9KCMNEePTNU3bl OTHOLLEHUA OXngaemon nosb3abl K BO3MOXHOMY PUCKY NpUMEHEeHNA NeKkapCTBEHHOIo npenapara ana
MeANLUNHCKOIo npuMmeHeHnAa npoBoAUTCA B Cllydae BHeCeHUA N3MEHEHUA B OOKYMEHTbI, coaepXauwnecda B
perncrtpaymMoHHOM O0oCbe Ha 3aperMCTpMpOBaHHbll71 J'IeKapCTBeHHbIIZ npenapat, B OTHOLLEHUA:

1) cBEAEHWIA, YKa3aHHbIX B MHCTPYKLMU NO MEAULMHCKOMY NPUMEHEHWIO NIEKAPCTBEHHOMO Npenapara:
a) nekapcTBeHHast popMa C ykazaHMeM HaUMEHOBaHWUIM 1 KONMYECTBEHHOIO COCTaBa AeNCTBYHOLLMX BELLECTB
M KayeCTBEHHONO COCTaBa BCMOMOraTembHbIX BeLecTB (Npu HeobxoOAMMOCTU KOMUYECTBEHHOIO COCTaBa

BCnomMoraTtesibHbIX BeLIJ,eCTB);

6) dapmakognHammka U (HapMaKOKMHETUKA (3@ MWCKMOYEHNEM (PapMaKOKUHETUKN FOMEeOoNaTU4ecKmx
neKapCTBEHHbIX NpenapaToB U pacTUTESNbHbIX NTEKAPCTBEHHbIX NPenapaToB);

B) MOKa3aHUsi Ans NPUMEHEHHS;

r) NpoTMBOMNOKa3aHWs Ans NPUMEHEHWS;

A) Mepbl NPeaoCTOPOXHOCTM NPU NPUMEHEHUN;

€) ykasaHue BO3MOXXHOCTM U 0COBEHHOCTEN MPUMEHEHMS NeKapCTBEHHOro npenapata ans MeauuMHCKOro
NpUMeHeHVs1 GepeMEHHbBIMU XEHLUHAMMU, KEHLLMHAaMK B Nepuon rpyaHoOro BCKapMnmBaHus, OeTbMU, B3POCTbIMU,

MUMEIOLLIMMKN XpOHUYeckne 3abonesaHns;

)K) pexum Oo3npoBaHuA, cnocobbl BBeAeHUS U NPpUMEHEeHUd, npu HeobxoaMMOoCTH BpemMaA npuema
NekapCTBEeHHOro npenapara, NnpoAoJIXUTENTIbHOCTb J1le4eHnsd, B TOM 4nucne y JeTen 4o 1 nocre o04Horo roga;

3) BO3MOXHble MObOOYHbIe Il:l.eIZCTBVIFI N HeXenaTtellbHble peakuun npu npuMeHeHnn nekapcTtBeHHOro
npenapara;

I/I) CUMNTOMbI Nepego3npoBKN, Mepbl NO OKa3aHMIO NOMOLLIK Npun Nnepeao3npoBKe,
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K) B3aumoencTBue ¢ ApyrMMu1 fieKapCTBEHHbIMY NpenapatamMum 1 (Unu) NUWeBbIMU NPOAYKTaMU;
n) copmbl BbiMyCKa NeKapCTBEHHOrO Npenapara;

M) ykasaHue (MpyM HeoGXOAMMOCTW) OCOOEHHOCTEN [OEUCTBUS JIEKapCTBEHHOrO MNpenapata Mnpu nepBoM
npueme unmv npu ero OTMeHe;

H) cBeaeHnAa O BO3MOXHOM BITUAHUW NEKapCTBEHHOro npenapata gna MeguuunHCKOro npumMeHeHua Ha
cnocoBHoCTb ynpaenATb TPAHCNOPTHbIMU CpeaCcTBaMU, MexXaHn3Mamu,

0) CPOK rogHOCTU M yKa3aHue Ha 3anpet npuMeHeHuA NneKapCTBeHHOro npenapara no UCTte4eHMn cpoka
rogHOCTH;

n) yCnoBWUsi XpaHEeHUs;

p) yCrnoBus OTMNycKa;

2) cocTaBa nekapCTBEHHOro npenapara Anst MeANLMHCKOro NpUMeHeHNs;

3) nsmMeHeHuUst MecTa NPON3BOACTBA NIEKAPCTBEHHOrO Npenapara Anst MeanLMHCKOro NPUMEHEHNS;

4) N3MEHEHNS NnokKasaTenen kayecTsa NeKapCTBEHHOIO npenaparta ana MeanunHCKOro npMuMeHeHna m (VIJ'IVI)
MEeTOOO0B KOHTPOJIA Ka4eCTBa J1IieKapCTBEHHOIo npenaparta and MmeguumHCKOro npuMeHeHuaA,;

5) namMeHeHMs1 cpoka rO4HOCTU flekapCTBEHHOMO NpenapaTta Anst MeguUmMHCKOro NpUMeEHEeHUs;

6) cBegeHMn 0 HEOBXOAMMOCTN BHECEHUS MHbIX 3MEHEHWUIA B MHCTPYKLMIO MO MEAMLMHCKOMY NPUMEHEHWIO
fieKkapCTBEHHOro npenapaTta, a Takke B MWHble OOKYMEHTbl, coAepXallMecs B PermcTpaumoHHOM AOCbe Ha
3aperncTpMpoBaHHbIVi NeKapcTBEHHbIN npenapat. [Mpn 3ToM pelleHve O MpoBedeHUW 3IKCMepTu3bl KavecTBa
rnieKkapCTBEHHbIX CPEACTB M (UNn) SKCNEPTU3bl OTHOLLEHUS OXMOAEMOW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHNS
nekapCTBEHHOro npenapata Ans MeOMUMHCKOrO MPUMEHEHUS NMPUHUMAaEeTCs B COOTBETCTBUM C YTBEPXKOAEHHON
YNONTHOMOYEHHbIM hedeparnbHbIM OPraHoOM MCMOMHUTENBHOM BNacTy knaccudukaumen M3meHeHun, BHOCMMbIX B
AOKYMEHTbI, cogepalinecs B permcTpaumMoHHOM AOCbe Ha 3aperncTpMpoBaHHbIN NEKapCTBEHHbIN npenapar.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

MpumeyaHue.
C 01.01.2021 4. 3 ct. 30 m3naraetca B HoBoW pepakumm (®3 oT 27.12.2019 N 478-03). Cm. Gyayuiyto
pefakumio.

3. C 3asBneHnem O BHECEHUW W3MEHEHWI B LOKYMEHTbI, COAepXaluMecs B PerncTpauuMoHHOM [OCbe Ha
3aperncTpUpoBaHHbIA NEeKapCTBEHHbIN MnpenapaTt Ans MEAMUMHCKOrO MPUMEHEHMUS, Hapsgy C OOKYMeHTamu,
yKasaHHbIMM B 4acTy 1 HacTosLlen cTaTbW, 3asBUTEMb NPeacTaBnseT KOMuUW OOKYMEHTOB, NOATBEPXAAoLLUX
ynnaTty rocyfapCTBEHHOW MOLUMMHbI 32 BHECEHWE B [OKYMEHTbI, coAepXaliuecss B perncTpaumoHHOM OOCbe Ha
3aperncTpUpPOBaHHbI NIEKAPCTBEHHbIA npenapaTt Anst MEAULMHCKOrO MNPUMEHEHWs, U3MEHEHUR, TpebytoLmnx
NpoBeAeHUs1 3KCMEePTM3bl NEKAPCTBEHHbIX CPEACTB B 4aCTWM 3KCMEPTM3bl KayecTBa NEKAPCTBEHHOro cpeacTtsa u
(Mnu) aKcnNepTM3bl OTHOLLEHMS OXUMAAEMOW MONb3bl K BO3MOXHOMY PUCKY NPYMEHEHUsI NTEeKapCTBEHHOIO npenapara
AN MeOMLUMHCKOTO NMPUMEHEHUs, FOCYAapCTBEHHOW MOLWUMMHLI 32 BHECEHWE B [OKYMEHTbl, coAepxaliuecs B
perncTpaumMoHHOM [OCbe Ha 3aperMcTpUpOBaHHbIN NMEKAPCTBEHHLIA Npenapat AN MeAULMHCKOro NpUMEHEHUS,
M3MEHEHUI, He TPebyIoLLMX NPoBeAeHNsT SKCNepTM3bl NEeKapCTBEHHOrO CpeAcTBa, NMbo BrnpaBe NpeacTaBuTb MO
cobCTBEHHOM WHMUMATMBE YyKa3aHHble [OKYMeHTbl. B cnyyae wux HenpeactaBneHWsi  YNonHOMOYEHHbIN
theneparnbHbIA OpraH UCMONMHUTENBHON BNacTu NpoBepsieT akT ynnaTbl rocy4apCTBEHHbIX MOLWMUH 3asiBUTENEM
MOCPEACTBOM  UCMONb30BaHMS UMHGOpMaumm 06 ynnaTe rocyAapCTBEHHbIX TMOLWMMH, codepXalleics B
FocynapcTBeHHON MHOPMAaLUMOHHON CUCTEME O FOCYAApPCTBEHHbIX M MyHUUMMANbHBIX Nnatexax, Ha OCHOBaHWUK
npeacTaBreHHbIX 3asBUTENEM KOMUIA OKYMEHTOB, NMOATBEPXKAAKLUMX YNNaTy rocyAapCTBEHHOM MOLUMMHBI.

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

4. B TeuyeHne pecaAtn pa6oq|/|x OHen co AHs NOCTynneHna yKa3aHHOro B 4actu 1 HacTosien cTaTbu

CrpaHuua 53 u3 110



®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 13.07.2020)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

3asBneHnst 1 HeobxoaMMbIX AOOKYMEHTOB yI'IOJ'IHOMO'-IGHHbIVI cbep,epaanblﬂ opraH MCMNONHUTENbHOWN BRacTu:

1) nNpoBOAMT NPOBEPKY MOMHOTbI WM [OCTOBEPHOCTM CBELAEHWUW, COAEepXaliuMxcsi B MNPeACcTaBfEHHbIX
3asBUTENEM MaTepuanax;

2) NnpUMHMMaeT pelweHne O npoBedeHUN YKa3aHHbIX B 4YacTu 2 HacTosilen cratbu COOTBETCTBYHOLLNX
JKCMNepTn3 NnekapcTtBeHHOoro cpeacrtea ninn 00 oTkase B ux npoeeaeHunn,;

3) yBegoMnsaeT B 3NEKTPOHHOW MMU MUCbMEHHOW (hOpMe 3asBUTENS O NPUHATOM peLueHMU UNn B criyyae
NpUHATUA peLleHns 06 oTkase B NpOBEeAEHMN COOTBETCTBYIOLLEN SKCNEPTU3bI C yKazaHMeM NPUYMH Takoro oTkasa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cny4ae BbiiBMEHWS HEOOCTOBEPHOCTN CBEAEHWW, coaepXallnxcs B MPeACTaBreHHbIX 3asBuTenemM
martepuanax, YNnorHOMOYEHHbIN defeparnbHbli OpraH UCMOMHUTENbHOW BNacTu HanpasnseT 3asBUTENO 3anpoc
006 YTOYHEeHWM yKasaHHbIX cBedeHWi. [JaHHbI 3anpoc MOXeT ObiTb nepegaH yNnoriIHOMOYEHHOMY MpeacTaBuTento
3asABuUTENs NIMYHO NOA PacnucKy, HampasneH No noyTe 3akasHbIM NMUCbLMOM UMW NepedaH B 3NEKTPOHHOW dopme
Nno TEeNeKkOMMYHMKAUMOHHbIM KaHanam cBa3n. B cnydae HanpasneHws OaHHOro 3anpoca No no4vte 3akasHbiM
MUCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHUM LWECTM OHEN C AaTbl HAanpaBneHns 3aKa3Horo NUCbMA.

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

4.2. 3asButenb o06s3aH npeacTaBUTb OTBET Ha 3anpoc YMNOSIHOMOYEHHOro dendepanbHOro opraHa
NCMONHUTENbHON BracTM B CPOK, He MpeBbllalWwuii AeBsAHOCTa pabounx AHen €O AHSA NOonyyYeHus LaHHOro
3anpoca. Cpok, ykasaHHbIN B YacTu 4 HacTosLen cTaTbl, NPMOCTaHaBNMBAETCA CO OHA HaMpaBrieHWs 3asBUTENHo
3anpoca YrnofmHOMOYEHHOro heaepanbHOro opraHa WCMOMHUTENbHOW BRacTu OO AHA NOMyYeHuWs MM oTBeTa Ha
OaHHbIA 3anNpoC M HE Y4YMTbIBAETCA MPU MCYUCINEHUMM CpOKa MPUHATUS PELUEHUS O BHECEHUU W3MEHEHUA B
OOKYMEHTbI, cogepXalmnecs B perncTpaumMoHHOM JOCbe Ha 3aperMcTpupoBaHHbIN NeKapCTBEHHbINM npenapart ans
MeONLMHCKOTO NPUMEHEHNS.

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

5. OcHoBaHueM Ans oTkasa B MPOBEAEHUW YyKa3aHHbIX B 4acTW 2 HACTOSLLEN CTaTbW 3KCMepTM3 ABnaeTcs
npeacTaBrneHne AOKYMEHTOB, NepeyvucrieHHbix B 4actax 1 M 3 HacToswen crtatbu, B HEMNorHoM obbeme,
HenpeacTaBneHne 3asiBUTENeM B YCTaHOBIEHHbIN CPOK OTBETA Ha ykasaHHbI B 4acTu 4.1 HacToswen craTbu
3anpoc  YMNOMHOMOYEHHOro dedepanbHOro opraHa MCNOMHWTENbHOW BRactu, a Takke OTCYyTCTBME B
npeacTaBneHHbIX JOKYMeHTax 4OCTaTOYHbIX CBeAeHWI, noaTBepXaaoWwmx HeobxoanMoCTb BHECEHUSA N3MEHEHN,
nUnmn oTcyTCTBME MHOpPMaL MK, NoaTBepXaatoLen gakT ynnatbl FOCyAapCTBEHHbIX MOLUMWH, YKa3daHHbIX B YacTu 3
HacTosALEN cTaTbu.

(B pea. PegepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

6. YkasaHHble B YacTu 2 HacTosieln cTaTby 3KCNEpPTU3bl MPOBOAATCA B NopsAKe, YCTaHOBIIEHHOM CTaTbeM
23 HacTosiwero ®efepanbHOro 3akoHa.

7. B cpok, He npeBbllaoLWwmi 4ecatn paboumx gHen Co AHSA NOMyYeHUs 3aKioYeHNA KOMUCCUA IKCNepPTOB MO
pe3ynbTataM ykasaHHbIX B 4acTW 2 HacTosWen cTaTbuM SKCMepTU3, YMNONMHOMOYEHHbIN dyefeparbHblii opraH
NCNONHUTENBHOW BNacTu:

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

1) NnpyHMMaeT pelleHne O BHECEHUN U3MEHEHWI B JOKYMEHTbI, CoAepXallnecs B permcTpaumnoHHOM O0Cbe
Ha 3aperMcTpMpoOBaHHbIN NEKAPCTBEHHLIN NpenapaT Ang MeguLMHCKOro NpUMeHeHust, unm o6 oTkase BO BHECEHMM
TaKuUX U3SMEHEHUN;

2) BHOCUT B rocyﬂ,apCTBeHHbIIZ peecTp IneKapCTBeHHbIX CpeacTB Ha OCHOBaHUW pelleHnA O BHEeCEeHUn
N3MEHEHNN B LOOKYMEeHTbI, coaepxXxalimeca B permctpalMOHHOM OOCbe Ha 3apeFI/ICTpVIpOBaHHbIl7I ﬂeKapCTBeHHblﬁ
npenapart ana megnumnHCKoro npuMeHeHuAa, HeobxoaMMble U3MEHEHUS U BO3BpallaeT Ux 3adBUTENIO,

3) BblAaeT 3asBMTEN0 HOBOE perucTpauvoHHOEe YAOCTOBEPEeHWe NeKapCTBEeHHOro npenaparta B cryyae
N3MEHEHNs CBEAEHUN, COAEPKALLMXCH B HEM.
(n. 3 BBegeH ®egepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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8. OcHoBaHMeM AOnisi 0TKasa BO BHECEHWM U3MEHEHWU B AOKYMEHTbI, COAEpXKaluMecs B permctpaumMoHHOM
0OCbe Ha 3aperMcTPUpPOBaHHbIA EKAPCTBEHHbLIA Mpenapat Ans  MeAMLMHCKOro MpUMEHEHMUsl, SIBNsieTcs
3aKroYeHe YNorHOMOYEHHOro dedepanbHOro opraHa WCMOMHUTENbHOW BNAcTUM O BO3MOXHOCTU CHUXKEHUS
6e3onacHoOCTH, kKayecTBa, AIPPEKTUBHOCTM NTEKAPCTBEHHOIO CPEACTBA B Cllydae BHECEHUS TaKUX U3MEHEHUN.

9. JonyckaeTca obpalleHne nekapCTBEHHbLIX MpenapaToB ANs MEAULMHCKOrO NPUMEHEHUst OO UCTEYEHUS
CpoKka roAHOCTM, NPOU3BEAEHHbIX B TEYEHME CTa BOCBMUAECSTU OHEN nocne AaTbl NPUHATUS YNONHOMOYEHHbIM
heaepanbHbIM OpraHOM UCMOMHUTENBHOW BNAcT peLLEHUS O BHECEHUM U3MEHEHUI B AOKYMEHTbI, coaepalumecs
B PErMcTpaLMoHHOM JOCbE, B COOTBETCTBUM C MHpOpMaLMEN, coaepXalleincsl B JOKYMEHTaxX PerncTpauMoHHOro
[OCbe Ha NeKapCTBEHHbIN NpenapaT A0 AaTbl NPUHATUS TAKOro peLleHUsI.

(vactb 9 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Ctratba 31. BHeceHMe M3MeHEeHUM B [OKYMEHTbl, coAepxaliuecsi B perucTtpauMoHHOM AOCbe Ha
3aperMcTpupoBaHHbIN NeKapCTBEeHHbIM Npenapar AnA BeTePUHAPHOro NnpMMeHeHus

MprmeyaHue.
C 01.01.2021 B @63. 1 4. 1 cT. 31 BHOocATCA n3meHeHus (P3 ot 27.12.2019 N 478-®3). Cm. byayLLyto peaakumio.

1. B uenax BHECEHMUS MW3MEHEHUN B [OOKYMEHTbl, CoAepXaliMecss B pernctpaumoHHOM [JOoCbe Ha
3aperncTpUpoBaHHbIN NEKAPCTBEHHbIN NpenapaT And BETEPUHApPHOro NPUMEHeHWs, aepxatenb unu snagenew,
pPErncTpaumoHHOro yaOCTOBEPEHMS FIEKAPCTBEHHOrO npenapaTta MM ynosiHOMOYEHHOE UM OpYroe puamyeckoe
nvuo (Oanee B HacTosWEN cTaTbe - 3asiBUTEMNb) NPEACTaBNAET B YMOMHOMOYEHHbLIN deaepanbHbli opraH
NCNONHUTENBHON BAcTX 3asiBIIEHNE O BHECEHUN TaKNX M3MEHEHWU No hopme, YCTAHOBIIEHHOWM YNOSTHOMOYEHHbLIM
denepanbHbIM OpraHoM MCMOMHUTENbHOW BMacTu, 1 NpuraraeMble K HEMY U3BMEHEHMUS B YKa3aHHble JOKYMEHTbI, a
Takke [OOKYMEHTbI, NoATBepXaawlme HeobxoouMMOCTb BHECEHUSI TaKux Mu3MeHeHuin. [Npu HeobxoaumocTu
BHECEHUSI W3MEHEHWA B [OOKYMEHTbl, coAaepXalmecsi B PErMcTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
NeKapCTBEHHbIN npenapaTt AN BETEPUHApPHOro MPUMEHEHMUSl, B Cry4YasX M3MEHeHus K (Unu) [OMOSTHEHWS
NPOM3BOACTBEHHOW MIOLWadKM FEeKapCTBEHHOrO CpeacTBa, a TakkKe W3MEHEeHUsa mokasaTenen kadectea
NEeKapCTBEHHOro npenapata Ansi BeTepMHapHOro MpuMEHeHMs U (MnNn) METOLAOB KOHTPOMNS KayecTBa
NEeKapCTBEHHOro npenapaTta AN BETEPUMHAPHOrO MNPUMEHEHUSI 3asiBUTENb [OOMOMHUTENbHO MpeacTaBnseT B
YMOMHOMOYEHHbIV dhefeparnbHbi OpraH UCNOMHUTENBHOW BNACTU Crieayolme AOKYMEHThI:

MpumeyaHue.
C 01.01.2021 B 0. 1 4. 1 cT. 31 BHOCATCA M3MeHeHus (P3 oT 27.12.2019 N 478-®3). Cm. 6yayLlyto pegakumio.

1) Konun4a nmueH3nm Ha npon3BoAcTBO JIEKapCTBEHHbIX CpeacTs, BblAaHHON npon3BogunTeENto NIeKapCTBEHHOIo
npenaparta ona BetTepnHapHoro npuMeHeHna, and pOCCMVICKMX npowssonmeneﬁ;

MpumeyaHue.
C 01.01.2021 B 0. 2 4. 1 cT. 31 BHOCATCA M3MeHeHus (P3 ot 27.12.2019 N 478-®3). Cm. ByayLlyto pegakumio.

2) KonuMa  NWLEH3MM Ha NPOM3BOACTBO  JEKapCTBEHHbIX CPEACTB, BblAAHHOW  MNPOU3BOAMTENHD
thapmaueBTUHECKON CYOCTaHUMKM, BXOASLIEN B COCTaB feKapCTBEHHOro npenaparta [Afs BeTepuHapHOro
NpUMEHEeHWs], ANsi POCCUACKMX NMPOU3BOAUTENEN;

3) Konusi OOKYMEeHTa, BbIOAHHOMO YMONHOMOYEHHbIM OPraHOM CTpaHbl MPOWU3BOAWUTENS AN  KaXkKOoow
MPOM3BOACTBEHHON  MIOWAAKM  JIEKapCTBEHHOIO  MpenapaTa Ans  BETePVMHapHOro  MPUMEHEHUs U
NoOATBEpPXKAAloLLero COOTBETCTBME MNPOU3BOAWUTENS  JIEKApCTBEHHOro npenapata TpeboBaHusiM  npaBwun
Hagfexallen NpPoV3BOACTBEHHONM MPaKTVKW, U ero nepeBof Ha PYCCKUM S3blK, 3aBEPEHHble B YCTAHOBIIEHHOM
nopsiake, a Takke KOMUs 3aKMOYEeHWs O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbIX CPeacTB TpebGoBaHUAM
npaBun Hagnexalwlei NPOU3BOACTBEHHOW MPAKTMKM, BbIAAHHOIMO YMONIHOMOYEHHbIM dedepanbHbiM  OpraHom
WCMNOMHUTENbHOW BRACTM [ANs  KaXZOW NPOW3BOACTBEHHOW NIOLLAAKM NeKapCTBEHHOrO npenapata Ans
BETEPMHAPHOrO MpUMEHEHWsl, nubo KOMUSl pelleHVWss O NPOBEAEHUN WHCMEKTUPOBaHWS NPOU3BOAUTENS
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NEeKapCTBEHHbIX CPEACTB, MPUHATONO YMNONIHOMOYEHHbLIM dedeparbHbIM OpraHOM WCMONHUTENbHOW BRacTu Ans
Kaxkgol Npou3BOACTBEHHOWN NIOLLAAKA NIEKapCTBEHHOrO NpenapaTa anis BeTepUHapHOro NpUMeHeHus. YKasaHHble
OOKYMEHTbl MpeAcTaBnsatTCcs B crnyvyae, ecrv MNpoM3BOACTBO NEKapCTBEHHOrO npenapaTta Ans BeTepuHapHOro
npuMeHeHns ocylLecTBnsieTca 3a npegenamm Poccuinckon ®epepauuu;

4) konus JOKYMEHTA, BblAAHHOIO YMNOMHOMOYEHHbIM OpraHoOM CTpaHbl Npov3BoanTens dapmMaueBTUYECKON
cybcTaHUuMM 1 NOATBEPXKAAILErO COOTBETCTBME NPOM3BOAUTENST hapMaLEeBTUYECKO CyBCTaHUMKM, BXOAALLEN B
COCTaB IEKAPCTBEHHOrO npenaparta Ans BETEPMHAPHOrO MNPUMEHeHUsi, TpeboBaHWMAM NpaBwUi Hapnexallen
NMPOWM3BOACTBEHHOW NPAKTUKK, U €ro NEPEBOA Ha PYCCKUI A3blK, 3aBEPEHHbIE B YCTAHOBMEHHOM MOPSAKE, B criyvae,
€cnv NPon3BOACTBO (hapMaLeBTMYECKON cybCcTaHLmMmM ocyLecTBnsieTcs 3a npegenamm Poccuiickon ®epepauun.
(vyacTtb 1 B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae m3meHeHus n (unun) JOMONHEHUS MPOU3BOACTBEHHOW MIOLWALKM NEKapCTBEHHOro cpeacTaa
OOKYMEHTbI, yKa3aHHble B YacTu 1 HacTosLen cTaTbu, NPEeACTaBnATCA 3ad9BMTENEM B OTHOLLIEHUN U3MEHSIEMON 1
(vnn) gononHaemon NPOu3BOACTBEHHON MMOLWAAKN NeKapCTBEHHOro cpeacTea. PelleHne 0 BHECEHUM U3MEHEHUI
B AOKYMEHTbI, coAepKallmMecs B permcTpaumoHHOM AOCbe Ha 3aperncTpUpoOBaHHbIV NeKapCTBEHHbIA Npenapar Ans
BETEPUHAPHOIrO NPUMEHEHMS, UM 06 oTKase B X BHECEHUN NPUHMMAETCS B cryd4ae HeobXoaMMOCTU NpoBeAEHS
3KCMEepPTM3bl NIEKApPCTBEHHOINO CPEeACTBa B CPOK, HE MpEBbILAOWNA OeBAHOCTa pabounx gHeW, a B OCTalnbHbIX
cny4vasix B CPOK, He MpeBbillatoWwmin Tpuauatn padbounx gHem co AHS NPUHATUS YNONMHOMOYEHHbIM doeaeparnbHbIM
OpraHoM UCMOJTHUTENbHOM BNacTyX 3asBfIEHMSI O BHECEHWUM TaKNX U3MEHEHUIA.

(vacTb 1.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

1.2. B cnyyae peopraHusaumm gepxatens wnu Bragenbua pPerncTpaumoHHOro  yooCTOBEpeHus
nekapCTBEHHOro npenapaTa Afns BeTEepUMHApHOro nNpuMMeHeHus, paspaboTuuka wnu  npousBoaMTens
nekapcTBEeHHOro npenapata Ans BeTepMHAPHOro NMPUMEHEHNS B 3aBIIEHNM O BHECEHUN N3MEHEHNIN B JOKYMEHTHI,
cofepXawmecs B PErucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  NleKapCTBEHHbIM npenapart  Aans
BETEPMHAPHOIo NPUMEHEHWs, YKasblBalOTCA AaHHble JOKYMeHTa, NoATBepXAalowero BHeCeHe COOTBETCTBYOLLMX
n3MeHeHn B EQMHBIN rocygapCTBEHHbIN peecTp lopuanyeckux nuy (Ans opraHnsauui, 3apermcTpMpoBaHHbIX Ha
Tepputopumn Poccuiickon ®egepauun), unv MHOro AoKyMeHTa, MOATBEPKAAIOLLEro peopraHnsaunto topuan4eckoro
nvua (ans opraHusauun, He 3aperncTpupoBaHHbIX Ha TeppuTtopun Poccuinckon ®egepauun). 3aseneHue o
BHECEHNM W3MEHEHW/ B AOKYMEHTbl, COAepXaliMecs B pPerucTtpaumMoHHOM [OCbe Ha 3aperncTpyvpoOBaHHbIN
nekapCTBEHHbIN NpenapaTt Ans BeTePUHapHOro NpYMEHEHNs, U npunaraemMble K HeMy JOKYMEHTbI NPeacTaBnsAlnTCs
B YNONIHOMOYEHHbIV bedepanbHbIi OpraH UCNOMHUTENbHOW BRacTy He no3gHee 4YeM yepes TpuauaTb paboumx
OHen Co OHA BHECEHUS COOTBETCTBYIOLIUX U3MEHEeHUN B EAWHbIN rocygapCTBEHHbLIM peecTp HpUANYecKuxX nuu
(ons opraHusauun, 3aperncTpupoBaHHbIX Ha TeppuTopum Poccuickon ®degepaumm) unu €O AHA NPUHATMA
COOTBETCTBYIOLLEro AOKYMEHTa, MOATBEPKAAIOLEro peopraHn3aumnio iopuandeckoro nuua (4na opraHnsauun, He
3aperncTpupoBaHHbIX Ha TeppuTtopun Poccunckon Pepepauummn). B cnyvae peopraHusaumu gepxartens unm
Brnagernbua perncrpaumMoHHOro yOoCTOBEPEHMS NeKapCTBEHHOro npenaparta Ans BeTepuHapHOro npuMeHeHus
3asBfieHNe O BHECEeHWM U3IMEHEHMW B [OKYMEHTbl, coAepxXalwmecsa B pPerucTpaumMoHHOM [Jocbe Ha
3aperncTpupoBaHHbIA NEeKapCTBEHHbIN MpenapaT ANd BeTEePUMHAPHOro MPUMEHEHUs, MOoAAaeTCs PUaNYECKUM
nMLOM, KOTOPOMY B XOfle peopraHusaunm nepeaaHo npaso BNageHns TakuMm perncTpauMoHHbIM YO0CTOBEPEHUEM.
(vacTb 1.2 BBegeHa PegepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

2. B cny4yae BHeCEHMSI MW3MEHEHUM B [OKYMEHTbI, cofepXaliuecsa B PperucTpauMoHHOM [OCbe Ha
3apermcTpupoBaHHbIA NIeKapCTBEHHbIN MpenapaTt Onsi BETEPUHAPHOro MPUMEHEHMUS, B OTHOLUEHUW CBeOEeHUN,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkta 7 yactu 3 ctatbn 17 Hactoswero ®enepansHoro
3aKOHa, U3MEHEHUS U (MNM) AOMONHEHUSA NMPOW3BOACTBEHHON MMOLWAAKM FIEKAapCTBEHHOIO CPEACTBA, a TakKke B
crnyyae M3MEHEHUS MokasaTenen KavyecTBa NIEKApPCTBEHHOIO npenapara A BETEPUHAPHOro NpUMeEHeHNs 1 (1nm)
MEeTOOOB KOHTPONSl KayecTBa IleKapCTBEHHOro mnpenapaTta Afis BEeTepUMHapHOro MPUMEHEHMSI MNPOBOAUTCS
3KCMepTM3a NeKkapCTBEHHOIo CpeACcTBa Afsl BETEPUHAPHOrO NpuMeHeHusi. B criyyae HeobxoouMMocT BHECEeHUs
WHbIX W3MEHEHWA B [OOKYMEHTbl, coepXalmeca B pPEerucTpauMoOHHOM [OCbe Ha 3aperMcTpupoBaHHbIN
NEeKapCTBEHHbIA npenapaT g1 BETEPUHAPHOro MNPUMEHEHUs, 3JKCMepTu3a JIeKapCTBEHHOro CpencTBa [Aris
BETEPUHAPHOIr0 NPUMEHEHNS] HE NPOBOAMUTCS.

(B peq. PegepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

MpumeyvaHue.
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C 01.01.2021 4. 3 ct. 31 msnaraetcsa B HoBow pepakumm (P33 or 27.12.2019 N 478-93). Cm. Gyaywyio
penakuuio.

3. C 3aaABneHnemM O BHECEHWM M3MEHEHMI B OOKYMEHTbl, COAepXaluMecs B PernctpauMoHHOM JOCbe Ha
3aperMcTpupoOBaHHbIV JIEKapCTBEHHbIV MpenapaTt AN BEeTEepPMHaApHOro MpUMEHEHUs, Hapsgy C OOKyMeHTamu,
yKa3aHHbIMM B 4YacTu 1 HacTosilwen cTaTbW, 3asiBUTENb NPEeACTaBMseT KOMWM OOKYMEHTOB, MOATBEPXAALLNX
ynnaTy rocy4apCTBEHHOW MOLUMMHbI 3@ BHECEHME B OOKYMEHTbI, COAepXalimecs B pPernctpaumMoHHOM OOCbe Ha
3aperncTpupoBaHHbIA NEKApCTBEHHbIM MpenapaTt Ans BETEPUMHAPHOro MPUMEHEHUS, U3MEHeHWn, TpebytoLLmx
npoBeaeHUs 3KCMepPTU3bl NEKApCTBEHHOrO CpeAcTBa, MMM M3MEHEHUN, He TpebyloLwmnx NpoBeaeHUs aKCnepTusbl
nekapcTBeHHOro cpeactea. B crnyyae He06XOAMMOCTN U3MEHEHUSI CBEAEHUI, COAEPXKALLMXCA B PEMMCTPALNOHHOM
yOOCTOBEPEHUN NEKApCTBEHHOro npenaparta And BeTEPUMHAPHOro MPUMEHEHUS, C 3asiBIEHUEM, YKa3aHHbIM B
yactTu 1 HacTosLen cTaTbu, 3asBUTENb AOMOMHUTENbLHO NPEeACTaBnsieT KOMMo OOKYMEeHTa, NMoATBepXKAatoLero
ynnaTy rocyaapCTBEHHOW MOLUNMHBLI 3a Bbiayy PermcTpaumMoHHOro yAOCTOBEPEHWUS feKkapCTBEHHOro npenapara.
3aaBuTens No cobCTBEHHON MHULMATUBE BNpaBe NpeacTaBUTb AOKYMEHTbl 00 ynnaTte rocyaapCTBEHHbIX MOLUMMH.
B cnyyae HenpencTtaBneHus 3asBuUTENeM OOKYMEHTOB 00 ynnaTte rocyaapCTBEHHbIX MOLSMH YNOMHOMOYEHHbIN
dbeaepanbHbIi OpraH UCMOJTHUTENBHOW BMNacTy NpoBepsieT hakT ynnaThl 3asBMTENEM rocyaapCTBEHHbIX MOLUNH
nocpeacTBOM  MCMONb30BaHUSA MHgopmMauum 06 ynnate rocygapCTBEHHbIX MOLWUNWH, CcoAepXallencss B
"ocynapcTBEHHON MHAOPMALMOHHOW CUCTEME O FOCYAApPCTBEHHbIX M MYHULMNAMbHbBIX Mnatexax, Ha OCHOBaHWUU
NpeacTaBreHHbIX 3asBUTENEM KOMWUI JOKYMEHTOB, NOATBEPXKAAIOLLMX YNaTy rocygapCTBEHHbIX MOLUSNH.

(B pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-93)

4. B cpok, He npeBbIlaLWMA gecatn pabounx gHeW co AHS MNOCTYMSIEHUS yKa3aHHOro B YacTu 1 HacTosien
cTaTbM 3asiBfieHUs1 N HeoOXOAMMbIX [AOKYMEHTOB, YMOSIHOMOYEHHbI deaepanbHbli OpraH WCMNOSIHUTENbHOWN
BNacTu:

1) npoBOAUT NpPOBEPKY MOMHOTHI WM [OCTOBEPHOCTU CBEAEHWN, COAEpXaliMXcs B NpeacTaBIeHHbIX
3asiBUTENEM JOKYMEHTAX;

2) NnpuHMMaeT peleHne O npoBeaeHn J3KCnepTu3bl JNEeKapCTBEHHOro cpenctea Ald BeTepuHapHOro
NnpUMEeHeHuna nnn 006 oTKase B ee npoBeaeHnn;

3) yBegomnsieT B MUCbMEHHOW hopme 3asiBUTENSI O NPUHATOM PELLUEHUU UNN B Cryvae NPUHSTUSE peLLIeHNs
06 oTkase B NpoOBEOEHUUN 3KCNEPTU3bI NIEKAPCTBEHHOIO CpeacTBa Afst BETEPUMHAPHOrO MPUMEHEHUS C yKa3aHWeM
MPUYUH TAKOrO OTKasa.

4.1. B cnyyae BbISIBNEHNS HeOOCTOBEPHOCTU W (MNM) HeJOCTaTOYHOCTUM CBEAEHUH, cofepXalimxcs B
NPeacTaBreHHbIX 3asBUTENEM [OKYMEHTaX, YNONHOMOYEHHbIV defepanbHblii OpraH MCNOMHUTENBHOW BriacTu
HanpaBnsieT 3asdABUTENO0 3anpoc 00 YTOYHEHWMM YKasaHHbIX CcBedeHui. 3anpoc MOXeT ObiTb nepedaH
YNONTHOMOYEHHOMY NPEACTaBUTEND 3asiBUTENS MoA PacnuvcKy, HanpaBfeH Mo MoYTe 3aka3HbiM MUCbMOM WUNn
nepeaaH B 3NeKTPOHHOM hopMe MO TENEKOMMYHUKALMOHHBIM KaHanam cBasn. B cnyyae HanpaBneHus 3anpoca 06
YTOYHEHUN YKa3aHHbIX CBEAEHUI MO NoYvTe 3aKa3HbIM MUCbMOM OH CUYMTAETCsl MOJTYYEHHbIM MO UCTEYEHUU LLECTU
OHen ¢ faTbl HanpaBfieHns 3aka3Horo nNucbma.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-$3)

4.2. 3asButenb o006s3aH npeacTaBUTb OTBET Ha 3anpoc YNOMHOMOYEHHOro deaepanbHOro opraHa
MCMONHWUTENbHOW BnacTu B CPOK, He MNpeBbllLalowuii AeBsaHocTa pabounx AHeW CO OHS MOnyyYeHust AaHHOro
3anpoca. Cpoku, ykasaHHble B 4acTu 1.1 HacTodwen cTaTbW, MPUOCTaAHaBMNMBAOTCA CO [AHA HanpasBneHus
3asABMTEN0 3anpoca YNONHOMOYEHHOro dedepanbHOro opraHa MCNOMHWUTENbHOW BRacTu OO0 AHS NONyvYeHus
OTBETa Ha AaHHbIN 3aMNpoC U HE YYUTLIBAKOTCSH MPU UCHUCTIEHMN CPOKa NPUHATUS PELLIEHNSs O BHECEHUN U3MEHEHNI
B AOKYMEHTbI, coAepXallnecss B permcTpaumMoHHOM A0Cbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbIN npenapaT Angd
BETEPVMHAPHOIO MPUMEHEHUS.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. OcHoBaHueM ans oTkasa B npoBeaeHnn 3KCnepTu3bl JNIEKapCTBEHHOIoO cpeacrtBa Anld BeTepuHapHOro
NpuMeHeHNA ABnNAeTCA npeacraBieHne JOKYMEHTOB, YKa3aHHbIX B HacTdX 1 n 3 HacTosiLen cTaTbl, B HEMONMHOM
obbeme wunu OTCyTCTBME B nNpencTtaBsyieHHblX [OOKYMEeHTax [OOCTaTOYHbIX cBeaeHun, noareepXxaarLnx
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HeobXoOMMOCTb BHECEHUSI U3MEHEHUN, NGO HenpeacTaBreHMe 3asiBUTENEM B YCTAHOBIEHHLIN CPOK OTBETA Ha
yKasaHHbIA B Yacty 4.1 HacTodwen cTtaTbM 3anpoc YNoJIHOMOYEHHOro dheaeparnibHOro opraHa UCMOSTHUTENBHON
BNacTu.

(B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-03)

6. 3KCFIepTVI33 JIeKapCTBEHHOro cpencrtea Ald BeTepnHapHOro npuMeHeHnsa B Lendax BHECEHUA N3MEHEHNI B
AOOKYMEHTbI, cogepXxalimecd B permctpauMoHHOM OO0Cbe Ha 38peFVICTpVIPOBaHHbIl7I HEKapCTBeHHbIVI npenapar gnsd
BE€TEepMHapHOro npuMmeHeHud, OocCylecTBideTca B Nopdake, YCTaHOBJIEHHOM ctatben 24 HacTosdwero
CDep,epaanoro 3aKOHa.

6.1. B cpok, He npeBbIlWaoLWLMi AecATn paboumx gHEN CO OHSA MOMyYeHUs 3aKMioYeHUs KOMUCCUN SKCNepTOoB
no pesynbTaTtaM yka3aHHOW B YacTW 2 HaCTOSLWEW CTaTbW SKCNepTu3bl, YNOMHOMOYEHHbIN dheaepanbHbln opraH
NCMNOMHUTENbHOW BNAacTu:

(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) NPpUHMMaET peleHne o0 BHeCeHnn N3MeEHEHUI B OOKYyMEHTbI, cogepiKalimecd B permctpaunoHHOM OocCbe
Ha 3apeFI/ICTpVIPOBaHHbIl7| J'IeKapCTBeHHbIPI npenapar anAa BEeTEPUHAPHOro npuMeHeHua, wunn 00 oTkase BO
BHECEHWMN TaKUX N3MEHEHWUIA;

2) BHOCMT B rOCyO0apCTBEHHBIA pEecTp neKapCTBEHHbIX CPeACTB Ha OCHOBaHWM pELLEHUS O BHECEHUM
N3MEHEHWN B JOKYMEHThI, coAepXalimecs B perucTpaumoHHOM J0Cbe Ha 3aperncTpupoBaHHbIA NeKapCTBEHHbIN
npenapaTt QAns BETEPUMHApHOro MPUMEHEHUsl, HeobxoauMble W3MEHEHUsI W BO3BpallaeT 3TU  [JOKYMEHTHI
3anaBUTENIO;

3) BblgaeT 3asBUTEN0 HOBOE pPEruMcTpalMoHHOE YOOCTOBEpPeHME feKkapCTBEHHOro npenapata Ans
BETEPMHAPHOIO MPUMEHEHUS1 B ClydYae HeobXoAMMOCTM MW3MEHEHUSI CBELEHWUW, COAEepXKallMxCcsi B HEM, C
COXpaHeHMeM HOMepa paHee BblOAHHOMO0 PerncTpaLMoHHOIO YAOCTOBEPEHWsSI NeKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIO NPUMEHEHMUSI.

(n. 3 BBegeH ®epepanbHbiM 3akoHOM oT 02.08.2019 N 297-93)
(vacTb 6.1 BBegeHa PepepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

6.2. B cnyyae BHECEeHWss U3MEHEHW/W B [OOKYMEHTbl, COAepXaliMecs B pPerucTpaumMoHHOM [OCbe Ha
3aperncTpupoBaHHbI NEKAapPCTBEHHbIA Mpenapat Ans BETEpPUMHAPHOro MpPUMEHEHUs, B 4acTW, Kacarollencs
N3MEHEHNsT 1 (UNKN) OONOSNTHEHNSI MPOMN3BOACTBEHHONM NMOLLAAKM NEKAapCTBEHHOro npenapara, npy npeacTaBneHum
3a8BUTENEM B COOTBETCTBMM C MYHKTOM 3 4acTM 1 HaACToAWEen cTaTbM KOMUM pPeLleHUst YNOSTHOMOYEHHOro
denepanbHOro opraHa MWCMOMHUTENMbHOW BracTM O NPOBEAEHMM  UHCNEKTMPOBAHWMS  MPOU3BOAMTENS
NeKapCTBEHHbIX CPeACTB CPOK, yKasaHHbI B 4YacTu 6.1 HacTosiwen cTaTbu, MpUOCTaHaBfMBAETCHA CO [OHSA
Mony4YeHns1 3akmMYeHU KOMMCCUW 3KCMEPTOB [0 [OHSA MPUHATUS YMOMHOMOYEHHbIM defeparnbHbiM OpraHom
UCMONMHUTENbHOW BMNAacTW pelleHuss O Bbligadye uMnM ob oTka3e B Bblgade 3aKMlOYEHUS O COOTBETCTBUM
Npou3BOAUTENS NTEKAPCTBEHHbBIX CPEACTB TPeOOBaHUAM NpaBui Hagnexallen NpoM3BOLACTBEHHON MPAKTMKK, HO He
Gonee 4yem Ha CTO BOoceMbAeCAT pabounx gHEN.

(4acTb 6.2 BBegeHa degepanbHbIM 3akoHOM OT 04.06.2018 N 140-93)

7. OcHoBaHMEM AndA OTKas3a BO BHECEHUU U3MEHEHWI B OOKYMEHTbl, COAEpXaliuecs B pernctpauyoHHOM
JOCbe Ha 3aperMcTpyMpoBaHHbLIN NEKapCTBEHHbIN MNpenapaT Ans BETEePUHAPHOro NPUMEHEHUs, B Cryyasx, He
TpebyLmMX MpOBEAEHNsT 3KCMEPTMU3bl JIEKAapCTBEHHOINO0 CpeacTBa, SBNAETCA npeacTaBneHne [OOKYMEHTOB,
yKasaHHbIX B 4YacTtax 1 u 3 HacTosilen craTbu, B HENOMHOM obbeme WnM OTCYTCTBUME B MNPEACTaBIIEHHbIX
OOKYMEHTax CBEAEHWUN, KOTOpble OOJKHbI ObiTb B HUX OTpPaXeHbl, NMOO HenpeacTaBneHue 3asiBUTENEM B
YCTaHOBMEHHbIA CPOK OTBETa Ha YyKasaHHblM B 4YactM 4.1 HacTosiwen cTaTbM 3anpoc YMNOHOMOYEHHOro
denepanbHOro opraHa UCMNONMHUTENbHON BNAcTu.

(vyacTb 7 B peq. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHVeM Anisl 0TKkasa BO BHECEHUWN U3MEHEHWI B [OKYMEHTbI, CoAepXKallumecs B perMcTpauoHHOM
[OCbe Ha 3aperucTpUpOBaHHbI JEKAPCTBEHHbIM Mpenapat [Afis BEeTePUMHaApHOro MPUMEHEHUs, B Cryyasx,
TpebylolWmMX NpoBeAeHNsT 3KCNepTU3bl NEKAPCTBEHHOIO CpeACTBa, SIBMSIETCS 3akilYeHUe YNorHOMOYEHHOro
befepanbHOrO opraHa UCMOMHUTENBbHOM BNacTM O BO3MOXHOCTU CHMKEHMsI 6esonacHOCTW, KavecTsa,
9hheKTUBHOCTM NEKAPCTBEHHOIO MpenapaTa BCNeAcTBUEe BHECEHUS U3MEHEHMI B yKa3aHHble LOKYMEHTbI, O0TKa3
YNOSIHOMOYEHHOIro befeparibHOro opraHa WCMOSIHUTENbHOW BracT B Bblgaye 3akioYeHUss O COOTBETCTBUU
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NPOV3BOAUTENSA NeKapCTBEHHbIX CPeAcTB TpeboBaHWAM MnpaBun Haanexallen Npou3BOACTBEHHOW NPaKkTUKM B
crnyyae u3MeHeHus M (M) OONOMHEHMs MPOWM3BOACTBEHHOW MMOLAAKM FeKapCTBEHHOro npenapara, ecnuv
NMPOW3BOACTBO fleKapCTBEHHOrO npenapaTta ANA BETEePUMHApHOro NpUMMEHEeHWs OCYLLeCcTBMseTcs 3a npegenamuv
Poccuinckon ®egepauun, Unm oTCyTCTBME STOTO 3aKMOYEHUS.

(vacTb 7.1 BBegeHa degepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

8. [donyckaeTcs obpalleHne rnekapcTBEHHbIX MpenapaToB A BETEPUHAPHOTO NPUMEHEHUSI 4O UCTEYEHUS
CpoKa roAHOCTM, NPOU3BEAEHHbLIX B TEYEHME CTa BOCBMUAECSTU OHEN nocne AaTbl NPUHATUS YNONHOMOYEHHbIM
heaepanbHbIM OpraHOM MUCMOMHUTENBHOM BNAcTU peLLEHUS O BHECEHUN M3MEHEHUI B AOKYMEHTbI, coaepalumecs
B PErucTpaumMoHHOM [0Cbe Ha NeKapCTBEHHbIA npenapart, B COOTBETCTBMU C MHpopMaLMeln, codepxallenca B
OOKYMEHTax permcTpaLmnoHHOro AoCbe Ha NeKapCcTBEHHbIV Npenapar 4o AaThl MPUHATUS TaKoro peLleHus.

(vacTb 8 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 32. OTmeHa rocyfapCTBEHHOW peructTpauum nekapcTBeHHOro npenapara

PelleHne 06 OTMeHe rocydapCTBEHHOW perucTpauuMn nekapcTBEHHOro mnpenapara W UCKMIYeHUn
neKkapcTBEHHOro npenapata W3 [OCYAapCTBEHHOrO pPeecTpa  NeKapCTBEHHbIX CPeACcTB  MpUHUMMaeTcs
YNOMHOMOYEHHbLIM heaeparnbHbIM OpraHoM UCMOMHUTENbLHOW BMACTU B Cryyae:

1) NnpeacTaBneHUss COOTBETCTBYHOLLMM YNOSIHOMOYEHHbIM cbeepanbHbIM OpraHOM UCMOMHUTENBHOW BRacTu
3aKMIOYEHMST O pucke unnm o6 yrpo3e 300pPOBbIO, KU3HM YenoBeka WM KMBOTHOTO MPWU  MPUMEHEHUU
nekapcTBEHHOro rnpenaparta, npeBbllalowmnx ero 3ddeKTUBHOCTb, MO pesyrbTaTaM OCYLIECTBNSEMOrO UM
MOHWUTOPUHra 6e30MacHOCTM NekapCTBEHHOIO NpenapaTa;

2) nofauv gepxartenem wnu BnagenbLemM pPerMcTpalvoHHOro yAOCTOBEPEHUS NIEKaPCTBEHHOrO npenapaTa
WUNN YNONMHOMOYEHHBIM MM OPYIUM OPUONYECKMM NMLOM 3asiBrieHnsi 06 oTMeHe rocydapCTBEeHHON perncrpauuun
nekapcTBeHHOro npenapara;
(B peq. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HenoaTBepPXAEHUsI roCydapCTBEHHOW permcTpauuu NekapCTBEHHOro npenapata Mo UCTEYEHMU Cpoka
OEVCTBUSI PEMMCTPALMOHHOTO YAOCTOBEPEHWS], BbIAAHHOMO Ha NSATb NET;

4) HenpeacTaBlieHNnAa 3adaBUTENEM MHd)OpMaLI,VIVI, KOTOpada MOXeT MnoBJjievb 3a cobon HeobxooMMOCTb
BHECEHMSI W3MEHEHNA B OOKYMEeHTbI, codepXauwumecda B pernctpauyMoOHHOM [OOCbe Ha 3apeI'MCTpVIpOBaHHbIl7I
J'IeKapCTBeHHbIIZ npenapart, B TedeHne Tpuguatu pa6oql/|x OHen co gHsA HaCTyrnJjieHna 3aTux N3MEHEHNNA;

5) ocyLlecTBNeHMs rocydapCTBEHHOM perucTpaumMmM NeKapCTBEHHOro npenapata Mo4 TOProBbIM
HaMMEeHOBaHUEM 3aperMcTpMpoBaHHOIO paHee Nnod 3TMM TOProBbIM HaMMEHOBAHWEM FIEKAPCTBEHHOrO Npenapara,
OTNINYAIOLLIErOCS KAYECTBEHHBIM COCTaBOM AENCTBYIOLLMX BELLECTB;

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

6) ocyLlecTBNeHMs rocygapCTBEHHOM perncrpauum OAHOro U TOro Xe fekapCTBEHHOro npenaparta B
OTHOLUEHMN OJHOMO M TOro Xe AepXaTens unv Bnagernbua perycTpaumoHHOro yooCTOBEpPEeHUs fekapCTBEHHOMO
npenapaTa B BUAe ABYX 1 6onee nekapcTBeHHbIX NpenapaToB nog pasfnyHbIMU TOProBbIMA HAUMEHOBAHUAMU;

(n. 6 B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7) BblHECEHNA CyOOM peleHuda O HapyleHun npas npaBoo6nap,aTen;| 00bekToB VIHTeJ'IJ'IeKTyaJ'IbHOVI
CcOBCTBEHHOCTU npu o6pau.|,eva1 JNIeKapCTBEHHbLIX CPeACTB;

8) oTCcyTCTBMSA NEKapCTBEHHOro npenapaTta B obpaweHun B Poccunckon depepaumm B TeYEHUE TpeX U
Gonee ner;
(n. 8 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) HEeBLINOMNHEHUS AepxaTeneMm unu BnagenbuemM perncTpauuoHHOro yaoCTOBEPEHUSI NeKapCTBEHHOro
npenapata nubo YMNONMHOMOYEHHBIM UMW OPYIMM  IOPUAMYECKUM JMLOM MeponpuaTuiA no obecneyeHuto
0€e30MacHOCTU NIeKapCTBEHHbIX MpenapaToB, YCTAHOBMEHHbIX YMONTHOMOYEHHLIM d)egepanbHbIM — OpraHoMm
WCMOSNTHUTENBHON BacTM B COOTBETCTBMM C yactamu 3 u 4 ctatbn 64 HacTtoswero depepanbHOro 3akoHa, B
paMKax ocyLLecTBeHns dhapMakoHaa3opa;

CrpaHuua 59 u3 110



®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 13.07.2020)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

(n. 9 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10) oTkasa gepxaTens WMnu Bragernbla pPerncTpauuoHHOrO YAOCTOBEPEHWsI NeKapCTBEHHOro npenapata
nnbo ynosfIHOMOYEHHOrO WMWK  OPYroro OPUAMYECKOTO Nuua OT BHECEHUSI W3MEHEHUA B MWHCTPYKLMIO MO
NMPUMEHEHMIO JIEKAPCTBEHHOrO npenapaTa, KacatoWMXCsi HOBbIX MOATBEPXKAEHHbIX AaHHbIX O TOM, YTO pPUCK
NpUYMHEHNs Bpeda 340pOBbI0 YENoBeKa WM KMBOTHOTO BCNEACTBME NPMEMAa JIEKApCTBEHHOro npenapara
npeBblwaeT 3PHEKTUBHOCTb EM0 NPUMEHEHMUSI.

(n. 10 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

MpumeyaHue.
C 01.01.2023 cT1. 32 gononHsetcs n. 11 (P3 o1 27.12.2019 N 475-D3).

Cratbsa 33. locypapCTBEHHbLIN peecTp JieKapCTBEeHHbIX CpeaAcTB

1. FocyaapCTBEHHbIN PeecTp NEeKapCTBEHHbIX CPEACTB COAEPXMUT MepeyeHb NeKapCTBEHHbIX MpenapaTos,
npolleawnx rocyaapCTBEHHYH perucTpauuio, nepeyeHb apmaueBTUYECKMX CyOCTaHUMI, BXOAALWMX B COCTaB
neKapCcTBEHHbIX NpenapaTtos, U CreaylLylo MHGopMaLio:

1) B OTHOLLEHUN NeKapCTBEHHbIX NpenapaTos.:

a) HavMeHoBaHMWe NeKkapCTBEHHOrO npenapaTta (MeXayHapoaHoe HenaTeHTOBaHHOe, UMK rpynnMpoBOYHOE,
UM XMMUYECKOE N TOProBOE HaUMeEHOBaHWS);
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

0) nekapcTBeHHaa ¢opmMa C yka3aHMEM [O3UPOBKU NEKAapCTBEHHOrO mnpenapara M ero konuyectsa B
noTpPebnTEenNbCKON YyNakoBKe;

B) HaumeHOBaHve pJepxaTens WM Bragernbla pPerucTpauuoHHOro YAOCTOBEPEHUst feKapCTBEHHOro
npenapata W CBedeHUs O perucTpauum gepxaTtenss WM Bnagenbua perncTpaumMoHHOro yAoCTOBEPeHUs
rfiekapCTBEHHOro npenapata Ans MeaWUMHCKOrO NPYMEHeHWst B KadecTBe Harmoronnartenbliyka B CTpaHe
perncTpaumm (Ans pOCCUNCKMX IOPUANYECKMX NUL, - NAEHTUAMKALMOHHBIN HoMep HanoronnaTtenswuka (MHH), oansa
WHOCTPAHHbLIX IOPUAMYECKUX §uL, - CTpaHa perncrpauun, HauMeHOBaHWe perucTpupyowero opraHa,
perncTpaumMoHHbIN HOMEP, KO HanoronnartenbLmka B CTpaHe pernctpaumm (MHKopnopawmmn) unu ero aHanor);

(nn. "B" B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-$3)

r) HavMMeHoBaHWe W agpec Npov3BOAWTENs NeKapCTBEHHOro npenapara W CBeAeHMs O perucTpauun
NPOM3BOAUTENSA NeKapCTBEHHOro npenapara Ans MeAMUMHCKOro MpUMEHEHUS B KayecTBe Hanoronnatenbliyka B
CTpaHe perncrtpaumu (ans POCCUMACKUX IOPUONYECKUX NUL - MOEHTUMUKALMOHHBLIA HOMEp HanoronnaTenbLiuka
(MHH), ANA MHOCTPaHHbIX PUAMYECKMX NWL, - CTpaHa perncTpauuu, HauMeHoBaHWe PEervcTpUpyroLero opraHa,
perncTpauMoHHbIi HOMep, KOA Hanoronnarenbliyka B CTpaHe perncrpaumm (MHKoprnopauum) Unu ero aHanor);

(nn. "r" B peq. ®egepanbHoro 3akoHa ot 28.12.2017 N 425-03)

a) dhapmakoTepaneBTU4yeckas rpynna, Kon NeKapcTBEHHOro npenapaTta no
aHaTOMO-TepaneBTUYECKO-XUMUYECKON  Knaccudukaumm,  pekoMeHgoBaHHon  BcemupHon — opraHusaumen
3[paBOOXpaHEHNS;

(nn. "g" B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

e) NnoKa3aHnA U NPpoTUBONOKa3aHNA K NpMMeHeHNI0 NNekapCTBEeHHOro npenapara;
) NOBOYHbIE AENCTBUS NEKapCTBEHHOrO npenapaTa;

3) CPOK rOAHOCTU NleKapCTBEHHOrO Npenapara;

W) YCNOBUS! XpaHEHUsi NeKapCTBEHHOTo Npenapara;

K) YCrnoBUA OTNyCKa JNIeKapCTBEHHOIO Nnpenaparta,
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n) HoMep chapMakonehHol cTaTbM UMK B Cllydae ee OTCYTCTBUS HOMEpP HOPMaTUBHOWM AOKYMEHTauuu nvbo
HOPMAaTMBHOIO JOKYMEHTa;

M) AaTa rocyapCTBEHHOW perMcTpaumm nekapcTBEHHOro npenapaTta U ero permcTpaumoHHbIn HoMep, AaTta
3aMeHbl PErMcTpauMoHHOrO YAOCTOBEPEHUSI NeKapCTBEHHOro npenapata Ha 6eccpoyHoe pervcTpalmoHHoe
YAOCTOBEPEHNE JeKapCTBEHHOro rMpenapaTa, Aata nogayn 3asiBNeHuMst O NOATBEPKAEHUW FOCyAapCTBEHHOW
perncTpaumMm nekapcTBEHHOrO npenaparta, AaTa OTMeEHbl ToCyAapCTBEHHOW perucTpauum neKkapcTBEHHOro
npenapara;

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

H) KayeCTBEHHbIN COCTaB W KONMYECTBEHHbIA COCTaB AEWCTBYIOLLMX BeLLECTB U KavyeCTBEHHbIA COCTaB
BCNoMOraTesbHbIX BELLECTB NIeKapCTBEHHOro npenapara;
(nn. "H" BBeaeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

0) MHGopMaumsa 060 BCcex paspeLleHHbIX BUAax BTOPUYHON (MOTPEOUTENBCKOW) YNaKoBKY;
(nn. "o" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

n) pgata npuUHATMS pelleHus O BO3MOXHOCTM paccmaTpuBaTb [EKapCTBEHHbIV npenapat  npu
rocyqapCTBEHHOW perncTpauum B KavecTBe OpdaHHOrO fekapCcTBEHHOro npenaparta (4ns nekapCTBEHHbIX
npenapaToB A58 MEANLMHCKOrO NPUMEHEHWs);

(nn. "n" BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. PegepansHoro 3akoHa ot 27.12.2019 N
475-93)

p) Hanm4yne nekapCTBEHHOro npenapara B NepeyHe KU3HEHHO HEOBXOAMMBIX U BaXKHENLUMX NeKapCTBEHHbIX
npenapaToB (ANns NekapCTBEHHbIX NpenapaToB AN MeANLMHCKOro NPUMEHEHNS);
(nn. "p" BBeaeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pea. PegepanbHoro 3akoHa ot 27.12.2019 N
475-93)

C) HamuuvMe B JIEKapCTBEHHOM npenapate HapKOTUYECKUX CPEeACTB, MCUMXOTPOMHbIX BELLECTB U WX
NMPeKypcopoB, noanexaiwinx kKoHTponio B Poccunckon ®Pegepaunn, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccunckon ®epepaunmn, mexpgyHapogHbiMu gorosopamn Poccuiickon Pepepauumn, B TOM uyucne EguHon
KOHBEHLMEN O HapKoTU4eckux cpeacteax 1961 roga n KoHBeHumen o ncnxoTponHbix Bewecteax 1971 roga;

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

T) nHdopMaumsa O TOM, ABMSETCA NN AaHHbIA NeKapCTBEHHbIN MpenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(nn. "T" BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

y) cBedeHWss O nogaye 3asiBEHNUs O BHECEHMUM WU3MEHEHWA B [OOKYMEHTbl, Ccoaepxawumecs B
perncTpaumoHHOM A0ChE Ha NEKapCTBEHHbIV Npenapar;
(nn. "y" BBegeH PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

@) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHblii 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBEAEHWS NeKapCTBEHHOro npenapara B rpaxgaHckui o6opor;
(nn. "x" BBegeH PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

2) B OTHOLUEHNN hapMaLeBTUHECKNX CYOCTaHLWIA:

a) HaMMmeHoBaHWe apmaueBTMYECKOM  CybCcTaHumMn  (MeXayHapoAHOE  HenaTeHTOBaHHOe,  Wnuv
rpynnMpoBOYHOE, U XMMUYECKOE N TOProBOE HAaMMEHOBAHWS);
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

©) HaumeHoBaHWe u agpec nNpomssoanTens dapmaLleBTUYECKON CyOCcTaHUnW;

B) CPOK rogHOCTM thapmaueBTU4eckorn cybctaHuum;

r) ycrioBusi XpaHeHus hapmaLleBTUYeCKon CyGCcTaHLnu;
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[) HoMep hapMakoneiHol cTaTbM UMK B Cllydae ee OTCYTCTBUS HOMEpP HOPMaTUBHOWM AOKYMEHTauuu nvbo
HOPMAaTMBHOIO JOKYMEHTa;

€) Hanu4yre hbapMaLeBTU4ECKON CYOCTaHLMN B NepeyHe HapKOTUYECKMX CPeaCTB, NCUXOTPONHbLIX BELLECTB U
X NPEKYpCcopoB, noanexawux KoHTpono B Poccuickon depepaumu, B COOTBETCTBUMU C 3aKOHOAATENbCTBOM
Poccuiickon depepauuun, mexayHapoaHbiMu porosopamu Poccuickon depepauumn, B ToM 4ncrne EpauHon
KOHBEHUMEN 0 HapKoTu4eckux cpeacteax 1961 roga n KoHBeHumen o ncnxoTponHbix Bewecteax 1971 roga.
(nn. "e" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. ®dapmaueBTnyeckas cybcTaHuud, npousBedeHHas ANnd peanu3auun, MoxeT OblTb BKMOYEHa B
rocyfapCTBEHHbIA peecTp NnekapcTBEHHbIX CPEACTB Ha OCHOBaHWM 3asBrneHus paspaboTynka unv npomssoguTens
neKkapcTBEeHHOro cpeactsa nvMbo yNONMHOMOYEHHONO MMU IOPUONYECKOro nuua npyM YCnoBUM NPOBeAeHUs B
OTHOLLUEHMM Takon dapmaueBTUYECKON CybCTaHUMM 3KCnepTu3bl kavyecTBa apmMaueBTUYeckon cybcTaHuumn B
nopsiake, yCTaHOBMEHHOM cTaTben 34 Hactosduwero denepanbHOro 3akoHa. B oTHoweHun dhapmaneBTUdeckmx
cybCcTaHUun, NpoM3BeOEeHHbIX Ans peanu3auun, B rOCydapCTBEHHOM peecTpe feKapCTBEHHbIX CPeacTs
copepXuTtcs crnepyowasi tHpopmauums:

1) HaumeHoBaHve (papmaueBTMYecKoM cybCcTaHumyM  (MexZyHapogHOe  HernaTeHTOBaHHOoe,  Wnu
rpynnNMpOBOYHOE, UNIN XMMNYECKOE U TOProBOE HaMMEHOBaHWS);

2) HanMeHOBaHwe, agpec npou3BoauTens qapmaueBTU4eCcKOn cybGCcTaHuuWM, a Takke B OTHOLUEHWUU
rnekapcTBeHHbIX CpeAcTB  ANA  MEeAMUMHCKOro MpUMEHEHMs CBedeHUs O perucTpauuvM npoussBoguTens
dapmaueBTuyeckon cybcTaHUMM B KavecTBe HanoronnaTenbliuka B CTpaHe perucrpaumm (Ans pPOCCUMACKMUX
IopUaNYECKUX NN, - MOEHTUMUKALMOHHBIM HOMep Hanoronnartenblmka (MHH), ang uHoCTpaHHbIX opUANYECKMX
My - CcTpaHa perucTpauuM, HauMeHOBaHWe PEervcTpupylowWwero opraHa, perucTpauuoHHbIi HOMep, Kopg
HanoronnaTenbLLMKa B CTpaHe peructpauuv (MHKopnopauumn) Unm ero aHasnor);

(n. 2 B peq. PegepanbHoro 3akoHa ot 28.12.2017 N 425-d3)

3) cpok rogHoCTM hapmaLleBTUYECKON CyOCTaHLnK;
4) ycrnoBus xpaHeHust papMaLeBTUYECKON CyOCTaHLnK;

5) Homep bapmakonenHomn ctatb NMBO B Criyyae ee OTCYTCTBUSI HOMEP HOPMATUBHOW AOKYMEHTALMM UMK
HOPMaTUBHOIO AOKYMEHTA;

6) Hannune dapmaLeBTUYECKON CyOCTaHUUMN B MEpPEYHE HAPKOTUYECKUX CPEeACTB, MCUXOTPOMHbIX BELLECTB U
MX MpPEeKypcopoB, noanexawmx KoHTpono B Poccuiickon depepaumv, B COOTBETCTBUM C 3aKOHOAATENBCTBOM
Poccuiickon ®epepauuu, MexayHapoaHbiMu gorosopamu Poccuinckon ®epepauun, B ToM 4ucrne EauHon
KOHBEHUMeN 0 HapkoTuyeckmx cpegcteax 1961 roga n KoHBeHumen o ncmxoTponHeix Bewectsax 1971 roga;

7) pata BKIHOYEeHUss hapMaueBTU4eCcKon cybcTaHuumM B rocydapCTBEHHbIV PEECTP NIEKapCTBEHHbBIX CPeacCTB,
OaTta BHECEHUS] UBMEHEHUI B OKYMEHTbI hapMaueBTU4ecKon cybcTaHLmm, aaTta UCKIioYeHnst dhapMaLeBTUYECKON
cybcTaHuuM U3 rocygapCTBEHHOIO peecTpa fiekapCTBEHHbLIX CPeaCcTB.
(4acTb 2 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. rlOpFUJ,OK BeeHnA rocyqapCTBeHHOro peecrtpa nekapCcrteeHHbIX cpencts ana MmeguumHCKoOro npuMeHeHusa
N nopaaoK BedeHuAa rocyaapCTtBeHHOro peectpa JeKapCTBEeHHbIX CpeacTB ANAd BeTepUHapHOro npuMMeHeHusa
yTBEepXaarTcA COOTBETCTBYHOLLMM YNOJTHOMOYEHHbIM cpep,epaanbuvl OopraHom MCNOMHUTENBHOWN BRacTu.

Crtatbsa 34. BknioyeHne B rocyfapcTBeHHbIM peecTp JNieKapCTBEHHbIX CPeACTB U UCKI4YeHue u3
rocyaapcTBeHHOro peectpa JleKapCTBEHHbIX cpeacTB chapmaueBTUYECKOM CcyGCcTaHLuKU, NpousBeneHHON
Ons peanusauumn
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Ans BKNtoYeHus apmaLeBTUYECKON cybCcTaHuuKM, Npon3BeAeHHON ANs peanusaumn, B rocy4apCTBEHHbIN
peecTp NeKapCTBEHHbIX CPeacTB, MPOBOOUTCS SKCNepTn3a ee kavyecTsa.
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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MpumeyaHue.
C 01.01.2021 B @63. 1 4. 2 cT. 34 BHOCATCA M3MeHeHus (P3 ot 27.12.2019 N 478-93). Cm. 6yayLuyio pegakumio.

2. 3OKcnepTmM3a kadecTBa ykasaHHOM B 4acTu 1 HacTosiwen ctaTbyM apmaueBTMYECKOW cyOcTaHumu,
COCTaBMEHNE KOMUCCMEWN IKCMEPTOB 3aKMYEHUM Mo pesynbTaTam 3TOW 3KCMEepPTU3bl U WX HanpaBneHvne B
YMNOJSTHOMOYEHHbIV beaepanbHbli OpraH UCMOMHUTENBbHOW BIlaCTU OCYLLECTBMSIOTCA B CPOK, HE MpeBbiaoLWwui
wectugecatn paboumx OHEW CO AHA MOMYYEeHWs 3KCMEPTHbIM YYpeXOEeHWEM COOTBETCTBYIOLLErO 3afaHus
YNOMHOMOYEHHOro oefeparnbHOro opraHa UCNONHUTENBbHOW BNACTU 1 Cneayowmnx A0KYMEHTOB:

MpumeyaHue.
C 01.01.2021 B 0. 1 4. 2 cT. 34 BHOCATCA M3MeHeHus (P3 oT 27.12.2019 N 478-®3). Cm. ByayLlyto pegakumio.

1) KOnNus NULEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB MMM KOMMWS 3aKMOYEHUS O COOTBETCTBMU
npousBoauTens NekapCTBEHHbIX cpeacTB TpebGoBaHWsAM MpaBun Haanexallel MNpOoVM3BOACTBEHHOW MpPaKTUKW,
BblOAHHbIX YMOMHOMOYEHHbIM deaeparnbHbiM OPraHoOM MCMOMNHUTENBHOW BNacTW, B Cryyae, ecnv npousBOACTBO
nekapcTBEeHHOro CpeacTBa ocyllecTenseTcs B Poccuitickon denepaunu;

(B peq. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

2) konusi OOKYMEHTa, BbIAAHHOIO YNOMHOMOYEHHbIM OPraHOM CTpaHbl NPOW3BOAMTENS NeKapCTBEHHOro
CPeAcTBa W MNOATBEPXKAAMOLWEro paspelleHne MNpou3BOACTBA NEKapCTBEHHOro CPeAcTBa, W ero nepesof Ha
PYCCKUIA A3blK, 3aBepeHHble B YCTAHOBMEHHOM MOPSAKe, a TaKkKe KOMWUS 3aKMi4YeHWs O COOTBETCTBUM
NPOM3BOAMUTENST NEKapCTBEHHbLIX CPeAcTB TpeboBaHMsSIM NpaBun Haanexallel nNpou3BOOCTBEHHOW NPaKTUKW,
BbIJAHHOIO YMOMHOMOYEHHbIM befiepanbHbIM  OpraHoOM  UCMOSHUTENBHOW Bnactn, nubo Komus peLleHus
YNONMHOMOYEHHOTO  doefiepanbHOr0  OpraHa  MCMOMHUTENbHOW BRactu O NPOBEAEHWUM  MHCNEKTUPOBaHMS
NPOM3BOAUTENS] NEKapCTBEHHOrO cpefcTBa. YKas3aHHble [OKYMEHTbl MNpefAcTaBnsiloTcsa B Cchyyae, ecnu
NMPOM3BOACTBO NEKApCTBEHHOIO CPEACTBa OCYLLECTBNAETCS 3a npeaenamu Poccuiickoin Pepepauuu;

(n. 2 B peq. PegepancHoro 3akoHa ot 04.06.2018 N 140-d3)

3) DOKyMeHT, cogepxallumin crnegytolime cBefeHusi o hapmaleBTUHECKON cybcTaHumm:

a) HauMeHoBaHWe hapmMaLeBTUHECKON CcybCTaHLuK, ee CTPYKTypa, obLine CBOMCTBA;

0) HaumeHoBaHVe 1 agpec NPoM3BOANTENS;

B) TeXHoJorma npounssoacTtea C onnMcaHnem cragun npon3BoacTBa U METOAOB KOHTPOJIA Ha BCEX CTaaunAX
npon3BoACTBa,

r) onucaHue pa3paboTku npoLecca Npon3BoACTBa;

A) onncaHne KOHTPONSA KPUTUYECKUX CTaaui npouecca NpoM3BoACTBa M MPOMEXYTOYHON NPOAYKLUN;
€) AOKYyMeHTanbHoe NoaTBepXaeHue (Banvgauus) npoLeccoB 1 (Mnn) Nx OLeHKa;

) CBOMCTBA W CTPYKTypa AENCTBYIOLLMX BELLECTB;

3) XapakrepucTtuka npumecen;

n) cneundukaumsa Ha apMaLeBTUYECKYHO CyBCTaHUMIO 1 ee 0OOCHOBaHNE;

K) aHanuMTU4eckne MeTOAMKM, UCMOoSb3yeMble NPU OCYLLECTBIEHUN KOHTPONS KayecTBa dhapMaueBTUYeCcKon
cybcTaHuup;

n) [OoKymeHTanbHOe noATBepXaeHue (Banuaauusl) aHanuMTUYecKUX MeTOOMK, WCMoNb3yeMblX npu
OCYLLIECTBMNEHNM KOHTPONS KadecTBa hapmaLeBTU4ecKon cybcTaHumu;

M) pe3ynbTaTbl aHann3a cepuii apmaLeBTUYECKON CcyOCTaHLnK;
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H) nepeyeHb CTaHOAPTHbIX o6pa3u,oe. nnnm BewecTB, WCMNOJIb3yeEMbIX TPU OCYLECTBIIEHNN KOHTPOIIA
Ka4yecTBa,

0) onncaHune xapakrtepucTtuk n CBOWCTB yNakoBO4YHbIX MaTepuanoB N YKYNOPOYHbIX CPencCTB;
n) 4aHHble 0 cTabunbHOCTU hapmaLEeBTUYECKON CyOCTaHLNW;
P) CPOK ro4HOCTHU;

4) [OKYMEHT, COAepXXalluMn CBeAeHWss O perncrpauuu npou3BOAUTENS FEeKapCTBEHHbIX CPeacTB Ans
MEOMLUMHCKOrO MpUMEHEHMST B KayecTBe HanoronnatenbliMka B CTpaHe perucrpauum (ans pOCCUACKUX
IOPUAMYECKUX NUL - MAEHTUUKALNOHHBIN HOMep Hanoronnatenbwuka (MHH), ona MHOCTpaHHbIX HOpUaNYECKNX
niy - CcTpaHa perucTpauun, HaMMEHOBaHWE pEerncTpupylowlero opraHa, perMcTpauMoHHbI HOMep, Kog
HanoronnaTtenbLiuka B CTpaHe perncrpauumn (MHKopnopauum) uim ero aHasnor).

(n. 4 BBeaeH PeaepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)
(vacTb 2 B peq. PeagepansHoro 3akoHa ot 22.12.2014 N 429-93 (peg. 13.07.2015))

3. [Ana npoBefeHust 3KCNepTuabl KadecTBa YKa3aHHOMW B 4acTh 1 HacCTodAWeEN cTaTbl dhapMaueBTUHECKOWN
cybcTaHuum 3asBMTENb NPEACTABMSET B YNONHOMOYEHHbIV dhedepanbHbIvi OpraH UCNOMHUTENBHOWN BRacTU:

1) 3asBneHne O BKIKYEHUN B TOCYAAPCTBEHHbIN pPeecTp feKapCTBEHHbIX CpeacTB  OaHHOM
dapmavneBTnHeckon cybcTaHumm;

2) komusa [OOKyMeHTa, MoATBepXAalLlero Yynnaty rocygapCTBEHHOW MOLWIMHbI 38 BKKOYEHME B
roCyoapCTBEHHbIN peecTp JflekapCTBEHHbIX CPeAcTB hapmaueBTuyeckon cybcTaHumMM, nNpousBeAeHHOW Anis
peanusaumv, nMbo no cobCTBEHHOW WHUUMATVMBE YKasaHHbIM OOKyMeHT. B cnyyae ero HenpeacTaBneHus
3asgBMTENIEM YNOMIHOMOYEHHbIN hedepanbHbll OpraH MWCMOMHUTENbHOW BRactTu nposepseT akT ynnarbl
rocynapCTBEHHOW MOLWMMWHbI 3asBUTENeM C WCMofib3oBaHMeM wuHdopMaumm o6 ynnaTe rocygapCTBEHHON
MOWNKMHBI, cogepxallencs B [ocyaapCTBEHHOM MHMOPMAUMOHHOW CUCTEME O TOCYAApPCTBEHHbIX W
MyHULUMNAnNbHLIX NnaTtexax, Ha OCHOBaHWW NPeACcTaBMeHHOW 3asiBUTeNeM Konuu JOKyMeHTa, NOATBepXAaatoLero
ynnaTy rocygapCTBEHHON MOLUMWHbI;

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

3) OOKYMEHTbI, yKa3aHHbIe B 4acTW 2 HacTOosILLEN cTaTby;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBNeHue O Bblgaye paspeweHns Ha BBO3 B Poccuiickyto depepaumio KOHKPETHOM nNapTum
He3aperncTpMpoBaHHOIo NeKapCTBEHHOMO CcpeacTBa, NpeAHasHa4YeHHoro Ana NpoBeAeHns yKa3aHHOW aKCnepTusbl.
(n. 4 BBegeH ®efepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

MpumeyaHue.
C 01.01.2021 ct. 34 gononHgaetcsa 4. 3.1 (P3 o1 27.12.2019 N 478-d3). Cm. GygyLuyio pegakumio.

4. B TeuyeHue gecsaAtn paboumx OHEW CO OHA MPUHATUSA 3asdBIEHWUS O BKIKOYEHWWM YKa3aHHOM B 4dacTtu 1
HacTosilen ctaTbM hapmaueBTUYECKON cybCcTaHUMM B rocygapCTBEHHBIN PEecTp NEKApPCTBEHHBIX CPEACTB U
OOKYMEHTOB, NepeydncrieHHblX B YacTn 1 U NyHKTe 2 YacTu 3 HaCcTosLLEN cTaTby, YNONHOMOYEHHbIN beaepanbHbIi
OpraH UCNOSIHUTENBHOW BNACTU:

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

1) NPOBOAWT NPOBEPKY MOJIHOTbI U JOCTOBEPHOCTU AaHHbIX, COAEPXKaLLMXCA B NpeACcTaBeHHbIX 3asBUTENEM
OOKYMEHTaXx;
(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NpUHUMAET peELLEeHNe O HanpaBfieHWM B 3KCMEPTHOE YUYpeXAeHue 3afaHus Ha NpPoBeAEeHME 3KCNEepPTU3bI
KayecTBa YyKa3aHHOW B 4yacTu 1 HacTosiwen crtatbu bapMaueBTUYECKOM cyOcTaHumm unm o6 OTka3e B TakoM
HanpaBneHuu;
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3) yBeooMnsieT B 3NEKTPOHHOW UMM MUCbMEHHOWN hopMe 3asiBUTENS O MPUHSATOM peELUEeHUN Unu B criyyvae
OTKa3a C ykasaHMeM NPUYMH TaKkoro oTkasa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTU CBEAEHUN, COAEPXKALLUMXCA B MPEeACTaBeHHbIX 3aaBuTenem
MaTepmanax, ynosHOMOYEHHbIN beaeparnbHbIi OpraH UCMONHUTENBHON BAACTW HanpasnsieT 3asBUTENIO 3anpoc
00 yTOYHEHWUW yKa3aHHbIX cBedeHWN. [JaHHbIN 3anpoc MOXeT ObiTb nepedaH ynomMHOMOYEHHOMY MPeACcTaBUTENIO
3asBUTENs NIMYHO MOA PacnUCKy, HanpaBfieH Mo MoYTe 3aka3HbiM MUCbMOM WM NepefaH B 3NeKTPOHHOW dopme
Mo TEeNEeKOMMYHMKALUMOHHbIM KaHanam cBs3u. B cnyyae HanpaBneHuss aHHOro 3anpoca Mo Mo4vTe 3akasHbIM
NMMCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHUM LLIECTM OHEN C AaTbl HAanpaBlieHWs 3aKa3HOoro NUCbMa.

(vacTb 4.1 BBegeHa degeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asButenb 00s13aH npeacTtaBUTb OTBET Ha 3anpoc YNOMHOMOYEHHOro hegepanbHOro opraHa
WCNONHUTENBHON BrlacTM B CPOK, He MNpeBbIlAOWMIA AeBAHOCTa paboumx OHen CO AHS MONyYeHus [aHHOro
3anpoca. Cpok, yka3aHHbIN B 4acTu 4 HaCTOsILEeN CTaTby, NPUOCTAHABNMBAETCA CO AHA HanpaBreHUs 3asBUTENO
3anpoca ynosTHoMOYeHHOro degepanbHOro opraHa MCMONMHUTENbHOW BRacTM A0 AHS MOSTyYeHns MM OTBeTa Ha
AaHHbIN 3anpoc 1 He Y4MTbIBAETCs NPU MCHUCTIEHNM CPOKa SKCMepTU3bl kayecTBa hapmaLeBTUYECKON CcybcTaHLmu,
Hencnonb3yemowm npu NPoOn3BoACTBE NIeKapPCTBEHHbIX NPenapaToB.

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

5. OcHoBaHMeM [And oTkasa B HanMpaBleHUM B IKCMNEPTHOE yupexaeHue 3afaHus Ha npoBefeHune
3KCMEepTM3bl KayeCcTBa YKa3aHHOW B 4acTm 1 HacTosAwewn cTaTtbu apmaueBTMYECKOW CybCTaHuuu aBnaeTcs
HenpeacTaBneHne [OOKYMEHTOB, YKa3aHHbIX B 4acTM 2 HacTosileh CcTaTbu, OTCYTCTBME MHAOpMaLuu,
noaTeBepxaaroLlenn akT ynnatbl rocyaapCTBEHHOW MOLUNWHBI 3@ BKIKOYEHWE (hapMaueBTUHECKOW cybcTaHuuw,
Npou3BedeHHON AONA peanu3aunu, B roCy[apCTBEHHbLIN peecTp JeKapCTBEHHbIX CpeacTB, HenpeacTaBneHue
3as8BMTENIEM B YCTAHOBMIEHHbLI CPOK OTBETA Ha YyKas3aHHbIM B 4actu 4.1 HacTosiwen cTaTbyM 3anpoc
YMNOJSTHOMOYEHHOrO dheepanbHOro opraHa MWCMOMHUTENBHOW BNacTM WNW nNpeacTaBieHMe [AOKYMEHTOB, He
cofepXalux ncHeprnblBaloLLEro nepeyHs Heo6XoaUMbIX CBEAEHUN.

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

6. B TeueHvne naTHaguatu paboumx OHEW CO OHS MOMyYEeHMS PEeLUeHUs YNONHOMOYEHHOro deaepansHoro
opraHa UCMOMHUTENBHOW BAacTU O HanpaBfeHNW B 3KCNEPTHOE yupexaeHne 3agaHns Ha npoBeaeHne aKCnepTum3bl
KadecTBa yKa3aHHOM B YacTu 1 HacTosilen ctatbl hapmaueBTUYecKon cybcTaHumMn 3asiBUTENb NpeacTaBnseTr B
3KCNEepTHOE YYpeXxaeHne ONa NPOBEAEHUs OaHHOW 3JKcnepTuabl obpasubl dpapmaueBTMYeckon cybcTtaHuumn B
KOnmM4ecTBe, HEOOXOAMMOM [fis1 BOCMPOM3BEAEHNST METOAOB KOHTPONS KayecTBa. QKCNEpPTHOE ydpexaeHue npwu
nonyy4yeHun obpasyoB yKkaszaHHOW B YacTy 1 HacTosilen cTaTbM papMaueBTUYEecKOn cybcTaHuuMM BblOaeT
3as8BUTENO JOKYMEHT, MOATBEPXKAAIOLLMIA NosydeHne aTux obpasLoB, U B CPOK, HE MPEBLILLAIOLWMI Tpex pabounx
OHEN, yBeJOMNSET B SMEKTPOHHOW WAW MUCbMEHHON ¢popMe 00 3TOM YMONTHOMOYEHHbIM dheaepanbHbIil opraH
NCMNOMHUTENbHOW BNacTh. 3TN CPOKM HE BKNIOYAIOTCH B CPOK NPOBEAEHUSA AaHHOW 3KCNepTuU3bl.

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

7. ,D,OKYMeHTbI, NoCTynuBLLME B 3KCNEPTHOE ydpexaeHne and nposeaeHnA 3KCnepTu3bl KadecTBa yKa3aHHOVI
B YactTm 1 HacTosien cTaTbu cbapmau,eBTquCKoﬁ Cy6CTaHLI,I/II/I, nognexart BO3BpaTy B yI'IOJ'IHOMO‘-IeHHbIﬁ
cbep,epaanbuZ opraH NCMONHNTENbHON BNacTu OHOBPEMEHHO C 3aKIto4YeHUAMN no pesyrbrTartamMm HpOBeﬂ,eHHOVI
9KCNEePTU3bI.

8. B cpok, He npeBbIwalWmMn NaTn pabounx gHen co AHS NOMyYeHUs 3aKnioYeHUss KOMUCCUM IKCMEPTOB Mo
pe3ynbTaTtaM 3KCNepTM3bl KadecTBa yKa3aHHOMW B 4acTu 1 HacToswWwen crtaTtbu hapmaueBTU4eckon cybctaHuunm,
YMONMHOMOYEHHbIN dhefepanbHbI opraH UCMOMNHUTENbHOW BRacTu:

1) ocyLlecTBNAET OLEHKY TaKoro 3akroveHus Ons onpeneneHnsl ero COOTBETCTBUA 3afaHunio Ha NpoBeaeHne
NaHHOWN 3KCNepTUsbI;

2) npyHMMaeT pelleHWe O BKIIOYEHWM yKasaHHOW B 4acTu 1 HacTosiwen cTtatby dapmaueBTUYEeCKon
cybcTaHuum B rocygapCTBEHHbIN peecTp nekapCTBEHHbIX CPeACTB Un pewleHne 06 0Tkase B TaKOM BKIHOYEHNY;

3) BHOCUT nMpu TMPUHATUM peLleHWss O BKMIOYEHMM YKaszaHHOM B 4Yactu 1 HacTosilen cTaTbu
apmaLieBTUHECKON CyOCTaHUUM B rOCYAapCTBEHHbIV PEECTP NEKAPCTBEHHbBIX CPEACTB NPEAYCMOTPEHHYIO YaCTbIO
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2 crtatbm 33 Hactosiwero degeparnbHOro 3akoHa WHGOpPMaUMo U yBeooMSsieT 00 3TOM B 3JIEKTPOHHOW WUIn
NMCbMEHHOM hopme 3aaBuTens.
(B pea. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-03)

9. OcHoBaHVeM Ang OTKasa BO BKMIOYEHUU yKaszaHHOW B 4acTu 1 HacTosllen cTaTby dhapmaueBTUYECKOn
cybCcTaHUUM B rocyaapCTBEHHbIA peecTp NeKapCTBEHHbIX CPEeACTB SABMSETCS 3aKMiyeHne COOTBETCTBYHOLLErO
YMOSTHOMOYEHHOro doefeparnbHOro opraHa MCMONHUTENbHOW BrlacTM O TOM, YTO KayecTBO dhapmMaLeBTUYECKON
cybcTaHUMM He NOATBEPXKOEHO MOMYyYEeHHbIMW AAaHHBIMU.

(vyactb 9 BBegeHa PepepanbHbiM 3akoHOM OT 22.10.2014 N 313-93; B pea. PepepanbHoro 3akoHa ot 04.06.2018
N 140-93)

10. He ponyckaetca BKMYEHWE B TOCYOAPCTBEHHbIA pEECTp JeKapCTBEHHbIX CPeACTB  OOHOW
dapmaLeBTUYECKON CYyOCTaHUUK, MPOU3BEAEHHOW ANd peanu3auun U BbiNYCKAEMOW OOHUM U TeM Xe
npovsBoguTenem, B Buae AByX 1 6onee peecTpoBbIX 3anncen.

(vacTb 10 BBeaeHa ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. BHeceHue wu3MeHeHWA B [OKYMeHTbl Ha apmMaueBTUYeckylo CybCcTaHuMio, NPOU3BEAEHHY AOnd
peanusaunn 1 BKITIOYEHHYIO B FOCYAapCTBEHHbIN PeecTp flekapCTBEHHbIX CPecTB, OCYLLIEeCTBNSAETCS B nopsigke,
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 OT 22.12.2014 N 429-93)

12. [OonyckaeTca o6paiieHue dapmaueBTU4eCKMX CyOCTaHuuiA, MpouM3BeAEeHHbIX ANA peanusauun, B
TeyeHMe CcTa BOCbMUAECATM [AHEeW [[O W Mocne nNPUHATUS  YNONHOMOYEHHbIM  dedepanbHbIM - OpraHoM
NCMOMNHUTENbHOW BNAacTu pPeLleHns O BHECEHUU M3MEHEHUIN B JOKYMEHTbl Ha (hapMaueBTMYecKylo cybcTaHumio,
NPOM3BEAEHHYIO ANS peannsaunmy 1 BKITIOYEHHYIO B rOCyAapCTBEHHbIN PeecTp fekapCTBEHHbIX CPeACTB.

(vacTb 12 BBegeHa PeaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

13. PelueHne 06 UCKIIOYEHMN M3 rocyaapCTBEHHOTO peecTpa NeKkapCTBEHHbIX CPEACTB dapMaLeBTUYeCKoi
cybCcTaHUMW, NPOM3BEAEHHOW AN peanusauun, NpUHUMAaETCs YMONTHOMOYEHHbIM hedeparnbHbiM  OpraHoMm
UCNONHWUTENBHOW BlAcTU B clyyae:

1) NnpeacTaBneHUsi COOTBETCTBYHOLLMM YNOSIHOMOYEHHbIM heepanbHbIM OpraHOM MUCMOMHUTENBHOW BracTu
3aKMIOYEHMSI O pUCKe MNU 06 Yrpo3e XU3HU UMM 340POBbI0 YeroBeka NGO XMBOTHOMO MPWU MCMOMb30BaHWUM
neKkapcTBEHHOro CpeacTBa;

2) nogavun pa3pa6OT'~WIKOM JIeKapCTBEHHOIo cpeactea Wi npomn3BoguTesNieM J1nekKapCTBEeHHOro cpeactBa
nmbo YNOJTHOMOYEHHbIM UMW OPYITMM HPUONYECKUM JUMLOM 3adaBl1eHUA 00 MCKIoYeHUn 13 rocynapCTtBeHHOro
peecTpa JieKapCTBEHHbIX CpeacTB (bapmaueBTquCKon Cy6CTaHLI,l/II/I, ﬂp0M3BeﬂeHHOVI ana peannsauunun;

3) otcytcTBMA apMaueBTUYeckon cybcTaHuuu, npousBedeHHOW Ans peanusauun, B obpallieHun B
Poccuiickon degepaumm B TeyeHne Tpex 1 bonee ner.
(vacTb 13 BBegeHa PeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

Crtartbs 35. YTpatuna cuny c 1 uronsa 2015 roga. - ®egepanbHbin 3akoH oT 22.12.2014 N 429-®3.

Cratbsa 36. O6xanoBaHue pelleHUs 06 oTkase B BblAaye paspelleHUs Ha NpoBeAeHMe KIMMHUYeCKOoro
uccrnegoBaHUsl NeKapcTBeHHOro npenapara, pelleHuMs o6 oTkaze B rocyAapCTBEHHOW perucTpauum
neKapcTBEHHOro npenaparta, 3akf4YeHUs KOMMUCCUMM IKCMEPTOB IKCMEPTHOrO YuUpeXAeHUus unu
3aKno4eHUsi coBeTa Mo ITuke

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

PelleHne COOTBETCTBYHOLLErO YNOHOMOYEHHOTo hefepanbHOro opraHa UCNoNHUTENbLHOM BRacTy o6 oTkase
B Bbldadye paspelleHus Ha NpPoBedeHWe KMUHUYECKOro MCCreaoBaHUa NeKapCTBEHHOro npenapara, pelieHue
yKazaHHOTO defiepanbHOro opraHa WCMOMHWUTENbHOM BnacTu 06 oTkaze B rocydapCTBEHHOW peructpauuu
NeKkapcTBEHHOro npernapara, 3akflo4YeHWe KOMMUCCUM 3KCMEPTOB IKCMEePTHOTO YYpeXAeHVs WU 3akmioyeHue
coBeTa MO 3TMKe MOXeT ObiTb 06kanoBaHO B MoOpsiAKe, YCTAHOBIIEHHOM 3aKoHoOaTenbCTBOM Poccuiickol
depepaumn.  3aknoYeHMe  KOMWUCCUMW  IKCMEPTOB  OKCMEPTHOrO  yypexaeHus O  B3aMMO3aMeHSeMOCTM
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neKapCTBEHHbIX NpenapaToB Anst MEOULMHCKOTO MPUMEHEHUA nNMbo O TOM, YTO NEeKapCTBEHHbIM Npenapart Ans
MEOMLMHCKOrO MPUMEHEHUS He SABMSEeTCS B3anMO3aMEHsieMbIM, MOXET ObiTb OOXanoBaHO AepxaTenem umm
BMagernbLeM perncTpaumoHHOro yaoCTOBEPEHUS NEKapCTBEHHOMO npenaparta B YNOMHOMOYEHHbIM deaeparnbHbIn
OopraH UCNOSNTHUTENBHOMW BAacTW, KOTOPbIA NPUBMNEKAET K PACCMOTPEHUIO YKa3aHHOW Xanobbl NoaBeAOMCTBEHHbIE
€My HaydHble opraHusauum u obpasoBaTenbHble OpraHu3auumn BbiCLIero 0bpa3oBaHus, OCYLLECTBAsOLMne
OeaTenbHOCTb B cdepe obpalleHns nekapcTBeHHbIX CPeACcTB. 3akmnioyeHue KOMUCCUU IKCMEPTOB 3IKCMEPTHOro
yupexaeHus, oopMreHHoe MO uToram nepecmoTpa OOXanoBaHHOrO 3akKmioveHus aJkcnepra, MoxeT ObiTb
OCMOpEeHOo Aepxatenem vnu BnagenbLeM perncTpauuoHHOro YAOCTOBEPEHUSA MeKkapCTBEHHOro npenapaTta nunbo
YMOMHOMOYEHHBIM MMM NULOM B MOpsiaKe, YCTAHOBIIEHHOM 3akoHoaatenbctBoM Poccunckon ®epepaumm. MNpu
0bXxanoBaHMM peLLeHNst YNONHOMOYEHHOro dedepanbHOro opraHa WCMNOMHUTENBbHOW BRacTW, 3akmyeHus
aKcnepTa WM KOMUCCMM IKCMEPTOB 3KCMEPTHOTO YYpPEXOEHWs, 3aKMYeHusl coBeTa Mo 3TMKe AepxaTtenb wunm
BNagerney perMcTpaumoHHOrO yAOCTOBEPEHUS] flekapCTBEHHOro npenapaTta Nnbo ynormHOMOYEHHOE MMM fMUO
BrpaBe MNpeACTaBUTb pe3ynbTaTbl 3KCNEPTM3bl  JIEKAPCTBEHHOINO npenapaTta, MpPOTOKOMbl  MOMYYeHHbIX
aKKpeaWTOBaHHbIMU MUCNbITaTeNbHbIMW NTabopaTopmsamMm (LeHTpaMm) pe3ynbTaToB UCCnefoBaHuiA, UCTIbITaHUNA.

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WHdopmaumsa, cBsizaHHass C OCYLIECTBIEHWEM TFOCyAapCTBEHHOM pervcrTpauumu
JNleKapCTBEHHbIX MNpenapaTtoB, MHGopMauUusa O 3aperucTpUMpoBaHHbIX JIeKAPCTBEHHbLIX Mpenapartax W
NieKapCTBEHHbIX NpenapaTax, MCKI4YeHHbIX U3 rocyAapCTBEHHOro peecTpa JieKapCTBEeHHbIX CpeaAcTB

1. COOTBETCTBYIOLWMIA YNOIHOMOYEHHbIA (beaepanbHbIi OpraH MCMNOMHUTENbHOW BnacTu pasmellaeT Ha
CcBOEM ouumanbHOM canTe B ceTu "VIHTepHeT" MHopMaunio, CBA3aHHY C OCYLLECTBIIEHMEM FOCY4apCTBEHHON
perucTpaumm eKapCTBEHHbIX MpenapaToB, B TOM YUCIe MPOBEAEHUEM IKCMEPTU3bl NEKAPCTBEHHbIX CPEACTB
(Bkntoyas pesynbTaTbl €e NpoBefeHus), MHPOPMaLMIO O 3aperMcTpMpOBaHHbBIX JIEKAPCTBEHHBIX MpenapaTtax u
nekapCTBEHHbIX MpenapaTax, UCKIIOYEHHbIX N3 rocy4apCTBEHHOIO peecTpa NekapCTBEHHbIX CPEACTB, HE No3aHee
4yeM 4yepes NATb paboumx OHEN CO OHSI MONydeHUs YNONMHOMOYEHHbIM hefepanbHbIM OpraHoM UCMOMHUTENBHOW
BMacTu COOTBETCTBYIOLLEN MHpopmauun.

(B pea. PepepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-93)

2. CpoKkM 1 NopsiioK pasMeLLEeHnst ykasaHHOM B YacTu 1 HacTosilen ctaTbn MHopMaL MM yCcTaHaBIMBakoTCs
YMOSIHOMOYEHHbIM dbefeparnbHbiM OpraHoM UCMNofHUTENbHOW Bractu. MHdopmauus, ykasaHHas B 4actn 1
HacTosALWEN cTaTbM, SIBNSIETCA OTKPbITOM M 0OLEeAOCTYNHON M NPedoCTaBrsieTcsl 3aMHTEPECOBaHHLIM fMUuaM B
COOTBETCTBUM C 3aKoHogaTenbCcTBOM Poccuiickon ®enepaumn.

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

Mnaea 7. KMMHUWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnA MEAULUMHCKOIO NPUMEHEHUA, 0OMOBOP
Ob UX NMPOBEAOEHUN, NMPABA NALUMEHTOB, YYACTBYIOLLNX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHuyeckme wuccnepoBaHusA NeKapCTBeHHbIX npenapatoB AnAd MeaAUWUUHCKOro
npuMeHeHuA

1. KnuHnyeckne nccnenoBaHus nekapcTBEHHbIX NpenapaTtoB Ans MeAWMUMHCKOTO NPUMEHEHUS, B TOM YuCne
MeXxayHapoaHble MHOTOLEHTPOBbIE, MHOMOLEHTPOBbLIE, MOCTPENMCTPaALMOHHbIE, MPOBOASATCH B OAHOW UMK
HECKONbKUX MEAMLMHCKUX OpraHusaumsix B COOTBETCTBMM C MpaBunaMu Hagnexalleh KIMHUYECKON MNpaKTUKK,
yTBEPXOAEHHbIMN  YNOJTHOMOYEHHbLIM cbe,qepaanuM opraHom WNCNOMHUTENbHON BNnacTtnn, COOTBETCTBEHHO B
criegyowmnx uensx:

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

1) ycTaHoBneHne Ge30nacHOCTM NeKapCTBEeHHbIX NpenapaToB ANA 340POBbiX A0OpOBOMbUEB U (Unu)
NepeHoOCUMOCTN WX 300POBbLIMM [A06POBOMbLIAMMU, 33 WCKIMIOYEHMEM TaKuX WccrnegoBaHWUin NeKapCTBEHHbIX
npenapaTos, Npou3BeaeHHbIX 3a npegenamu Poccuiickon ®epgepauuu;

2) nogbop onTMMarbHbIX OO3VMPOBOK MEKapCTBEHHOro npenaparta WM Kypca JeyYeHusi Ofisl MauueHToB C
onpedenieHHbIM  3aboneBaHVeM, OMTUMAsibHbIX [03 W CXeM  BakuMHauuM  MMMYHOGMONOrM4ecKumu
rekapcTBEHHbIMU NpenapaTamMn 30POBbIX 40OPOBOSbLEB;
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3) ycTtaHoBneHve 6e30nacHOCTV NEKapCTBEHHOrO npenapata U ero 3EMEKTUBHOCTU AN NaLUUEHTOB C
onpedenieHHbIM 3aboneBaHveM, NpodunakTUYeckon apdeKTMBHOCTM UMMYHOBMOMOrMYECKUX FeKapCTBEHHbIX
npenapaTtoB Ans 300POBbIX 40GPOBOSbLEB;

4) n3yvyeHne BO3MOXHOCTM PaCLUMPEHMS MOKa3aHMN 4NS MEeAWLMHCKOrO NPUMEHEHWUSI N BhISIBNEHUSI paHee
HEM3BECTHbIX MOBOYHbIX AEACTBUI 3aperMcTPUPOBaHHbIX NIEKAPCTBEHHbIX NpenapaTos.

2. B OTHOWEHMN BOCNPOU3BEAEHHBLIX FEKAPCTBEHHLIX MpenapaToB AN MEAWMUMHCKOrO MNpPUMEHEHUs
MPoOBOASTCSA MCCrneaoBaHusl OGMO3IKBUBANEHTHOCTU W (MNKN) TepaneBTUYECKOW SKBMBANEHTHOCTM B nNopsiake,
YCTaHOBMEHHOM YMNOMHOMOYEHHbLIM dhefepanbHbIM OpraHoM UCMNOSTHUTENBHON BRacTu.

3. Opl’aHVI3aLI,VII'O npoBeaeHnA KIMHNYEeCKnX nccrnegoBaHui NeKapCTBeHHOro npenapara and MeguuuHCKOro
NnpuMMEeHEeHusa BnpaBe OCYLWEeCTBIIATb:

1) pa3paboTunk nekapcTBEHHOro nNpenapaTa unu ynoHOMOYEHHOE UM NULLO;

2) obpasoBaTenbHble  OpraHM3aumMmM  BbiCclLero  obpasoBaHus,  OpraHusauum  OOMNOfHWUTENbHOrO
npodeccunoHaneHoro o6pasoBaHus;
(n. 2 B peq. PegepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4YHo-uccnegoBaTernbCKMe opraHM3aLmm.

4. KnnHunyeckne mccnegoBaHus NeKapCTBEHHOrO npenapara Ansi MeAMLUMHCKOro NMPUMMEHEHUs NpoBOAATCA
Ha OCHOBaHUKM paspelleHnss Ha NpOBedEeHNEe KMMHMYECKOrO WCCNeaoBaHUs JeKapCTBEHHOro mnpenapara,
BblJAHHOIO  YMOSIHOMOYEHHbIM  befepanbHbiM  OPraHOM  WCMOMHUTENbHOW  BRacTU.  YMOJSIHOMOYEHHbIV
denepanbHbIi  OpraH WUCMOMHWUTENBHOW BMNAcTM BedeT PpeecTp BblAaHHbIX pas3pelleHniA Ha MpoBeaeHune
KMMHUYECKUX WCCredoBaHW feKkapCTBEHHOIO npenapara, COAEpXallMin yka3aHue Ha WX Lenb unu uenu, B
YCTaHOBMEHHOM 3TUM OpraHoM MOpsiAKe.
(B peq. PegepanbHbix 3aKOHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-93)

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

6.K opraHunsauunn nposeneHuna KnnHN4ecknx nccnegoBaHmi NeKapCTBEHHOro npenaparta ana meamumnHCKoro
NnpUMeHeHnsA pa3pa6OT‘-IVIKOM J1IeKapCTBEHHOIo npenaparta MOryT npuBiekaTtbCA pugndeckne nuua nobowm
OpraHVI3aLI,I/IOHHO-ﬂpaBOBOI7I (*)OprI npun ycnosuun obecneyeHns COOTBETCTBUS 3TUX UCCNeaoBaHUI TpeGOBaHMFIM
HacTodLlero CDep,epaanoro 3aKOoHa.

7. KnnHnyeckne nccneaoBaHusl ekapcTBEHHbIX NpenapaToB Anst MeAULMHCKOrO NPMMEHEHUS NPOBOASATCS B
MEOMULMHCKUX OpraHm3auunsix, akKkpeguTOBaHHbIX YMNOMHOMOYEHHbIM diedeparibHbiM OpPraHoOM WCMOSTHUTENbHON
BNacTu B nopsake, yctaHosBneHHoM lNpasuTtensctBom Poccuiickon ®epepauuu.

8. [llepeyeHb MeAUUMHCKMX OpraHu3auumi, WMEeRLMX npaBo MNPOBOAMTb KIMHUYECKUE MWCCeaoBaHus
NeKapCTBEHHbIX npenapaTos AN MeAUUMHCKOro NPUMEHEHUS, U peecTp BblAaHHbIX pa3pelleHnin Ha npoBedeHue
KNMUHUYECKUX UCCIefOBaHNN NEKapCTBEHHbIX NpenapaToB onyGrMKOBLIBAOTCA U pa3MeLLatoTCca YNorTHOMOYEHHbIM
begeparnbHbIM OpraHoM UCMOMHUTENBHOW BNacTy B YCTaHOBEHHOM UM MOPSiAKe Ha cBoeM odhmumnanbHOM canTe B
cetn "UHtepHeT".

Cratba 39. PeweHne o npoBegeHUN KNMHMYECKOro UcCCrefoBaHusl NieKapCTBEHHOro npenapara gns
MeOULMHCKOro NpuMeHeHus
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHnyeckoe uccrnegoBaHne nekapcTBEHHOro npenaparta ans MeauUMHCKOro NMpUMEHEHUst NpoBoaNTCS
Ha OCHOBaHUWM pa3speLleHNs Ha MpoBedeHMe KMMHUYECKOro WCCrenoBaHWa nekapcTBEHHOro npenapara,
BbIJAHHOIO YMOMHOMOYEHHbLIM defeparnbHbiM OpraHOM MCMOMHUTENbHON BMacTW Mo pesynbTatam aKCcrnepTuabl
[OKYMEHTOB, HEOBXOAMMbIX [ONs MOMyYeHUss paspelleHnss Ha MpoBedeHne KIMHUYECKOro WccrnenoBaHus
rneKkapcTBEHHOro npenapaTa 1 3TUYECKON 3KCMepTuU3bl.

2. Ans nony4vyeHua paspelweHna Ha nposegeHne KimHN4Y4eCckoro nccrieqoBaHnda nekapCTtBeHHOro npenaparta
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ana  MeauMunHCKOro npuMmeHeHua 3adBUTENb nNpeactaBlideT B yHOﬂHOMOHeHHbIVI cbep,epaanblVl opraH
NCMNOMHNTENBHON BNAcCTu:

1) 3adaBlieHne O Bblaa4vye paspelleHuna Ha npoBegeHune KIMHU4ecKoro wuccrieaoBaHuna InekapcTtBeHHOro
npenapara gna meanunHCKoro npmMeHeHuns,

MpumeyvaHue.
C 01.01.2021 B . 2 4. 2 cT. 39 BHOCATCA M3MeHeHus (P3 oT 27.12.2019 N 478-®3). Cm. ByayLlyto pegakumio.

2) Konuu AOKYMEHTOB, MOATBEpPXAarLwwmx ynnaTy rocygapCTBEHHOMN MOLUMVHbI 3a NPOBEAeHWe 3TUYECKOW
3KCMepTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha NEeKapCTBEHHbIN nNpenapat Ans NonyyYeHns paspelleHns Ha NpoBeaeHne
KMMHUYECKOr0 UCCrefoBaHUsa fNeKapCTBEHHOro npenapata  And  MeAUMUUHCKOro MpUMEHeHus, 3a  Bbigady
paspelleHnss Ha npoBedeHMe KIMHWUYECKOrO WCCNedoBaHWs NeKapCTBEHHOro npenapata Ansg MeauUMHCKOro
NPUMEHeHUs, 3a NpoBeAeHNEe SKCNepTM3bl AOKYMEHTOB Ha NekapCTBEHHbIN nNpenapaTt AN NonyyYyeHus paspeLleHms
Ha NpoBedeHWe MeXOyHapOAHOrO0 MHOrFOLEHTPOBOro KIMHWMYECKOrO MCCrenoBaHUs NekapCTBEHHOro npenapara
ANs MeAMLMHCKOro NMpMMEHeHus, 3a Bblgady paspelleHus Ha npoBedeHne MeXZyHapogHOro MHOrOLEeHTPOBOro
KMMHUYECKOr0 MCCMedoBaHMsA NeKkapCTBEHHOro npenapaTta Ansg MeauMUMHCKOro MpUMMEHeHusl, 3a nposedeHve
3TUYECKOWM 3KCMepTm3bl, 3KCNepTM3bl JOKYMEHTOB Ha fleKapCTBEHHbIN npenapaT AN MonyvyeHus paspeLueHns Ha
npoBedeHne  MOCTPerncTpauMoHHOrO  KIIMHUYECKOro  WCCNEedOBaHWs  fleKapCTBEHHOro npenapata  Ang
MEAMLMHCKOrO MPUMEHeHUs, 3a BblAavy paspelleHus Ha MpoBedeHue MNOCTPErncTpauMoHHONO KIMHUYECKOro
nccnegoBaHNs NekapcTBEHHOro npenapata ANns MeAMUMHCKOro NPUMEHEHWS, UNn no COOCTBEHHON MHMLMaTMBe
yKasaHHble OOKyMeHTbl. B crnyyae HenpegcTaBneHus 3asBUTENEM YKa3aHHbIX AOKYMEHTOB YMNOSIHOMOYEHHbIN
defepanbHbIl  OpraH WCMNOMHUTENbHOW BriacTy npoBepseT akT ynnaTbl rOCyAapCTBEHHOW MOLUMWHBI €
ncrnonb3oBaHvemM uHOpMaumMnm 06 ynnate rocyaapCTBEHHOW MOLWNMHBLI, coaepallenca B [ocygapcTBeHHOW
NHOOPMALIMOHHOW CUCTEME O FOCYAAPCTBEHHbIX M MyHULMMANbHbIX MAaTexax, Ha OCHOBaHUM npeacTaBrieHHbIX
3asgBMTENEM KOMUIM JOKYMEHTOB;

3) NPOTOKOM KITMHUYECKOIO 1CCre4oBaHNs TEKapCTBEHHOro npenapara ans MeauLUMHCKOro NpUMEHEHMS;
4) 6poLutopy nccnegosaTens;
5) nHOPMaLIMOHHBIN NNCTOK NauneHTa;

6) cBegeHns o6 onbiTe paboTbl MccrnegoBaTenem Mo COOTBETCTBYHLMM CREUManbHOCTAM M MX OMbiTe
paboTbl N0 NPOBEAEHNIO KITMHUYECKMX UCCefoBaHUN;

7) cBefeHWss O MeOWLUMHCKMX OpraHu3auusix, B KOTOPbIX npeanonaraeTcs MNpoBeAeHUEe KIMHUYECKOTO
nccrnegoBaHUsl  NIEKApPCTBEHHOro npenapata  Ans  MeAMUMHCKOro NpuMeHeHust (MofiHoe U COKpalleHHoe
HavMeHOBaHWsi, OpraHn3aUnoHHO-NpaBoBas opma, MECTO HAXOXAEHUS U MECTO OCYLLECTBIEHNA OeATENBHOCTY,
TenedoH, Tenedakc, agpec 3NEeKTPOHHOW NOYTLI KaXA0M MeAULMHCKOW opraHnsaunn);

8) cBegeHusi O npegnonaraeMbiX CPoOKax MPOBEAEHUS KIMHMYECKOTO WCCrefoBaHUs NekapCTBEHHOMo
npenapaTa Anst MeguunHCKOro NpUMeHeHus;

9) KON aorosopa 0b6s13aTenbHOro CTpaxoBaHud, 3aKrni4YeHHOro B COOTBETCTBUN C TUNOBLIMU MpaBuiaMu
obsi3aTenbLHOro CTpaxoBaHuA, C yKka3aHUeMm rlpep,eanoﬂ YNCNEHHOCTU NaumneHTOoB, y4aCTByHOLWUNX B KITMHNYECKOM
nccnenoBaHMM NekapcTBeHHOro npenaparta anda MmeamumHCKoro npuMeHeHuns,;

10) nHcpopmaLmio 0 cocTaBe NekapCTBEHHOrO npenapara 418 MeAULMHCKOro NPUMEHEHNS;
11) [OOKYMEHT, COCTaBMEHHbLI MNPOM3BOAMTENEM JIEKAapCTBEHHOrO npenapata AN MeLMUUHCKOro

NnpuUMeHeHna n cop,epx(au.l,mﬁ nokasarenum (XapaKTepI/ICTI/IKVI), a TakKkKe cBefleHnA O NNeKkapCTBeHHOM npenaparte and
MeaNLIMHCKOIo npnMeHeHund, npon3seaeHHoM ana nposegeHna KnnHNYecKnx nccnegoBaHum;

MpumeyvaHue.
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C 01.01.2021 B 0. 12 4. 2 cT. 39 BHocATCS n3meHeHus (P3 ot 27.12.2019 N 478-®3). Cwm. GyayLuyio pegakumio.

12) KOnNWIO §ULEH3MM Ha NPOU3BOACTBO FEKApPCTBEHHbIX CPeACTB B Criydae, ecnv npou3BOACTBO
rnekapCTBEHHOro npenapara ocylecTensieTcs B Poccuiickon degepaumm, Unm KONuio 3akroyYeHnss 0 COOTBETCTBUM
NMPOV3BOAUTENS NEKapCTBEHHOrO npenaparta TpeboBaHWsIM NpaBun Haanexalle NpoU3BOACTBEHHON MpPaKTUKWU,
BblA@HHOIO YNONIHOMOYEHHbLIM OPraHoOM CTpaHbl MPOU3BOAMUTENS JIeKaPCTBEHHOTO Npenapara.

(B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

MpumeyaHue.
C 01.01.2021 ct. 39 pgononHsaetca Y. 2.1 (P3 o1 27.12.2019 N 478-d3). Cm. GyayLuyio pegakuumio.

3. B cpok, He npeBbilWALWMA NATU pabounx OHEW CO OHSA MPUHATUS yKasaHHOro B nyHkTe 1 yactm 2
HacTosILLen CcTaTbM 3asBNeHWss W HeobXoAMMbIX [OKYMEHTOB, YMOIHOMOYEHHbIM dedepanbHbli  OpraH
NCMNONMHUTENbHOW BNAacTu:

1) npoBOAUT NpPOBEPKY MOMHOTHI WM [OCTOBEPHOCTU CBEAEHWN, COAEpXalMXCs B NpeacTaBIEHHbIX
3asiBUTENEM JOKYMEHTAX;

2) NpUHMMaET pelweHne O npoBeAeHUN JIKCNnepTu3dbl AOOKYMEHTOB AJid NOoJlydeHUA pas3pelleHunsa Ha
npoeegeHne KIMHN4YeCKoro uccriegoBaHnAa JeKkapCTBeHHOro npenapara Aand MeanunHCKOro npuMeHeHuda wu
3TUYECKON QKCNEPTU3bl NN 00 oTkase B npoBeaeHnn yka3aHHbIX SKCNePTUs;

3) yBegomnsieT B 3NEKTPOHHON hopMe nnm Ha DymMakHOM HOcUTene 3asaBuTENs O MPUHATOM peLleHun nubo
B Cnyyae NpuHATUS peLleHnst 06 0TKase Takke C yka3aHWeM MPUYMH Takoro 0Tkasa;

4) noaroTaBMBaeT U Hanpaelide€T B 3KCNEpPTHOE y4pexaeHne U CoBeT No 3TUKe 3agaHune Ha nposeneHune
COOTBETCTBYHOLLMX 3KCNEPTUI.

4. B cny4ae BbISIBMIEHWS HEMNOMHOTbl W (MnM) HEOOCTOBEPHOCTM MHOpMauun, coaepxallencs B
NpeacTaBreHHbIX 3asiBUTENeM [OKYMeHTax, YNONMHOMOYEHHbI defepanbHbil OpraH UCNOMHUTENbHOW BRacTu
HanpasnseT 3asBUTENIO 3anpoc 006 YyTOYHEHUWM ykaszaHHOW MHdopmaumun. [aHHbIA 3anpoc MoxeT BbiTb nepedaH
YNOSTHOMOYEHHOMY MPEACTaBUTENI0 3asiBUTENS NMMYHO MOA PacnvCKy, HanpasfeH Mo MoYTe 3akasHbIM MUCbMOM
Unu nepefaH B 3NEKTPOHHOW dopMe No TenekoMMYHUKaLMOHHLIM KaHanam c¢Basn. B cryyae HanpasneHus
AaHHOro 3anpoca Mno noyte 3akasHbiM MUCbLMOM OH CYMTaEeTCH MOMyYeHHbIM MO UCTEYEHUW LUECTU AHEeW ¢ AaThbl
HanpaBneHus 3aka3Horo nucbma. 3asBuTenb 0053aH nNpeacTaBUTb OTBET Ha 3anpoc  YMONHOMOYEHHOro
denepanbHOro opraHa MCMONHUTENBLHOW BNAcT! B CPOK, He NpeBbILLaloLWniA AeBsHoCcTa paboymx AHewn Co AHS ero
nonyyeHusi. CpokK, yKasaHHbIA B 4acTum 3 HacTosWeW CcTaTbW, NPUOCTAHaBNMBAETCS CO [AHA HanpasreHusi
3asABUTENIO 3anpoca YnonHOMOYEHHOro deepanbHoOro opraHa UCMNONHUTENbLHOW BRacTy A0 OHS MOMyYeHUs UM
COOTBETCTBYIOLLEr0 OTBETA N HE YYUTLIBAETCH NP NCHUCTIEHNM CPOKA MPUHATUSA YNOMHOMOYEHHbIM dheaepanbHbIM
OpraHoM MCMONHUTENBHON BNACTW peLleHns O NpoBeAEeHUN 3KCNepTusbl AOKYMEHTOB 4118 NONyYeHns paspeLleHmns
Ha npoBegeHne KNMHUYECKOro MCCneaoBaHns fiekapCTBEHHOro npenapaTta Ans MeguuUmMHCKOro NPUMEHEHUs.

5. OcHoBaHMeM [nsi oTkasa B MNPOBEAEHUWN 3KCMEPTM3bl JOKYMEHTOB [Af1si MONyYeHUsl paspelleHust Ha
NPOBEAEHNE KIMHUYECKOTO WCCIENOBaHUA [eKapCTBEHHOro npenapaTta Ans MeOWUMHCKOTO MPUMEHEHUs U
STUYECKON IKCMEePTU3bI ABNSETCA NPeACTaBMNEeHNE OKYMEHTOB, NPEAYCMOTPEHHBIX YacTbio 2 HACTOsLLEN CTaThy, B
HenonHom obbeme, HEMpPeACTaBMNeHWE 3asiBUTENEM B YCTAHOBIIEHHbIA CPOK OTBETa Ha yKa3aHHbIA B Yactu 4
HacTosILLeln cTaTby 3anpoc YNorIHOMOYEHHOTO (hefeparnbHOro opraHa UCMONHUTENBLHOW BNacTy NGO OTCYTCTBUE B
npeacTaBreHHbIX [OOKYMEHTaxX WCYepnbIBalOWEro nepeyHs Heobxoanmon uHdopmauun unu  uHdbopmaumu,
KoTopasi AOfKHa ObITb OTpakeHa B HUX, a Takke OTCYTCTBUE MHpopmauuu, noaTBepxaatoLlen ¢akT ynnaTtbl
roCyAapCTBEHHOM MOLLMUHBI 3@ NPOBEAEHME STUYECKON SKCMEPTU3bl, IKCNEPTU3bI LOKYMEHTOB Ha NIeKaPCTBEHHbI
npenapaT gns nonyyeHus pa3peLleHns Ha NPoBeAEHNE KIIMHUYECKOrO UCCNeoBaHWs NIekapCTBEHHOrO npenapaTta
ONs MeOMUMHCKOrO MpUMEHEHMsl, 3a Bblgayy paspelleHusi Ha NPOBEAEHWE KIMHUYECKOro WCCIenoBaHus
neKkapcTBEHHOro npenapaTta Ans MeaWMUMHCKOTO MPUMEHEHWs, 3a MpOBEAEHUEe 3KCMepTusbl LOKYMEHTOB Ha
NeKapcTBEHHbIN MpenapaTt Afst NONyYeHUsl paspelleHusl Ha MNpoBeAeHVE MeXJyHapOAHOr0 MHOrOLEHTPOBOIO
KMUHUYECKOTO UCCMeaoBaHWs NeKapCcTBEHHOTO npenapaTta Ans  MeAMUMHCKOTO NPUMEHEHUs, 3a Bblaady
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paspelweHna Ha npoBegeHne mexagyHapoagHoro MHOroueHTpoBOro KInnHMYeCckoro nccnenoBaHua JiekapCTtBeHHOro
npenapara ana MeguumHCKOro npuMeHeHud, 3a nposeneHune 3TUYECKON 9QKCNEPTU3bl, IKCNEPTU3bl AOKYMEHTOB Ha
J'IEKapCTBeHHbIV'I npenapart gnda nonydYeHuma paspeleHnAa Ha npoBeneHune noctpernctpaunoHHOro KImMHU4YeCKoro
nccnenooBaHnAa JIekapCTBeHHOro npenaparta gnda MeauuunHCKOro npuMeHeHuda, 3a Bblaady paspelleHuna Ha
npoeegeHne nocrtperncTpaynoHHoOro KIMMHN4YeCKoro nccnegoBaHUAa NeKapCTBEHHOIO npenaparta anda
MeaNLIMHCKOIro NnpuMeHeHuns.

6. MNpoBeaeHve aKcnepTU3bl AOKYMEHTOB ANA MNOMyYEHUs paspellueHns Ha MpoBedeHWe KIMHUYECKOro
NCCNefoBaHWA feKapCTBEHHOrO npenapata  Ans  MEeAUUMHCKOrO MNPUMEHEHWS W 3TUYECKOW 3KCMepTu3bl,
COCTaBfiEHNEe KOMMWCCHEW IKCMEPTOB M COBETOM MO 3TWKE 3aKMYEHWA O BO3MOXHOCTW WM HEBO3MOXHOCTU
NpoBeAEeHUss Takoro KIMHUYECKOrO WCCReAOBaHUs W HanpasBfeHwe 3TUX 3aKkMioYeHWn B YNOMHOMOYEHHbIN
heaepanbHbI OpraH UCMOMHUTENbHOW BNAcTM OCYLLECTBASIOTCA B CPOK, HE NpeBbllualowmi Tpuguatn padbounx
OHEN CO [OHA MNOMNYyYEeHUS JKCMEpPTHbIM YYPeXAEeHWEM 3adaHus  YNONHOMOYEHHOro deaepanbHoro opraHa
NCMNOMHUTENbHOW BiacTu C NPUMNOXEHNEM OOKYMEHTOB, yka3aHHbIX B nyHkTax 3, 4, 10 n 11 yactm 2 HacToswen
cTaTbW, U COBETOM MO 3TUKE 3adaHUsA YMNOSTHOMOYEHHOro deaepanbHOro opraHa MCNOMHUTENbHOW BRacTu ¢
NpUNOXeHNEM OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 1 9 yactu 2 HacTosLLen CTaTbu.

7. B cpok, He npeBblllaloWmMiA NSTU pabounx OHEN CO OHS MONMYYEeHUs! 3aKMOYEeHWUn, YKkasaHHbIX B YacTu 6
HacTOsILLEN CTaTbW, YNONTHOMOYEHHbIN dheaepanbHbI OpraH UCMONTHUTENBHON BNAacTu:

1) ocywecTBnsieT OLEHKY MOCTYMNMBLUMX 3akioYeHWin ONs onpeferneHns ux COOTBETCTBUS 3afaHUsiM Ha
NpoBeAEeHNE COOTBETCTBYIOLLMX IKCNEPTUS;

2) NnpUHMMaEeT peweHne o Bblgaydye pa3pelwleHna Ha npoBegeHune KIMHNUYEeCKOoro wuccreanoBaHusa
NeKapCTBEHHOro npenapara gna MmeanunHCKoro npMMeHeHna nnm 00 oTKase B Bblgaye YKa3aHHOIro paspelleHuns;

3) Bbl4aeT pas3pelleHne Ha npoBeaeHune KIMHUYEeCKOro uccnenoBaHuUa InekapCTBEHHOro npenaparta ansa
MEeONUNHCKOIro npuMeHeHuna mnun pelleHune 00 oTkase B Bblgaye YKa3aHHOro paspelleHuna ¢ ykadaHunem npuymH
OTKa3a.

8. OcHoBaHveM p[ana oOTka3a B Bblgavye paspelleHns Ha NpoBeAeHMEe KITMHWYECKOro WCCriefoBaHus
nekapcTBeHHOro npenapaTta AN MEeOULMHCKOro MNPUMEHEHUs ABMSEeTCA Hamnuuve 3akmoyYeHUss KOMMUCCUM
3KCMEepPTOB UMW 3aKNiYeHus coBeTa Mo 3TUKE O HEBO3MOXHOCTUM MNPOBEAEHUSA KIMHMYECKOro MccnegoBaHus
neKkapcTBEHHOro rnpenaparta Ansa MeauUMHCKOro NPUMEHEeHWs Mo pesynbTaTtamM MpoBEeAEHHbIX 3KCNepTus,
NnpeayCcMOTPEHHbIX YacTbio 6 HACTOSLLEN cTaTby.

9. PewweHune 06 oTkase B NpoBeeHNM IKCNEPTU3bl JOKYMEHTOB AMs NOMyYeHNsi pa3pelleHnst Ha NpoBeaeHne
KNMUHUYECKOTO UCCredoBaHUs JekapCTBEHHOro npenapata Ansg MeOUMUMHCKOrO MNPUMEHEHUsT N 3TUYECKOM
3KCMEepPTM3bl U B Bblgade paspelleHust Ha NpoBedeHMEe KITMHMYECKOrO UCCrefoBaHMsi NIEKapCTBEHHOIO npenapara
ONst MeOWLMHCKOrO NMPUMEHEHUsT MOXeT ObiTb 00XanoBaHO B MOpsiAKe, YCTaHOBMEHHOM 3aKOHOAATENbCTBOM
Poccuinckon ®egepaumn.

Cratbsa 39.1. 3TMyeckas akcnepTusa
(BBegeHa degepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

1. 3Tnyeckas 9KCnepTn3a npoBoaAUTCA COBETOM MO 3TUKe, CO34aHHbIM B nNopdake, YCTaHOBIEHHOM
YNOJTHOMOY€E€HHbIM cbep,epaanblM opraHom WCNOJNTHUTENBLHOW BRacTu, B LENSX Bblgavn 3aknoyeHnss 06 aTuyeckomn
000CHOBAHHOCTN BO3MOXXHOCTU npoeeaeHna KIMHUYEeCKOro uccnegoBaHuA JieKkapCTBEHHOIO npenaparta And
MeaNLNHCKOIro NnpuMeHeHuns.

2. JkcnepTamy coBeTa MO 3TMKe MOryT ObiTb npeacTaBUTenV MEOUUMHCKUX OpraHuM3auun, Hay4HbIX
opraHm3auui, obpasoBaTenbHbIX OpraHu3auuin BeicLLero obpasoBaHus, a Takke npegcraBuTeny obLecTBEHHbIX
opraHusaunn, periMrmos3HbliX opraHuMsauun n cpeicts MaccoBon MHopMauuu. [JaHHble SKCnepTbl He AOMXKHbI
HaxoauMTbCs B KakoW-nnmbo 3aBMCMMOCTM OT pa3paboTUMKOB F€KapCTBEHHbIX NpenapatoB W Apyrux nw,
3aMHTEepPEeCOBaHHbIX B pe3ynbTaTax 3TUYECKON IKCNepTU3bI.

3. Onnarta ycnyr 3KCnepToB COBeTa MO 3TUKE OCYLLEeCTBIIAETCA Ha OCHOBaHMW [0roBopa, 3aKrK4eHHOro
Mexay ynoJIHOMOY€HHbIM (bep,epaanblM opraHom NCNONHNTENBHON BNacTu, KOTOpbIM CO3aH COBET MO 3TUKe, U
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9KCMEPTOM COBETa MO 3TWUKEe, 3a CYeT OHOKETHbIX AaCCUrHOBAHWIW, MNPeayCMOTPEHHbLIX YMONHOMOYEHHOMY
heaepanbHOMY OpraHy UCMONMHUTENBHON BacTu, KOTOPbIM CO3aH COBET MO 3TUKE, B hegepansHoM BropkeTe Ha
COOTBETCTBYHOLWMIA rog Ha obecneyeHne ero AeATENbHOCTM, B pasmepax, YCTaHOBMEHHbLIX [paBuUTENbLCTBOM
Poccuiickon ®epepauun.

4. BKcnepThbl cOBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuinckom
denepaumm.

5. CoctaB coBeTa No 3TUKe, MONoXeHue o6 3TOM coBeTe, MOPSAOK ero LAesTeSlbHOCTW, TpeGoBaHus K
KBanUuKauum u onbiTy paboTbl MO SKCMNEPTHOW OLEHKEe Hay4HbIX, MEAMLMHCKUX W ITUYECKUX acrneKkToB
KMUHUYECKUX WUCCNEAoBaHWA NeKapCTBEHHbIX NpenapaTtoB Ans MeOWLMHCKOTO NMPUMEHEHUs, NpeabsaBnsemble K
aKcrepTaM coBeTa Mo 3TUKe, NOPSAOK OpraHM3auMn U NpoBedeHNs STUYECKON IKCMepTusbl, dopma 3aknioyYeHus
coBeTa Mo 3TUKe yCTaHaBNMBAOTCA YNONHOMOYEHHbIM ddeepanbHbIM OpraHoM UCMOMHUTENbHOM Bnactu. Yucno
npeacTaBuTenein MeOWUMHCKMX OpraHusauvii He MOXET MpeBblllaTb MOMOBMHY OT O6LLEro 4Yucria aKCnepToB
coBeTa Mo 3TuKe.

6. Mludopmauusa o coctaBe coBeTa Mo 3TUKE, NfaHax ero paboTbl U TeKyLen AeaTenbHOCTU pa3MeLLaeTcs
Ha odhmumanbHOM canTe YyNnosfIHOMOYEHHOro hedepanbHOro opraHa UCNOSTHUTENBHOM BfiacT B ceTn "UHTepHeT" B
YCTaHOBMEHHOM MM MOpsiaKe.

Cratba 40. [lpoBegeHue KIIMHMYECKOrO WUCCNeAOBaHMWA JeKapCTBEHHOro npenapara And
MeaAULUNHCKOro npyuMmeHeHus

1. PykoBogutenb MeOMUMHCKOW OpraHu3auuu, KoTopasi MNpOBOAWUT  KIMHUYECKOe WccreaoBaHue
neKkapcTBEHHOro npenaparta Ans MeAUUMHCKOro NpUMEHEHWs, HasHavaeT uccrnefoBaTensi, OTBETCTBEHHOro 3a
NpoOBEeAEHNE TaKOro MCCNefoBaHUs U UMetoLlero neyebHyo cneunanbHOCTb, COOTBETCTBYIOLLYHO NPOBOAUMOMY
KIMUHUYECKOMY WCCENOBaHWI0 NIEKapCTBEHHOrO npenapaTta, co CTaxem paboTbl MO MporpammamM KIMHUYECKMX
nccnefoBaHWn NeKapCTBEHHbIX MpenapaTtoB He MeHee 4YeM Tpu roga W Mo ero MPeasioXeHUo HasHavaeT
covccrieoBaTenei U3 Yncna Bpadei 3Toln MeauLMHCKON opraHM3auum.

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

2. WccnepoBaTtenb ocyuiecTBndeT Bbl60p naunMeHToB, KOTOpblie NO MeAUUMHCKMM NOoKa3aHUAaM MOryT ObITb
npuerie4eHbl K Yy4actuio B KIIMHMYECKOM WUCCneaoBaHMM JekapCTBEeHHOro npenapata and MeaguuuHCKOro
NnpUMEHEeHUA.

3. Wccnepoeatens u couccriegoBatenn OOMKHbl OblTb O3HAKOMMEHbI C pe3ynbTatamMmn OOKIMUHNYECKOro
nccnenoBaHMA nekapCTtBeHHOro cpeacrtBa, coaepXawnMuca B 6pomrope nccnenoeartend, NPoOeKToM NpOoTOKoa
KINMMHNYECKOro wuccnenoBaHuA nekapCTtBeHHOro npenaparta Aanda MeguuuHCKOro npuMeHeHus, pa3pa6OTaHHbIM
pa3p360Tqvn<0M NeKkapCTBEHHOro npenapara UM WUHbIM pUnandecknMm nuuom, npuBnekaemMbiM K OopraHusauum
npoeegeHna KIMHUYEeCKOro wuccneaoBaHuA InekapCTBeHHOro npenaparta Aanda MeauuuHCKOro npuMeHeHud, u
OpyrumMmmn matepuanamMmm Takoro nccnegoBaHua.

3.1. PykoBogutenb MeAMWLMHCKOW OpraHumsauum B CPOK, He MpeBbIWAWNUA Tpex paboumx OHew co AHSA
Havyana nposefeHNs KIMHUYECKOro UCCNEeaOBaHWUA NeKapCcTBEHHOroO npenapara Ans MeguUMHCKOro NPUMEHEHNs,
coobuiaeT 06 3TOM B YNOMHOMOYEHHbIN hegepanbHbI OpraH UCMOMHUTENBHOW BNacTW, BblAaBLUWM pa3peLueHne
Ha NpoBeJeHne Takoro nccriejoBaHns, No yCTaHOBIIEHHON UM dhopme.

(vacTb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

4. OpraHuszauuu, OCYyLeCTBASOWMe opraHusaumio  MpoBeAeHUs  KIMHUYECKOro  UccrefoBaHud
nekapcTBeHHOro npenapaTta AN MeaMLUMHCKOro NpUMEHEHUA U yKasaHHble B 4Yactu 3 ctaTbu 38 HacTosLero
depnepanbHOro 3akoHa, B criy4ae Heo6XO4MMOCTU BHECEHWUSI UBMEHEHMI B MPOTOKON KIIMHWYECKOTO UCCeaoBaHNS
NeKapCTBEHHOro npenapata AN  MeOMUMHCKOro MpUMeHeHus coobwalT 06 3ToM B YNOMHOMOYEHHbIN
tbegeparnbHbIi OpraH UCMOMNHUTENBLHOW BAAacTW, BblAaBLUMIKA paspelleHne Ha npoBedeHne Takoro nccrnenoBaHus,
Nno yCTaHOBMNEHHON UM cbopme.

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

4.1. <Dopma coobLLEeHNA 0 BHECEHUN U3MEHEHUI B NPOTOKOJ1 KITMHUYECKOro nccriegoBaHnA nekapcrtBeHHoro
npenapara ana MeanumHCKOro npuMmeHeHna goJKHa cogepXxartb cnegyuine ceegeHuns:
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1) HanmeHoBaHue, NOeHTUMUKALNOHHBLI HOMEP U AaTa NPOTOKOMa KIMMHMYECKOro UCCIeaoBaHWS;
2) nata BHECEHUS N3MEHEHUI B MPOTOKON KIMHUYECKOro NCCNEeA0BaHUS;
3) HaMMEeHOBaHNE N MECTO HaXOXAEHUS 3asiBUTENS;

4) HaumeHoBaHWe opraHu3auun, NpMBMEYEHHON pa3paboTUMKOM NeKapCTBEHHOrO Npenapara K opraHusaumm
npoBeaeHUs KNMMHMYECKOro UccnenoBaHms (Mpy Hanmumm);

5) HanmeHoBaHUA N MeCTa HaxoXaeHuda MeauLMNHCKUX opraHM3au,vu7|, B KOTOPbIX NMpoOBOOUNTCA KIMMHU4YEeCKoe
nccnenoBaHue;

6) AaTta BblAayn pa3pelleHna Ha npoBegeHne KnmHn4ecKkoro nccnegoBaHna n HoMep 3Toro paspeLueHns;

7) N3MEHEHUs1, BHOCUMbIE B NPOTOKOS KITMHUYECKOTO UCCreoBaHUsS.
(vacTb 4.1 BBegeHa degepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

5. B cpok, He npesblwalLwun TpuauaTn paboumx gHen co AHSA NONyYeHNs yka3aHHOro B YacTu 4 HacTosLLen
cTaTbl COOOLEHMS, YMOMHOMOYEHHbIN eaepanbHbil OpraH MCMNOMHUTENBHOW BriacTU paccMmaTtpuBaeT 37O
coobLieHne B YCTAHOBMEHHOM WM MOPSAKe WM MPUHUMAET pelleHne O BHECEHUMU W3MEHEHMW B NPOTOKOf
KMMHUYECKOr0 MCCnefoBaHns NekapCTBEHHOro npenaparta Ans MeavuUHCKOro npuMeHeHus wnm o6 oTkase BO
BHECEHUM Taknx naMeHeHun. MNMpu paccMoTpeHnn coobLleHns 0 HEOBXOANMOCTN BHECEHNS] UBMEHEHMWI B NMPOTOKOI
KMMHUYECKOrO MCCreoBaHNs NEKapCTBEHHOro npenapata Ans MeAVMLMHCKOrO MPUMEHEHUS B LEensdx OLEHKK
0BOCHOBAHHOCTM MpeAnaraeMblX W3MEHEHUN WU onpedeneHus CTeneHu pucka Ans NaunMeHToB, NPUHUMAaOLMX
ydactTme B KIIMHWYECKUX WCCNEeAoBaHWUsX, YNOSIHOMOYEHHbIM dedepasibHblM OpraHOM WMCMOMHUTENbHOW BracTu
MOryT NpUBIEKaTbCA SKCNepTbl COBETa N0 3TUKE.

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

6. KnuHnyeckoe mccnegoBaHve nekapcTBEHHOro npenapata Ans MeOULUHCKOrO NMPUMEHEHUS MOXET ObITb
NMPUOCTAHOBIIEHO WIM MpeKpalleHo, ecnn B Mpouecce ero npoBefdeHMst ObHapyXeHa OnacHOCTb AN XKWU3HM,
300pOBbst NaumMeHTOB. B crniyyae BO3HMKHOBEHMS OMACHOCTU ANS XW3HM, 340POBbs NauUeHTa, y4yacTBYHOLLErO B
KNMWHUYECKOM UWCCreoBaHUM JiekapCTBEHHOro npenapaTta And MeauuMHCKOro MnpuMEHEeHUs, uccrnegosaTenu
00653aHbl NponHdopMNpoBaTb 00 3TOM PYKOBOAMTENS MEAMLMHCKOM OpraHu3aumm u opraHu3auuio, nonyyYuBLLyio
paspeLlleHne ynonHOMoYeHHoro defepanbHOro opraHa UCNOMHUTENBHOM BNACTU Ha opraHusauuio nposefeHus
KNUHUYECKOro UCCreoBaHUA neKkapCTBEHHOro npenaparta. PelleHne O MpUOCTaHOBNEHUN KIMHUYECKOrO
nuccnegoBaHUa nekapcTBEHHOro npenapata Ang  MeOULUMHCKOrO MNpUMEHEHUs MpUHUMAalOT  pYyKOBOAUTENb
MeOMLIMHCKON opraHuMsauuu u (Mnu) opraHusauus, nonyyvvBlLas paspelleHne yrnorHOMOYeHHOro defeparnbHOro
opraHa WCMNOMHUTENbHOW BracTM Ha OpraHu3auuto fnpoBedeHUs KIUHUYECKOro UCCrefoBaHus nekapCTBEHHOro
npenapata Ans MeOULMHCKOrO MpPUMEHEHUs, pelleHne O MpeKkpawleHun Takoro uccriefoBaHus npuHUMaet
YMOMHOMOYEHHbIW dhefepanbHbIl OpraH WUCMOSIHUTENBHOM BMAacTU Ha OCHOBAHWM COOOLLEHUA B MUCbMEHHOM
cdopme  pykoBoauMTENS  MEOMUMHCKOW  opraHusauuMmM  uWnm  opraHmsauusi, nosiyyvBllad  paspelueHue
YNOSTHOMOYEHHOIO (hefepanbHOro opraHa UCMONMHUTENbHOW BacTU Ha OpraHM3auuio NpoBedeHnsa KITIMHUYECKOro
nccrnenoBaHus NekapCTBEHHOro npenapara ans MeguumMHCKOro NpuMeHeHus:.

7. B cpok, He npeBblwalownii NATM paboumx AHEeW CO [AHA 3aBepLUeHMsl, MPUOCTaHOBMEHUA WU
npekpaweHnsa KINMHUYECKOro UCCNefoBaHUsA JeKapCTBEHHOro mnpenapata Ans MeAMUUHCKOrO MpUMEHEHUs,
coobuleHne 06 STOM HanpaBnseTcs OpraHu3auusiMu, YykasaHHbIMM B 4actm 3 craTbum 38 HacToswero
denepanbHOro 3akoHa, B YNONTHOMOYEHHbIN heaepanbHbi OpraH MCNONMHUTENBHOW BNACTM NO YCTAHOBIIEHHON UM

dopme.

8. d)opma coobueHunst o 3aBepLeHnn, NpnocTaHoBIIEHNN UIN NMpeKpalleHNn KIMHNYEeCKoro nccinenoBaHua
NeKapCTBEHHOrIo npenaparta ana MmeanuynHCKoro npuMeHeHna OoJjnkHa coaepxxaTtb:

1) MHopMaLUO 0 MEeAUUMHCKOW opraHv3aumMM UM MeguuMHCKUX OpraHv3auusix, NpoBOAMBLUMX AaHHOe
nccrenoBaHue;

2) onucaHve AaHHOro UCCNeaoBaHus;
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3) pOaHHble wuccnepoBatens (amunusi, MMsl, OTYECTBO, MeCTO paboTbl, 3aHMMaemas [LOOJMKHOCTb,
crneumanbHOCTb, CTax paboTbl MO MporpaMMaM  KIMHUYECKUX WCCIeAOBaHUA JeKapCTBEHHbIX MNpenapaTos,
nepeyeHb KIMHUYECKUX UCCIeaoBaHUN NEKapCTBEHHbIX MpenapaToB, B KOTOPbIX OH MpUHMMan y4actue (nepuogpl
yyacTusl) B Ka4ecTBe nccrnegoBaTens unu couccrnenoBsarens);

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

4) pesynbTaT AaHHOIO MWCCrefoBaHWsl (3aBepLUEeHWe, NPUOCTAHOBEHME WM MpPeEKpalleHne OaHHOro
NCCNeaoBaHUs C yKasaHMEM MX MPUYMH U BIUSIHUSE Ha OLIEHKY €ro pes3ynbTaToB, OOLLY0 OLIEHKY pucka wu
OXMOAeMoW MNonb3bl OT MPUMEHEHMSI UCCMEAyeMOro feKkapCTBEHHOro MpenapaTta, a Takke npeanornaraemble
AanbHenwne OencTems).

8.1. MNpu BbISBNEeHUN deneparnbHbIM OPraHOM UCMONHUTENBHOM BRAacCTW, OCYLLECTBSIOWMM PYHKLMM MO
KOHTPOIO M HaA30py B cdepe 34paBOOXPaHEHUs, HapYyLLEHUI NpaBui Hagnexallen KnMHUYEeCKOW NpakTuKK npwm
NpoBeAEeHUN KINMHUYECKOTO WCCNeAOBaHUSA fEeKapCTBEHHOro npenaparta, BAUSKOWMX Ha MOMHOTY U (1nn)
OOCTOBEPHOCTb AaHHOMO KIMHUYECKOro UCCNeaoBaHus, ykasaHHbli heaepanbHbIin OpraH UCNONHUTENBHOW BNacTu
npuocTaHaBNMBaEeT NPOBEAEHME AaHHOMO KMMHUYECKOro UCCNeoBaHUs U BbIHOCUT MEAWLMHCKOW OpraHn3auuu, B
KOTOpOM MNpOBOAWUTCS [OaHHOE KIMHUYEeCKOoe MWccrnedoBaHve, npegnucaHme o0  yCTpaHEHWMM  BbISBIIEHHbIX
HapyweHun. pu HeycTpaHEHMU MEeLWLMHCKOW OpraHu3auuent BbISIBMIEHHbIX HApPYLIEHWA B YCTAHOBMIEHHLIA B
npegnucaHMn  CpoK  ykasaHHbI  dedepanbHbii  OpraH WCMONHUTENbHOW BRAacTu MPUHMMAaeT pelleHne o
npekpalwleHMn MNpOBEAEHUS KITMHUYECKOrO WCCMEeAOBaHMSA JIEKApCTBEHHOro npenapata W HanpaenseT B
cdenepanbHbIi OpraH MWCNOMHUTENBHOW BNacTW, OCYLLECTBNSAWMA (yHKUUMM MO BbIPAbOTKE W peanv3auuu
rocy4apCTBEHHOW NONIMTUKA U HOPMATMBHO-MPaBOBOMY PEryNMpoBaHuio B chepe 30paBOOXPaHEHMs, 3aKroyeHne
O BbISIBIEHWM NpUM MNPOBEOEHUN [aHHOIO KIIMHUYECKOro MWCCnefoBaHusl HapyleHUn npaBui Hagnexalien
KNUHUYECKOWN MPAKTUKN A8 NPUHATUSA pelleHns 00 OTMEHE paspelleHust Ha OpraHnsaumilo NpoBeaeHUA OAHHOro
KNUHUYECKOTO MCCrefoBaHnss € AaTbl MPUHATUS peLleHuMs O MPUOCTAHOBMNEHUN NPOBEAEHUS KIMHUYECKOTrO
nccnenoBaHusa NekapCTBEHHOro npenapara.

(vacTb 8.1 B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-$3)

9. YNonHOMOYeHHbI hbeaepanbHbii OpraH MCMNONMHWUTENbHOW BriacTu onybnukoBbiBaeT M pasMellaeT Ha
cBoeM odumumnansHom cante B cetn "MHTepHeT" coobLueHre 0 3aBepLleHUn, MPUOCTAHOBNEHWNN U NPeKpaLLeHnm
KMMHUYECKOrO WCCnefoBaHWs NEeKapCTBEHHOro mnpenapaTta Ans MEeAWMUMHCKOro MNPUMEHEHUs B CPOK, He
npeBbIaoWmi N9TM paboynx AHEN co AHSA ero NoNny4YeHus, B yCTaHOBNIEHHOM UM NOpsiaKe.

10. YnonHoMo4YeHHbIN heaepanbHbIi opraH UCMONHUTENbHOW BNacTU OCYLLECTBRSET BedeHWe peectpa
nccregoBaTenem, NPOBOASALLNX WUITM MPOBOAMBLLMX KMMHUYECKME UCCNELOBaHUSA NeKapCTBEHHbIX NpenapaToB Ans
MEOMULMHCKOrO MPUMEHEHMS!, B COOTBETCTBMU C YTBEPXKAEHHLIMW MM MNpaBuiiamMm U pasmeLLaeT ero Ha CBOEM
oduumnansHom canTe B ceTu "VIHTepHeT" B YCTaHOBNEHHOM UM Mopsiake. YKasaHHbIN peecTp COAepXuT
WHpopMaLmio, NpegyCMOTPEHHYI0 NMYHKTOM 3 YacTu 8 HacTosLen cTaTby.

11. OtyeT 0 pe3ynbTatax KIMHUYEeCKOro uccrieqoBaHua InekapCTBeHHOro npenaparta ona mMeauuuHCKOro
NMPUMMEHEHWs1 COCTaBIAETCH OopraHm3aumen, ykasaHHon B Yactn 3 ctatbn 38 HacToswero PegepanbHOro 3akoHa,
Ha OCHOBaHMW 3aKIMOYEHUN MeOULMHCKUX OpraHm3auui, NPoBOAMUBLUMX 3TO UCCReAfoBaHWe, U npeacTaBnseTcs B
YNONHOMOYEHHbIN dhedeparbHbIi OpraH UCMOSTHUTENbHOW BMNacTy, BbiAABLUWMI paspeLleHne Ha NpoBedeHne 3Toro
nccrnegoBaHusi, B CPOK, HE MPEBbIWAOWMIA TPEX MECsLEB CO OHA ero 3aBeplueHusi, NPUOCTaHOBMEHUS WU
npekpaLleHuns, B Nopaake, yCTaHOBIEHHOM YNONTHOMOYEHHbIM dhefeparnbHbIM OPraHoM UCMOMHUTENBHOW BNacTw.

12. HapyweHuve npasun Hagnexaien KnMHM4eckon npakTuku, danbcudmrkaumsa pesynbtaToB KINMHUYECKOro
nccrnegoBaHUs NekapCcTBEHHOro npenapara Ans MeguumuHCKOro NnpMMeHeHus BNeKyT 3a cobolr OTBETCTBEHHOCTb B
COOTBETCTBMU C 3akoHoAaTenscTBOM Poccuiickon ®eagepaunn.

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

13. Tpy npoBedeHUWN KIMHUYECKOrO WCCnedoBaHWs fekapCTBEHHOrO npenapata Ans MeAVLUHCKOro
npUMeHeHns gornyckaeTtcs 3abop y naumeHToB Guonornyeckux matepmanos (0bpasubl GUONOrnMYecknx XnaKocTen,
TKaHen, CEeKpeTOB U NPOAYKTOB XU3HEOEATENbHOCTU YernoBeka, U3N0oNOrMyecknx U NaTonormyeckux BbiaeneHumn,
Ma3KoB, COCKODOOB, CMbIBOB, MWKPOOPraHu3MoB, OWOMCWMIHBIA MaTepuan) Ans ux u3ydeHus B Poccuinckon
depepaumu n (Mnn) 3a npegenamun Poccuiickon ®epepauuu.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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14. TMopsagok BBo3a B Poccuiickyto depepaumio M BbiBo3a 3a npegensl Poccunckon depepaunm
OMOnorMyeckMx MaTepuanoB, MOSyYEHHbIX MPU MPOBEAEHUN KIMHUYECKOrO WCCIEeAoBaHUS JeKapCTBEHHOMO
npenapaTta A4ns MeguuMHCKOro NpMMeEHeHus, ycTaHaenmnBaeTcs MNpaBuTtenbctBoM Poccuickon ®egepaunn.

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

Cratbsa 41. [loroBop 0 nNpoBeAeHUM KIIMHMYECKOro uccrnenoBaHUs JfleKapCTBEHHOro npenaparta gns
MegULUHCKOro NpuMeHeHus

1. KnnMHnyeckoe vccrnenoBaHve NekapCcTBEHHOro npenapara Ans MeauLMHCKOro NpUMeHeHus NpoBoanuTCs B
COOTBETCTBMW C [OrOBOPOM O MPOBEAEHUM KIMHMYECKOro WCCreAoBaHus IekapCTBEHHOro npenapaTta Aans
MEANLMHCKOrO NPUMEHEHUS, 3aKnoYyaeMbiM Mexay opraHusauunert, nonydmsllei paspelieHne YnonHOMOYEHHOro
dbegepanbHOro opraHa WCMOMHUTENBHOW BAcTM Ha opraHM3auuio MpoBEedEeHUs Takoro uccrnenosaHus, U
MeMLUHCKOW opraHmaalmeil, ocyLLecTBISALLIE NpoBedeHNe Takoro UccneaoBaHus.

2. D,OFOBOp O npoBeaeHunn KIMHUYEeCKOro mccriegoBaHuA nekapCcTtBeHHOro npenapara gna mMmeanunHCKoro
NnpuMeHeHNAa OOJKEeH cogepXaTtb:

1) YyCnoBuA U CPOKKM npoBeaeHnAa gaHHOro nccriegoBaHuA,

2) onpegeneHne obuwen CTOMMOCTM MNpPOrpaMmbl  OAHHOrO WUCCMNeAoBaHUS C  yKasaHMeM CyMMBbl,
npegHasHavatlolencs Ans BbinaaT uccregoBaTensM, COMccrieaoBaTensm;

3) onpegeneHve oOpMbl NPEACTaBMEHUsA pe3ynbTaTOB [OaHHOIO WCCRegoBaHWst B YMOJSIHOMOYEHHbIV
deaepanbHbIi OpraH UCNOSTHUTENBHOW BNACTMW.

Ctatba 42. ®uMHaHcoBoe obecne4vyeHue KIUMHUYECKOro UCCrefoBaHUA NeKapCTBEHHOro npenapara
Onsi MeAULMHCKOro NpuMMeHeHus

duHaHcoBoe obecnevyeHne KIMHMYECKOro MccrnenoBaHus NleKkapCTBeHHOro npenaparta anda mMeguunHCKoro
NnpMeHeHNAa OCyLLeCTBNAETCA 3a CHET:

1) cpeacTB pegepanbHoro GrookeTa;

2) cpecTB opraHun3auuin, nonyYymBLUMX paspeLleHre Ha opraHM3aunio NpoBeAeHMs 4aHHOro UCCneaoBaHus,
B COOTBETCTBMM C YCIOBUSIMU SOrOBOpPA O ero NpoBeaeHum;

3) MHBIX He 3anpeLLeHHbIX 3akoHogaTenb,cTBOM Poccunckon ®efepaunm MCTOUHUKOB.

Cratba 43. I'IpaBa nauyueHToB, y4YacCcTBywOWUX B KIIMHUYECKOM uUccrnegoBaHUM neKapCTBeHHOro
npenapara gna meguUMHCKOro npuMeHeHus

1. Yyactne naumeHToB B KIMHMYECKOM WCCreaoBaHUK NekapCTBeHHOro npenapara Ana mMeguunHCKoOro
NnpuMeHeHNa ABNAeTCA ﬂ,OGpOBOJ’IbeIM.

2. MauneHT Unu ero 3aKOHHbIN NpeacTaBUTENb AOMKEH ObITb MHPOPMMPOBaAH B MUCbMEHHOW dhopMe:

1) 0 nekapcTBEHHOM Mpenapare Ans MeAMLMUHCKOro NMPUMeHeHNUs U CYLLIHOCTU KIMHUYECKOro UCCrneaoBaHus
3TOro nekapcTBEHHOrO NpenapaTa;

2) o 0GesonacHocTn NeKapCTBEHHOro npenaparta Aand MeguuuHCKOro rnpuMeHeHuda, ero oXxngaemomn
Sd)(*)eKTI/IBHOCTM N CTeneHn pucka onda nauneHTa,

3) 06 ycrnoBuax yvyactua naudueHTa B KIWHUMYECKOM UuccneaoBaHUW JeKapCTBEHHOro npenapara AOnd
MeONUNHCKOro nNnpuMeHeHus;

4) O uenn nnun uendax n npogosuKUTeribHOCTU KITMHNYECKOro nccreaoBaHna nekapCcTtBeHHOro npenaparta gns
MeaNLIMHCKOIro NnpuMeHeHuns,;
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5) 0 peiicTBUSIX NauueHTa B crlyyae HemnpeaBuaeHHbIX 3hPEKTOB BNUAHMS NIeKapCTBEHHOro npenaparta ans
MEAULIMHCKOIO NMPVMMEHEHUSI HA COCTOSIHWE €ro 340POBbS;

6) 06 ycnoBusix 0693aTenbHOro CTpaxoBaHUs XU3HW, 340POBbs NALMUEHTA;

7) O rapaHTnax KOH(bVID,eHLI,VIaJ'IbHOCTVI y4qyacTtua naudneHta B KIMHWYECKOM uccnenoBaHnMn nekapCrBeHHOro
npenapara ona meanuynHCKoro npuMeHeHuA.

3. [HobpoBonbHoe cornacve nauuMeHTa Ha yyacTMe B KIMHUYECKOM WUCCNeaoBaHUM feKkapCTBEHHOro
npenapara And MeauumnHCKOro npuMeHeHua noarBepXagaeTtcAa ero noanucbio mnm noanmncbio ero 3akoHHOro
npencraBuTeNA Ha I/IHq)OpMaLI,VIOHHOM NNCTKe NauneHTa.

4. TlauMeHT unM ero 3aKOHHbIN npencrtaBuTeslb MMeeT MnpaBO OTKa3aTbCA OT y4aCTuA B KITMHUYECKOM
nccnenooBaHMM nekapcTtBeHHOro npenapara and MeaununHCKOro npumMeHeHua Ha nobon crtagum npoeseneHunA
Takoro nccneagosaHus.

5. MNpoBegeHne KNMHNYECKOro NCCNeaoBaHUS NekapCcTBEHHOro npenapara Ans MeauUMHCKOro NpuMeHeHns
C yYyacTueMm B KayecTBe MauMeHTOB AeTen OoMnycKaeTcs TOMbKO C cornacusi B NMCbMEHHOW hopmMe UxX poanTenen,
ycbiHOBUTENEN. [leT MoryT paccMaTtpuBaTbCsi B Ka4ecTBe MOTeHUMarnbHbIX MaUMEHTOB TaKOro UccrnenoBaHus,
TONbKO €Cnn ero nNpoBedeHne HeobXoaNMO ANS YKPenneHnst 300poBbs AeTen unvm NpodunakTukm MHOEKLNOHHBLIX
3aboneBaHnn B OETCKOM Bo3pacTe MO0 ecnv Lenbio Takoro MUccrnegoBaHust SIBMSieTCS MOoSflyYeHne AaHHbIX O
Hauny4lwen OO3NPOBKE FIEKapCTBEHHOIO NpenapaTa Ans neveHus aeTen. B aTnx cniyyasix TakoMy UCCrie4oBaHNIo
OOJDKHO MpedlecTBoBaTb  KIIMHUYECKOE WCCRedOBaHWE JlekapCTBEHHOro mnpenapata  Ansg  MeAuUMHCKOro
NPUMEHEHUS HA COBEPLLUEHHONETHUX rpaxaaHax, 3a UCKIIOYEHNEM Cry4aeB, €CNN NUCCNEeAYEMbIN NEKAPCTBEHHbIN
npenapat Ana  MEeOULMHCKOTO  MPUMEHEHMSs1  MNpedHasHadeH  MCKMYUTENbHO  ANs  MCMONb30BaHUsA
HeCOBEpPLUEHHONETHUMY rpaXKaaHaMMm.
(B pea. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeu.|,aeTc;| npoBegeHne KInHM4YeCcKoro nccrnengoBaHnAa nekapcTtBeHHOro npenapara gna meanuymnHCKoro
npuMMeHeHusa ¢ ydactnem B Ka4ecTtBe nNaumeHTOB:

1) peTen-cnpoT 1 geTen, octaBunxcst 6e3 noneyeHnss poguTenen;

2) XeHWWH B nepuopn GepeMEHHOCTM, KEHLIMH B NEpUoa rpyaHOro BCKapMIMBaHMWS, 3a WUCKMIYEHWEM
Cry4yaeB, eCnu NPOBOAMTCS KIWHWYECKOE MCCrefoBaHWE NEKapCTBEHHOro npenaparta, npegHasHayYeHHoro Ans
yKa3aHHbIX >KEHLLMH, MPWU YCNOBUM HEOOXOOUMOCTM MonydeHuss MHopMauuM TONMbKO BO BPeEMS MpoBeaeHust
COOTBETCTBYHOLLMX KMUHUYECKUX WCCIEAOBaAHUA U MPUHSATMS BCEX HEOBXOAMMbIX MEpP MO WCKIHOYEHMIO pucka
HaHeceHNs Bpeda XXeHLWuHe B nepuos 6epeMeHHOCTH, XKeHLWMHE B NEPMOL rPYyAHOro BCKapMvMBaHus, nnoay wunu
pebeHky;

3) BOEHHOCIyXalunx, 3a UCKIIo4YeHneM criyydaeB npoBeneHnsd KInnHM4eCcKoro nccrnenoBaHusa riekapCTtBeHHOro
npenapara, cneuuaribHO paspa60TaHHoro ana npuMmeHeHuna B YCINOBUAX BOEHHbIX OEeNncTBUN, l-I[Z)e3BbI‘-Ial7IHI:>IX
CI/ITyaLI,I/IIZ, I'IpOCbVIJ'IaKTMKVI N nevyeHusi 3aboneBaHUn u nopa>|<eHvu7|, Nnony4yeHHbIX B pe3yrbTaTte BO34EeNCTBUS
He6ﬂar0ﬂpMﬂTHle XUMMUYECKNX, Bronornyeckux, paanaunoHHbIX C*)aKTOPOB. KnnHnyeckoe nccnegoBaHue Takoro
NekapCTBEHHOro npenaparta MOXeT npoBoAUTbLCA C ydYaCTunemMm B KayeCTBe MnauneHTOB BOEHHOCyXalux, 3a
UCKIM4YeHnemM BOEHHOCIyXaluX, Mnpoxoadawnx BOEHHYH CJ'Iy)K6y no npusbiBy, C cobniogeHnem Tpe6OBaHl/|l7I,
YCTaHOBJI€HHbIX HAaCTOALNM Cbep,epaanblM 3aKOHOM B OTHOLUEHUN rpaKaaHCKUX NnunL,;

4) COTPYAHMKOB NPaBOOXPAHUTENbHbBIX OPraHoB;

5) nuu, oTGbIBaKOLWMX Haka3aHWe B MecTax NULLIeHNUs cBoGOAb!, a Takke NL, HaxoOsaLWmMXCs nog cTpaxen B
CneACTBEHHbIX M30MATOpaXx.

7. ,[lonyCKaeTcg npoesegeHne KIMHN4YeCcKoro nccregoBaHmna nekapCTtBeHHOro npenaparta gna MmeanumuHCKoro
npuMmeHeHund, npegHa3Ha4vyeHHoOro And neyveHuna ncunxmyecknx 3aboneBaHun, ¢ y4yactmemMm B Ka4decTBe nauuneHToB
nny, ¢ Ncuxmyecknmmn  3aboneBaHUsIMMU, NMPU3HAHHbIX HeaeecnocobHbIMK B nopsaake, YyCTtaHOBJIEHHOM
3aKkoHogaTenbCcTBOM Poccuiickom d>e,u,epau,vw|. KnnHnyeckoe nccnegosaHue JIeKapCTBEHHOro npenaparta B 3TOM
Chny4ae npoBoAgUuUTCA NpU Hann4mnm cornacusa B NUCbMEHHOW ¢>opme 3aKOHHbIX I'IpeﬂCTaBI/ITeJ'IeVI YKa3aHHbIX nnu.
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Crtatbs 44. O6s3aTenbHOEe CTpaxoBaHUe XXU3HW, 300POBbS NaLMeHTa, y4acTBYHOLWEro B KIIMHNYECKOM
uccneaoBaHUM NleKapCTBEHHOrO nNpenapara Ansi MeAuLMHCKOro NpuMeHeHust
(B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpFaHI/ISaLLI/IFl, nony4ymBLlaa paspelwleHne Ha opraHmsauunio npoeeneHuna KNMHUYeCKoro mccrnenoBaHuAa
NeKapCcTBeHHOro npenapara anda MeguuuHCKOro npuMeHeHud, obda3aHa B Ka4decTBe CTpaxoBaTena CTpaxoBaTb
PUCK NpUYnMHEHUA Bpenda XMU3HU, 300POBbO MauneHTa B pe3ynbTaTte nposeneHua KIMHUYeCcKoro uccrnenoBaHuA
NeKapCTBeHHOro npenapata Aand MeguumHCKOro npuMeHeHuna 3a cBOM cueT nyTemMm 3aKkni4veHuna [Oorosopa
obsi3aTenbHOro CTpaxoBaHu4.

2. ObbekToM 00s3aTENBHOMO CTPaxOBaHUSA SABMASETCS MMYLLECTBEHHbIN WUHTEpPEC NaumeHTa, CBS3aHHbIA C
NPUYUHEHNEM Bpeda €ero >XWM3HW WNu 300pOBbI0 B pe3ynbTaTe MNpOBeAeHUs KIMHUYECKOro UCCrefoBaHust
NneKapcTBEHHOro npenapara ans MeAnLNHCKOro NpMMeEHeHNs.

3. CTanOBbIM cnydyaemMm no pgoroesopy obsi3aTenbHOro CTpaxoBaHNA 4ABNAETCA CMepTb nauueHta Wuin
yxXyaweHune ero 3a0poBbA, B TOM 4uUCne BlieKywlee 3a cobon yCTaHOBJI€HMe WHBANMOHOCTN, Npu Hann4dunn
ﬂpVI‘-IVIHHO-CJ'IeﬂCTBeHHOPI CBA3N MexXAay HacTynjieHnem 3TOoro cobbiTus n yqyactmemM nauneHta B KITMHU4YE€CKOM
nccneaoBaHMM NekapcTtBeHHOro npenapara.

4. Tpe6OBaHl/IF| O BO3MelleHnn Bpena, NPUHNHEHHOro XU3HU nnn 340poBbHO NauueHTa, NpeabABnAKTCA B
Te4YyeHne CpoKoB NCKOBOW 4aBHOCTU, YCTaHOBJI€HHbIX rpaXXgaHCKMM 3aKoHOA4aTeTbCTBOM.

5. Paamep CTanOBOI7I BblMJ1aTbl NO 4OroBopy obsizaTenbHOro CTpaxoBaHUA COCTaBIIAET:

1) B cnydae cmMepTV nauuMeHTa [Ba MWINMOHA pybrem Ha Kaxgoro nauueHTa, yd4acTBOBaBLUEro B
KMMHUYECKOM MccnegoBaHny fiekapCTBEHHOTO npenapara;

2) Npy yXyaLeHun 300poBbs NaumeHTa:

a) nosnekwem 3a cobon ycTaHOBNEeHWe UHBaNMAHOCTK | rpynnbl, OAMH MWUAMWOH NATLCOT ThiCAY pybnen Ha
KaXkQoro naumeHTa, y4acTBOBaBLUEIO B KNMHWYECKOM UCCNefOoBaHUN NekapcTBEHHOro npenapaTa;

6) noBnekweM 3a coboii ycTaHOBNEHUe WHBanuaHocTu |l rpynnbl, OAMH MWNNMOH pybnei Ha Kaxaoro
nauMeHTa, y4aCcTBOBAaBLLErO B KIMMHUYECKOM UCCMNEAOBAHUM NEKapCTBEHHOrO Npenapara;

B) moBnekwem 3a cobon yctaHoBneHwve wuHBanugHoctu Il rpynnbl, NATLCOT ThicAY pybnewn Ha Kakgoro
naumeHTa, y4acTBOBaBLLEro B KIMMHUYECKOM NCCrefoBaHUN NekapCcTBEHHOro npenapara;

r) He noBnekweMm 3a coboW yCTaHOBNEHMSA NHBANMOHOCTU, He Bonee Yem TpucTa Thicad pybnen Ha Kaxgoro
naumneHTa, y4acTBOBaBLLEro B KIIMHMYECKOM MCCeoBaHUM iekapCTBEHHOro npenapara, Mcxogs U3 HopMaTKBOB,
OoTpaXkallMX Xapaktep M CTeneHb MOBPEeXAEeHUs 300pOoBbs, a Takke (PaKTUYECKN MOHECEHHbIX NauMeHTOM
pacxodoB, BbI3BAHHbIX MOBPEXAEHVWEM 340POBbs, Ha MeOUUMHCKY MOMOLLb, NMpuobpeTeHve neKkapCTBEHHbIX
npenapaTos.

(nn. "r" B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuny c 1 uiona 2015 roga. - PegepanbHblii 3akoH 0T 22.12.2014 N 429-03.

7. CpOK gorosopa ob6s13aTenbHOro CTpaxoBaHUda He MOXeT OblTb MeHee, u4em CpPOK npoBeneHund
KIMMMHNYEeCKOro nccrneanoBaHusa niekapCTtBeHHOro npenaparta.

8. YcnoBusa goroBopa ob6s13aTenbHOro CTpaxoBaHUs, B TOM 4YuCre CTpaxoBble Tapudbl MO 06A3aTenbHOMY
CTPaxoBaHWIo, nepeyvyeHb HeoOXOAUMbIX [AOKYMEHTOB [ANs OCYLIECTBIIEHNS CTPaxoBOW BbiMnaTtbl, MOPSAOK
YCTaHOBMEHNs  CTpaxoBaTeneM  MHAMBWAYanbHOrO  MAEHTUMUKALUMOHHOINO  Koda  nauueHTa,  Mopsgok
MHAOPMUPOBAHNA  CTpaxoBaTenem CTpaxoBLUMKA O MNPUBMIEYEHHbIX K  KIMHUYECKOMY  WCCNeLoBaHWIo
nekapCTBEHHOro npenapara Ans MeAMUMHCKOrO NpYMEeHEeHUst nauueHTax, NopsAaoK ynnaTtbl CTPaxoBOW Mpemum,
NOPSIAOK peanusaunn onpeaerneHHbix HacToawmm PeaepanbHbiM 3aKOHOM M Apyrumn defeparnbHbIMU 3aKoHaMu
npaB 1M 06583aHHOCTEN CTOPOH MO AOroBOpy 00SA3aTenbHOro CTPaxoBaHWsA, a Takke HOPMaTuBbl, OTpaxaroliue
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XapakTep W CTemneHb MNOBPEXAEHWS 3[40POBbsl, YCTaHaBNMBAKTCA TUMOBLIMU MpaBunaMy 006s3aTenbHOro
CTpaxoBaHus.
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. B cnyyae npuvuMHEHUs Bpeda XM3HU NaumeHTa, Y4acTBOBABLUErO B KIMHMYECKOM WCCReaoBaHWUU
NeKkapCTBEHHOro npenaparta, Bbirogonpuodpetatensmu no AoroBopy o06s3aTenbHOro CTpaxoBaHWA SBMSOTCA
rpaxgaHe, UMeroLLMe NpaBo Ha BO3MELLEHME Bpeda B Criydae CMepTH KopMusibLa B COOTBETCTBUW C rpaXKaaHCKUM
3aKOHOAATENbCTBOM, MNPW OTCYTCTBUM TakUX rpaxaaH - pOAUTENW, Cynpyr, OeTU YyMepLlero mnaumeHTa,
y4acTBOBaBLUErO B KIMHWMYECKOM MWCCreAoBaHUM JIeKapCTBEHHOrO npenapaTta, B Crydae CMepTuM nauueHTa,
y4aCTBOBABLUENO B KIIMHUYECKOM UCCNEAOBaHWM NEKApPCTBEHHOIO NpenapaTta U He UMEBLLETO CaMOCTOSITENIbHOIO
aoxopna, - rpaxaaHe, Ha WXANBEHUM KOTOPbIX OH HAXOAWMCS, B OTHOLLEHUM BO3MELLIEHNS pacxoaoB Ha norpebeHve
naumneHTa, y4acTBOBaBLUENO B KMMHUYECKOM UCCNEAOBAHUM NIEKAPCTBEHHOrO Npenapara, - nMuo, NoHecLlee Takue
pacxofpl.

10. CTanOBaﬂ BbiMnJjiata B CH4ET BO3MELWlEHNA Bpeda, NPUYNHEHHONo XNU3HW nauneHTa, yd4acTtBOBaBLUEIO B
KIMMMHN4YeCKOM WuccnegosaHn nekapCcTtBeHHOro npenaparta, pacnpegendetrca mexny BberﬂOﬂpMO6peTaTeﬂﬂMM
nponopunoHarnbHO X KOJIMYECTBY B paBHbIX OO0NAX.

11. Tpwn HacTynneHun CTPaxoBOro cry4vyas nNauMeHT, Y4acTBOBABLUMW B KIWHWYECKOM WCCregoBaHum
nekapCcTBEHHOro npenapara, BblirogonpuobpeTtaten BhApaBe MpPeabsBUTb HEMOCPEACTBEHHO CTPaxOBLUMKY
TpeboBaHMe O BO3MeLLleHWVM npuunHeHHoro Bpega. CTpaxoBas BbinnaTa OCYWECTBASETCH CTPaxOBLLUUMKOM B
TeyeHne TpuauaTM OHEW CO AOHS NpeAacTaBneHus HeobXoauMMbiX AOKYMEeHTOB. [launeHT, yyacTBOBaBLIMA B
KMMHUYECKOM UCCregoBaHuM NekapCcTBEHHOro npenaparta, unu  Bblirogonpuobpetatens o06s3aH coobwmnTb
CTPaxOoBLUMKY AN OCYLLEeCTBEHWUS CTPaxoBOW BbiNMAaTbl MHAMBUAYalbHbIA MAEHTU(MKALNOHHBIN KOA nauMeHTa,
YCTaHOBIEHHbI CTpaxoBaTernieM B COOTBETCTBMU C TUMOBLIMU NpaBunnamMu oba3aTenbHOro CTpaxoBaHus.

12. [o nonHoro onpegeneHus pasmepa noafiexallero BO3MELLEeHNo Bpeaa CTPaxoBLUMK MO 3asiBNIEHUIO
naumneHTa, y4acTBOBaBLUErO B KIMHWMYECKOM UWCCReAOBaHUM JIeKapCTBEHHOro mnpenapaTta, Wnu  3asiBNeHuto
BblrogonpuobpeTatenss BnpaBe OCYLLECTBUTb 4YacTb CTPaxOBOW BbiNMaThbl, COOTBETCTBYIOLLYIO (haKTUYECKU
onpeaeneHHon YacTu NpUYNHEHHOTO Bpeaa.

13. CTanOBaﬂ BbllMJjlata B COOTBETCTBMM C [OOroBOpoOM 0bs13aTENLHOrO CTpaxoBaHMA OCYLLECTBIIAETCA
He3aBMCUMO OT BbINaT, NPUYNTaOLWNXCA NO APYyrMMm BUaam CTpaxoBaHUA.

14. He ponyckaeTcs ydacTve nauveHTa B MNPOBEAEHUWN KITMHWYECKOTO MWCCredoBaHWs feKapCTBEHHOro
npenapaTa npu OTCYTCTBUM AOroBopa 06s3aTenbHOro CTpaxoBaHus.

15. KOHTpOJ'Ib 3a WUCMNOJIHEHNEM OpFaHI/I3aU,VIel7I, I'IOJ'Iy‘-IVIBLLIeIZ pa3pelieHne Ha opraHm3auuto nposeaeHuA
KIMMHNYECKOro wuccriegoBaHnUA JekapCTtBeHHOro npenapata Aanda MeaununHCKOro rnpuMeHeHu4, yCTaHOBﬂeHHOVI
HacTosLWeln ctaTtben 0693aHHOCTM Mo 06;|3aTeanomy CTpaxoBaHUKO KU3HU, 300pPOBbA NauneHTa, y4dacTBykoLlero
(y‘-IaCTBOBaBLlJeFO) B KIMMNHNYECKOM nccnegosaHnn JNIeKapCTBEHHOIO npenapara, OCyLleCTBIIAeTCA
YNOJTHOMOY€EHHbIM cbe,qepaanuM OopraHom NCMNOSTHUTENBbHOW BRACTW, BblAaBLUUM paspelieHne Ha nposeaeHue
KITMHUYECKUX UccrnenoBaHnn NNeKapCTBEeHHbIX npenapaTtoB And MmeaununHCKOro npuMeHeHus.

Maea 8. MIPON3BOACTBO N MAPKUPOBKA NEKAPCTBEHHbIX CPELOCTB
CtaTtbs 45. [lpon3BoACTBO NEeKapCTBEHHbIX CPeacTB

1. Mpon3BoACTBO NEKapCTBEHHbLIX CPEeACTB OO/MKHO COOTBETCTBOBATbL TPEOOBAHWSAM MpaBuUIT Haanexallemn
NPOV3BOACTBEHHOW MPAKTUKKN, YTBEPXOAEHHbIM YMOMHOMOYEHHbIM defeparbHbiM  OpraHoM  UCMOMHUTENbHOW
Bnactu. OcobeHHOCTU nepexofa MNpPOM3BOACTBA OTAENbHbLIX JEKAPCTBEHHbIX CPEACTB K WX MPOU3BOACTBY B
COOTBETCTBMM C TpeboBaHuMAMU NpaBuil  HaAnexalwlend nNpPOV3BOLACTBEHHON MNpPaKTUKM  yCTaHaBNMBAOTCS
MpaButenbctBom Poccuiickon ®epepauun. Boigava 3aknio4eHnii 0 COOTBETCTBUM MPOU3BOANTENS NIEKAPCTBEHHbIX
CpeacTB TpeboBaHMsIM MpaBun Hagnexallen NpouM3BOLCTBEHHOW MPAaKTUKMA OCYLLECTBMSIETCS MO pesyrnbTaram
WHCMEKTUPOBaHUA Npou3BoaUTENEN NEeKapCTBEHHbIX CpeacTB B nopsagke, ycTaHOBNEHHOM [1paBuTensCTBOM
Poccuiickon ®epgepaumn. Pasmep nnathbl 3a Bblgavy 3ako4YeHUst 0 COOTBETCTBUM MPOM3BOANUTENS NIEKAPCTBEHHbIX
CpeAcTB TpeboBaHMSM MpaBui Haanexailenh npov3BOACTBEHHOM MPaKTUKM ycTaHaBnvBaeTcs [MpaBuUTenbCTBOM
Poccuinckon ®epepaumn. [lopsgok  opraHu3aumMmM U MPOBEAEHWS  MHCMEKTUPOBaHWS  Npov3BOAMTENen
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NeKapCTBEHHbIX CpPeACTB Ha COOTBETCTBME TpebOBaHUSIM MpaBui HaAmnexallen NPOVM3BOACTBEHHON MNPaKTUKK
ycTaHasnmBaeTce NpaButenscTtBoM Poccuiickon ®epepaunn.
(B pea. PepepanbHbix 3akoHOB OT 25.06.2012 N 93-03, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2. MNpon3BoaCcTBO NekapcTBEHHbIX cpeacTB B Poccunckon denepauumn ocyllecTBnseTcs nponsBoguTensmm
NEeKapCTBEHHbIX CPeacTB, MMEKLNMM NULEH3NIO HAa MPOM3BOACTBO JIEKapCTBEHHLIX cpeacTB. [loaTsepxaeHue
COOTBETCTBMSA fMUEH3MaTa NpaBuiaM Hagnexawen nNpou3BOACTBEHHOW MPAKTUKM OCYLLECTBISIETCA B pamKax
TNNLEH3MOHHOIO KOHTPONSA B COOTBETCTBUM C 3akoHogaTenbCcTBoM Poccuiickon Pepepauum c  ydeToMm
0CcobeHHOCTEN, YKka3aHHbIX B 4acTu 1 HacTosILWEen cTaTbm.

(B pea. PepepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. MNpoun3BoACTBO NEKapCTBEHHbIX CPEACTB OCyLLecTBNseTca ¢ cobnogeHem TpeboBaHUn NPOMbILLIEHHOIO
pernameHTa, KOTOPbIN YTBEPXAAeTCs pykoBoauTenem npov3BOAUTENSA NeKapCTBEHHbIX CPeACTB M BKIOYaeT B
cebsi nepedyeHb UCMONb3yeMbix apmMaueBTUYECKMX CYOCTaHUMA U BCNOMOraTenbHbIX BELLECTB C YKa3aHWeM
KOMnmMyecTBa KaXgoro u3 HUX, AaHHble 06 ncnone3yemMom obopynoBaHum, onucaHmne TEXHOMNOrMYeckoro npolecca u
MEeTOOO0B KOHTPOIS Ha BCeX 3Tanax NpoM3BOACTBA NIEKAPCTBEHHbLIX CPEACTB.

MpnmeyaHue.
C 29.12.2020 B 4. 4 cT. 45 BHocsTCA n3meHeHus (P3 ot 27.12.2019 N 481-d3). Cm. OyayLuyto pegakuuto.

4. lMpn NpOM3BOACTBE fNeKkapCTBEHHbIX CPEACTB MCNONb3YTCH hapmaueBTnyeckme cybctaHunm, ceegeHms o
KOTOpbIX cogepxaTcs B [OCYAapCTBEHHOM peecTpe  JeKapCTBEHHbIX CpeacTB, 3@  UCKMYEHMEM
hapmaueBTUYeCKMX CybCcTaHLMin, NPoN3BOANMbIX AMst NPOBEAEHWS KITMHUYECKNX nccnenosaHni n ansa akenopta. K
npoueccy npousBoAcTBa dapMaLeBTUYECKon CyObCTaHUMM OTHOCATCA nobble CcTagum  TEXHONOrMYecKoro
npouecca, No3BONsALWMe NONYYNTb rOTOBLIA NPOAYKT, COOTBETCTBYOWNA TpeboBaHMAM hapMakonenHon cTaTby,
B TOM u4ucrie depmeHTaums, 3IKCTPaKuWs, OuucTKa, BblAeneHve, nepekpucTannm3aumns, BbiCyLUMBaHUE,
n3menbvyeHve.

(B peq. PegepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-93)

4.1. TlepeyeHb nNeKapCTBEHHbIX MpenapaTtoB AN MEeOMLMHCKOTO MNPUMEHEHUs, B OTHOLLUEHMU KOTOPbIX
yCTaHaBnmBalTCca TpeboBaHuA K 0OObeMy Tapbl, YMNakoBKE W KOMMMEKTHOCTM, MNEepeyvYeHb JleKapCTBEHHbIX
npenapaToB 419 BETEPMHAPHOIO NPUMEHEHNS, B OTHOLUEHMM KOTOPbIX YCTaHaBnmBaloTca TpeboBaHusa K 06bemy
Tapbl, a Takke TpeboBaHMA K 0ObEMY Tapbl, YNAKOBKE M KOMMMEKTHOCTM IeKapCTBEHHbIX MpenapaTtoB Ans
MELMLMHCKOrO MNpuUMeHeHus, TpeboBaHuA K 00beMy Tapbl NEKAapPCTBEHHbIX MpenapaTtoB s BETEPMHAPHOro
NPUMEHEHMS ONpeaensitoTCa COOTBETCTBYHOLLMMMW YNOJIHOMOYEHHbIMW ddefepanbHbIMU OpraHamm UCMOSNTHUTENBbHON
BNacTu B nopsake, yctaHoBneHHoM lNpaBuTtensctBom Poccuiickon ®epepauuu.

(4yacTb 4.1 B peq. ®enepanbHoro 3akoHa ot 14.12.2015 N 374-d3)

MpumeyaHue.
C 29.12.2020 B 4. 4.2 cT. 45 BHOocATCA n3ameHeHust (3 ot 27.12.2019 N 481-d3). Cm. OyayLLyto pegakumio.

4.2. OpraHusaumm, OCyLecTBNALME MPOM3BOACTBO (hapMaLeBTUYECKOW CyOCTaHUMM cnupTa 3TUIOBOrO
(sTaHona) ansa Npom3BoOACTBA CMMPTOCOAEPXKALUUX NEKapCTBEHHbIX NpenapaToB, 0693aHbl OCYLLECTBAATL YYEeT U
AekrnapvpoBaHue B nopsigke, yctaHoBNeHHOM ctatbsamun 8 n 14 degepanbHoOro 3akoHa ot 22 Hos6psa 1995 ropga N
171-®3 "O rocygapCTBEHHOM pPErynvpoBaHMM MNpPOU3BOACTBA M 0OOpOTa 3TUMOBOrO CAMpTa, anKOrofibHOM U
cnupTocoaepXallen npoaykumm n ob orpaHmyeHun NnoTpedneHus (pacnuTust) ankoronbHOW NPoAayKLun”.

(4acTb 4.2 BBegeHa depgepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3)

4.3. WHaveumpayanbHble npegnpuHMatTenn U lopuanyveckme nuua, OCYLeCTBASWMe  3aKynky wu
ucrnonb3oBaHve dapmaueBTUyeckon cybcTaHuMu chnuMpTta 3TUMNOBOrO (3TaHona), a Takke MpOou3BOACTBO,
n3roToBrneHne un (Mnum) oBOpOT (3a MCKIIOYEHWEM PO3HUYHOW NPOAAXKM) CAMPTOCOAEPKALUMX JIeKapCTBEHHbIX
npenapaToB, 00683aHbl OCYLLECTBNATb UX Y4YeT U JeKrnapypoBaHue B NOpsSdKe, YCTaHOBMEHHOM cTaTtbamun 8 u 14
depepanbHoro 3akoHa ot 22 Hosbpa 1995 roga N 171-03 "O rocyaapCTBEHHOM PErynnmpoBaHMn Npon3BoACTBA U
obopoTa 3TMNOBOro CNUPTa, ankororibHOW WM cnupTocoAdepXalen nNpoaykumm um o6 orpaHudeHun notpebneHus
(pacnnTursa) ankoronbHOW nNpoaykummn".

CrpaHuua 79 u3 110



®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pen. ot 13.07.2020)
"06 obpalleHnn NekapCTBEHHbIX cpeacTs”

(vacTb 4.3 BBegeHa deageparnbHbiM 3akoHOM OT 29.07.2017 N 278-03)

4.4, Tpn npou3BOACTBE JIEKAPCTBEHHLIX MpenapaToB Ans BEeTEPUMHAPHOIO MNPUMEHEHUs [OoMnycKaeTcs
ncrnonb3oBaHWe MNPOM3BEAEHHbIX Ans  peanu3auun  apmMaueBTUYECKMX  CYOCTaHUWMA, BKMKYEHHbIX B
rocyjapCTBEHHbIV PEECTP NEeKapCTBEHHbLIX CPEACTB YNONHOMOYEHHbIM befeparnbHbIM OpraHoM MUCMONHUTENbHON
BMacTuh, OCYLLECTBNSAKLWNM BeAeHWe roCyaapCTBEHHOIO PEeecTpa JeKapCTBEHHbIX CPeacTB AN MeLMUMHCKOro
NPUMEHEHMSI.

(4acTb 4.4 BBegeHa degepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)

5. 3anpeLlaeTca npon3BOACTBO:

1) JIEKapCTBEHHbIX CpeacTB, He BKITHOYEHHbIX B I'OCWJ,apCTBeHHbIVI peecTp neKapCTBEHHbIX CpeacTB, 3a
NCKIMIO4YEeHNnEeM JeKapCTBEHHbIX CpeadcCTB, NMpoun3BOoOUMbIX ONA npoBeaeHUuA KIMHU4YeCKnx uccrnegoBaHn o ons
QKCMNOopTa;

2) thanbcmduumpoBaHHbIX NeKapCTBEHHbIX CPEACTB;
3) NnekapCcTBEHHbIX CPeACTB 6e3 NMLEH3NM Ha NPON3BOACTBO JIEKAPCTBEHHbBIX CPEACTB;

4) JNIeKapCTBEHHbIX CpeacTB C HapyuweHuem npasuil opraHn3auun npom3BoacTBa M KOHTPOJIA KadecTBa
NeKapCTBEHHbIX CPEeACTB,;

MpumeyaHue.
C 29.12.2020 n. 5 4. 5 cT. 45 yTpaymsaet cuny (®3 o1 27.12.2019 N 481-93).

5) dphapmaueBTUYecKkor cybGCcTaHUMM chivpTa STUMIOBOMO (3TaHoMa) Ha TEXHOSorM4Yeckom oGopyaoBaHWM,
KOTOpOE He 3aperMcTpupoBaHO UMM 3aKOHCEPBMPOBAHO B COOTBETCTBMU ¢ PeaepanbHbiM 3aKkOHOM OT 22 Hos10ps
1995 roga N 171-®3 "O rocygapCTBEHHOM perynMpoBaHUM nNpou3BoAcTBa M obopoTa 3TUNOBOrO CnunpTa,
ankoronbHOM W CAMPTOCOAEpXKallerh npoayKumMm M 06 orpaHvyeHMn notpebnenHus (pacnuTusi) ankorosibHow
npogykumn”.

(n. 5 BBegeH ®PenepanbHbIM 3akoHOM OT 29.07.2017 N 278-03)

MpumeyaHue.
C 29.12.2020 4. 5 cT. 45 pononHseTca n. 6 n 7 (®3 o1 27.12.2019 N 481-93). Cm. GygyLuyto pegakumio.

6. MNpn BBOOE NEKAPCTBEHHbLIX CPEACTB B rpaXK4aHCKMN 06OpPOT YNOIHOMOYEHHOE MWL MPOU3BOAUTENS
NeKapCTBEHHbIX CPEACTB OCYLLECTBNSAET MOATBEPXKOEHNE COOTBETCTBUS NIEKAPCTBEHHbIX CpeAcTB TpeboBaHuAM,
YCTaHOBMEHHBIM NPU WX TOCYLAPCTBEHHOW perucTpauun, W rapaHTUpyeT, 4YTO JlekapCTBEHHble CpeacTBa
npon3BeaeHbl B COOTBETCTBMMU C TpeboBaHMSIMM MpaBuN Hagnexallen Nponu3BoACTBEHHON NPAKTUKN.

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

7. YNOMHOMOYEHHbIM JULOM MNPOU3BOAUTENS JIEKAPCTBEHHbIX CPeacTB ABMAseTcss ero paboTHuK,
aTTEeCTOBAHHbIN B YCTAHOBMIEHHOM YNOMHOMOYEHHbBIM heaepanbHbIM OpraHOM UCMNOSNTHUTENBHOM BNACTU NOPSAKE U
UMEeLWMA cTa paboTbl HE MeHee 4eM NATb feT B obractv MNpou3BOACTBA WM (MNM) KOHTPOMsS KadecTBa
NeKapCTBEHHbIX CPeacTs, Bbicllee obpa3oBaHNME COOTBETCTBEHHO MO OAHOM M3 crieuuanbHOCTEeN U (Unun) ogHOMY
N3 HanpaBfieHW MOAroTOBKW: BMonorus, GUOTEXHONOMNSA, BETEPUHAPUS, BETEPUHAPHO-CaHUTapHasi aKCnepTuaa,
KNMHU4Yeckasi MeguuUuHa, paguaunoHHas, XumMudeckas n buonornyeckas sawuta, papmaums, dyHagameHTanbHas
MeauumHa, XuMmmuyeckasi TEXHOMNOIMSA, XUMUSI.

(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, ot 02.08.2019 N 297-03)

8. MNponsBoanTenn nekapcTBeHHbIX CPeAcTB (3a UCKMYeHmem papmaueBTUYecKon cybctaHumm cnupTta
3TUNOBOro (3TaHomna) MOryT OCYLECTBMAATb MNpPOAaxy JIEeKApCTBEHHbIX CPEeACTB WNM nepefaBaTb WX B
YCTaHOBMEHHOM 3akoHoZAaTenbCcTBOM Poccuiickon deaepaumm nopsgke:

(B pea. PegepanbHoro 3akoHa ot 29.07.2017 N 278-03)
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1) OpyrMM NpPon3BOANTENSAM NIEKAapCTBEHHbIX CPeACTB ANs NPOM3BOACTBA NEKapCTBEHHbIX CPEACTB;
2) opraHu3auusim onTOBOW TOProBMM NeKapCTBEHHbIMU CPEeACTBaMM;

3) anTe4yHbIM opraHmnsauunam, BeTepunHapHbIM anTe4yHbIM opraHunsauusam, nHonsmnayarbHbIM
npegnpunHnmartenam, uwMewwmm  JIMUEeH3NK0  Ha (bapMaU,eBTVI‘-IeCKyIO OeATesNIbHOCTb W  NIMUEH3NK0  Ha
MEeOANLNHCKYIO OEATEJIbHOCTDb;

4) Hay4HO-UCcneaoBaTeNbCKUM OpraHM3aLmsaM Ans HayYHO-UccrnegoBaTensCckom paboThl;
5) MeAMLMHCKMM OpraHv3aunsiM U1 BETepUHapPHbIM OpraHu3aumsm;

6) opraHnsaumsm 1 HANBMAYaNbHbIM NPEeANnPUHUMATENAM, OCYLLECTBNAOLWMM pa3BedeHre, BolipallnuBaHme
N coaep)kaHne XUBOTHbIX (32 UCKMOYEHNEM Npoaaxn UM hapmaLeBTU4ecKkMx cybcTaHumi unm ux nepegaydn).
(n. 6 B peq. ®enepansHoro 3akoHa oT 02.08.2019 N 297-93)

MpumeyaHue.
C 29.12.2020 B 4. 9 cT. 45 BHOCATCA M3meHeHus (P3 ot 27.12.2019 N 481-93). Cm. ByayLyio pegakumio.

9. MNMpowussogutenu dapmaleBTUYECKON cyOCTaHUuuM cnupTa STUNOBOro (3TaHona) ob6sA3aHbl OCYLLECTBNASATL
peanu3aumio  (nepegady B YCTaHOBMEHHOM  3akoHogatenbcTBoM  Poccuiickon ®epepaumm  nopsgke)
hapmaLeBTMYEeCKON CyOCcTaHuuM cnupta 3TUMOBOrO (3TaHoNa) NpPoM3BOAUTENSAM NEeKapCTBEHHbIX CPEACTB ANS
NPOU3BOACTBA NEKAaPCTBEHHbIX CPEACTB B EMKOCTsIX 06beMoM He 6onee 1 nutpa u (unun) He meHee 1000 nuTpos, a
opraHusaumsiM, ykaszaHHbIM B MyHKTax 2 - 6 yactu 8 HacTosLen cTaTbn, B Tape o6beMom He bonee 1 nuTpa.
(vacTb 9 BBegeHa PegepanbHbiv 3akoHOM OT 29.07.2017 N 278-$3)

MpumeyaHue.
C 29.12.2020 cT. 45 pononHgetca 4. 10 n 11 (P3 ot 27.12.2019 N 481-®3). Cm. GyayLlyto pegakumio.

Crtatbsa 46. MapknpoBKa nnekapCcTBeHHbIX CpeacTB

1. IlekapcTBeHHblEe NpenaparTbl, 3a UCKMIOYEHWEeM JeKapCTBEHHbIX NMPenapaToB, M3rOTOBMEHHbLIX anTeYHbIMU
opraHuM3auusMi, BeTEepUHapHbIMW  anTeYHbIMU  OpraHU3auuaMKU, UHAMBUAYAIbHBIMU  MPEeAnPUHUMAaTENSMU,
UMELLUMN NULLEH3NIO Ha hapMaLEeBTUYECKYIO AesTeNbHOCTb, AOMKHbI NOCTYNaTh B oOpalleHue, ecnu:

1) Ha uX NepBMYHOW YynakoBKe (3a MWCKMYEHWEM MNEPBUYHOWN YMaKOBKU NEKapCTBEHHbIX PacTUTENbHbIX
npenapaToB) XOPOLWO YMTaeMbiM LWPUEHTOM Ha PYCCKOM H3blke YKas3aHbl HavMeHOBaHWe feKapCTBEHHOro
npenapaTta (MexgyHapogHoe HenaTeHTOBaHHOe, WNW rPYNMnMpOBOYHOE, WM  XMMUYECKOe, Wnn  TOproBoe
HaumeHOBaHWe), HOMep cepuu, AaTta Bbinycka (Ans MMMYHOOMONOrMYECKMX NeKapCTBEHHbIX MpenapaToB), CPOK
roAHOCTU, A03MPOBKa MUK KOHUEHTpauusi, 06beM, akTMBHOCTb B eAnHMLAax AeNCTBUSA UK KONMYECTBO J03;

(B pea. PegepanbHbix 3akoHoB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2) Ha Ux BTOPUYHON (MOTPEOMTENBCKOW) YNAaKOBKE XOPOLLO YMTaeMbIM LUPUETOM Ha PYCCKOM A3blKe yKa3aHbl
HaumeHOBaHVWe NeKapCTBEHHOro npenapata (MexgyHapodHOoe HenaTeHTOBaHHOe, UMW rpynnUpoOBOYHOE, WNN
XMMUYEeCcKoe M TOpProBoe HavMEeHOBaHWs), HauMeHOBaHWe NPOoM3BOAWTENS NeKapCTBEHHOro npenapara, Homep
cepvu, daTa BbiNycka (4NS MMMYHOGMOMOrMYECKUX FeKapCTBEHHbIX NpenapaToB), HOMEp PerncTpauyvoHHOro
YOOCTOBEPEHMWS, CPOK rogHOCTM, cnoco® MpUMEHEHMs, O03MPOBKa MMM KOHLEHTpauus, o6bem, akTMBHOCTb B
eouHMUax OevncTtBust Nmbo KONMMYecTBO [03 B yMakoBKe, nekapCcTBeHHas ¢opma, ycrnoBusi OTMycKa, yCnoBus
XpaHeHus, npegynpeanTenbHbIe Hagnucw.

(B pea. PegepanbHbix 3akoHoB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-93)

2. CDapmau,eBTquCKme Cy6CTaHLI,VIVI OOJDKHbI NOCTyNnaTb B o6pau.|,eHV|e, €eCnn Ha ux HepBMHHOVI ynakoBKe
XOpOoLWO YUTaeMbIiM LLIpM(*)TOM Ha PYCCKOM A3blKe YKa3aHbl HaMmMmeHOBaHUE cbapmau,eBTqueCKoM Cy6CTaHLI,MM
(Me>|<,1:|,yHapo,u.Hoe HenateHToBaHHOEe, WK TpynnMpoBOYHOE, WM XMMUYECKOEe U TOoprosoe HaI/lMeHOBaHVIﬂ),
HanMmeHoBaHME npoun3soanTensa cbapmaueBTquCKon Cy6CTaHU,l/Il/I, HOMEp cepun w”n pgarta U3rotoBlieHUs,
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KONIMYECTBO B YNAKOBKE W €ANHULIbI UBMEPEHMS KONIMYECTBA, CPOK FOAHOCTU M YCIOBUS XpaHEHWS.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. neKapCTBeHHble cpeactBa B KadeCTBe CbIBOPOTOK AOOJKHbI MOCTynaTb B o6pau.|,eH|/|e C YKasaHunem
XMNBOTHOrO, N3 KPOBMW, Ni1a3mMbl KpOBU, OPraHoB U TKaHemn KOTOPOro OHW Nony4eHsbl.

4. Ha BTOpW4HYO (NOTPEeObUTENbCKYI) YNakoBKY NeKapCTBEHHbIX CPEeACTB, MOMyYeHHbIX M3 KPOBU, Nnasmbl
KpOBW, OPraHoB 1 TKaHeW YenoBeka, OMMKHa HaHOCUTbCA Hagnuek: "AHTuTena k BUY-1, BUY-2, k Bupycy renaturta
C 1 NOBEPXHOCTHbIV aHTUreH BMUpyca renatuta B otcytcTBytoT".

5. Ha nepBuYHyl0 ynakoBKy U BTOPUYHYIO (MOTPEOUTENBLCKYKD) YNakoBKYy paguodapmaleBTUYecknx
NeKapCTBEHHbIX CPeACTB AOMKEH HAHOCUTBCS 3HAK paanMaLMOHHON ONacHOCTH.

6. Ha BTOpu4YHYy0 (NOTpebuTenbckyo) ynakoBKY roMeonaTM4eckux JiekapCTBEHHbLIX NpenapaToB OOJhKHA
HaHocuTbCsA Hagnuck: "lomeonaTnyecknn”.

7. Ha BTOpu4YHylo (noTpebuTenbckylo) YNakoBKY IEKapCTBEHHbIX pacTUTENbHbIX MNpenapaToB OOSMKHA
HaHoCUTbCA Haanucs: "Mpoaykumns npowna pagmaumnoHHbIA KOHTPOMb".

8. Ha nepBuyHylo ynakoBky (ecnu Ansi 3TOMO CYLLECTBYET TEXHMYEeCKas BO3MOXHOCTb) U BTOPUYHYIO
(noTpebunTenbckyto) ynakoBKy NeKapCTBEHHbIX MpenapaToB, NpegHa3HaYeHHbIX AN KIMMHUYECKUX UCCNeLoBaHUNm,
[OMmKHa HaHOCUTbCA Haanueb: "Ona KNMHUYECKUX uccnegoBaHun".

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

9. YnakoBka NNIeKapCTBEHHbIX CpeacTB, npegHa3Ha4YeHHbIX UCKMIOYUTENbHO AONA 3KCnopTa, MapKUpyeTcd B
COOTBETCTBUU C Tpe6OBaHI/IF|MVI CTpaHbl-mmMmnopTepa.

10. Ha TpaHcnopTHyto Tapy, KOTOpas He npegHasHadeHa Ans notpebutener M B KOTOPYH MOMELLEHO
neKkapCcTBEHHOE CPeacTBO, JOIPKHA HAHOCUTBCHA MHAOPMAaLMSA O HAMMEHOBaHUK, CEPUN NTEKapPCTBEHHOIO CPEACTBa,
Jarte Bbinycka, KOnM4YecTBe BTOPUYHbIX (MOTPebnTEenbCkux) yNakoBOK NEKapCTBEHHOrO CpeacTBa, NpoussoanTene
NEKapCTBEHHOro cpeactBa C yka3aHMEM HaMMEHOBAHUSA M MECTOHAXOXOEHWs NpOoM3BOOUTENS NeKapCTBEHHOro
cpeacTea (agpec, B TOM ynicne cTpaHa u (Mnv) Mecto NpoM3BOACTBA NIEKAapCTBEHHOIO CpeacTBa), a Takke O CPoke
rOAHOCTU JIEKapCTBEHHOro cpeactBa M 00  yCcrnoBUMsX €ro  XpaHeHuss W nepeBo3ku, Heobxogumble
npegynpeanTenbHblie HAANMUCU U MAHUMYNSITOPHbIE 3HAKM.

11. Ha nepBuYHyl0 ynakoBKy M BTOPUYHYK (NOTPEOUTENbCKYKD) YMakoBKYy NEeKapCTBEHHbIX CPeAcTB AN
BETEPUHAPHOIro NPUMEHEHNs JOMKHA HaHOCUTLCA HagnNuek: "[ns BeTepnHapHoro NpUMeHeHns".

12. Ha BTOpUYHYO (NOTpebUTEnbCKy0) YNakoBKY NIEKapCTBEHHOTO Npenapara HaHOCUTCS LUTPUXOBOW KOA.

Masa 9. BBO3 JIEKAPCTBEHHbLIX CPELOCTB
B POCCUNCKYIO ®EEPALUIO U BbIBO3 NIEKAPCTBEHHbLIX CPEACTB
N3 POCCUNCKOW ®EOEPALIUN
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Ctatba 47. lMopsapok BBO3a JeKapCcTBeHHbIX cpeacTB B Poccuiickyro ®denepaumio U BbiBO3a
neKapcTBeHHbIX cpeacTB n3 Poccuickon depepauum
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 nekapcTBeHHbIX cpeacTs B Poccuickyto ®Pefepaumio ocywecTBNsSeTcs B Nopsake, YCTaHOBEHHOM
MpaButenbctBoMm Poccunckon ®epepaunn, B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEeHHOro
coto3a B pamkax EBpA33C (ganee - TamoxeHHbI coto3) 1 (Unu) 3akoHogatenscTBoM Poccuiickon deaepaumm o
TaMOXeHHOM Jene.

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

2. Beosumble B Poccuiickyto ®depepaumto nekapCTBEHHble CPEACTBa [OOIDKHbI - codepXatbCcs B
rocygapcTBEHHOM peecTpe fieKapCTBEHHbIX CPeacTB.
(B pen. PepepanbHbix 3akoHOB OT 06.12.2011 N 409-03, o1 27.12.2019 N 462-03)
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3. Honyckaetca BB03 B Poccuiickyto Pepepauunto KOHKPETHOM MNapTUM 3apermcTpupoBaHHbIX U (Mnn)
He3aperMcTpUpoBaHHbIX  JIEKAPCTBEHHbIX  CPeACTB, MpefdHas3HadYeHHbIX ANns  MPOBEAEHUS  KITMHUYECKMX
NCCregoBaHUM  NEKapCTBEHHbIX MpenapaToB, MPOBEAEHUS  3KCMepTu3bl feKapCTBEHHbIX CPeACTB  Ans
OCYLLLECTBMEHMS rOCYAapCTBEHHON perncTpauun nekapCcTBEHHbIX NpenapatoB Unv AN OKa3aHWs MeOuLMHCKON
MOMOLLUM MO >KMU3HEHHbIM TOKa3aHWSAM KOHKPETHOro nauueHTa Ha OCHOBaHUM paspelleHus, BblIgAHHOro
YMOMHOMOYEHHbIM dheepanbHbIM OpraHoOM UCMOMHUTENBHOW BNACTX MO 3asiBMIEHUSAM N, yKasaHHbIX B cTaTbe 48
HacTodwero deapepanbHOro 3akoHa. PaccmoTpeHue Takoro 3asBrneHuMs U MNpUHATUE pelleHuMs O Bblgaye
paspeLleHnss Ha BBO3 KOHKPETHOW NapTuUM 3aperuMcTpMpoBaHHbIX U (MNn) HE3aperMcTpUpOBaHHbIX NEKapCTBEHHbIX
CPeAcTB, npedHasHadyeHHbIX ANs MNPOBEAEHUS KIMHUYECKUX WCCRedOBaHWA NeKapCTBEHHbIX MNpenapaTos,
NPOBEAEHUS 3KCMEPTU3bl JIEKAapCTBEHHbIX CPEACTB ANS  OCYLLECTBMEHUS TOCYAapCTBEHHOW permcrpaumm
nekapCTBEHHbIX NpenapaToB U Anst okasaHus MeOULMHCKON MOMOLLM MO XMU3HEHHbIM MOKa3aHWsM KOHKPETHOro
naumeHta nubo o6 oTkase B Bblgaye yKa3aHHOro paspeLleHusi MPou3BOOATCS B CPOK, HE MPeBbialWni NSt
pabounx gHen. NnaTa 3a Bblgavyy yka3aHHOrO pa3peLleHns He B3MMaeTCs.

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

MpumeyaHue.
C 01.01.2024 4. 3.1 cT1. 47 ytpaymsaeT cuny (®3 o1 27.12.2019 N 475-03).

3.1. [Honyckaetca BB03 B Poccunckyto ®Pegepaumio KOHKPETHOW MNapTUM  He3aperncTpupoBaHHbIX
rnieKkapCTBEHHbIX MpenapaToB, coAepXalux HapKoTUYeckue cpeactsa MM NCMXOTPOMHbIE BeELecTBa, B nopsake,
ycTaHoBneHHoM [NpaButensctBom Poccuiickon Pegepaumm, Ans okasaHUss MeAMUMHCKOW MOMOLUM MO XWU3HEHHbIM
MoKa3aHUsSM KOHKPETHOro nauueHTa WNnu rpynnbl MauMeHToB B Cryyae, €cnv MMeeTcs pelleHne BpayebHou
KOMUCCUM MEOULMHCKOW OpraHmsaumm o He3ddEeKTUBHOCTM WM HEBO3MOXHOCTU MPUMEHEHUS Y KOHKPETHOro
naumeHTa WHbIX 3aperucTpyMpoBaHHbIX feKapCTBEHHbIX MpenapaToB, B TOM u4uUCfe coaepxaliux Aapyrve
AeNCTBYyIOLMEe BellecTBa, U1 0 HeoOXOAMMOCTM BBO3a OMpeAerieHHOro He3aperncTpMpoBaHHOIO NeKapCTBEHHOro
npenapaTta C ykasaHWeM €ero MeXAyHapoAHOro HenaTeHTOBaHHOro (UNN XMMWYECKOro, UMW rpynnMpoBOYHOIO)
HaMMeHOBaHUSA, POpMbl BbIMycka WM Konu4yectBa. [lepeveHb 3aboneBaHWA U COCTOSHUMMA N COOTBETCTBYIOLLMX
nekapCTBEHHbIX NpenapaToB, COAepXaluMX HapKOTU4Yeckne CpeacTBa WM MCUXOTPOMHblE BELeCcTBa, B Lensx
OCYLLECTBMEHUS NX BBO3a B COOTBETCTBUM C TPEOOBaHUAMW HACTOSALLEN YacTu yTBepXKOaeTcs YNONHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMOMHUTENBbHOW BNacTu.

(vacTb 3.1 BBegeHa deaepanbHbIM 3aKOHOM OT 27.12.2019 N 475-93)

4. B Poccuiickyto ®efepauunio MOXHO BBO3UTb NeKapCTBEHHbIE CPeacTBa, KAYeCTBO KOTOPLIX NOATBEPXKOEHO
cepTucmukaToM NPOU3BOAUTENS  NEKapCTBEHHbIX CPeAcTB, YOOCTOBEPSIOWUM  COOTBETCTBME  BBO3MMbIX
NeKapCTBEHHbIX CpeacTB TpeboBaHuAM dapMakonenHblx cTaTen nubo B criyyae UxX OTCYTCTBUS HOPMAaTMBHOW
OOKYMEHTauuu nnm HopmMaTMBHOIO AOKYMEHTA.

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

5. Banpewaetca BBo3 B Poccunckyio ®Pepepaumio anbCcUULNPOBaHHbBIX NEKapCTBEHHbIX CpeacTs,
He06pOKa4YeCTBEHHbIX NIEKAPCTBEHHBLIX CPeACTB, KOHTPAaKTHbIX NEKapCTBEHHbLIX CPEACTB.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. danbcMdpuuMpoBaHHbIE NEKAPCTBEHHbIE CpeacTBa, HeJoOpOoKayecTBEHHbIE NEeKapCTBEHHblE CpencTBa
noanexaT U3bATUI0 N MOCMeAYLEMY YHUYTOXEHUIO unu BbiBo3y M3 Poccuiickon ®epepaumun, KOHTpadakTHble
neKkapCcTBEHHble CpeAcTBa - U3BATUIO U NOCNeaYLWeEMY YHUYTOXEHUIO. YHUYTOXEHE nnu BbiBO3 13 Poccuinckon
depepaummn anbcnmUMpoBaHHbIX NIEKAPCTBEHHbLIX CPEACTB, HeLoOpoKaYeCTBEHHbLIX NEKapCTBEHHbLIX CPEeACTB,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPEeACTB OCYLUEeCTBMASETCS 3a cyeT Nnuua, ocyllecTBUBLLEro ux BBO3. [Mopsagok
YHUUTOXEHNA N3BATLIX hanbCUULMPOBaHHbIX NEKAPCTBEHHbIX CPEACTB, HeJobpoKkavyeCTBEHHLIX NIEKapCTBEHHBIX
CpeacTB, KOHTpadaKTHbIX NeKkapCcTBEHHbIX CPeACTB ycTaHaBnmBaeTcs NpaButensctBoM Poccuinckon denepaumn.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jlnua, ocyuwectensowme BBo3 B Poccunckyto degepaunio danbCUOULMPOBaHHBIX fEKapCTBEHHbIX
CPeAcCTB, HeaoOpOKAYEeCTBEHHbIX JIEKAPCTBEHHbLIX CPEeACTB, KOHTpAdaKkTHbIX JEKAPCTBEHHbIX CPeAcTB, HEecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TAMOXEHHBbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cow3a u  (Mnm)
3akoHogaTenbcTBoM Poccuinckon degepauumn o TaMoXXeHHOM Adene.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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8. BbIBO3 nekapcTBeHHbIX cpeactB u3 Poccunckon Pegepaumm ocyuecTensietcas ©0e3 NpMMeEHeHUs
OFPaHWMYEHUN,  YCTAHOBMEHHbIX  TaMOXEHHbIM  3aKOHOAATENbCTBOM  TaMOXeHHOro cot3a U (1Mnwn)
3akoHogartenbcTBoM  Poccuickon  Pegepaumm 0 rocygapCTBEHHOM  PErynMpoOBaHUM  BHELLUHETOProBOW
OeaTenbHOCTU.

(8 pea. PegepanbHbix 3akoHoB OT 06.12.2011 N 409-03, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)

9. BeoA B rpaxgaHckun obopoT NeKapCTBEHHbIX NpenapaToB Anst MEAMLMHCKOIO NPYMEHEHWS!, BBE3EHHbIX B
Poccuiickyto ®egepaunto, ocyllecTBnseTcs ¢ cobniogeHneM TpeboBaHWA, YCTAHOBMEHHbIX cTaTbel 52.1
HacTosilero ®egepanbHOro 3akoHa.

(vyacTtb 9 BBegeHa ®enepanbHbiM 3akoHOM oT 28.11.2018 N 449-93)

Crtatbs 48. lOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 JieKapCTBeHHbIX cpeacTB B Poccuickyto
denepauuio
(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBeHHble cpeacTtea B Poccuiickyo egepaumio MoryT BBO3UTb:
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npon3BogunuTeENN JeKapCTBEHHbIX Cpeacts Al uenen cobCTBEHHOrO npon3soacTBa JieKapCTBEHHbIX
CpeacTs;

2) MHOCTpaHHble Pa3paBGoTYMKU NEKAPCTBEHHLIX CPEACTB M MHOCTPaHHbIe MPOM3BOAUTENN NEKAapPCTBEHHbIX
CPeacTB UNW Apyrve opugvyeckue nvua no nopydeHuto paspaboTumka rekapCTBEHHOro cpeacTBa  Ans
NPOBEAEHUS] KIIMHWYECKMX UCCIeAOBaHUiA NeKkapCTBEHHOro MpenapaTta, OCYLIEeCTBIIeHUsI rocyaapCTBEHHOM
perucTpaummn rekapCTBEHHOro npenapaTa, BKIOYEHMs apMaLeBTUYecKor cybcTaHUuM B TOCYAapCTBEHHBIN
peecTp IeKapCTBEHHbIX CPEACTB, KOHTPONSA KayecTBa JeKapCTBEHHbIX CPEeACTB MpU HanuyuMu paspelleHus
YMOMHOMOYEHHOrO (heepanbHOro opraHa UCMONHUTENbHOM BNAacT Ha BBO3 KOHKPETHOM MapTUM NeKapCTBEHHbIX
CpeacTs;

3) opraHusaumm onToBOM TOProBfM NeKapCTBEHHbIMU CpeacTBaMu;

4) Hay4HO-uccrnegoBaTenbCckMe opraHm3auun, obpasoBaTenbHble OpraHvM3auuu Bbiclero obpasoBaHwus,
NPOM3BOAUTENWN NEeKapCTBEHHbIX CpeAcTB AN pa3paboTku, nccrnegoBaHWi, KOHTpons 6e3onacHoOCTW, KayecTsa,
9P(PEeKTUBHOCTN NEeKapCTBEHHbIX CPEACTB NPW Hanmuuum paspelleHns YNOrHOMOYEHHOro deaeparnbHOro opraHa
NCMONHWUTENbHON BNacTy;

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

5) MeguuMHCKME OpraHusauuu, UHble yKasdaHHble B MyHKTax 1 - 4 HacToslen cTaTby OpraHusauuu ans
oKasaHuUsi MEOULMHCKOM MOMOLLM MO >XM3HEHHbIM MOKa3aHUSIM KOHKPETHOro naumMeHTa npu HanuuMm paspelueHus
YNONTHOMOYEHHOrO doeeparnbHOro opraHa UCMOMHUTENBbHOM BNAacT Ha BBO3 KOHKPETHOW NapTUU NiekapCTBEHHOMO
npenapaTa, BblJaHHOIO B YCTAaHOBIEHHOM Mopsiake B hopMe 3MEKTPOHHOIO LOKYMEHTA, NOAMUCAHHOIO YCUITEHHOM
KBannuumMpoBaHHON 3NEKTPOHHON NOAMNMUCHIO;

(B pea. PepepanbHoro 3akoHa ot 12.03.2014 N 33-03)

MpumeyaHue.
C 01.01.2024 n. 6 cT. 48 yTpaunBaet cuny (O3 o1 27.12.2019 N 475-03).

6) rocygapCTBEHHble YHWTapHble MpeanpusaTvs, MMYLLECTBO KOTOPbIX HaxoauTcs B dedepanbHown
cobcTBeHHOCTH, onpenensemble [MpaButenbctBom Poccuiickon ®Pepepaumn, B 4YacTu BBo3a B Poccuiickyto
depepaumio HesaperncTpmpoBaHHbIX NEeKApPCTBEHHbIX NpenapaToB, COAepXaluX HapkoTU4Yeckue cpeacTtBa WUnm
NCUXOTPOMHbIE BeLlecTBa, AMs OKas3aHUs MeOMLMHCKOM MOMOLLUM MO XXM3HEHHbIM MOKa3aHUSM KOHKPETHOro
nawuueHTa unu rpynnel NaLuMeHTOB B COOTBETCTBMM C YacThio 3.1 cTaTtbu 47 HacTosiwero ®enepanbHOro 3akoHa.

(n. 6 BBegeH deaepanbHbIM 3akOHOM OT 27.12.2019 N 475-03)

Cratba 49. [lokyMeHTbl, NpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccuiickon ®epepauumn npu
BBO3€ JIeKapCTBEHHbIX cpeacTB B Poccuickyo ®epepaunto
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(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Tpu BBO3€e nekapcTBEHHbIX cpeacts B Poccuiickyto Pegepaunto B TaMOXEHHble opraHbl Poccumnckon
denepaumun Hapsagy ¢ 4OKYMEHTamMu, NpeacTaBrieHne KoTopbiX NPeayCMOTPEHO TaMOXEHHbIM 3aKOHOAATENbCTBOM
TamoxeHHoro cow3a U (unu) 3akoHogaTenbCcTBoM Poccunckon depepaumm O TaMOXEHHOM  ferne,
NpeAcCTaBnsaTCS cCneayoLmne JOKYMeHThbI:

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

1) cepTudumKaT NPOU3BOAUTENS JIEKapCTBEHHOrO CpeAcTBa, YAOCTOBEPSIOLIMA COOTBETCTBME BBO3MMOIO
nekapcTBEeHHOro cpeacTea TpeboBaHusIM chapmakonerHoi cTaTel NMMBo B criyyae ee OTCYTCTBUS HOPMAaTUBHOW
AOKYMEeHTaL MW UM HOpMaTUBHOIO JOKYMEHTa;

2) paspelueHne ynonHOMOYEHHOro defepanbHOro opraHa WUCMNONHUTENBHOW BRacTM Ha BBO3 KOHKPETHOM
napTuM fNeKapcTBEHHOro CpeacTBa B Criyyasix, YCTAHOBMEHHbIX YacTbio 3 cTaTbu 47 HacTosiwero deaepansHOro
3aKoHa.

2. [JokymeHTbI, ykasaHHble B NyHKTax 1 un 2 4actu 1 HacTosdLlen ctaTtbu, NPeacTaBnalTCa B TAMOXEHHbIe
opraHbl Poccunckon ®egepaunn npu npubbiTun nekapcTBeHHbIX cpeacTB B Poccuiickyto degepaumio.
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 50. BBO3 nekapcTBeHHbix npenapatoB B Poccuiickyio ®Pepepauuio AnNA  JIMYHOrO
MCMONb30BaHMA U UHbIX HEKOMMEPYECKUX LeNen, a TakKkKe ANnA WUCNOoNb3OBaHUA Ha Tepputopun
MeXAyHapoaHOro MeAULIMHCKOro Knacrepa
(B peq. PegepanbHbix 3akoHOB OT 06.12.2011 N 409-93, o1 29.06.2015 N 160-93)

1. JlexapcTBeHHble npenapaTbl MOryT ObiTb BBe3eHbl B Poccuiickyto Pegepaumto 6e3 yyeta TpeboBaHui,
npegycMOTpPeHHbIX Yactamm 1 - 4 ctatbn 47, ctatbamn 48 n 49 Hactoswero PefepanbHOro 3akoHa, ecriv OHU
npegHasHaveHbl Ans:

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

1) nnuyHOro mcnonb3oBaHWs U3Mdeckummn nuuamn, npubsiBwnMKn B Poccuinckyto ®egepaumio. Npu aTom
BBO3 B Poccuiickyio Pegepaumio nekapCTBEHHbIX MNpenapaToB, COAepXalluMx CUnbHOAEWCTBYOLWME W (Unn)
A0OBUTBHIE BELLECTBA, BKIMYEHHbIE COOTBETCTBEHHO B CMUCOK CUNbHOAEWCTBYHOLUMX BELIECTB ANdA Lenen
YronoBHOro 3akoHodaTenbcTBa Poccunckon defepaumm M B CNUCOK SAOBUTLIX BELLECTB ANSA Lenen yroroBHOro
3akoHogartenbctBa Poccuiickon ®epepauunun, yTBepxaeHHble [lpaButensctBom Poccuiickon ®epepauuu,
OCYLLECTBMAETCA NPU HanMuMm OOKYMEHTOB (3aBEPEHHbBIX KOMWUIA LOKYMEHTOB WX 3aBEPEHHbIX BbIMUCOK U3 HUX),
NOATBEPKAAMLIMX HasHaYeHWe (PU3NYECKOMY MUY YKa3aHHbIX NEeKapCTBEHHbIX NpenapaTtoB (3a WCKIOYEHUEM
nekapcTBEHHbIX MpenapaToB, 3apeructTpupoBaHHbIX B Poccuiickon ®epfepauumn n otnyckaemblx B Poccuiickon
depepaummn 6e3 peuenTta Ha NekapcTBEHHbIN npenapar). [NoaTeepxaarowme AOKYMEHTbI (UX 3aBEPEHHbIE KOMUU
UNN 3aBEPEHHbIE BLIMUCKM M3 HUX) AOMKHbI COAepXXaTb CBEAEHNS O HAaUMEHOBAHMU U KONMMYECTBE Ha3Ha4YeHHOro
NeKkapcTBEHHOro npenaparta. B cnydae, ecnu noarBepxpawlne [OKYMEHTbl (UX 3aBEPEHHbIE KOMUU UMK
3aBEpPEHHbIE BbIMUCKA W3 HUX) COCTaBMEHbl HA MWMHOCTPAHHOM $3blke, K HUM npunaraeTcsa HoTapuanbHO
3aBepeHHbIN NepeBo Ha PYCCKUIN A3bIK;
(n. 1 B peq. ®enepansHoro 3akoHa oT 02.06.2016 N 163-$3)

2) ncnonb3oBaHWs pPaboTHUKaAMKM OUNSIOMATUYECKOro Kopryca wnu npeactaBUTeNnsiMM MeXOyHapOLHbIX
opraHusauuin, akkpeanToBaHHbIX B Poccuickon deaepaumy;

3) NnevyeHus NaccaxupoB WM YNEHOB 3KMNaXKelW TPaHCMOPTHbIX CPEACTB, Moe3dHbix Opurag v BoguTenen
TPaHCMOPTHLIX CpeacTB, NpMdbLIBLINX B Poccuickyto Pepepaumio;
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nedvyeHWs Y4YaCTHWUKOB MEXAYHAPOAHBLIX KyNbTYPHbIX, CMOPTUBHLIX MEPOMPUATUA U Y4aCTHUKOB
MeXAYHapOOHbIX 3KCneanLmi;

5) NnevyeHnda KOHKPETHbIX >XMBOTHbLIX B 300MapkKax, 300CafaxX, UMpKaX, OkKeaHapuymax, D,e]'lb(*)l/IHapMﬂX,
neyvyeHna OUKUX XUBOTHbIX, MOCTOAHHO WM BpPEeMEHHO HacenAwwnx TepputToputo Poccunckon Cbep,epau,mm,
HaxoOsLLMXCA B COCTOSIHUM eCTeCTBEeHHoW cBoboabl u npuHaagnexawunx K suaam, 3aHeCeHHbIM B KpaCHyro KHUry
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Poccuiickon depepaumm n (unu) KpacHble KHUrM cybbektoB Poccuiickon depgepaumu, a TakkKe >XMBOTHbIX,
BBO3MMbIX B Poccuiickyto egepaunto anst y4actvs B CMOPTUMBHBIX U 3PESULLHBIX MEPONPUATUSX;
(B pea. PepepanbHbix 3akoHoB OT 06.12.2011 N 409-93, ot 02.08.2019 N 297-03)

6) MCnonb3oBaHUS Ha TEPPUTOPUN MEXOYHAPOOHOrO MEQULIMHCKOTO KnacTepa.
(n. 6 BBepeH dPeaepanbHbiM 3akoHOM OT 29.06.2015 N 160-d3)

2. B cnyyasax, npeaycMOTpPeHHbIX 4acTbio 1 HacTodAwen cTaTbW, AOnyckaeTcd BBO3 B PocCcuincKyto
depnepaumio NekapCTBEHHbIX NpPenapaToB, He 3aperncTpmMpoBaHHbIX B Poccuiickon degepauun.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIE Npenapartbl, NpeAHasHa4YeHHble AN ryMaHUTapHOW NOMOLLM (COAEUCTBMSA) UM MOMOLLM
npy 4pesBbldaMHbIX CUTyauusx, BBO3ATCA B Poccuiickyto degepaumio B nopsigke,  YCTaHOBIEHHOM
MpaBnTENBLCTBOM Poccuinckon denepaumm. BanpewaeTcs BBO3 B Poccunckyto depepaumio
He3aperMcTpMpoBaHHbIX JIEKApCTBEHHbIX MNpenapaToB, MpeAHasHaYeHHbIX Ans  TYMaHUTapHOM  MOMOLLM
(copencTens) UM NOMOLLM NPU YPE3BbIYANMHbBIX CUTYaLMAX.

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

Cratba 51. CoTpyaHnyecTBO hegepanbLHOro opraHa UCMOJNTHUTENLHOM BNacTU, YNOJTHOMOYEHHOIO B
obnactu TamOXeHHOro pena, U APYrux YNOSIHOMOYEHHbIX eaepanbHbIX OPraHOB WCMOJSIHUTESIbHON
BRacTm

1. YnonHomoueHHble drefepanbHble OpraHbl UCMOMHUTENbHOW BNacTuU NPEeAOCTaBMsT B pacrnopsikeHue
denepanbHOro opraHa WCMOMHUTENbHOW BracTW, YMNONTHOMOYEHHOro B 00facTm TaMOXeHHOro [gena,
rocy4apCTBEHHbIA PEEeCcTp FIeKapCTBEHHbLIX CPEeACTB, a Takke MHGOPMAaUMIO O BblAAHHbLIX pa3peLleHnsiX Ha BBO3
KOHKPETHOW MapTWMK JNEeKapCTBEHHbIX CPEACTB B Cry4yasiX, YCTAHOBMEHHbLIX 4acTbid 3 cTaTbl 47 HaACTOSLWEro
depnepanbHOro 3akoHa.

2. ®epepanbHbll OpraH WCMOMHUTENbLHON BRacTW, YMNOMHOMOYEHHbIN B 06nacTm TaMOXEHHOro pAena,
MHOPMUPYET yKasaHHble B YacTm 1 HacTosilen cTaTby YNONHOMOYEHHble bedeparnbHble  OpraHbl
NCMNOMHUTENbHOW BMNacTu O BBO3e NleKapCTBEHHbIX cpeacTB B Poccunckyto Pegepaumio 1 BblBO3€ NeKkapCTBEHHbIX
cpeactB mn3 Poccuiickon depepaumm no dopmMe M B MNopsiake, KOTopble yCTaHOBMeHbl [1paBuMTEnbCTBOM
Poccuinckon ®egepaumn.

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

Masa 10. PAPMALUEBTUYECKAA OEATENbHOCTb
Crtartbs 52. OcyuwecTBneHue chapmMmaLeBTMHECKOWN AeATeNbHOCTH

1. ®dapmaueBTudeckad  OeATENbHOCTb  OCYLECTBMASETCH  OpraHusauuMsiMu  OMTOBOWM  TOProBMU
nekapCTBEHHbIMW CPeACTBaMW, anTeYHbIMU OpraHusauusMy, BeTEepUHaPHbIMWU anTeYHbIMW  OpraHu3aumsMu,
MHAMBUAOYANbHBIMY  MPeanpUHUMATENSIMY, WUMELWUMN  TNULEH3NI0O Ha dapMaueBTUYECKyl0 AeATerNbHOCTb,
MEOUUMHCKUMW  OpraHm3aumsmMn, WMeLWnuMn nNuueH3nio Ha dapMaueBTUYeCcKylo OeATenbHOCTb, U UX
060cobrneHHbIMM  nogpasgeneHnsaMu  (ambynatopuamu,  denbawepckuMm 1 enbaepcko-akyLepCcKuMm
nyHKTaMu, LeHTpaMu (oTAeneHusiMu) obulen BpadyebHOM (CeEMEWHON) NPaKTUKK), PACMONOXEHHBIMU B CEJbCKUX
HaceneHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIT anTeyHble OpraHusauuv, U BeTepuHapHbIMU OpraHusaumnsmu,
MUMEIOLLMMU NMLEH3NIO Ha (hapMaLLeBTNYECKYIO AEATENbHOCTb.

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

MpumeyvaHue.

O6 ycrnosusix ponycka B 2020 rogy K ocywecTBreHU0 apmaleBTudeckon gesaTtenbHoctn nuy 6e3s
cepTudukaTta crneymanucta u (unu) no cneymanbHOCTAM, He MpefyCMOTPEHHBIM cepTudMKaToM cneumnanucta,
cm. MNpukas Munagpasa Poccun o1 14.04.2020 N 327H.

2. dusndeckune nuua MOTryT OCyLLEeCTBINATb (bapmaueBTquCKyro AeATeNIbHOCTb Npn HalMM4nn BbICLLETO UIN
cpegHero (bapmaueBqueCKoro O6pa30BaHl/I$-| n cemebMKaTa cneunanucTta, BbiClLlero wnn cpegHero
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BETEPUHAPHOro 06pas3oBaHMs U cepTuUdMKaTa cneunanucta, a TakKe BbICLUEro UM CpeaHero MeaunuUMHCKOro
obpasoBaHus, ceptudumkaTa crneumanucta u AOMOSTHUTENBHOIO MNPOdECCUOHANbLHOIO 00pa3oBaHUsS B 4acTu
PO3HWYHOW TOProBIM NIEKAPCTBEHHBIMW NpenapaTamu Npu ycrioBnun nx padoTsbl B 060C00NeHHbIX NoApa3aeneHmsax
MEeAMLIMHCKNX OpraHn3aunii, ykasaHHbIX B YacTu 1 HAcTosLLEN CTaTbu.

(vacTb 2 B pea. PegepanbHoro 3akoHa ot 27.07.2010 N 192-03)

MpumeyaHue.

JlexapcTBeHHble npenapatbl AN MEeOULMHCKOTO MNPUMEHEHWUsl, BBEOEHHble B rpaxgaHckum obopoT Ao
29.11.2019, nognexart xpaHeHuto, NepeBo3ke, OTNYCKY, peanusauun, nepegadvye, NPUMEHEHNIO 0O UCTEYEHUS
cpoka mx rogHoctn (P3 ot 28.11.2018 N 449-d3).

Cratba 52.1. BBog B rpaxgaHCKui OOOpPOT JeKapCTBEHHbLIX NpenapaTtoB AN MeaUUUHCKOro
npuMeHeHus
(BBegeHa ®epgepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

1. Nepen BBOAOM B rpaxaaHCKuin 060pOoT Kaxaon cepumn Unu Kaxaowm napTum npomseegeHHoro B Poccuiickon
depepauymu neKkapcTBEHHOro npenapata  Aans MeOWNLMHCKOro NPUMEHEHMS, 3a UCKMOYEeHNEM
NMMYHOOMOMOrMYEeCKNX JeKapCTBEHHLIX MpenapaTtoB, MNPOU3BOAMTENb TaKOro JieKapCTBEHHOro mnpenapara
npeacTaBnseT B denepanbHbli OpraH WUCNOSIHUTENbHOW BRacTW, OCYLLECTBASKOWMUA (QYHKUMM MO KOHTPOMO WU
Haa3opy B cdepe 34paBOOXpPaAHEHUS, AOKYMEHT MPOM3BOAUTENS NEKAPCTBEHHOrO CpeacTBa, NOATBEPXAAKLNA
KayecTBO JIEKapCTBEHHOro npenapata, W MOATBEPXAEHUE  YMNONMHOMOYEHHOO nuua  Mpou3BoanUTens
NEeKapCTBEHHbIX CPeACTB COOTBETCTBUSI JIEKAPCTBEHHOrO npenaparta TpeboBaHUSAM, YCTAHOBMEHHbIM MpU €ro
rocygapCTBEHHON permcTpaumm.

2. MNepen BBOOOM B rpaXKagaHCKuii 0B6OpPOT KaXKOoW CEepuM UIM KakgoW napTuuM BBO3MMOro B Poccuiickyto
denepaumio  NEeKapCTBEHHOro  npenapata AN MEeOMUMHCKOrO  MPUMEHEHWs,, 33  UCKIOYeHWeM
NMMYHOBMOMOIrMYECKNX JeKapCTBEHHbIX MpenapaToB, OpraHuM3auusi, OCYLLECTBMSIOWas BBO3 E€KapCTBEHHOMO
npenapata B Poccuitickyto depepaumio, npeactaBnsieT B pedepanbHbii OpraH WCMOMHUTENBbHOW BracTwy,
OCYLLECTBMAAOLWMI (DYHKLUUWM NO KOHTPOMO U Hag3opy B cdepe 30paBOOXpaHEHus, cepTudmkaT npovM3BoanTeNns
NeKkapCTBEHHOr0  CpPeAcTBa, YAOCTOBEPSAIOWMN  COOTBETCTBME  BBO3MMOrO  JIeKapCTBEHHOro  npenapara
TpeboBaHuAM apmakonenHoW CcTaTbW, a B Cnyvyae OTCyTCTBMA (apMakonenHow cratbyn TpeboBaHUsaM
HOpMaTUBHOW [OOKYMeHTauuu, W noATBepXAeHue npeacTaBuTensd opraHusauun, OCyLLeCTBNSWEN BBO3
nekapcTBeHHOro npenaparta B Poccuiickyto ®epepaumio M yNnorHOMOYEHHOW WHOCTPaHHbIM NPOM3BOAUTENEM
NeKapCTBEHHbIX CPEACTB, COOTBETCTBUSI BBO3MMOIO NEKAPCTBEHHOrO npenaparta TpeboBaHWsIM, YCTAHOBIEHHbLIM
npw ero rocy4apcTBEHHON perncTpauum.

3. MNopsigok npeAcTaBneHns B COOTBETCTBUM C YacTsaMKU 1 1 2 HaCcTosIWEN cTaTb JOKYMEHTOB U CBEAEHUN O
NeKapCTBEHHbIX NpenapaTax, BBOOUMbIX B rpaxaaHckui obopoT, yctaHaBnueaetcs lNpaButenscteom Poccuiickon
depepauymm.

4. B oTHOLUEHUN NEPBbIX TPEX CEPUIA UINN NaApPTUIA NEeKapCTBEHHOrO npenapara, Brepsble NPOM3BEAEHHOIO B
Poccuiickon ®epepauun unu Brepsble BBO3MMOro B Poccuiickyio ®depepaunio, B degepanbHbin  opraH
NCMNONMHUTENBbHOW BMacTW, OCYLLECTBNALWMA (DYHKUMM MO KOHTPOSKO U Haa3opy B cdepe 34paBoOXpaHeHus,
OOMOSNHUTENBHO NPEACTaBMAETCA NPOTOKOM WUCMbITAHUA O COOTBETCTBMM CEPUM WM NApTMU JIEKapCTBEHHOMO
npenapata Ans MEeOULMHCKOTO MNPUMEHEHUs Mnoka3aTensm KayecTBa, NpPedyCMOTPEHHbIM HOPMaTUBHOM
OOKyMeHTauven (ganee - MpOTOKON WCMbITaHUNM), NPOBOAWMMBIX aKKpeOUTOBaHHbIMW B COOTBETCTBMM C
3akoHogartenbctBoM Poccuiickon ®Pegepauum o6 akkpeguTauum B HaLMOHaNbHOW CUCTEME akkpegutauuu
denepanbHbIMU rOCYAapCTBEHHBIMW OIOMKETHBIMM yYpexaeHsamMu, NnogBegoMCTBEHHbIMU begepanbHOMY OpraHy
NCMNONMHUTENbBbHOW BriacTu, ocyllecTensowemy yHKUMM No BbipaboTke 1 peanu3aunm rocyaapCTBEHHOW MNOMUTUKM
M HOPMaTMBHO-MPaBOBOMY perynvpoBaHulo B cdpepe 3gpaBooxpaHeHus, u  dedepanbHOMYy — OpraHy
NCMNONMHUTENBbHOW BRacTW, OCYLLECTBAOWEMY (YHKUUM MO KOHTPOM U Haa3opy B cdepe 30paBOOXpaHEHWUs.
Mopsaok BblgaYM ykaszaHHbIMM - dedepanbHbIMU  FOCYAAaPCTBEHHBIMU  OIOMKETHBIMU  YYPEXOEHUSMU  [AaHHOTO
npoTokona v pasmep nnaTbl 3a ero Bbigavy yctaHaenveatoTcs MNpasuTensctBom Poccuiickon depepaumm.

5. ExerogHo He no3gHee 1 deBpansd MpovM3BOAUTENN NEKaApCTBEHHbLIX CPEACTB WNW  opraHvsauumu,
OCYLLEeCTBMSAIOLME BBO3 JIeKapCTBEHHbIX NpenapaToB B Poccuickyo degepaunio, npeactaBnsaioT B doegepanbHbIn
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OpraH UCMOJTHUTENbHOM BIAcTW, OCYLLECTBASOWMNA YHKLMN MO KOHTPOSIO U Hag3opy B cdepe 3apaBOOXpaHEHUS,
MPOTOKON MCMbITAHUA MNOCTYMMBLUETO B TEYEeHWe roga B rpaxgaHckui obOpoT riekapCTBEHHOro mnpenapara
KOHKPETHOro npou3Boautensa (Ha OOHY CEepUI0 KaXKAOro TOProBOro HaMMEHOBaHMSI C Y4E€TOM JieKapCTBEHHOW
¢dopMbl 1 [03MPOBKM), NMPOBOAMMbBIX aKKpeAMTOBaHHbIMWM B COOTBETCTBUM C 3akoHodaTtenbCcTBoM Poccuiickon
depgepaumm 06 akkpeguTauunm B HaUMOHANbHOW CUCTEME akKpeguTauuum ucnbiTaTenbHbIMM nabopaTtopusmm
(ueHTpamn).

6. MNponsBoanTenn nekapCTBEHHbLIX CPEACTB WM OpraHu3auuu, OCYLLECTBASIOWME BBO3 JI€KapCTBEHHbIX
npenapaTtoB B Poccuinckyto degepaunio, He MeHee YeM 3a OAWH rof A0 NMaHMpyeMbIX MPUOCTAHOBMEHUSA WIN
npekpaLleHns NPOM3BOACTBA NEeKapCTBEHHbIX NpenapaToB unu nux Beo3a B Poccuiickyto Pegepaumnio yBegoMnsaoT
06 aToM dhefeparnbHbI OpraH UCMOMHMTENBHOW BRACTU, OCYLLECTBISOWUA PyHKUUM MO KOHTPOMO U Hag30py B
chepe 3apaBooxpaHeHuss U defepanbHbid OpraH MCNOMIHUTENbHOM BMlacTW, OCYLLECTBNAIOWMNNA YHKLMM MO
NULEH3MPOBAHNIO MPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB.

7. BBog B rpaxpgaHckum 00OOpPOT KaXOoOW CepuM UM Kakgom napTtum  UMMYHOBMOMNOrnMy4eckoro
NekapcTBEHHOro npenapaTa, npousBegeHHoro B Poccuitickon ®egepauum umnm BBO3MMOro B Poccuiickyto
depnepaumio, OCyLLECTBAETCSA HAa OCHOBaHUN paspeLleHnsi, Bbi4aHHOTO dreaeparnibHbIM OpraHoOM UCMOMNHUTENBHON
BMacTh, OCYLLECTBMSAWUM (YHKUMM MO KOHTPOMK W Haasopy B cdepe 34paBOOXPAHEHUSA, HA OCHOBAHWM
BblaHHOrO defepanbHbiMU  TOCYAAPCTBEHHLIMU  BIOKETHBIMU  YYPEXOAEHUAMU, YyKa3aHHbIMM B 4actn 4
HacTosILLEN CTaTbM, 3aKMYEHUA O COOTBETCTBMU CEPUM UMW NapTUX MMMYHOOMONOMMYECKOro NeKapCTBEHHOMO
npenapata TpebOOBaHUSIM, YCTAHOBIIEHHbLIM TNPW €ro rocyaapCTBEHHOW pervctpaunn. [lopsgok  Bbligayu
paspelleHnss Ha BBOA B rpaxgaHckun obopoT cepym mnv Naptum UMMYHOBMOMOrMYecKoro nekapCTBEHHOro
npenapaTta, a Takke NopsiAOK BblAayM YKa3aHHOIrO 3aKMyYeHnst 1 pa3mep nnaTbl 3a ero Bblgady yCTaHaBnMBaloTCA
MpasuTtensctBom Poccuiickon ®eagepaumm.

8. 3a HenpeacTaBneHne WM HECBOEBPEMEHHOE MNpeACTaBlieHMe [OOKYMEHTOB W  CBEAEHW,
NpeaycMOTPEHHbIX Yactamu 1, 2, 4, 5 1 6 HacTosiwen cTaTbW, NPOU3BOOWUTENMU JIEKAPCTBEHHbLIX CPEACTB M
opraHusauuu, OCYLLECTBISIOWLIME BBO3 JleKapCTBEHHbIX npenapatoB B Poccuiickylo dPegepauuio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTeNnbCcTBOM Poccuiickorn deaepauun.

9. MNpegcTaBneHne OOKYMEHTOB U CBEAEHWUW, NPedyCMOTPEHHbIX YacTamu 1, 2 u 4 HacToswen cratbn, K
nony4yeHve npeaycMOTPEHHOrO YacTbito 7 HACTOsLEeW CTaTbM paspeLleHus Ha BBOL WUMMYHOBMOMNOrnm4eckoro
NeKkapCTBEHHOro npenapata B rpaxgaHckuii o6opoT He TpebytoTcss B OTHOLLEHWM FIEKapCTBEHHbIX MpenapaTos,
npeaHasHadeHHbIX AN NPOBeAEHUs1 KIMHUYECKUX MWCCeaoBaHUA NEeKapCTBEHHbIX NpenapaToB, MNpoBeaeHus
3KCNepTM3bl NEKAPCTBEHHbLIX CPEeACTB [M1S OCYLIECTBIEHUS TFOCYAApPCTBEHHON pPErMcTpaumn IekapCTBEHHbIX
npenapaToB, a Takke B OTHOLLUEHUN HE3aPErNCTPUPOBAHHbIX NIeKapCTBEHHbIX NpenapaToB, NpeAHa3HaYeHHbIX Ans
OKasaHWsi MeAWLMHCKOW MOMOLLM MO XM3HEHHBbIM MOKa3aHUsIM KOHKPETHOro naumMeHTa unu rpynnbl NauueHToB,
BBO3UMbIX B Poccunckyto ®enepauunio B cootTBeTcTBUM € Yactamu 3 u 3.1 ctatbmn 47 HacToswero degepanbHOro
3aKoHa.

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

10. MNMpwu BbISIBNEHUM B rpaXxgaHCKOM 000poTe cepvmn unv napTum NekapcTBEHHOro npenapaTa, AOKYMEHTbI 1
CBeJleHMS O KOTOPbIX, NPeJyCMOTPEHHbIE YacTsaMu 1, 2 1 4 HACTOALLEN cTaTbU, HE NpeacTaBneHbl B doefeparbHbIn
OopraH UCNONHUTENBLHOW BMNAacTH, OCYLLECTBIAIOWMA PYHKLUN MO KOHTPOIIIO U HaA30py B cdepe 34paBooXpaHeHus,
nmMbo cepun UM NapTMM UMMyHOBMONOIMYECKOro NNeKapCTBEHHOIO NpenapaTa, He MMEeKLWUX paspeLleHns Ha BBOS
B rpaxkgaHckum obopoT, NpeayCMOTPEHHOIO YacTblo 7 HaCTosALWEeN cTaTbu, deaeparnbHbIi OpraH UCNOMHUTENbHOW
BNacTn, OCYLUECTBNAWUA QYHKLMM MO KOHTPOMK W HaAs3opy B cdepe 34paBoOXpaHeHWsi, B Mopsgke,
ycTaHoBneHHoM [lpaBuTtensctBoMm Poccuiickon Pepepaumm, NpMHUMAET peLleHre O NpekpaLleHnun rpaxKgaHCcKoro
obopoTa Takmx cepum unu napTum O NPeAcTaBneHust yka3aHHbIX AOKYMEHTOB M cBedeHun nmbo nonyyeHus
yKa3aHHOro paspeLUeHus.

Cratba 53. lpopaxa, nepegaydya NEKapCTBEHHbIX CPeACTB OpraHM3auusiMuM ONMTOBOM TOProBIM
neKapcTBEHHbIMM cpeacTBamMu

MpumeyvaHue.
C 29.12.2020 B a63. 1 4. 1 cT1. 53 BHOCATCA M3meHeHus (P3 oT 27.12.2019 N 481-93). Cm. GyayLlyio pegakumio.
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1. Opranaau,MM ONTOBOWN TOProBJs1IM 1nekapCTtBeHHbIMWM cCcpeacTtBaMn MOTyT OCYLWECTBIIATb Npoaaxy
NeKapCTBEHHbIX CpeacTB wnn nepegasatb UX B YCTAaHOBJIEHHOM 3aKOHOOATEIbCTBOM Poccunckon CDep,epau,MM
nopsagke:

1) opyrum opraHusaumsim OnNTOBOW TOProBNu NekapCcTBEHHbIMU CpeacTBamu;

2) npon3BoANTENSAM NIEKAPCTBEHHBIX CPeACTB ANs Lenen NpoM3BOACTBa NIeKapCTBEHHbIX CPeACTB;
3) anTey4HbIM OpraHu3aumnsam 1 BeTepuHapHbIM anTeYHbIM OpraHM3aLmsaM;

4) Hay4HO-M1CccregoBaTENbCKUM OpraHn3auusaM ans HayvyHo-uccnegoBaTenbckon paboThbi;

5) nHamBmnayanbHbIM NpegnpUHMMaTENSIM, UMEKLLMM NIMLLEH3UIO HA (hbapMaLEeBTUYECKYIO AEeATENbHOCTb U
NNLIEH3UIO HA MEANLIMHCKYIO AeSATENbHOCT;

6) MeauWUMHCKMM opraHmM3auusM, B TOM 4YMUCIie CO34aHHbIM W 3aperncTpupoBaHHbIM B COOTBETCTBUMM C
3aKOHOAATENbCTBOM MHOCTPAHHOIO rocydapctBa - uyneHa OpraHu3auum 3SKOHOMWYECKOro COTPYAHWYEecTBa U
pasBUTUS  MHOCTPaHHbIM  OPUOWMYECKMM  nvuaM, UWHOMBMAYaAnbHbIM  NpeanpuHMMaTtensaM,  SBMASOLWUMCS
y4yacTHMKaMK npoekTa B cooTBeTCTBMM ¢ PeaeparbHbiM 3akoHOM "O MexayHapogHOM MeAMLMHCKOM KracTepe U
BHECEHMM W3MEHEHMA B OTAEfNbHble 3aKoHoAaTenbHble akTbl Poccuiickon depepaumn”, U BeTepUHapPHbIM
opraHusaumsmM;

(B pea. PepgepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHusaumam v MHAMBUAYanbHbIM NpeanpuHMMaTensM, OCYLLECTBASIIOWMM pa3BedeHe, BblipaluBaHme
N copepkaHne KMUBOTHBIX (3a UCKIIOYEHMEM NPOAAXM UM bapMaLleBTUYECKUX CyOCTaHLUMI UK X nepepayn).
(n. 7 B peq. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-03)

MpumeyaHue.
C 29.12.2020 4. 2 ct. 53 wnsnaraetca B HoBoW pegdakumm (P3 oT 27.12.2019 N 481-9®3). Cm. Gyayuiyto
pefakumio.

2. OpraHunsauum ONTOBOW TOProBMAM NEKapCTBEHHbIMWM CPeAcTBamMu 00S3aHbl XpPaHWUTb  3aKYMEeHHYHo
hapmaLeBTMYECKY0 CybCTaHLMI0 cnupTa STUNOBOrO (3TaHoMa), OCYLWECTBNATL ee peanusauuio unu nepegady B
yCTaHOBMEHHOM 3akoHogaTenbcTBoM Poccuickon ®egepauun nopsake opraHm3aumsM, ykasaHHbIM B NMyHKTax 1 -
7 yactu 1 HacToslLWew cTaTbn, B Tape 06bemMoM He Gonee 1 nutpa.

(4yacTb 2 BBegeHa defepanbHbiM 3akoHOM OT 29.07.2017 N 278-93)

CrtatbAa 54. MpaB1na onToBOM TOProBNU NeKapCTBEHHbIMU CpeacTBaMu

OnToBasi TOProBns NEKapCTBEHHbIMW CPeACTBaMU OCYLLECTBMSETCH MPOU3BOAUTENSMMW NeKapCTBEHHbIX
CPEACTB M oOpraHu3auusiMM ONTOBOW TOPrOBMM JEKApCTBEHHbIMW CpeacTBaMy MO MNpaBunam Haanexallen
ONCTPUOBLIOTOPCKOM MPaKTUKM U MpaBunam Hagnexallen npakTUKM XpaHeHUsl U NEepPeBO3KU NEKAPCTBEHHbIX
npenapaToB,  YTBEPXAEHHbIM  COOTBETCTBYIOLUMMM  YNOMHOMOYEHHbIMU  defeparnbHbiMM - OopraHamu
NCMONHUTENbHON BNacTu.

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

Ctatba 55. Mopsaaok po3HUYHOW TOProBnU NIeKapcTBeHHbLIMU NpenapaTamm

1. Po3Hn4Has TOproens nekapcTBEHHbIMW MpenapaTtamy B KONMMYecTBaxX, HEOOXOAUMbIX AN BbINOMHEHMWS
BpayebHbIX (henbAluepckMx) HasHa4yeHWn WnNM  Has3HaYeHun crneumanucToB B obnactu BeTepuHapuu,
OCYLLECTBMAETCA anTeYHbIMW OpraHn3aunsmMun, BeTeprHapHbIMWU anTeYHbIMU OpraHu3auusiMun, UHAMBUAYanbHbIMN
npegnpvHuMaTensMv, MMEWLWMMUA  NUUEH3NI0  Ha  dapMaueBTUYECKYD  OEeATeNbHOCTb, MeAUUMHCKUMMU
opraHm3aumsamMu, UMEKLWMMM §MUMUEH3NI0 Ha dapMaueBTUYECKYl0 OeATenbHOCTb, U UX 060COo6NeHHbIMU
nogpasgenexHmamn (ambynatopusimu, enbawepckumm 1 penbawepcKko-aKkyLWepckMMyM MyHKTaMu, LeHTpamu
(otaeneHnammn) obuien BpayebHoOM (CEMENHOM) NPaKTUKM), PACMONIOXEHHbIMU B CENbCKUX HACemNeHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHvM3auuv, U BETEePMHaPHbIMU OpraHv3auusiMy, UMEKLUMA JIMLEH3NIO Ha
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hapmaLeBTUYECKYIO AesiTeNbHOCTb. Pa3pelueHa po3HUYHas TOProBrisl TONBbKO NEKapCTBEHHbIMW MpenapaTtamu,
3apermctpupoBaHHbiMM B Poccuiickon ®egepauum  unm U3roTOBMEHHBIMU  anTeYHbIMU  OpraHu3aumsmu,
BETEPMHAPHLIMU aNTEYHBbIMM OpPraHu3auMsaMu, MHAMBUAYaANbHBIMWA NPEeAnpUHMMAaTENAMN, UMEHLMMU NTIMLEH3NIO
Ha papmaLeBTUYECKY0 AeATeNnbHOCTb. PO3HNYHAsA TOProens nekapcTBEHHbIMU NpenapaTtaMm ocyLLecTBNAeTcs no
npasBunaMm Hagnexallem anTeyHoW npaKTUKW, YTBEPXKAEHHbIM YMOMHOMOYEHHbIM deaepanbHbiM  OpraHoM
WCNONHUTENBHON BNAcTu.

(8 pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

1.1. Po3HW4Has TOProBnsi IeKapCTBEHHbIMW NpenapaTamu ANs MeOULMHCKOTO MpUMeHeHns (3a
NCKIIOYEHWEM IEKapCTBEHHbIX MpenapaToB, OTMNyckaemMblX MO peuenTy Ha fekapCTBEHHbIN npenapar,
HapKOTUYECKNX IEKapCTBEHHbIX MpernapaToB W MNCUXOTPOMHbLIX MEKApCTBEHHbIX MpenapaToB, a Takke
CNMPTOCOAEPXALLUMX NEeKapCTBEHHbIX NpenapaToB ¢ OOBEMHOW Aonel 3TUNoBOro cnupTa cBbile 25 NpoLEeHTOB)
MOXET OCYLLEeCTBNATbCA anTeYHbIMU OpraHM3aumsiMu  AMCTaHUMOHHBIM  cnocoboM. Po3HMYHYylo TOproemio
nexkapcTBeHHbIMM Npenapatamu Ans MeAMUUHCKOro NPUMEHEHUS AMCTaHLNOHHBIM CNIOCOGOM MOryT OCYLLECTBNATh
anTeyHble OpraHuWsauuu, MMelLne mUUEH3NK Ha dapMaLeBTUYeCKylo [OesTEeNbHOCTb W COOTBETCTBYHOLLEE
paspelleHne deaepanbHOro opraHa MCMOMHUTENbHOW BNacTv, OCYLLEeCTBRsowero yHKUUM MO KOHTPOMO W
Hagsopy B cdepe 3apaBooxpaHeHusi. Mopsigok Bblaayy paspelleHus Ha OCYLLECTBIIEHUE PO3HUYHOW TOProBnuv
neKapcTBEHHbIMM MnpenapaTtamy AUCTaHLMOHHBIM Crocobom, TpeboBaHMsA K anTeYHbIM OpraHu3auusiM, KOTopble
MOryT OCYLUEeCTBNSATb TaKyld TOProBmio, W MNOPSAOK €e OCYLWECTBMEHWs, a Takke npaBuna [JOCTaBKu
neKkapcTBEHHbIX MpenapaTtoB rpaxaaHaMm ycTaHaenueatTcs [lpaButensctBoMm Poccuiickont  $Pepepaumm.
NHdopmauus 06 onnayveHHbiX (OTNYLLEHHbIX) U MOMYYEHHbIX NEKapCTBEHHbLIX NpenapaTtax BHOCUTCA B CUCTEMY
MOHWUTOPUHTa [BWKEHWS NEKapCTBEHHbIX NpenapaToB Ans  MeOWMLMHCKOrO NPUMEHEHUst B NOPSIAKe,
NpegycMOTPEHHOM YacTblo 7 cTaTbk 67 HacToswero PefepanbHOro 3akoHa.

(vacTb 1.1 BBegeHa PepepanbHbiM 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTeyHblX OpraHuM3auuii U npaBua OTNycka I1eKapCTBEHHbIX NpenapaTtoB Ans MeaMLUHCKOro
NPUMEHEHMs] anTeYHbIMU OpraHu3auusiMn, UHAMBUAYanbHbIMU NpeanpuHUMaTens Mn, UMELWNMU NULEH3NI0 Ha
chapmMaLeBTUYECKYIO AeATENbHOCTb, @ TakkKe MpaBuna OTnycka NeKapCTBEHHbIX MpenapaTtoB AN MeaULUHCKOro
NPUMEHEHNs MeQULIMHCKMMUN OpraHn3aLmnsiMu, UMEKLLMMI NMLEH3MI0 Ha hapMaLleBTUYECKYO AeSATENbHOCTb, U UX
obocobneHHbIMM  noapasgeneHusmn - (ambynaTopusMu,  enbawepckuMu M penbaLepcKo-aKyLepCKuMm
nyHKTamMu, LeHTpamu (oTAeneHusiMm) oben BpavyebHOM (CeMEWHON) NPaKTUKM), PacnONOXEHHbIMU B CEIbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble oOpraHu3auuu, YTBEpXOalTCs YMNONMHOMOYEHHbIM
hbeaepanbHbIM OpraHOM UCMOMHUTENBHOW BNACTW.

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

3. MNMpaBnna oTnycka HAapKOTUYECKMX CPEACTB U NMCUXOTPOMHbBIX BELLECTB, 3apErMCTPMPOBAHHLIX B KAa4ecTBe
NEeKapCTBEHHbIX MNpenapaToB, JNEeKapCTBEHHbIX MpenapaToB, coAepXallux HapKoTUYeckne cpeacrtea MU
NMCUXOTPOMHbIE BELLECTBA, YTBEPXKAATCA YNONTHOMOYEHHbIM beepanbHbIM OpraHoM UCMOMHUTENBHOW BrIAcTu No
cornacoBaHuto ¢ doeeparbHbIM OPraHOM UCMONMHUTENBHOW BNACTH, YNONHOMOYEHHBIM B chepe BHYTPEHHUX Aen.
(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapartbl ANS BeTEPUHAPHOIO MNPUMEHEHWUs NoAanexaT OTNYCKy BeTepuMHapHbIMMU
anTeYyHbIMM  OpraHusauusiMn, BETEPUHAPHbIMW  OpraHu3auuaMun, UWHAUBMUAYanNbHbIMKW  MpeanpUHUMaTENaMHU,
UMEKLWUMN NULEH3NI0 Ha dapmaueBTMdeckylo aeatenbHocTb. OTMYCK NeKapCTBEHHbIX MpenapaToB Ans
BETEPMHAPHOIO MPUMEHEHUS OCYLLECTBISETCS B COOTBETCTBMM C MpaBuUiiaMy Haanexallewn anteyHon MpaKTuKu
NeKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOrO  MPUMEHEHUS,  YTBEPXKAEHHbIMU  YMONTHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. MNepeyvyeHb MeANLNHCKUX OpraHu3auui, UMeLmnX SIMLEH3NI0 Ha dhapMaLeBTUYECKY0 AeATeNbHOCTb, U UX
0bocobneHHbIX nogpasgeneHvin (ambynatopun, denbawepcknx n denbaepcko-akyLepcKnx NyHKTOB, LIEHTPOB
(oToeneHwnin) obuiert BpayebHOM (CEMEWHON) MPaKTUKK), PACMOSNIOKEHHbIX B CENbCKUX HACENIEHHbIX MyHKTaX, B
KOTOpbIX OTCYTCTBYIOT anTeyHble OpraHu3aunn, a Takke nepevyeHb NekapCcTBEHHbIX NpenapaTos, NpoAaXa KOTopbIX
MOXET  OCYLEeCTBMATbCA  YyKasdaHHbIMM  OpraHusaumsiMm n  uMx  0060COONEHHbIMW  MogpasAeneHusiMu,
yCTaHaBMNMBaKOTCA OpraHamm UCMOJTHUTENBHON BnacTu cydbekToB Poccuickon ®enepavmu.

(B pea. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-93, ot 03.04.2020 N 105-®3)
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6. AnTeyHble opraHMsaumMv, UMHAMBUAYasllbHble  MNpPeAnpuUHUMAaTEnV, UMeKLWMe  JMUEH3MI0  Ha
dapmMaLeBTUYECKYD OesTenbHOCTb, 00s3aHbl obecneumBaTtb YTBEPXAEHHbIN [lpaBuTenscTBoM Poccuiickon
depepaummn 1 opMMpyeEMbII B YCTAHOBIIEHHOM MM MOPSAKE MWHUMAIbHbLIA aCCOPTUMEHT JeKapCTBEHHbIX
npenapaTtoB, HEO6XOANUMbLIX OIS OKa3aHUS MeANLMHCKOM MOMOLLN.

(vacTb 6 B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeuyHble oOpraHusauuu, WHAMBWAYyalnbHble  MNpeanpuHMMaTeny, MMeLlne  fMUEH3No  Ha
dhapmaLeBTUHECKYIO AeATENbHOCTb, Hapsgy C JNeKapCTBEHHbIMM MpenapataMu UMelT MpaBo npuobpeTatb U
npogaBaTtb, B TOM 4uCle AMCTAHUMOHHBIM CMOCOOOM, MeAWUMHCKME u3genus, OesvHuuMpylolmne cpencTea,
npegMeTel M CcpeacTBa JIMYHOW TUMMEHbl, MOCyAy AN MeOVMUMHCKMX Uuenew, npeaMeTbl M CpeacTea,
npegHasHa4eHHble Ans yxoda 3a 60MbHbIMW, HOBOPOXAEHHBIMW U OE€TbMU, HE OOCTUMUMMW BO3pacta Tpex feT,
OYKOBYIO OMTUKY U CPEACTBA yXOAa 3a HeW, M1HeparnbHble BoAbl, MPOAYKTblI NevyebHoro, 4eTCKOro u AMeTU4eckoro
nuTaHus, Guonormyeckn akTuBHble Aob6aBku, NapdOMepHble U KOCMEeTMYEecKne CcpeacTBa, MeauuuHckue u
CaHMTapHO-NPOCBETUTENMbHbIE NeYaTHble U3aaHns, NpeaHa3HayYeHHble Ans nponaraHabl 340pOoBOro obpasa XnsHu.
(8 pea. PegepanbHbix 3akoHOB OT 27.07.2010 N 192-03, o1 25.11.2013 N 317-®3, o1 03.04.2020 N 105-93)

8. [eAtenbHocTb anTeuyHbiX opraHu3auun BoopyxeHHbix Cun Poccuiickon ®egepaunn, OPYrnx BOWCK,
BOMHCKMX (DOPMMPOBAHUA M OpraHoB, B KOTOPbIX 3akoHogaTenbcTBOM Poccuiickon ®enepaummn npegycMOTPEHO
NPOXoXAeHNe BOEHHOW cnyxbbl unu doegepanbHON rocyaapCTBEHHOW CNYXObl, CBA3aHHOW C NPaBOOXPaHUTENbHOM
OeATeNnbHOCTbI0, pernameHTupyeTcst HactoswmM degepanbHbIM 3aKOHOM U YTBEPXKAEHHBIMU COOTBETCTBYOLLUMMU
denepanbHbIMM OpraHaMy UCMOMNHMTENBHOW BRacTu nosnoxeHuamn. KoHTponb 3a cobniogeHveM ykasaHHbIMU
anTeyHbIMKM  OpraHMsaumsiMmm NONOXEHUN HacTosiwero  degepanbHOrO  3akOHa  OCYLLECTBRSieTCs
COOTBETCTBYOLLMMN befepanbHbIMU OpraHaMu UCMOMHUTENBHOW BRacTy.

(B pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 262-93)

MpumeyaHue.
C 01.01.2021 4. 9 cT. 55 yTpaumsaet cuny (3 ot 03.04.2020 N 105-D3).

9. B ycnoBusx 4pesBbl4aMHOW cCUTyauunm u (MnM) NpyM  BO3HMKHOBEHMU Yrpo3bl pPacnpoCTpPaHeHUs
3aboneBaHns, NpeAcTaBNSALWEro onacHOCTb ANs okpyxatowwux, lMpaeutensctBo Poccuiickon ®egepaunn npu
HeobXxoQMMOCTM BrpaBe YCTAHOBUTb BPEMEHHbIN NOPSA0K PO3HUYHOW TOProBfM NeKapCTBEHHbIMU NpenapaTamu
AN MeOULMHCKOrO NpUMEHEHUA (3a UCKMIOYEHNEM HAaPKOTUYECKMX NEKAPCTBEHHbIX MpenapaTtoB N MCUXOTPOMHbIX
NEKapCTBEHHbIX NpenapaToB, a Takke CNUPTOCOAEepXallMx IeKapCTBEHHbIX MpenapaTtoB ¢ obbeMHOM Jonen
3TUNOBOro cnupTa CBbiwe 25 MpOLEHTOB) AMCTAHLMOHHBIM CNocoOOM, MOPSAOK Bbl4auuM paspelleHust Ha
OCYLLLECTBMEHME TOProBnu, NPeayCMOTPEHHON HACTOAWEN 4acTbio, TPebOoBaHUSA K anTeyHbIM OpraHu3auusam,
KOTOpblE MOFYT OCYLLIECTBNATb TaKyld TOProBMni0, a TakKe BPEMEHHble MpaBuna [AOCTaBKU fEKAPCTBEHHbIX
npenapaToB rpaxgaHam.

(vyacTtb 9 BBegeHa PenepanbHbiM 3akoHOM oT 03.04.2020 N 105-93)

CrtatbAa 56. U3roToBneHne 1 oTNyCcK rieKapcTBEHHbIX NpenapaToB

1. UarotoBneHune NIeKapCTBEHHbIX MNpenapaTtoB anTe4YHbIMW OpraHn3aunamMmun, BeTepuHapHbiIMAN anTe4YHbIMU
opraHuzaumamun, wuHauBuayarnbHbIMKU nNpeanpuHnMmatenaMmu, MMewLwuMn JUUEeH3UK0 Ha q)apmau,eBqueCKyro
0eATeNlbHOCTb, OCYLLEeCTBIIAETCA Mo peuentamM Ha nekapCTBeHHble npenapaTtbl, Nno Tpe6OBaHI/IF|M MeaNLMNHCKNX
OpFaHI/I3aL|,VII7I, BETEepPUHAPHbIX opraHM3au,vu7| B COOTBETCTBMM C nMNpaBunamMm U3rOTOBINEHNA U OTNyCKa
NeKapCTBEeHHbIX npenapartoB, YyTBepXAeHHbIMW YNOJTHOMOYEHHbIM (bep,epaanuM opraHomMm MCMNOSTHUTENBHOWN
BacTu.

2. Tlpy wn3roToBreHWW NeKapCTBEHHbIX MpenapaToB anTeyHbIMW OpraHu3aumsMu, BeTepUHapHbIMU
anTeyHbiMWU  OpraHuMsauvsaMu,  UHOMBMAYamNbHbIMWU  NpeanpuHUMaTensMy,  UMEWUMU  MULEH3NK  Ha
hapmMaueBTMHECKyl0  [AeATEeNbHOCTb,  WUCMONb3yloTcs  dapmaueBTUHeckMe  cyObCTaHuuW,  BKITHOYEHHble
COOTBETCTBEHHO B rOCYAapCTBEHHbIA peecTp IeKapCTBEHHbIX CPeACTB AN MEeOULUHCKOro MpUMEHEHUs W
rocyfapCTBEHHbIA peecTp nekapcTBEHHbIX CPeACTB ANS BETePUHAPHOIo NPUMEHEHUS B YCTAHOBMNEHHOM MOpsaKe.
He ponyckaetca W3rotoBneHwe anTedHbiIMU OpraHusaunsiMn, BeTepuHapHbIMU anTeYHbIMXM OpraHn3aunsMu,
WHOMBMAYANbHLIMU  MPeAnpuHUMaTENaMY, UMEWMMA  NULEH3NI0 Ha dapMaueBTUYECKYIO [AesTerlbHOCTb,
nekapCTBEHHbIX NpenapaToB, 3aperncTpmpoBaHHbix B Poccuiickon ®eaepaunn.
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3. MapkupoBKa fniekapCTBEHHbIX NPenapaToB, U3rOTOBIIEHHbIX anTeYHbIMK OpraHM3auusiMmn, BeTepMHapHbIMU
anTeyHbIMKU  OpraHM3auuMsiMM,  MHAMBUAYASIbHbIMW  NpeanpuHMMaTtensMn,  UMEeLMMKU  JIMUEH3UID  Ha
hapmaLeBTUYECKYO OEATENbHOCTb, U OOPMIIEHME TakMX NpenapaTtoB OOJDKHbI COOTBETCTBOBATL MpaBuiam,
YKa3aHHbIM B YacTu 1 HacTosALLen cTaTbu.

4. AnTeyHble opraHu3auuun, BeTepMHapHbIE anTeyHble opraHM3auuun, MHAMBUAYasnbHble NpeanpuHMMaTenu,
NMeoLLMe NULEH3NIO Ha hapMaLeBTUYECKYD OeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobniogeHne npasusi
N3rOoTOBIEHNSA W OTMyCKa IleKapCTBEHHbIX MpenapaToB B COOTBETCTBMM C 3aKoHOgaTeNbCTBOM Poccuimckon
degepaumm.

Ctatba 57. 3anpeweHune npogaxn anbCUPUUNPOBAHHbLIX JeKapCTBEHHbIX CPEeAcCTB,
Heao6pOoKavYeCTBEHHbIX NIEKAPCTBEHHbIX CPeACTB, KOHTPahaKTHbIX JIEKaPCTBEHHbLIX CPeAcTB

Mpogaxa anbCUMUUMPOBAHHbBIX NEKapCTBEHHbIX CPeacTs, HeAobpOKaYeCTBEHHbIX NeKapCTBEHHbIX
CPeAacTB, KOHTpadaKTHbIX NEeKapCTBEHHbLIX CPEACTB 3anpeLlaeTcs.

Crtatbsa 58. XpaHeHue nekapcTBeHHbIX CPeAcCTB

1. XpaHeHune nekapCTBEHHbIX CPeACTB OCYLECTBNAETCA MNPOU3BOAMTENAMW FeKapCTBEHHbIX CPeAcTs,
OopraHuM3auvsMn onTOBOW TOProBNW NeKapCTBEHHbIMW CPeACTBaMM, anTeYHbIMU OpraHn3aunsamMmn, BETEPUHapPHbIMK
anTeyYHbIMW  OpraHvM3auvsMy,  WHOMBUAYaNbHbIMW  MNpeanpuHUMaTensMu,  UMEeWUMU  NULEH3NI0  Ha
dapmaLeBTUYECKYI0 OeATeNbHOCTb WAM  JIMLEH3WUI0 Ha  MEAMUMHCKY  OeATEeNbHOCTb, MeAWMLUHCKUMM
opraHusauvsaMn, BeTEPUMHAPHbIMW OpPraHnsaunsaIMm U MHbIMKA OpraHvM3aunsMu, OCYLLECTBNSAWMMM obpalleHue
neKapcTBEHHbIX CPeacTB. XpaHeHne NekapCTBEHHbIX CPEACTB Af1si BETEPMHAPHOro NPUMEHEHMS OpraHnM3aumsaMm 1
NHAMBMAYanbHbIMU NPEANPUHUMATENSMU B CIy4asx, €CNN OHW MUCMOMb3YTCS UCKIIOYUTENBHO NpU pasBeaeHuu,
BblpalLMBaHNA, COAEPXKAHUM M JIEYEHUUN XKMBOTHBIX, MOXET OCYLLECTBNATbCA 6e3 MnonydeHus NUUEeH3UM Ha
dhapmMaLeBTUYECKYIO AeATENbHOCTb.

(B pea. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. I'IpaBVlna XpaHeHua nekapCTBEeHHbIX CpeacTB YyTBepXAakTCA COOTBETCTBYHOLMM YNOJIHOMOYEHHbIM
cbe,qepaanblM opraHom NCNONHUTENbHON BNAcTu.

3. XpaHeHme HapPKOTUYECKUX JNEeKapCTBEHHbIX CpeacTB, MNCUXOTPOMHbIX JEeKapCTBEHHbIX CpeacTs,
pap,mocbapmau,eamqecxmx NNeKapCTBEHHbIX CpeACTB OCYyLleCTBndAeTCA B COOTBETCTBUM C 3akKOHOOATEsIbCTBOM
Poccuickon ®egepauun.

Cratba 58.1. MNpeamMeTHO-KONMMYECTBEHHbLIN Y4YeT JIeKapCTBEHHbIX CPeACTB AN MeAULUHCKOro
npUMeHeHust
(BBegeHa depgepanbHbIM 3akoHOM OT 25.12.2012 N 262-93)

1. [llepeyeHb  nEKapCTBEHHbIX  CPeACTB AN MEOUUMHCKOrO  MPUMEHeHWsl,  noanexalimx
NpeaMeTHO-KONMYECTBEHHOMY Y4YeTy, YTBEPXKAAETCSA YNONMHOMOYEHHbIM (heepanbHbIM OpraHoM UCMOMHUTENBHOM
BMacTu.

2. Topsgok  BKMOYEHUS JEKApCTBEHHbLIX CPEeACTB AN  MEeOULMHCKOTO TMNPUMEHEHUs B MNepeveHb
NeKapCTBEHHbIX CPeAcTB AN MeOMLUMHCKOrO MPUMEHEHWS, MoAnexalimx NpeaMeTHO-KONMYECTBEHHOMY Y4YeTY,
yCTaHaBMNMBaeTCA YMNONIHOMOYEHHbIM befeparnbHbiM OpraHoM MWCMOSIHUTENBHOM BMAcTM MO COMMacoBaHWO C
deaepanbHbIM OpraHoM UCMOSNTHUTENBHOW BNACTK, YNONMHOMOYEHHBIM B chepe BHYTPEHHUX Aen.

(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MNpeaMeTHO-KONMMYECTBEHHbIN Yy4eT NeKapCTBEHHbIX CPeACTB ANs MeAULUMHCKOrO MpUMEHeHUs BeayT
npou3BoauTENM NEKApPCTBEHHbIX CPEACTB, OpraHM3auMu OMNTOBOW TOProBfM JleKapCTBEHHLIMU CcpeacTBaMMu,
anTeyHble opraHuWsauuu, MHAVBUAYanbHble MpeanpUuHUMaTENn, UMeloLWMe NUUEH3N0 Ha dapMaueBTUYECKYHO
OEATENbHOCTb MU NULEH3UIO Ha MEOULMHCKYIO AesTeNbHOCTb, U MeAUUMHCKME OpraHu3aunm, ocylecTBhsoWwme
obpallleHne neKkapCcTBEHHbIX CPEACTB ANst MEAMUMHCKOrO NMPUMEHEHUS, NyTEM peructpaumm niobbix cBA3aHHbIX C
nx obpalueHrem onepauuii, Npu KOTOPbIX W3MEHSIeTCS MX KONMYEecTBO M (MNN) COCTOsIHME, B cheumanbHbIX
XKypHarnax y4yeTa onepauuii, CBs3aHHbIX C 06paLleHneM NekapCcTBEHHbIX CPEACTB AN MEAULMHCKOIO NpUMEHEeHUs
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(oanee - cneumanbHble XXypHarbl).

4. TlpaBuna perucTpaumMmM ornepauuii, CBsI3aHHbIX C oOOpallleHMeM neKapCTBEHHbIX CpeacTB Aarnis
MEeOMLIMHCKOrO NPMUMEHEHUS, BKIIOYEHHbIX B NEpeYeHb NekapCTBEHHbIX CPeacTB AN MEAULNMHCKOrO NPUMEHEHNs,
noanexawmx npeamMeTHO-KONMYECTBEHHOMY YYETY, B CheumanbHbIX XypHanax W npasuna BeeHuUs U XpaHeHus
cneumanbHbIX XKypHaroB YTBEPXOAOTCS YNONHOMOYEHHbIM hefeparnbHbiM OpraHOM UCTNONHUTENBHOW BNacTu.

5. KoHTponb 3a cobnogeHnem npaBun permctpauumn onepauun, CBsi3aHHbIX ¢ obpalleHNeM flekapCTBEHHbIX
CPeACTB ANst MEAULMHCKOrO NPUMEHEHWUS], BKIIOYEHHbIX B NepeYvYeHb NEKAaPCTBEHHbIX CPeacTB AN MeOULMHCKOro
NpUMEHeHWs, MOoAMexalmx npeaMeTHO-KONMYEeCTBEHHOMY YYeTy, B ChneumanbHbIX XXypHanax, a Takke 3a
cobnogeHneM npaBun BeAEHUS U XpaHeHUsl CheuuanbHbIX >XKYpHanoB BO3naraeTcsi Ha YNONHOMOYEHHbIEe
deneparnbHble OpraHbl MCMOMHUTENbHOW BNacTU U oOpraHbl UCMOMHUTENbHOW BracTu cybbekToB Poccuiickon
denepaumu, ocyllecTBNALLLME NUUEH3UPOBaHME MPOU3BOACTBA NEKAPCTBEHHbLIX CPeacTB, hapmMaLeBTUHECKON
OEeATenbHOCTU U MeULMHCKON AeATEeNbHOCTU, U OCYLLECTBNAETCH B paMKaXxX NULLEH3UOHHOIO KOHTPONS.

naea 11. YHWYTOXEHUE NIEKAPCTBEHHbIX CPEACTB
Ctatba 5§9. OcHOBaHMA M NOPAAOK YHUUTOXEHUSA NeKapCTBEHHbIX CPeaAcTB

1. HepobpokayecTBeHHbIe NeKkapCcTBEHHble CPeacTBa, anbCuULMPOBaHHbIE NEKapCTBEHHbIE CpeacTBa
noanexar U3bsATUIO M3 obpalleHusl U YHUHTOXEHUIO B nopsiake, ycTaHoBneHHoM [MpaBuTtensctBom Poccuiickoi
®epepaumn. OcHOBaHMEM [ONS1  YHUYTOXEHUS FeKapCTBEHHbIX CPeACTB SBMSETCA pelleHue Bnagernbua
NeKapCTBEHHbIX  CPEACTB, pPeLUeHWe  COOTBETCTBYIOLLEro  YMOMHOMOYEHHOro  doefeparnbHOro  opraHa
NCMONHWUTENbHON BNacTW UNu peLleHue cyaa.

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

2. KoHTpadhakTHble fekapCTBEHHble cpeacTBa noanexaTr M3bATUI0 U3 obpalleHuMst U YHUUTOXEHUIO Mo
peweHnio cyda. [lopsgok YHUMTOXEHWUsI KOHTpadiaKTHbIX NeKapCTBEHHbIX CPEACTB  YyCTaHaBNMBaeTCs
MpasutenbctBOoM Poccuiickon ®epepaunn.

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

3. Pacxogpl, cBsi3aHHbIe C YHUYTOXEHNEM KOHTpa(baKTHbIX JNIeKapCTBEHHbIX CpencTs, Heﬂ,06p0Ka'~leCTBeHHbIX
NeKapCTBEHHbIX CPEeAcCTB, d)aﬂbCI/I(*)VILI,I/IDOBaHHbIX JNTeKapCTBEHHbIX CpeacTB, BO3MELLAOTCA UX BllagesibLueM.

4. Bnapgeney nekapCTBEHHbIX CPEACTB AOMMKEH NpeacTaBuUTb B YNONTHOMOYEHHBbIN defepanbHbin opraH
NCNONHUTENBHOW BracTV OOKYMEHT UMW 3aBEepPeHHYI0 B YCTAHOBMEHHOM MOpPSAKe ero Konuio, noAaresepxpatoLine
haKT YHNUTOXKEHNS NeKkapCTBEHHbIX CPeacTB.

5. CoOTBETCTBYIOLLMIN YMNOMHOMOYEHHbI eaepanbHbIi opraH WUCNOMHUTENBHOW BRacTu, MPUHABLLUNA
pelleHne 00 YHUUTOXEHNW NEKAapCTBEHHbIX CPEACTB, OCYLLECTBMSET KOHTPOMb 3a UX YHUUTOXEHNEM.

6. YHUYTOXEHME NeKkapCTBEHHbIX CPeACcTB NMPOV3BOAMTCS OpraHu3auusiMyv, UMEKLUMU COOTBETCTBYIOLLYIO
nVUeH3no, Ha cneumanbHO 000pyooBaHHbIX Mfowagkax, MonuMroHax wu B cneumanbHO 060pyaoBaHHbIX
nomelleHmax ¢ cobrniogeHnem TpeboBaHUM B 0ONacTu OxpaHbl OKpyXKatlollenh cpefbl B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuinckon ®egepaumn.

7. HapkoTuyeckue nekapcTBeHHble cpeacTea, NCUXOTPOMHbIE neKapcTBeHHble cpeacTBa,
pagunodapMaLeBTUYECKUE JIEKAPCTBEHHbIE CPEACTBA YHWYTOXAKTCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon ®egepaumn.

naea 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPENAPATbI AnA MEAUUUMHCKOIO NPUMEHEHUA

Cratba 60. TlocypapcTBeHHOe perynupoBaHMe LeH Ha JeKapCTBeHHble npenapatbl AN
MeaUUUNHCKOro npuMmeHeHus

1. Focyp,apCTBeHHoe perynupoBaHune UeH Ha JNnekapCTBeHHble npenapatbl And MeanunHCKOro npuMeHeHusa
OCyLleCTBAEeTCA NoCpeCTBOM:
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(B pea. PegepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepxaeHusa [lpasutensctBom Poccuiickon ®defepauum nepeyvHs XU3HEHHO HeobXoauMMbIX W
BaXHEMLUMX FeKapCTBEHHbIX MpenapatoB, KOTOPbIN (OPMUPYETCS M HE pexe OAHOro pasa B roa
nepecmaTpmBaeTcs B YCTAHOBNEHHOM MM NOpsSAKe Ha OCHOBE KOMMMEKCHOW OLIeHKU NeKapCTBEHHbIX NpenapaTos,
BKMtOYasl aHanuM3 CBeAeHWUA O CPaBHUTENbHOWM KITMHMYECKOW 3dEKTUBHOCTM U GEe30MacHOCTM NeKapCTBEHHOro
CPEACTBa, OLEHKY 9KOHOMMYECKMX MOCNeACTBUA MNPUMEHEHMST JIeKapCTBEHHONO CpPeAcTBa U U3y4YeHue
OOMNOSTHUTENbHBIX NOCNEeaCTBUN NMPUMEHEHUS NEKapCTBEHHOIO CPeaCcTBa;

(B pea. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2020 N 206-93)

2) yTBEpXOEHUa MeToOuKM pacdeTa npedenbHbIX OTNYCKHbIX LEeH Mpou3BOAUTENEN Ha NeKapCTBEHHble
npenapaTbl, BKMOYEHHbIE B MepeYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEWMLUMX NeKapCTBEHHbIX MpenapaTos, a
Takke BHeAPEHUS MEXaHN3MOB (POPMUPOBAHUSA CUCTEMbI PEPEPEHTHBIX LIEH;

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-®3)

3) rocyoapCTBeHHOW peructpaumMm npenenbHbIX OTMYCKHbIX LIEH MpPOU3BOAUTENEN Ha rekapCTBeHHble
npenapaTbl, BKMIOYEHHbIE B NEPEYEHb XKN3HEHHO HEOOXOAMMbBIX U BaXKHEWLLNX NEKAPCTBEHHLIX NpenapaTos;
(B peq. PepgepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BefeHWs rocygapCTBEHHOrO peecTpa npeferbHbIX OTNYCKHbIX LieH NPOoM3BOAUTENEN Ha NekapCTBEHHble
npenapaTbl, BKMOYEHHbIE B NEPeYeHb XN3HEHHO HEOOXOAMMbBIX U BaXKHENLLMX NIEKapCTBEHHbIX NpenapaTos;

5) yTBepxaeHUss MeTOAMKM YCTaHOBJIEHWSI opraHaMu MCMOSIHMTENbHON BnacTu cy6bekToB Poccuiickoin
depepaumn npeaernbHbIX pPasMepPoB ONTOBbIX HaAGaBOK UM NpederbHbIX PasMepoOB PO3HUYHbIX HaAGaBoOK K
(haKTUYECKUM  OTMYCKHbIM LIeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENAMU NEKapCTBEHHbIX Mpenapatos, Ha
neKkapcTBEHHble npenapaTbl, BKIIOYEHHbIE B NepeyeHb XMU3HEHHO HeoBXoOMMbIX U BaXKHEMLUMX NeKapCTBEHHbIX
npenaparos;

6) yCTaHOBIEHUs MpederibHbIX pPasMepoB OMNTOBbIX HanbaBoK W NpedenbHbiX Pa3MepoB  PO3HUYHBLIX
HanbaBoK K haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM NMPOVU3BOAMTENSIMU FIeKapCTBEHHbIX NpenapaTtos, Ha
neKkapcTBeHHble npenapaTbl, BKIOYEHHbIe B NepeyeHb XU3HEHHO HEOBXOOAUMbIX U BaXXHEMWMX NEeKapCTBEHHbIX
npenaparos;

7) yTBEpPXAEHWNS nopsgka Bblgavv npeannucaHvuin opraHam MCMONHUTENbLHON Brnactu cybbekToB Poccuickon
degepaumn 0 npvBedeHUMM B COOTBETCTBME C 3akoHogaTenbCcTBom Poccuiickon ®Pepepaumun pelleHun o6
yCTaHOBMEeHNV npederbHbIX pasmMepoB ONTOBbIX HaAbaBOK WM nNpedefibHbIX PasMepoB PO3HUYHbLIX HaabaBOK K
hakTU4eCckuM  OTMYCKHbIM  LeHaM, YCTaHOBIIEHHbIM MPOU3BOAMTENSMU FIEKapCTBEHHbLIX MpenapaToB, Ha
riekapcTBeHHble npenapaTtbl, BKIOYEHHblE B MepeyeHb >XU3HEHHO HeOoOXOOAUMbIX W BaXXHEWLUMX feKapCTBEHHbIX
npenapaToB, €Cnv OHW MPUHATLI C HapyleHuem 3akoHopaTensctBa Poccuickon ®depepaunmu, B NOpsiake,
ycTaHoBrneHHoM [NpaBuTtenbctBom Poccuiickon ®eaepavmu,

8) HanpaBneHusi YMNOMHOMOYEHHbIM d)edeparnbHblM  OpPraHoM WUCMOMHUTENbHOW BnacTu  opraHam
ncrnonHuTenbHoW BnacTu cydbekToB Poccuiickon depgepauny npeanucaHvin O NpuBedeHMUM B COOTBETCTBUE C
3akoHogaTtenbcTBoM Poccunckon ®egepaumn NpuHATLIX C  HapyleHMem 3akoHogaTtensctBa Poccuiickon
®epepaumn pelueHnin 06 ycTaHOBMEHUU MpefenbHbIX Pa3mMepoB OMNTOBbIX HaabaBOK M nNpedesbHbIX pasMepoB
PO3HMYHbIX HAA0aBOK K LieHaM Ha NnekapcTBEeHHble NpenapaThl, BKIIOYEHHbIE B NepeYveHb XN3HEHHO HeoBX0aNMbIX
N BaXKHENLLWX NeKapCTBEHHbIX NpenapaTos;

9) ocyuwiecTBrneHusa denepanbHOro rocygapCcTBEHHOrO Haasopa B cdepe obpalleHuss nekapCTBEHHbIX
CPEACTB U PEermoHanbHOro rocygapCTBEHHOrO KOHTPONSA 3a NMPUMEHEHMEM LIeH Ha feKkapCTBEHHble npenaparthbl
COOTBETCTBEHHO  YMOSIHOMOYEHHbIMN  ddefeparnbHbIMU  OpraHamMn  MUCMOMHUTENbHOM BNacTu U opraHamm
UcnonHUTensHom BnacTn cybbektoB Poccuiickon ®Pegepauum CornacHo MX KOMMETEHUMM B NOPSAKe,
ycTaHoBneHHoM [NpasuTtensctBom Poccuiickon ®epepavimu;

(n. 9 B pea. ®enepansHoro 3akoHa oT 25.06.2012 N 93-93)

10) NnpMmMeHeHns NpegyCMOTPEHHbIX 3akoHogaTenbcTBOM Poccuiickon ®efepaumm mep OTBETCTBEHHOCTM 3a
HapylweHne nopsigka LeHoobpa3oBaHMs Ha fekapCTBEHHble Npenaparbl, BKIHOYEHHble B MepeyvYeHb XMU3HEHHO
HeOoOXO0AMMbIX N BaXXHEWNLLMX NeKapCTBEHHbIX NpenapaTos.
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(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBuax u4pesBbl4aHOW cuTyauum W (MnNn) NpyM  BO3HUKHOBEHWUW Yrpo3bl pacnpocTpaHeHus
3aboneBaHusi, NpeacTaBnsAoLLIEro ONacHOCTb ANA OKPYXKaloLMX, a Takke B Crnydae, ecnu B TedeHue TpuauaTu
KaneHaapHbiX AHer nocne npuHaTtua [paButensctBom Poccunckon ®epepauumn pelueHuss O nNpoBeaeHuur
MOHUTOPMHIa pPO3HUYHbLIX LIEeH Ha feKapCcTBEHHble npenapaTtbl, He BKMIOYEHHbIE B MepeyYeHb XU3HEHHO
HeobOX0AMMbIX N BaXXHEMLLMX NIEKAapCTBEHHbIX MpenapaToB, Ha TeppuTopusax cybbektoB Poccuickon depepaumm
BbISIBIIEH POCT PO3HUYHbIX LIEH Ha yKa3aHHble NeKapCTBEHHble npenapaTbl Ha TpuauaTb NpoueHToB u Gonee,
MpasuTtenbctBo Poccuickon ®efepaummn BnpaBe yCTaHOBUTL NpeferibHble OTMYCKHbIE LeHbl MPOM3BOAMUTENEN Ha
yKa3aHHble NeKapCTBEHHble Mpenapatbl, NpedernbHble pasMepbl ONTOBbIX HaabaBoOK M NpeAenbHble pasMepbl
PO3HUYHBIX HaAbaBoOK K (PAKTUHECKMM OTMYCKHbIM LIEHaM MPOM3BOAWTENEN Ha YyKa3aHHble J1eKapCTBEHHbIE
npenapaTbl. NepeyeHb NeKapCTBEHHbIX MpenapaTtoB, HE BKIMOYEHHbIX B MepevYeHb >XU3HEHHO HeOOXOAMMbIX U
BaXKHEMLUMX NEeKapCTBEHHbIX NpenapaToB, W MNOpsAoOK ero ¢hopmupoBaHusa onpegensawTca [paBuTenscTBOM
Poccuiickon ®epepauuun.

(vyacTb 2 BBegeHa ®enepanbHbiM 3akoHoM oT 26.03.2020 N 67-03)

3. B TeueHve peBsHOCTa KaneHgapHbiXx AHeNn co AHa yTBepxaeHus [paButenbctBoM Poccuickon
depepaumn nepeyvHsi, ykasaHHOTO B 4acTW 2 HaCTosWeEeW cTaTbW, He [OMycKkalwTCcs peanusaums u OTnyck
BKITIOMEHHbIX B HEro NeKapCTBEHHbIX MpenapaToB MO LUeHaM, NpeBblllatowmMM npedenbHble OTNYCKHbIE LEeHbl
npou3BoguTENEn Ha ykasaHHble FeKapCTBEHHble Mpenapartbl, NpederibHble pa3mepbl ONTOBbIX HaabaBoOK W
npeaenbHble pa3mepbl PO3HUYHBLIX HaabaBoK K hakTUYECKUM OTMYCKHbIM LieHaM MpPou3BOAUTENEN Ha yKa3aHHble
neKkapcTBEHHbIEe NpenapaThl C Y4eTOM Harnora Ha 406aBneHHyo CTOMMOCTb.

(vacTb 3 BBegeHa PegeparnbHbiM 3akoHOM OT 26.03.2020 N 67-93)

MpumeyaHue.
3apeructpupoBaHHble o 07.06.2019 npeaenbHble  OTMYCKHble  LEHbl  noanexaTr  obsizaTenbHON
nepepeructpauunn B 2019 - 2020 rogax B cootBeTcTBUM €O CT. 2 ®3 0T 06.06.2019 N 134-03.

Cratba 61. lNocymapcTBeHHas perucrpaums M nepeperucrpaums npegernibHbIX OTMYCKHbIX LEH
npousBoauTesien Ha NieKapCTBeHHble npenapaTbl, BKMOYEHHbIe B NepeyYeHb XXU3HEHHO Heo6XoauMbIX U
BaXXHEWULUNX JieKapCTBEHHbIX NpenapaTtoB

(B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. MNpepenbHas OTNyckHas LieHa NPOV3BOAUTENS HA JNIEKApCTBEHHbLIN MpenaparT, BKIOYEHHbIA B NepeyeHb
XU3HEHHO HEOBXOAMMbBIX Y BaXKHENLUMX NEKAPCTBEHHBIX NPenapaToB, NOANEXUT rocyAapCTBEHHOW perncTpauum B
nopsiake, yctaHoBrneHHoMm [lpaBuTenscTBom Poccuiickon Pefepauun, Ha OCHOBaHUM MPEACTaBIEHHOMO B
YNOSIHOMOYEHHbIN hefepanbHbii opraH WUCMOSIHUTENBHOW BRacTu 3asiBfieHVsl Oepxatens unv Bnagensua
PErMcTpaLVoHHOro YA0CTOBEPEHMS NieKapCTBEHHOro nNpenapaTa (YNoSIHOMOYEHHOro UM nnuua).

2. 3BapeructpupoBaHHas npegenbHas OTMYCKHasA LieHa NpoOM3BOAWTENsS Ha JleKapCTBEHHbI npenapar,
BKIIOYEHHBIN B MepeyeHb >XM3HEHHO HeoOXOOUMbIX W BaXKHEWLIMX NeKapCTBEHHbIX MnpenapartoB, MOXeT ObiTb
nepeperucTpvpoBaHa B CTOPOHY YBENWYEHUS OOWH pas B kareHO4apHOM rody Ha OCHOBaHWM NpeacTaBfieHHOro B
YNOSIHOMOYEHHbIN (hbeaepanbHblii OpraH WCMOMHMTENbHOW Briact Ao 1 okTabpsa Kaxgoro roga 3asiBrieHus
aepxartens unu BnagenbLa perncTpauMoHHOro yAOCTOBEPEHNs fekapCTBEHHOro npenapaTa (ynosIHOMOYEHHOro
UM nuua).

3. 3apeFI/ICTpI/IpOBaHHaFI npegernibHasa OTnyCKHad uUeHa npoun3BoguTena Ha ﬂeKapCTBeHHbIVI npenapar,
BKIIOYEHHbIA B nepeyvyeHb >XW3HEHHO HEeobXOAMMbIX N BaXHEMLUNX NNeKapCTBEHHbIX NpenapaTtoB, MOXET ObITb
nepeperncrtpuposaHa B CTOPOHY CHMXEeHUA Ha OCHOBaHUWU npeancTtaBfieHHOro B yI'IOJ'IHOMO‘-IeHHbIVI cbe,u,epaanan
opraH WCMNONHUTENbHON BRacTu 3asdBfeHus nepxartenda wunum Bnagenbua perncTtpaynoHHOro yaoctoBepeHusa
NeKapCTBEHHOrO npenaparta (yI'IOJ'IHOMO‘-IeHHOFO nm nwu.a).

4. [epxaTtenb wunu Bnageney perncTpaumoHHOro yAOCTOBEPEHUS  JeKapCTBEHHOro mnpenaparta
(ynonHomo4eHHoe MM nuuo) 00s3aH NpencTaBuTb B YNOJNTHOMOYEHHbIN doefeparnbHbli OpraH MUCMNOSNHUTENbHOWN
BNacTu 3asiBfieHWe O nepeperncrpaumm 3aperMcTpupoBaHHON npenenbHOW OTMYCKHOW LeHbl Npou3BOauTEns Ha
NEKapCTBEHHbIA npenapaT, BKIYEHHBIN B MEpPeYeHb XU3HEHHO HEOOXOOUMbIX M BaXKHEWLINX JTEKAPCTBEHHbIX
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npenaparos, B CTOPOHY CHMXXEHUA B CliefyroLlWunx cry4vadax:

1) CHWXEeHMe LeHbl B MIHOCTPaHHOW BantoTe Ha NeKapCTBEHHbIV npenapaT B CTpaHe npousBoauTens u (unu)
B CTpaHax, B KOTOpbIX FEeKapCTBEHHbIN MpenapaT 3aperucTpupoBaH u (unu) B KOTOpble MOCTaBMsETCA
npovsBoguTenem;

2) CHWXEHUE LieH Ha pedepeHTHbIe NeKapCTBEHHbIE NpenapaTtbl B COOTBETCTBUM C NMYHKTOM 1 HacTosLien
YacTu (Ons  COOTBETCTBYIOLUMX  BOCMPOU3BEAEHHBLIX, ©OMOaHanoroBblx (6MONOAOGHLIX)  NEeKapPCTBEHHbIX
npenapaToB);

3) npeBbilleHWe MpeaensHON OTNYCKHOM LeHbl Ha NepBblil  BOCNPOU3BEAEHHbIN, OMOaHaNOroBbIN
(6buonogobHbIN) NekapcTBEHHbIN MNpenapaT WMHOCTPAHHOrO NPOU3BOACTBA Ha NpeaernbHOM OTMYCKHOW LIEHOW
npou3BoauTenss Ha BTOPOW BOCMPOM3BEAEHHbIN, GuoaHanoroBbln (6MONOAOGHBIN) MEeKapCTBEHHbIM Npenapar,
paccyMTaHHOM B COOTBETCTBUMN C METOLMKON, yTBEpXKAeHHOM [paBuTtenscTBoM Poccunckon denepaumu;

4) npeBbilleHWe npeaensHOM OTMYCKHOW LeHbl Ha MepBbli  BOCNPOM3BEAEHHBLIN, 6GuoaHanorosbiv
(brionogobHbIN) nekapcTBEHHbINM NpenapaTt NPovM3BOAMTENSA rocyaapcTBa - YneHa EBpasmMnckoro SkOHOMMYECKOro
COl3a Hajg npedenbHOM OTMYCKHOM LEHOW MpOoM3BOAUTENsST HA BTOPOW BOCMPOM3BEAEHHLIN, GuoaHanorosbiv
(brionogobHbLIN) nekapcTBEHHbINM NpenapaTt NPOM3BOAUTENSA rocyaapcTBa - YneHa EBpasmMnckoro SkOHOMMYECKOro
COl03a, paccyYUTaHHOM B COOTBETCTBUM C METOAMKON, yTBEpxaeHHow [MpaButensctBoM Poccuickon Pegepaumm.

5. Topsgok nepepervcTpauum 3aperMcTpyMpoBaHHbIX MpedernibHbIX OTMYCKHbIX LieH Mpou3BOAMTEnen Ha
rieKkapCTBeHHble npenapartbl, BKOYEHHblE B MepeyYeHb XU3HEHHO HeOoOXOOMMbIX W BaXKHEMLLMX NeKapCTBEHHbIX
npenapaToB, B Chyyasx, MpeayCMOTPEHHbIX 4YacTamm 2 - 4 HacTosiwew cTaTbW, YyCTaHaBnvMBaeTcs
MpasuTtenscTtBom Poccuiickon ®eagepaumm.

6. OKOHOMWYECKMIN aHanu3 npenenbHOW OTMYCKHOM LieHbl MPOU3BOAMUTENSI Ha FNeKapCTBEHHbI Npenapar,
BKIIOYEHHBIA B MNepeYeHb KU3HEHHO HeoOXOoAWMbIX W BaXKHEWWMX FeKkapCTBEHHbIX MpenapatoB, MNpu ee
rocyqapCTBEHHOM  perucTpauuM  unvM  nepepeructpaumm  ocyllecTBnsieTcs  dedepanbHbiM — OpraHoMm
UCNONHNUTENbHOW BNACTU, OCYLLECTBSOLMM (YHKLMNA MO MPUHSATAIO HOPMATMBHBIX NPaBOBbIX aKTOB U KOHTPOJIIO
3a cobnioJeHVeM 3aKkoHoAaTenbCTBa B Cd)epe rocyaapCTBEHHOIO perynumpoBaHusl LieH (TapudoB) Ha ToBapbl

(ycnyrn).

7. PacdeT npefenbHbIX OTMYCKHbIX LEH, YKasaHHbIX B 4Yactax 1 M 2 HacToswewn craTtbu, MNpu uUX
rocy4apCTBEHHOW perucTpaumMmM unuM nepeperncrpaumm OCyLLeCTBNAETCA B COOTBETCTBMM C  METOAMKOWN,
yTBepxaeHHon MNMpaButensctBoM Poccunckon ®efepauum n yumtbiBaowen B TOM Yncne:

1) cobniogeHne 6anaHca nHTepecoB NOTpebutTenen nekapcTBEHHbIX NPEeNapaToB, BKIKOYEHHbIX B NEPEYEHb
XW3HEHHO HEeobXOOMMbIX W BaXKHEWLWMX FeKapCTBEHHbIX MNpenapaToB, W MNpou3BOAUTENEN NeKapCTBEHHbIX
npenaparos, BKIMHOYEHHbIX B NepeyYeHb XXN3HEHHO HGOGXOLI,I/IMbIX 1 BaXXKHEWLLNX J1leKapCTBEHHbIX NnpenapaToBs;

2) dakTnyeckyro OTMYCKHYIO LleHYy Ha nekapcTBeHHble npenapatbl B Poccuiickon denepauun, LeHy BBO3a
rnekapcTBeHHbIX npenapaTtoB B Poccuiickyto ®Pefepaumio, a Takke LeHbl Ha aHanornyHble neKapCTBEHHble
npenapaTbl, Haxoaswuecs B obpalweHun B Poccuinckon degepaumu;

3) 3aTpaTbl NpoM3BOAMTENSA NEKApCTBEHHOrO npenaparta Ha NPou3BOACTBO M peanv3aLuio NekapCTBEHHOro
npenapara;

4) UeHy Ha ﬂeKapCTBeHHbIVI npenapart, ero ueHy B CTpaHe npomssBoauTesida M B CTpaHaX, B KOTOPbIX
ﬂeKapCTBeHHbIIZ npenapart 3apermctpmnpoBaH " (MJ'IM) B KOTOpPbI€ NOCTaBNAETCA Npon3BoanTernieM.

8. He ponyckatotcs peanvsaums U OTMYCK NEKaPCTBEHHbIX NPEMnapaToB, BKMHOYEHHbIX B NepeyeHb XU3HEHHO
HEoOXOOUMbIX W BaXKHEMWMX NeKapCTBEHHbIX MNpenapaTtoB, Ha KOTopble MNPOU3BOAUTENSIMM NEKApCTBEHHbIX
npenapaToB He 3aperMcTpupoBaHa npeaerbHasi OTNYCKHas LeHa, peanusauusi NponsBoaUTENSIMU NEKAaPCTBEHHbIX
npenapatoB MO LieHaMm, MpPeBbIaloWwyM 3aperncTprpoBaHHble WM  MepeperucTpupoBaHHble  npedenbHble
OTNYCKHbIE LiEHbI Ha NEeKapCTBEHHbIE Npenaparkl C y4ETOM Hanora Ha J06aBneHHy0 CTOMMOCTb.

9. OcobeHHOCTU FOCYOapCTBEHHOIO perynupoBaHust MnpefenibHbIX OTNYCKHbIX LieH MpousBoauTenein Ha
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NeKapCTBEHHble NnpenapaTbl, BKIYEHHbIE B MEpPeYEHb XUIHEHHO HEOOXOAMMBIX U BaXKHEMLLUWNX JEKAPCTBEHHbIX
npenapaToB, B 3aBMCMMOCTN OT 9KOHOMUYECKUX U (MIN) coumarnbHbIX KpUTEpPUEB (M3BMEHEHNE YCIOBUIA, NOpsiAKa U
CTOMMOCTM MNPOU3BOACTBA JIEKAPCTBEHHLIX MpenapaToB, WCMONb30BaHWE HOBbIX YOPM, METOAOB M CrnocoboB
rocy4apCTBEHHOr0 perynupoBaHusa LieH Ha fekapCTBEeHHble npenapaTtbl, B TOM 4MCNe Ha OCHOBE MexaHu3ma
pecepeHTHOro LeHoobpa3oBaHusl, UIBMEHEHUIN NOpPSAAKa OKa3aHWs MEeOULVUHCKOW MOMOLLM, U UHbIe U3MEHEHUS)
ycTaHaBnuBatoTcs lNpaButensctsoM Poccunckon ®enepaumn.

Cratba 62. locymapcTBeHHbIN peecTp npeAenbHbIX OTMYCKHbIX LEeH npousBoguTenen Ha
neKapCcTBEHHbIe npenapaTtbl, BKMOYEHHble B MNepe4vYeHb XWU3HEHHO HeobXOoAMMBLIX UM BaXXHEWLUX
rieKapcTBEHHbIX NpenapaTtoB

1. 3aperucTpmpoBaHHble UM NepepPErMcTpMpoBaHHble NpeaerbHble OTNYCKHbIE LIEHbI NPOM3BOAUTENEN Ha
rnekapcTBEHHble npenapaThbl, BKIOYEHHbIE B MEPeYeHb XU3HEHHO HEOOXOOUMBIX W BaXXHEWLMX NEKAPCTBEHHBLIX
npenapaToB, NoaiexaT BKIIIOYEHUIO B FOCYAapPCTBEHHbIN peecTp NpeAenbHbIX OTMYCKHbLIX LEH NPOU3BOAMTENEN Ha
nekapcTBEHHble npenapaThbl, BKIOYEHHbIE B NEPEeYEHb KU3HEHHO HEOOXOOMMBIX U BaXKHEMWLLMX JEKaPCTBEHHbLIX
npenapaTos.

(8 pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. FocyaapcTBeHHbI peecTp npedesibHbIX OTMYCKHbIX LieH NpousBoauTeNei Ha NiekapCTBeHHbIe npenaparb,
BKITIOYEHHbIE B MEpPeYeHb XKU3HEHHO HeOBXOoOMMbIX Y BaXKHEWMLLMX NEKapCTBEHHbIX NpenapaToB, coaepXuT B cebe
crieayrowyo MHopMauuio:

1) HavMMeHOBaHWe JepxaTens WnvM Bnagenbla pPerucTpauMoHHOrO YAOCTOBEPEHUs] eKapCTBEHHOMO
npenapaTa, HauMeHOBaHWe MPOU3BOAUTENSI NEeKapCTBEHHOrO Npenaparta, CBEAEHUs O perucTpauuun gepxartens
UnNu Bragenbua PerucTpaunoHHOro YAOCTOBEPEHUS NEKapCTBEHHOro npenapaTta, CBedeHust O perucrpaumm
npousBoauTenst NieKapCcTBEHHOrO npenapara Ans MeauUMHCKOro NPUMEHEHUST B KA4YeCTBE Hanoronnartenblimka B
CTpaHe peructpaummn (ans POCCUACKUX OPUONYECKUX WL - MOEHTUMUKAUMOHHBLIA HOMEpP HanoronnaTenbluka
(MHH), Ans MHOCTPaHHbIX PUAMYECKMX UL, - CTPaHa perncTpauuu, HauMeHoBaHWe PErncTpPUpYHLLEro opraHa,
PETUCTPALMOHHbIA HOMEP, KOA HaroronnartenbliMka B CTpaHe peructpaumu (MHKoprnopauuu) uinv ero aHarnor),
MECTO HaxOXOEeHMsI NMPOU3BOACTBEHHbIX MIIOLLAA0K, YYacTBYIOLINX B NPOLIECCE MPOM3BOACTBA J1I€KAPCTBEHHOMO
npenapaTa, ¢ ykasaHveM cTagum npolecca NpousBocTBa;

(n. 1 B peq. degepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HanmeHoBaHWe NeKapCTBEHHOro npenapara (MexayHapogHoe HenaTeHTOBaHHOE, UMK rpynnupoBOYHOE,
U XMMUYECKOE N TOProBOE HaMMEHOBAHWS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HoOMep PerucTpaLmoHHOro YA0CTOBEPEHUS NIeKapCTBEHHOO Npenapara;

4) nekapctBeHHas ¢opma C ykasaHMeM [O3MPOBKM NEeKapCTBEHHOro npenapaTta U ero Komuyectsa BO
BTOPWYHOM (MOTPebMTENbCKOWN) YNakoBKe, a Takke KOMMMEKTHOCTb;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3apeructpupoBaHHas npegenbHas OTNYCKHasA LieHa Ha fieKapCTBEHHbIV npenapart B pybnsx;
(B peq. PegepanbHOro 3akoHa ot 27.12.2019 N 475-93)

6) Jata u HOMep npukasa YMONIHOMOYEHHOro eaepanbHOro opraHa WCMNOMHUTENbHOW Bnactn o
rocy4apCTBEHHOW peructpaumMm unu nepeperncTpaumn npegenbHon OTMYCKHOM LeHbl Ha JeKapCTBEHHbIN
npenapart, BKITOYEHHbIN B NepeYeHb XXNU3HEHHO HEOOXOAMMBIX 1 BaXKHEWLLMX NEeKapCTBEHHbIX NpenapaTtos;

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

6.1) gaTta BCTynneHusi B CMITy NpuUKasa ynorHOMOYEHHOro doeeparibHOro opraHa UCMoSTHUTENbHOW BNacTu o
rocy4apCTBEHHOW peructpauMmM unu nepepeructpaumm npegenbHOM  OTMYCKHOW LeHbl Mpou3BoauTENs Ha
NeKapCTBEHHbIN npenapar, BKITHOYEHHbIN B NepeyeHb XM3HEHHO HeobXOOAMMBIX U BaXKHEWLUMX feKapCTBEHHbIX
npenapaTos;

(n. 6.1 BBegeH deaepanbHbiM 3akoHOM OT 06.06.2019 N 134-03)

7) LWUTPUXOBOW KO, HAHECEHHbI HA BTOPUYHYIO (MOTPEOUTENBCKYHO) YNaKkoBKY NIEKAPCTBEHHOIO nNpenapara;
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(n. 7 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) Koo nekapcTBEHHOro npenapata MO aHaToOMO-TepaneBTUYECKO-XUMUYECKOW  Knaccudukaumm,
pekoMeHaoBaHHOW BcemumpHon opraHmsaumven 3gpaBooxXpaHeHus.
(n. 8 BBeaeH ®epeparnbHbiM 3akoOHOM OT 22.12.2014 N 429-93)

3. TocygoapcTBeHHas pervctpaunsi Unv nepeperncrpaums npefenibHbIX OTMYCKHbIX LEH Ha feKapCTBEHHbIe
npenapaTbl, BKIIOYEHHbIE B MEpeYeHb XWU3HEHHO HeobXOoAMMbIX W BaXKHEMLIMX JIeKapCTBEHHbIX MNpenapaTos,
Be[eHNe TrocyaapCTBEHHOIO peecTpa npefernbHbiX OTMYCKHbIX LUEH Mpou3BOAUTENEN Ha fNeKapCTBEHHble
npenapaTtbl, BKMIOYEHHbIE B MEpeyvYeHb XU3HEHHO HEOOXOAMMbIX U BaXHEWLUMX FeKapCTBEHHbIX MpenapaTos,
OCYLLLECTBMSAOTCS B Nopsake, yctaHoBneHHoMm [NMpaButenscteom Poccunckon ®enepaumn.

(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratba 63. YcTaHOBNeHMe opraHaMm UCNOJSIHUTENBHOW Bnactu cy6bekTtoB Poccuinckon deagepauun
npeaenbHbIX pPa3MepoB OMNTOBbIX HagbaBOK WM npefenbHbIX pa3MepoB PO3HUYHbLIX HagbaBOK K
(haKTU4ECKMM OTMNYCKHbIM LieHaM, YCTAaHOBNEHHbIM MPOU3BOAUTENSAMU JleKapCTBEHHbIX MpenapaToB, Ha
neKapcTBeHHble npenapaTtbl, BKMOYEeHHble B MNepe4vyeHb XWU3HEHHO HeoOXoAMMbLIX W BaXHEWLWMUX
NeKapCTBEHHbIX NpenapaToB
(B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl ucnonHUTenbHOM BnacTn cybbekToB Poccuiickonn Pepepauumn ycTaHaBnMBalT NpeaernbHble
pas3Mepbl ONTOBbLIX HAAbaBoOK U NpedernbHble pasMepbl PO3HMYHBIX HAAbaBOK K hakTUYEeCKMM OTMYCKHbIM LieHam
(6es yyeta Hamora Ha [JobaBNEeHHYd CTOMMOCTb), YCTAHOBIIEHHbIM MNPOU3BOAUTENAMWU NEKAPCTBEHHbIX
npenapaToB, Ha NnekapcTBEHHbIe npenapaTbl, BKIIOYEHHbIE B MepevYeHb XM3HEHHO HEeOBXOAMMbIX U BaKHEMWLIMX
nekapCTBEHHbIX MpenapaToB, B COOTBETCTBUM C YTBEMKAEHHOW B MNOpsiAke, YCTaHOBMEHHOM [lpaBuTenbCcTBOM
Poccuiickon ®epepaumm, METOOUKON YCTaHOBMEHUS OpraHaMy UCMOMHUTENbHOW BriacTn cybbektoB Poccuickon
dengepaumn npegenbHbIX pa3mMepoB OMNTOBbIX HaAbaBOK M npedenbHbIX pPa3MepoB PO3HWYHbLIX HaAbaBoOK K
daKkTM4eckMM OTMYCKHbIM LeHaM, YCTaHOBMIEHHbIM MPOM3BOAMUTENSMW JfleKapCTBEHHbIX NpenapaToB, Ha
rieKkapCTBeHHble npenapartbl, BKOYEHHblE B MepeyYeHb XU3HEHHO HeOoOXOOMMbIX W BaXKHEMLLMX NeKapCTBEHHbIX
npenapaToB. [1poekTbl pPeELUeHU OpraHOB MWCMONHUTENbHOW Bnactn cybbektoB Poccuiickon depepaumm 00
YCTaHOBMEHNUN W (MM) M3MEHEHMW npefenbHblX PasMepoB OMTOBbIX HagbaBOK W MpefdenbHbIX pa3MepoB
PO3HWYHbIX HaabaBOK K (PakTM4eCKMM OTMYCKHbIM LieHaMm, YCTaHOBMEHHbIM MPOU3BOAUTENAMU feKapCTBEHHbIX
npenapaToB, Ha NeKkapCcTBEHHble MpenapaTtbl, BKIIOYEHHbIE B MepeyeHb XU3HEHHO HEOOXOOUMbBIX U BaXKHEWLNX
nekapCTBEHHbIX MpenapaTtoB, NoAafiexaT COrfacoBaHUO C  YNOMHOMOYEHHbIM — ddedeparnbHbIM — OpraHoMm
NCMNOMHUTENbHOW BNACTW, OCYLLECTBASIOWMM PYHKLUN MO NPUHATUIO HOPMAaTUBHbBIX MPaBOBbIX aKTOB W KOHTPOSIO
3a cobnwogeHnem 3akoHogaTenbCcTBa B cdepe rocygapCTBEHHOro perynupoBaHus ueH (TapudpoB) Ha ToBapbl
(ycnyru), B nopsiake, yctaHoBneHHom [paBuTtensctBom Poccuiickon ®eaepaunn.

(B peq. PegepanbHbix 3akoHoB oT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-93)

2. OpraHusaumyM ONTOBOM TOProBAM  JIEKAPCTBEHHbIMW  CPEeACTBaMKM, anTeyHble  OopraHusauum,
nHAnBMAYyarnbHble NpeanpuHMMaTeny, UMetoLLmMe NUUEH3NI0 Ha hapmaLleBTUYECKYI0 AeATeNbHOCTb, MeAULNHCKME
opraHmsaumuv, umerowmne nUUeH3nio Ha apmaLueBTUYECKYIO AeATENbHOCTb, U UX 060cobneHHble nogpasgeneHns
(ambynatopun, denbawepckue 1 denbalepcko-akyLlepckne NyHKTbl, LeHTpbl (oTaeneHus) obwen BpavebHoum
(cemeriHOWM) NpaKTUKK), PacnosiOXeHHble B CeMbCKUX HaCereHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHm3aumu, OCyLLEeCTBSIT peanusauuio NekapCTBEHHbIX MpenapaToB, BKITHOYEHHbIX B NepeyeHb XXU3HEHHO
HeoBXO0AMMbIX N BaXKHEWLUMX NEeKapCTBEHHbIX NpenapaTtos, NO LeHaM, KOTopble hOPMUPYHOTCA B COOTBETCTBUM C
MOPSIAKOM, yCTaHOBMeHHbIM [MpaButenbcTBoM Poccuiickon Pegepaumm, n ypoBeHb koTopbix (6e3 ydeTa Hanora Ha
[0BaBreHHYI0 CTOMMOCTb) He [OMMKeH MpeBbiwaTb CyMMY akTUYeCKoW OTMYCKHOW LieHbl, YCTaHOBNEHHOM
npounssoauTenem neKkapcTBEHHOro npenapara, He npesblLLlaloLLen 3aperncTpupoBaHHOM unu
nepeperucTpMpoBaHHOW MpeaernibHOM OTMYCKHOW LieHbl MpovM3BOAUTENd (Ha AaTy peanusauuv fekapcTBEHHOro
npenapaTta npou3BoguTenem), U pasmepa ONTOBOW HagbaBkM M (MnM) pasmepa pPO3HMYHOM HaabaBku, He
NpeBbILIAOWMX COOTBETCTBEHHO pasMepa npedenbHON onToBoW HaabaBku u (Mnu) pasmepa npeaeribHow
PO3HUYHOW HanbaBKu, yCTaHOBIMEHHbIX B cyObekTe Poccuiickon degepaunn.

(vacTb 2 B peq. ®egepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl McnonHUTEnNbHOM BriacTu cyobekToB Poccuiickon ®epepaunn pasmelwarot B cetn "UHTepHeT"
WMHGOPMaLMIO O 3aperncTpuMpoBaHHbLIX NpPedernbHbIX OTMYCKHbIX LieHaX MPOM3BOAUTENEN Ha JeKapCTBEHHbIE
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npenapaTbl, BKIHOYEHHbIE B NEpPeYeHb XM3HEHHO HEOBXOAMMBIX U BaKHEWLIMX NeKapCTBEHHbIX MpenapaTos, 06
YyCTaHOBMEHHbIX B CcyobekTte Poccuiickon ®Pepepaumm npefenbHbIX pasMepax OMTOBbIX HagbaBoK M (Mnu)
npegenbHbIX pasMepax PO3HUYHbIX HaAOaBOK K YCTAHOBMEHHbIM MPOM3BOAMTENSMM NEKAPCTBEHHBIX NpenapaTos
aKkTU4eCKUM OTMYCKHbIM LieHaM Ha feKkapCTBEHHble npenapaTbl, BKMIOYEHHblE B MNepeyYeHb XU3HEHHO
HeobXoOUMbIX N BaXKHEWLUNX MEeKapCTBEHHbLIX MpenapaToB, a TakkKe O CyMMe 3aperMcTpupoBaHHbIX NpeneribHbIX
OTNYCKHbIX LEH mnpou3BoaUTENne Ha neKkapCTBEHHble MpenapaTtbl, BKMIOYEHHblIE B MepeyYeHb >KU3HEHHO
HeobXoOUMbIX U BaXXHEMNLUNX NeKapCTBEHHbIX NpenapaTtoB, YCTaHOBMEHHbIX B cybbekte Poccuiickon depepaumm
npeaenbHbIX pasMepoB OMTOBbIX HaA0aBOK W MpedenbHbIX pasMepoB PO3HUYHLIX HaabaBOK M Hanora Ha
nobaBneHHy0 cTtommocTb. MHdopmauus, npeaycMoTpeHHasa HacTosWen 4acTblo, LOMKHA HaxoauTbCA Takke B
anTeyYHbIX OpraHu3auusax B OOCTYMHOW ANS BCEX 3aMHTEepeCcOBaHHbIX Nuy hopMe M OBHOBMATBCA NO Mepe ee
pa3MeLLeHMs opraHaMn UCMNOSHUTENbHOW BracTh cybbekTtoB Poccuiickon ®enepauum B cetn "MIHTepHeT".

(vyacTtb 3 B peq. PeagepanbHoro 3akoHa ot 27.12.2019 N 475-03)

4. YTtpatnn cuny ¢ 1 mapta 2020 roga. - PegepanbHbiin 3akoH oT 27.12.2019 N 475-03.

Maea 13. MOHUTOPUHI QOPEKTUBHOCTU U BESOMNACHOCTHU
NEKAPCTBEHHbIX MPEMNAPATOB, HAXOOALWMXCA B OBPALLEHUA
B POCCUNCKOW ®EOEPALIUN
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 64. PapmakoHagsop
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble npenapaTbl, Haxogdwmecda B ob6paweHun B Poccuickon ®epepauun, noanexat
MOHUTOPUHIY 3(PHEKTUBHOCTU N 6E30NacCHOCTM B LENSX BbISIBNEHWUS BO3MOXHbIX HEraTMBHbIX NMOCNeacTBUMN MX
NPUMEHEHWs, UHONBUAYANbHON HEMNEPEHOCUMOCTK, NPeAyNpeXaeHUs MeaMLMHCKMX paboTHUKOB, CneLmManucToB B
obrnactm BeTepuHapuu, MNaUMEeHTOB WNN BNAAEnbLEB XMBOTHbIX W WX 3alWUTbl OT MPUMEHEHUS Takux
nekapCTBEHHbIX NpenapaTos.

(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. ®dapmakoHaJ30p OCYLLECTBMAETCS COOTBETCTBYIOLMM YMNONHOMOYEHHbIM hedeparnbHbiM  OpraHoM
WCNOMHWUTENbHOW BMAcTU B YCTAHOBIIEHHOM WM ropsigke MyTeM aHanv3a npefocTaBnsieMoi cybbekTtamu
obpallleHnss nekapCTBEHHbIX CPeACTB MHGOpMauuu O MoBOYHbIX [OEWCTBUSIX, HEXenaTenbHbIX peakumsx,
CepbesHblX HexXenaTesnbHbIX peakuusix, HenpeaBUOEHHbIX HeXenaTernbHbIX peakuusix npu  NpUMeHeHUU
neKkapcTBeHHbIX npenapatoB, 00 MHAMBMAYanbHOW  HENEpPeHOCUMOCTM,  OTCYTCTBUM  3(EKTUBHOCTU
neKapCcTBEHHbIX NpenapaToB, a Takke 06 MHbIX dhakTax u 06CcToATeNnbCTBaX, NPEACTABMSAOLWNX YTPO3Y XU3HU UK
300pOBbI0 YernoBeka NMOO XXMBOTHOTO MpU MPUMEHEHWM NEKapCTBEHHbIX MPEenapaToB W BbISIBMEHHbIX Ha BCEX
aTanax obpalleHus nekapcTBeHHbIX NpenapatoB B Poccuiickon ®epgepauunn n apyrux rocyaapcraax.

3. CybObekTbl 0OpalleHus JeKapCTBEHHbIX CPeACTB B MOpsSAKE, YCTaHOBMEHHOM  YMOHOMOYEHHbBIM
deaepanbHbIM OpraHoOM UCMOMHMTENBHOW BNacTy, 0683aHbl coobLaTe B YNOIHOMOYEHHbIV dhedepanbHbIi OpraH
WCNONMHUTENBHON BMRacTM O MNOBOYHBIX AEWCTBUSAX, HEeXenaTemnbHbIX peakuusX, CEepbe3HbIX HeXernaTerbHbIX
peakuusax, HenpeaBUAEHHbIX HeXenaTenbHbIX peakuusax Mpu MPUMEHEHUM JNEeKapCTBEHHbIX npenapaTtoB, 00
WHOUBMAYANbHOW HEMEPEHOCMMOCTU, OTCYTCTBUN 3(PEKTUBHOCTU NIEKAPCTBEHHBIX NPENapaToB, a Takke 00 NHbIX
dakTax n obCToATENbLCTBAX, MPEACTaBMSIOWMNX YrPo3y XU3HU UMM 300POBbIK YerioBeka nnbo XXMBOTHOMO npwu
NPUMEHEHUMN TEKAPCTBEHHbIX MNPENapaToB W BbISBMEHHbIX Ha BCeX 3JTanax obpalleHusi neKkapCTBEHHbIX
npenapaTtoB B Poccuiickon deagepaumm n gpyrux rocygapcraax.

4. [epxatenun wunu Bnagenblbl PErucTpauMoHHbIX YAOCTOBEPEHUN FEKApPCTBEHHbLIX MpenapaTos,
opuandeckme nuua, Ha MMSA KOTOPbIX Bbl4aHbl pa3pelleHnsl Ha MNpoBeAeHUe KITMHUYECKMX UccnefoBaHui B
Poccuiickon ®epepauumm, nubo yNOMHOMOYEHHbIE VMW Opyrue lopugudeckse nviua B pamMkax obecneveHus
0©€e30MacHOCTU NEKAPCTBEHHbIX MpenapaToB B MOpsiAKe, YCTAHOBIEHHOM COOTBETCTBYIOLLUMM YMNOSTHOMOYEHHbIM
denepanbHbiM OpraHoOM WCMONHUTENBHOM BnacTu, 065a3aHbl OCYLEeCTBNATL NpueM, y4yeT, obpaboTky, aHanu3 u
XpaHeHne MnocCTynawwmx B WX agpec OT CcyObekToB obpalleHus nekapCTBEHHbIX CPeacTB M OpraHoB
rocy4apCTBEHHOW BNacTu COOOWEHNA O MNODBOYHBIX [OENCTBUSIX, HEeXenaTernbHbIX peakuusax, CepbesHbIX
HexxenaTtenbHbIX U HenpeaBWAEHHbIX HeXenaTenbHbIX peakumsx npu NPUMeHeHUN NekapcTBEHHbIX MpenapaTos,
06 O0COBEHHOCTAX WUX B3aMMOZEWCTBMS C OPYTUMWU  JIEKapCTBEHHbIMW MpenapaTtaMu, WHOUBMAYarbHON
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HenepeHoCnmMocCTHn, a Takxke 00 WHbIX (baKTaX n obcTosTENbLCTBAX, npeanctaBnALLWNX Yyrpody XnU3Hm uinn 3gopoBbio
YyenoBeka SiMbO XMBOTHOIMO UMM BIUSAKOWMX HA U3MEHEHNE OTHOLLUEHUSI OXUOAAEMOW MOSMb3bl K BO3MOXHOMY PUCKY
NPpUMEHEeHUA NNEKapCTBEHHbIX NpenapaTos.

5. MNpu BbigBNEHMM WHGMOPMALMM O CEPbE3HbIX HEeXenaTernbHbIX peakumsx W  HenpeaBuOeHHbIX
HexxenaTenbHbIX peakumsax npy NpUMeHeHN nekapCcTBEHHbIX npenapaTtoB, 06 0COB6EHHOCTAX UX B3aMMOAENCTBUSA
C OpYrMMMX NeKapCTBEHHbIMU Mpenapatamu, MHAUBMAYaNbHOW HENEepeHOCUMOCTH, a Takke 00 MHbIX dakTax u
06CcToATENBCTBAX, BAMSIOWMX HA U3BMEHEHMNE OTHOLLEHUS OXUOaeMoln Nofb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCTBEHHbIX NpenapaTtoB, AepXaTenu Wnu Bnagenblbl PEermcTpauuoHHbIX YOOCTOBEPEHUI JIEKapCTBEHHbIX
npenapaToB, lOpuauveckne nuua, Ha MMS KOTOPbIX BbldaHbl paspelieHnss Ha MpOBEeAEeHUEe KITMHUYECKUX
nccrnegosaHun B Poccuiickon ®enepauun, nmbo ynomHOMOYEHHbIE VMW OpYyrue topuandeckme nvua obsizaHbl
MPUHATb MEpbl, HanpaBfieHHblE HA YCTPaHEHMEe HeraTMBHbIX MOCHeACTBUMA MPUMEHEHUSA TakMX NEeKapCTBEHHbIX
npenapaToB, NpeaynpexaeHue NpuYMHeHNs Bpeaa >XM3HW UNn 300pOBbI0 YernoBeka nNnbo XMBOTHOTO, 3aLLUTy KX
OT NPUMEHEHUS TakKuUX NEeKapCTBEHHbIX NPenapaToB, Ha OOMOMHUTENbHLIN COOP AaHHbIX 00 3PPEKTUBHOCTU U
6e30MacHOCTU TakMX NeKkapcTBEHHbIX NpenapaTos.

6. 3a HecoobleHne wunu CoKpblITMe WHMOPMauuW, NPefyCMOTPEHHOW 4YacTblo 3 HacToswen cTaTby,
aepxartenu unu Brnagenblbl PerMcTpaunoHHbIX YAOCTOBEPEHWI NEKApCTBEHHBLIX NpenapaTtoBs, puandecke nuua,
Ha MMS KOTOPbIX BblAaHbl paspeLleHnss Ha NpoBedeHne KIMHUYeCKUX uccnegosaHun B Poccunckon depepauuu,
nmMBo yNonNHOMOYEHHbIE UMK Apyrue lopuanyeckne nuua, a Takke JOIPKHOCTHbIE Nnua, KOTOpbIM 3Ta UHdopMauums
CTana u3BecTHa Mo poay WX NpodeCcCMOHarnbHOW AeATEeNbHOCTM, HEeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenbcTBoM Poccunckon ®egepauun.

7. Mpu nonyyeHUM yMNoriHOMOYEHHbIM dedepanbHbiM OpraHoM WCMOSHUTENbHOW BNactTu B pamMkax
OCYLLECTBNEeHMss MM cpapMakoHad3opa [oKasaTenbCTB O HEeCOOTBETCTBMW JleKapCTBEHHOro npenapata
YCTaHOBMEHHbIM TpeBGoBaHMSAM UMK NPU NONyYeHUN UHOPMaLMN O HECOOTBETCTBMWN AaHHbIX 06 3¢hdeKTUBHOCTH
M o 6Ge3onacHOCTVM JeKapCTBEHHOro npenapata AaHHbIM O JleKapCTBEHHOM Mpenaparte, CcoaepXalluMMmcsl B
WHCTPYKUMM MO €ero MpMMEeHeHuo (B TOM u4uUCre BbIsIBMIEHHbIX B XOA4e OCYyLecTBreHus dapmakoHaasopa
KOHTPONbHO-HAA30PHbIMW ~ OpraHamMy  MHOCTPaHHbIX TOCYAAPCTB), YMNOMHOMOYEHHbI dheaepanbHblii  opraH
UCNOMHUTENBHOW BMACTW B YCTAHOBMEHHOM UM MOPSAKE paccMaTpuBaeT BOMPOC O NPUOCTaHOBMNEHUN NPUMEHEHUS
TaKoro fekapcTBeHHOro npenapara.

Cratbsa 65. lpuocTaHOBNEeHMe NPUMEHEeHUs NeKapCTBEHHOro npenapara
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. Tlpu nonyyeHuUn wuHdOPMAUUN O HexXenaTernbHbIX peakunsx npu MNpUMEHEHUU NeKapCTBEHHOro
npenapaTta, He VyKasaHHbIX B WHCTPYKUMW NO MPUMEHEHUI0 fEeKapCTBEHHOro nmnpenapaTa, CepbesHblX
HexenaTenbHbIX peakuusix, 06 0COGEHHOCTAX ero B3aMMOAEWCTBUA C APYTMMU NEeKapCTBEHHbIMU Npenapatamu,
KOTOpble MOryT MNPEeACTaBnsATb Yrpo3dy >KWU3HW WNW 300POBbH  4YerioBeka MO0 XMBOTHOTO, a Takke O
HEeCOOTBETCTBMM AaHHbIX 00 3ddeKkTMBHOCTM U O 6Ge3onacHOCTW FEeKapCTBEHHOro npenapata OaHHbIM O
nekapcTBEHHOM nMpenapaTe, codepXalMmMcs B MWHCTPYKUUMM MO €ro npuMEHeHuUo, B TOM 4ucrne oOT
YMOMHOMOYEHHbBIX OPraHOB WHOCTPAaHHbLIX rOCyAapcTB, OOMEH KOTOPOW OCYLLECTBNAETCA B COOTBETCTBUU C
cornalleHnamMmn mexay ynosIHoMoYeHHbIM doefeparnbHbiM OpraHoM UCMONHUTENbHOW BAACcTU U YNONHOMOYEHHbIMMN
opraHamu MHOCTPaHHbIX rOCydapCTB, YMOMHOMOYEHHbIN dedepanbHbli  OpraH  UCMNOSIHUTENbHOW  BRacTu
paccmaTtpvBaeT BOMPOC O BO3MOXHOCTU MPUOCTAHOBMEHUS OOpalleHnsi Takoro nekapCTBEHHOro npenapaTta B
nopsake, yCTaHOBNEHHOM YNOSTHOMOYEHHbIM heaepanbHbiM OpraHOM UCMOMHUTENbHOW BNacTu.

2. TlpM HEuCnoNHEeHUM UM HeHagnexaiwlem UWCMOMHEeHUW AepXxaTensMu unuv  BhRagenbuammn
perncTpaumoHHbIX YOOCTOBEPEHUA NeKapCTBEHHbLIX NpenapaToB, HPUAMYECKMMU NULAMU, Ha UMS KOTOPbIX
BbldaHbl paspelleHns Ha NpoBedeHue KIMHUYeCKux uccriegoBaHui B Poccunckon ®epepauuun, unm
YMOMHOMOYEHHBIMU UMW OPYTUMUM FOPUONYECKUMN NLaMn 0653aHHOCTEN, YCTAHOBIIEHHbBIX YacTsMu 3 1 4 cTaTbu
64 HacToswero depepanbHOro 3akoHa, NGO B crnyvasix MpefcTaBfieHUs COOTBETCTBYHOLUM YMOMHOMOYEHHbBIM
begepasrnbHbIM OpPraHoOM WUCMOSHUTENbHOW BMACTU 3aKIOYEeHUS O HeJOCTOBEPHOCTU Pe3ynbTaToB KIMHUYECKOro
nuccrnenoBaHus fekapCTBEHHOro npenaparta Ans MeguLmMHCKOro NpUMeHeHus, KoTopoe OCHOBAaHO Ha pesynbTatax
NPOBEPKN MEAMLUHCKOW OpraHusauuu, npoBOAMBLUEN YKa3aHHOE KIMHUYEeCKOe WccnefoBaHuMe C HapylleHuem
npaBun Hagnexawlen KIMHUYECKON MPaKTUKW, U MPUBENO K MOJTYYEHUID HEOOCTOBEPHbIX pe3ynbTaToB, NMbo B
Ccny4ae HeBbIMOMHEeHUs npeanucaHnsi, BbIAAHHOrO YNOMHOMOYEHHbIM defepanbHbiM OpraHoM WCMOMHUTENbHOW
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Bfactm no wutoram OCYyLleCTBIIEHNA Bbl60p0‘-IHOI'O KOHTPONIA KayecCcTBa JIeKapCTBEHHOro npenapara,
yﬂOJ'IHOMO‘-IGHHbIVI cbep,epaanblﬁ opraH NCMNOMHNTENBHON BNactTu B YCTaHOBJIEHHOM MM NOpAAKE paccMaTpuBaeT
BOMPOC O NPUOCTaHOBJIEHNN NMPUMEHEHNA TAKOro J1ieKapCTBEHHOIO npenaparta.

3. YNonHOMOYeHHbIN dheaepanbHbii opraH UCNONHUTENBHON BNacTu Npu nNpeacTaBneHnn emy CBeAeHUn O
HECOOTBETCTBUM  MPOU3BOAUTENS  NEKapCTBEHHbIX  cpeactB  TpeboBaHuaM npaeBun  Hagnexailewn
NPOU3BOACTBEHHOW NPAKTUKM U (MIN) O HAPYLLUEHUW NULEH3MOHHBIX TpeboBaHWI, KOTopble Obiny BbiSIBNEHbI B X04€
NPOBEAEHUS WHCMEKTMPOBAHUSA MPOV3BOAMTENS JIEKAPCTBEHHbIX CPEACTB MIM OCYLLECTBIEHUSA NMUEH3MOHHOIO
KOHTponsa B cchepe Npov3BOACTBa NEKAPCTBEHHbIX CPEACTB M MPMBENW WM MOMYT NPUBECTU K NPOM3BOACTBY
NneKapCTBEHHbIX NpenapaTtoB AN MeOWLMHCKOrO NMPUMEHEHWS, NMPUYMHMBLUUX MIM CMOCOBOHBLIX NMPUYUHWTBL Bpes
XW3HU UNWU 340POBbI0 TPaXOaH, paccMaTpyMBaeT BOMPOC O MPUOCTAHOBIIEHWM MNPUMEHEHUS] NEKapCTBEHHbIX
npenapaToB A1 MEANLMHCKOrO NPYMEHEHWS B YCTAHOBNEHHOM MM MOPSAKE B CAEAYIOWNX Crydasx:

1) coctaB u (Mnn) TEXHONOMMS NPOU3BOACTBA NEKAPCTBEHHOrO nNpenapaTa Ans MeAULMHCKOro npuMeHeHus
(c onncaHnem cTtagun NpovM3BoACTBA) OTNIMYAKOTCA OT 3asBMNEHHbIX B PEMMCTPALNOHHOM AOChHE;

2) ﬂeKapCTBeHHbIIZ npenapatr ana MeaguuuHCKOro rnpumMmeHeHuna npoun3sBeneH Ha I'IpOVI3B0D,CTBeHHOl7I
nnowajgke, He yKa3aHHOl7I B pernctpaumMoHHOM O0CbeE;

3) y npousBoaMTEns NeKapCTBEHHbIX CPEACTB OTCYTCTBYHOT JOKYMEHTbI, NOATBEPXAAoLME COOTBETCTBUE
KayecTBa NEKapCTBEHHOro npenapaTta Afs MeaWUUHCKOTO MPUMEHEHUsi, BBOAMMOIO B IpaXXaaHCKuii oGoporT,
TpeboBaHWAM, YCTaHOBIIEHHbIM MpY €ro rocyAapCTBEHHOWM pernctTpauuu;

4) npousBoguTENEM feKapCTBEHHbIX CPEACTB B COMMacOBaHHbLI C COOTBETCTBYIOLUMM YNOMHOMOYEHHbIM
degepanbHblM - OpraHOM  WUCMONMHUTENbBHONW BRAAcTM CPOK He YCTPaHeHbl HapyleHus TpeboBaHui npasun
Hagnexaluen NPoM3BOACTBEHHON NPaKTUKN N (MNN) NIMLEH3NOHHBLIX TpeboBaHMN, KOTopble Bblnn BbiSBMAEHbI B X04€
NPOBEAEHUS WHCMEKTUPOBAHUSA MNPOW3BOAMTENS JEKapCTBEHHbIX CPeACTB MU OCYLLECTBMEHUS NMUEH3MOHHOrOo
KOHTpons B cdpepe nNpom3BoACTBa MEKapCTBEHHbIX CPEACTB M MpMBENUM WM MOryT NPUBECTU K NPOM3BOACTBY
nekapCTBEHHbIX NpenapatoB AN MeAWLMHCKOrO NMPUMEHEHWS, NMPUYUHMBLUUX MM CMOCOBHBLIX NPUYUHWUTL Bpes
XKM3HW 1Ny 300POBbI0 rpaXaaH.

(vyacTb 3 BBegeHa PegepanbHbiv 3akoHoM OT 04.06.2018 N 140-93)

4. YnonHoMoYeHHbIN defepanbHbIn opraH WCMOMHUTENbHOW BNacTu MNpW HanuyumM y Hero cBefdeHun o
HeCOOTBETCTBMM  NPOU3BOAUTENSA  NEKApPCTBEHHbIX  CpeacTB  TpeboBaHusAM npasun  Hagnexawlemn
NPOU3BOACTBEHHOW NPAKTUKM 1 (MMK) O HApYLLUEHUW NULEH3NOHHbIX TpeboBaHuMI, KOTopble Bbiny BbISBIEHbI B X04e
NnpoBefeHNs MHCMEKTUPOBAHUSA MPOU3BOAUTENS JEKAapCTBEHHbIX CPeACTB WKW OCYLLECTBNEHUS JMLEH3NOHHOro
KOHTpOns B cdyepe Npou3BOACTBA JEKAPCTBEHHbIX CPeACTB WU NPUBENU UMM MOryT MPUBECTU K MPOW3BOACTBY
nekapCTBEHHbIX MpenapaToB AN BEeTEPUHaAPHOro MPUMEHEHUs!, MPUYUHMBLLMX UNN CMOCOBHbBIX NMPUYUHUTL Bpen
XMU3HN UMK 300POBbLI0 XMBOTHLIX, paccMaTpuBaeT BOMPOC O MNPUOCTAHOBMEHUW peanusauun U NpUMEHEHUs
nekapcTBEHHbIX MNpenapaToB Afs BETEPUHaAPHOro MPUMEHEHUS B YCTAHOBIIEHHOM WM NOPsSiAKE B CrieAyloLmx
crnyvasx:

1) coctaB u (MnNn) TeXHONOrMsa NPOM3BOACTBA NEKapCTBEHHOrO npenapaTa Ans BeTEPUHapHOro npuMeHeHus
(c onucaHvem ctagun NponssBoAcTBa) OTNIMYHAKOTCH OT 3asBNEHHbIX B PErMCTPaLMOHHOM A0ChE;

2) nekapcCTBEHHbI MpenapaT AOns BeTepuHApHOro MNPUMEHEHUs Npou3BedeH Ha NPOU3BOACTBEHHOWA
nrowazake, He ykasaHHON B perncTpaurvoHHOM [OCbE;

3) y npousBoaUTENs NEKAPCTBEHHBLIX CPEACTB OTCYTCTBYHOT [OKYMEHTbI, MOATBEPXAatoLMe COOTBETCTBUE
KayecTBa JIeKapCTBEHHOro npenaparta Ansl BETEPUHAPHOrO MPUMEHEHWUs, BBOOAMMOINO B rpakgaHCKMA 0GopoT,
TpeboBaHWsAM, YCTaHOBMEHHbIM MpY €ro rocyAapCTBEHHON perncTpauuu;

4) npou3BoauTENEM NEKapCTBEHHbLIX CPEACTB B COMMaCcOBaHHbIA C COOTBETCTBYIOLUMM YNOMHOMOYEHHbLIM
chenepanbHbiM  OPraHOM UCMOMHUTENBHOW BRacTW CPOK He YCTpaHeHbl HapylleHust TpeboBaHui npasBumn
Haanexallen NPon3BOACTBEHHON NPaKTUKU U (MNK) NULEH3NOHHBLIX TpeGoBaHWIA, KOTOPbIE GbINK BbISIBNEHbI B XO4€
NpoBeAEeHUs] MHCNEKTUPOBAHMUS MPOU3BOAMTENS NEKapCTBEHHbIX CPEACTB UMM OCYLLECTBIEHUS NULIEH3VOHHOMO
KOHTpOmns B cdepe NpOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB WM NPWBENM UMW MOTYT MPUBECTM K MPOM3BOACTBY
nekapCTBEHHbIX MpenapaToB AN BETEPUHAPHOIO MPUMEHEHMWS, NMPUYMHMBLUMX MIIN CMOCOBHBIX MPUYUHUTL Bpen,
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XKMU3HW UMK 300POBbH XUBOTHBIX.
(vacTtb 4 BBegeHa ®enepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

MpumeyaHue.
C 01.01.2023 cT. 65 gononHsietcs 4. 5, 6 (P3 o1 27.12.2019 N 475-D3).

Cratbsa 66. UHhopmauma o pesynbTaTax ¢papmakoHagsopa
(B peqn. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

YNONHOMOYEHHbIN hepeparbHblii opraH UCMOMHUTENBHOW BRAcTW, OCYLLEeCTBAAWNA dapMakoHaasop, no
ero pesynbTaTam pasmellaeT Ha cBoeM oduumansHOM carte B ceTu "VIHTepHeT" nHpopmaumio o:

1) BbISIBIEHMN HOBbIX MOATBEPXKAEHHLIX AAHHBLIX O MOOOYHbLIX OEUCTBUSIX, HexenaTenbHbIX peakuusix,
CEpPbE3HbLIX HeXemnaTemnbHbIX peakuusix, HenpeaBuAeHHbIX HeXenaTenbHbIX peakuusx Mpu nNpUMeHeHun
NeKapcTBEHHOro npenapara, B TOM YUCNe BUSIOLWMX Ha OTHOLUEHME OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NpMMEeHeHWs1 aHHOTO NeKapCTBEHHOMo Npenapara;

2) NPUHATBIX PELUEHUSIX O BHECEHWWM W3MEHEHWMA B WHCTPYKLUUIO MO NPUMEHEHWMIO eKapCTBEHHOrO
npenapaTta, O MPUOCTAHOBMEHNM MPUMEHEHNS FeKapCTBEHHOro npenaparta, 006 wu3bsTMM u3 obpalleHus
nekapcTBEHHOro npenapara unm o BO30OHOBMEHMW MPUMEHEHUS NTEKAapPCTBEHHOIO NpenaparTa.

Maea 14. U(HOOPMALUUA O NEKAPCTBEHHbIX MPEMNAPATAX. CUCTEMA
MOHUTOPUHIA OABUXEHUA NEKAPCTBEHHbIX MPEMAPATOB
ana MEAUUUHCKOIO NPUMEHEHUA
(B pen. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

Crtatba 67. WHcdopmaums o nekapcTBeHHbIX npenapatax. CucTtema MOHMTOPUHra A[BUXEHUS
nekapcTBeHHbIX NpenapaToB ANSA MeAULMHCKOro NpMMeHeHuUs
(B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. MHdopmMaumsa o nekapCTBeHHbIX npenapaTax, OTnyCKaemblX MO peuenTy Ha fekapCTBEeHHbIV npenapar,
OOMKHa coAepxXaTbCA TOMbKO B CrNeuManus3vpoBaHHbIX W3OaHWAX, NpPeAHasHayYeHHbIX ANd  MeaMUMHCKUX,
apmaueBTUYeckMx paboTHMKOB, crneunanucToB B obnactn BeTepuHapun. WHdopmauus o nekapCTBEHHbIX
npenapaTax Ang cneumanuctoB B obnactM obpalleHus neKapCTBEHHbIX CPeACTB MOXET coaepkaTtbCs B
MOHOrpadusx, CnpaBOYHMKAX, Hay4HbIX CTaTbsX, B AOKMNadax Ha KOHrpeccax, KoHdepeHumsx, cCMMno3nymax,
Hay4HbIX COBETaXx, a TaKkke B MHCTPYKUMSAX MO MPUMEHEHUIO fTeKapCTBEHHbIX NpenapaTos.

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. NHdopmauus o nekapCTBeHHbIX NpenapaTax, oTnyckaemblx 6e3 peLenTa Ha nekapcTBEHHbIV npenapar,
MOXET cofepxaTbCsi B MyOnukaumax n obbsaBNEHUsIX cpeacTB MaccoBOW MHGOpMaLMK, Cneunanu3vpoBaHHbIX U
0o6LWMX nevaTHbIX W3OAHUSAX, WHCTPYKUMSX MO MPUMEHEHMWIO FEKapCTBEHHbIX NpenapaTtoB, MWHbIX W34aHUsSX
cyObekToB o0OpalleHus NeKkapCTBEHHbIX cpeacTB. PeknamHble MaTepuanbl O rekapCcTBEHHOM npenapare,
oTnyckaeMoM 6e3 peLienTa Ha nekapCTBEHHbIV NpenapaT, A0MKHbI COOTBETCTBOBATbL MHCTPYKLUM NO NPUMEHEHUIO
nekapcTBEHHOro npenaparTa.

3. donyckaeTcst ucnosb3oBaHue niobbix MaTepuanbHbIX HOCUTENEW, NMO3BOMSIOWNX XPaHUTb, NepeaaBaTtb U
ncrnonb3oBaTh MHOPMALMIO O NIeKapCTBEHHbIX NpenapaTtax 6e3 ee NckaxxeHus.

MpumeyvaHue.

O BO3MOXHOCTM BBOAA B rpaxdaHCkuin 06OopoT 6e3 HaHeceHus cpencTB WOeHTMdUKauMm npenapaTos,
npousseneHHbix B nepuof ¢ 01.07.2020 go 01.10.2020, cm. MNoctaHoBneHve MNpasutensctea PP ot 30.06.2020
N 955.

4. [Insa uenen I/Iﬂ,eHTM(bI/IKaLI,VIVI YNakoOBOK J1€KapCTBEHHbIX npenapatoB And MeOUUUHCKOro npmumMmeHeHud
npon3sognTenn nekapCTtBeHHbIX CpeacTB B nopsaake, yCtaHOBIEHHOM npaBMTeJ’IbCTBOM Poccunckon d>e,u,epau,wv|,
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HaHOCAT Ha NEepPBUYHYIO YNAKOBKY (B OTHOLUEHMW fleKapCTBEHHbIX MpenapaTtoB AN MeOULUHCKOrO NMPUMEHEHWS,
ONs KOTOpbIX He MpegycMoTpeHa BTOpMYHAs yMNakoBka) WM BTOPUYHYHO  (MOTPEOMTENbCKY0) yMakoBKY
NeKapCTBEHHbIX NpenapaTtoB A9 MeOULMHCKOTO MPUMEHEHMsT cpeacTBa MAeHTUUKaLMKW, 3a WUCKMAYEHMEM
neKkapCcTBEHHbIX NpenapaTtoB ANns MEAMUMHCKOrO MPUMEHEHUS, NMPOU3BOAMMbIX ANS MPOBEAEHUs] KIMHUYECKUX
nccnegoBaHWiA, 9KCMOPTa, NeKapCTBEHHbIX NpenapaToB AN MEAULMHCKOrO NPYMEHEHMUS, YKa3aHHbIX B YacTsaX 5 u
8 ctatbmn 13 HacTosiwero defepanbHOro 3akoHa, pagnodapmaueBTUHECKMX NeKapCTBEHHbIX NpenapaToB, NMUABOK
MEANLMHCKUX U ra30B MEOULIMHCKUX.

(vacTb 4 BBegeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapakTepucTuku cpenctea uaeHTUdmkauumn, nopsigok ero HaHeceHust n TpeboBaHUS K CTPYKType U
dopmaTy uMHGOPMaLMK, KOTOPYH COAEPXKUT CPEeACTBO WAeHTMdUKauum, onpegensitotcs [1paBUTENbLCTBOM
Poccuinckon degepaumu.

(vyacTtb 5 BBegeHa ®enepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

6. MNopsagok cosgaHws, pasBuTWA, BBOAA B 3KCMnyaTauumioo, 3KCMfyaTauuMum v BbiBOAA M3 3KchmyaTauuu
CMCTEMbl MOHWUTOPWHIa [OBWKEHWSA §eKapCTBEHHbIX MpenapatoB ANA MeAUUMHCKOrO NPUMEHEHWUsi, MNopsiaok
npegocTaBneHns MHopMauum, cogepXxallencs B CUCTEME MOHUTOPUHIa ABWXEHWS nekapCTBEHHbIX NpenapaTos
ANs MeOWLMHCKOrO NMPUMEHEHWs, 1 NopsaaoK B3aMMOAENCTBNA YKa3aHHOW CUCTEMbl C UHbIMW roCyAapCTBEHHbIMU
NHAOPMALIMOHHBIMKU  CUCTEMaMW U MH(POPMALMOHHBIMU CUCTEMaMM  IOPUANYECKUX MWL U UHAMBMAYANbHbIX
npeanpuHumarenen, ykasaHHblx B 4actax 7 v 10 HacToswew cTtaTbW, ycTaHaBnuearoTcs [1IpaBUTenbCTBOM
Poccuinckon ®epepaummn. Onepatopamy CUCTEMbI MOHUTOPWMHIa OBWXKEHUSA NEKapCTBEHHbIX NpenapaTtoB Ans
MEeOMUMHCKOrO MPUMEHEHUs SaBnsATca dedepanbHbliil opraH WCNOMHUTENBHOW BNactu v (Mnu) opraHu3aumns,
yrnonHoMoueHHble NpaBuTtensctBom Poccuiickon degepaumm.

(vacTb 6 BBegeHa PegepanbHbiv 3akoHOM OT 28.12.2017 N 425-93)

7. lOpugnueckme nvua W uWHAMBMAYaNbHble MPeAnpUHUMATENny, OCYLLEeCTBsLWMe MNPOU3BOACTBO,
XpaHeHve, BB0o3 B Poccuickylo degepaumio, OTMyCK, peanusauuio, nepepadvy, NpUMEHEHUe W YHUYTOXeHue
rnieKkapCTBEHHbIX MpenapaToB AN MeAMLMHCKOro npumeHeHus, obecneynsaroT B nopsigke U B cocTaBe, KOTopble
ycTaHoBneHbl lNpaButensctBom Poccuickon Pegepaumm ¢ y4eTom BuAa OCYLLECTBISAEMON UMW OeATEeNbHOCTH,
BHECEHVe UHpOopMaUMM O neKkapCTBEHHbIX npenapaTtax Ansg MeAMUUHCKOro NPUMEHEHUS B CUCTEMY MOHUTOPUHIa
OBWKEHWS NeKkapCTBEHHbIX NpenapaToB Ans MeAULIMHCKOTO NPUMEHEHNS.

(vacTb 7 BBegeHa PegepanbHbiv 3akoHOM OT 28.12.2017 N 425-93)

MpumeyaHue.
Y. 7.1 c1. 67 (B pea. ®3 ot 13.07.2020 N 206-®3) pacnpocTpaHAeTCs Ha MPaBOOTHOLUEHWS, BO3HUKLLUME C
01.07.2020.

7.1. JlekapcTBeHHblE npenapatbl Ans MeAWMLMHCKOro NpUMEHEHUs, NMpefHasHavyeHHble Ans obecneyeHus
nuu, 6onbHbIX remodunuen, MykoBUCLMAO30M, rMnodumsapHbiM HaHU3MoM, 6onesHbto olwe, 3rokayecTBEHHLIMU
HOBOOOpPa30BaHUSAMM NUMAOMAHOW, KPOBETBOPHOW U POACTBEHHBLIX MM TKaHEW, pacCesHHbIM CKIepo3oM, nuL
nocrne TpaHCNnaHTauuu OpraHoB U (unu) TkaHewn, npousBedeHHble A0 31 aekabps 2019 roga, a Takke UHble
nekapcTBeHHble npenapaTtbl AN MEeOULMHCKOrO NpUMeHeHus, npounssedeHHble Ao 1 wonsa 2020 roga, noanexart
XpaHEeHUI0, NepeBo3ke, OTMYCKy, peanusaunm, nepegade, NpMMeHeHMI0 Be3 HaHeceHUsa cpencTs uaeHTudrkaummn
00 ncTedeHusa cpoka ux rogHoctu. lpasutensctBo Poccuiickon degepauun Bnpase YCTaHOBUTb OCOOEHHOCTMU
BBOLA B rpaxgaHckuii ob6opoT neKkapCTBEHHbIX MpenapaTtoB AN MeOULMWHCKOrO NMPUMEHEHUS, MPOM3BEAEHHBIX B
nepuoa ¢ 1 uonsa 2020 roga no 1 oktabps 2020 roga. B uensx BeBoga B rpaxaaHCkuiA 0O60pOT neKkapCcTBEHHble
npenapaTtbl AN MeOULUMHCKOro NPUMEHEHUs, 3a UCKIIOYEeHUEM NeKapCTBEHHbLIX npenapaToB, npeaHasHayYeHHbIX
anst obecneyeHns nuu, 60NbHBLIX reMoUNMeENn, MyKOBUCLMOO30M, rMnocm3apHbIM HaHU3MoM, GonesHbio [oLwe,
310Ka4eCTBEHHLIMU HOBOOOpPAa30BaHNAMM NTIMMAOUAHON, KPOBETBOPHOW M POACTBEHHBLIX UM TKaHEWN, pacCesiHHbIM
CKIepo3oM, Nuu, nocrie TpaHcnfaHTauMM opraHoB U (Mnu) TKaHeWn, Npou3BedeHHble 3a npefenamv Tepputopun
Poccuiickon ®epepaumm oo 1 oktabpsa 2020 roga, moryT 6biTh BBE3€EHbI B Poccuiickyto Pegepaumnio oo 1 aHeaps
2021 ropa B nopsake, ycrtaHoBneHHoM [paButenbctBom Poccuiickon ®epepauun, 6e3 HaHeceHus CpeacTs
naeHTudmrKaummn.

(B peq. PegepanbHbix 3aKOHOB OT 27.12.2019 N 462-®3, ot 13.07.2020 N 206-$3)

8. OpFaHI/I3aLI,l/I$| VIH(bOpMaLI,MOHHOI'O B3aUMOOENCTBUS CUCTEMbI MOHUTOPUHIa AOBWXEHNA J1NeKapCTBEHHbIX
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npenapaTtoB AN MeOULMHCKOTO MPUMEHEHMSI C WMHbIMWM TOCYAAaPCTBEHHLIMU MHGOPMALNOHHBIMU CUCTEMaMK
obecneunBaeTcs B TOM yucne nocpeacTeom NHPaCTPYKTYpbl, obecneynBatoLLemn
MH(POPMALIMOHHO-TEXHOSMOMMYECKOE  B3aMMOOeNCTBME  MHAPOPMALMOHHBIX ~ CUCTEM,  UCMOSb3YyEMbIX  Ans
npeaocTaBneHns rocygapCcTBEHHbIX U MYHULMNANBHBLIX YCAYT U UCNOMHEHNSI TOCYAApPCTBEHHbIX U MYHULMNATbHbIX
YHKUUIA B 3NEKTPOHHON hopme.

(vyacTtb 8 BBegeHa PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

9. ObwepoctynHaa uHdOpMaUMs, coaepxallascd B CUCTEME MOHUTOPWMHIa ABWXKEHMUS JeKapCTBEHHbIX
npenapaToB ANs MEeOMUMHCKOrO MpUMEHEHUs, pasMellaeTcs B MH(OPMaLMOHHO-TENEKOMMYHMKALNOHHOW CeTu
"MHTepHeT" (B TOM Yncne B oopMe OTKPbITbIX OaHHbLIX) B NOpsiAke, ycTaHOBNeHHOM [paButensctBoM Poccuiickon
depgepaumm.

(vacTtb 9 BBegeHa ®enepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

10. MpounsBoauTeENM NeKapcTBEHHbIX CPEACTB MOMy4aloT COAepKaLLyCs B CUCTEME MOHUTOPUHIa ABUXEHUS
NeKapcTBEHHbIX NpenapatoB Ans MeaAuLMHCKOro NpuMeHeHust HhopMaLMio O CePUSIX U NApPTUSX NeKapCTBEHHbIX
npenapaToB, MPOU3BOAUMBIX UMM W HaxodsLMXCs B rpaxgaHckoMm o6opoTte B Poccuiickoii deaepauun,
©6e3B0o3Me3HoO.

(vacTb 10 BBegeHa ®eaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

11. 3a nNpou3BOACTBO WM MpoAaxy NEeKapCTBEHHbIX NpenapatoB ANA MeAWMUMHCKOro npuvMeHeHus 6es
HaHeCeHNs1 CpeacTB MAEHTUMUKAUMK, C HapylleHMeM YCTaHOBMEHHOro Mnopska MX HaHeceHus, a Takke 3a
HECBOEBPEMEHHOE BHECEHME [aHHbIX B CUCTEMY MOHUTOPWHra ABWXEHMS NEeKapCTBEHHbIX NpenapatoB Ans
MEeLMLMHCKOro NPUMEHEHMWS UM BHECEHNE B HEE HEQOCTOBEPHbIX AaHHbIX OPUONYECKME N1La U MHOMBUOYaNbHbIE
npeanpuHMMaTenu, ykasaHHble B 4acTsax 4 U 7 HacTosWwen cTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHogaTenbcTBoM Poccuinckon egepauuim.

(vyacTb 11 BBeaeHa ®eaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

12. TMpasutensctBo Poccunckon ®degepauny BrnpaBe YCTAHOBUTb OCOBEHHOCTW BHEAPEHWS CUCTEMBI
MOHWUTOPWHIa ABWXEHUS NEKapCTBEHHbIX MpenapaTtoB Ans MEAULUHCKOrO MPUMEHEHMs!, BKIHOYasi CPOKM ee
BHeOpPEeHMWs, B OTHOLLEHMWN NeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOrO NPUMEHEHNS, BKITIOYEHHbIX B MepeYveHb
XW3HEHHO HEOOXOAMMbIX W BaXHEWLWMWX NeKapCTBEHHbIX MpenapaToB, JleKapCTBEHHbIX MpenapaTos,
npegHasHaveHHbIX ans obecneyeHus nuu, 60MbHBIX remodunmen, MykoBUCLMAO030M, MNOPU3apHbIM HaHU3MOM,
GonesHbto lowe, 3nokayecTBEHHbIMW HOBOODOpPa3oBaHUAMWM NMMAOUOHON, KPOBETBOPHOW M POACTBEHHbIX WM
TKaHel, paccesiHHbIM CKNepo3oM, NuL Nocfie TpaHCnfaHTauuu opraHoB U (MnM) TKaHeW, WHbIX feKapCTBEHHbIX
npenapaToB 415 MeANLMHCKOrO NPUMEHEHWS.

(4yacTtb 12 BBegeHa PefepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

Masa 14.1. OTPAHUYEHUA, HANTATAEMbIE
HA OPFAHU3ALUUU, OCYLLECTBNAKLWUMNE OEATENIbHOCTb
MO OBPALUEHUKO NEKAPCTBEHHbLIX CPEOCTB
(eBegeHa depepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

Crtatbsa 67.1. OrpaHMyeHus, Hanaraemble NpPU OCYLLECTBIIEHUN AEATENbHOCTU B cdepe obpaleHus
neKapcTBEHHbIX CPeAcTB

1. OpraHusauun, 3aHumarwLwmecss paspaboTkon, MPoOU3BOACTBOM U (MNU) peanusaumen NeKkapCTBEHHbIX
npenapaToB ANs MEOULMHCKOrO MpUMEHEHUs, opraHM3auum, obnagatoLLme npaBamMmm Ha UCNofb30BaHMe TOProBOro
HaVMEHOBaHWsi NEKAPCTBEHHOrO npenaparta Anst MeWUMHCKOro MPUMEHEHUSA, OpraHn3auun ONTOBOW TOProBMM
NneKkapCTBEHHbIMU CPeACTBaMW, anTeYHble OpraHm3auun (Mx NpeacTtaBUTENU, MHbIE (bU3NYecKne N rpuandeckme
nnua, OCYLLECTBMSIOWME CBOK [AOEATENbHOCTb OT WMMEHU 3TMX OpraHu3auui) B OTHOLUEHUU MEAULMHCKMX
paboTHMKOB 1 PYKOBOAUTENEN MEOULMNHCKUX OpraHu3aLuuii He BrpaBe:

1) Bpy4aTb NoAapkKu, BbinflavynBaTb OeHEXHble cpeacTea (38 NCKITIo4YeHnemMm BosHarpa»(,quMM no gorosopam
npu npoeegeHnn KIMHNYEeCKnX nccnegoBaHumn NeKapCTBEHHbIX MpenapaTtoB And MeaUUUHCKOro npuMeHeHus,
BO3Hana)KLI,eHVIl7I, CBA3aHHbIX C ocyLwlecTBlieHnemMm MeguunHCKUM pa6OTHl/IKOM negarorMyeckon u (VIJ'IM) Haqu0|7|
Ll,eﬂTeﬂbHOCTI/I), B TOM 4HuCne onnadnmBaTtb pa3BliedeHNnd, oTOblX, Npoe3n K MeCTy OTAblXa, a TakKXe NpUBIeKaTb K
y4acTuio B pa3BliekaTesibHbIX MepOonpuUATUAX, NpoBOAUMbIX 3a CHET CBOUX CPEeACTB;
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2) 3aKn4aTtb cornaweHna 0 HasHa4YeHun nnm pekoMmeHgauum nauneHTam JieKkapCTBEHHbIX npenapartoB AnA
MEeANLNHCKOIo npumMmeHeHuna (38 UCKINK4YeHnemMm goroBopos O npoBedeHun KIMHNYECKMX nccrnenoBaHunin
JNeKapCTBEHHbIX NMpenapaTtoB And MeguumnHCKOro I'IpVIMeHeHVIﬂ);

3) npepoctaensATb obpasubl feKapCTBEHHbIX NpenapaToB ANs MEeOUUMHCKOTO MPUMEHEHUS B LENsiX
BpyYeHMs1 nauueHTam (3a MCKIOYEHWEM CrlyvyaeB, CBSI3aHHbIX C MPOBEAEHWEM KIMMHUYECKMX MWCCreaoBaHWn
nekapCTBEHHbIX NpenapaToB Ans MEAULMHCKOIO NpUMEHEHUS);

4) npefocTaBnATb HELOCTOBEPHYIO U (MNKU) HENONHYK MHEOPMAaLMIO O NEKapCTBEHHbIX npenapaTtax Ans
MeAMLMHCKOro NPUMEHEHMS;

5) nocewartb uMx B paboyee BpeMs Ha pabouMx MecTax, 3a WCKIIOYEHMEM CryvaeB, CBSI3aHHbIX C
NMPOBEAEHUEM KITMHUYECKNX WUCCIIeQOBaHWI eKapCTBEHHbIX MpenapaTtoB Ans MeaMLMHCKOTO MNpUMEHeHusl, ¢
y4yacTueMm B Mopsigke, YCTaHOBJIEHHOM PYKOBOAMTENEM MEAMLMHCKOW OpraHv3auuv, B cOBpaHUsiX MeauLMHCKMX
pPabOTHMKOB M WHbIX MEPOMPUSTUAX, HamNpaBfieHHbIX Ha MOBbILEHWE WX MPOEeCCUOHaNbHOrO YPOBHS WM Ha
npegocTaBrieHne MHopMaumn, CBSI3AHHOW C OCYLLECTBIIEHMEM MOHMTOpPWHra 6e30MacHOCTM NeKapCTBEHHbIX
npenaparos;

6) nobyxaaTb K BbIMUCLIBAHWIO NEKAPCTBEHHbLIX MpenapaToB Ans MeAULMHCKOrO MpUMeEHeHWsl Ha GnaHkax,
cofepxalmx MHGOpPMaLMIo PEKIIaMHOro XapakTepa, a Takke Ha peuenTypHblX GraHkax, Ha KOTOpbIX 3apaHee
HaneyaTaHO HaMMeHOBaHWe NeKkapCTBEHHOro NpenapaTa Ans MeAULUHCKOro NPUMEHEHUS.

2. Opl’aHVI3aLJ,I/IVI, YKa3aHHble B absaue nepesomMm 4actu 1 HacTosAwen ctatbl, MU KX npencraBuTenin B
OTHOLWIEHUn (bapMaLleBTVl‘-leCKl/IX pa6OTHVIKOB n pyKOBOﬂMTeﬂeVI anTeyHbIX opranaauMVl He BnpaBe:

1) Bpy4aTb Nogapku, BbinnavyMBaTtb AeHEXHble cpeAcTBa, B TOM 4Yucrie OnflaynBaTb pa3BfieveHusi, oTapblX,
npoesn K MecTy OTAblXa, M MpUBMEKaTb K y4acTUo B pasBrieKaTeNlbHbIX MEeponpusTUSX, NMPOBOAMMbIX 3a CYET
CBOWX CPEACTB;

2) npepoctaBnaTb 06pas3ubl NEKApCTBEHHbIX MpenapaToB Ansi MEAMUUHCKOrO MPUMEHEHUS ONS BPYyYEHUs
HaceneHuio;

3) 3aKrn4aTb corfnaweHuna O npearnoXeHnn HaceneHuto onpeperieHHbIX NeKapCTBEeHHbIX npenapaTtoB And
MeANLIMHCKOIro NpuMeHeHuns;

4) npenocTaBnsATb HEAOCTOBEPHYH U (UMW) HEMONHY MHOPMaLUo O NEeKapCTBEHHbIX Npenapatax Ans
MEANLMHCKOrO MNPUMEHEHUsi, B TOM YMCMe MMEKLWNX OOMHAKOBOE MeXAyHapoaHOe HenaTeHTOBaHHOe
HaumeHoBaHue.

Ctatba 67.2. TpebGoBaHMsi K oOpraHuM3auum W MNPOBEAEHUIO Hay4YHbIX MEPONPUATUN, UHBbIX
MepOonpUATAN, HanpaBrieHHbIX Ha MNOBbIWEHME NPOo¢deCCUOHaNbHOro YPOBHA MEAULMHCKUX PaboTHMKOB
MNU Ha npepocTaBrieHWe WHdOpMauun, CBA3AHHOM C OCYLIeCTBIIEHMEM MOHWUTOpPMHra Ge3onacHoOCTU
reKapcTBEHHbIX NpenapaToB

1. Tpu npoBefeHWM Hay4YHbIX MEPOMNPUATUR, WHBLIX MEPONPUATUIA, HanpasrieHHbIX Ha MOBblLIEHNe
nNpodeccuoHanbHOro YpoBHA MeOULMHCKMX pabOTHUKOB UM Ha NpefocTaBreHne CBA3aHHON C OCYLLEeCTBIIeHNeEM
MOHUTOpPUHra 6e30MacHOCTM NeKapCTBEHHbIX NpenapaTtoB WHGOPMauMK, OpraHuM3yeMblX OpraHvM3auusaMu,
yka3aHHbIMK B ab3aue nepBom yactu 1 ctatbu 67.1 HacTosiwero defepanbHOro 3akoHa, UX NpeacTaBuTeNAaMn 1
(vnn) dmHaHCUpyeMbix 3a CHET CPeAcTB 3TUX OpraHM3auui n ux NpeacTaBuTenen, 3anpellaeTcs NpendaTcTBoBaTb
Yy4acTuIO B yKasaHHbIX MepPOnpUATUSX MHbIX OpraHu3auuini, KOTopble NPOU3BOAAT UMM peanuayloT feKkapCTBEHHbIE
npenapaTbl AN MEAWLUHCKOrO MPUMEHEHMSI CO CXOXMM MEXaHU3MOM hapmMaKkonormyeckoro Oencreus, nnbo
co3faBaTb AWCKPUMMUHALMOHHbIE YCMOBUS ANS OAHMX YYaCTHUKOB MO CPABHEHUIO C OPYrMMU yyYacTHUKaMu, a
NMEHHO:

1) NpenocTaBnsTh pas3fnMyHOe KONMMYECTBO BPEMEHU NS BLICTYMMEHUA Y4aCTHUKOB, pasfivyHble Mo pa3Mepy
3aHMMaeMon nrowaan MecTa Ans OeMOHCTpauuu 06pasLoB NeKapCTBEHHbIX NpenapaToB ASis MeaWMLMHCKOro
MPYMEHEHVs] UM pPeKNaMHbIX MaTepuarnoB O NeKapCTBEHHbIX MpenapaTtax AN MeAVMUMHCKOrO MpUMEHeHWsl Ha
3KCMO3MLMSIX, CTeHAax, 3a WCKIIYEHUEM Cy4YaeB, €Clv Takue YCrOBUS 3aKpensyieHbl B COMMalleHUsiX 3TUX
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opraHusauui, ux npeacTtaBuTeneil 0 MHaHCMPOBaHWM YKa3aHHbIX MepPONnpUSTUA U OBYCMOBMEHb!I Pa3fMYHbIMU
3aTpaTaMu y4aCTHMKOB Ha UX OpraHn3aumio;

2) ycTaHaBnuBaTtb pa3Mep B3HOCA AMs1 y4aCTHMKOB MEPONPUATUIA, yKasdaHHbIX B ab3aue nepBoM HacTosLEN
YacTu, NpesbIllaloWmii CyMMy 3aTpaTt Ha OpraHu3auunio ykasaHHbIX MeponpuaTuii u BeayLimi K Heo6oCHOBaHHOMY
OrpaHUYEHUIO Yncna nx y4acTHUKOB.

2. OpraHusaumm, ykasaHHble B ab3aue nepBom yactu 1 ctatbu 67.1 HacTosilero ®egepanbHOro 3akoHa, ux
npeacraBuUTeNn, OCYLLECTBASIOLINE opraHn3aumio n (unu) pmHaHcnpoBaHme MeponpuUaTUA, yKasaHHbIX B Yactu 1
HacTodAwen ctaTbn, 0bs3aHbl obecneymBaTb OOCTYN K WHopmaumm O aate, MecTe U BpeMeHU NpoBeAeHUs
YKa3aHHbIX MEeponpusTURN, nnaHax, nporpaMmmax npoBeAeHMs1 YKasaHHbIX MepOornpuATUA U Temax, nnaHupyeMbix
AN pacCMOTpEHMUs, COCTaBe WX YYaCTHUKOB MyTEM pasMeLLleHUs COOTBETCTBYHOLLEN WH(opMaumm Ha CBOUX
odmumanbHbIX cantax B cetu "WHTepHeT" He nosgHee OBYX MecsUeB OO0 Hadvana MpoBEeAeHUs YKasaHHbIX
MeponpUsTUNR.

3. WHdopmauma o npoBedeHun MeponpuSTUA, YKasaHHbIX B 4YacTh 1 HacTosllen cTaTbM, B CPOK,
YCTaHOBMEHHbIA 4YacTbid 2 HacTosAWeWn cTaTbW, [oimkHa ObiTb HanpaBneHa B degepanbHbil  opraH
NCMNONMHUTENBbHOW BNacTW, OCYLLECTBAAIOWMIA PYHKLUUN MO KOHTPOMK U Haa3opy B cdepe 34paBOOXpaHEHU, AN
nocrnenyoLwero pasmeLLeHms ee Ha ouumnanbHOM canTe 3Toro opraHa B cetu "UIHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUUCKON ®EOEPALIUM NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
M BOSMELWEHUE BPEOA, MPUYUHEHHOIO 300POBbLIO NrPAXOAH
BCNEOCTBUE NPUMEHEHWUA NEKAPCTBEHHbIX NMPEMAPATOB

Ctatbsa 68. OTBeTCTBEHHOCTb 3a HapylleHMe 3aKoHoparenbcTBa Poccuiickon depepauuy npwu
oGpalleHum NeKapCTBEeHHbIX CPeAcTB

1. HapyweHne 3akoHopaTenbctBa Poccuickon ®epepaumm npu obpalleHUn IeKapCTBEHHbIX CPEACTB
BreyeT 3a cobor OTBETCTBEHHOCTbL B COOTBETCTBUM C 3aKkoHOoA4aTeNnsCcTBOM Poccuiickon degepaumu.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpegcTaBneHNe UNM HECBOEBPEMEHHOE MpeAcTaBrneHme MHgopMauum u (Unu) SOKYMeEHTOB Nnbo
npeacTaBrneHne HegoCTOBEpPHbIX WMHdopMauMm U (MUNn)  OOKYMEHTOB, MPeayCMOTPEHHbIX  HaCTOSLLMM
depneparnbHbIM 3aKOHOM, CyObEKTbI 0bpaLleHns NekapCTBEHHbIX CPeaCTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM
C 3akoHopaTenbcTBOM Poccuinckon degepaumn.

(4acTtb 2 BBegeHa PefeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PenepanbHoro 3akoHa ot 04.06.2018
N 140-$3)

Crtatbs 69. BoamelueHue Bpeaa, NPUUYMHEHHOro 300POBLI0 rpaxaaH BcreacTBUMe NPUMEHEeHUs
reKapcTBEHHbIX NpenapaToB

1. MpoussoguTens NekapcTBEHHOro npenapaTta 06s13aH BO3MECTUTb Bpea, NMPUYUHEHHbIN 300PO0BbLI0 rpaXKaaH
BCNeACTBUE NPUMEHEHUS NeKkapCTBEHHOMO Npenapara, ecnv gokasaHo, YTo:

1) NekapCTBEHHbIN NpenapaTt NPUMEHSNCSA N0 Ha3Ha4YeHWI0 B COOTBETCTBMU C MHCTPYKLMEN NO NPUMEHEHMIO
NeKapcTBEHHOro npenaparta U NpuyYvHON Bpefa sIBUNCS BBOA B rpaxaaHckuii 060poT Hedo6pokavyecTBEHHOro
rnekapcTBEHHOro npenapara;

2) Bpeq 340pOBbl0 MPWYMHEH BCNeACcTBUEe HeOdOCTOBEPHON MHGOPMaLUM, coaepkallencs B UHCTPYKLMK No
NPUMEHEHWIO NeKapcTBEHHOro npenapara, U3aaHHoO! Npou3BoOAUTENEM NeKkapcTBEHHOro npenapara.

2. B cnyvae, ecnn Bpead 340pOBbHO rpaxpaH MNPUYMHEH BCreacTBMe MNPUMEHEHUS JIeKapCTBEHHOro
npenaparta, npuwieawero B HErogHOCTb B pe3ynbTaTe HapyleHusa npaBui XpaHeHUs nekapCTBEHHbIX CPpeacTs,
npasunn ONTOBOW TOProBIiv NeKapCTBEHHbLIMUW NpenapaTtamu, NpaBun OTNycka fekapCTBEHHbIX NpenapaTos, NpaBui
W3roTOBMEHNA U OTMNyCKa NeKapCTBEHHbIX MnpenapaToB, BO3MeLLeHWe Bpefa OCYLLeCTBIISeTCS COOTBETCTBEHHO
opraHusaumen OnTOBOW TOProOBfAW JIeKapCTBEHHbIMW CpeacTBaMu, anTeydHOW opraHuvsaumen, uHaMBMAyanbHbIM
npegnpuHuMaTteneM, MWMewWuUMN FUUEH3UID Ha (apmMaLeBTUYecKylo OeATeNbHOCTb WU NIULEH3UI0  Ha
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MEOUUMHCKYH [OEeSATeNnbHOCTb, MEOMUUHCKOW OpraHusauuen, MMerolen INUUEH3Vo Ha dapMaueBTUYECKYH
OEeATenbHOCTb (ee 060Cc00NEeHHbIM nogpasgeneHnem (ambynatopuen, denbaLepckum n
denbalepcko-akyLepcknm MNyHKTaMu, LEeHTpoMm (oTaeneHnem) obuwen BpayebHom (CeMerHOn) MpakTUKK),
pacrnonoXeHHbIM B CENbCKOM HAaCEerieHHOM MNYHKTEe, B KOTOPOM OTCYTCTBYET anteyHas opraHu3auums),
OONYyCTMBLUUMW Npogaxy Unm OTNycK Takoro NiekapCTBEHHOro npenaparTa.

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

3. BoamelueHune Bpena, MNpuYnHEeHHOro 340pOBblO rpaxgaH BCleacTBUE NPUMEHEHUA JeKapCTBEHHbIX
npenapartos UM coBeplleHUnA NpoTuBONPaBHbIX OencTeumn Cy6'beKTaMVI 06paLIJ.9HVIFI NeKapCTBEHHbIX CpPeAcCTB,
OCyLWEeCTBIIAETCA B COOTBETCTBMN C 3aKOHOOATENTbCTBOM Poccunckon CDep,epau,MM.

Mnaea 16. SAKINNIOYUTENbHbIE NONOXXEHUA

Ctatba 70. O npu3HaHMKU YTpPaTUMBLUMMWU CUNY OTAENbHbLIX 3aKOHOAATESNbHbIX aKTOB (MONOXEHUN
3aKoHoaaTenbHbIX akToB) Poccuinickon Penepauum

Mpr3HaTb yTpaTUBLUMMU CUIY:

1) ®epepanbHbin 3akoH oT 22 uioHa 1998 roga N 86-®3 "O nekapctBeHHbIXx cpeacTtBax” (CobpaHue
3akoHogartenbcTBa Poccuiickon ®enepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH oT 2 aHBapsa 2000 roga N 5-03 "O BHeCEHMM W3MEHEHMS U OOMOMHEHWN B
depepanbHeii 3akoH "O nekapcTBeHHbIX cpeacteax” (CobpaHne 3akoHopatenbcTBa Poccunckon depepaumu,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa ot 10 sHBaps 2003 roga N 15-03 "O BHeCeHWM U3MEHEHUI W
OOMNOMHEHMI B HEKOTOpbIE 3akoHoZaTenbHble akTbl Poccuiickon ®enepaunm B ¢Ba3un ¢ npuHsatuem denepansHOro
3akoHa "O nuueHsnpoBaHuMM oOTAenbHbIX BMAOB AeatenbHocTn" (CobpaHme 3akoHogaTenbcTBa Poccuiickon
depepauyun, 2003, N 2, cT. 167);

4) crtatbto 31 ®epepanbHoro 3akoHa oT 30 uoHa 2003 roga N 86-®3 "O BHeCeHUM WN3MEHEHUA U
OOMNOSIHEHMIA B HEKOTOpble 3akoHoAdaTesnbHble akTbl Poccunckon depepauuun, npusHaHUM yTpaTUBLUMMU CUNY
OTAEenbHbIX 3akoHoAaTesnbHbIX akToB Poccuiickorn ®egepaumn, nNpeaocTaBNeHMM OTAENbHbIX rapaHTUi
COTPyOHVKaM OpraHOB BHYTPEHHWUX [Ef, OPraHoB MO KOHTPOM 3a OOOpPOTOM HApPKOTUYECKMX CPeacTB U
MCUXOTPOMHbLIX BELLECTB W ynpasgHsemblix eaepanbHbiX OpraHoB HaroroBon nonvuMum B CBA3U  C
OCYLLIECTBMEHMEM Mep MO COBEPLUEHCTBOBAHUIO rocygapcTBeHHoro ynpasneHus" (CobpaHue 3akoHogaTenncTBa
Poccuiickon degepaumm, 2003, N 27, cT. 2700);

5) ctatbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHeceHUMM M3MEHEeHUN B
3aKkoHofartenbHble akTbl Poccuiickon ®efepaumm v NpusHaHUM yTpaTUBLUMMW CUNMY HEKOTOPbIX 3aKOHOA4ATENbHbIX
aktoB Poccuiickon Pepepaummn B cBs3M C npuHAaTMEM PepepanbHbiXx 3akoHOB "O BHECEHUM M3MEHEHUR U
aononHeHnn B ®egepanbHbii 3akoH "O6 00LWMX NpUHLMNAax opraHn3auun 3akoHogaTenbHbIX (MPeaCcTaBUTENbHbBIX)
N WUCMNOMHUTENBHBIX OPraHoB rocy4apCTBEHHOW Briactu cybbektoB Poccuiickon ®epepauun” n "O6 o6LWmX
NpMHUMNax opraHvM3aumm MecTHOro camoynpaeneHus B Poccuiickon ®epepaunmn” (CobpaHve 3akoHoaaTenbCcTBa
Poccuiickon ®degepaumm, 2004, N 35, cT. 3607);

6) ctatbio 28 denepanbHoro 3akoHa oT 18 aekabps 2006 roga N 231-03 "O BBeaeHMM B AENCTBUE YacTu
yeTBepTon [paxpgaHckoro kopgekca Poccuiickon ®Pepepaumn” (CobpaHve 3akoHogatenbcTBa Poccuiickon
®epnepauun, 2006, N 52, cT. 5497).

Cratba 71. BcTtynneHue B cuny Hactosuero ®enepanbHOro 3akoHa
1. HacTtoswmin ®egepanbHbivi 3aKoH BCTynaeT B cuny ¢ 1 ceHTsiopsa 2010 roaa.

2. ﬂeKapCTBeHHble cpenctea, 3apernctpupoBsaHHblie 00 OHA BCTYMNJIEHUA B CUITYy HacTodLllero d)e,u,epaanoro
3aKOHa, noanexat BKIK4YeHU0 B rocyapCTBeHHble peecTpbl NIeKapCTBEeHHbIX CpeacTB C BHECEHUEM YyKa3aHHbIX B
yactm 1 ctatbm 33 HacTosdAwero CDep,epaanoro 3aKkoHa cBedeHun o6 aTmx JNIeKapCTBEHHbIX CpeacTBax 6e3
NpoxoxaeHunda BHOBb npoueaypbl FOCWJ,apCTBeHHOVI pernctpaunmn nekapCTBeHHbIX NpenapaTtoB.
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3. TocymapcTBeHHas perucrpauusi JeKkapCTBEHHbIX MNpenapaToB, 3a WCKIOYEHUEM JeKapCTBEHHbIX
npenapaToB AN MeQULMHCKOrO NPUMEHEHUS, MPeACTaBEHHbIX HA YKa3aHHY0 PErMCcTpaumio 40 OHsl BCTYMMEHUS B
cuny HacToswero ®enepanbHOro 3akoHa, OCYLLIECTBASIETCS B COOTBETCTBUM C HacToswmM PegepanbHbiM 3aKOHOM
Ha OCHOBaHMW OOKYMEHTOB WM AaHHbIX, MPEeACTaBMeHHbIX OO OHA BCTYMNNeHus B cuny Hactoswero PegepanbHoOro
3aKoHa.

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

3.1. TocypapcTBeHHas peructpaums neKapCTBEHHbIX MpenapaToB AN MeOWMUMHCKOrO MPUMEHEHMUS,
NpeacTaBreHHbIX Ha rOCy4apCTBEHHYKO perMcTpauvio 4o OHs BCTYNNEeHWs B cuiy Hactoswero PepepanbHOro
3aKOHa, W rocygapCTBEHHasi PpervcTpaums nekapCTBEHHbIX MpenapaToB A MEAWUMHCKOrO MNpUMEHEHMs,
NpeacTaBreHHbIX Ha 3KCNepTU3y NeKapCTBEHHbIX CPeACTB A0 AHSA BCTyNMeHus B cuiy Hactoswero ®enepanbHoro
3aKOHa B LIeNAX MX nocrenyroLlen rocygapCTBEHHOW PermcTpaLmm, OCyLLECTBAAOTCS HA OCHOBaHWUM JOKYMEHTOB U
OaHHbIX, NpeACTaBNeHHbIX OO0 OHA BCTYNNEHMs B cuny Hactoswero denepanbHOro 3akoHa, a Takke 3asiBNeHus o
rocyfapCTBEHHOW perncrpauumn nekapcTBeHHOro npenapara, NpeacTaBneHHoro Npon3BoanTeNnemM nekapcTBeHHbIX
npenapaToB MMM YMOMHOMOYEHHbIM MM MWLOM B COOTBETCTBUM C HacToawmm PegepanbHbIM 3aKOHOM B
YMOMHOMOYEHHbIV befiepanbHbIi OpraH McnonHuTensHon Bnactn ao 1 mapta 2011 roga, 6e3 TpeboBaHMsa ynnathbl
rocy4apCTBEHHOW MOLWNMHbI, NPEedyCMOTPEHHOW 3akoHodaTtenbcTBoM Poccuiickon Pepepauum o Hamnorax w
cbopax.

(vacTb 3.1 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. TogTBepxaeHne rocygapCTBEHHOW perucTpaumMm nekapCTBEHHbIX npenapatoB ANA MeOUUMHCKOro
NpUMEHeHNs, NpeacTaBNeHHbIX NS NOATBEPKAEHMS roCyAapCTBEHHON perncTpauum Oo OHS BCTYNINIEHUSA B CUNy
Hactosiwero ®egepanbHOro 3akoHa, W NOATBEPXAEHWE roCy4apCTBEHHOM perncTpauum  nekapcTBEHHbIX
npenapaToB AN MEAMLUMHCKOro NPUMEHEHUs], NMPeACTaBEHHbIX HA 3KCMEPTU3Y NEKapCTBEHHbIX CPeacTB A0 AHS
BCTYNNEeHNss B cuny HacToswero ®degepanbHOro 3akoHa B LUensX MOocrneaylowero MnoATBEPXKAEHUS UX
rocy4apCTBEHHOW perncrpaumm, OCyLLEeCTBNAOTCSA Ha OCHOBAHUN JOKYMEHTOB M AaHHbIX, MPEeACTaBMNEHHbIX A0 AHS
BCTYNMEHNs1 B cuny HacTosiwero ®eaepanbHOro 3akoHa, a Takke 3asBreHNst O MOATBEPKAEHNN roCyaapCTBEHHON
permcTpaumm fnekapcTBEHHOrO npenapaTa, NpeacTaBNeHHOro NPOM3BOAMTENEM JEKapCTBEHHbLIX NpenapaToB Unu
YMNONTHOMOYEHHbIM MM JMLUOM B COOTBETCTBMM C HacToawum PepepanbHbIM 3aKOHOM B YMOSTHOMOYEHHbIN
degepanbHbI opraH ucnonHUTenbHoM Bract Ao 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl rocygapCTBEHHOM
NOLUNMHbI, NMPeayCMOTPEHHON 3akoHoaaTenscTBOM Poccuiickon defepaumm o Hanorax u cbopax.

(vacTb 3.2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATHE pelleHns 0 BHECEHUW U3MEHEHUI B AOKYMEHTbI, COAepXallimMecs B perucTpaumMoHHOM AOCbe
Ha 3aperMcTpmpoBaHHbIA NeKapCTBEHHbIM NpenapaT Ans MeaNUMHCKOro NPUMEHEHNs U NpeAcTaBreHHble 00 AHS
BCTYNMeHnss B cuny Hacrtosiwero ®defepanbHOro 3akoHa, U NPUHATUE peLlleHWss O BHECEeHWUM WU3MEHEHWA B
OOKYMEHTBI, cofepxalleecs B perucTpaumMoHHOM JOoCbe Ha 3aperncTpupoBaHHbLINA NeKapCTBEHHbLIN npenapart Ans
MEeOMLMHCKOrO NPUMEHEHUA U NpeacTaBNeHHble Ha 3KCNepTu3y NekapcTBEHHbIX CpeacTB A0 OHSA BCTYNIEHWUs B
cuny Hactosiero ®defepanbHOro 3akoHa, OCYLWECTBMSOTCA Ha OCHOBaHWM  [OKYMEHTOB W [aHHbIX,
npeacTaBneHHbIX 40 AHA BCTYNMNEHUs B cuny HacToswero deaepanbHoro 3akoHa, a Takke 3asiBfieHuss 0 BHECEHUM
N3MEHEHW B JOKYMEHTbI, coAepXallumMecs B permcTpalMoHHOM [OCbe Ha 3aperncTpupoBaHHbIA NeKapCTBEHHBIN
npenapaT Ans MeauLMHCKOro NPUMEHEHUS, NPpeacTaBNeHHOro NPon3BoANTENEeM NeKkapCTBEHHbIX NpenapaToB uUnm
YNONTHOMOYEHHbIM MM IULOM B COOTBETCTBMM C HacTodwum degepanbHbIM 3aKOHOM B YNOSHOMOYEHHbIN
denepanbHbIN opraH ucnonHuTensHon Bnactu Ao 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnaTbl roCyaAapCTBEHHOW
noLnNuHbI, NPegyCMOTPEHHON 3akoHogaTenbcTBoOM Poccuickon Pegepaumm o Hanorax n coopax.
(vactb 3.3 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.4. Bblgavya paspelleHuin Ha NpoBedeHMe KIMHUYECKUX UCCNedoBaHUiA NekapcTBEeHHbIX npenapaTtoB Ans
MEAULIMHCKOTO NPUMEHEHUSI NO 3asiBNEeHUsIM, NoAaHHbIM A0 AHS BCTYMNEHUst B cuily HacTosuero denepanbHoro
3aKoHa, a Takke Mo 3asBreHnsIM, NoAaHHbLIM Nocre AHSA BCTYMNNEHUs B Cuny HacTosllero ®enepanbHOro sakoHa Ha
OCHOBaHUWN BKCMEepTWU3, NPOBEdeHHbIX [0 [OHA BCTYNNEeHWss B Ccuny Hactosulero dedepanbHOro 3akoHa,
OCYLLECTBMNAETCA B COOTBETCTBUU C HacToAwmM deaepanbHbiM 3aKOHOM Ha OCHOBAHUM AOKYMEHTOB W AaHHbIX,
npeacTaBneHHbIX UMK NOMyYeHHbIX 40 AHSA BCTYNMNEeHUa B cuny Hactosuiero deaepanbHOro 3akoHa, a Takke Ha
OCHOBaHMWN KOMWUW NpenBapuTenbHOro Aorosopa 06a3aTenbHOro CTPaxOBaHWA XW3HW, 3A0POBbA MalLMEHTOB,
Yy4acTBYIOLIMX B KMUHUYECKOM MCCeqoBaHUM NeKkapcTBEHHOro npenaparta Anst MeQuLMHCKOro NpUMeHeHus, Unm
KOMUKM [oroBopa 06S3aTENbHOrO CTPaxOBaHUS XU3HW, 3[40POBbS MAaUMEHTOB, Y4acTBYIOLIMX B KITMHUYECKOM
nccnegoBaHUM NEKapCTBEHHOro npenapaTta Ansg MeOuUMHCKOro NpuUMeHeHus, nubo npeacTaBneHHOoW Konuin
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gorosopa 0653aTenbHOr0 CTpaxoBaHUs, 3aKMOYEHHOTO B COOTBETCTBMM C TUMOBLIMW MpaBuiaMm obs3aTensHoro
CTpaxoBaHWsi, C yKa3aHueM npeaenbHOW YMCIIEHHOCTM NauMeHTOB, YYaCTBYHOLMX B KITMHUYECKOM MCCedoBaHnM
NeKkapCcTBEHHOro npenaparta Ans MeAWUMHCKOro npumeHeHus, 6e3 TpeboBaHWsi ynnaTtbl rocygapCTBEHHON
MOLUMMHbI, NPeayCMOTPEHHON 3akoHoAaTensCcTBOM Poccunckon ®egepaumm o Hanorax 1 céopax.

(vactb 3.4 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.5. 3apernctpmpoBaHHble B MHOCTPAHHOW BanioTe 40 AHS BCTYNNEHUst B cuny HacTosilwero ®eaepanbHoro
3aKOHa npefdenbHble OTNYCKHble LEHbl WHOCTPaHHbLIX MPOU3BOAUTENEN Ha nekapCTBEHHble Mnpenaparhl,
BKIIOYEHHbIE B MEepeYeHb XMU3HEHHO HEeobXoAMMbIX W BaXHEMLIMX NeKapCTBEHHbIX npenapaToB, nognexart
nepecyety B pybnu no kypcy LleHTpanbHoro 6aHka Poccuiickon depepaumm Ha aaTy, YCTaHOBMEHHYHO
MpaBuTtenbctBom Poccuiickon depepaunn, 6e3 nNpeacTtaBneHMs 3asiBfieHUs O NMepecyeTe LeHbl C BHECEHUEeM
COOTBETCTBYHOLUNX W3MEHEHWUA B FOCYOApCTBEHHbI peecTp npefdernbHbiX OTNYCKHbIX LEH MpousBoauTernen Ha
neKkapcTBeHHble npenapaThl, BKIOYEHHbIE B NepevYeHb XU3HEHHO HEOOXOAMMbIX U BaXXHEMLLUUX NeKapCTBEHHbIX
npenapaTos.

(vacTb 3.5 BBegeHa depgepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.6. 3apeructpupoBaHHble A0 OHS BCTYNNeHWss B cuny Hactosuwero degepanbHOro 3akoHa npegernbHble
OTMNYCKHblE LIEHbI POCCUMCKMX MNPOM3BOAUTENEN Ha JNEKapCTBEHHbIE Npenapatbl, BKIYEHHbIE B MNepevYeHb
XXWN3HEHHO HeOobXOoOMMbIX U BaXKHEWLUMX NeKkapCTBEHHbLIX NpenapaToB, noanexar uHaekcaumm ¢ 1 Hosibpsa 2010
roga UCXoAst U3 MPOrHO3NPYEMOro YPOBHSI MHANAUUKM, yCcTaHOBMNEHHoro dedeparnbHbiM 3aKkOHOM OT 2 aAekabps
2009 roga N 308-903 "O depepanbHom GromkeTe Ha 2010 rog v Ha nnaHoBbii nepuog 2011 n 2012 rogos” Ha
2011 rog.

(vacTb 3.6 BBegeHa PepepanbHbiM 3akoHoM OoT 11.10.2010 N 271-93)

3.7. Tocne 1 mapta 2011 roga He ponyckakTca NpomM3BOACTBO M BBO3 B Poccuiickyto denepaumio
NeKapCTBEHHbIX NpenapaToB B ynakoBKax C MapkUMpPOBKOM, koTopasl bbina HaHeceHa 00 AHS BCTYMSEHUSI B CUNY
HacToswero ®egepanbHoro 3akoHa. [lo nCTeYeHUn ykasaHHOro Cpoka AaHHble NeKapCTBEHHble npenapaTbl MoryT
OTnycKaTbCs, peanv3oBbiBaTbCA, NepeaaBaTbCs U NMPUMEHSITLCS OO UCTEYEHMST X CpOKa FrOOHOCTW.

(B peq. PegepanbHbix 3akoHoB OT 29.11.2010 N 313-93, o1 06.12.2011 N 409-93)

4. Co gHA BCTynneHns B cuny Hactoswero ®egepansHoro 3akoHa u no 30 anpens 2011 roga BKNIOYMTENBHO
OOnyckaeTCsl npoBedeHMe 9KCMepTU3bl NEKapCTBEHHbIX CpPeacTB 3KCnepTamMu 3SKCMEpPTHOro ydpexaeHwus [0
MPOXOXAEHVUS WMKW aTTecTauMm B MOpsaKe, YCTAHOBMEHHOM YMNOSIHOMOYEHHbIM dedeparnbHbIM  OpraHoM
NCMONHWUTENbHON BNacTu.

5. Co pgHs BCTynneHus B cuny HacTosiwero ®egepanbHoro 3akoHa M no 31 pgekabps 2013 roga
BKIIOYMTENBHO OCYLLECTBNAETCA Nepexon K NPOM3BOACTBY NeKapCTBEHHbIX CPEeACTB B COOTBETCTBUM C NpaBunaMmu
opraHm3aumm Npou3BOACTBA U KOHTPOSA KavyecTBa NeKapCTBEHHbIX CPeacTB, ykasdaHHbIMM B YacTn 1 ctatbn 45
HacTosiwero PenepanbHOro 3akoHa, B nofHoM obbeme. Cpoku nepexoda Npon3BOACTBa NEKAPCTBEHHbIX CPEACTB
K MX NMPOM3BOACTBY B COOTBETCTBMU C KOHKPETHbIMU TpeboBaHWAMM OaHHbLIX NPaBWr, BKIIOYas CPOKU aTTecTaumu
YMNONHOMOYEHHbIX NWL, YKasdaHHbIX B Yactax 6 u 7 cratem 45 Hactoswero PegepanbHOro 3akoHa,
ycTaHaBnuatoTcs lNpaButensctBoM Poccunckon ®egepaumn.

6. JInueHsnm Ha Npou3BOACTBO NEKapCTBEHHbIX CpeacTs, BblaaHHble A0 1 aHBaps 2014 roga, AencTBylOT
nocne 1 aHBaps 2014 roga 4O UCTEYEHUS CpPOKa MX OENCTBUSA NPU YCIOBMM COOTBETCTBUS NMLEH3naTta npasunam
opraHm3aumm nNpov3BOACTBA U KOHTPOSS KavyecTBa fekapCTBEHHbIX CPeacTB, yKka3aHHbIM B 4actu 1 ctatbu 45
HacTosLero ®eaepansHOro 3akoHa.

7. dopmupoBaHMe TOCYOapCTBEHHOrO 3afdaHUs Ha MNpPOBEAEHUE 3SKCNEpPTM3bl JIEKAPCTBEHHBLIX CPEACTB
denepanbHOMy TOCy4apCTBEHHOMY OKOIKETHOMY YYPEXOEHUIO MO NPOBEOEHMIO 3KCMEPTU3bl JIEKAapCTBEHHbIX
cpencTB U (bMHaHCOBoOe obecneyeHne BbINONIHEHMS 3TOr0 3a4aHusl OCYLLEeCTBMAAKTCA B NOPSiAKE, YCTaHOBIEHHOM
depepanbHbiM 3akoHOM OT 12 aHBaps 1996 roga N 7-®3 "O HekoMMepUecKknx opraHmsaumsx”.

(vacTb 7 BBegeHa PegepanbHbiv 3akoHOM OT 29.11.2010 N 313-$3)

Mpe3ngeHT
Poccuiickon ®epepauun
O.MEOBELEB
Mocksa, Kpemnb
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