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POCCUNCKAA ®EOEPALMA
®EQEPAIIbHbIA 3AKOH
Ob OBPALLUEHUN NEKAPCTBEHHbLIX CPELCTB

MpuHaT
ocypapctBeHHon [lymon
24 mapta 2010 roga

OpnobpeH
CoseTtom depgepaunn
31 mapTta 2010 roga

Cnncok N3MeHSILWNX JOKYMEHTOB
(B pen. PepepanbHbix 3akoHOB OoT 27.07.2010 N 192-93,

ot 11.10.2010 N 271-93, ot 29.11.2010 N 313-®3, o1 06.12.2011 N 409-®3,
oT 25.06.2012 N 93-93, o1 25.12.2012 N 262-$3, o1 02.07.2013 N 185-03,
oT 25.11.2013 N 317-93, ot 12.03.2014 N 33-93, o1 22.10.2014 N 313-93,

oT 22.12.2014 N 429-93 (pen. 13.07.2015), ot 08.03.2015 N 34-93,
oT 29.06.2015 N 160-93, ot 13.07.2015 N 233-®3, o1 13.07.2015 N 241-®3,
oT 13.07.2015 N 262-93, o1 14.12.2015 N 374-®3, o1 29.12.2015 N 389-03,
ot 02.06.2016 N 163-93, ot 03.07.2016 N 261-$3, o1 03.07.2016 N 305-®3,
ot 03.07.2016 N 350-93, o1 29.07.2017 N 242-®3, ot 29.07.2017 N 278-93,

oT 28.12.2017 N 425-93 (peg. 27.12.2019), ot 04.06.2018 N 140-93,
oT 28.11.2018 N 449-93, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-03,
oT 26.07.2019 N 240-93, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-®3,

oT 27.12.2019 N 475-93)

Mnaea 1. OBLUME NOJNTOXXEHUA
Cratbsa 1. MpeameT perynupoBaHus HacTosilero ®egepanbLHOro 3akoHa

1. Hactoswmin depepanbHbli 3aKOH perynvpyeT OTHOLLEHUS, BO3HMKaloLne B
cBA3NM C obpaweHnem - pa3paboTKOW, AOKAMHUYECKUMU  UCCIeLOBaHUAMMU,
KNMHUYECKUMWN UCCIefoBaHUSAMU, IKCNEepPTU30N, rocyfapCTBEHHOW perncrpauumen, co
cTaHgapTM3auuen W C KOHTPOSEM KayecTBa, MPOU3BOLCTBOM, W3rOTOBIIEHUEM,
XpaHeHuewMm, nepeBo3kon, BBO30M B Poccuickyto degepaumio, BbIBO30M 13 Poccuiickom
degepaumn, peknamon, OTMYCKOM, peanu3aumen, nepegadven, nNPUMEHEHUEM,
YHUYTOXEHNEM NEeKapCTBEHHbLIX CPEACTB.

(B peq. PepnepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Hactoqawmn ®efepanbHbli 3aKOH yCTaHaBNMBaeT NPUOPUTET rocygapCTBEHHOMO
perynupoBaHna 6e3onacHoCcTu, KavyecTBa U 3P(PEKTMBHOCTU NEKAPCTBEHHbLIX CPEACTB
npu nx obpaweHnn.

(B peq. PepnepanbHoro 3akoHa ot 25.06.2012 N 93-93)
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Cratbs 2. Cchepa npuMmeHeHUn HacTosiwero denepanbHOro 3akoHa

HacTtoawumn ®eagepanbHblil 3aKOH NPUMEHAETCS K OTHOLLEHUAM, BO3HUKAKOLUM Mpu
obpalleHnn nekapCcTBEHHbIX CPeacTB Ha Tepputopumn Poccunckon degepauumn.

Cratbs 3. 3akoHOA4aTENLCTBO 006 OOpaLleHun neKkapCcTBeHHbIX CPeacTB

1. 3akoHogatenbctBO 006 oOpaweHun nekapcTBEeHHbIX CPeacTB COCTOUT U3
HacToswero ®egepanbHOro 3akoHa, ApyrMx dedepanbHbiX  3aKOHOB U WUHbIX
HOpPMaTMBHbIX NPaBOBbIX akToB Poccuiickon ®eagepaumn.

1.1. 3akoHogaTtenbcTBO 06 ObpalleHUn NEeKapCTBEHHbLIX CPEACTB B OTHOLUEHUU
lopuandecknx nuy M MHOMBMAYyanbHbIX MpeanpuHUMMAaTenen, OCYLLECTBNSALWMX
AEeATENbHOCTb HA TEPPUTOPUM MEXAYHAPOAHOrO MEAULMHCKOTIO Kractepa, NpUMMeHseTcs
C Y4eTOM 0COBEHHOCTEN, YCTaHOBMEHHbIX PeaepanbHbiM 3akoHOM "O MexayHapogHOM
MEANLMNHCKOM KrnacTepe U BHECEHUN N3BMEHEHUI B OTAENbHbIE 3aKOHOAATESNbHbIE aKTbI
Poccuinckon degepaunn”.

(wactb 1.1 BBegeHa PenepanbHbiM 3akoHOM OT 29.06.2015 N 160-$3)

2. [enctene Hactosiwero PegepanbHOro 3akoHa pacnpocTpaHsieTcs Ha
obpalleHne HapKOTUYECKNX NTEKAPCTBEHHbBIX CPEACTB U MCUXOTPOMHBLIX NEKApPCTBEHHbIX
CpeacTB C y4eToMm OCOOEeHHOCTEN, YCTaHOBIEHHbIX 3akoHodaTenbcTBoOM Poccumnckon
degepaumm O HaPKOTUYECKMX CPEeACcTBax, MNCUMXOTPOMHbIX BeLlecTBax M 00 wux
npekypcopax.

3. [enctene Hactosiwero PegepanbHOro 3akoHa pacnpocTpaHsieTcs Ha
obpaweHne paguodapmaueBTUYECKUX  NIEKApCTBEHHbIX CPEeACTB  C  y4eToM
0COBEHHOCTEN, YCTaHOBMEHHbIX 3akoHodaTenbcTBOM Poccuickon depepauum B
obnacTtn obecneyeHus pagnaumoHHon 6e3onacHoCTu.

4. Ecnu mexgyHapoaHbiM gorosopoM Poccuinckon degepaumm yCTaHOBIEHbI UHbIE
npasuna, 4em Te, KOTOpble MpeaycMOTpeHbl HacToswum dPepgeparibHbIM 3aKOHOM,
NPUMEHSIIOTCS NpaBuia MexayHapo4Horo 4oroesopa.

5. B Poccuickon ®efepauumn B COOTBETCTBUM C MeEXAYHAPOAHbIMW OOroBopamMm
Poccurickon ®depepaumm n (Mnn) Ha OCHOBE MpuHUMNA B3aMMHOCTU MPU3HAKOTCA
pe3ynbTatbl  KIWHWYECKUX  UCCHedOBaHWW  NeKapCTBEHHbIX MpenapaToB  And
MEeONLMHCKOrO NPUMEHEHUSA, MPOBEAEHHbIX 3a npegenamu Tepputopumn Poccuimnckon
depgepaumn.

Ctatba 4. OCHOBHbIE NOHATUA, UCNOJNb3yeMble B HacToswem dPenepanbHOM
3aKoHe

Ona uenen Hactodwero ®denepanbHOro 3akoHa WCNOMb3YTCA cneaylowue
OCHOBHbI€E MOHATUSA:

1) nekapcTBeHHble cpefcTBa - BELlecTBa MMM UX KoMOWHauuW, BCTynawowue B
KOHTAKT C OpraHM3MOM 4ernoBeka WM XMBOTHOMO, MPOHMKaKLWME B OpraHbl, TKaHW
opraHu3ma 4YenoBeKa UM XXMBOTHOIO, NPUMEHsIEMblE AN NPOUNaKTUKN, ANArHOCTUKN
(32 WUCKMOYEHNEM BELLECTB MMM UX KOMOMHALUWUA, HE KOHTAKTUPYIOLLMX C OpraHM3MOM
YyenoBeKa WIKN XXMBOTHOrO), NeYeHns 3aboneBaHusl, peabunutaummn, Ans CoXpaHeHus,
npeaoTBpaLleHnss Unn npepbiBaHNs 6epeMeHHOCTM U MOJyYeHHble U3 KPoBW, MiasMbl
KPOBM, U3 OpraHoB, TKaHe opraHM3ama YerioBeka U XMBOTHOMO, PaCTeHWUIA, MUHEpanoB
MeTodamMm CUHTE3a UIK C MTPUMEHEHNEM BUONOrnYecknx TexHonorni. K nekapcTBeHHbIM
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cpeacTBaM OTHOCATCS (papMaLeBTMYECKME CyOCTaHUMM U NeKapCTBEHHbIE Npenaparbi;

2) cbapmaueBTMYecKasa cybcTaHums - NekapCTBEHHOEe CPeaCcTBO B BUAE OAHOroO Unu
HecKonbkmx obnagatowmx apmakonormnyeckon akTMBHOCTbIO OENCTBYHOLNX BELLECTB
BHE 3aBMCUMOCTW OT MNpUpPOAbl NPOUCXOXOEHUHA, KOTOpoe MpedHasHayeHo Angd
Npou3BOACTBA, MW3rOTOBMEHUA FEKapCTBEHHbIX npenapatoB W onpegender Ux
3 PEKTUBHOCTb;

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

3) BcrnomoraTernbHble BELLEeCTBA - BELWeCcTBa HEOPraHMYeCKoro Unm OpraHn4ecKoro
NPOUCXOXOEHNSA,  UCMonb3yemMble B rpouecce Npou3BOACTBa, W3rOTOBNEHUS
nexkapCcTBEHHbIX MNpenapaTtoB Ans npuaaHua MM HeobxoauMmbiX (OU3NKO-XMMUYECKNX
CBOWCTB;

4) nekapCTBEHHbIE NpenaparThl - IeKapCTBEHHbIE CPeacTBa B BUAE NeKapCTBEHHbIX
dopM, npumeHsiemble Ans NPOMUNAKTUKX, [UArHOCTUKKU, neveHus 3aboneBaHus,
peabunutauun, 4ns coxpaHeHusi, NpeaoTBpaLleHs v NpepbiBaHs 6epeMeHHOCTY;

5) nekapcTBeHHas dopma - COCTOSIHUE JleKapCTBEHHOro npenaparTa,
cooTBeTCTBYylOWee cnocobam ero BBedeHMS M NpUMeHeHuss n obecnednBatoLlee
OOCTUXeHne Heobxoammoro nevyebHoro adhdekTa;

5.1) nosnpoBka - cogepxaHne 04HOro UMM HEeCKOSbKUX OEMCTBYIOLMX BELLECTB B
KONMMYECTBEHHOM BbIPaXXEHUM Ha eauHWULY 003bl, U1 eanHuly obbema, unu eguHuly
MacCbl B COOTBETCTBMM C Il€eKapCTBEHHOW opmMon NnMbOo Ansi HEKOTOPbIX BMAOB
nexKapCcTBeHHbIX (POPM KOMMYECTBO BbLICBOOOXAAEMOro M3 fekapCTBEHHOMW opMbl
OEeNCTBYIOLLEero BeLwecTBa 3a eauHULY BPEMEHMU;

(n. 5.1 BBeaeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

6) nepeyeHb XXU3HEHHO HEOBXOANMbIX U BaXKHEMNLLNX NIEKaPCTBEHHbIX NpenapaTos -
exerogHo yTteBepxgaembln [lpaButensctBom Poccunckon dPepepauum nepedeHb
NEeKapCTBEHHbLIX NpenapaToB ANd MeOULMHCKOrO MNpuMeHeHusi, obecneymnBaroLmx
NPUOpUTETHbIE NOTPEOHOCTN 3O0paBOOXPAHEHUS B LENsSX NpounakTuku n nedveHuns
3aboneBaHun, B TOM u4ucne npeobnagawowmx B CTPpyKType 3aboneBaemoctn B
Poccuinckon ®egepaunu;

6.1) opdaHHble nekapCTBEHHble npenapaTtbl - JIeKapCTBEHHble npenapaTbl,
npeaHasHa4YeHHbIe UCKITYNTENBHO ANst ANArHOCTUKN UM NaTOreHETUYECKOro NieYeHus
(ne4veHna, HanNpaBnNeHHOro Ha MexaHu3Mm pa3BuTUa 3aboneBaHus) peaknx (opdaHHbIX)
3abonesaHuu;

(n. 6.1 BBeaeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

6.2) Guonornyeckme nekapcTBeHHble MNpenapaTbl - NleKapCTBEHHbIE MpenapaTbl,
AEeNCcTByloLlee BeLEeCTBO KOTOPbIX MPOM3BEAEHO WU BblgeneHo u3 Guonorn4eckoro
NCTOYHMKA M ANS onpeaeneHns CBOMCTB N Ka4yeCcTBa KOTOPbIX HeobxoamMma KoMOnHauus
Guonornyecknx n U3NKO-XMMUYecknx metogoB. K GUonornyeckMm nekapCTBEHHbIM
npenapataMm OTHOCATCA  MMMYHOOMONOrM4Yeckne  fekapCTBEHHble  MpenapaTbl,
neKkapCTBEHHblE MpenapaTbl, MOMyYeHHble W3 KPOBW, MNNa3mMbl KPOBM 4YenoBeka WU
XMBOTHbIX (32 WCKMNIOYEHMEM LENbHON KpOoBK), BUOTEXHONMOrMYECKNE IeKapCTBEHHbIE
npenapaTbl, reHoTepaneBTUYECKME NEKAPCTBEHHbIE NpenapaTbl;

(n. 6.2 BBeaeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

7) uvMMyHOOWOMOrMyeckne nekapCcTBEHHble rMpenapaTbl - JfleKapCTBEHHbIE
npenapatbl, MNpefgHasHayYeHHble AN (OPMUPOBaAHUSA aKTUBHOIMO WM MAaCCUBHOMO
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UMMyHUTETA NMBO  AMArHOCTUKM  HanMuuMsa  UMMyHUTETa UM ONArHOCTUKM
cneundunyeckoro NpMOOPETEHHON0 WU3MEHEHUS WMMMYHOMNOrMYeckoro oTBeTa Ha
anneprusupytowme Belwtectea. K mMMyHOBMONOrMyeckum nekapcTBeHHbIM npenapartam
OTHOCATCSl BaKUMHbl, AHATOKCWUHbI, TOKCWHbI, CbIBOPOTKW, WMMYHOrNoOynmnHbl U
anneprex.l;

(n. 7 B peq. PepgepanbHoro 3akoHa oT 22.12.2014 N 429-03)

7.1) 6uoTexHomornyeckne rnekapCTBeHHble npenapaTtbl - JleKapCTBEHHble
npenapaTtbl, MNPOM3BOACTBO  KOTOPbIX  OCYLLIECTBSIETCA C  UCNONb30BaHWEM
BuotexHonormyeckux npoueccos M metogoB (B Tom uucne [OHK-pekombuHaHTHOWM
TEXHOSOMMN,  TEXHOSNOMMN  KOHTPONMPYEMOW  3KCMPECCUN  FEHOB,  KOOUPYHOLLMX
Buonornyeckn akTMBHble 6enkM B NpokapuoTax U dykapuoTax, BKIHOYas U3MEHEHHble
KNeTKN mnekonutarLwmx), rmopmaoMHOro MeToaa U MeTofa MOHOKITOHASbHbIX aHTUTEST,
(n. 7.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

7.2) TreHoTepaneBTUYECKME JIEKAapCTBEHHblE MpenapaTtbl - JIEKAPCTBEHHbIE
npenapaTtbl, (hbapmaueBTMyeckasas CyObCTaHUMS KOTOpbIX SIBMSETCA PEKOMOUHAHTHOM
HYKITEMHOBOW KNCIOTOM UNK BKITHOYaeT B ceba peKOMOMHAHTHYO HYKNEMHOBYIO KUCHOTY,
MO3BOMSAIOLLYIO OCYLIECTBNATL perynupoBaHne, penapauuio, 3ameHy, gobasneHve mnm
yaaneHne reHeTU4Yeckon nocneaoBaTenbHOCTY;

(n. 7.2 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

8) HapkoTuyeckue nekapcTBeHHble CpeacTBa - feKapCcTBEHHble rnpenapartbl n
dapmaueBTMyeckme  CcyoCcTaHuuM, cofepXalime  HapkoTudeckue cpeacrtea u
BKNOYEHHble B [lepedeHb HapKOTUYECKUX CpeacTB, MCUXOTPOMHbIX BELLECTB N KX
NPeKypcopoB, noanexawmx KoHTponto B Poccuiickon depepaumm, B COOTBETCTBMM C
3akoHogaTtensctBoM Poccunckon depepaumn, MexgyHapoAHbIMM - OroBOpamMu
Poccuinckon ®eagepaumm, B ToM Yncne EQMHON KOHBEHUMEN O HAPKOTUYECKUX CPeaCcTBax
1961 roga;

9) ncMXOTpOMHbIE NEeKapCTBEHHbIE CPEeACTBa - JIEKAPCTBEHHbIE npenapaTtbl n
hapmaueBTUdeckne cybctaHuMM, coaepawime MNCUXOTPOMNHble  BellecTBa MU
BKNOYeHHble B [lepedyeHb HapKOTUYECKMX CpeacTB, MCUXOTPOMHbIX BELLECTB N UX
NpeKkypcopoB, noarnexawmx KoHTponto B Poccuiickon depepaumm, B COOTBETCTBUU C
3akoHogaTtenctBoM Poccunckon depepaumn, MexagyHapoAHbIMM - AOroBopamu
Poccuinckon ®egepaumn, B ToMm Yncne KoHBEHUMEN O NCUXOTPONHbIX BewecTBax 1971
ropa;

10) paguodapmaLeBTUYEeCKNE IeKapCTBEeHHble CpeacTBa - JleKapCTBEHHble
cpencTBa, KOTopble coaepkaT B FOTOBOW A1 UICNONb30BaHUS (DOpMe OAMH PaanoHyKNnuA
MM HECKOSbKO paaMOHYKNNAOB (PagMoakTUBHBIX M30TOMOB);

10.1) opuruHanbHbIN NeKapCTBEHHbIM MpenapaT - feKapCTBEHHbIN npenapart c
HOBbLIM [OENCTBYHOLLMM BELLECTBOM, KOTOPbIA NepBbIM 3apernctpuposaH B Poccumckon
degepaumm MMM B UHOCTPAHHbIX rOCYy4apCTBax Ha OCHOBaHUM pe3ynbTaToB
OOKNMMHNYECKUX UccnegoBaHni NekapCTBEHHbIX CPeACTB U KIMHUYECKUX nccnegoBaHum
neKapCTBEHHbIX MpenapaToB, MOATBEPXOAKLWMX ero KayvyecTtBO, 3PPEKTUBHOCTb W
6e3onacHoOCTb;

(n. 10.1 BBegeH PeaepanbHbIM 3aKOHOM OT 27.12.2019 N 475-93)

11) pehepeHTHbIN NEeKapCTBEHHbIN Npenapar - NeKapCTBEHHbIN NpenapaT, KOTOPbIN
ncnonbdyeTcsas  Ons OUEHKM  OMOSKBMBANEHTHOCTM UMK TepaneBTUYECKOM
9KBMBANEHTHOCTKN, kadecTBa, 3a¢pdeKkTUBHOCTM M Ge3onacHOCTM BOCMPOU3BELEHHOMO
nekapCcTBEHHOro npenapaTta unn 6GuoaHanorosoro (6vonogobHOro) nekapcTBEHHOro
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npenapata (bnoaHanora). B kayectBe pedepeHTHOro nekapCcTBEHHOro npenapara ang
MEANLMNHCKOrO NPUMEHEHNSA UCMONb3YETCA OpPUrMHanbHbIA NEKapCTBEHHbLIM NpenapaT
nnbo, ecnu opurMHanbHbIA NEKApPCTBEHHLIA NpenapaTt He 3aperncTpupoBaH WM He
HaxoguTcss B obopoTe B Poccuinckon depepaumm n He HaxoauTca B obopoTte B
WHOCTPaHHbIX rOCygapcTBaX, BOCMPOU3BEAEHHbIN FEKapCTBEHHbIM npenapat  unu
BGuoaHanoroBbin (6nonogobHbIN) NekapCTBEHHbIM npenapaT (bwoaHanor), KOTopbin
nepBbiM 3aperMcTpupoBaH M3 4ucna Haxogswmxcsa B obopote B Poccuickon
degepaumn, GUOIKBMBANEHTHOCTb UK TepaneBTUYECKas 9KBUBANEHTHOCTb, Ka4eCTBO,
9(pekTMBHOCTb U ©0E30MacHOCTb KOTOPOro OUEHMBANMCb MO OTHOLWIEHUK K
OpUrMHanbLHOMY feKkapCTBEHHOMY npenapaTy, a Takke KayecTBO, 3(p(eKTMBHOCTL U
6e3onacHOCTbL KOTOPOro NOATBEPXKAAKTCA pe3dynbTaTamu hapmakoHaasopa u NpoBEePOK
COOTBETCTBUSA JIEKAPCTBEHHbIX CPEACTB, HaXOAALWMXCA B rpaxgaHCckoM oboporTe,
yCTaHOBMEHHbIM TpeboBaHMsM K uX KayvectBy. B kauyectBe pecdbepeHTHOro
neKapcTBEHHOro npenapata [Anss BETEPUHAPHOrOo MNPUMEHEHUA  UCMOSb3yeTcsA
NeKapCcTBEHHLIN npenapaTt Ans BETEPUHAPHOIO NMPUMEHEHUS1, 3aperMCTPUPOBaHHbLIN B
Poccurickon degepaumm Ha OCHOBaHMM Pe3ynbTaToB AOKMMHUYECKUX MUCCReaoBaHUN
NeKapCTBEHHbLIX CPEeACTB U KIMUHUYECKMX UCCreaoBaHUMA NEKapCTBEHHbIX NpenapaTos,
noaTBepXaatoLmnX ero kKa4ecTBo, 3 PEKTMBHOCTb U 6€30MaCHOCTb;

(n. 11 B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) BOCNpoun3BeeHHbIN NeKapCTBEHHbINM Npenapar - TeKapCTBEHHbIV Npenapar Ans
MEAMLUUHCKOrO  MPUMEHEHUs, KOTOPbIN WUMeeT 3KBMBAaNEHTHbI pedepeHTHOMY
neKapcTBEHHOMY MpenapaTty KayeCTBEHHbIM COCTaB W KONMYECTBEHHbIA COCTaB
OENCTBYIOLMX BELWEeCTB B  9KBMBANEHTHOW  niekapcTBeHHOW  bopme, nmbo
neKkapcTBEHHbIN Npenapart A BeTepMHapHOro NpUMEHEHNS, KOTOPbIA UMEET Takme Xe,
4TO U pedepeHTHbIN NeKapCTBEHHbIN rpenapaTt, KavyeCTBEHHbIW COCTaB U
KOJSIMYECTBEHHbIN COCTaB AENCTBYIOLLUNX BELWECTB B TAKOW e NekapCTBEHHOW hopMme,
BUO3KBUBANEHTHOCTb nnu TepaneBTMyeckas 9KBMBANEHTHOCTb KOTOPbIX
COOTBETCTBYIOLLUEMY pedepeHTHOMY IekapCTBEHHOMY Mpenapaty MnoAaTBepXaeHa
COOTBETCTBYHOLLUMMU UCCIEeJ0BAHUAMMU;

(n. 12 B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTMYecCKasi OSKBMBANEHTHOCTb JleKapCTBEHHbIX MpenapaTtoB -
OOCTMKEHNE KITMHUYECKM COMOCTaBUMbIX TepaneBTUYECKOro adpdpekta u nokasartenen
ahekTnBHOCTM M Be30MacHOCTN NpU NPUMEHEHUN NEKAPCTBEHHBLIX NMpenapaToB AnA
MEANLMNHCKOrO NPUMEHEHUS, NMEIOLLUMX OAHO MeXAyHapoaHOe HenaTeHTOBaHHOE (MNnu
XUMMYECKOE, NN rpynnMpoBOYHOE) HAMMEHOBAHNE, B 3KBMBANEHTHbIX 4O3MPOBKaX Mo
OLHMM 1 TEM Xe MOKa3aHWAM K MPUMEHEHMIO U NpU OAMHAKOBOM criocobe BBeOeHUs y
OZHOW N TOW Xe rpynnbl 6OMbHbLIX;

(n. 12.1 B pen. PeneparnbHoro 3akoHa oT 27.12.2019 N 475-93)

12.2) 6uoaHanoroBbii (6nMonogo0bHbIN) NekapcTBEHHbLIM npenapat (bwoaHanor) -
Buonormyecknin NeKapcTBEHHbIM MNpenapart, CXOXWMW MO napameTpaMm KayecTsa,
adpdekTMBHOCTM K 6e3onacHOCTU C pedepeHTHbIM BUONOrMYecknM NeKapCTBEHHbLIM
npenapaTtoM B TaKOW Xe NeKapCTBEHHOW (hOpMe U UMEKLWNA UOEHTUYHBbIN Ccnocob
BBEOEHUS;

(n. 12.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

12.3) B3anmo3ameHseMbI NIEKapCTBEHHbIN NpenaparT - fIekapCTBEHHbIA npenapart
C [OKa3aHHOW TepaneBTUYECKOM 3KBUBANEHTHOCTBO UM OMO3KBMBANEHTHOCTbLIO B
OTHOLLEHMM pedhepPEeHTHOrO NIEKAPCTBEHHOIO Npenapara, UMeoLLNN 3KBUBANEHTHbIE eMY
Ka4eCTBEHHbIN COCTaB M KONMYECTBEHHbLIN COCTaB [AENCTBYIOLINX BellecTB, COCTaB
BCNOMOraTesibHbIX BELECTB, fIeKapCTBEHHYO hopmy 1 cnocob BBeaEHUS;
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(n. 12.3 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

12.4) OWO3KBMBANEHTHOCTb JIEKAPCTBEHHbIX MpenapaTtoB -  OOCTMXKEHUe
COMOCTaBMMbIX MoOKasaTesie CKOPOCTM BCaCbIBaHWA, CTENEHU MOCTYNSIEHUS K MeCTy
OENCTBUSS U CKOPOCTU  BbIBEOEHWS OAHOrO WU HECKONbKUX  obnagaromx
drapmakoniormyeckon  akTUBHOCTLIO  AEUCTBYIOLWNX BeLecTB Npu  MNpUMEHEeHUU
NeKapCTBEHHbLIX nNpenapaToB ANA MEOUUMHCKONO MPUMEHEHUS, UMEKLMX OAHO
MeXayHapogHOoe HenaTeHTOBaHHOoe (MMM XMMUYEeCcKoe, Unn  rpynnmpoBOYHOE)
HanMeHoBaHWe, B 3KBUBANEHTHbIX A03UPOBKaxX MU Npu 0ANMHaAKoBOM cnocobe BBeAeHUS;
(n. 12.4 BBegeH PeaepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

13) nekapCTBEHHOE PaCTUTENbHOE CbIpbe - CBEXMWE WM BbICYLUEHHbIE pPaCTeHUS
nmMbo KX 4YacTu, ucnonb3yemble AN NPOM3BOACTBA JIEKAPCTBEHHbIX CPeAcTB
opraHvMsauusiMmm - nNPOU3BOAUTENSIMU FEKAPCTBEHHbIX CPEACTB WM U3roTOBMEHUs
neKapCTBEHHbIX NPenapaToB anTeyYHbIMU OpraHM3aunsiM1, BeTEPUHAPHBIMU anTeYHbIMK
opraHvsauusiMn, MHOMBMAYanbHbIMU NpeanpuHMMaTensamMu, UMELWUMU NIMLEH3NIO Ha
dhapMaLeBTUYECKY0 AeATENbHOCTD;

14) nexkapcTBEHHbIM pacTUTENbHbIM npenapaTt - JiekapCTBEHHbIM npenapar,
NPOV3BEAEHHbIN NN N3rOTOBIIEHHbIA U3 O4HOrO BMAA NEKapCTBEHHOIO pacTUTENbHOro
CbIpbSi UMM HECKOJSTbKUX BUAOB TaKOro Cbipbs U peanudyembin B pacdacoBaHHOM Buae
BO BTOPUYHOM (MNOTPeOUTENLCKOM) YNaKoBKe;

15) romeonaTuyeckun IeKapCTBEHHbIN MNpenapaT - feKapCTBEHHbIW npenapar,
NpPOu3BEAEHHbIA UMW U3FOTOBMEHHbIN M3  (hbapmaueBTUYECKON CcybCcTaHumMm nnu
hapmaueBTUYecknx cybctaHumm B COOTBETCTBUM C  TpeboBaHusMn  OBLLMX
dapmakonenHbIX cTaTe K roMeonaTtndeckMm nekapcTBeHHbIM npenapatam wunn B
COOTBETCTBUM C TpeboBaHMaAMU dapMakonem CTpaHbl MPOM3BOAUTENSA  TaKoro
nekapCTBEHHOro npenapara;

(n. 15 B peq. PepeparnbHoro 3akoHa ot 22.12.2014 N 429-93)

16) MmexxgyHapoaHOe HenaTeHTOBAHHOE HAaMMEHOBaHME NIEKapCTBEHHOMO CpeacTBa
- HauMMeHOBaHMe [encTBylLlero BelectBa ¢apmMaueBTMyYeckon cybcTtaHumm,
pekomMeHaoBaHHOe BceMnpHoM opraHnsaumnen 3gpaBooXpaHeHUs;
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17) TOproBOoe HaMMEHOBaHWE fEKapCTBEHHONO CcpeacTBa - HavMeHOBaHue
NeKapcTBEHHOro CpeacTBa, MPUCBOEHHOE €ero pas3paboTyMkoM, AepXaTenem unm
BnagenbLem permcTpaLmMoHHOro YaoCTOBEPEHUS NIEKapCTBEHHOrO npenapara;

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

17.1) rpynnMpoBOYHOE  HauMMEHOBaHWEe  JIeKapCTBEHHOro  npenapata -
HaMMeHOBaHWE JNEeKapCTBEHHOrO Mpenapata, He UMEIOLWEro MexayHapogHoro
HEeNnaTeEHTOBAHHONO HaMMEHOBAaHMWS, UM KOMOMHAUUKM NeKapCTBEHHLIX Npenaparos,
NCcnonb3yemMoe B Lensx o6beanHeHns nx B rpynny nog eAnHbIM HauMeHOBaHNEM NCXOOA
13 OAMHAKOBOro CocTasa AeNCTBYIOLNX BELLECTB;

(n. 17.1 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

18) obwas bapmakonenHas ctatbsl - AOKYMEHT, YTBEPXAEHHbIN YNOTHOMOYEHHbIM
denepanbHbIM - OpraHoOM  UCMOSIHUTENbHOW  BMacTM W coAaepXalunm nepeyeHb
nokasaTernem kadectBa W (MNM) MeETOAOB KOHTPONS  KayecTBa  KOHKPETHOW
nekapCTBEHHON  (pOpMbl, NEKAPCTBEHHOrO0  PacCTUTENbHOIO  Cbipbs,  OMUCaHWUS
Buonornyecknx,  BUOXMMUNYECKMX, MUKPOBUONOrNYECKNX,  (PU3UKO-XMMUYECKUX,
PUINYECKNX, XMMUYECKNX U OPYrMX METOAOB aHanmsa NeKkapCTBEHHOro cpeacTsa, a
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Takke TpeboBaHUA K UCNOMb3yeMbIM B LIENAX NPOBEAEHUSA 4aHHOIO aHanm3a peakTmBam,
TUTPOBAHHbLIM pacTBOpaM, MHAMKATOpaMm;
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

19) dhapmakonenHas cTaTbs - AOKYMEHT, YTBEPXAEHHbIA YNOSTHOMOYEHHbIM
denepanbHbIM - OpraHoOM  UCMOSIHUTENbHOW  BMacTM W coAaepXalunm nepeyeHb
nokasartesien kayecTBa U METOLOB KOHTPOSA Ka4yeCTBa NIeKapCTBEHHOIO CPeACTBa;

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

19.1) ctaHpapTHble 0bpa3subl - BellecTBa, NOCPEACTBOM CPaBHEHUSI C KOTOPbIMU
OCYLLLECTBNAETCA KOHTPOSib KayecTBa WCCneayeMblX FfEeKapCTBEHHbIX CPeAcTB C
MOMOLLIbIO (PU3NKO-XUMUYECKMX N OMOMOrnYyeckmx MeTOA4OB B LENsX NoATBEPXKAEHUS
COOTBETCTBUSA J€KApCTBEHHbIX CPeACcTB TpeboBaHMAM HOPMATMBHOW AOKYMEHTauuw,
YCTaAHOBMEHHLIM MpPX OCYLLUECTBIIEHUN TOCYQapCTBEHHOW perncrpauumn, n KoTopble
NMPUMEHSAOTCA  ONa  KanubpoBKM  CTaHOapTHbIX  0Opas3uoB  NPOM3BOAUTENS
NEeKapCTBEHHbIX CPEeACTB, UCMOMb3yeMbIX OJ11 KOHTPOMS KayecTBa M UHbIX Lienen npu
oOpalLeHnn NekapCTBEHHbIX CPEACTB;

(n. 19.1 BBegeH PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

19.2) dapmakonenHblh CTaHgapTHbIM obpasel - CcTaHgapTHbIM  obpasel,
npoun3sefeHHbIN B COOTBETCTBUN C (papMaKkonenHon ctaTben;
(n. 19.2 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

20) HopmaTMBHaa AOOKyMeHTauusi - [OOKYMEHT, coepXawmn rnepeyeHb
onpegensieMblx N0 pesynbTataMm COOTBETCTBYIOLUMX IKCNEPTU3 nokasaTenen kavyecrsa
neKapcTBEHHOro cpeactsa AN MeOUUMHCKOro NPUMEHEHUS, MeTOOO0B KOHTPONS ero
KayecTBa W YCTaHOBIIEHHbIW €ro Npon3BoauTenem;

21) HOpMaTUBHbIA OOKYMEHT - JOKYMEHT, CoAepXallnin nepedeHb onpeaensemMblx
no pesynbTatamM COOTBETCTBYIOLUNX SKCNEPTU3 NoKkasaTenen kavyectea u (unv) meToos
KOHTpONS KadecTBa  nekapCTBEHHOM dopmbil, onucaHus OMonorn4yeckux,
BMOXMMMYECKNX, MUKPODMONOrNYECKmX, PU3NKo-XMMmNYECKNX, U3NIYECKNX, XUMUYECKNX
N Opyrux METOAOB aHanu3a fekapcTBeHHbIX CPeaCcTB ANA BETEPUHAPHOIO NPUMEHEHUs,
TpeboBaHUA K MCNOMb3yeMbiM B LENAX MNPOBEAEHUs AAHHOr0 aHanu3a peakTvMBawm,
TUTPOBaAHHbLIM pacTBOpaM, MHAMKATOPaM U YCTAaHOBIEHHbIN ero Npon3soauTenem;

21.1) obwuUn TEXHNYECKUN AOOKYMEHT - KOMMMEeKT AOKYMEHTOB W MaTepuanos,
COCTOSILLMIA U3 HECKOSTbKNX pa3fenoB - AOKYMEHTaUUn agMMHUCTPATMBHOIO Xapakrepa,
XMMNYECKOWN, dapmavueBTUYECKOMN " ounonornyeckomn AOKyMeHTaumn,
dhapmMakonorn4yeckomn, TOKCUKONOrMYeCcKOn OKYMEHTaUMN, KINMHUYECKOW AOKYMeHTauum
N nNpeacTaBfisieMbli OQHOBPEMEHHO C 3asiBIEHMEM O roCyapCTBEHHOMW perncrpaumm
nekapcTBEHHOro npenapatra AN MEeOMUMHCKOro  NpuMeHeHMsa B dhopmarte,
YyCTaHOBIIEHHOM YMNONTHOMOYEHHbIM hefeparnbHbIM OpraHoM UCNOMHUTENBHOW BNacTw;
(n. 21.1 BBegeH PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

22) Ka4yeCTBO NIekapCTBEHHOIO CpeacTBa - COOTBETCTBUE NIeKapCTBEHHOIO cpeacTBa
TpeboBaHuAM hapmMakonenHon ctatbuM NMOO B Criyyae ee OTCYyTCTBMS HOPMaTMBHOM
OOKYMeHTaLuMu NN HOPMaTUBHOIO JOKYMEHTa;

23) 6e30nacHOCTb fIEKapPCTBEHHOIO CPEeACTBaA - XapakKTepUCTMKa NeKapCTBEHHOMO
cpeacTBa, OCHOBaHHasi Ha CpPaBHUTENbHOM aHanu3e ero 3pdeKkTUBHOCTU M puUcka
NPUYNHEHNS Bpeaa 340POBbID;

24) a(p(peKTMBHOCTb NEKapCTBEHHOro npenapaTta - XapakTepucTuka CTeneHu
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NOMNOXUTENBHOIO BNUSAHUSA NeKapCTBEHHOro npenapara Ha TeyeHwue,
NPOAOIKUTENBHOCTL 3aboneBaHnss N ero npeaoTBpalleHne, peadbunuTaumio, Ha
COXpaHeHue, NpeaoTBpaLlleHne Unn npepbisaHne 6epeMeHHOCTH;

25) cepusi NekapCTBEHHOro CpeacTBa - KONMMYeCTBO NeKapCTBEHHOro CpenacTBa,
Nnpou3BeaeHHOEe B pe3ynbTaTe 04HOr0 TEXHONOMMYECKOro LUMKIa ero Npon3BoanTenem;

26) pernctpaumoHHoe yOOCTOBEpPEeHMEe JeKapCTBEHHOro npenaparta - OOKYMEHT,
nogTeepxaatroLWwmnmn akT rocygapCTBEHHOW perucTpaumm nekapCcTBeHHOro npenapara;

26.1) pepxaTenb wunuv  Brageney  perucTtpauuoHHOro  yaooOCTOBEPEHUSA
nekapcTBEHHOro npenapara - pa3paboTymk nekapcTBEHHOro cpeacTsa, NPOM3BOAUTESb
NEeKapCTBEHHbIX CPeACTB MMM WMHOE lopugudeckoe nuuo, obnagatowee npaBom
BNageHnsl perucTpaumoHHbIM yOOCTOBEPEHNEM, KOTOPblE HECYT OTBETCTBEHHOCTb 3a
Ka4yecTBo, 3 EeKTMBHOCTb M 6€30NacHOCTb NEKApCTBEHHOrO Npenapara;

(n. 26.1 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

27) perucTpaumoHHbIN  HOMEp - KogoBoe 0OO03HadeHue, NPUCBOEHHOE
nekapcTBEHHOMY npenapaTy npu ero rocyaapCTBEHHOW perucTpaunm;

28) oOpaleHne nekapCcTBEHHbIX CpeactB - paspaboTka, AOKIMHUYECKUE
nccnegoBaHus,  KNWUHWYECKMe  UCccrnedoBaHus,  3KCnepTusa,  rocygapcTBeHHas
peructpauus, ctaHgapTMsauus U KOHTPOSb KayecTBa, MPOM3BOACTBO, U3rOTOBMEHUE,
XpaHeHue, nepeBo3ka, BBO3 B Poccunckyo depepaumto, BbIBO3 M3 Poccuickomn
depnepaunn, pekrnama, OTMyCcK, peanusauusi, nepefada, fNpMMeEHeHue, YHUYTOXeHue
neKkapCTBEHHbIX CPEACTB;

(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cybbekTbl 0obpalleHns neKkapCTBEHHbIX CPeacTB - husnyeckme nvua, B TOM
yucre vHavBuayanbHble npegnpuHUMaTenu, u lpunaudeckne nuua, ocywecTensowmne
AeATenbHOCTb NP obpaLLeHnn NeKapCTBEHHbIX CPEACTB;

30) paspaboTymKk nekapCcTBEHHOro cpeacTBa - opraHu3aumd, obnagatowas
npaBaMyn Ha pes3ynbTaTbl OOKIMHUYECKUX UCCNEeAOBaHUM NeKapCTBEHHOrO CpeacTBa,
KNMMHUYECKMX WCCIeLOBaHUA EeKapCTBEHHOro npenapata M (MnM) Ha TexXHOMOoruto
Npon3BOACTBA NEKAPCTBEHHOIO CPEACTBA;

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

31) Npou3BOACTBO NEKapCTBEHHbIX CPeACTB - AeATeNbHOCTb MO NPOU3BOLCTBY
neKkapCTBEHHbIX CPeACTB OpraHn3aunsaMn - NPOU3BOAUTENSMU NeKapCTBEHHbIX CPeaCcTB
Ha OZHOW CTaZnWn, HECKOSbKUX UITM BCEX CTaausX TEXHOMNOMMYECKoro npolecca, a Takke
MO XpaHEHWo N peanusaunn NponsBeaeHHbIX JleKapCTBEHHbIX CPeacCTB;

31.1) npon3BoACTBEHHAA NnoLwlagka - TepputopmansHo 060COBNEHHbIN KOMMMEKC
NPOM3BOAMTENS NEKApPCTBEHHbIX CPeACTB, NpeAHa3HayYeHHbIM A5 BbINOSTHEHUSA BCEro
npouecca NpoM3BOACTBA JIEKAPCTBEHHbBIX CPEACTB UM €ro onpeneneHHon ctaguu;

(n. 31.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

32) nponsBoauTENb NEeKapCTBEHHbLIX CPeACTB - OpraHu3auus, OCyLLecTBrsoLas
NPON3BOACTBO NIEKAPCTBEHHbIX CPEACTB B COOTBETCTBUN C TPEOOBAHMAMN HACTOSALLETO
denepanbHOro 3akoHa;

33) bapmaueBTMyeCKasi OeATenNbHOCTb - AEATENbHOCTb, BKMYawuwass B cebs
OMNTOBYIKO TOProBII0 NEKapCTBEHHbIMU CPeACTBaMU, UX XpaHeHWe, NepeBo3Ky U (Mnn)
PO3HUYHYKO TOPrOBMAK JIEKAPCTBEHHbIMM npenapatamn, WX OTNYCK, XpaHeHue,
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NnepeBo3Ky, M3roTOBIEHME NeKapCTBEHHbIX NpenapaTos;

34) opraHu3aLmsi ONTOBOW TOProBfiv NIEKAPCTBEHHBbIMU CPEACTBAMU - OpraHmM3aums,
OCYyLLEeCTBNALWaa ONTOBYH TOProBril0 NeKapCTBEHHbIMU CPeACcTBaMUu, UX XpaHeHue,
nepeBO3Ky B COOTBETCTBUM C TpeboBaHnAMM HacTosiwero PeaepanbHOro 3aKoHa;

35) anteyHas opraHuM3auma - opraHusauusi, CTPYKTYpHOe noapasgeneHue
MEANLMNHCKOM OpraHmn3auum, oCyLeCTBNAOLWNE PO3HUYHYO TOProB0 NeKapCTBEHHbLIMN
npenapataMmn, XpaHeHue, MepeBO3KY, W3roTOBMIEHME U OTMYCK JIeKapCTBEHHbIX
npenapaToB AN MeOUUMHCKOrO MPUMEHEHUS B COOTBETCTBMM C TpeboBaHMsMU
HacTosiwero ®PegepanbHOro 3aKoHa;

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

36) BeTepuHapHas anTeyHas opraHusauusi - opraHu3auusi, CTPYKTypHoe
noapasaeneHne BeTepUHapHO opraHnM3aLmm, OCyLLECTBSIOWME PO3HUYHYHO TOProBIito
neKapCTBEHHbIMM MpenapaTtamMu, XpaHeHue, U3rOoTOBMEeHWE U OTMYCK NEeKapCTBEHHbIX
npenapaTtoB AN BETEPUHAPHOTO MPUMEHEHUS B COOTBETCTBUM C TpeboBaHMAMM
HacTosiwero denepanbHOro 3aKoHa;

37) dhanbcnguumpoBaHHoe NnekapcTBEHHOE CPEeACTBO - fleKapCTBEHHOEe CPeCTBO,
COMpOBOXAaeMoe NOXHON MHGopMaLumen 0 ero coctaBse u (Mnn) NponsBoanTene;

38) HegobpokadecTBEHHOE NEeKapCTBEHHOE CPEACTBO - NEKAapCTBEHHOE CPeacTBo,
He cooTBeTCTBylLWee TpeboBaHMsaM apmMakonenHon cTtaTbn NMBO B cryyae ee
oTcyTCTBUA TPeOOBaAHNAM HOPMATMBHOW JOKYMEHTaUUN UM HOPMATUBHOIO JOKYMEHTA;

39) koHTpadhakTHOe IneKapCTBEHHOe CpeacTBO - JIeKapCTBEHHOEe CpenacTBo,
Haxogsweecs B 060poTe C HapyLUeHMeM rpaXaaHCKoro 3akoHo4aTenbCTBa;

40) QoKknNuHMYeckoe uccnegoBaHWe NeKapCTBEHHOro cpenctea - Guonornyeckue,
MUKpoBUuonornyeckne, UMMyHOormyeckne, TOKCUKonornyeckme, dapmakonormnyeckme,
dmamyeckme, XuMn4eckne n gpyrme uccrnefoBaHUsa fnekapcTBEHHOro cpencrea nytem
NPUMEHEHNA Hay4HbIX METOOOB OUEHOK B Uensax MnoryvyeHus [okasaTenbCTB
6e3onacHoCTK, kKayecTBa U 3PPEKTUBHOCTN NEKapCTBEHHOIO CpeacTBa;

41) KNMHWYeckoe WuccnegoBaHWe JeKapCTBEHHOro npenapaTta - M3y4YeHue
ONArHOCTUYECKUX, INeYeObHbIX, NPOMUNAKTUYECKMX, (apMaKOIOrMYEeCKMX CBOWCTB
nekapCTBEHHOro NpenapaTta B NpoLecce ero NpuMeHeHns y YenoBeka, XXMBOTHOIO, B TOM
yucrne npoueccoB BCacblBaHWSA, pacrnpefeneHvsi, U3MEeHEeHUs U BbiBEAEHUS, MyTeMm
NMPUMEHEHNA Hay4HbIX METOOOB OLEHOK B LEensx MonyvyeHus [okasaTenbCTB
GesonacHocTn, kayectBa M 3PPEKTUBHOCTM FIEKAPCTBEHHOrO npenaparta, AaHHbIX O
HexxenaTenbHbIX peakuMsx OpraHu3mMa 4erioBeka, >KMBOTHOrO Ha MNpPUMEHEHME
nekapctBeHHoro npenapata u 06 addekte ero B3aUMOAENCTBUMS C  APYrMMM
neKkapCTBEHHbIMU NpenapaTtaMmn 1 (Unu) NULLEBLIMU NPOAYKTaMU, KOPMaMu;

42) MHOrOLIEHTPOBOE KITMHNYECKOe UCCreaoBaHmne NekapCTBEHHOro npenapaTta ans
MeOULNHCKOro NPUMEHEHMS - KNMHUYECKOE UCCreaoBaHMe NekapCTBEHHOro npenapara
ANS  MeOuUMHCKOro MNPUMEHEHUS, MNPOBOAMMOE pa3paboTYMKOM JleKapCTBEHHOro
npenapata B ABYX W Gonee MeaUUMHCKMX OpraHv3aumsx fno eauHOMY MpPOTOKONy
KNMMHUYECKOro UCCrneaoBaHWs NeKapCTBEHHOro npenapara;

43) MeXxayHapogHoe MHOroLeHTpoBOE KNnMHn4eckoe nccrnegoBsaHue
nekapCTBEHHOro npenapata And MeauMUMHCKOrO MPUMEHEHUS -  KINUHUYeckoe
nccnegoBaHne  NieKapCTBEHHOro  npenapata  Ans  MeOUUMHCKOro  MpUMeEHeHus,


consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A6480236A66C1267C94F430C30C3C5EEBA68388C3A33DD61A06F837CD457B49F37A5D1B6A0A8FF3AAA69FBACM

NpoBOAMMOE Pa3paboTUYMKOM NEKAPCTBEHHOrO npenapaTa B pasNnuyHbIX CTpaHax Mo
eVMHOMY NPOTOKONY KIMMHUYECKOro UCCreaoBaHns NekapCTBEHHOIO Npenapara;

44) nocTpernctpaumoHHOe  KIWHMYECKOe  UCCrefoBaHue  feKapCTBEHHOro
npenapata Ans MeOULMHCKOrO MPUMEHEHUS -  KIIMHMYECKOe  uccrefoBaHue
nekapcTBEHHOro npenapata [Ana  MeauuMHCKOro  NPUMMEHEHUs,  NpoBOAMMOE
npou3BoguTENEM JeKapCTBEHHOrO npenaparta, rpaxaaHckum o6opoT  KOToporo
OCYyLLEeCTBNAETCH Mocne rocyaapCTBEHHOW perucrpauum, B Lensx AO0MNoSIHUTENbHOro
cbopa gaHHbIX O ero 6e3onacHoCTM U 3(OMEKTUBHOCTKN, pacCLUNPEHMS MOKa3aHUN K
NPUMEHEHNIO  [OAHHOrO  JfIeKAapCTBEHHOrO npenapata, a TakkKe  BblsBEHUS
HeXxenaTesibHbIX peakLuMii NauneHToB Ha ero AeNCTBue;

45) wnccnepoBaHve OWO3KBUMBANEHTHOCTU JlEKApCTBEHHOrO npenapaTta - Bug
KNMWHWUYECKOIrO MWCCreaoBaHUA JeKapCTBEHHOro npenaparta, MNpoBeAeHne KOToporo
OCyLLeCTBNAeTCs Ans onpeneneHns CKOpoCTM BCacbiBaHUS W BbiBEOEHUS OQHOrMO Unu
HecKomnbkux obnagarowmx papMakonorM4eckon akTMBHOCTbIO OEMCTBYHOLMX BELLECTB,
KOnmMyecTBa fekapCTBEHHOro npenaparta, AOCTUrarolero CUCTEMHOrO KpPOBOTOKA, W
pesynbTaTtbl KOTOPOro MO3BONSAKT caenatb BbiBOg O OWOSKBMBANEHTHOCTU
BOCMPON3BEOEHHOrO JEKapCTBEHHOrO npenapaTta B onpederieHHbIX JleKapCTBEHHON
dopmMe M [O03MpPOBKE, COOTBETCTBYHOLWMX opMe U [03UpoBKe pedpepeHTHOro
nekapcTBEHHOro npenapara,;

(n. 45 B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

46) wuccnegoBaHne — TepaneBTUYECKOW  OKBMBANIEHTHOCTM  JIEKAPCTBEHHbLIX
npenapatoB - BUA KIMHUYECKOrO WUCCReaoBaHUSA JEKApPCTBEHHbLIX MNpenapaTos,
npoBefeHMe KOTOPOro OCYLLECTBMSIETCA [N BbIABEHUS OAWHAKOBbIX CBOWCTB
nekapCcTBEHHbIX NpenapaToB onpeaerieHHON NekapcTBEHHON (OOPMbI, @ Takke Hanmums
OAWHAKOBbIX nokasatenen 6e3onacHoCTM UM 3PEDEKTUBHOCTU  JIEKAPCTBEHHbIX
npenapaToB, OANHAKOBLIX KITMHUYECKMUX 9PAEKTOB NPU NX NPUMEHEHWUN;

47) nNpOTOKOM KIMHUYECKOro WCCreaoBaHUs TNEeKapCTBEHHOro npenaparta -
AOKYMEHT, B KOTOPOM OnNpeaenstoTcsi uenu, opMbl OpraHuM3auMnm M MeToaonorus
NPOBEAEHNST KITMHUYECKOrO MCCneaoBaHusl, CTaTUCTUYeckne MeTodbl 00paboTku
pe3ynbTaToB TaKoOro WuccrnenoBaHWss M Mepbl Mo  obecneyeHuio Ge3onacHoOCTM
dU3NYECKNX UL, YYacTBYIOLWMX B KIMHUYECKOM WCCNeaoBaHUMM JleKapCTBEHHOTO
npenapara;

48) bpolutopa uccrnenoBaTens - CBOAHOE U3NOXEeHNe pe3ynbTaToB AOKIMHUYECKOrO
nccrnegoBaHUs  NEKapCTBEHHOro  cpeactBa M KIMMHMYECKOrO  UCCReadoBaHuUs
nekapcTBEHHOro npenapaTa Ans MeauuUMHCKOro NpUMeHeHNs;

49) nHOPMaLMOHHBIA NIMCTOK NaumMeHTa - OOKYMEHT, B KOTOPOM copepxaTcsi B
OOCTynHOW oopme CBeAeHUs, KacarLlmecs NpoBOANMOroO KIMHUYECKOro UCccrnegoBaHus
nekapcTBEHHOro npenapaTta, U B nNUCbMeHHOW dopme [o0b6poBofbHOE cornacue
nayueHTa Ha ydacTue B KITMHUYECKOM NccnesoBaHUM fiekapCTBEHHOMO Npenapara rnocne
O3HaKOMMNEHN ¢ 0COOEHHOCTAMWN KIMTMHMUYECKOrO UCCNEeNOBaHNA, UMELWMMN 3HAYEHNE
ONS Bblpa)XeHUs Takoro cornacus;

50) no6o4HOEe aencTeue - peakLmsi opraHm3mMa, BO3HMKLIAsA B CBA3U C MPUMEHEHNEM
nekapcTBEHHOro npenapata B [03aX, PEKOMEeHOYeMblX B WHCTPYKUUM MO €ero
NPUMEHEHMIO, ONs NPOMUNAKTUKK, LUMArHOCTUKKU, NledeHus 3aboneBaHust unuv ans
peabunutauuu;

50.1) HexxenaTenbHas peakuus - HenpegHaMepeHHas HebnaronpuaTHas peakuus
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opraHumama, Kotopasi MOXeT ObITb CBA3aHa C NPUMEHEHNEM NTEKAPCTBEHHOIO Npenapara;
(n. 50.1 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

51) cepbe3Hasa HexenaTtenbHas peakuusi - HexenaTtenbHas peakuusi opraHu3ma,
CBA3aHHass C MNPUMEHEHMEM feKapCTBEHHOro mnpenapara, npuBeallas K CMepTH,
BPOXAEHHBIM aHOManusam UM Nopokam passnTnda nNMbo npegcrasnsaoLwasa cobom yrposy
Xn3HKn, Tpebywowas rocnuTanuM3auuMnm MM nNpuBedwas K CTOMKOW  yTpaTte
TpyaocnocobHOCTU 1 (UNn) NHBANMAHOCTY;

52) HenpeaBuaeHHas HexenaTenbHas peakunsa - HexenatenoHas peakuus
opraHu3ma, KOTopas CBsid3aHa C MPUMEHEHMEM feKapCTBEHHOro npenapara B Ao03ax,
pekoMeHOyeMblX B MPOTOKONE ero KIMHWYECKOro uccregosaHus, Bpolutope
uccnegoBartens, WNM C MPUMEHEHMEM fleKapCTBEHHOro npenapata B [o3ax,
peKOMeHAyeMbIX B MHCTPYKUUKN MO ero NPpUMEHEHUIO A58 NPOOUNaKTUKN, ANarHOCTUKMK,
neyeHus 3aboneBaHUs UMM MeguuMHCKOM peabunutaumm naumeHTa, U CyLHOCTb,
TSXKECTb WM UCXOL KOTOPOM He COOTBETCTBYeT WHOopMaumm O nekapCTBEHHOM
npenapare, CoAepXallencs B NpOTOKONe ero KNMHUYeCKoro nccnegoBsaHuns, épotlope
nccnegoBaTens Unn B MHCTPYKLMW MO NPUMEHEHUIO NTEKapCTBEHHOIO npenapaTa;

(n. 52 B pen. PepeparnbHoro 3akoHa ot 22.12.2014 N 429-93)

52.1) dpapmakoHaa3op - BN OEATENbHOCTU MO MOHUTOPUHIY 3(PdEKTUBHOCTU Y
BGe3onacHOCTM NeKkapCTBEHHbIX NpenapaToB, HaMpaBliEHHbIN Ha BbISIBIIEHME, OLIEHKY Y
npegoTBpalleHMe  HexenaTernbHbIX  NOCNeaCTBUA  MPUMEHEHUS  JIeKapCTBEHHbIX
npenapaTos;

(n. 52.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHust puckamum - nogpobHoe onucaHne MeponpuUATUA Mo
dhapmakoHag30py, HanpasfeHHbIX Ha BbIsIBIEHWE, OUEHKY W npefoTepalleHve unuv
MUWHMMU3ALMIO PUCKOB, CBSAA3AHHbLIX C NIeKapCTBEHHLIMWU NpenapaTtamu, BKNYas OLEHKY
3(PPEKTUBHOCTU AAHHBIX MEPONPUATUN;

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

53) peuenT Ha NekapCTBEHHbIN Npenapar - MeAULNHCKUIA JOKYMEHT YCTaHOBIIEHHOMN
dopMmbl, cogepXallnin HasHavyeHWe feKapCTBEHHOro npenapaTta Ans MeauuUHCKOro
NPUMEHEHNS, BblAAHHbBIN MEAULMHCKAM pabOTHMKOM B LIENSX OTNyCKa NeKapCTBEHHOro
npenapaTa unm ero N3rotToBneHus U oTnycka Ha BymaxkHOM HocuTene unu c cornacus
nauyneHTa unM ero 3aKOHHOro npeacrtaBuTenis B POpMe 3MEKTPOHHOro OOKYMEHTa,
NnoANUCaHHOINO C MWCMOSb30BaHMEM YCUNEHHOMW KBannuUMpOBaHHOW 3NEeKTPOHHOW
noanMcn  MeaMUUHCKOrO paboTHMKA, MO0 [AOKYMEHT YCTaHOBMEHHOW (hopMbl,
cogepxalnn  HasHavyeHue nekapCcTBEHHOro npenapata Ans  BeTepuHapHOro
NPUMEHEHNSA, BblAAHHbIA CreuManucTtoMm B obnactu BeTepuHapuu B Lenax oTnycka
neKkapCTBEHHOro nNpenapara unv ero N3roToBrneHnst U OTnycka Ha BymakHOM HOcUTene;
(B pea. PegepanbHbix 3akoHoB OT 29.07.2017 N 242-93, ot 02.08.2019 N 297-93)

54) TpeboBaHWe MeOUUWHCKOM oOpraHv3auuMu, BETEPUHAPHOW oOpraHusaumm -
OOKYMEHT YCTaHOBMEHHOW POPMbI, KOTOPbIA BbINMMCaH MEANLUUHCKUM paboTHUKOM MK
cneumanucTtom B obnactu BeTepuMHapuu, UMEKLWUMM Ha ITO NpaBO, U COAEPXUT B
NMMCbMeHHOW POpMe YyKasaHue anTeyHoW opraHuvsauum unn BeTepUHaApPHOW anTevyHOW
opraHusauumn o6 oTnycke NnekapCTBEHHOro npenaparta unmM O ero U3roToBreHun n o6
otnycke pgnsa obecneyeHns nedyebHOro npouecca B MEAULMHCKOW OpraHu3auumu,
BEeTEepUHapHOW opraHusauuu;

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

55) KOMMeKkcHas oueHKa  neKkapCTBEHHOro npenapara - OueHKa
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3aperncTpupoBaHHOINO NEeKapCTBEHHOrO npenapaTa, Bkhwyawwas B ceba aHanus
MHOPMAaUUM O CPaBHUTENbHOM KIMHMYECKON 3addeKkTMBHOCTM M 6e3onacHoOCTU
neKapcTBEHHOro npenapaTa, OUEHKY SKOHOMWYECKUX NOCNenCTBUA ero NpUMeHeHus,
N3yyeHne LOMONHUTENbHbIX NOCNEACTBUA MPUMEHEHUS NIEKAPCTBEHHONO npenapara B
Lenax NPUHATUA pelleHun O BO3MOXHOCTU BKIIOYEHUST JIEKApPCTBEHHOro npenapaTa B
nepevYeHb >KM3HEHHO HEeOoOXOOMMbIX W BaXHEWLWMX JfeKapCTBEHHbLIX npenapaTos,
HOpPMaTMBHbIE NPAaBOBbIE aKTbl U UHblE JOKYMEHTbI, onpeaensoLlmne nopsaok okasaHus
MEAMLUVNHCKOM MOMOLUN, WKW UCKIIIOYEHUS €ro U3 YKa3aHHbIX MEPeYHsi, akToB WU
OOKYMEHTOB;

(n. 55 BBeageH PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

56) cucTemMa MOHUTOPUHra OBWXEHUS NeKapCTBEHHbIX MpenapaTtoB A4S
MEAMUVHCKOrO MpUMeHeHus - enepanbHass rocygapCcTtBeHHasi WHAOPMaUUOHHas
cucTteMa MOHUTOPUHIa [OBWXEHUSI NEeKapCTBEHHbIX MpenapatoB AnS MeauLMHCKOro
NPUMEHEHNA OT MPOU3BOAUTENS OO0 KOHEYHOro noTpebutend C MUCNoNb3oBaHMEM B
OTHOLWIEHUM NEeKapCTBEHHbIX NpenapaToB AN MeaULMHCKOro MpUMEHEHUs CcpeacTB
naeHTndurkaumn.

(n. 56 BBegeH PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

nasa 2. NOJTIHOMO4UA ®PEAEPAJIbHbLIX OPTAHOB I/ICI'IOJ'IHVITEJ'IbI-vIOVI 5
BJIACTH, OPTAHOB UCIOJIHUTEJNIbHOU BITIACTU CYBBEKTOB POCCUNCKOU
OEOEPALNU NMPU OBPALLEHUU JIEKAPCTBEHHbBIX CPEACTB

Cratbsa 5. NonHomMmounsa depepanbHbIX OPraHOB MCNOSIHUTENLHOM BRNacTU
npu obpalleHnn nekapcTBeHHbIX CPeacTB

K nonHomMmounam peaepanbHbiX OpraHoB UCMONMHUTENBHOW BRacT Npu obpaweHnn
nekapCcTBEHHbIX CPeaCTB OTHOCATCS:

1) npoBegeHue B Poccuinckon depepaumm eauHon rocygapCTBEHHON MOMAUTUKA B
obnactn obecnevyeHns nekapcTBEHHbIMM nNpenapatamu rpaxgaH B Poccunckon
depepaumu;

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

2) yTBepxaeHue obwmx apmakonenHbix cTaTen, ¢apmakonemnHblx cTaTen,
n3gaHne  rocygapcTtBeHHOW — dpapmakoneu, co3gaHMe W BeJeHue  peecTtpa
hapMakonenHblx CTaH4apPTHbIX 06pa3LoB;

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

3) ocyulecTBneHne rocyaapCTBEHHOIO KOHTposnsa (Hagsopa) B cdepe obpaleHus
NeKkapCTBEHHbIX CPEACTB;
(B pea. PepgepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3npoBaHne NPoM3BOACTBa NleKapCTBEHHbIX CPeACTB U hapMaueBTUYECKON
OEesATenbHOCTN B COOTBETCTBUM C 3aKoHO4aTeNbLCTBOM Poccuiickon ®eagepaunu;

5) opraHusauusa aKcnepTusbl NEKApCTBEHHbIX CPEeACTB, 3TUYECKOM IKCMEPTU3bl
BO3MOXXHOCTU MPOBEAEHUS KITMHMYECKOro UCCneaoBaHUs NekapcTBEHHOro npenapaTta
ANS  MeOUUMHCKOrO NPUMEHEHUs, 3KCNepTu3bl AOKYMEHTOB, NPeACTaBIEHHbIX AN
onpegeneHMss BO3MOXHOCTM paccmaTpuBaTb JIEKApCTBEHHbIM  npenapat  Ansg
MEeOMLMHCKOro NPUMEHEHNS Npu rocyAapCTBEHHOW perncTpawmm B kadectse opdaHHOro
nekapcTBeHHOro npenapara;

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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5.1) opraHnsaunsa NnpoBeaeHNS KOMMEKCHOW OLEHKM nekapCTBEHHOro npenapara B
Lensax NPUHATUS pelleHMn O BO3MOXHOCTW BKOYEHUST NIEKAPCTBEHHOro npenapaTa B
NepevYeHb >KM3HEHHO HEeOoOXOOMMbIX W BaXXHEWLUMX TNEKapCTBEHHbLIX MNpenaparos,
HOPMaTMBHbIE NPAaBOBbIE aKkTbl M UHblE AOKYMEHTbI, onpeaendatoLlmne nopsaok okasaHus
MEAMUVHCKOM MOMOLUM WM UCKITIOMEHUS ero U3 YKasaHHbIX MepeyvHsi, aKkToB WU
OOKYMEHTOB;

(n. 5.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

6) Bblga4Ya paspeleHnn Ha NpoBedEHUEe  KIIMHMYECKUX  UCcCregoBaHumn
nekapCTBEHHbIX NpenapaToB, BeAeHNe peecTpa BblAaHHbIX paspeLleHnin Ha npoBeaeHne
KIMMHUYECKMX UCCNeaoBaHNM NekapCTBEHHbIX NpenapaTos;

7) rocydapCTBeHHast perucTpauusi JekapcTBEeHHbIX MpenapaToB, BedeHue
rOCY4apCTBEHHOIO peecTpa NeKapCTBEHHbIX CPeACTB;

8) opraHusaums n (unn) NnpoBeAeHne MHCNEKTMPOBaHNA CyObekToB obpalleHns
neKapCcTBEHHbLIX CPEACTB HA COOTBETCTBME NpaBuiamMm Hagnexawien nabopatopHom
NPaKkTUKX, NpaBunamM Hagnexallen KnMHUYeCcKon NpakTukK, NnpaBunamM Hagnexatiien
NPaKTUKN XPaHEHMST U MEPEBO3KM NIEKAPCTBEHHbIX NpenapaToB, Npasunam
Haanexawyen gucTprubbloTOPCKON NPaKTUKK, NpaBunamMm Haanexallen ante4Hon
NPaKTUKK;

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

8.1) opraHusaums n (unun) NnpoBefeHne MHCNEKTUPOBaHUS CyObEKTOB obpalleHns
NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHWSAM MpaBusl  Hagnexalen
NPON3BOACTBEHHOW MPAaKTUKK, Bblgada 3aKMOYEeHUNW O COOTBETCTBUMM MPOU3BOAUTENS
nekapCTBEHHbIX cpeacTB TpeboBaHMAM npaBun Hagnexawen nponsBoACTBEHHON
NPaKTUKW;

(n. 8.1 BBeaeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

8.2) ycrtaHoBneHue nopsiika BedeHWs N BedeHue rocydapCTBEHHOro peectpa
3aKMYEHN O COOTBETCTBMM MPOU3BOAUTENS NIEKAPCTBEHHbIX CPeacTB TpeboBaHUAM
npaBun Hagnexawen Npon3BoACTBEHHOW NMPaAKTUKN;

(n. 8.2 BBeaeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

9) rocygapCcTBeHHasi perncTpaumns npenerbHbIX OTNYCKHbIX LEeH Npou3BoanTenemn
Ha NekapcTBEHHbIE NpenapaTbl, BKMOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOOMMbLIX U
BaXKHEMLUMX JIEKapCTBEHHbIX NpenapaTtoB, WU BegeHWe rocyapCTBEHHOroO peectpa
npedenbHbiX OTMYCKHbIX LUEH NpPOou3BOAUTENEN Ha JeKapCTBEHHbIe npenapaTsbl,
BKMIOYEHHbIE B MNepeyvYeHb XXU3HEHHO HEeOOXOAMMbBIX W BaXKHEWLUMX JEKapCTBEHHbIX
npenapaTos;
(B pea. PepgepanbHoro 3akoHa oT 06.06.2019 N 134-03)

9.1) cornacoBaHue TMPOEKTOB pPeLUEeHUN OpraHoB WCMOMHUTENBHOM BRacTn
cybbekToB Poccuiickon denepaumm ob ycTaHOBAEHUN U (UN) N3MEHEHUN NPeaenbHbIX
pa3mepoB ONTOBbIX HaabaBOK M NpeferibHbiX pasMepoB PO3HUYHbIX HaabaBoOK K
PaKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOU3BOANTENSAMWN NEKapCTBEHHbIX
npenapaToB, Ha NeKapCTBEHHble nNpenapartbl, BKIOYEHHbIE B MNEpPEeYEeHb >KU3HEHHO
Heob6X0o4MMbIX N BaXXHEWLLNX NeKapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH PepepanbHbiM 3akoHOM 0T 13.07.2015 N 241-93)

10) Bblgaya, ycTaHOBreHVEe nopsgka BblAayn paspelleHns Ha BBO3 KOHKPETHOW
napTUW NekapCTBEHHOro cpeacTtea B Poccuiickyto denepaumio;
(n. 10 B peq. PepepanbHoro 3akoHa oT 02.08.2019 N 297-93)
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10.1) Bblgava, ycTtaHOBreHWe rnopsigka Bblgaydn U POPMbl JOKYMEHTa, KOTOPbIN
noaTBep)XaaeT, YTO MPOU3BOACTBO JlEKAPCTBEHHOro npenapara And MeauuMHCKOro
NPUMEHEHNSA OCYLLECTBIIEHO B COOTBETCTBUM C TpeboBaHMAMM npaBun Hagnexaiien
NPOM3BOACTBEHHOM MPAaKTUKN UMK YTO NIEKAPCTBEHHbIN Npenapart Ansi BeTEPUHAPHOro
npuMeHeHna ponywieH Kk obpaweHutio B Poccunckon Pepepaumm, v NOANEXAT
npeacrtaBneHnto no TpeboBaHMIO YMNOSIHOMOYEHHOrO OpraHa CTpaHbl, B KOTOPYH
BBO3UTCS JIEKAPCTBEHHbIV Npenapar;

(n. 10.1 BBeaeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PegeparnbHoro
3akoHa ot 02.08.2019 N 297-93)

10.2) Bblgava, YyCTaHOBfieHME nopsagka Bblgadu W OPMbl  OOKYMEHTA,
cofepallero CcBedeHusi O CTaausax TEexHOMOrM4yeckoro mnpouecca MNpou3BoacTBa
NeKapcTBEHHOrO cpeacTBa Anst MEeOULMHCKOrO MPUMMEHEHUS, OCYLLECTBISIEMbIX Ha
Tepputopun EBpasmMimnckoro 9KOHOMUYECKOro CO3a;

(n. 10.2 BBeaeH dPenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pea. PegepansHoro
3aKkoHa ot 13.07.2015 N 241-®3)

11) co3gaHue coBeTOB NO BOMPOCaM, CBA3aHHbIM C obpalleHneM fekapCTBEHHbIX
CcpeacTs;

12) aTtTectaums u ceptTudukaums cneynanmcTos;

13) ytpaTtun cuny ¢ 1 ceHTabps 2013 roga. - PegepanbHbiv 3akoH oT 02.07.2013 N
185-93;

14) ocyuwecTBneHne gapmakoHan3opa;
(n. 14 B pen. PepeparnbHoro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTtve B MexayHapoaHOM COTPYOHUYECTBE;

16) nonyyeHne no 3anpocam YMNONIHOMOYEHHOro deaepanbLHOro opraHa
MCMNOMHUTENbHON BNAcTh OT OPraHoB MCMONHUTENbHOW Bnactu cybbektoB Poccuiickon
denepaumn, a Takke OT CybbekToB obpalleHusi feKapCTBEHHbIX CpeacTB Ans
MeOULMNHCKOro NpMMeHeHnsa HdopmMaumm no BoONpocam yCTaHOBMEHUS U NMPUMEHEHUS
LieH Ha nekapcTBeHHble npenapatbl U HaAbaBoOK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTM 3a HapylleHMe 3aKoHoAaTenbCTBa
Poccuinckon ®egepaunu;

18) yTBepxaeHne npaBun Hagnexawen nadbopaTopHOW NPaKTUKW, NpaBus
Hagnexawen KIWHWYEeCKOM npaKTUKW, TMpaBun  Haanexawen npovu3BOACTBEHHON
NPaKTUKW, MpaBuIl Hagnexawen npakTUKU XpaHEeHUA U NepeBO3KU JieKapCTBEHHbIX
npenapaTos, NpaBun Hagnexawen AMCTpnbbOTOPCKOM NPAKTUKKN, MpaBun Haanexatuemn
anTey4yHou NpaKkTUKW, NpaBun Hagnexalen npakTnkm bapMakoHag30opa NekapCTBEHHbIX
npenapaToB AN MeANLMHCKOro NpUMeHeHus;

(n. 18 BBegeH PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

19) ycraHoBneHve nopsgka (OPMUPOBaAHUS PErucTpauuoHHOro [[OoCbe Ha
nekapCTBEHHbIN NpenapaT u TpeboBaHW K JOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

20) yTBEpXAEHME NpaBui paumMoHanbHOro Bbibopa HaMMeHOBaHWI NeKapCTBEHHbIX
npenapaToB 4S9 MeANLNHCKOro NPUMEHEHMS;
(n. 20 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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21) yTBEpXOeHWe nepeyHss HauMeHOBaHUIN NlekapCTBEHHbIX POpPM;
(n. 21 BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbin 3akoH oT 27.12.2019 N
475-93;

23) yTBepxaeHue TpeboBaHUM K MHCTPYKUUM NO MEeAULMHCKOMY MNPUMEHEHUIO
NeKapCTBEHHbIX MpenapaTtoB W K WHCTPYKUMM MO BETEpUHAPHOMY MNPUMEHEHUIO
neKkapCTBEHHbIX Npenaparos;

(n. 23 BBeaeH PeaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

24) pocypnebHoe 3akpbiTUe CanToB, coAepXalmx WHGOPMauU O PO3HUYHOWN
npoaaxe ANCTaHUMOHHBLIM cnocoboMm, npeanoxeHme o NpUobpeTeHMn ONCTaHLMOHHBLIM
cnocobom, AoctaBke ANCTaHUMOHHBIM cnocobom n (unu) nepegadve puandeckomy nuuy
AVNCTaHUNOHHbIM cnocobom NEeKapCTBEHHbIX npenapaTos, HapPKOTUYECKMX
neKapCTBEHHbIX MpenapaTtoB W MNCUXOTPOMHbLIX JIEKAPCTBEHHbIX MpenapaTtosB, 3a
NCKITIOYEHMEM ClnyYaeB, YyCTaHoBIeHHbIX [NpaButensctsom Poccunckon ®enepaunu;

(n. 24 BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

25) Bblgava paspelleHni Ha BBOA, B rpaXKgaHCKMi 060poT MMMYHOBMONOrnMYeckmx
nekapCTBEHHbIX NpenapaTos.
(n. 25 BBegeH PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlnoc: npumevaHue.

Ct. 5.1 pacnpoctpaHfieTca Ha MNOSIHOMOYMUSA, KOTOpble He nepefaHbl Ans
OCYLLIECTBMNEHNA OpraHaMm rocyapCTBEeHHOMW Bnactn cybbektoB PP n opraHam
MECTHOro camoynpasneHusi COOTBETCTBYIOWMMU dbeaeparnbHbiMu 3akoHamn (P3 or
13.07.2015 N 233-93).

CraTbs 5.1. Nepenaya ocywecTBneHMA NofIHOMoO4YMn peaepanbHbIX OpraHoB
MUCNOJIHNTENIbHOM BNacTU NpuM OOpalWeHMM NeKapCTBEHHbIX CPeacTB opraHam
ucnonHuTenbLHoOn BnacTu cyobekroB Poccumnckon ®epepauun

(eBegeHa PepepanbHbiM 3akoHoM oT 13.07.2015 N 233-93)

MonHomoumsa degeparnbHbiX OPraHOB WCMONHUTENbHOW BRacTu npu obpalleHun
neKapCcTBEHHbIX CpPeacTB, MpedyCMOTpeHHble HacTodwmnm degeparbHbIM  3aKOHOM,
MOryT nepefaBaTbCs A8 OCYLLECTBNEHNA OpraHamM UCNOSTHUTESbHOW BNnacTu cyb6bekToB
Poccunckon ®epgepauum noctaHosBneHmsamu lNpasutensctea Poccunckon ®epepauuu B
nopsgke, ycraHosneHHom degepanbHbiM 3akoHOM OT 6 okTsbpsa 1999 roga N 184-93
"O6 obwux npuHUMNax opraHM3auun 3akoHogaTernbHbIX (MpeacTaBUTENbHbIX) U
MCMOMHUTENbHBIX OpraHoB rOCyAapCTBEHHOM Bractm cybbektoB  Poccumnckon
depnepaumn”.

Cratba 6. [lonHOoMouMsa oOpraHoB WCMNONMHUTENBLHOW BRacTu CcybbekTa
Poccuinckon ®epepaumm npm odpawieHnm neKapCcTBeHHbIX CpeacTB

K nonHomMouusM oOpraHoOB WCMNOMHUTENbHOW Briactm cybbekta Poccunckon
depepaunn npm obpalleHnn nekapcTBEHHbIX CPeaCTB OTHOCATCS:

1) paspaboTka n peanusaumnsa permoHanbHbIX NporpaMmm obecnevyeHms HaceneHus
nekapCcTBEHHbIMW MpenapaTtamu;

2) ycTaHOBReHWe npeaenbHbIX pa3MepoB OMNTOBbIX HaaGaBOK M NpeaenbHbIX
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pasMepoB PO3HWMYHBLIX HagbaBOK K (pakTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
NPOM3BOANTENSAMM JIEKAPCTBEHHbIX MpPenapaTtoB, Ha JleKapCTBeHHble npenapaTbl,
BKITIOYEHHbIE B MepeveHb XXU3HEHHO HEeOOXOAMMbIX M BaXKHEWLUMX NEeKapCTBEHHbIX
npenaparos;

3) ocyLiecTBneHne permoHanbHOro rocyaapCTBEHHOrO KOHTPOMS 3a NPUMEHEHNeM
LeH Ha nekapcTBeHHble npenaparbl, BKNIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBX0OMMbIX
N BaXHEWLWWX neKapCTBEHHbIX MpenapaTtoB, OpraHu3auusMu OMNTOBOW TOProBMu
NeKkapCTBEHHbIMW  CpeAcTBaMu, anTeYHbIMWU  OpraHuM3auusaMu, UHOVBUAOYanbHbIMU
npeanpuHUMaTens M1, UMELNMN NNLEH3NIO Ha (hapMaueBTUYECKYI0 OeATEeNbHOCTb,
MeOVUMHCKAMW  OpraHnsaumamu, MMeLWmMMn JMUEeH3NI0 Ha  (apmaueBTUYeCcKyto
AesaTenbHOCTb, W ux 06ocobneHHbIMM  noapasgeneHnamn  (ambynatopusamu,
denbawepcknMmn 1 penbalepcko-akyLWwepckuMn NyHKTaMu, LeHTpamu (oTaeneHnsamm)
obwen BpayebHoM (CeMerHon) NPaKTUKKN), PacnONOXEHHbIMU B CEMNbCKUX HaCESNEeHHbIX
MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTEeYHble OpraHm3auuu;
(B pen. PepepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 27.12.2019 N 475-93)

4) npuHATME pelleHna ob Mcnonb3oBaHMKM Ha TeppuTopun cybbekTa Poccuinckon
depepaumn Hapagy € peuentaMmm Ha NekapcTBEHHbIe npenapatbl, 0POPMIIEHHbIMU Ha
GymaKHOM HocuTerne, peuenToB Ha NeKkapCTBEHHble npenapaTtbl, COPMUPOBAHHBLIX B
opMe ANEKTPOHHbIX AOKYMEHTOB.

(n. 4 BBegeH PepepanbHbiM 3akoHOM 0T 29.07.2017 N 242-93)

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratba 7. PaspaboTtka 1 wu3pgaHuMe rocyaapcTtBeHHoOW cpapmakonewn,
pa3melleHMe AaHHbIX O HEW

1. MNoa rocyaapcTBeHHOM hapMmakoneen NoHMMaeTcsi CBoA 06LmnX hbapMakonenHbIxX
cTaten n dpapmMakonemnHblx ctaTen.

2. PaspaboTka o0wmx dpapmakonenHbix ctaten n dapmMakonenHbiX CTaTen, B TOM
yucne dapMakonemHblx cTaTten Ha dQapmakonenHble CcTaHgapTHble obpasubl, |
BKIMIOYEHNE WX B TrOCYOQAPCTBEHHYK (papmakoner OCYLLEeCTBAKTCA B nopsagke,
YyCTaHOBIIEHHOM YMNONTHOMOYEHHbIM dhefeparbHbiM OpraHoM UCMONHUTESNTbHOW BIlacTu.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Paspabotka papmakonenHon ctatbM Ha pedepeHTHbIN NeKapCTBEHHbIN
npenapar v BKIIOYEHME ee B rocyAapCTBEHHYO (hapMakoneto B Te4eHne cpoka 4eNCTBUS
3aWNUTbl UCKNIOYUTENBHOIMO nNpaBa, YAOCTOBEPEHHOrO MaTEHTOM Ha pedepeHTHbIN
nekapCTBEHHbIV NpenapaT, OCYLLEeCTBAAKTCA C cornacus ero paspaboTyuka.

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

4. TocypapcTBeHHas dhapmakonesd usgaeTcs YNorHOMOYEHHbIM defepanbHbIM
OpraHoM WCMNOMHUTENBHOM BracTM 3a cyeT CcpeacTB pedepanbHoro OGwgkeTa U
noanexuT nepensgaHusamM He pexke YeM OAuH pas B NATb NeT, B Nepno Mexay KOTopbIMn
n3galTca MNPUNOXEHUA K rocyaapcTBeHHOW dapmMakonee, cogepxawue obwume
drapmakonenHole cTatbM U (MNKU) dapMakonenHble CcTaTbu, YTBEPXOEHHble nocne
N3gaHnsa UnNu nepensgaHnsa rocygapcTBeHHoN dpapmakonen.

5. YnonHoMo4eHHbI doefieparibHbI OpraH UCNOSTHUTENBHOW BnacTu pasmMeluaeT
JaHHble O TrOCydapCTBEHHOM apmakonee W MpUIIOKEHUAX K HeW Ha CBOEM
odmumansHom cante B ceTn "HTepHeT" B yCTaHOBMNEHHOM UM Nopsake.
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aea 4. FTOCYOAPCTBEHHbIA KOHTPOJb NMPU OGPALLEHUX
NEKAPCTBEHHbIX CPEACTB

Cratba 8. JluueHanpoBaHMe MNPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB U
cdhapmaueBTUYECKON AEeATENIbHOCTH

1. JllnueHsnpoBaHue Npon3BOACTBA JIEeKAaPCTBEHHbIX CPEeACTB U hapMaueBTUYECKON
OEeATEeNbHOCTU OCYLLEeCTBNSAETCH B COOTBETCTBUM C 3akoHoaaTernbCTBOM Poccunckomn
depgepaumn.

2. OGsi3aTenbHbIM yCrnoBMEM NpPefoCTaBfeHMst NULEH3UM Ha MpoM3BOACTBO
NeKapCTBEHHLIX CPEACTB SIBMSETCA MPUIOXEHNE K 3asIBIIEHUIO COMCKATENS JNMLEH3UN
nepevHsa nekapcTBEeHHbIX dopM un (Mnu) BMOOB dapmaueBTUYECKUMX CcybcTaHuun,
KOTOpble NPON3BOAMTENb NNEKAPCTBEHHbIX CPEACTB HAMEPEH NPON3BOANTD.

3. B cnyyae Heob6xooMMOCTH pacLunpeHnsi NPon3BOACTBa NeKapCTBEHHbIX CPeACTB
3a CYeT HOBbIX IleKapCTBEHHbIX (OpPM M BUOOB hapMaueBTMYECKMX CybCTaHuuMn
NPOV3BOAMTENDb JEKAPCTBEHHbIX CPEeACTB AOMMKEeH nepeoopMnTb NULEH3UI0 Ha
NpOn3BOACTBO NEKapCTBEHHbIX CPEACTB.

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

KoHcynbTaHTlnoc: npumedaHue.
C 29.12.2020 cT. 8 gononHgaeTcsa 4. 4 (P3 o1 27.12.2019 N 481-P3).

KoHcynbTaHTlnoc: npumeyvaHue.
C 29.12.2020 gaHHbIN JokyMeHT gononHseTcs cT. 8.1 (3 o1 27.12.2019 N 481-3).

Cratba 9. locypapcCTBeHHbIM KOHTponb (Hag3op) B cdepe obpaweHus
NneKapcTBeHHbIX CpeacTB
(B pen. PepeparnbHoro 3akoHa ot 25.06.2012 N 93-93)

1. TocyaapCTBEHHbIN KOHTPOMNb (Hag3op) B cdepe obpaleHns nekapCTBEHHbIX
CpeAacTB BKMAOYaeT B cebsi:

1) NIMUEH3NOHHBIN KOHTPONb B cdhepe Npov3BOACTBa JleKapCTBEHHbIX CPeaCcTB U B
cdepe hapmaueBTUYECKON OEATENBHOCTY;

2) dhepepanbHbI rocygapCTBEHHbIN HAA30p B chepe obpalleHns nekapCTBEHHbIX
CpencTs;

3) BbIBOPOYHBIN KOHTPOSb Ka4yeCcTBa JleKapCTBEHHbIX CPEeACTB.
(n. 3 BBegeH PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

2. JIMLUEeH3NOoHHbBIN KOHTPOMb B cdepe Npon3BOACTBA NIEKAapCTBEHHbIX CPEeACTB U B
chepe papmaueBTMYECKON [OEATENbHOCTM OCYLECTBSETCA  YNOSIHOMOYEHHbIMU
denepanbHbIM OpraHOM UCMNOMHUTENBHOW BIACTU U OpraHaMmn UCNOSTHATENbHOW BNacTu
cybbektoB Poccuiickon degepauum  COrnacHO UMX  KOMMNETEHUMM B MOPSAKe,
ycTaHoBrneHHoM deaepanbHbiM 3akoHOM OT 26 aekabpa 2008 roga N 294-93 "O 3awuTte
npaB PUANYECKUX NUL, U MHOMBUAYANbHbLIX NpegnpuHMMaTenen npu ocyLecTBNEeHUN
rocyAapCTBEHHOro KOHTpons (Hagsopa) M MYHUUMMNANbHOro KOHTpons", € y4eTom
0COBEHHOCTEN OpraHM3aumn U NpPoBeaeHUsI MPOBEPOK, YCTAaHOBMEHHbIX dPeaepanbHbIM
3akoHoM oT 4 mas 2011 roga N 99-03 "O nuueHsnpoBaHWM OTAENbHLIX BUOOB
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JgeatenbHocTn".

3. ®epepanbHbI rOCyAapCTBEHHbIN HaA30p B cdepe obpalleHns NekapCTBEHHbIX
cpeacTs OCyLLeCTBNAeTCs YNOSTHOMOYEHHbIMU denepanbHbIMU opraHamu
NCMNOMHNTENBHON BracTu (ganee - opraHbl rocy4apCTBEHHOrO Hag3opa) COrfnacHo Mx
KOoMneTeHuMn B nopsake, ycraHoBneHHoM [NpasutensctBomM Poccuinckon denepaumn.

4. ®epepanbHbI rOCyAapCTBEHHbLIN HaA30p B cdepe obpalleHns NnekapCTBEHHbIX
CpencTB BKOYaeT B cebs:

1) opraHusaumio 1 npoBedeHne NPoBepok cobnogeHns cybbektamm obpalleHums
NeKapCTBEHHbLIX CPEeACTB YCTAHOBMEHHbIX HacToAwmm PegeparnbHbIM  3aKOHOM U
NPUHATBIMM B COOTBETCTBUM C HMM WHBIMA HOPMATMBHbLIMA MNPaBOBbLIMW aKTaMu
Poccuinckon  depgepaummn  TpeboBaHmmn K  AOKIIMHUYECKUM ncecnegoBaHMNAM
NeKapCTBEHHbIX CPeACTB, KIMHUYECKMM MCCIefOBaHNAM NEKapCTBEHHbIX NpenapaTtos,
XpaHeHuto, nepeBo3ke, BBO3y B Poccuickyto dPepgepauumto, OTNyCKy, peanuaaumm
NEeKapCTBEHHbIX CPEeACTB, MPUMEHEHUIO NEKapPCTBEHHbIX MPenapaToB, YHUYTOXEHUIO
NEKapCTBEHHbIX  CPEeACTB, YCTAHOBMEHUIO  MNPOU3BOAUTENSIMU  NEKapCTBEHHbIX
npenapaToB LieH Ha NnekapcTBeHHble npenapaTbl, BKIIOYEHHbIE B NepeYvyeHb XU3HEeHHO
HEOOXOOUMbBIX W BaXKHENLUMX JIEKAPCTBEHHbIX MNpenapaTtoB, a Takke cobnoaeHus
YNOSIHOMOYEHHbIMW  OpraHaMu WUCMOMHUTENbHOW Bnactu cybbekToB Poccunckon
degepaumm METOAUKN YCTAHOBIEHMSI MpefesibHbIX pa3MepoB OMTOBbIX HagbaBoOK M
npeaenbHbIX pa3MepoB PO3HUYHLIX HaAbaBOK K (haKTUYECKUMM OTMYCKHbIM LieHaMm,
YCTaHOBMEHHbBIM MPOM3BOANTENSMU JNIEKAPCTBEHHbBIX NpPenapaTtoB, Ha JIEKAaPCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MNEPEYEHb XU3HEHHO HEOOXOAMMBIX W BaXXHEWULLUX
nekapcTBEHHbIX NpenapaToB (aanee - obasaTtenbHble TpeboBaHns);

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

2) opraHu3auuio 1 NpoBeeHEe NPOBEPOK COOTBETCTBUS NIEKAPCTBEHHbIX CPEACTB,
HaxoAsALLMXCA B rpaXkaaHCKoM 060poTe, YCTaHOBMEHHbIM TPeOboBaHUSIM K UX KAYeCTBY;

2.1) npoBedeHWEe KOHTPOSbHbLIX 3aKyrnok B LENsX MNpoBepkn cobrnogeHus
cybbekTamn obpalleHnsi NeKapCTBEHHbIX CPeACTB, OCYLECTBSIOWNMU PO3HUYHYIO
TOProBMniO NeKapCTBEHHbIMM NpenapaTtamn Ans MeguuUMHCKOro NPUMEHEHUs!, NpaBun
OTNyCKa NeKapCTBEHHbIX NpenapaToB ANs MeOULMHCKOro NpMMEHeHMs 1 (Mnu) 3anpeTa
npodaxun ganbCUPULMPOBaAHHbLIX EKAapPCTBEHHbIX CPeAcTB, HeaobpokayecTBEHHbIX
NeKapCTBEHHbLIX CPEACTB N KOHTPadaKTHbIX NIEKAPCTBEHHbIX CPEACTB;

(n. 2.1 BBeaeH PepepanbHbiM 3akoHOM 0T 27.12.2018 N 511-03)

2.2) npoBefeHWEe KOHTPOMbHbIX 3aKynok B LUendx npoBepkn cobnogeHus
cybbekTamn obpalleHnsi NeKapCTBEHHbIX CPeACTB, OCYLECTBSIOWNMM PO3HUYHYIO
TOProBM0 NeKapCTBEHHbIMM NpenapaTamMmn Ang BeTEPUMHAPHOro NPUMEHEHUS, MpaBwusl
Hagnexawen anTedyHOM MPakTUKM NeKapCTBEHHbIX MpenapaToB A1 BeTEPUHAPHOro
npMMeHeHns u (Mnu) 3anpeta npojaxun ¢anbCUMULMPOBaHHbIX NEKAPCTBEHHbIX
cpeacTB, HeOoOpOKAYEeCTBEHHbIX JIEKAPCTBEHHbIX CPEeACTB W KOHTpadaKTHbIX
NeKkapCTBEHHbIX CPEACTB;

(n. 2.2 BBegeH PepepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03)

3) opraHu3auuio 1 NpoBeaeHne apMakoHaasopa;

4) npMMeHeHWe B Mnopsiake, YCTaHOBMEHHOM 3akoHO4aTenbCTBOM Poccuinckon
depepaunmn, Mep No NPeceYeHno BbiBNEHHbIX HapyLLueHu obs3aTenbHbix TpeboBaHUn
n (UNK) yCTPaHEHUIO NOCNEACTBUIN TaKNX HAPYLUEHUIN, B TOM YUCIE NPUHATUE peLleHns
O HaxOXOeHUn rnekapCTBEHHbIX CPeacTB B obOpalweHun, Bblgayy npeanucaHui o6
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YCTPaHEHUN BbISIBIIEHHbIX HapyLeHUNn 06s3aTenbHbIX TpeboBaHUM 1 MpPUBEYEHNE K
OTBETCTBEHHOCTU L, COBEPLUMBLUNX TAKUE HaPYLLUEHUS.
(4acTtb 4 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-03)

5. ®epepanbHbI roCyaapCTBEHHbIN Haa30p B cdepe obpalleHns NekapCTBEHHbIX
CpeacTB OCyLeCTBNAeTCcs B nopsake, ycrtaHosneHHoM defepanbHbiM 3akOHOM OT 26
nekabps 2008 roga N 294-93 "O 3awuTe npas PUONYECKUX NUL U MHANBUAOYANbHbIX
npegnpuHMMmaTenen npu OCYLECTBIIEHUN FOCYOapCTBEHHOro KOHTpoONns (Haasopa) u
MYHUUMNANBbHOIO KOHTpOns", ¢ y4eTOM OCOOEHHOCTEMN, YCTAHOBJIEHHbLIX HACTOsLEN
cratben. [lpegBapuTenbHoOe corfiacoBaHnWe C oOpraHamu nNpoKypaTypbl  CPOKOB
NpoBeaeHNst BHEMNNAHOBOW NPOBEPKN CyObEKTOB 0OpalLLeHnst NeKapCTBEHHbIX CPeacCTB,
a TaKke npeaBapuTenbHOE YyBeOOMSIEHVME pUOUYECKUX nuy, WHOMBUAYaNbHbIX
npegnpuHMMmaTenen O Havane npoBedeHus 3ToON npoBepkn He Tpebyetca. OpraHbl
NPOKypaTypbl M3BELWATCA O MpPOBEAEHUN BHEMMAHOBOW NpPOBEPKM CyObekToB
obpalleHna nekapcTBEHHbIX CPenCTB MOCPEACTBOM HanpaBfieHUs COOTBETCTBYHOLLMX
OOKYMEHTOB B TedeHue Tpex paboymx OHen C MOMEHTa OKOHYaHWSA MNpOBeAEHUS
yKa3aHHOW BHEMNMaHOBOW NPOBEPKMU.

(4acTtb 5 B pea. PepgepanbHoro 3akoHa oT 22.12.2014 N 429-03)

6. [omKHOCTHble nuua opraHa rocygapCTBEHHOrO Hagsopa B nopsake,
yCTaHOBIIEHHOM 3akoHodaTenbcTBoM Poccunckon denepaumm, MMeroT Npaso:

1) nonyyaTb Ha OCHOBaHUN MOTUBUPOBAHHbIX MMCbMEHHbIX 3aNpPoOCOB OT CYyObEKTOB
obpalleHns nekapCcTBEHHbIX CPEeACTB, OpPraHOB WCMONMHUTENbHOW BriacTn CyObekToB
Poccuinckon ®depepaumm n opraHoB MECTHOrO CamoynpasBneHuss [OOKYMEHTbl U
MHOpMaLmio No Bonpocam obpalleHns nekapCTBEHHbIX CPeACTB;

2) GecnpensiTCTBEHHO MO MNpeabsiBNEHUN CryKeBHOro yAOCTOBEPEHUSI U KOMUM
npukasa (pacrnopsikeHns) opraHa rocy4apCcTBEHHOIro HaA3opa O HasHa4YeHuUU NpPoBepKM
noceliatb ncnonb3yemble tOPUANYECKUMU nuuamu, MHONBUOYANbHLIMM
npeanpuHUMaTensaMn, SBNSKWMMUCA CcyObekTamyu  obpalleHUst  NeKapCTBEHHbIX
cpeacTs, NpU OCYLLECTBEHNM CBOEN AeATErNbHOCTU TePPUTOPUMA, 34aHUS, NOMELLEHUS
N COOPYKEHMUS B LENSX NPOBEAEHUSA MEPOMNPUSATUI MO KOHTPOIH;

3) npoBoanTb 0T6OpP 06pPa3LOB NeKapCTBEHHbIX CPEACTB, NpeAHa3HaYeHHbIX ANns
peanusauun 1 peanuayemblx cybbektamy obpallleHusi NeKkapCTBEHHbIX CPeacTB, AN
NPOBEpPKN UX KayecTBa, NPOBEAEHMSI WUCCIeOOBaHWA, UCMbITAHUA B COOTBETCTBMM C
npaBunamm otbopa o6pasuoB, YCTAHOBMEHHbLIMM YMNONHOMOYEHHbIM dheaeparnbHbIM
OpraHoM MUCMOSHUTENbHOW BNacTu;

3.1) nNpoBOANTb KOHTPOSIbHbIE 3aKyMKM NEeKapCTBEHHbIX MpenapaTtoB Ang
MeOMLMHCKOro NpMMEHEHMS B LieNsxX NpoBepku cobniogeHns cybbektammn obpalleHns
NeKapCTBEHHbIX CPEACTB, OCYLLECTBIAIOWNMM PO3HUYHYIO TOPrOBMO NIEKaPCTBEHHbIMU
npenapatamMmym Onsi MeAWUMHCKOrO NPUMEHEHUs, NnpaBui OTNyCcKa JleKapCTBEHHbIX
npenapaTtoB Ans  MEAWUMHCKOrO  MpUMEHeHus u  (MnnM)  3anpeta  NpoAaxu
danbCcnULMpPoBaHHbIX NeKapCTBEHHbIX cpencTs, HeJoOpOoKaYeCTBEHHbIX
NeKapCTBEHHbLIX CPEACTB N KOHTpadaKTHbIX NTEKAPCTBEHHbIX CPEACTB;

(n. 3.1 BBeaeH PepepanbHbiM 3akoHOM 0T 27.12.2018 N 511-03)

3.2) nNpoBOAUTbL KOHTPOSIbHbIE 3aKyrku JleKapCTBEHHbIX MpenapaTtoB Ans
BETEPUHAPHOro NPUMEHEHNSA B LiensiX NpoBepku cobnogeHnsa cybbektammn obpalleHms
NeKapCTBEHHbIX CPEACTB, OCYLLECTBISAIOWNMM PO3HUYHYIO TOPrOBMO NIEKaPCTBEHHbIMU
npenapatamMmm OnNd BeTEPUMHAPHOro MNPUMEHEHUS, MpaBuil Hagnexaiwenm anTeyHon
NPaKTUKN NeKapCTBEHHbIX MpenapaToB ANd BETEPUHAPHOrO MNpPUMEHeHUsT 1 (Unn)
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3anpeTa npogaxm danbCcnUUMpPOBaHHbIX NeKapCTBEHHbIX CpencTs,
HeJ0OpPOKaYECTBEHHbIX NEeKapCTBEHHbIX CPEACTB M KOHTpPadaKTHbIX EeKapCTBEHHbIX
CpencTs;

(n. 3.2 BBeaeH PepepanbHbiM 3akoHoM 0T 02.08.2019 N 297-93)

4) BblgaBaTb CybObekTam obpalleHuss NeKapCTBEHHbIX CPeACTB npeanucaHus o
npekpaLweHnn HapyleHun obasatenbHbix TpeboBaHMn u 06 yCcTpaHeHUN BbISIBNEHHbIX
HapyLleHn obsa3aTtenbHbIX TpeboBaHWI;

5) HanpaBnaATb B YMOMHOMOYEHHblE OpraHbl MaTtepuanbl, CBs3aHHble C
HapyweHnsMn obasatenbHbiX TpeboBaHUN, ANSA peLleHus BOMpPOCOB O BO3OYyXaeHun
YronoBHbIX A€ Mo Npu3HaKkam NpecTynieHnn.

7. BblOOpPOYHbIA KOHTPOSb KadecTBa JIEKapCTBEHHbLIX CPEeACTB OCYLLIECTBASETCSA
YNONHOMOYEHHbIM doefiepasibHbIM OpraHOM UCMOMHUTESTIbHOW BNAcTU B YCTAHOBNEHHOM
UM NOpsiAKe W BKIOYaeT B ceds:

1) o6paboTky cBegeHuIn, B 0693aTensHOM Nopsake NnpeoctaBnsemMbix cybbekramm
obpalleHnsa nekapCTBEHHbIX CPeACcTB, O Cepusax, NapTUsSX NeKapCTBEHHbIX CPeacTs,
NoCTynawLmx B rpaxgaHckuin o6opoTt B Poccunckon Pegepauny;

2) otbop o06pa3uoB JEKapCTBEHHbIX CPeAcTB Yy CybbektoB obpalueHus
NEeKapCTBEHHbLIX CPEACTB B LENAX MNPOBEAEHUS WUCMbITAHUA Ha WX COOTBETCTBUE
TpeboBaHNAM HOPMaTUBHOW JOKYMEHTAL MM UM HOPMATUBHbBIX LOKYMEHTOB;

3) NnpuHATNE NO pe3ynbTaTaM NPOBEAEHHbIX UCMbITAHWI PELUEHUS O OanbHeNLeM
rpaxkgaHckom 060poTe COOTBETCTBYHOLLEIO NEKAPCTBEHHOIO CPeacTBa;

4) NpUHATNE YNONHOMOYEHHbIM hefeparnbHbiM OpraHOM MCMNOSTHUTENBHOM BacTu
pelweHna O nepeBoAe JNEKapCTBEHHONO CpeacTBa Ha MOCEPUVHBLIN  BbIOOPOYHbI
KOHTPOSIb KayecTBa JIeKapCTBEHHbIX CPEeACTB B Crlydae MNOBTOPHOIO BbIABEHUS
HECOOTBETCTBMS KayecTBa fIEKapCTBEHHOIO CpeAcTBa YCTaHOBMNEHHbIM TpeboBaHNAM 1
(Nnpn HeobxogMmMocTM) O NpoBepke cydObekTa oObpalleHusi fneKapCTBEHHbIX CPeacTB.
Pacxogpl, cBS3aHHble C NPOBEAEHNEM NOCEPUIMHOIO BbIGOPOYHOrO KOHTPOMS KadecTBa
neKapCTBEHHbLIX CPeACTB, OnfavyMBaloTCs NPOM3BOAUTENEM fEKApPCTBEHHOrO cpeacTsa
nmbo  gepxatenem  MnM  BnagenbuemM  pPermcTpauuoHHOro  YAOCTOBEPEHMS
nekapcTBEHHOro npenapara.

(wacTtb 7 BBegeHa PefepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-03)

Mnaesa 5. PASPABOTKA, JOKITMHWYECKUE UCCIIEAQOBAHUA
JNNIEKAPCTBEHHbIX CPEACTB, A TAKXE KIITMHUYECKUE UCCNEOOBAHUA
JNIEKAPCTBEHHbIX NMPENAPATOB AnA BETEPUHAPHOIO NPUMEHEHUA

CraTtbs 10. PazpaboTka nekapcTBeHHbIX CpeacTB

1. PaspaboTka nekapCTBEHHbIX CpeacTB BKMAYaeT B cebs MOUCK HOBbIX
drapMakosiorMyeckm akTUBHbIX BELLECTB, MOCreayrLlee n3ydyeHne ux nekapcTtBEeHHbIX
CBOWCTB, [AOKNWHWYECKME WuccrneaoBaHusi, paspaboTky TEXHOMorMnm npou3BOACTBA
dapmaueBTMYeCKkMX cybcTaHumin, paspaboTKy COCTaBOB M TEXHOMOMMN NPOU3BOLCTBA
neKkapCTBEHHbIX NpenapaTos.

2. ®uHaHcoBoe  obecneveHne  pas3paboTKM  NEKApPCTBEHHbIX  CPEACTB
OCYLLIECTBNSAETCA 3a CYET:
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1) cpeacTB cbeaepanbHOro GroaXeTa;
2) cpeacTB pa3paboTuMKoB NeKapCTBEHHbIX CPEACTB;

3) cpeacTtB npousBoanTENEN NeKapCTBEHHbIX CPeACTB NPW BbINOSTHEHUN HAy4YHO-
nccrnegoBaTenbCknx paboT Mo A0roBopy Mexay paspaboTyvkoM NeKapCTBEHHbIX
cpeacTB M NpousBoanTenemM NekapCTBEHHbIX CPEACTB;

4) WHbIX He 3anpelleHHbIX 3akoHogaTenbCcTBOM Poccunckon ®Pepepauuu
NCTOYHWNKOB.

3. MpaBa paspaboTynka NEKapCTBEHHOIO CPEACTBa OXPAaHANTCA rpaXKaaHCKUM
3aKoHOOaTeNbCTBOM.

Crarbsa 11. [JoknuHnyeckoe muccriegoBaHue rieKapCTBEHHOro cpeacTtBa Ans
MeAWLMUHCKOro NpUMeHeHus

1. JoknuMHu4eckoe MccrneaoBaHUe NekapCTBEHHOro cpeacTBa Ans MeauuUHCKOro
NPMMEHEHNs NPOBOAMTCA MYTEM MNPUMEHEHUSI Hay4YHbIX METOAOB OLIEHOK B LEnsx
nosy4YeHus1 ookasaTenbCTB 6e30MacHOCTU, kavecTBa U 3PEKTUBHOCTM NeKapCTBEHHOMO
cpeacrsa.

2. [JoknnHn4yeckoe mccrnegoBaHUe NeKkapCcTBEHHOro cpeacTtBa Ans MeOULMHCKOro
NPUMEHEHNA NPOBOAUTCSA B COOTBETCTBUM C NpaBunamu Hagnexailen nadopaTtopHomn
NPaKTUKW, YTBEPXAEHHBIMM YNOMHOMOYEHHbIM deaepanbHbIM opraHom
NCMNOJTHUTENbHOW BNacTu.

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

3. [Ona opraHuM3aumm wn nNpoBeAeHMsI  OOKIMHUYECKOrO  MUCCreaoBaHUs
NnekapcTBEHHOro cpeactBa AnNs  MEeOUUUMHCKOro  MpUMEHEHust  pa3paboTyumkm
neKkapCTBEHHbIX CPEACTB MOryT NpUBMEKaTb Hay4YHO-UCCNeaoBaTeNbCKMe opraHm3asmu,
obpasoBaTtesfibHble OpraHu3auMm BbiCLIEro obpasoBaHus, UMelLlne Heobxoanmyto
MaTepuanbHO-TEXHMYECKYl0D 6ady ©  KBanNnUUUUPOBAHHbLIX  CMNeuuanucTtoB B
COOTBETCTBYIOLLEN 061acTn nccrneaoBaHus.

(B pen. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. [oknuHnyeckoe nccriegoBaHue NekapcTBEHHOro cpeacTsa AN MeauLUHCKOro
NPUMEHEHUS NPOBOAUTCA MO YTBEPXAEHHOMY pa3paboTyMkoM rekapCTBEHHOro
CcpeAcTBa nnaHy ¢ BeAeHMeM NpoToKona 3TOro UCcneaoBaHusl U COCTaBIEHNEM OTYeTa,
B KOTOPOM COAepKaTcsl pe3ynbTaThl 3TOro UCCNefoBaHMs U 3aKoYeHNE O BO3MOXHOCTM
NpoBeAeHNs]  KIMWHUYECKOrO  WUCCNeAOBaHUsl  NeKapCTBEHHOro npenapaTta  Ans
MeOULNHCKOIo NPUMEHEHUS.

5. lpoBegeHne npoBepok cobnogeHns npasBui Hagnexailen nabopaTopHown
NPaKTUKN U MPABOBbIX HOPM MUCMOSb30BaHNS XXMBOTHbIX NPV NPOBEAEHMN AOKITMHUYECKNX
nccnegoBaHW  NEKApPCTBEHHbIX — CPeacTB  ANA  MEOULMHCKOTO  MpUMEHEHUs
OCYLLEeCTBNAETCS YNONTHOMOYEHHbIM befiepanbHbIM OpraHoOM UCMONTHUTENBbHOW BiacTu.
(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. PesynbTaTbl AOKINMHWYECKOTO WUCCeOoBaHUsA NeKkapCTBEHHOrO CpeacTea Ans
MEOMLIMHCKOrO MPUMEHEHUst MoryT OblTb NpPeAcTaBreHbl B YNONHOMOYEHHbIN
denepanbHbli opraH UCMOMHUTENbHOW BNacTM B YCTAHOBINEHHOM MNOpsAKe B LEensx
rocyaapCTBEHHOW perncTpaumm nekapcTBeHHOro npenapara.
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Cratba 12. [JoknuHU4YecKoe uccriefoBaHWe JieKapCTBEHHOro cpeacTtBa u
KNMMHMYecKoe uccriefoBaHue JieKapCTBEHHOro npenaparta AfsA BeTepUHapHOro
NnpUMeHeHus

1. [oknnHMYeckoe nccrnegoBaHne NekapCcTBEHHOIO cpeacTBa Ans BeTepUHaAPHOro
NMPUMEHEHUS MPOBOAUTCA NMYyTEM MPUMEHEHUSI HayYHbIX METOAOB OLIEHOK B LIENsX
nosy4YeHus1 ookasaTenbCTB 6e30MnacHOCTU, kadecTBa U 3PEKTUBHOCTM NeKapCTBEHHOMO
cpencTsa, B TOM YMCne OnpeaeneHnsl Cpoka ero BbIBEAEHUS U3 OpraHM3ma XXUBOTHOTO,
B Uenax obecneyeHus 6€30MacHOCTM MPOAYKUMM XKMBOTHOFO MPOUCXOXOEHUS rocre
NPUMEHEHNS COOTBETCTBYHOLLIErO NeKapCTBEHHOrO npenaparTa.

2. [oknuHuyeckoe uccneaoBaHUE NEKApCTBEHHOro cpeactBa W KIMHUYECKoe
nccrnegoBaHue NeKapCTBEHHOro npenapata  [Ansi BETePUHApPHOro  MpUMEHEHWs,
nccnegoBaHve  OMOIKBMBANEHTHOCTM  yKa3aHHOIO  NIEKApCTBEHHOrO  npenaparta
NPoOBOASATCS B COOTBETCTBMM C MNpaBunamMu, YTBEPXKOEHHbIMW  YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONHUTENbHOW BNacTu.

3. [oknuHuyeckoe uccneaoBaHUE NEKaApCTBEHHOro cpeactBa W KIMHUYeCKoe
nccriegoBaHWe  NEKapCTBEHHOro npenapata  Aans  BETEpPUMHAPHOro  MPUMEHEHUS
NPOBOASATCS MO YTBEPXXAEHHOMY pa3paboTYMKOM NEeKapCTBEHHOro cpeacTBa nnaHy c
BeEeHMEM MPOTOKONOB 3TUX MCCNEOOBaHUN M COCTaBINEHMEM OTYETOB, B KOTOPbIX
coaepxaTcs pesynbTaTbl 3TUX UCCNeaoBaHUN.

4. [Ons opraHusaumum U NPOBEAEHUS  [OOKMMHMYECKOrO  UCCReaoBaHus
NeKapCTBEHHOro cpeacTBa U KNMHUYECKOTO MCCneaoBaHus NekapCTBEHHOro npenapaTa
ONA BETEPUMHAPHOIo MPUMEHEHUS pPa3pabOoTUYMK NEKapCTBEHHOrO CpeacTBa MOXET
npuBnekaTb opraHM3aummn, UMetoLLmMe HeoOXo0AMMY MaTepuanbHO-TEXHUYECKYHO 6a3y 1
KBannuUMpoBaHHbIX CNELManncToB B COOTBETCTBYOLWEN obnacTtun nccnegoBaHust.

5. KnuHnyeckue nccrnenoBaHMs NeKapcTBEHHbIX NpenapaToB Ans BETEPUHAPHOro
NPMMEHEHUS TMPOBOASTCA B BETEPUHAPHbIX OpraHM3auusix W B OpraHusauusx,
OCYLLECTBNSALNX pa3BeaeHne, BblipaluBaHne U cogepikaHne XUBOTHbIX, B LENsX:

1) yCTaHOBNEHUS MNEPEeHOCMMOCTM JeKapCTBEHHbLIX MpenapaTtoB 340POBbIMM
XMBOTHbIMU;

2) nopbopa onTMManbHbIX [03MPOBOK JleKapCTBEHHLIX NpenapaTtoB M Kypca
NeYeHnss Ha KOHKPETHOW rpynne XXUBOTHLIX C onpeaeneHHbIM 3aboneBaHnem;

3) yctaHoBneHuna 6esonacHoCTM M 3PEKTUBHOCTU NEKAapCTBEHHOMO npenapaTa,
npegHasHayeHHoOro And nedeHns onpefeneHHblX 3aboneBaHWn KUBOTHLIX, WK
9(P(PEKTUBHOCTN FNEKAPCTBEHHOrO npenapata Aansa npodunaktukm 3abonesaHuin
3[0POBbIX XXMBOTHbIX;

4) UN3y4yeHMss BO3MOXHOCTEMW  pacClUMPEHUs  MNOKasaHUM K  NPUMEHEHUIO
3aperncTpupoBaHHOrO SIEKApPCTBEHHOrO npenapaTta U BbIsIBIEHUS paHee HEN3BECTHbIX
NoBOYHbIX AENCTBUN.

6. KnuHnyeckoe nccnegoBaHWe NEKapCTBEHHOro npenaparta Ans BeTepUHapHOro
NMPUMEHEHUS OCYLLECTBMSETCA 3a CYET CpeactB paspaboTumka nekapCTBEHHOro
cpeacTBea.

7. OTtyeTtbl O pesynbTatax AOOKINMHUYECKOro wuccnengoBaHuna nexkapCcrBeHHOro
cpeaoctBa W KIMMHUWYECKOIo  MUCCeaoBaHUA  NNeKapCTBEHHOro npenaparta ansd
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BETEPUHAPHOIo NpUMeHeEHNA COCTaBIATCA pa3pa6OT'-IVIKOM JleKapCTBEeHHOro cpeacrBa
C Yy4eTom 3aKniYeHnn opraHnsaumn, npUHUMaBLLINX yqyactne B oOpraHmsaumm u
npoBegeHnn 3Tnx nccrnegoBaHui.

8. KoHTponb 3a npoBegeHWEM OOKIMHUYECKUX MCCRenoBaHUM JeKapCTBEHHbIX
CpeacTB M KIMHUYECKMX  UCCNedoBaHUM  NeKapCTBEHHbIX npenapaTtoB  ANS
BETEPUHAPHOINO MNPUMEHEHNSA OCYLLECTBIISIETCA YNOSIHOMOYEHHbIM  dhefepanbHbIM
OpraHoM UCMOJSTHUTENbHOW BACTM.

Maga 6. OCYLLECTBNEHME FOCYOQAPCTBEHHOW PETMCTPALMA
JNNEKAPCTBEHHbIX NMPEMNAPATOB

Cratbsa 13. locyaapcTBeHHas perncrpauus fieKkapcTBeHHbIX NpenapaTtoB
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumevaHue.

[lonyckaeTcss NpuMeHeHMe B MEOMUMHCKUX Lensx He 3apernctpmpoBaHHbiXx B PP
NEeKapCTBEHHbIX MNpenapaTtoB, coaepXawux HapKoTUYeckue CpeactBa unu
NCUXOTPOMNHbIE BeLLeCTBa, BBE3€HHbIX B PO B cooTBeTCcTBUMM C Y. 3.1 CT. 47 gaHHOro
AokymeHTa (n. 8 1. 3 ®3 01 27.12.2019 N 475-03).

1. B Poccunckon depepaumm pgonyckaroTcs MNPOU3BOACTBO, W3rOTOBIEHME,
XpaHeHue, nepeBo3ka, BBO3 B Poccunckyro depepaumto, BbIBO3 M3 Poccuickon
depgepaunn, pekrnama, OTMyCcK, peanusauusi, nepefada, fNpUMMeEHeHue, YHUYTOXeHue
NeKapCTBEHHbIX MNpenapaTtoB, €CnM OHW  3aperncTpupoBaHbl  COOTBETCTBYOLUM
YNONHOMOYEHHbIM dpefeparnbHbiM OpraHoM UCMONHUTESNTbHOW BIlacTu.

(yactb 1 B peq. PegepansHoro 3akoHa oT 13.07.2015 N 241-93)

2. ['ocypapcTBeHHON pernctpauum nognexar:

1) BCce nekapcTBeHHbIE Npenaparbl, BNepsble noanexawine seoay B obpalleHve B
Poccuinckon ®egepaunu;

2) nekapcTBeHHble nNpenapaTbl, 3aperncTpMpoBaHHbIE paHee, HO NPou3BeLeHHbIE B
OPYrMX neKapCTBEHHbIX (opMax B COOTBETCTBMM C MEPEYHEM HaAMMEHOBAHWUN
nekapcTBeHHbIX ¢)OpM, B HOBOW [JO3MPOBKE MNpU AoKa3aTeNnbCTBE €€ KIMHUYECKOM
3HAYMMOCTU N IPDEKTUBHOCTH;

3) HoBble KOMBUHAaLMK 3apPerMcTPUPOBaHHbLIX paHee fiekapCTBEHHbIX NpenapaToB.

3. NocypapcTBeHHas pervctpaums NekapcTBEeHHbIX NnpenapaToB OCYLLECTBISIETCS
No pe3ynbTaTaM 3KCNepTM3bl NeKkapCTBEHHbIX CPEACTB, a rocyAapCTBEHHAs perncTpaums
opdaHHbIX NleKapCTBEHHbIX NPenapaToB OCYLLECTBISETCS NO pe3ynbTaTaM 3KCnepTusbl
[OKYMEHTOB, MNPeACTaBMNEeHHbIX Ans onpeaeneHusl BO3MOXHOCTM paccMmaTpuBaTb
NeKapCTBEHHbIA npenapat Ans MeAUUMHCKOrO MPUMEHEHWUs NPWU  OCYLLECTBIEHUN
rocyapCTBEHHOW perMcTpaumm B kayecTBe opdaHHOro nekapcTBeHHOro npenapaTta, u
No pes3yrbTaTam 3KCNepTU3bl fIeKapCTBEHHbIX CPeacTB.

4. FocynapcTBeHHas perncrpauus NiekapcTBEHHOro npenaparta OCyLecTBNAeTCs
COOTBETCTBYHLLMM YNONTHOMOYEHHbIM cheiepanbHbIM OPraHOM UCMOSHUTENBHONM BNacTu
B CPOK, He MpeBbllLalWNii cTa LWWecTuaecaTM paboumx OHe co OHA NPUHATUS
COOTBETCTBYIOLLErO 3asiBNEHUss O roCyQapCTBEHHOW perncTpauum rekapCTBEHHOMO
npenapata. B ykasaHHbIi CPOK BKIOYaeTcss Bpemsi, Heobxoaumoe AOns NMoBTOPHOro
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NpoBeAEeHUsT 9KCNEePTU3bl NeKapCTBEHHOIO CpeacTBa B COOTBETCTBMM CO cTatben 25
HacTosiwero  ®epepanbHoro  3akoHa. CpoKk  rocygapCTBEHHOW  perncrpauun
neKkapcTBEHHOro rnpenaparta WCYUCNHAETCA CO [AOHA MNPUHATUS COOTBETCTBYHOLLUM
YNONTHOMOY€EHHbIM denepanbHbIM opraHom NCNONHUTENBHON BnacTtm
COOTBETCTBYIOLLErO 3asiBfieHUss O rOCyAapCTBEHHOM perncTpauumn rnekapcTBeHHOro
npenapata C MPUNIOXEHNEM HeobXOOUMbIX AOKYMEHTOB MO [AEHb Bblgauu
perncTpaunoHHOro yaoCTOBEPEHMS NNEKapCTBEHHOMO npenaparta. Bpems, Heobxogmumoe
ANs HanpaereHnsa yrnonHOMOYEHHbIM heaepanbHbiM OPraHoOM UCMONHUTESNbHON BRacTu
3anpoca o npeacTtaBneHnn HeoOXoaMMbIX MaTepuanoB M NpeacTaBneHnsa 3asaBUTENEM
OTBeTa Ha OaHHbI 3anpoc B COOTBETCTBUM CO cTaTbsmu 16, 19 n 23 HacTosiLwero
degepanbHOro 3akoHa, He YyYUTbIBAETCA MPU UCHUCIIEHUW CpoKa rocyaapCTBEHHOM
perncTpauumn nekapCcTtBEHHOro npenapara.

5. [ocygapcTBeHHOW perucTpauum He noanexar:

1) nekapcTBeHHble npenapaTbl, M3roTOBMEHHbIe anTeYHbIMW OpraHu3aunsiMu,
BETEPUHAPHBIMU anTeYHbIMU opraHm3auusamu, NHAMBMAYaNbHLIMU
npeanpuHUMaTensiMyM,  KOTOopble  WMEKT  NUMUEH3UK  Ha  dapMaueBTUYeCKyHo
OEATEeNbHOCTb, MO peuenTam Ha IeKkapCcTBeHHble npenapatbl M TpeboBaHUAM
MeOULNHCKMUX OpraHn3aLumi, BeTepUHapHbIX OpraHn3aumnii;

2) nekapcTBeHHble npenapaTtbl, MNpUOBpeTeHHble dU3ndYeckumMn nuuamm 3a
npegenamu Poccunckon ®egepaumm n npegHasHavyeHHble A5 JIMYHOo NCNOSb30BaHUS;

3) nekapcTBeHHble npenapaTbl, BBO3MMble B Poccuiickyto Pepgepauumio ans
OKasaHus MegMLMHCKOWN NOMOLLN MO XXM3HEHHbLIM NOKa3aHUAM KOHKPETHOMo naumMeHTa Ha
OCHOBaHWN paspeLlleHns, BbliAAaHHOMO YMNOSIHOMOYEHHbIM defepanbHbiM  OpraHoOM
NCMNOSTHUTESTbHOM BNacTy;

4) nekapCTBEHHbIE CPeacTBa, BBO3nMMble B Poccuiickyto degepanmio Ha OCHOBaHUK
BblAAHHOIO YMOSIHOMOYEHHbIM bedeparibHbIM  OpraHoM UCMOMHUTENBbHOM BracTu
paspelleHnss U npegHasHa4vyeHHble ONS MNPOBEAEHUst KIIMHUYECKMX UccrnegoBaHnn
neKkapCcTBEHHbIX NpenapaToB 1 (MNn) NPoBeaeHUS AKCMNEPTU3bI NIEKapPCTBEHHbLIX CPEACTB
AN1s1 OCYLLECTBNEHUS rocy4apCTBEHHOW perncTpalmm nekapcTBeHHbIX NpenapaTos;

5) dhapmaueBTuyeckune cybectaHuuu;

6) paguodapmaueBTUHECKME neKapCcTBEHHble npenapaTbl, W3roTOBfIEHHbIE
HenocpeaCcTBEHHO B MEOUUMHCKMX OpraHuM3aumsx B Mopsiake, YCTaHOBMEHHOM
YNOMHOMOYEHHbIM doeaeparnbHbIM OPraHOM UCNOSTHUTENbHOW BNAaCTy;

7) nekapcTBeHHbIE NpenapaTbl, NPON3BOANUMbBIE AN AKCMopTa.
6. He ponyckaeTcs rocyfapCcTBeHHas perncrpauus:

1) NnekapCTBEHHbIX MpenapaToB, OTMMYAKOLWMXCA ApYr OT Apyra KayeCTBEHHbIM
COCTaBOM JEeNCTBYOLMX BeLLeCTB, NoJ OOUHAKOBbIM TOProBbIM HAMMEHOBaHUEM;

2) ogHOro nekapCTBEHHOro npenapaTa, NPeacTaBeHHOro Ha rocyaapCTBEHHYHO
permcTpauuio B OTHOLUEHMM OOHOMO WM TOro Xe AepXxatena wnu Bnagensua
perncTpaunoHHOro yaoCToBEpPEHUs NIeKapCTBEHHOrO npenapaTa B Buae AByx U bonee
neKapCcTBEHHLIX NpenapaToB Nog pasnnyHbIMN TOProBbIMM HAMMEHOBAHUSIMU.

(n. 2 B peq. PeagepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. Mo 3anpocy (B 9NeKTpoOHHON hopme unu Ha BymakHOM HocuTene) cybbekTa
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obpaweHna  nekapCTBEHHbIX  CPEeACTB  COOTBETCTBYIOLWMM  YMNOMHOMOYEHHbIM
deaeparnbHbIM OopraHom NCMNONHNTENbHON BNacTw, OCYLLECTBNAOLNM
rocygapCTBEHHYHO perucTpaumio NnekapcTBEHHbIX MpenapaToB, B YCTAHOBIEHHOM UM
nopsake OCYLIECTBASETCA Hay4yHOE KOHCYINbTUPOBaHME MO BOMpPOCaM, CBS3aHHbIM C
npoBedeHNEM  OOKMMHUYECKUX  UCCReaoBaHUW,  KIWMHUYECKUX  UCCregoBaHui
NeKapCTBEHHbIX MNpenapaTtoB, 9KCNEpPTU3bl KayecTBa JIEKApPCTBEHHbIX CPEeAcCTs,
ahbpekTnBHOCTN N Be30NacHOCTU, C OCYLLECTBNEHNEM FOCYLaPCTBEHHOW perncrpaumm
nekapcTBeHHbIX npenapatoB. KOHCYNbTUPOBAHWE OCYLLECTBASETCA C NPUBIIEYEHNEM
denepanbHbIX rOCYy4apCTBEHHbIX OIOMKETHbIX  yYpeXaeHun, noaBeAOMCTBEHHbIX
OaHHOMYy defepanbHOMY OpraHy WCMNOMHUTENbHOW BacTM M He y4yacTBYHOLWWUX B
opraHu3auum npoBedeHUs 9KCNepTU3bl KayecTBa JIEKAapCTBEHHbIX CPeAcTB B Lensax
OCYLLECTBMNEHMUS UX FOCYyLapCTBEHHOW perucrpaumm B COOTBETCTBUM CO cTatben 16
HacTosiwero ®efepanbHOro 3akoHa, B Buae oOTBeTa B MNUCbMEHHOW dopme
YNOJSTHOMOYEHHOro hefeparsribHOro opraHa UCMNoSTHATENbHOW BIlacTu Ha 3anpoc. Pasmep
B3MMaeMoOW ¢ 3aaBuUTens nnaTbl onpegenseTca B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccunickon ®epepauum 06 opraHusauum npeaocTtaBneHns roCyAapCTBEHHbIX W
MyHUUMNanbHbIX yenyr. MHdopmaumsa 06 ocyLecTBNEHNN HAaYYHOMO KOHCYNbTUPOBaHNS,
B TOM 4ucne cTaTbW, 0630pbl, CNpaBOYHblE Matepuanbl U UHas WMHopmauus o6
OCYLLECTBMEHUN HAy4YHOro KOHCYNbTUPOBAHWUA, pa3MeLlaeTcs Ha oduunanbHOM canTte
YNOSTHOMOYEHHOro doefiepasnbHOro opraHa UCnonHuTensHon srnactu B cetn "HtepHet"
C cobnogeHnem orpaHuU4eHui, yCTaHOBIEHHbIX 3aKOHOA4ATENbCTBOM O NEPCOHAaNbHbIX
AaHHbIX, KOMMEPYECKOM W (MNK) rocyaapCTBEHHOW TanHe.

8. [ocymapcTBeHHasi peructpauusi JiekapCTBEHHbIX npenapaToB, KOTopble
npeAHasHayeHbl AN NPUMEHEHUA B YCIOBUAX BOEHHbIX OENCTBUNA, Ype3BblYanHbIX
cUTyauun, nNpounakTuku n nedyeHnsa 3aboneBaHW UM MOPAXKEHUMN, MOJTYYEHHbIX B
pe3ynbTate  BO3OENUCTBUA  HeBNaronpusaTHbIX  XMMWUYECKUX, Buonornyeckux,
pagnaunoHHbIX ¢akTopoB, UM paspaboTaHbl MO 3adaHuo defeparnbHbiX OpraHoB
WCNOSMHUTENbHON  BacTu, YMNOMHOMOYEHHbIX B 0bnactm O6OpOHbI CTpaHbl U
GesonacHOCTM  rocygapcTBa, OCYyLIECTBNAETCA B Nopsadke,  YCTAHOBMEHHOM
MpaBuTtenbcTBOoM Poccurickon degepaumn.

Cratbs 14. MprMHUMNbI 3KCNEePTU3bl NIEKAPCTBEHHbIX CPeacTB
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. QkcnepTn3a NekapcTBEHHbIX CPEACTB OCHOBLIBAETCS Ha NPUHLIMNAX 3aKOHHOCTM,
cobnogeHus npaeB K cBobog 4YenoBeka W rpaxaaHuHa, NpaB HPUONYECKOro nuua,
HEe3aBMCUMOCTU 3KcrnepTa, 06 bEKTMBHOCTU, BCECTOPOHHOCTU U NONHOTLI UCCNeA0BaHUN,
NPOBOANMBIX C MWCMOSIb30BAHWEM COBPEMEHHbIX [OOCTUXKEHUA HaykM W TEXHUKM,
OTBETCTBEHHOCTN peaepanbHOro rocyAapCTBEHHOrO OGHIKETHOrO YYpexXaeHus no
NPOBEAEHNIO 3KCMEPTU3bl NEKapCTBEHHbIX CPEACTB WM SKCNEpTOB 3a NpoBedeHue U
KauyeCTBO 9KCNepTU3bI.

2. OKcnepTu3a IeKapCTBEHHbIX MNpenapaTtoB ANS MEeOUMUMHCKOro MNPUMEHEHUS
BKNOYaeT B cedbq:

1) 3KcnepTM3y OOKYMEHTOB, MpeAcTaBleHHbIX Ansi onpeneneHusi BO3MOXHOCTU
paccMaTpuBaTb eKapCTBEHHbI npenapaTt Ans MeAMUMHCKOrO MNPUMEHEHMST Mpu
OCYLLECTBIIEHMM  TOCYQAPCTBEHHOW  perMctpaumMm B KayecTBe  opdaHHOro
nekapCTBEHHOro npenaparTa;

2) 9KCMepTM3y NpeasiokeHHbIX METOOOB KOHTPOMNS KayecTBa IeKapCTBEHHOrO
cpeacTtBa UM KadecTBa MpPeACTaBreHHbIX 00pasLoB NEeKapCTBEHHOro CpPeacTsa C
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MCNONb30BaHMEM 3TUX METOAOB (Janee - 3JKcnepTu3a KayecTBa J1IeKapCTBEHHOro
cpencrtea);

3) aKkcnepTM3y OTHOLLEHUS OXXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHMS
neKkapcTBEHHOro npenapaTa;

4) aKcnepTn3y pPerucTpaumMoHHOro AOCbEe Ha NEeKapCTBEHHbINM npenapaTt B Lensax
onpeaeneHns B3anMo3aMeHsIeEMOCTU NIEKAPCTBEHHbIX NpenapaTtoB AN MeauLMHCKOro
NPUMEHEHNA.

(n. 4 BBegeH PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

3. OkcnepTv3a fekapCTBEHHbIX NpenapaToB OSi BETEPUHAPHOro MNpPUMEHEHUS
BKNto4aeT B cebs 3KcrnepTM3y KadvecTBa JIEKapCTBEHHOIO CPEACTBa WM 3KCMepTU3y
OTHOLLEHNS] OXMAAeMOW MoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUS NeKapCTBEHHOMO
npenapara.

Cratba 15. PepepanbHOe rocyfapCTBeHHoe OHOOXETHOe yupeXxaeHue no
npoBeAeHUI0 3KCNepPTU3bl NleKapCTBEHHbIX CPeAcTB

OkcnepTnsa NeKapCTBEHHbIX cpencTs npoBoAnNTCA denepanbHbIM
rocyaAapCTBEHHbIM OHOAKETHBIM YYpEXAEHUEM COOTBETCTBYIOLLENO YNOSTHOMOYEHHOrO
denepanbHOro opraHa MWCMOMHUTENbHOW BracTu, CO34aHHbIM Anst obecnevyeHuns
MCNOSTHEHUSA MOSTHOMOYUI 3TOro dheaeparnbHOro opraHa No Bblgade paspelueHurn Ha
NpoOBeAEHNE KIMHUYECKNX WCCReLOBaHWUM NEeKapCTBEHHbIX npenapaToB U (Mnuv) Mo
rocyAapCTBEHHOM perucTpaumm nekapCTBEHHbIX MNpenapatoB (ganee - 3KcnepTHoe
yupexneHue).

Cratbs 16. OpraHnsauus npoBeaeHNs1 3KCNepPTU3bl NIEKAPCTBEHHbIX CPeAcTB
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Okcneptmsa nekapCTBEHHbIX CPenCTB MPOBOAUTCA KOMMUCCUEW 3IKCNepToB
9KCNEePTHOro yYpEeXAEHNS, HA3HAYEHHOW ero pyKOBOAUTENEM, HA OCHOBaHUW 3aaHuns Ha
npoBegeHne 3KCNepTu3dbl JIeKapCTBEHHOrO0 CpPeacTBa, BblOAHHOMO YMNOSTHOMOYEHHbIM
denepanbHbLIM - OpraHoOM  UCMONHUTENbHOM  Bractu. PykoBoguTenb 3KCNEpPTHOro
yupexaeHusi obecneuvMBaeT Haanexailee npoBeAeHME IKCMEPTU3bl NEKAPCTBEHHbIX
CpeacTB B COOTBETCTBUM C 3aJaHMEM, Bbl4aHHbIM YMNOSIHOMOYEHHbIM hbeaepanbHbIM
OpraHoM WCMOMHUTENBHOW BRacTu, WU OpraHn3yeT MNoAroTOBKY CBOAHOMO 3aKM4yeHUs
3TOM KOMUccuU. B cocTtaB 3TOM KOMUCCUM MO PELUEHUD PYKOBOAUTENHA 3KCMEPTHOro
yupexaeHusi MoryT ObiTb BKNIOYEHbI B KAQ4eCTBE 3KCNEpPTOB nuvua, He paboTarowime B
AAHHOM 3KCMNEPTHOM YYpexaeHuu, ecnn MUxX chneumnarnbHble 3HaHWA Heobxoaumbl Ans
NpoBeOeHUs SKCNepTU3bl U TakMe 3IKCnepTbl OTCYTCTBYKOT B [AHHOM 3KCMEPTHOM
yupexneHum.

2. OKcnepToM MO MNPOBEOEHWI0 3KCMepTU3bl NeKapCTBEHHbIX CPEACTB SABMSETCH
aTTeCTOBaHHbIN PabOTHWK SKCNEPTHOro YYPEXAEHWs, KOTOPbIn MMEeeT BbICLlee
MeguunHckoe, dapmaueBTU4eckoe, Buonornyeckoe, BeTepUHapHOEe UMM XMMUYECcKoe
obpasoBaHmne 1 NPOBOANT IKCMEPTU3Y NEeKapCTBEHHbIX CPEACTB B MOPSAKE UCMONHEHUS
CBOMX JOJDKHOCTHbIX 0BA3aHHOCTEN (danee - aKCnepT).

3. Mpu npoBegeHUMN 3IKCNEPTU3bl NEKAPCTBEHHbIX CPeACTB IKCMEepPT He MOXEeT
HaxoOWUTbCA B KaKoW-MMOO 3aBUCMMOCTM OT IMuUA, HasHaYMBLUEro 3Ty IKCMEpTUsy,
pa3paboTyMka NEeKapCTBEHHOro cpeacTBa WAM  OPYrMX  3aMHTEPECOBaHHbLIX B
pesynbTatax 3KCnepTusbl nuu,.
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4. Tpu npoBefeHUN 3KCNEPTU3bl JIeKAapCTBEHHbIX CPeACTB He [JonyckaeTcs
nctpebosatb y 3aaBMTENSA NMMOO MHBIX NUL, MaTepuanbl, Heobxoanmble 4N NPOBeAEHUS
aKcnepTu3bl. B cnyyae HegoCTaTOMHOCTM NpeacTaBrieHHbIX 3KCNepTy MaTtepuanos Ans
Aaun 3aKnioYeHns IKCnepT CTaBUT BOMPOC O MNpPeAcTaBfieHMM eMy HeoBXoOuMMbIX
MaTepuanoB nepeq pykoBoAUTENEM IKCMEPTHOIO YYpeXaeHusi, KOTopbii obpallaeTcs ¢
COOTBETCTBYIOLWMM  3anpoCcoM B YNONMHOMOYEHHbLIN  doefdepanbHblii - OpraH
WUCMOMNHUTENbHOW  BracTW, BblAaBWWW 3aJaHWe Ha [MpOBeAdeHWe  3KCnepTusbl
nekapcTBEHHOro cpeacTea. YKasaHHbIM hegeparnbHbii opraH UCMOMHUTENBHOM BacTu
B TeYeHune naTn pabounx AHen co AHSA NOCTYNNEHNS 3anpoca pyKOBOAMUTENS AKCNEPTHOroO
yuypexneHusi HanpasnsieT 3asaBUTENO 3anpoc O npeactaBfieHnn Heobxoanmbix
mMaTepuanos. [JaHHbIN 3anpoc MOXeT ObiTb NnepegaH yrnonHOMOYEHHOMY NPeaCTaBUTENIO
3asBUTENS NIMYHO NOA PacnmncKy, HanpaeeH No NoYTe 3akasHbiM NMMCbMOM UNKU NepenaH
B ONEKTPOHHOM dopMe Mo TeNleKOMMYHUKALUMOHHBLIM KaHanam cBasn. B cnyvae
HanpaBfeHMsi AaHHOro 3anpoca Mo MoyTe 3aka3HbiM MUCbMOM OH CYMTaeTcs
NOSTy4YEHHbIM MO UCTEYEHUM LLUECTUN OHEN C AaTbl HanpasreHNa 3aka3Horo NMcbma.
(4acTtb 4 B pea. PeagepanbHoro 3akoHa oT 25.11.2013 N 317-93)

4.1. 3asasutenb 006s13aH npefcTaBuTb OTBET Ha 3anpoc  YMOMHOMOYEHHOrO
denepanbHOro opraHa UCNOSTHUTENbHOW BNACcTM B CPOK, HE NPEBbILLAKLLNK OEBAHOCTA
pabounx [HenW Cco [HA ero nonydeHus. YNONHOMOYEHHbIN deaeparbHbli  opraH
WUCMOMHUTENBHON  BRacTW, BblOaBWWW 3agaHWe Ha MpOBEeAEHWe  3KCnepTusbl
NeKapCTBEHHOrO CpeacTBa, B TedeHne natv paboumx gHeW Co AHS MOCTYnneHus oT
3asBUTENS OTBETa Ha [aHHbIA 3anpoc HanpaBnseT TakoW OTBET B 3KCMNepTHoe
yupexaeHve. B cnyyae HenpeacTaBneHusa no UcteveHuu geBaHocTa paboumx gHen
3asgBuUTENeM OTBEeTa Ha [daHHbIM 3anpoc YMOSIHOMOYEHHbIM doedepanbHbIn  opraH
MCMNOSTHUTENBbHOM  BracTW, BblOaBLWIMA  33adaHMEe Ha NpoBedeHMEe  JKCnepTu3bl
NeKapcTBEHHOrO CpeacTBa, B TeYeHue natvu pabounx AHEen HanpasnsieT B 9KCNEPTHOE
yuypexgeHve yBedOMIeHWe O HenpeacTaBfeHuu 3asiBuTenem oTBeTa Ha 3anpoc
yKasaHHOro opraHa. Bpemsa co gHs HanpasneHus 3anpoca 3KCNEPTHOro yypexaeHus B
YNONMHOMOYEHHbIW (hbeaepanbHbii OpraH UCMNOMHUTENBLHOW BlaCcTU OO OHA NOslyvYeHus
9KCNEPTHbIM yYpeXaeHneM OTBETA Ha 3anpoc Unv yBeLOMIIEHUS O HenpeacTaBfeHumn
OTBETa Ha 3arnpoC He yYUTbIBAETCA MPU UCYUCIIEHUM CPOKa MPOBEeAEHUs dKCnepTu3sbl
neKkapcTBEHHOro cpeacTaa.

(wacTtb 4.1 BBegeHa PenepanbHbiM 3akoHOM 0T 25.11.2013 N 317-93)

4.2. Ecnu B cocTaBe permcTpaunmoHHOro OCbe Ha NekapCTBEHHbIN nNpenapart ans
MEOVLMHCKOrO MPUMEHEHUS COAOEPXUTCA npeaycMoTpeHHada crtatben 18, yactbio 1.1
ctatbn 30 un crtateen 34 Hactoswero degepanbHOro 3akOHa KOMUS peLleHus
YNONHOMOYEHHOIO heaepanbHOro opraHa MWCMNOMIHUTENBbHOW BRactMu O nNpoBeaeHUU
WMHCMNEKTUPOBaHMUS NMPOU3BOANTESNS NEKAPCTBEHHbIX CPEACTB, 9KCNEPTY A0 0POPMIEHUS
pe3ynbTaToB 3KCMNEPTU3bl NNEKAaPCTBEHHOIO CpeacTBa NPeaoCTaBnseTcsa B NOPSAKE U Ha
YCrOBUsIX, KOTOpble npeayCcMOTpeHbl Yactamuv 4 u 4.3 HacTosilwen ctaTbu, KOnus
3aKMYeHNsT O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHbLIX CPeacTB TpeboBaHMAM
npaBun Hagnexawen npou3BOACTBEHHON MNPAKTUKWA, BblIAAHHOMO YNOSIHOMOYEHHbIM
denepanbHbIM OpraHoM UCNONHUTESTBHOW BNacTu.

(wacTtb 4.2 BBegeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-$3)

4.3. 3agButenb 06s3aH NpeactaBuUTb B YNOSTHOMOYEHHbIM dhefepanbHbii opraH
NUCMNOSTHUTENTbHOM BMNAacTU  KOMUIO  3aKMiOYEeHUsi O COOTBETCTBMM MNPOM3BOOUTENS
NeKapCTBEHHbLIX CpeacTB TpeboBaHMsM npaBwuSl Haanexallen npon3BoLCTBEHHOMN
NPaKTUKM B CPOK, HE MpEBbIALWMA CTa BOCbMMAECATU paboumx OHEW CO OHS
nosiydeHust 3anpoca O ee npefocTaBrneHnn. YNOnHOMOYEHHbIM hefepanbHbli opraH
MUCMNOSIHUTENBHOM  BRacTW, BblOaBWIMA 33adaHMe Ha nNpoBedeHMEe  JKCnepTu3bl
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NekapCTBEHHOIO CpeacTBa, B TedeHne natv paboumx gHenW co AHS MOCTYnneHus oT
3aABUTENS KOMUM 3aKITOYEHNS O COOTBETCTBUM NPOU3BOAUTENS NEKAaPCTBEHHbIX CPEACTB
TpeboBaHUAM npaBusn Haanexawlen Npou3BOACTBEHHOM MPaKTUKW, HanpasnseT ee B
3KcnepTHoe yypexaeHue. B crnyvyae HenpeactaBneHnsa 3asButenemM B ykasaHHbIN CPOK
KOMUW  3aKIlOYeHUss O COOTBETCTBUM MPOU3BOAUTENS NEeKapCTBEHHbIX CpeacTB
TpeboBaHUAM npaBun Hagnexawen nNPou3BOACTBEHHOW MPaKTUKM YNONMHOMOYEHHbIN
dregeparnbHbI OpraH UCMOMHUTENbHOW BRacTW, BblAaBLIMK 3aJaHWe Ha npoBefeHue
9KCMNepTU3bl NIEKAPCTBEHHOIO CpeacTsa, B TedeHne nNATn paboumx OHen HanpasnseT B
9KCNepTHOe YyuypexaeHue yBedoMSiIeHMe O HenpeacTaBneHun 3asiBuTenemM Konuu
3aKnNiYeHNss 0 COOTBETCTBUN NPOU3BOAUTENS NEKapCTBEHHbLIX CPeAcTB TpeboBaHUAM
npaBun Hagnexaiwen npousBOACTBEHHOM MNpakTUKN. Bpemsa co OHA HanpasneHus
3anpoca 3KCMEepTHOro ydpexaeHus B YMNOSIHOMOYEHHbIN  hedeparnbHbi  OpraH
MCMOMNHUTENIbHOW Bractu [0 [AOHSA MONYyYeHUs 3KCMEPTHbIM yypexageHuem Konuu
3aKNiYeHNss 0 COOTBETCTBUM NPOU3BOAUTENS NEKapCTBEHHbLIX CPeAcTB TpeboBaHUAM
npaBun Hagnexawen nponsBOACTBEHHOW MNPaKTUKM WX yBEOOMMNEHUS O ee
HenpeacTaBNeHNUN He YyYMTbIBAETCA MPU UCHUCIIEHUN CPOoKa MpOBeOeHUs 3KCnepTusbl
neKkapcTBEHHOro cpeacTBa.

(yacTtb 4.3 BeBegeHa PepepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

5. OkcnepT npu NpPOBEAEHUWM MOPYYEHHOW €My PYKOBOAMUTENEM 3KCMEPTHOro
yuYpeXaeHnst aKCnepTun3bl fiekapCTBEHHOMO cpeacTBa 0bsi3aH:

1) NpoBeCTM NONHOE UccneaoBaHne NpeacTaBneHHbIX eMy 06bEKTOB, MaTepunanos,
Aatb 060CHOBaHHOE M OOBLEKTUMBHOE 3akfOYeHWe MO MOCTaBMEHHbIM MNepes HUM
BOMpPOCaM MMM MOTMBMPOBAHHOE 3aKMlYeHNWEe O HEBO3MOXHOCTM MPOBEOEHUst UM
3KCNepTU3bl NEKAapCTBEHHOrO CPEeACTBa, €Crv MOCTaBIiEHHbIE BOMPOCHI BbIXOAAT 3a
npegenbl crneumanbHbIX 3HaHUA 3KcrepTa, OObeKTbl WccnegoBaHMn U maTepuarnsl
HeNnpuUrogHbl UNN HeJOCTaTOMHbI ANS NPOBEAEHWUSI UCCNefOBaHUA U Jayvn 3aKIHYeHUs
NGO COBPEMEHHbIN YPOBEHb Pa3BUTUS HAyKM HE NO3BONSIET OTBETUTbL Ha NOCTABIEHHbIE
BOMpPOCHI;

2) He pasrnawaTtb CBeLeHWsl, KOTopble CTannm €My WU3BEeCTHbl B CBS3M C
npoBedeHMEM  IKCMEepTU3bl NEKapCTBEHHOrO CpPeAcTBa, a Takke cCcBedeHus,
COCTaBnsOLWME FOCYOAPCTBEHHY, KOMMEPYECKYHD WM MHYIO OXPaHAEMYH 3aKOHOM
TauHy;

3) obecneunTb COXPaHHOCTb MpeAcTaBfeHHbIX OOBLEKTOB WCCNeaoBaHUn W
MaTtepuanos.

6. OKcnepT He Brpase:

1) npoBoAMTb 3KCNEPTM3Y JIEKApPCTBEHHOrO cpeactBa Mo  obpalleHuto
HenocpeacTBEHHO K HEMY OpraHu3auumn unm pusndecknx nuu;

2) caMoCTosiITeENbHO cobupaTb MaTepuanbl O NPOBEAEHMSI  SKCMEPTU3bI
neKapCcTBEHHOro CPeaCTBa;

3) npoBOAUTL  3KCMEepTU3y  JIeKapCTBEHHOro  cpeAacTBa B KavecTsBe
HerocynapCTBEHHOro aKcnepTa.

7. B cnyyae HeobxoaMMOCTM 3KCMepT BhpaBe XxodaTalcTBoBaTb nepepn
PYKOBOAMTENEM 3KCNEPTHOrO YYpeXXAeHUs O NPUBINEYEHUN K NPOBEAEHNIO SKCNEPTU3bI
neKapCTBEHHOro CpeacTBa ApYrMx SKCNepToB.
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8. Kaxxabln akcnepT, BXOOSALWMN B COCTaB KOMUCCUM IKCMEPTOB, KOTOPOU MOPYYEHO
NpoBefeHMEe IKCNepTU3bl NEKAapCTBEHHOIO CpeacTBa, HE3aBUCMMO U CaMOCTOATENbHO
NpOBOAUT UCCNeaoBaHUs, OUeHUBaeT pe3yrbTaTbl, MOMyYeHHbIE UM FINYHO U APYruMun
akcneptamn, 1 ¢opMynmpyeT BbIBOAbl OTHOCUTENBbHO MOCTAaBfIEHHbLIX BOMPOCOB B
npegenax CBOUX crieynanbHbIX 3HAHUN.

9. PesynbtaTtbl 3KCNepTU3bl  JIEKAPCTBEHHOro  cpeacrtea  OhopMIsTCS
3aKroYeHeM KOMUCCUKN 3KCMepToB. B 3aknioYeHnn KOMUCCUKM 3KCNepTOB YKa3bliBalOTCA
nepevYeHb MccrnegoBaHUn, oObeM MPOBEAEHHbIX KaXKAblM 3KCMEPTOM MCCreaoBaHUN,
YCTaHOBIEHHble KaXObIM M3 HUX (PakTbl U caenaHHble B pesyrbTaTe uccnenoBaHum
BbIBOAbl. QKCNEPT, MHEHME KOTOPOro He COBNagaeT C peLleHMEM KOMUCCUN IKCMEPTOB,
BNpaBe Bbipa3nTb CBOE MHEHME B MUCbMEHHOM ¢opme, KoTopoe npuobliaeTcs K
3aKIMOYEHMIO KOMUCCUM IKCNEPTOB.

10. OkcnepTbl, BXxoAsWMe B COCTaB KoMMUCCUKW, npegynpexgartca o6
OTBETCTBEHHOCTU B COOTBETCTBMM C 3akoHogaTenbCcTBoM Poccuinckon ®epepaunn 3a
Aadvy 3aknyeHus, coepkawero HeobOOCHOBaHHble unn  panbCMPUUMPOBaHHbIE
BbIBOAbl, O YEM OHUM AAt0T NOAMUCKY.

11. OnpegeneHve YypoBHA NpPoOdEeCcCMOoHanbHOM MNOArOTOBKM 3KCMEPTOB MU
atTectaumMss MX Ha nMNpaBO MNPOBEOEHUS 3KCMEPTU3bl JIEKAPCTBEHHbLIX CpPeacTB
OCYLLECTBNATCA  3KCNEePTHO-KBaNUMUKALNMOHHBIMW  KOMUCCUMAMW B MOPSIAKE,
YCTAHOBMIEHHOM  COOTBETCTBYIOLIMM  YNOSIHOMOYEHHbIM  beaeparnbHbIM  OpraHoM
NUCMNONHUTENBHOW BractTu. YpoBeHb npodeccnoHansHOM MNOArOTOBKN 3KCNEPTOB
NOANEXNT NEPECMOTPY yKa3aHHbIMY KOMUCCUAMM HE pexe YeM OOUH pa3 B NATb NeT.

12. lNMpaBuna npoBefeHNs1 IKCNEPTU3bl NIEKAPCTBEHHbIX CPeaCTB U OCOBEHHOCTU
9KCNepTM3bl  OTAENbHbIX BUMAOB  JfIEKAPCTBEHHbIX MpenapaTtoB  (pedepeHTHbIX
NeKapCcTBEHHbIX MpenapatoB, BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaTos,
Buonornyecknx nekapcTBeHHbIX npenapaTtoB, 6GuoaHanoroBbix (61onogo6HbIX)
neKkapcTBeHHbIX npenapatoB (buoaHanoroB), romMeonaTtU4yecKkUx JneKapCcTBEHHbIX
npenapaToB, NEKapCTBEHHbIX PACTUTENbHbIX NPenapaToB, KOMOUHALUIN NeKapCTBEHHbIX
npenapaTtoB), ((OpPMbl  3aKMOYEHUA  KOMUCCUM  IKCNEPTOB  YCTaHaBMMBAOTCSA
COOTBETCTBYIOLMM  YNOSTHOMOYEHHbIM  befeparnbHblM  OpraHoOM  UCMOSTHUTENbHON
BNacTu.

(wactb 12 B peq. PepeparnbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 17. lNomaya n paccMoTpeHue 3asiBIeHUsi O rocynapCcTBEHHOMU
perncTpauum nekapCcTBeHHOro npenapara Ana BeTepUMHapHOro NpuMeHeHus
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona rocygapCTBEHHOW peructpauun fiekapCTBeHHOro npenaparta  Ans
BETEPUHAPHOrO MNPUMEHEHUS pa3paboTyMK TaKoro NekapCTBEHHOro npenapata unu
YNONMHOMOYEHHOE MM [pyroe lopuanyeckoe nuuo (ganee B HacToswen cratbe -
3asBUTENb) NpeacTaBndeT B YNOSIHOMOYEHHbIM dheaepanbHbI OpraH UCNONTHUTENBbHOM
BNacTu,  OCYLLUECTBMAKOWMA  rOCYAAPCTBEHHYD  pernctpauuio  JieKapCTBEHHbIX
npenapaToB [Afs BETEPUHAPHOrO MNPUMEHEHUHA, B 3NEKTPOHHOMW hopmMe wnmn Ha
GymaxHOM HocuTene 3asdBfeHMe O FOCyAapCTBEHHOM pernctpaumu fekapCTBEHHOro
npenapaTta Ans BeTepuMHapHOro MNPUMEHEHMs, a TaKke B Mnopsaake, YCTaHOBIIEHHOM
COOTBETCTBYIOLLUMM  YNOMHOMOYEHHbIM  doefiepalnibHbIM  OpPraHoOM  UCMNOSTHUTENBHOM
BNacTun, B 3NEKTPOHHON hopMe nnn Ha ByMaKHOM HocuTene HeobXxoanMble LOKYMEHThI,
N3 KOTOPbIX POPMUPYETCHA PErMCTPaLMOHHOE LOCbe Ha NeKapCTBEHHbIW npenapar ans
BETEPUHAPHOrO NPUMEHEHUS.
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2. B 3asBneHnn o rocygapCTBEHHOW perncrTpauum nekapCcTBeHHOro npenapara ans
BETEPMHAPHOro NPUMEHEHNS YKa3blBatOTCS:

1) HaumeHOBaHME W agpec 3asBuTens, paspaboTyMka W NPOU3BOAUTENS
NeKapCcTBEHHOro Mnpenapata [Ans BeTepuMHapHOro MNPUMEHEHUs W agpec MecTa
OCYLLECTBIIEHMSI NPOM3BOACTBA JIEKAPCTBEHHOIO rMpenapata Ans BeTepuHapHOro
NPUMEHEHUs (B Crlydae Hanuuusi HECKONbKMX Y4aCTHUKOB MpoLecca npou3BoacTBa
Heo6XoaNMO ykasaTb KaXaoro n3 HuX);

2) HaMMeHOBaHMe NeKapCTBEHHOrO npenapaTa Ansi BETePUHApHOro NpUMeEHeHUs
(MexxgyHapoaHOe HenaTeHTOBaHHOE, NN rPYNMMPOBOYHOE, NN XMMUYECKOE U TOProBOe
HanMeHOBaHNSA);

3) nepeyeHb OENCTBYOLWMX U BCMOMOraTernbHbIX BELLECTB, BXOASLMX B COCTaB
nekapCTBEHHOro Npenapara Ans BETepUHapHOro NPUMEHEHMs!, C ykasaHMeM KonnyecTea
KakOoro n3 Hux;

4) nekapcTtBeHHas ¢opma, 403MPOBKa, Cnocobbl BBEAEHUS U NMPUMEHEHUS, CPOK
rOAHOCTM NeKapCTBEHHOro npenapaTta Ans BETEPMHAPHOro NPUMEHEHNS;

5) dhapmakoTepanesTuyeckas rpynna;

6) HeobGXOAMMOCTb MPUMEHEHMS  YCKOPEHHOW  npouenypbl  9KCNepTu3bl
NeKapCTBEHHbIX CPeACTB B LENAX rocygapCTBEHHOW peructpauum fnekapcTBEHHOMO
npenapara;

7) KONUM AOKYMEHTOB, NOATBEPXKAAMLLMX YNaTy rocyaapCTBEHHOW NOLLMMHbI:

a) 3a NpoBeAEHNE IKCMEepPTM3bl KayecTBa eKapCTBEHHOrO CpeacTBa M aKCNepTU3bl
OTHOLUEHNS] OXXMAAEeMOW MoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUS NeKapCTBEHHOMO
npenaparta 4ns BeTepUHAPHOro NPMMEHEHMs1 MPWU ero rocy4apCTBEHHOW perncTpaumm;

6) 3a Bblgayy perMcTpaLMoHHOro yA0CTOBEPEHMS NIEKAPCTBEHHOMO Npenapara;

8) Hanuumne cornacus, NpPegyCMOTPEHHOro 4YacTbio 7 HaACTOsIWEN CTaTbW, ecnn C
MOMEHTa pernctpauum pedepeHTHOro nekapcTBEHHOro npenapara ana BeTepuHapHoOro
NPUMEHEHNS NPOLLIO MEHEE YEM LIECTb NeT.

(B pen. PepgepanbHoro 3akoHa oT 13.07.2015 N 241-03)

KoHcynbTaHTlnoc: npumevaHue.
C 01.01.2021 B @63. 1 4. 3 cT. 17 BHOCATCA M3MeHeHus (D3 oT 27.12.2019 N 478-d3).

3. PernctpaunoHHoe Aocbe B Liensix 3KCnepTu3bl NekapCTBEHHOrO npenapara Ans
BETEPUHAPHOrO NPUMEHeHUS1 POPMUPYETCS U3 CrieayoLmnx JOKYMEHTOB:

KoHcynbTaHTlnoc: npumeydaHue.
C 01.01.2021 B n. 1 4. 3 cT. 17 BHOCATCA U3MeHeHus (P3 o1 27.12.2019 N 478-D3).

1) Konua nUUEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEeACTB, BblAAHHOW
NpPON3BOAMTENIO PErMCTPMPYEMOrO FfEKApPCTBEHHOrO npenapaTta Ans BeTepUHapHOro
NPUMEHEHNS, AN POCCUNCKUX MPON3BOAUTENEWN;

(n. 1 B peq. PegepanbHoro 3akoHa oT 04.06.2018 N 140-93)
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KoHcynbTaHTlnoc: npumeydaHue.
C 01.01.2021 B n. 2 4. 3 cT. 17 BHOCATCA U3MeHeHus (P3 o1 27.12.2019 N 478-D3).

2) KOMUS T§UUEH3UM Ha NPOU3BOACTBO JleKapCTBEHHbIX CPenCTB, BblAaHHOWM
NpPON3BOAUTESIO dapmaueBTUYECKOMN cybcTaHumum, BXxoasLlen B cocTaB
perncTpupyemoro fnekapcTBeHHOro npenapara and BeTepUHApPHOro NpuMeHeHUs, Ons
POCCUNCKUX NMPONU3BOANTENEWN;

(n. 2 B peq. PepgepanbHoro 3akoHa oT 04.06.2018 N 140-93)

2.1) KonuMs [OOKYMEHTa, BblJAHHOMO YMOMHOMOYEHHbIM OpPraHoOM CTpaHbl
npou3BOAMTENS AONA  KaX[4oW MPOM3BOACTBEHHOW NMoWagknm  permctpupyemoro
neKkapcTBEHHOro rnpenaparta Afs BeTepuMHapHOro MpUMEHEHUS U MOATBEPKAAoLLEro
COOTBETCTBME MPOM3BOAUTENS JleKapCTBEHHOro npenapata TpeboBaHWsaM npaBun
Hagnexawen npou3BOACTBEHHOMW MPaKTUKN, M €ero rMnepeBod Ha pPYCCKUN £A3blK,
3aBepeHHbIe B YCTAHOBIIEHHOM MOpSAAKe, a TakKe KOMusA 3akiyYeHns 0 COOTBETCTBUM
NPOM3BOAMTENS NEKapCTBEHHbIX CPeacTB TpeboBaHMAM npaBwun  Hagnexailen
NPOM3BOACTBEHHON MPAKTUKK, BbIAAHHOrO YMNOSIHOMOYEHHbIM beaepanbHbIM OpraHoM
NCMOMNHUTESTbHOW BNacTu ANA KaXXaoW Npon3BOACTBEHHOM NMOLWAAKA perucTpupyemoro
nekapCTBEHHOro npenaparta Ans BeTEPUHapHOro NpUMeEHeHUs, NMB0o KONUA peLleHns o
NpoBeOEeHUN MHCMNEKTUPOBAHNA MPOU3BOAUTENS NEKapCTBEHHbIX CPeacTB, NPUHATOro
YMONMHOMOYEHHbLIM  doefeparibHbiM OpraHOM WCMOMHUTENbHOM BRacTn ANs  Kaxaow
NPON3BOACTBEHHOW MIOLWAaAKN PErmcTpupyemMoro rfekapCTBEHHOro npenapata Ans
BETEPMHaPHOro NpUMeHeHus. YKkasaHHble JOKYMEHTbl NpeacTaBnAwnTCa B Crny4vae, ecnum
NpPOu3BOACTBO  JIEKAPCTBEHHOrO0 npenapaTta OCYLIEeCTBMSEeTCAa 3a npegenamu
Poccuinckon ®egepaunu;

(n. 2.1 BBegeH PepepanbHbiM 3akoHOM 0T 04.06.2018 N 140-93)

2.2) KOMMs [OOKYMEHTa, BblAAHHOMO YMOSHOMOYEHHbIM OPraHoOM CTpaHbl
npousBoauTens dapmaueBTU4eckon cybCcTaHuun 1 NOATBEpPXKAALWEero cooTBeTCcTBME
npon3soaunTens dapmaLeBTNYECKON cybeTaHumum, BXoOALLEN B cocTaB
pPerncTpupyemoro rekapCTBEHHOro mnpenapaTta Ans BeTEPUHApPHOro rMpUMeHeHus,
TpeboBaHUAM MNpaBui Hagnexalwlen NpPoM3BOACTBEHHOM MPaKTUKW, U ero nepeBod Ha
PYCCKUMN A3bIK, 3aBEPEHHbIE B YCTAHOBMEHHOM Mnopske, B crnyyae, ecrnv nponsBoicTBo
dapmaueBTMYECKOM CyOCTaHuMM OcCywecTBndeTcsa 3a npegenamun Poccunckon
depepauymu;

(n. 2.2 BBeaeH PepepanbHbiM 3akoHOM 0T 04.06.2018 N 140-93)

3) NpOEeKT HOPMATMBHOIO [OOKYMEHTAa Ha JeKapCTBEHHbI npenapaT Ans
BETEPMHAPHOrO NPYMEHEHUS;

4) OOKYMEHT, coepxaliui cnefyowyo uHopmMauui o dapmMaueBTUYeCKon
cybctaHumm  wunu  bapmaueBTMYECKMX  CyBCTaHUMAX, BXOAdAWMX B COCTaB
nekapCcTBEHHOro npenaparta Aans BeTepUHaAPHOro NPMMEHeEHUs:

a) HauMMeHoBaHue apmaueBTU4eckon cybCcTaHumn, ee CTpykTypa, obuwue
CBOWCTBA (MpW rocyaapCTBEHHOW perncTpauum MMMyHOBMONOrMYECKMUX NEKAaPCTBEHHbIX
npenapaToB AN BETEPUHAPHOIO NMPUMEHEHUS1 NPEACTaBMATCA CBEAEHNSA O LUTaMMe,
BKMOYasA €ero HauMeHoBaHWe, WHAOPMaUU O MPOUCXOXAEHUN, €ro CBOWCTBaX,
XapaKTepPUCTMKAX U MecTe OEeNOHNPOBaHUSA);

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

0) HauMeHoBaHWe 1 agpec NPOM3BOAUTENS;
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B) TEXHONOMMA npomn3BoacTtea C ornncaHnem cTagumn npomn3BoactBa M mMetogoB
KOHTPOJ1A4 Ha BCEX CTaAUAX NPON3BOACTBA,

r WHdopmMauus O npumecax (He npeacraBnsgeTcsas npu  rocygapCTBEHHOM
perncTpauun MMMyHOBMONOIrMYECKMX NEeKapCTBEHHbIX NpenapaToB AN BeTEPUHAPHOro
NPUMEHEHNS);

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

A) cneundmkaunsa Ha dapmaueBTMYeCcKyo cybcTaHUMo (He NpeacTaBnseTcsa npu
rocyfapCTBEHHOW perncrpaumm WUMMYHOBMONOrMYEeCcKNX neKkapCTBEHHbIX npenapaToB
ANA BETEPUHAPHOIo NPUMEHEHUS);

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

e) onncaHne MeTogunkK KOHTpOJ1A Ka4eCTBa,

X) pesynbTtatbl aHanuM3a cepun  bapmaueBTMYecKkonm  cybcTaHumm - (He
npeacTaBnAlTCA  NpU  rOCyAapCTBEHHOM  peructpaumm  MMMYHOBMONOrMYeCcKmx
neKapCcTBEHHbIX NpenapaToB 4S5 BEeTePUHAPHOro NpUMeHEHUs);

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

3) nepeyeHb CTaHAApTHbIX 0O0pasLUoB WM BELEeCTB, WCMNOMb3yeMblX MNpwu
OCYLLECTBIIEHMM KOHTPOSSA KAa4YeCTBa;

1) onuncaHve xapakTepuUCTUK 1 CBOWCTB YNaKOBOYHbLIX MatepuarnoB 1 YKYNOopOYHbIX
CpencTs;

K) OaHHble O cTabunbHOCTM (He npeacTaBnaAlTCS NpU  rocyaapCTBEHHOM
perncTpauumn MMMyHOBMONOrMYECKMUX NEKAaPCTBEHHbIX NpenapaToB AN BETEPUHAPHOrO
NPUMEHEHNS);

(B pen. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-03)

) CPOK FOAHOCTW, YCIOBUSI XPaHEHUS;

5) oT4eT 0 pesynbTaTax OKNMHNYECKOro NCCreaoBaHus NIekapCTBEHHOMo cpeacTea
OnNsi BETEPUMHAPHOro NPUMEHEHUS, BKMIOYAKOLWNN ONUCaHMe MEeTOOO0B OnpeaeneHus
OCTaTOYHbIX KONMMYECTB [OEeNCTBYKOLWEro BewecTBa (OEWCTBYIOWIMX  BELLECTB),
AOoCTUrarowero (4oCTuratoLlmMx) CUCTEMHOrO KpPOBOTOKA, B MPOAYKUMU KMBOTHOIO
NPOUCXOXAEHUSA MNOCMNe MPUMEHEHUsI TakKoro IeKapCTBEHHOro CpeacTBa, a Takke
OOKyMeHTanbHOe NoATBepPXAeHMEe (Banngaumns) ykasaHHbIX METOAOB;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) oT4eT 0 pesynbTaTax KMMHUYECKOrO NCCNEeAOBaHMS NEKAapPCTBEHHOMO Npenapara
AN BETePUHAPHOIo NPUMEHEHUS Y KaXKOoro BUAa XMBOTHbIX, YKa3aHHbIX B MHCTPYKLMM
No BETEPMHAPHOMY NPUMEHEHMWIO;

7) NPOEKT WHCTPYKUMM O BETEepUHAPHOMY MNPUMEHEHUIO eKapCTBEHHOro
npenapaTa, coaepxallen criegyolme cBeaeHus:

a) HanMeHoBaHWe NeKkapCTBEHHOro npenaparta A BeTepUHapHOro npuMeHeHus
(MexxgyHapoaHoe HenaTeHTOBaHHOE, U rPYNNMPOBOYHOE, UM XUMUYECKOE N TOProBoe
HanMeHOBaHUSA);

0) nekapcTBeHHass opma C YyKasaHMEM HaUMEHOBaHUN U KONUYECTBEHHOrO
cocTaBa AeNCTBYOLMNX BELLLECTB U KA4YEeCTBEHHOIO COCTaBa BCNoMOoraTerbHbIX BELLECTB;
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B) onmnMcaHue BHeLWHero Bumaa nekapCcTBEHHOro npenaparta and BeTepuHapHOro
NPUMEeHeHNA;

r) (papmakoTepaneBTMYecKas rpynna JekapCTBEHHOro npenapata Ang
BETEPUHAPHOro MNPUMEHEHUA WNKU yKasaHue "romeonaTtudeckun IeKapCTBEHHbLIN
npenapat";

) hapmakognHammka n papmakokMHeTUKa (3a MCKNYeHneM apMakOKUMHETUKM
roMeonaTu4yeckux JeKapCTBEHHbIX MNpenapaTtoB W pPacTUTENbHbIX NeKapCTBEHHbIX
npenapaToB) WM OMNUCaHME UMMYHOBMONMOrMYECKNX CBOWCTB JlEKapCTBEHHOro
npenaparTa;

e) NokasaHus 4ns NPUMEHEHUS;
) MPOTMBOMOKa3aHWs Ansi NPUMEHEHUS;
3) Mepbl NPEA0CTOPOXHOCTU NP NPUMEHEHNN;

1) yKkasaHne BO3MOXXHOCTU M 0COBEHHOCTEN NPUMEHEHNS y 6epeMeHHbIX XXMBOTHbIX,
Y >XMBOTHbIX B MEPVOA NnakTauun, y NoTOMCTBA XUBOTHbIX;

K) peXum O03MpOBaHMsl, cnocob BBeAEHWUS M NPUMEHEHMUS, NPU HEOBXoaAMMOCTH
BpeEMSI Mpuema JeKkapCTBEHHOrO npenapata [Ans BeTepMHAPHOrO MPUMEHEHWS,
NPOOOIMKUTENBHOCTL NEYEHMS;

J'I) BO3MOXHble NMODOOYHbIE OEWNCTBUS, HEXEeNaTelbHble peakunn npu npuMmeHeHunn
JIeKapCTBEHHOIo npenaparta and BeTepnHapHOro NpuMeHeHunA,

M) CMMNTOMbI Nepeao3npPoBKX, Mepbl MO OKasaHWo NOMOLLM NpY NEPeao3NPOBKE;
H) B3aMMOAENCTBUE C APYrMMUN NeKapCTBEHHbLIMU NpenapaTtaMmu 1 (MnmM) KopMamu;
0) hopMbI BbiMycka NekapCTBEHHOrO NpenapaTa Arnsi BETePUHAPHOIO NPUMEHEHNS;

n) ykasaHve (Npy HeobXxoAMMOCTM) OCOBEHHOCTEN AEeNCTBUS feKapCTBEHHOMO
npenaparta Ans BeTepUHapHOro NpMMeHeHNs Npyu NepBoM NpUeMe U Npu ero oTMeHe;

p) onucaHue (Npu HeobxogumocTW) JAencTBUA creuyuanucta B obnactu
BeTepuHapuu, BnagesnbLa XMBOTHOIO Npu Nponycke npuema OAHOM UIM HECKOSbKUX 403
neKkapCcTBEHHOro npenapara ass BeTepuHapHOro NpuMeHeHus;

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

C) CPOK FOAHOCTM U yKasaHWe Ha 3anpeT NpUMMEeHeHNs NeKapCTBEHHOrO npenapaTa
ANA BETEepPUHaAPHOro NPUMEHEHMUS MO UCTEYEHUN CPOKa rOAHOCTY;

T) YCNOBUS XpaHEHUS;

y) yKkasaHve Ha HeoOXOAMMOCTb XpaHeHWUsl IeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOro NPYMEHEHUS B MECTaX, HEAOCTYMNHbIX AN OETe;

&) ykasaHue (Npy Heob6XOo4MMOCTU) creumanbHblX Mep NPegoCTOPOXHOCTU Npw
YHUUMTOXEHUN HEUCMNOSb30BaHHbIX NEKAapPCTBEHHbIX MpenapaTtoB A BETEPUMHAPHOro
NPUMEHEHUS;

X) CPOKM BO3MOXHOIo ucnosfib3oBaHnda npoaykunm XMBOTHOIO NPOUCXOXOEHUA
nocne BBeAEeHUA XMBOTHOMY J1I€KapCTBEHHOINo npenaparta Aanda BeTepuHapHOro
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NPUMEHEHNS;
L) ycnoBsus oTnycka;

4) HaMMeHOBaHWsi WM ajpeca NPOM3BOACTBEHHbLIX MMOLWAA0K MNPOM3BOAUTENS
rnekapCTBEHHOro npenapaTa Ans BeTepMHapHOro NPUMeEHeHUS;

) HauMeHoBaHWe, agpec opraHu3auun, YMNONTHOMOYEHHOW AepXkaTenem unu
BrnagenbLlemM perncTpaumoHHOro YAOCTOBEPEHUsI JekapCTBEHHOro Mpenapata Ha
NPUHATUE NPETEH3UI OT NOTPeduTens;

8) NpoeKkTbl MakeToB NEPBMYHOM YNAKOBKM N BTOPUYHOW YMAKOBKWN NTEKapCTBEHHOMO
npenapaTa Ans BeTepUHApPHOro NpUMeEHEHNS;

9) crenywolwme CBeAeHWs O NEKapCTBEHHOM rpenapaTte Ans BeTepuHapHOro
NPYMEHEeHMS:

a) onucaHMe W CcocTaB feKapCTBEHHOro npenapata [Ans BeTepuHapHOro
NMPUMEHEHUS;

0) onucaHne apmaueBTU4ECKOn paspaboTku;

B) onucaHue npouecca Npou3BoACTBa WU €ro KOHTPONSA, NoANNUCaHHOE B NOPSAAKeE,
yCTaHOBMNEHHOM B COOTBETCTBUM C YacTblo 1 HACTOsILEN CTaTby;
(B pen. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-03)

r) OnuMcaHue KOHTPOSiA KPUTUYECKUX CTagurM NPOU3BOACTBA U MPOMEXYTOYHOWN
npoAayKkuuun, noanvcaHHoe B nopsake, YCTAaHOBMEHHOM B COOTBETCTBUM C 4YacTbio 1
HaCTOSILLLEN CTaTbW;

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

A) HavmeHoBaHuMsi M apgpeca paspaboTynka, pOepxartens wnM  Bnagenbua
PErMcTpaunoHHOro yaoCTOBEPEHUS JleKapCTBEHHOrO npenaparta, Npou3BOLCTBEHHbIX
nrowagok nNpou3BOAUTENSA  FIeKapCTBEHHOro npenapata [Ans  BeTepUHapHOro
NPUMEHEHNA C YKa3aHMEM CTaguh TEXHOSOMMYECKOro npoLecca, OCyLecTBAgeMbIX Ha
NPOM3BOACTBEHHbIX MNIOWAgKax MPoOu3BoANTENSA JIEKapCTBEHHOro npenapara Aans
BETEPUHAPHOIro NPUMEHEHMUS;

(B pen. ®PepepanbHblx 3akoHoB OT 13.07.2015 N 241-93, ot 02.08.2019 N 297-93)

e) hapmaueBTMyeckass COBMECTUMOCTb;
X) MUKPOOMONOrMyeckne xapakTepucTmKm;
3) MmaTepuanbHbii 6anaHc 4ns NPon3BOACTBa CEPUM FOTOBOIO NPOAYKTA;

1) onuncaHve xapakTepuUCTUK 1 CBOWCTB YNaKOBOYHbLIX MatepuarnoB 1 YKYNopOYHbIX
CpencTs;

K) OKYMeHTansHoe nogTeepXxaeHune (sanvaaumsi) npoueccos 1 (MNn) UX OLEHKa;

n) TpeboBaHMA K KayecTBY BCNoMoraTenbHbIX BeLEeCTB (cepTudmkar,
cneumdurKaumsa Ha BCroMmoraTenbHble BeLecTBa u ux o6ocHoBaHume);

M) aHannTndyeckne MeTogukn, Uucnonb3yemble MNMpu OCYLEeCTBITIEHUN KOHTPONA
Ka4yecCTBa BCrnomMoraTesibHbIX BELECTB;
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H) [OOKyMeHTanbHOoe noaTBepXaeHue (Banuaauusl) aHanMTUYecKUX MeToauK,
MCMosb3yeMblX NPU OCYLLIECTBIIEHUN KOHTPOMS Ka4yecTBa BCNOMOraTesbHbIX BELLECTB;

O) I/IHCbOpMaLI,VIFI 00 ncnonb3oBaHMN BCOMOraTenbHbIX BELLECTB YE0BEYECKOro 1
XMBOTHOIO NMNPONCXoXOeHu4;

n) yrpatun cuny. - ®egepaneHbin 3akoH ot 02.08.2019 N 297-93;

p) TpeboBaHWA K KayecTBYy I€KapCTBEHHOro npenapata And BeTepuHapHOro
npumMmeHeHna (ceptudumkat, cneundukaumMsi Ha JEeKapCTBEHHbIM npenapatr U  Ux
0BoCHOBaHwMe);

C) aHannTnyeckne MeToankn, uncnosibdyemble npu OCyLeCTB1IEHUN KOHTPOSIA
Ka4yecCTBa J1eKapCTBEHHOro npenaparta anAa setTepmnHapHoOro npuMeHeHuA,

T) AOKYMEHTanbHOe noaTBepXXAaeHue (Banugauusl) aHanuMTUYEeCcKUX METOAMK,
MCMNONb3yeMbIX MPU OCYLLECTBINEHUN KOHTPONS KayecTBa NekapCTBEHHOro npenapara
AN BETEPUHAPHOIO NPUMEHEHUS;

y) AOKYMEHT, noATBepXOarLWun KavyeCcTBO JeKapCTBEHHOro npenapara Tpex
NPOMbILLIIEHHbIX cepuin (NPOTOKOST aHanu3a unu ceptudukaTt aHanusa), ogHa cepus
KOTOPOro A0SMKHa coBnagaTh C cepuen obpasLa nekapCTtBeHHOro npenapara, nogaHHoro
Ha perucrpaumio;

&) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHOApPTHbIX 00pasuoB, WCMNOMb3yeMbIX MNPU OCYLLECTBIEHUM
KOHTPONS KayecTBa NlekapCTBEHHOro npenapaTa Ans BeTepMHapHOro NPUMEHeEHMS;

L) OaHHble O CTabWnbHOCTM NEeKapCTBEHHOro npenaparta Anis BeTepuHapHOro
NPUMEHEHUS;

10) konust AOKyMEHTa, coaepkaLlero MHopMauuio 0 HanMYUn unm od oTCyTCTBUK
¢aKkTOB perncrpaumm nekapcTBEHHOro npenapara ans BeTepUHapHOro NpMMeEHeHus 3a
npeaenamm Poccuickon ®egepaunu;

11) cornacve B nNUCbMeHHOW opMe, NPedyCMOTPEHHOE 4acTbio 7 HacTosLWen
cTaTtby, B Criydyae permcrparmm BOCNpou3BeAeHHOro fiekapCTBeHHOro npenapara;
(B pen. PepgepanbHoro 3akoHa oT 13.07.2015 N 241-03)

12) Konuns JOKyMEHTa Ha PYCCKOM si3blKe, 3aBEPEHHOr0 B YCTAHOBIIEHHOM MOPSiAKe
N NoATBepXOaroLero npPaBoOMOYHOCTb 3asBIIEHUS O rOCYAapCTBEHHOW perncrpaumu
nekapCTBEHHOro npenapara Ans BeTepuHapHOro NpMMeHeHus (JOBEPEHHOCTD);

13) cBegeHusas O  rocygapCTBEHHOW — perncrpauum  reHHO-UHXEHEepPHO-
MOANMULUMPOBAHHBLIX OPraHM3MOB, NpefHas3Ha4YeHHbIX AN BbIMyCKa B OKPYXXatoLLyHo
cpedy (npu rocyoapCTBEHHOW perucTpauMyM  fiekapCTBEHHbIX npenapatoB  Ans
BETEPUHAPHOINO MNPUMEHEHUHA, TMOSMyYEeHHbIX C MNPUMEHEHNEM TEeHHO-UHXEeHEPHO-
MOAMULMPOBAHHbBIX OPraHU3MOB UMK codepKaluuX Takue opraHnsmbl).

(n. 13 BBegeH PepepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03)

4. Tlpu npoBedeHUN YCKOPEHHOW mnpouenypbl 3KCNepTU3bl feKapCTBEHHOro
npenapata AN BeTEPUHAPHOrO TMPUMEHEHUS B LENAX ero rocyaapCTBEHHOM
permctpauum BMECTO oOT4yeTa pas3paboTymka O pesynbrartax LgOKIMHUYECKOro
nccnegoBaHUs NekapCTBEHHOro CpeacTtBa ANA BeTEepUHAPHOro MNPUMEHEHUs MOXeT
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ObiTb  npefctaBneH 0630p HayyHbiX paboT O pesynbTatax AOKIMHUYECKOro
nccnegoBaHus pedepeHTHOro NekapCTBEHHOro npenapaTta  Ans  BeTepuHapHOro
NMPUMEHEHNA, a BMECTO OT4yeTa O pesynbTatax KIMHUYECKOro uccnegoBaHns
nekapCTBEHHOro npenapaTta And BeTepUHAPHOro NPUMEHEHUA OT4YeT O pesyrnbTaTax
nccnenoBaHuii GUOIKBMBANEHTHOCTM BOCMPOM3BELEHHOMO NIeKapCTBEHHOrO npenaparta
ONa BETEpUHapHOro NPUMEHeHus.

(4acTtb 4 B pen. PegepanbHoro 3akoHa oT 02.08.2019 N 297-03)

5. Ha akcnepTndy pasnunyHbiX JeKapCTBEHHbIX (OOPM OAOHOMo0 M TOro Xe
neKkapCcTBEHHOro npenaparta ans BeTepMHapHoro NpUMeHeHns 3asaBuTernb npeacraBngeT
OTAenNbHble 3aABMNEHNs N PErMCTPaLNOHHbIE JOChE Ha KaXKayl0 NeKapCTBEHHY0 hopMmy.
Mpn ycnoBun ogHOBPEMEHHOM NOLAa4YN Ha 3KCNepTU3y OAHOWM NeKapCTBEHHON (POpPMbI C
pasnnUYHbIMM LO3MPOBKOW, KOHUEHTpaunen, obbeMoM 3asaBuTenb npeacraBnseT OAHO
3asiBrieHve N permcTpaumoHHoe A0Che C MPUNOXeHNEM MakeToB NepBUYHOM YNAKOBKU U
BTOPMYHOM YyNakoBKW. Ha mMakeTax NepBUYHOW YMakKOBKA U BTOPUYHOM YMNaKOBKM
YKa3blBalOTCA BCE MPOU3BOANMbIE O03UPOBKU, KOHLEHTpaLMM, 0O6BbEeMbl U KONMYECTBO
003 B YNaKOBKe niekapCTBEHHOro npenapara Ans BeTePUHAPHOro NpUMeEHEHMS.

(B pen. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-03)

KoHcynbTaHTlIntoc: npumeyaHme.
C 01.01.2021 4. 6 cT. 17 n3naraetca B HoBow pegakuum (3 ot 27.12.2019 N 478-d3).

6. 3asBuTenb BMNpaBe MNpPeacTaBuUTb MO COOGCTBEHHOW MHMUMATMBE BMECTE C
3asiBfIEHMEM O T[OCYdapCTBEHHOM perucTpauun nekapcTBEHHOro npenaparta nng
BETEPUHAPHOro NPUMEHEHNA OOKYMEHTbI, NogTBepXaatoLwue ynnaTy rocyaapCTBeHHON
NOWSIMHBbI W YKasaHHble B MNyHKTe 7 4acTu 2 HacTtodwen cratbn. B cnyyae wux
HenpeacTaBNeHUss COOTBETCTBYIOLWMW  YNOMHOMOYEHHbIN  (beaepanbHbI - OpraH
NCMNOMHNTENBHON BnacTM npoBepsieT akT ynnatbl 3asiBUTENEM roCcy4apCTBEHHON
MOLUSIMHBLI NOCPEACTBOM UCMONb30BaHMA MHGopmaumMm o6 ynnaTte rocyaapCTBEHHOM
nowsivHbl, coaepxawenca B [ocymapcTBeHHOM UWHMOPMAUUMOHHOW CUCTEME O
rocygapCTBEHHbIX M MyHUUMNArbHLIX MraTtexax, Ha OCHOBaHUW npeacTaBrieHHbIX
3asiBUTENEM KOMUI OKYMEHTOB, MOATBEPXKAAOLMX YNNaTy rocy4apCTBEHHON MOLUSMHbI.

7. He ponyckaeTca wucnonb3oBaHWe B KOMMEPYECKUX uensx uHdopmauum o
pesynbTatax OOKMMHUYECKUX MUCCReOBaHUN NIEKAPCTBEHHbIX CPEACTB U KITMHUYECKUX
nccnenoBaHM  NIEKApPCTBEHHbIX MpenapaTtoB ANl BETEPUHAPHOrO  NPUMEHEHUS,
npeacraBneHHoOn 3aaBuTeneM [Ans rocyfapCTBEHHOW perncTpaumm NekapCTBEHHbIX
npenapaTtoB, 6e3 ero cornacuss B TedeHuWe LWecTu neT C faTbl rocyaapCTBEHHOM
permcTpaunmn pedepeHTHOro nekapcTtBeHHoro npenapara B Poccuinckon ®egepaunu.

8. [lepxartenb unv Bnageney, permcTpaumoHHOro yaoCcToBEPEHNS NIEKAPCTBEHHOIO
npenapaTta AN BeTEpPUHAPHOro MNPUMEHEHUs NpeacTaBrnseT B YNOMHOMOYEHHbIN
deaepanbHbIN OpraH UCMONHUTENLHOM BNACcTU OTYET MO pe3dyribTaTtam hapMmakoHaasopa
O[WH pa3 B WeCTb MecsLUeB B TedeHne ABYX NeT nocre rocygapCTBEHHOW perncrpaumm
nekapcTBeHHOro npenapata B Poccurickon ®egepaumn, 3ateM €XerogHo B TeYeHue
nocrneyoLwmx Tpex feT U B AanbHenwem o4nH pas B TpU roga.

(yacTtb 8 BBegeHa PepepanbHbiM 3akoHoM 0T 02.08.2019 N 297-93)

Cratba 18. lNopaya wn paccMoTpeHMe 3asiBNIeHUsi O rocynapCTBEHHOM
perncrTpauum nekapCTBEHHOro npenapara gna MeauuUHCKOro NpMMeHeHus
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)


consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648003CA1681D65C94F430C30C3C5EEBA68388C3A33DD60A06D8F7CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648003CA1681D65C94F430C30C3C5EEBA68388C3A33DD60A06D8D7CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648003BA0691263C94F430C30C3C5EEBA68388C3A33DD60A161827CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648003BA36D1262C94F430C30C3C5EEBA68388C3A37D867A162DE26C453FDC93AB8D1A9BEABE13AFAAAM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648003CA1681D65C94F430C30C3C5EEBA68388C3A33DD60A06D827CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648013FA06F1260C94F430C30C3C5EEBA68388C3A33DD60A26A8B7CD457B49F37A5D1B6A0A8FF3AAA69FBACM

1. OAna rocygapCTBEHHOW peructpauun fekapCTBeHHOro npenaparta  Ans
MeOMLUMHCKOrO MNpUMEHEHUs topuanudeckoe nuuo, Aenctsyrollee B COBCTBEHHbIX
NHTepecax N ynosiTHOMOYEHHOEe NpeacTaBnsaTb MHTEPECH! APYroro pUaANYeCcKoro nuua
N 3aABnsoLee NekapCTBEHHbIN npenapaTt Ha rocy4apCTBEHHYIO perucrTpaunto (ganee B
HacTosiLen cTtaTbe - 3asBuUTenb), NpeacTaBnseT B YNOSTHOMOYEHHbIN dbeaeparbHbIN
opraH WCMNOMHUTENbHOM BMNAcTW, OCYLECTBASIOWNA roCygapCTBEHHYIO perncrpaumio
neKkapCcTBEHHbIX NpenapaToB A4S MeOULUNHCKOro NPUMEHEHUS, B 9NEKTPOHHOW dhopmMe r
Ha BymMa)xHOM HocuTerne 3asBneHue O rocyfapCTBEHHOW perucTpaumm nekapcTBeHHOro
npenapaTta Ansg MeOuUMHCKOro MNPUMEHEHWUs, a Takke B nopsake, YCTaHOBIIEHHOM
YMONMHOMOY€EHHbIM dhefiepanbHbIM OpraHOM WCMOMHUTENBbHOW BNacTu, B 3NEKTPOHHOM
dopme 1 Ha ByMaKHOM HocuTene HeobXxoaMMble AOKYMEHTbI, 3 KOTOPbIX hopMupyeTcs
perncTpaunoHHoOe JOCbe Ha NeKapCTBEHHbIN NpenapaT Ang MeanUnHCKOro NPUMEHEHUS.
(wactb 1 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-03)

2. B 3agBneHuun o rocygapcTBeHHOW perncrpaumm fiekapCTBEHHOro npenapaTa asis
MeANLUUHCKOro NpUMEHEHUs YKa3blBalTCS:

1) HanmeHoBaHWe, agpec 3aaBUTENS 1 NPON3BOAUTENS NIEKAaPCTBEHHOIO NpenapaTa
Ans MEeAMUMHCKOrO MpUMMEHEeHusi, cBedeHna o006 ux perncrtpaumm B KadecTBe
HanoronnaTenblinka B CTpaHe pernctpaumm (onsi POCCUNCKUX OPUONYECKUX nny, -
NOEHTUMUKALUNOHHBIN  HOMep  Hanoronnatenbwuka (MHH), Ons  wMHOCTpaHHbIX
IOPUANYECKNX NNL, - CTpaHa perucrpauum, HaMmMeHOBaHME PErncTpuUpyoLero oprasa,
PErMCTPALMOHHBLIN  HOMEP, KOO HanoronnaTtenbluka B CTpaHe perucrpauum
(MHKOpNOpaunKn) unM ero aHanor) U agpec MecTa OCYyLEeCTBNEHUS MPOM3BOACTBA
nekapCTBEHHOro npenapata (B criydyae Hanuynsa HECKOSTbKMX YH4aCTHUKOB npoLecca ero
npon3BoacTBa HeobBXOoOAMMO yKas3aTb KaX[oro yyacTHMKa B COOTBETCTBUMM C
OCyLLeCTBNAeMOn cTagmen Nnpon3sBoacTea);
(n. 1 B peq. PeagepanbHoro 3akoHa oT 28.12.2017 N 425-03)

2) HaMMeHOBaHMEe nekapCTBEHHOro npenaparta Ans MeUUMHCKOro NpUMeEHeHUs
(MexxgyHapoaHOe HenaTeHTOBaHHOE, UK rPYNMMPOBOYHOE, NN XMMUYECKOE U TOProBOe
HanMeHOBaHNSA);

3) nepeyeHb OENCTBYIOLLIMX U BCrOMOraTesibHbIX BELLEeCTB, BXOASALWMX B COCTaB
nekapcTBEHHOro npenapara gnst MeAMUMHCKOro NPUMEHEHMS, C YKasaHneM KonndecTsa
Ka)KOoro U3 HUX;

4) nekapcTBeHHas popMa, OO3NPOBKa, Crnocobbl BBEAEHUS U MPUMEHEHUS, CPOK
roAHOCTM NeKapCTBEHHOro npenaparta Ans MeAULUMHCKOro NPUMEHEHMS;

5) dhapmakoTepaneBTMYeckas rpynna, Kog aHatoMmo-TepaneBTU4EeCKO-XMMNYECKON
Knaccudukaumm, pekomeHgoBaHHOWM BcemupHon opraHusauven 3gpaBoOOXpPaHEHUs,
3asgBnsemMble MoOKasaHus AOnsi NpPUMEHEHUA JleKapCTBEHHOro npenapata Ans
MEANLMNHCKOrO NPUMEHEHMWS;

6) oTcyTcTBME HEOOXOOMMOCTM nNpefoCTaBfeHuMs OoT4yeTa O pesynbrartax
KNMUHWUYECKOrO UCCreaoBaHus, uUccnenoBaHusi OMO3KBMBANEHTHOCTU feKapCTBEHHOIO
npenaparta, paspeLleHHOro ansa MeamunuHCKoro npuMmeHeHns B Poccunckon ®egepaumm
bonee gBaguaTtu neT, C ykazaHMEM HOPMATMBHbIX MPaBOBbLIX akTOB, NOATBEPXKAAIOLLNX
OaHHbIN CPOK NPUMEHEHNS;

7) HeobxooMMoCTb 0hopMNeHNs paspeLLeHns Ha BBo3 B Poccunckyto degepauuio
KOHKPETHOW  MapTUM  3aperucTpupoBaHHbIX U (MNKM)  He3aperncTpMpoBaHHbIX
NEeKapCTBEHHbIX  CPeACTB, MNpedHasHa4YeHHbIX Ang  NpOBeAeHUst  3KCNepTusbl
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JIeKapCTBEHHbIX CPeACTB B LiENAX FOCWJ,apCTBeHHOVI pernctpauunm;

8) HeoGXxoaUMOCTb MPOBeAEHUS IKCMEepPTM3bl JOKYMEHTOB, NPeAcTaBneHHbIX Ans
onpedeneHuss BO3MOXHOCTW paccmaTpuBaTb JleKapCTBEHHbIM  npenapat  Ans
MEONLIMHCKOrO MNMPUMEHEHUSI NMPU OCYLLECTBNEHUN TOCYAapPCTBEHHON perucrtpauum B
KayecTBe opchaHHOro NekapcTBEHHOro npenapaTa;

9) HeobOXOAMMOCTb MNPUMEHEHMSI  YCKOPEHHOW  Mpoueaypbl  3KCNepTu3bl
NeKapCTBEHHbIX CpPeacTB B LENsiX rocydapCTBEHHOW peructpaumm nekapcTBEHHOro
npenapara;

10) KOMMKU OOKYMEHTOB, NOATBEPXKAAIOLLMX YNNaTy rocyAapCTBEHHOM NOLUMMHDI:

a) 3a npoBeaeHne 3KCNepTU3bl JOKYMEHTOB, NpeAcTaBfeHHbIX AN onpeaeneHus
BO3MOXHOCTU paccmaTpuBaTb J€KapCTBEHHbIN MpenapaTt Ansg  MeauuUMHCKOro
NPUMEHEHUS TMpPU  OCYLLECTBMNEHUN [OCyAapCTBEHHOW perucTpaumMm B KavecTBe
opchaHHOro NekapcTBEHHOro npenapara;

6) 3a npoBeAeHMNE IKCNEPTU3bl KAYECTBaA NEKAPCTBEHHOrO CPEeACTBa N AKCNEPTU3bI
OTHOLLEHUSI OXMAAEMOMW MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NIEKAapCTBEHHOIO
npenaparta, paspeLleHHOro ansa MeamunuHCKoro npuMmeHeHns B Poccunckon ®egepaunm
bonee pgBaguaTM neT, nNpPUM  OCYLUECTBNEHMM T[OCYOAPCTBEHHOMW  permcrpauuu
nekapcTBEHHOro npenapara;

B) 3a nposegeHne 3KCnepTn3bl Ka4yecTBa JNIEKAPCTBEHHOIO CcpeacTBa U SKCNEepPTn3bl
OTHOLLEHUS OXMAaemMon Nonb3bl K BO3MOXXHOMY PUCKY NPpUMEeHEeHUaA JnekapCTBEHHOIo
npenapata gnd MeagununHCKoro npuMeHeHua rnpu ero rocyp,apCTBeHHoﬁ perncTpauunm;

r) 3a NpoBefeHMe IKCNEPTU3bI KaYecTBa SIEKapCTBEHHOIO CpeacTBa MU AKCNEpPTU3bI
OTHOLLEHUSI OXUAaeMoMn MNoSfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOro
npenapata Ans MeauUUHCKOro MPUMEHEHUsI, B OTHOLUEHMW KOTOPOro MnpOBEeAEHbI
MeXOyHapoOHble MHOrOLEHTPOBbIE KIMUHUYECKME WCCNedoBaHWsA, 4acTb U3 KOTOPbIX
npoBegeHa B Poccuickon degepaumm, npu  OCYLLECTBIEHUN [OCYLapPCTBEHHON
pernmcTpaunmn nekapcTtBEHHOro nNpenapara;

11) Hanuuune cornacus NPoOM3BOANTENS NEKApPCTBEHHOIO NpenapaTta, Npon3BOACTBO
KOTOpPOro ocyllecTtsnsercsa 3a npegenamu Poccunckon depgepauunun, Ha npoBedeHue
WHCMNEKTMPOBaHMS  MNpou3BoauMTend Ha  cooTBeTcTBME  TpeboBaHuAM  npasBun
Haanexatlyen Npon3BoACTBEHHOWN NPAKTUKN;

12) Hann4ne cornacus, NpegycMoTPEHHOro Yyactblo 18 HacTosiLen cTaTby;

13) ykasaHuMe BuAa JEKApPCTBEHHOro npenapaTta, MpPeAcTaBfeHHOro Ha
peructpauuio  (pedepeHTHbIM  flekapCTBEHHbIM  MnpenapaT, BOCMPOU3BEOEHHbIN
nexkapcTBeHHbIN npenapaTt, O1onornyecknn nekapcTBEHHbIN npenapaT, buoaHanoroBbin
(buonogobHbIN)  nekapcTBeHHbIM  npenapat  (buoaHanor),  romeonaTU4eckui
neKapCcTBEHHbIN Npenapar, NekapCTBEHHbIN pacTUTENbHLIN Npenapar).

(wacTtb 2 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-03)

3. PerncrtpaumoHHOe OOCbe Ha neKkapCTBEHHbIN npenapaT Ans MeOuLMHCKOro
NPUMEeHeHNs nNpegocTaBnsieTcss B popme obLero TEXHNYECKOro AoOKyMeHTa.
(wacTtb 3 B pea. PepgepanbHoro 3akoHa oT 22.12.2014 N 429-03)

4. Pazgen JoKyMeHTauun agMUHUCTPATMBHOIO XxapakTepa BKIto4aeT B cebs:
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1) 3asiBNeHMe O rocyaapCTBEHHOW perncrpauuy riekapCTBEHHOro npenapara ans
MeOULNHCKOro NpUMEHEHNs B 3NeKTPOHHON hopMe 1 Ha BymMaykHOM HocuUTene;

2) KONUI0 AOKYMEHTA Ha PYCCKOM si3blKe, 3aBEPEHHOIO B YCTAHOBMEHHOM Nopsiake
W NOATBEpPXOalLlero nNpaBOMOYHOCTb 3asdABMTENd nodaBaTb  3asiBieHMe O
rocyaapCTBEHHOM perncrpauun nekapCTBEHHOro npenapata Ans  MeauUMHCKOro
NpUMEHEHNS (4OBEPEHHOCTD);

KoHcynbTaHTlnoc: npumevaHue.
C 01.01.2021 B n. 3 4. 4 cT. 18 BHOCATCA U3MeHeHUsa (P3 o1 27.12.2019 N 478-03).

3) KOMMlo JNUMUEH3UNM Ha MNPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WU KOMWIo
3aKIMYEHNsS O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM
npaBun Hagnexailen npoM3BOACTBEHHON MPaKTMKK, BblAAHHbLIX YNOSTHOMOYEHHbLIM
denepanbHbIM OpraHoM WCMOSIHUTESNTbHOM BNacT B OTHOLUEHMW MNPOM3BOOCTBEHHOM
NNowaakM  permcTpupyemMoro  nekapcTBeHHOro npenapaTta, B Chyyae, ecnu
NpoOn3BOACTBO JIeKapCTBEHHOro Npenaparta ocyulecTernseTcda B Poccuinckon ®egepauuu;
(B peq. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

KoHcynbTaHTlnoc: npumeyvaHue.
C 01.01.2021 B n. 4 4. 4 cT. 18 BHOCATCA U3MeHeHus (P3 o1 27.12.2019 N 478-03).

4) KON o BblAAHHOM YNONMHOMOYEHHbLIM OPraHoOM CTpaHbl MPON3BOAUTENS NTULIEH3UN
Ha NPOW3BOLCTBO JIEKAPCTBEHHOrO Mpenapata M ee nepeBof Ha PYCCKUN A3biK,
3aBepeHHble B YCTAHOBIIEHHOM MOpsAKe, a TakkKe KOMUIO 3aKri4veHUss O COOTBETCTBUMU
NpPoM3BOOUTENS JIEKAPCTBEHHbIX CpeacTB TpeboBaHMsIM npaBuil  Hagnexallen
NPOU3BOACTBEHHOW MPAKTUKWN, BblAAHHOIO YMNONTHOMOYEHHbIM doefeparibHbIM OpraHom
NCMNOMNHNTESNbHOW BNACTX B OTHOLLEHUM NPON3BOACTBEHHOW NIIOLLAAKN PETUCTPUPYEMOTO
neKkapcTBEHHOro npenaparta, UM KOMnui peLlleHns YNofTHOMOYEHHOro doeaeparnbHOro
opraHa MWCMOfHUTENbHON BRacTM O NPOBEAEHMU WHCMNEKTUPOBaAHUSA MNPOM3BOAMTENS
neKkapCcTBEHHbIX CpedCTB, B Cly4yae, ecrniv npov3BOACTBO JIEKAapCTBEHHOro npenaparta
ocyuwiecTBnsaeTcs 3a npegenammn Poccuiickon ®epepauuu;
(B pen. PepepanbHoro 3akoHa oT 04.06.2018 N 140-93)

5) nNpPOeKT WHCTPYKUMM MO MEAULMHCKOMY MPUMEHEHUI0 NeKapCTBEHHOro
npenapaTa, coaepxallen criegyolme cBeaeHus:

a) HauMeHoBaHue NeKapCTBEHHOTO npenapara (MexxgyHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNMUPOBOYHOE, UMM XMMUYECKOE U TOProBOE HAMMEHOBAHUS);

6) nekapctBeHHass opma C YyKasaHMEM HaAMMEHOBAHUN WU KONMUYECTBEHHOIO
cocTaBa AeNCTBYHOLUNX BELLECTB N KaYEeCTBEHHOIO CocTaBa BCNOMOraTefbHbIX BELLECTB
(Npn HEOBXOANMOCTM KONIMYECTBEHHOIO COCTaBa BCMOMOraTesibHbIX BELLECTB);

B) onnMcaHue BHeELWHero Buaa JeKapCTBeHHOro npenapara gnda mMmeguumHCKOro
NPUMEeHeHNA;

r) om3nko-xmmmyeckme cBoncTea (4N paguodapmaueBTUYeCKUX NeKapCTBEHHbIX
npenapaToB);

A) dapmakoTepaneBTUYeckas rpynna, Ko JfekapCTBEHHOro npenapaTta Ans
MeOULNHCKOro NPUMEHEHMS Mo aHaTOMO-TepaneBTUYECKO-XMMMUYECKON Knaccudukaumm,
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pekoMeHOoBaHHON BceMunpHOW opraHvsaumen 34paBOOXPaHEHUS, WM yKa3aHue
"romeonaTtnyecknn nekapcTBeHHbIN npenapart”;

e) hapmakogMHammka U (papmMakokuHeTuKa (3a UCKIoyeHneM apMakoKMHETUKN
romMeonaTm4yeckMx JeKapCTBEHHbIX MpenapaTtoB W pPacTUTENbHbIX JleKapCTBEHHbIX
npenapaToB);

) NoKasaHusa AN NPUMEHEHWS;
3) NPOTMBOMNOKa3aHUA AN NPUMEHEHUS;
1) Mepbl NPeaoCTOPOXKHOCTMU NPU NPUMEHEHUN;

K) ykaszaHMe BO3MOXHOCTM U OCOBEHHOCTEN MNPUMEHEHUS eKapCTBEHHOro
npenapaTa anst MeAULMHCKOrO NpUMeHeHUst 6epeMeHHbIMM XEHLUMHAMMU, KEeHLLUUHAMK B
nepuon rpyaHOro BCKapMnvBaHWUS, AETbMW, B3POCHbIMU, UMEKLLMMU XPOHUYECKME
3aboneBaHus;

n) pexunm 403npoBaHUsi, crnocobbl BBEAEHNS U NMPUMEHEHUS, NPy He0BXOANMOCTH
BpeMsi npuema JeKkapCTBEHHOro npenapata pAnsi MeAMUMHCKOTO MpUMEHEeHWs,
NPOOOIMKUTENBHOCTb NEYEHMs1, B TOM YUCNe Yy AeTel 40 U Nocne O4HOro roaa;

M) BO3MOXHbl€ HeXenaTtelibHble peakunn npu npuMeHeHnn neKkapcTtBeHHOro
npenapata gnd MmeagnunHCKoro npuMeHeHunA,

H) CMMNTOMbI Nepeao3NPOBKM, MEPbI MO OKa3aHW0 MOMOLLM NpU NEPEAO3MPOBKE;

0) B3aUMOZEeNCTBME C APYrMMM NIeKapCTBEHHbIMY NpenapaTamu 1 (Mnn) NULLEBLIMM
npoaykTamu;

n) popMbl BbiNyCcka fiekapCTBEHHOrO Npenapara;

p) ykasaHue (npu HeobxoauMmocTM) OCOBEHHOCTEN OENCTBUS NEKapCTBEHHOro
npenapara 4ns MeguLUUHCKOro NPUMEHEHUS NMPU NEPBOM NPUEME UIN NPU €ro OTMEHE;

C) onucaHue (Npy HeobxoauMocCTW) OencTBui Bpada (denbawepa) u (unum)
naumMeHTa npu nponycke npuema OLHOM WM HECKONbKUX [03 JIeKapCTBEHHOro
npenaparta Anst MeAMLMHCKOro NPUMEHEHMS;

T) BO3MOXHO€ BIiMdAHME J1eKapCTBEeHHOro rnpenaparta Anda MeaununHCKOro
NnPpUMEeHeHnA Ha CNocobHOCTb ynpasnATb TPAHCNOPTHbIMU CpeacTBaMn, MEXaHN3MaMU,

y) CPOK FOAHOCTU U yKa3aHue Ha 3anpeT NpUMMEeHeHUs NekapCTBEHHOro npenapaTta
AN MeANLMHCKOro NPUMEHEHNS NO UCTEYEHNN CpOKa FOAHOCTM;

@) ycnoBus XxpaHeHus;

X) ykasaHMe Ha HeobXoAMMOCTb XpaHEeHUsI feKapCTBEHHOro npenaparta Ans
MeOULMHCKOro NpMMeEHeHUs B MecTax, HeJOCTYMNHbIX Ans AeTen;

L) ykasaHue (npu HeobXxoaumocTu) crieumanbHbiX Mep NpegoCTOPOXKHOCTM Mpu
YHUYTOXEHUN HENCMNOSIb30BaHHbIX JleKapCTBEHHbIX NpenapaToB Ans MeaULMHCKOro
NPUMEHEHUS;

4) YCrNoBUA OTMNYCKa;



) HavMEeHOBaHWS W agpeca MPOM3BOACTBEHHbLIX MNMOLLAA0K MNPOU3BOAUTENS
neKkapcTBeHHOro npenapara;

lll) HaMMeHOBaHWe, aapec opraHv3auuu, YMNONIHOMOYEHHOW aepXXaTenem unm
BragenbLemM perncTpaumMoHHOro YAOCTOBEPEHUS NEKapCTBEHHOro Mnpenaparta Ans
MeOULNHCKOro NPUMEHEHUS Ha NPUHATUE NPeTeH3U OT NoTpebuTtens;

6) MHCTPYKLUMIO MO MEeOMUMHCKOMY MPUMEHEHUIO WM KPaTKYl XapaKTepuCTUKy
nekapCTBEHHOro npenapaTta, YyTBeEpPXKAeHHble B CTpaHe NPou3BOAMTENS;

7) NpPOeKTbl MakeToB NEPBUYHON YNAKOBKN U BTOPUYHOWN YNAKOBKW FIEKApCTBEHHOMO
npenaparta Ans MEQULMHCKOTO NPUMEHEHUS;

8) NpoeKkT HOPMaTUBHOW [OOKYMEHTauuMM WNu HOPMAaTUBHOIO [OOKYMEeHTa Ha
NnekapCTBEHHbIN npenapaT Ans  MeAWUMHCKOrOo  MpuUMeHeHuss nuMbo  ykasaHue
COOTBETCTBYIOLLEN (papMakonenHon cTaTby;

9) QOKYMEHT, cofepXallunin nHopmaLmio O HanmMyuum unn od oTCyTCTBUM DaKTOB
perMcTpauum nekapcTBEHHOro npenapata Anad MeOUMUMHCKOrO MPUMEHEHUs 3a
npeaenamm Poccuickon ®egepaunu;

10) KOMMM  [OOKYMEHTOB, 3aBEpPEHHbIX B YCTAHOBMEHHOM MNopsigke U
noaTBepXaalWwmMx akT perucTtpaumMmn rekapCTBEHHOrO npenapata B MHOCTPaHHbIX
rocyfapcTBax B ka4yecTBe opdhaHHOro riekapCTBEHHOro npenapaTa;

11) nnaH ynpaBneHus puckamm Ansi GoNorM4yecknx rekapcTBEHHbIX NpenapaTos
AN MeANLMHCKOTO NPUMEHEHUS;

12) pOokymeHT O cucTtemMe (papmakoHaasopa JepxaTtensa unv  Bnagensua
perucTpaLnoHHOro yA40oCTOBEPEHUSA NeKapCTBEHHOTO npenaparTa;

13) OOKYMeHT, MOATBEPXAAlLWMiA KayeCTBO NeKapCTBEHHOro npenapata Tpex
NPOMbILLIIEHHBIX cepuin (NPOTOKOST aHanu3a unu ceptudukaTt aHanusa), ogHa cepus
KOTOpPOro [OfXKHa coBnagatb C cepuen obpasua fekapCTBEHHOro npenapara ang
MeANLUUNHCKOro NpUMEHeHUs1, NpeacTaBeHHOro Ha rocyapCTBEHHYIO perucTpaumio.
(4acTtb 4 B pea. PeagepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Pasgen xumwuueckon, dapmaueBTUHECKOM U BUONOrM4eckon LOKyMeHTaumm
BKMoYaeT B ceba AOOKYyMeHTbl, cogepxawme uHdopmaumo O dapmMaueBTUYECKON
cybCcTaHuMM 1 nNekapCTBEHHOM npenapaTe Ans MeAULMHCKOro NpUMEHEHUs, npolecce
€ro NpoM3BoACTBa U MeToAax KOHTPOMA Ka4YecTsa, B TOM vnche:

1) Konuio  OOKYMeHTa, cofepxallero creaylwylo  UHpopMauui o
dapmaueBTMyeckon cybcTaHumMm nnu dapmaueBTUYEeCKMX CybcTaHUMAX, BXOOALWMX B
COCTaB  JlekapCTBEHHOro  npenapara, 3a  WUCKNKYeHMeM  uHdopmauum O
hapmMaLeBTUYECKNX  CyBCTaHUMAX, BKMAOYEHHbIX B  FOCYAApCTBEHHbIN  peecTp
nexkapCcTBEHHbIX CPeACTB B COOTBETCTBMM CO cTaTben 34 HacTtosduwero denepanbHOro
3aKoHa:

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 462-93)

a) HauMMeHoBaHue apmaueBTU4eckon cybCcTaHumn, ee CTpykTypa, obuwue
CBOWCTBA,;

6) HaMmeHOBaHVe 1 agpec NPou3BoaANTENS;
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B) TEXHONOMMA npomn3BoacTtea C ornncaHnem cTagumn npomn3BoactBa M mMetogoB
KOHTPOJ1A4 Ha BCEX CTaAUAX NPON3BOACTBA,

r) onucaHve pa3paboTkm npoLecca Npov3BOACTBa;

[) OnucaHWe KOHTPONS KPUTUYECKUX CTagui Npou3BOACTBA UM MPOMEXYTOYHOM
npoayKuuu;

e) AOKyMeHTarbHOe NOoATBepPXaeHWe (Banugaums) npoLeccos 1 (Unu) nx OLeHKa;
X) CBONCTBA M CTPYKTYpa OENCTBYHOLLMX BELLECTB;

3) XapakTepucTuka npuMecenu;

n) cneundmrkauma Ha papmaneBTUYecKyto cybcTaHumioo n ee 060CHOBaHME;

K) aHanuMTMyeckne MeToOuKW, WCMNOoSib3yemMble MNpPWU OCYLLECTBIIEHUN KOHTPONS
KayecTBa hapmaueBTUYEeCKOn cybcTaHumy;

n) [OKyMeHTanbHoe noaTBepXAeHue (Banuaaumsi) aHanuTU4ecKMx MeToauk,
MCNONMb3yeMblX MPU  OCYLLECTBNEHUN KOHTPOMNS KavectBa dapmMaLeBTU4ECKOM
cybcTaHumm;

M) pe3ynbTaTbl aHanu3a cepun gapmaueBTUYECKON CyOCTaHLmMK;

H) nepevyeHb CTaHOApPTHbIX 00pasUoB WM BELWECTB, MWCMNONb3yeMblX Mpu
OCYLLLECTBINEHNM KOHTPOSS KAYeCTBa;

0) OMNMCaHVEe XapaKTEPUCTUK U CBOMCTB YNAKOBOYHbLIX MAaTEPUAroB 1 YKYNOPOYHbIX
CPeAcCTB;

n) AaHHble 0 cTabunbHOCTM (hapmaueBTnYeCKon cybcTaHumm;
p) CPOK roAHOCTY;

1.1) B OTHOWeEHUN apMaueBTUYECKMX CcybCcTaHuMin, BXOAAWMX B COCTaB
neKkapCTBEHHOrO npenapaTa 1 BKIMOYEHHbIX B rOCYAapCTBEHHbIN PEECTP NEKaPCTBEHHbIX
CpeacTB B COOTBETCTBMM CO cTaTtben 34 Hactosiwero degepanbHOro 3akoHa, - Konus
OOKYMeHTa, coaepallero crieayoLyo MHopMaumio:

a) HaMMeHoBaHue apmaueBTU4eckon cybCcTaHumn, ee CTpykTypa, obuwue
CBOWCTBA,;

6) HanmeHoBaHWE 1 agpec NPON3BOANTENS;
B) pe3ynbTaTbl aHanm3a cepui hapmaueBTnyeckon cybctaHumm;

) CPOK rO4HOCTY;
(n. 1.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 462-93)

2) DOKYMEHT, coaepallumi criegylowme cBefeHUs O fiekapCTBEHHOM MpenapaTe
AN MeAULMHCKOTO NPUMEHEHUS:

a) onncaHne wn COCTaB JneKapCTBEHHOro npenapata Aana MegununHCKoro
NPUMEeHeHNA;

6) onucaHue dapmaueBTnyeckon paspaboTkm (obocHoBaHMe Bblbopa cocTasa,
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NepBUYHOM YNaKOBKN N UHOTO);

B) TEXHONOrMs NPoOM3BOACTBa C OMMCaHMEM CTagui Npov3BOACTBA M METOOO0B
KOHTPONS Ha BCEX CTaausiX MPOU3BOACTBA;

r) onucaHue KOHTPONS KPUTUYECKMX CcTagui npouecca npousBoacTBa U
NPOMEXYTOYHOM NPOAYKLNY;

[1) HAMEeHOBaHWE W agpec MecTa OCYLLECTBIEHNS MPOM3BOACTBA 1eKapCTBEHHOIo
npenapaTa ans MEAULMHCKOTO NPUMeHeHUs (B CryYae Hanmnymsi HECKOMbKMX Y4aCTHUKOB
npoLecca Npor3BOACTBa HEOGXOANMO YKa3aTb KaXOoro U3 HUX);

e) dhapMaueBTUYeCKasi COBMECTUMOCTb;
) MUKPOBMONOrnyeckme xapakTepucTuku;
3) MaTepuanbHbIi 6anaHc Ans Npou3BoACTBa CEPUM FOTOBOIO NPOAYKTA;

1) onuncaHvne xapakTepuUCTUK 1 CBOWCTB YNaKOBOYHbLIX MaTepuarnoB 1 YKYNOopOYHbIX
CpencTs;

K) OOKYMeHTanbHoe noATBepXxaeHwe (Banuaauus) npoueccoB NpouM3BOACTBa WU
(Mnn) ux oueHkKa;

n) TpeboBaHMs K KayecTBy BCMoOMoOraTteslbHbIX BewecTtB (ceptudukart,
crneumdurKaunsa Ha BCroMmoraTenbHble BellecTBa U ux obocHoBaHue);

M) aHannTndyeckme MeToaukn, Uucnonb3yemble MNMpun OCYLEeCTBITIEHUN KOHTPONA
Ka4yecCTBa BCrnomMoraTesibHbIX BELECTB;

H) [OOKyMeHTanbHOoe noaTBepXAeHue (Banuaauusl) aHanMTUY4ecKUX MeToauK,
MCMosb3yeMblX NMPW OCYLLIECTBIIEHNN KOHTPOMS Ka4yecTBa BCNOMOraTesbHbIX BELLECTB;

O) VIH(bOpMaLI,VIFI 06 ncnonb3oBaHMM BCOMOraTesibHbIX BELLLECTB YENOBEYECKOro U
XMNBOTHOIO NMPONCXOXOEHNA,

I'I) VIH(bOpMaLI,VIFI 00 ncnonb3oBaHMM HOBLIX BCMIOMOraTesibHbIX BELLECTB;

p) TpeboBaHMs K KayecTBy JieKapCTBEHHOro npenapata Ans MeauMUMHCKOro
npumMmeHeHna (ceptudumkat, cneundukaumMsi Ha JEeKapCTBEHHbIM npenapat U  Ux
oboCHOBaHuMe);

C) aHannTndyeckne MeToauKkun, ucnosrib3yemMmblie Mnpun OCyLeCTBIIEHNUN KOHTPOIA
Ka4yecCTBa NieKapCTBeHHOro npenaparta ana megnumHCKOro npuMeHeHuA;

T) AOKyMEHTanbHoe noATBepXAeHne (Banuaauusl) aHanmMTUY4ecKMx MeToauK,
MCMosb3yeMblX NMPU OCYLLECTBIEHUN KOHTPOSS KayecTBa NEeKapCTBEHHOro npenapara
AN MEAULMHCKOTO NPUMEHEHUS;

y) pe3ynbTaTbl aHanM30B CEPUI flekapCTBEHHOro npenapata Ans MeauuMHCKOro
NPUMEHEHUS;

) xapakTepucTuka npumecen;

X) nepeyeHb CTaHAAPTHbIX 0Opa3LUOB, MWCMOMb3YEMbIX MPU  OCYLLECTBEHUN
KOHTPONS KayecTBa NekapCcTBEHHOro npenapara ans MeauLUHCKOro NpUMeHeHUs;



L) OaHHble O CcTabunbHOCTM NEeKapCTBEHHOro npenapata Ans MeauUMHCKOro
NPUMEHEHNS.
(wacTtb 5 B pea. PepgepanbHoro 3akoHa oT 22.12.2014 N 429-03)

6. Pasgen dpapmakonornyeckon, TOKCUKOSIOrMYECKOM OOKYMEHTauMuU BKOYaeT B
cebs oTyeThbl 0 pe3ynbTaTtax AOKMIMHUYECKUX NCCeaoBaHMI NeKapCTBEHHOIO cpeacTaa
AN MeAULMHCKOro NPUMEHEHUs1, B TOM YuUCHe:

1) oTyeT 0 hapmakogUHAMUYECKUX UCCNeOBaHUSX;
2) oT4eT 0 hapMaKOKMHETUYECKUX UCCIeA0BaHNAX;

3) OTYeT O TOKCUKONOrMYECKMUX NCCneaoBaHusX.
(4acTtb 6 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-03)

7. Pasgen KnuHu4yeckon OOKyMeHTauuu BkovaeT B cebs oTyeTbl O peadynbrartax
KNMHUYECKMX  WUCCREeOoBaHWM  NIEKApCTBEHHOrO npenapata gna  MeauuMHCKOro
NPUMEHEHNS, B TOM Yucne:

1) otdyeTbl 06 wnccnegoBaHMsx 6GMOOOCTYMHOCTM U BUOSKBUMBANEHTHOCTH,
nccnenoBaHWsX, YCTaHaBMMBAKWOLWIMX KOPPEnsuuio  pesynbTaTtoB, MOMyYeHHbIX B
ycnosusx in vitro u in vivo;

2) oT4eTbI O (PapMaKOKUHETUYECKUX UCCIIeA0BaHNSAX;
3) oT4eThI O (hapMakogMHAMUYECKUX UCCIeA0BaHNSAX;
4) OoTYEeTbI O KNUHUYECKMX UCCreaoBaHnax 3eKTMBHOCTN U Be30MacHOCTY;

5) oT4eT 0 NnocTperncTpaLmMoOHHOM OMnbITe NPUMEHEHUS (MPU HANUYUN).
(4acTtb 7 BBegeHa PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

8. TpeboBaHua «k ob6bbemy wHpoOpMauun, npeaocTaBnsieEMO B COCTaBe
pPErmcTpauuoHHOro Aocbe, ANs oTAeribHbIX BMOOB fEKapCTBEHHbLIX NpenapaTtoB Ans
MEOMLUMHCKOrO MNPUMEHEHUS yCTaHaBMMBalOTCA YNOSIHOMOYEHHbIM  heaepanbHbIM
OpraHoM UCMNOMHUTENbHOW BNacTW.

(yacTtb 8 BBegeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9. B oTHOWEHMM NekapCcTBEHHLIX NpenapaToB, pas3peLUeHHbIX ANg MeANLMHCKOro
npumeHeHnsa B Poccuinckon ®epepaunn bonee asaguati NeT U B OTHOLLEHUM KOTOPbIX
HEBO3MOXHO MpPOBEAEHME UCCNeAoBaHMM UX BUOIKBUBANEHTHOCTU (3@ WCKOYEHMEM
BMONOrM4Yecknx IeKapCTBEHHbIX MpenapaToB), OOMNyCcKaeTCs BKMAOYEHME B COCTaB
pasgena apmakoriorm4eckon, TOKCUKONOrMYeckonM [OOKYMeHTauMm U pasgena
KNUHWUYECKOM OOKYMEHTaL MM BMECTO OTYeTa pa3paboTymnka o pesdynbratax CoOOCTBEHHbIX
OOKITMHMYECKNX UCCNeaoBaHUI NEKapCTBEHHbLIX CPEACTB U KITMHUYECKMX UCCeaoBaHUN
neKkapCcTBEHHbIX NpenapaToB A5 MeAUUMHCKOro NpMMeHeHus o63opa HayyHbIX paboT o
pesynbTatax OOKIUHUYECKUX UCCNeaoBaHWUA NEKApPCTBEHHbIX CPEeACTB U KIMHUYECKMX
nccnenoBaHMin OaHHbIX NIeKapCTBEHHbIX MpenapaTtoB, B TOM 4YMCre BKOYas OnbiT MX
NOCTPErncTpaLmMOHHOrO NPUMEHEHMNS.

(yactb 9 BBegeHa ®PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B peg.
®depnepanbHoro 3akoHa ot 27.12.2019 N 475-93)

10. lpu rocygapCTBEHHOW perncTtpaumm BOCNPOU3BELEHHbLIX FEKapCTBEHHbIX
npenapaToB ANA MeOULMHCKOrO NPUMEHEHUS [OOMyCKaeTCA BKIOYEHWEe B COCTaB
pasgena apmMakosiormdeckon, TOKCUKONMOrM4yeckon [AOKymMeHTauuu U pasgena


consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648013FA06F1260C94F430C30C3C5EEBA68388C3A33DD60A2608F7CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648013FA06F1260C94F430C30C3C5EEBA68388C3A33DD60A36A8C7CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648013FA06F1260C94F430C30C3C5EEBA68388C3A33DD60A36D8A7CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648003DA06D1260C94F430C30C3C5EEBA68388C3A33DD60A168827CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648013FA06F1260C94F430C30C3C5EEBA68388C3A33DD60A36D8D7CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648013FA06F1260C94F430C30C3C5EEBA68388C3A33DD60A36D827CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648003BA0691261C94F430C30C3C5EEBA68388C3A33DD60A06B8F7CD457B49F37A5D1B6A0A8FF3AAA69FBACM

KNMMHUYECKOM AOKYMEHTaLMM BMECTO oTYeTa pa3paboTymka o pesyrnbTaTax Co6CTBEHHbIX
OOKMMHUYECKUX WUCCRefoBaHWI NeKapCTBEHHbIX CPeAcTB o630pa HayyHbiXx paboT o
pesynbTatax [OOKMMHWYECKMX  WCCIEeAOBaHUN  pedepeHTHOro  fiekapCTBEHHOro
npenaparta u npeacTaBneHne BMeCTO KIMHUYECKUX UCCreaoBaHuin B NONHOM obbeme,
YCTAHOBIIEHHOM pa3ferioM KIMHUYEeCKOW [OKyMeHTauuu, oTyeTa O pesynbTatax
nccrnenoBaHuii OMO3KBMBANEHTHOCTM BOCMNPOM3BEAEHHOMO NEKAapCTBEHHOMO npenapara
Anst MeguUMHCKOro NpumeHeHusi. He TpebyeTcs npeacTaBreHne otyeTa o pesynbratax
nccrnenoBaHuii OMO3KBMBANEHTHOCTM BOCMNPOM3BEAEHHOMO NEKAapCTBEHHOMO npenapara
Anst  MEeAMUMHCKOTrO  MPUMEHEHWUsl, €eCnu  PerncTpupyloTcsi  BOCMPOU3BEAEHHbIE
rlekapCcTBEHHble npenapaTbl Ans MeAMLMHCKOro NPUMEHEHMS1, KOTopbIe:

1) npegHasHadeHbl AONS napeHTepanbHOro (MOAKOXHOro, BHYTPUMBILLEYHOrO,
BHYTPUBEHHOTO, BHYTPUrnasHoro, BHYTPUNOMOCTHOrO, BHYTPMCYCTaBHOrO,
BHYTPUKOPOHAPHOr0) BBEAEHNA 1 NpeacTaBnsaoT cobon BoAHbIE pacTBOPbI;

2) npeacTaBnsaT coboi pacTBOpbI ANs NepopanbHOro NPUMEHeEHS;

3) npousBegeHbl B (hopmMe MOPOLLKOB UMK NMOUNN3aToB AN MPUroTOBIEHUS
pacTBOpPOB;

4) ABNAKTCA razamu;

5) saBNSAOTCA  YWHbIMA  WNW  Na3HbIMA  NEKAPCTBEHHbIMW  MpenapaTtamu,
Npon3BeAeHHbIMIU B hOPMe BOOHbIX PaCcTBOPOB;

6) NpegHa3HaYeHbl Anst MECTHOrO NPUMEHEHUS U NPUrOTOBIEHbLI B hopMe BOAHbIX
pacTBOpPOB;

7) npeacTtaBnsalT coboM BOAHbIE pPaACTBOPbI ANA MCNONb3oBaHWA B dopme
WHrandaumm C nomMowbio Hebynamsepa wnMm B KayecTBe HasalbHbIX CrNpeEEes,
NPUMEHSIEMbIX C MOMOLLbIO CXOAHbIX YCTPONCTB.

(wactb 10 BBegeHa PefepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. Ansa cnyyaes, ykasaHHbIX B nyHkTax 1 - 3, 5 - 7 yactn 10 HacTosLwen cTaTtby,
BOCMPOU3BEAEHHbIN NIEKAPCTBEHHbIN Npenapart 4n9 MeanUUMHCKOro NpUMeHeHNS OOSHKEH
cogepxaTb Takue e BCnomMoraTesnbHble BellecTBa B TaKMX XXe KONMM4ecTBax, Kak u
pedepeHTHLIN NeKapCTBEHHbIN npenapaT. Ecnu coctaBbl BCNoMoraTesnbHbIX BELECTB
pasnuyaloTcs, 3asBuTENb  OOMMKEH NpeacTaBUTb  AoKasaTenbCTBa TOro, 4TO
ncnonb3yemMble B JaHHbIX KOHLEHTpaLMsX BCroMoraTesnbHble BeLecTBa He BNUAIOT Ha
6e3onacHoCTb 1 (Mnn) adPEKTUBHOCTL NIEKAPCTBEHHOMO nNpenaparta 4ns MeauUnHCKOro
npumMmeHeHna. B cnyyae, ecnu 3asBuTenNb HE MOXET NpeAcTaBuUTb Takne AoKasaTenbCcTBa
n (UnM) He uMeeT [OCTyna K COOTBETCTBYHLMM AaHHbIM, OH [OSMPKEH MNPOBECTU
COOTBETCTBYIOLLUME UCCNEdOBaHNA ONs AoKasaTenbCTBa OTCYTCTBUSA BAUAHUSA Pa3HbIX
BCMOMOraTesbHbIX BELLECTB UM BCNOMOraTesibHbIX YCTPONCTB Ha 6e30nacHOCTb U (Mnn)
3(P(PEKTUBHOCTb JEKAPCTBEHHOrO npenapata Ans MeauvUMHCKOro MNpUMEHEHUS B
nopsake, yCTaHOBMEHHOM YNOSTHOMOYEHHbIM doeieparibHbIM OpraHOM UCMONHUTESTbHON
BNacTu.

(wactb 11 BBegeHa PefepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

12. MNpwu rocygapCTBEHHOW perncTpaumm KoMomHauum paHee 3aperMcTpupoBaHHbIX
neKkapCcTBEHHbIX NpenapaToB ANs MeaULMHCKOro NpUMeHEeHUs JonycKaeTcs BKIOYeHne
B COCTaB pasfgena apMakosiormyeckomn, TOKCUKOSTOrMYeCKoN JOKyMEeHTaunm n pasgena
KNMHNYECKOM JOKYMEHTaumMm BMECTO OT4eTa pa3paboTyumka o pesyrnbratax CO6CTBEHHbIX
OOKITMHMYECKUX WUCCNefoBaHUA NEKaApCTBEHHbIX CpeacTtB 0b30pa Hay4yHbIX paboT o
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pesynbTtatax  AOOKNMUHUYECKUX  UcCrefoBaHuin  peddepeHTHbIX  JIeKapCTBEHHbIX
npenapaToB, BXOASLLMX B COCTaB KOMOMHAUUW neKapCTBEHHbIX npenapatoB, U 06
OTCYTCTBUN UX B3aMMOOENCTBUSA B OHOWN NlekapCTBEHHON dhopMe.

(4actb 12 BBegeHa PefepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

13. Ha oaKkcneptusy pasnuyHbiX neKapcTBEHHbIX (POpPM OAHOr0 WM TOro Xe
neKkapCcTBEHHOro npenapara Anst MeAMUMHCKOro NpuMeHeHUs 3asiBuTenb npeacraBngaeT
OTAEeNbHbIE 3a8BIIEHUS N PErUCTpPaLMOHHbIE JOChE HA KaXayo NekapCTBEHHYIO hopmy.
Mpun ycnoBmun ogHOBPEMEHHOW Nofayn Ha SKCNepTu3y O4HOW JIeKapCTBEHHOW PpopMbl C
pasnUYHbIMM LO3MPOBKOW, KOHUEHTpaumnen, o6beMoM 3aaBuTenb NpeacraBnseTr OaHO
3asiBfieHMEe N perucTpaunmoHHoe 4oCbe C NPUIIOKEHNEM MaKeTOB YMAKOBOK Ha Kaxayto
O03MPOBKY, KaXKOyl KOHLUEHTpauuio, Kaxablh o0beM W Kaxgoe KONMYecTBO 03 B
ynakoBKe.

(wacTtb 13 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

14. MNpwn rocygapCTBEHHOW perncrpaumm opcaHHOro fiekapCTBEHHOro npenapaTta
3asBuUTENb NpeacTaBnsaeT nHdopmaumo, Heobxoammyto ana opmMupoBaHNSa pasgena
KNMUHUYECKOM  [OKYMeHTaumm, B o0b6beme, YCTAHOBMIEHHOM  YMNOSIHOMOYEHHbLIM
denepanbHbIM OPraHoM UCNOSHUTENbHOW BACTW.

(4yactb 14 BBegeHa PefepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

15. Mpu perncrpaumm GMoNOrMYecKoro NekapcTBEHHOro npenapara, nony4YeHHoro
M3 KpoBW, Nras3Mbl KPOBM YernoBeka, B COCTaBe PerncrpaumMoHHOro [ocbe Ha
NeKkapCcTBEHHbIM npenapat Ans  MeaUUMHCKOrO  MPUMEHEHWUst  OOMMKHbl  ObiTb
npeacTaBneHbl 4ONONHUTENBHO:

1) B pasgene [OOKYMEHTaAUMM aOMUMHUCTPATMBHOIO XapakTepa [OOKYMEHT,
cogepxawmn nHgopmMaumio o cybbektax obpalleHna AOHOPCKOW KpoBWM U (Mnn) ee
KOMMOHEHTOB, O TOM, rae 6bina ocylwecTeneHa goHauus (KpoBu 1 (Unu) nrasmbl KPOBK),
a Takke gaHHble 06 MHAEKUMOHHBIX 3aboneBaHUAX, NepeaatoLLmMxca napeHTeparnbHbIM
nytem, uHpopmaums o cybbektax obpaweHuss [OOHOPCKOW KpoBuM U (Mnn) ee
KOMMOHEHTOB, B OTHOLUEHUN KOTOPbIX OCYLLECTBNAETCA KOHTPONb LOHOPCKOM KPOBU U
(M) ee KOMMNOHEHTOB;

2) B pasgene XuMmyeckon, hapmaueBTUYEeCKON N BMONOrMyeckon JOKyMeHTaLMK:

a) Kputepum n cnocobbl oT6opa, TPAaHCNOPTUPOBAHMS U XPaHEHUS OHOPCKON KPOBM
n (MnNKn) ee KOMMOHEHTOB;

6) pesynbTatbl UccnenoBaHWi OTOOPaHHBLIX OOHOPCKOM KPOBM WM (Unin) nnasmbl
KPOBM M NYNOB Ha Hanuyve Bo30yauTenen uHMEeKUMn, BKMYas WHdopmauuio ob
MCMNONb30BaHHbIX METOAMKaX UCCegoBaHUM 1 B Criydae nccrnegosaHus nyros niasmbl
KpOBW pesyrnbTaTbl AOKYMEHTANbHOrO NOoATBEPXAEHUSA (Banugaumm) MCNONb30BaHHbIX
MEeTOAMK;

B) TEXHMYECKME XapaKTEPUCTUKM YNaKOBKM ANs oTbopa JOHOPCKOW KpoBu K (Mnn)
nnasmbl  KpoBKM,  BKMYad  uHopMaumio 06  MCMONb30OBaHHbIX — pacTBOpax
aHTMKOarynsHToB.

(4actb 15 BBegeHa PefepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

16. KnnHnyeckne mnccnenoBaHus nNnekapCTBEHHOrO npenaparta ans MeauumMHCKoro
NPUMEHEHNA B Lendax ero rocygapCTBEeHHOW perncrpauum nposogsatcs B Poccumnckon
depgepaunn B nopsagke, yctaHOBNeHHOM ctatbsaMmu 38 - 44 HacToswero denepansHOro
3akoHa. OT4eT O npoOBeAEHHbIX MWCCeaoBaHUAX BKMAOYAETCA B COCTaB pasgena
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KIMUHUYECKON OOKYMEHTauuu perncTpaumoHHOro A0Cbe Ha NeKapCTBEHHbIM npenapaTt
Ansa MeanuUMHCKOro npumMmeHeHust. [Ins nekapcTBEeHHbIX NpenapaToB Ans MeauUMHCKOro
NPUMEHEHNHA, B OTHOLUEHUW KOTOPbIX B pe3ynbTate 3KCnepTusbl [JOKYMEHTOB,
npeacTaBneHHbIX ONs onpegeneHnuss BO3MOXHOCTU paccMaTpuBaTb JIEKAPCTBEHHbLIN
npenapat gngd MeguUMHCKOro MNPUMEHEHUA B KavyecTBe Op(daHHOro IeKkapCTBEHHOIO
npenaparta, Takas BO3MOXHOCTb MpU3HaHa M B OTHOLIEHUN KOTOPbIX NPOBEAEHbI
KNUHUYECKME UCcreaoBaHus, BbiNONTHEHHbIE 3a npegenamu Poccuinckon ®epgepaunn B
COOTBETCTBMM C npaBunaMmu Hagnexaiien nabopaTopHOM NpakTUKM W npaBuniamu
Hagnexawen KrIMHUYEeCKOW NpaKTUKW, OOMNyCcKaeTCs BKMOYEeHMEe B COCTaB pasgena
KNUHWUYECKON JOKYMEHTaL MM BMECTO OTYETa O pe3ynbTaTaxX KNMHUYECKMX MCCreaoBaHUN
nekapcTBEHHOro npenapata Ana MeOUUMHCKOrO MNPUMEHEHUd, MNPOBEAEHHbLIX B
Poccunickon ®depepaummn, otyeTta O pesynbratax KAMHUYECKUX UCCreaoBaHUM,
BbIMNOSTHEHHbIX 3a Npegenamu Poccuinckon ®egepaunu.

(4yactb 16 BBegeHa PefepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumeyvaHue.
C 01.01.2021 4. 17 cT. 18 nsnaraetcs B HoBon pepakumm (P3 ot 27.12.2019 N 478-
®3).

17. 3asBuTenb BnpaBe npeacTaBUTb NO COOCTBEHHOM WHUUMATMBE BMECTE C
3asiBNEHNEM O TrOCyAapCTBEHHOM perucTpaumm nekapCcTBEHHOro npenapata Aans
MEAMLMHCKOrO NpMMEHEeHUs OOKYMEHTbI, NnogTBepXaalwmue ynnaty rocygapCTBEHHON
NMOWMMHBLI U YyKasdaHHble B nyHkte 10 yactu 2 Hactoswen crtatbu. B cnyyae ux
HenpeacTaBfieHNA  COOTBETCTBYHOLLMA  YMOMMHOMOYEHHbIN  (befeparbHbid - OpraH
MCNOSMHUTENBHOW BracTM npoBepsAeT akT ynnatbl rocy4apCTBEHHOW MOLUSINHBI
3asiBUTENEM NOCpeaCcTBOM MCMNONb30BaHNA MHpopMaummn ob ynnaTte rocyaapcTBEHHOM
NOWMWHLI, codepxawenca B [ocygapcTtBeHHOW UMHGOPMALMOHHOM CUCTEME O
rocygapCTBEHHbIX M MYHMUMNAMNbHBIX MfaTexax, Ha OCHOBaHUW npeacTaBfeHHbIX
3asBUTENEM KONUIN JOKYMEHTOB, MOATBEPXAAOLWMX YNaTy rocyAapCTBEHHOM MOLUSINHBbI.
(yactb 17 BBegeHa PefepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

18. He ponyckaeTca MCNonb3oBaHWME B KOMMEPYECKMX LEeNsax uHdopmauum o
pesynbTartax OOKMMHUYECKUX MUCCreoBaHUN JIEKAapCTBEHHbIX CPeACTB U KITMHUYECKUX
nccnegoBaHMn  NEKAPCTBEHHbIX MpenapatoB AN MEeAMLUUHCKOrO  NPUMEHEHUs,
npeacraBneHHoOn 3asBuTernem Ans rocyaapCTBEHHOM perucTpauum rnekapCTBEHHOro
npenapaTta, 6e3 ero cornacusi B TeYeHWe LWeCTU neT C faTtbl rocygapCTBEHHON
permcTpaunmn pedepeHTHOro rekapcTtBeHHOro npenaparta B Poccuinckon ®egepauuu.
(4actb 18 BBegeHa PefepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

19. [lepxaTernb unu BrnagerneL permcTpaynoHHOro yaocToBepeHus nekapCcTBEHHOro
npenapata Ha BUOTEXHOMNOrMYECKUN U opcaHHbINM NIEKAPCTBEHHbIN NpenapaTt 06sa3aH
NpeaocTaBnNATb Ha BO3ME34HOM OCHOBE 06pa3subl pedepeHTHOro NeKkapCTBEHHOro
npenapaTta 3asBUTENAM ANA MNPOBEAEHUS KNUHUYECKMX uccnegoBaHui. CTOMMOCTb
obpa3sua pedepeHTHOro neKapCTBEHHOrO npenapaTa, BKOYEHHOMO B MNepeyveHb
XWM3HEHHO HEOOXOOMMbIX W BaXKHEWWIMX JEKapCTBEHHbIX MNpenapaToB, He AO0ShKHa
npeBblaTh 3aperMcTpupoBaHHYO MpederibHy0 OTMNYCKHYIO LUeHYy Ha pedepeHTHbIN
NeKapCTBEHHbLIM Mpenapat WNWM LeHy Ha JleKapCTBEHHbIM npenapat B CTpaHe
nponssoguTens.

(yactb 19 BBegeHa PefepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

20. 3asBneHve O rocydapCTBEHHOM  perncrpaumm  BOCNPOM3BEAEHHOMO
neKkapcTBEHHOro npenaparta And MeAUUMHCKOro NPUMEHEHUS MOXeT ObiTb NogaHo B
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YNONHOMOYEHHbIM dhefepanbHbli OpraH UCNOSTHUTENBHOW BriacTu, OCYLLECTBIAIOLWMI
rocygapCTBEHHYHO PErMCcCTpaLmio NekapCTBEHHbIX NpenapaToB, MO UCTEYEHUU YeTbipex
neT ¢ gaTbl rocyaapCTBEHHOW perncrpaumm pedepeHTHOro nekapcTBeHHOro npenapara
B Poccuinckon degepauum.

(wacTtb 20 BBegeHa PefepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

21. 3asgBneHune o rocyaapCcTBEHHOM permcTpauumn buoaHanorosoro (buonogobHoro)
nekapcTBeHHOro npenapata (buoaHanora) MOXeT ObiTb NOAAHO B YMNONHOMOYEHHbIN
denepanbHbI OpraH UCMNOSTHATENBHOW BracTW, OCYLLIECTBNAKOLWMA rocygapCTBEHHYHO
perncTpauunio  fnekapCTBEHHbIX MpenapaTtoB, MO WCTEYEHMM Tpex neT C Aaatbl
rocygapCTBEHHOW pernctpauum pedepeHTHOro fekapCTBEHHOro npenapata B
Poccunckon ®epepaunn.

(4actb 21 BBegeHa PefepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

22. [lepxatenb unv Bnagenew, permcTpaumoHHOro yagoCTOBEPEHNS NIEKAaPCTBEHHOTO
npenaparta npeacTaBnseT B YNOMHOMOYEHHbIM hefeparbHbii opraH UCNOMHUTENBHON
BNacTu, OCYLECTBNAWNA (QYHKUUMM MO KOHTPOMK U Hag3opy B cdepe
34paBOOXpaHeEHUsl, OTYET No pesynbTatam dapmakoHag3opa OAWH pa3 B LUECTb
MecsaueB B TeyeHune ABYX NeT nocre rocygapCTBEHHOW perncrtpaumm rnekapcTBeHHOro
npenapaTta B Poccuiickon ®enepaunn, eXXerogqHo B Te4eHne nocrnenyowmx Tpex net u
B JanbHeunweM oauH pas B NATb NeT.

(4acTtb 22 BBegeHa PefepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

Cratba 19. MMpuHATME pelweHns O BblAade I3KCNEepPTHOMY Y4YpexAeHuUIo
3aaHuA Ha NpoBeAeHue 3KCNepPTU3bl NeKapCTBEHHOro cpeacTBa
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TeyeHne pecatm paboumx [OHEN CO [OHA TMPUHATUS  3asBfEHUs O
rocygapCTBEHHOW perucTpauun fekapCTBEHHOro rnpenapata COOTBETCTBYHOLLUNA
YNOSTHOMOYEHHbIN (hefeparbHblii OpraH UCNOMHUTENBHOW BNacTu NpoBOAUT MPOBEPKY
NOSTHOTbI, JOCTOBEPHOCTU N NPaBUNbHOCTM OCPOPMITEHNS NPeAcTaBeHHbIX JOKYMEHTOB
PErMcTpaunoHHOro AOCbe Ha NeKapCTBEHHbIM npenapat M MpUMHMMaeT pelleHue o
BblJaye 3agaHnsa Ha nNpoBeaeHne:

1) aKcnepTu3bl AOKYMEHTOB, MpeacTaBrieHHbIX ANs OnpeaeneHns BO3MOXXHOCTU
paccMaTpuBaTb eKapCTBEHHbI npenapat Ans MeAWMUMHCKOrO MNPUMEHEHMST Mpu
OCYLLECTBIIEHMM  TOCYQAPCTBEHHOW  perMctpaumMm B KayecTBe  opdpaHHOro
rnekapCTBEHHOro npenaparTa;

2) OKCNepTun3bl neKapCTBeHHOrNo cpeacrtBa B YaCTuU J3KCNEpPTU3bl KayecTBa
JIeKapCTBeHHOro cpeancrtBa W 3KCNeptun3dbl OTHOLUEHWUA OXugaemonm nonb3bl K
BO3MOXHOMY PWUCKY MNpUMEHEHUA IneKapCTBEHHOro npenapata Aand MeauuuHCKOro
NPUMEHEeHNA;

3) 9KcnepTu3bl NEeKapCTBEHHOrO CpeacTBa B 4YaCTU  SKCNepTU3bl KadvecTsBa
nekapCTBEHHOrO CpeacTtBa M 9KCMEpTU3bl  OTHOLIEHUA OXMAAEMOW NoMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS feKapCTBEHHOro mnpenapaTta Aans MeguuMHCKOro
NpUMEHeHNA B NopsaaKe YCKOPEHHOW npoueaypbl 9KCNepTU3bl NleKapCTBEHHbIX CPeaCTB B
COOTBETCTBUM CO CTaTben 26 HacTosiwero PegepanbHOro 3aKoHa;

4) 3KcnepTuU3bl NEKAapCTBEHHONO CPeAcTBa B OTHOLUEHWM feKapCTBEHHOro
npenaparta Ans BeTEPUHAPHOro NPUMEeHeEHUSI.

2. YNonHOMOYeHHbIV doefieparibHbI OpraH UCNOSTHUTENBHOM BacTu yBeAOMIISET B
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9NEKTPOHHOM dopMe unM Ha OymaxHOM HOCUTeNne 3asaBUTENS WU JKCMepTHoe
yuypexneHme O MPUHSATOM peLleHUn O Bbldave 3aJaHun Ha NpoOBeLEHME IKCMEPTUS,
NpeayCMOTPEHHbIX YacTbio 1 HACTOsILLEN CTaTbM, U B Cryd4ae HeobxoanMOCTH O Bblgade
paspeweHns Ha BBO3 B Poccuinckyto ®defepaumio  KOHKPETHOM napTun, cepun
3aperncTpupoBaHHbIX U (MN) HE3apPEermcTPMPOBaHHbIX NIEKapCTBEHHbLIX CPeacTB unm 06
OTKase B NpoBefeHNN NPeayCMOTPEHHbIX KCNEPTU3 C yKazaHNeEM NPUYMH Takoro oTkasa.

3. B cny4ae BbIIBNeHUA OTCYTCTBUS WAW HEOOCTOBEPHOCTU WHopmMauum,
cogepxawlenca B NpeacTaBreHHbIX 3asBuUTENneM [JOKyMeHTaX, YMNOSIHOMOYEHHbIN
denepanbHbli OpraH MCNOMHUTENbHOW BRACTU HanpasnseT 3asBuTento 3anpoc 06
YTOYHEHUN 3TOW MHOpMaumn (ganee - 3anpoc YNOSIHOMOYEHHOro defepanbHOro
opraHa MCMNOMHUTENBHOW BNAacTu), KOTOPbIM MOXET ObiTb nepedaH YNnOAHOMOYEHHOMY
npeacTaBUTENo 3asBUTENA NUYHO MO PacnuCKy, HanpasreH Mno noyte 3akasHbiM
NMMCbMOM WUNW NepefaH B 3IEKTPOHHOM POpPMe MO TEeNIeKOMMYHUKAUNOHHBLIM KaHanam
cBasn. B cnyyae HanpaBneHusa 3anpoca YnoSIHOMOYEHHOro deneparibHOro opraHa
NCMOMNHUTESTIbHOW BIIaCTU MO NOYTE 3aKasHbIM NMUCbMOM OH CHUTAETCs MOSfyYeHHbIM Mo
NCTEeYEeHUM LLeCTn AHEN C AaTbl HanpaBneHns 3aka3Horo nMcobma.

4. 3assutenb o06a3aH npeacTaBuTb OTBET Ha 3anpoc  YNOMHOMOYEHHOrO
denepanbHOro opraHa UCNOSTHUTENbHOW BNAcTM B CPOK, HE NPEBbILLAKLLNK OEBAHOCTA
pabounx gHen co gHA ero nonyveHusi. Cpok, ykasaHHbIN B 4acTn 1 HacTodaLwen cTaTbuy,
NpUOCTaHaBNMBAETCS CO OHSA HanpaBfeHus 3asBUTENIO 3anpoca YnofHOMOYEHHOro
defepanbHOro  opraHa  MCMOSMHUTENbHOM  BMactTM 00  OHSA  NOSIyYeHUs UM
COOTBETCTBYHIOLLErO OTBETA.

5. OcHoBaHMeM Ans oTKka3a B OpraHu3aLumn aKCnepTns, NPeayCMOTPEHHbIX YacTbio
1 HacToslen cTaTbW, ABNSETCA NpeacTaBneHue HeobxoAuMbIX ANs NpOoBeAEeHUs
NpeayCMOTPEHHbIX 3KCNEepPTU3 AOKYMEHTOB B HEMOMHOM 00beMe UNn HenpeacTaeneHe
3asBUTENIeM B YCTaHOBMEHHbI CPOK OTBeTa Ha 3anpoc  YrNofHOMOYEHHOro
deaepanbHOro opraHa UCMNONHUTENBHOWM BNacTy, a Takke nNpeacTaBrieHne JOKYMEHTOB,
He coaepXXallux ucyepnbiBaloLLLEro NEPeYHss He0OX0aUMbIX CBEAEHMIA.

6. [Npn oTKase B opraHM3auumn aKCnepTnsbl, NpeaycMOTPEHHON MyHKTOM 4 yacTtu 1
HacTosLen cTaTbu, OOKYMEHTbI, BXOAsWME B COCTaB PEerucrpaumoHHOro [OoCbe Ha
neKkapCcTBEHHbIN NpenapaT A BEeTEPUHAPHOIro NPUMEHEHUS, MOTyT BbITb BO3BpAaLLEHbI
3asBUTEN0 HA OCHOBaHMM €ro MUCbMEHHOro  3anpoca, HarnpasfeHHOro B
YNOSTHOMOYEHHbIN dhefieparnbHbI OpraH UCNOMHUTENBHOW BlacTu B TeyeHue TpuauaTtu
pabounx [OHEeNn CO [AHS NPUHATUS  YNONHOMOYEHHbIM (hbeaepanbHbiIM  OpraHoM
NCMOMHUTENBHON BRacTu pelleHns o6 OTkase B OpraHu3auuMm TakoW 3KCnepTusbl.
YNONHOMOYEHHbIN  (befepanbHbiA - OpraH  UCNOSTHUTENbHOW BracTu  BO3BpallaeT
3asBUTENIO YKa3aHHble AOKYMEHTbI B Te4eHMe AecAaTn pabounx gHen co AHA NonyvyeHus
COOTBETCTBYIOLLIErO 3anpoca 3asiBuTens.

(4acTtb 6 BBegeHa PepepanbHbiM 3akoHoM 0T 02.08.2019 N 297-03)

Cratbsa 20. dkcnepTu3a AOKYMEHTOB, NpeAcCTaBlieHHbIX ANA onpeaerieHus
BO3MOXHOCTU paccMaTpuMBaTb JIeKAPCTBEHHbIA Npenapar Ans MeAULUHCKOro
NPUMEHEHNA NMpPU OCYLLEeCTBNIEHUM FOCYAapCTBEHHOM perucrpaumuM B KavecTBe
opdaHHOro neKapcTBEHHOro npenapara

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

1. OkcnepTn3a OOKYMEHTOB, NPeACTaBfeHHbIX ANsi onpeaenieHns BO3MOXXHOCTU
paccMaTpuBaTb NeKapCTBEHHbIA npenapat Ans MeAMLUMHCKOrO MNPUMEHEHMST Mpu
OCYLLEeCTBNEHNM  FOCyQapCTBEHHOM  perucTpaumm B kadyecTBe  opcdhaHHOro
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neKkapcTBEHHOro rnpenaparta, COCTaBflieHWe KOMUCCUEWN OKCMEepPTOB 3aK/MiOYeHUs o
BO3MOXHOCTU WUIIM HEBO3MOXXHOCTM paccMaTpmBaTb JleKapCTBEHHbIW npenapaTt ang
MEANLUUHCKOrO MPUMEHEHUs MNpU OCYLLECTBIIEHUN FOCyapCTBEHHOW perncrpauMm B
KayecTBe ophaHHOro fiekapCTBEHHOro NpenapaTa v HanpasneHue JaHHOTO 3aKITYeHNs
B YMONHOMOYEHHbIN (beaepanbHbI OpraH UCMOMHUTENBbHOM BNAacTy OCYLLECTBASATCS B
CPOK, He npeBblWawWmin TpuauaTn paboumx OHEeW Co OHA MNONYYEeHUS IKCNepTHbIM
yypexgeHvem 3afaHus YNONHOMOYEHHOro defeparibHoro opraHa WCNONHUTENbHOMU
BMacTM M B 3NEKTPOHHOW popme wunm Ha 6yMaxHbIXx HOCUTENAX HeobxoauMbIX
OOKYMEHTOB, yKasaHHbIX B nyHktax 1, 2, 5, 6, 10 yactm 4 n B 4yactn 7 cratbn 18
HacTosiwero degepanbHOro 3akoHa.

2. [lokyMeHTbl, cogepXalimecss B pPernctpaumMoOHHOM [OOCbe Ha JeKapCTBEHHbIN
npenapaT 1 NOCTynuBLUME Ha OyMaXKHbIX HOCUTENSX B OKCMEPTHOE yypexaeHue ans
OCYLLECTBMNEHUA UX IKCNepTusbl Ons onpeferneHns BO3MOXHOCTU paccmaTpuBaTb
nekapCcTBeHHbIN npenapaTt Ans MeauuMHCKOro NPUMEHEeHUA B KadvecTBe opdhaHHOro
nekapcTBEHHOro npenapara, nognexar BO3BpaTy B YNOMHOMOYEHHbIN dpefepanbHbin
opraH MCMNOJSIHUTENbHOW BNacTu OAHOBPEMEHHO C 3aKSIYEHUSIMU COOTBETCTBYHOLLNX
aKcnepTus.

Cratba 21. PeweHMe O BO3MOXHOCTU paccmaTpuBaTb JeKapCTBEHHbIN
npenapat npu OCYLIEeCTBIEHUN rOCyAapCTBEHHOW perucTpauum B KavecTBe
opdaHHOro nekapcTBEeHHOro npenapara

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

1. B cpok, He npeBbIWaoWwmn natn paboumx gHen co OHSA NOMyYEHNS 3aKIoYeHuns,
ykasaHHoro B Yactun 1 ctatbun 20 HacTosiwero deaeparnbHOro 3akoHa, YyrnosIHOMOYEHHbIN
efeparnbHbli OpraH MCMNOMHUTENbHOM BIacTW OCYLLECTBISET OLEHKY MNOSTyYEeHHOro
3aKknyeHns Ons onpegeneHns  ero COOTBETCTBUSA 3aaHWI0 Ha npoBefeHue
COOTBETCTBYIOLLEN IKCNEPTU3bl N YBEAOMIISAET 3as8BUTENSA B ANEKTPOHHOM hopme Unn Ha
BymakHOM HocuTerne o pesynbTaTtax NPOBEAEHHOW 3KCNEPTU3bl C MPUMOXKEHNEM KOMUN
SKCMEpPTHOro 3aKmnyeHusi (C CoxpaHeHWem KOHMMAeHUManbHOCTM WHdOopMauun o
COCTaBe 3KCNepTHOM KOMUCCUUN) U O BO3MOXKHOCTU UITM HEBO3MOXHOCTU paccMmaTpuBaTb
neKkapCTBEHHbIN npenapat AN MeAUUMHCKOrOo MNPUMEHEHUA nNpu  OCyLLeCTBIIEHUN
rocygapCTBEHHOW permctpauumn B kKa4ectse opdaHHOro fiekapCTBEHHOMo npenapara.

2. [lpyn BbIHECEHUM KOMMCCUEWN JKCMEPTOB 3AKMKOYEHUSS O BO3MOXHOCTU
paccMatpmMBaTb JlIEKAPCTBEHHbIN npenapaTt Ans MeOULUMHCKOTO MNPUMEHEHUS npu
OCYLLEeCTBMEHUN  roCydapCTBEHHOM  perncrpaumm B KavecTBe  opdpaHHOro
nexkapcTBEHHOro npenapaTa yrnofIHOMOYEHHbIN doeepanbHbI OpraH UCMONMHUTESTbHOM
BMacTu B CPOK, He MpeBblaloWmin NAT paboymx OHEen co OHA MONyYeHUs OaHHOro
3aKMYeHns, NpMHMMaeT pelleHne O Bblaade 3adaHus Ha NpoBeAEHWEe IKCNepTu3bl
KadecTBa NEeKapCTBEHHOro CpeacTBa M IKCMEPTU3bl OTHOLLEHUA OXMOAEMOW MONb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS feKapCTBEHHOro npenapaTta Aans MeguuMHCKOro
NPUMEHEeHNA B NOpSAaKe YCKOPEHHOM NpoLeaypbl 9KCNepTu3bl NeKkapCTBEHHOIO cpeacTBa
B COOTBETCTBUM CO cTaTben 26 HacToswero deagepanbHOro 3akoHa.

3. B cnyyae npnHATUA peLlueHns 0 HeBO3MOXHOCTU paccMaTpuBaTb NeKapCTBEHHbIN
npenapaTt Ans MeguUMHCKOro MpUMEHEHUs NpyU rocygapCTBEHHOW peructpauum B
KayecTBe OppaHHOro rnekapCTBEHHOro npenapaTta YNorHOMOYEHHbIN eaepanbHbIn
opraH UCMNONHUTENBHOW BNACTK NpekpaLlaeT npoueaypy rocyaapCTBEHHOM perncrpauum
nekapCTBEHHOro npenapara. 3asaBuTenb BnpaBe 06paTtuTbCa B PErMCTPUPYIOLLMIA OpraH
C 3adBfeHMEM O T[OCYAapCTBEHHOW perucTpaumm yKasaHHOro fekapCTBEHHOro
npenapata B COOTBETCTBUM CO cTaTben 18 HacToswero ®eagepanbHOro 3akoHa.
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Cratba 22. YTpatuna cuny ¢ 1 uwonsa 2015 ropga. - ®enepanbHbIi 3aKOH OT
22.12.2014 N 429-®3.

Cratbsa 23. JKcnepTU3a KayecTBa JieKapCTBEHHOro cpeAcTBa M 3KCnepTusa
OTHOLWIEHUA OXUAaeMoOW MoJfib3bl K BO3MOXHOMY PUCKY MpPUMEHeHus
NekapCcTBEHHOro npenapara ans MeaMuUHCKOro npuMmeHeHus

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

1. OKcnepTu3a kayecTBa NEKapCTBEHHOrO CpeAcTBa M 9KCMepTM3a OTHOLUEHMS
OXngaemown nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHNA NeKapCTBEHHOro npenapaTa anga
MEAMUVHCKOrO MPUMEHEHUS, COCTaBIIEHNE KOMWUCCUSMU IKCMEPTOB 3aKIOYEHU Mo
pesynbTatam MNpPoOBEOEHHbIX 3KCNepTU3 W HanpasfieHue 3TUX 3aKflyvyeHun B
YNOSTHOMOYEHHbIN doefiepanbHbI OpraH UCMOSTHUTESTIbHOM BNacTU OCYLLECTBMATCA B
CPOK, He MpeBbIAWMIA CTa AecATU paboumx OHEeN CO AHS NOSTyYeHUs SKCMEePTHbIM
yuypexneHmem COOTBETCTBYIOLIErO 3a4aHus YNOTHOMOYEHHOro heaepansHOro opraHa
MCNOSNTHUTENbHOM BMACTU U HEOOXOAMMBIX LOKYMEHTOB B 9fIEKTPOHHON hopmMe Mnn Ha
ByMaXKHbIX HOCUTENSX.

2. B TeyeHue pgeBAHOCTa OHEW CO OHA NOMyYEeHUA pelleHUst YNOSTHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOW BNacTu O MPOBEAEHUN  3KCNEepPTUs,
NpegyCMOTPEHHbIX 4YacTblo 1 HacToslWwen cTaTbu, 3asaBUTENb NpeacTaBnseTr B
9KCNepTHOE YyYpexaeHne aOns NpoBeOeHMSs JKCMepTU3bl KadecTBa JeKapCTBEHHOrO
cpeacrtBa obpasubl NEeKapCTBEHHOro npenaparta Ans MeOUuUMHCKOro MpPUMEHEHUS,
Npon3BeeHHOr0 B COOTBETCTBMM C TpeboBaHWAMM OMbITHO-NPOMBILLFEHHOrO U (Unn)
NPOMBILUIIEHHOrO  PEerfnamMeHToB, YTBEPXOEHHbIX PYKOBOAUTENEM MPOM3BOAUTENS
NeKapCTBEHHbIX CPeacTB, a Takke B COOTBETCTBYWLMX Crydadax obpasubl
hapmMaLeBTUYECKON CyOGCTaHuMK, TeCcT-luTammMa MWUKPOOPraHN3MOB, KyNbTypbl KMETOK,
obpasubl BeWeCTB, NPMMEHAEMbIX ANS KOHTPONSA KadecTBa JIeKapCTBEHHOIO CpeacTBa
NyTEM CpaBHEHUS C HUMW UCCIedyeMOoro fekapCTBEHHOro CpefcTBa, B KONMYecTBax,
HeoOxoAuMBbIX Afsi BOCNPOM3BEAEHNS METOAOB KOHTPOMSA KadecTBa.

3. Mpwn nonyyeHnn obpasuLoB nekapCTBEHHOro npenaparta u apMaueBTUYECKON
CyOCTaHUMM IKCNepTHOE yuYpexaeHne BblaaeT 3asaBUTENIO AOKYMEHT, NOATBEPXKOAOLWMIA
nonyyeHne ykasaHHbIX 0OpasLoB, U B CPOK, HE MpeBbIWALWMIA Tpex paboumx AHewn,
yBeAOMNSAET B 3fEKTPOHHOW opMe unnm Ha OymaxHoM Hocutene o6 3Tom
YNOJSTHOMOYEHHbIN doefepanbHbIN OpraH UCNOSTHATESbHOW BI1aCTM.

4. YKasaHHble B 4YacTax 2 M 3 HacTosiwen cTaTbM CPOK Ans npencTtaBneHus
3aaBuTenem obpasuoB fekapCTBEHHOro npenaparta u gapmaueBTndeckon cybctaHumm
N CPOK YBEOOMSIEHUSA IKCMEPTHbIM yuypexaeHnem 06 3Tom Ha OymaxkHOM HocuTene
YMOMHOMOY€EHHOro doefeparnbHOro opraHa UCNOSTHUTESNbHOW BNACTU HE BKITHOYAOTCS B
CpOK NpoBeAeHUs 3KCnepTn3, NpeayCMOTPEHHbIX YacTblo 1 HacTosALWen cTaTbu.

5. [JOKyMeHTbl, MOCTYNUBLUME B O3KCMEPTHOE YyYpexaeHwe pOns npoBeAeHus
3KCnepTu3, NpedyCMOTPEHHbIX YacTblo 1 HacTodAwen cTaTbu, noariexar BO3BpaTy B
YNOSTHOMOYEHHbIN doefiepanbHbIi OpraH MCNOMHUTENBHOW BIlaCcTM OOHOBPEMEHHO C
3aKIYeHUSIMU, NOMyHEHHbIMU NO pe3ynbTaTaM COOTBETCTBYIOLLNX IKCNEPTUS.

Cratba 24. JkcnepTu3a KavyecTBa JieKapCTBEHHOro cpeacTBa M 3KCnepTusa
OTHOWIEHUS OXuWaaeMouM nNosfib3bl K BO3MOXHOMY PUCKY MNPUMEHEeHuUs
neKapcTBeHHOro rnpenapara Ansi BeTepuHapHoOro npMmMmeHeHus
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1. OKcnepTu3a KayecTBa NeKapCTBEHHOrO CpeAcTBa UM 9KCNepTu3a OTHOLUEHUS
OXMAaeMon Morb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NEKapCTBEHHOMo NpenapaTa ans
BETEPUHAPHOrO MPUMEHEHUS, COCTaBfieHNE KOMUCCUSIMW OKCMEpPTOB 3aKMiOYeHUn no
pe3ynbTataMm YyKasaHHbIX 3KCNepTU3 W HarnpaBfieHWe Takux 3aKiyeHun B
YNONHOMOYEHHbIW (befiepalibHbI OpraH UCMOMHUTENbHOW BI1IaCTU OCYLLECTBIIAOTCA B
CPOK, He NpeBblaWmMA cTa OecATU pabodnx OHEeW CO AHS MOSyYeHUs1 SKCMEPTHbIM
yuypexgeHvem 3afaHus YNONHOMOYEHHOro degeparibHoro opraHa WCNONHUTENbHOM
BNacTu ¢ AOKYMeHTamu, ykasaHHbIMU B YacTu 3 ctaTtbn 17 HacTodwero ®eneparnbHOro
3aKoHa.

(B pea. PegepanbHbix 3akoHoB OT 22.10.2014 N 313-93, ot 13.07.2015 N 241-$3)

2. B Teyenne Tpmguatn pabounmx [[HENW CO [OHA NONyYeHUs peLleHus
YNONHOMOYEHHOIO heaepanbHOro opraHa MCMNOMIHUTENBbHOW BRactM O nNpoBeaeHuU
YKa3aHHbIX B 4acTu 1 HacTosWEen CcTaTbM IKCNepTuU3 3asdBuTeNb NpeactaBnseT B
9KCNepTHOE YyYpexaeHne aOns NpoBeOeHMSs JKCNepTU3bl KadecTBa NeKapCTBEHHOrO
cpeacrtBa obpasubl NekapcTBEHHOrO npenapaTta Ans BETEPUHAPHOrO MNPUMEHEHUS,
NpPoM3BeaeHHOr0 B COOTBETCTBUM C TpebOOBaAHUSMU TEXHOSIOMMYECKUX PErnamMeHToB,
YTBEPXAEHHbIX PYKOBOAMTENEM MPOU3BOAMTENS NEKAPCTBEHHbIX CPEACTB, a Takke B
COOTBETCTBYIOLUMX Cryvasix TeCT-lUTaMMbl MMUKPOOPraHM3MOB, KyNbTypbl KMETOK,
obpasubl hapmaueBTU4eCcKon cybcTtaHumm, obpasubl BewecTB, NpUMEHAeMble AONs
KOHTPONS KayecTBa IEKApCTBEHHOro CpeacTBa, B KONMMYecTBax, Heobxoaumbix Ans
BOCNPOM3BEAEHNSA METOAOB KOHTPONSA KavyecTea.

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

3. Mpwn nonyyeHnn obpasLoB nekapCTBEHHOro npenaparta u apMaueBTUYECKON
CyOCTaHUMM AKCNepTHOE yuYpexaeHne BblaaeT 3asaBUTESNIO AOKYMEHT, NOATBEPXKAAOLWMIA
nony4yeHne ykasaHHbIX 00pasLoB, U B CPOK, He MpeBbIWaLWmMi Tpex pabounx aHewn,
yBeaoMNsAeT B NUCbMEHHOW hopme 006 3TOM YNOSTHOMOYEHHbIN heaepanbHbi opraH
NCMNOSTHUTESTbHOW BNAcTM.

4. Cpok aonsa npegcraBneHuns 3assuTtenem obpasuoB fiekapCTBEHHOMO npenapara u
(hapmMaLieBTU4ecKon cybCcTaHUUM U CPOK YBEAOMIIEHUS IKCNEPTHLIM yypexaeHunem o6
39TOM B MUCbMEHHOW dOpMe YNOSTHOMOYEHHOro peepansHOro opraHa UCNoSTHUTENBHOM
BMacTW, yKasaHHble B 4YacTax 2 M 3 HacTosWen cTaTbW, He BKMYAKTCA B CPOK
NpoBeaeHUs yKasdaHHbIX B 4acTu 1 HaCTosLEeN CTaTbM IKCNEepPTU3.

5. [OKyMeHTbl, MOCTYNUBLUME B O3KCMEPTHOE YyYpexaeHwe pOns npoBeAeHus
yKasaHHblX B 4acTu 1 HacTosilen cTaTbM 3KCNepTus, noanexart BO3BpaTy B
YNOSTHOMOYEHHbIN doefiepanbHbIi OpraH MCNOMHUTENbHOW BIlaCcTM OOHOBPEMEHHO C
3aKIYeHNs MU NO pe3ynbTaTaM yKasaHHbIX 9KCNepTus.

Cratbsa 25. [loBTOpHOE NpoBeAeHUe IKCNEepPTU3bl NeKapCTBEHHbIX CPeaACTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cny4asx HepoctaTo4YHOM OBOCHOBAHHOCTU WM HEMOJSTHOTbI 3aKMYeHus
KOMMUCCUM 3KCNEPTOB, HanuMuus B HEM MPOTMBOPEYMBLIX AaHHbIX, dhanbcuukaynmn
BbIBOJOB 3KCNEpPTU3bl NEeKapCTBEHHOrO CPeAcTBa, COKPbITUA OT  YNOSIHOMOYEHHOro
dreepanbHOro opraHa WCNOSHUTENbLHOW BracTM OCHOBaHWA ANA OTBOAA 3JKcrepTa
BCNeACTBME ero 3anHTepecoBaHHOCTU B pesyrbTaTax COOTBETCTBYIOLLEN IKCMepTU3bl,
HanuuMs OaHHbIX O npsAMOM §nMBO KOCBEHHOM BMeLIATeNbCTBE B Npouece
COOTBETCTBYIOLLEN SKCMEPTM3bI NNL, HE YY4aCTBYIOLLMX B €€ NPOBESEHUN, HO OKa3aBLUMX
BNUSAHWE Ha npouecc U pe3ynbTaThl ee NpoBeaeHUs, YNONHOMOYEHHbIM doefiepasibHbIM
OpraHoM  WCMOMHWUTENbHOW  BMacTW  Ha3HayaeTCd  MOBTOPHAA  aKcrnepTusa
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neKapcTBEHHOro cpeacTBa U (UNn) aTUYeckas aKcnepTraa.
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

2. lMoBTOpHasa aKcnepTM3a IeKapCTBEHHOrO CpeacTBa NPOBOAUTCA C y4EeTOM
pe3ynbTatoB paHee MNPOBEAEHHOW  3KCNepTu3bl B CPOK,  YCTAHOBMEHHbIN
YNOMHOMOYEHHbIM  doefepanbHbiM  OpPraHOM  UCMOMHUTENbHOW  BNactT U He
NpeBbILWAaLWmMA TpuauaT paboumnx AHen Co AHSA NONy4YeHUs SKCNEPTHbIM YYpeXaeHNeM
3agaHunsa Ha NpoBeAeHME NOBTOPHOW 3KCMEPTM3bl NEKAPCTBEHHOIO CpeacTBa.

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

3. dnHaHcoBoe obecneyveHne BbIMOMNHEHUA 3a4aHMs Ha NPOBeAEHWE MOBTOPHOWN
9KCMNEepPTM3bl NIEKAPCTBEHHOIO CPeACTBa He OCYLLECTBISIeTCS.
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CraTtbs 26. YcKopeHHas npoueaypa 3KCnepTu3bl fieKapCTBEHHbIX CPeacTB

1. YckopeHHas npoueaypa 9SKCNepTusbl feKapCTBEHHbIX CpPeacTB B - Uensax
rocygapCTBEHHOW  perncTpaumm fneKapCTBEHHbIX npenapatoB MNPUMEHSIETCA B
OTHOLWIEHUM OpdraHHbIX JIEKAPCTBEHHbLIX MpenapaToB, MEPBbIX TPeX JeKapCTBEHHbIX
npenapaTtoB, peructpypyemblx B  Poccunckon  depepaumm B KayecTse
BOCMPON3BEAEHHbIX NeKapCTBEHHbIX NpenapaToB, 04epeaHOCTb KOTOPbIX onpeaenseTcs
B COOTBETCTBMWU C HOMEPOM UM [aTouM BXOOAWMX 3asiBIeHUA O rocygapCTBEHHOW
perucTpauun nekapCcTBEHHbIX MpenapatoB B paMKax OOHOro MeXxayHapogHoro
HenaTeHTOBAHHONO HaAaMMEHOBAaHUS NIEKAPCTBEHHOrO npenapara unu rpynnMpoBOYHOro
HaMMEeHOBaHUSA JeKapCTBEHHOroO npenapaTta, W JIeKapCTBEHHbIX MpenapaTtos,
npeaHasHa4YeHHbIX  UCKIYUTENbHO AN MPUMEHEHUSI  HECOBEPLLUEHHOMNETHUMMU
rpaxkgaHamm.

(B pea. PegepanbHblx 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-$3)

2. YckopeHHast npoueaypa 9KCMepTu3bl JIeKapCTBEHHbIX CPEACTB B Lensx
rocyapCTBEHHOW perncTpaummM neKkapcTBEeHHbIX MpenapaToB He MNpUMEHsieTcsl B
OTHOLLEHUN:

1) Guoananorosbix (6nonofobHLIX) NeKapCTBEHHbIX NpenapaTos (bMoaHanoros);

2) pedepeHTHbIX FEeKapCTBEHHbIX MpenapaTtoB (3a WCKAYEHNEM OpaHHbIX
neKapCcTBEHHbIX NpenapaToB);

3) BOCMpon3BeeHHbIX NieKapCTBEHHbIX NpenapaToBs (3a UCKNIYeHNneM NepBbIX TPex
peructpypyemblx B Poccuiickon degepaumm B KavyecTBe  BOCMPOM3BEAEHHbLIX
NeKapCTBEHHbIX MNpenapatoB W JfeKapCTBEHHbIX nNpenapaTtoB, npeaHasHaYeHHbIX
NCKNIOYNTENBHO ANSA NPUMEHEHUS HECOBEPLUEHHONETHUMN rpaxgaHamm);

4) HOBbIX KOMOMHALMI 3aperMCTPMPOBaHHbIX PaHee NeKapCTBEHHbIX NPenapaTos;

5) nekapCTBEHHbIX NpenapaToB, 3aperncTPMpPoOBaHHbIX paHee, HO NPOU3BEAEHHbIX
B APYrMx neKkapCTBEHHbIX )OpMax B COOTBETCTBUW C MNEepeyHEM HauMeHOBaHWM
nekapcTBeHHbIX (POPM 1 B HOBOM A03UPOBKE.
(4acTtb 2 B pea. PeagepanbHoro 3akoHa oT 22.12.2014 N 429-03)

3. YckopeHHas npouenypa 3KcrnepTusbl JIeKapCTBEHHbIX CPeaCcTB NPOBOAUTCS MO
peLleHunto COOTBETCTBYHOLLEIO YNONTHOMOY€EHHOIO degepanbHOro opraHa
MCMNOSTHATENTbHOM BfacTM Ha OCHOBAHUM 3asiBieHUs1 3asiBUTENST B CPOK, He
npeBbllLaWmMn BocbMnaecatn paboumx gHen. Npu 3aTOM 3KcnepTv3a LOKYMEHTOB,
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coaepKallmxca B permcTpaumoHHOM A0ChE Ha NEKAaPCTBEHHbIN Npenapar, NpoOBOANTCS B
CPOK, He NpeBbILIaKLWKUIA OeCATN paboymnx AHEN, SKCNepPTU3a KayecTBa NekapcTBEHHOro
cpeactBa M 9KCMEpPTM3a OTHOLWIEHMSI OXuOaemMon Nofb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNA NeKapCTBEHHOro npenapata MNPOBOASATCA B CPOK, He NpeBbllUatoLLniA
lectuaecaTn paboumx gHen.

(4actb 3 B pea. PeagepanbHoro 3akoHa oT 22.12.2014 N 429-03)

3.1. B oOTHOWweHMM opdaHHbIX neKapCTBEHHbIX npenapaTtoB MoOryT ObiTb
npeacraBneHbl pesynbTaTthl JOKINMHUYECKUMX UCCEea0BaHUN NIEKAPCTBEHHbBIX CPEACTB U
KNMHUYECKMX  UCCNeoOBaHUM  NEeKapCTBEHHbIX nNpenapatoB Ans  MeOUUMHCKOro
NPUMEHEHNS, BbIMONHEHHbIX 3a Npeaenamu Poccuinckon degepaumm B COOTBETCTBUN C
npaBunaMmmn Hagnexawen nabopaTopHOM nNPaKTUKM W nNpaBunaMmy Hagnexailen
KNMUHUYECKOM NPaKTUKM.

(wacTtb 3.1 BBegeHa PefepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-93)

4. YckopeHHada npoueaypa 3KCnepTusbl JIeKapCTBEHHbIX CPeaCTB NPOBOAMTCSA B
nopsgke, yctaHoBrneHHoM ctatbamu 17 - 20, 23 n 24 HacToswero ®PefepanbHOro 3akoHa,
N He O3HayaeT CHWXeHus TpeboBaHuM K 6e30MacHOCTU, KavyecTBy U 3(PPeKTUBHOCTH
neKapCcTBEHHbIX NpenapaTos.

Cratba 27. PeweHne o rocygapCTBeHHOW perncrpaumum neKapCTBEHHOro
npenapara

1. B cpok, He npeBblLaoLWLmi 4ecatn pabovmx AHeN Co AHSA NONYyYEHUS 3aKNHYEHUN
KOMMCCUM IKCMEPTOB MO pe3ynbTaTaM 9KCNepTU3bl Ka4ecTBa JiekapCTBEHHOro cpeacTaa
N 3KCMEpPTM3bl OTHOLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBEHHOro npenapaTta, COOTBETCTBYIOLLMIA YNONHOMOYEHHbIN (heaepanbHbIi OpraH
NCNONHUTENBbHOW BNACTU:

(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1) pasmewaetr Ha cBoeM oduynanbHoMm cante B cetTn "UHTepHeT"
COOTBETCTBYHOLLME 3aKIIOYEHUA KOMUCCUMN IKCMEPTOB UM OCYLLECTBASET UX OLEHKY Ang
onpegeneHns COOTBETCTBUSA 3a4aHMI0 Ha NPOBEAEHNE 3TUX IKCNEPTUS;

(n. 1 B peq. PeagepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) npuHMMaeT pelleHMe O TroCydapCTBEHHOW perncrpaumm JekapCTBEHHOrO
npenapata wnn o6 oOTKase B rocydapCTBEHHOM perucTpaumm nekapcTBEHHOro
npenapara;

3) BHOCUT nNpU TMPUHATUM peELIeHNs O TroCydapCTBEHHOW perncrpaumm
NnekapCTBEHHOro npenapata [AaHHble O 3aperncTpupoBaHHOM  feKapCTBEHHOM
npenapaTte, B TOM 4ucrne o apMaueBTMYEeCKON CcybCcTaHuMM, BXOAsLEW B COCTaB
nekapCTBEHHOro npenaparta, B roCcyAapCTBEHHbIN peecTp feKapCTBEHHbIX CPeacTB U
BblJaeT 3asdABUTEN0 pernctpaumoHHOe yOOCTOBEPEHWE FeKkapCTBEHHOro npenapara,
dopMa  KOTOPOro YTBEPXAaeTCHd  YNOSIHOMOYEHHbIM  defeparibHbiM  OpraHoM
NCMOMNHUTESTbHOW BNacTu, COrflacoBaHHble HOPMATUBHYO JOKYMEHTaLUMI0, HOPMaTUBHbIN
OOKYMEHT, WHCTPYKLMIO MO MPUMEHEHUIO FEeKapCTBEHHOro mnpernapata W MakeThbl
NEepPBUYHON YNaKOBKM U BTOPUYHOWN (MOTPEOBUTENbCKOWM) YNaKoBKN C yKasaHMEM Ha HUX
HOMepa pPerucTpaumMoHHOro yoOCTOBEPEHUS eKapCTBEHHOro npenapata u aatbl ero
rocygapCTBEHHOW peructpauum wnu B Ccriydae MpUHATUMA pelleHnss o6 oTkase B
rocyAapCTBEHHOM perncTpauumn nekapcTBEHHOro npenapaTa yseaoMnsaeT B MMCbMEHHOM
dopme 3aaBuTENna 006 STOM C yKasaHMeM MpuUYMH Takoro oOTKasa. 3a Bblgady
PErmcTpauuoHHOro  YAOCTOBEPEHUS  NeKapCTBEHHOro  npenapata  B3MMaeTcs
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rocyaapCTBeHHas nMoOWMHaA B COOTBETCTBUM C 3akoHopaTtenbcTBOM Poccuiickon
denepaumn o Hanorax u cbopax.
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. OcHoBaHMeM Ans OTKasa B rocyJapCTBEHHOW perucrTpaumm nekapCTBEHHOro
npenapaTa ans MeguumMHCKOro NpMMeHeHus SIBsSieTCA 3aKkiiioyeHne COOTBETCTBYHOLLEro
YMONMHOMOY€EHHOro (befiepanbHOro opraHa UCNONHNUTENBHOW BNACTM O TOM, YTO Ka4eCTBO
n (MnNn) 9M@EKTUBHOCTL PErnuCTpUpPyeMoro JiekapCTBEHHOro npenapata Ans
MeaMLUMHCKOro NpUMEHEeHUs He noaTBepX4eHbl NONy4YeHHbIMU AaHHBIMU UAN YTO PUCK
NPUYNHEHNA Bpeda 340pPOBbK YenoBeka BCrNeacTBMe npuema  fekapCTBEHHOro
npenapata AN MeOUUMHCKOro nNpUMEHeHUs npeBblaeT 3P(EKTUBHOCTL €ro
NPUMEHEHNS.

(4acTtb 2 B pea. PeagepanbHoro 3akoHa oT 04.06.2018 N 140-93)

3. [lloBTOopHOE npeacTaBrneHne B  COOTBETCTBYHOLWMWA  YNOSTHOMOYEHHbIN
denepanbHbIn - OpraH  UCMNOSIHUTENLHOW BracTuU  JIeKapCTBEHHOro npenapara, B
OTHOLLUEHMM KOTOPOro MnoslydeH OTKa3 B rocyfapCTBEHHOW perncrtpauum m KOTopbiv
BMOCNEeACTBUM MOABEPICA M3MEHEHUID B 4YacTW ero CocTaBa, paccmaTpuBaeTcsl Kak
npeacraBneHne HOBOro JIEKAapCTBEHHOro nmnpenapata Ha ero rocygapCTBEHHYH
perncTpauunio He3aBMCMMO OT COXPaHEHNSA ero NEPBUYHOIO HAMMEHOBAHMUS.

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

4. lMpn npegocTaBneHUn 3asiBUTENEM B COCTaBE PErMCTPAUMOHHOIO AOCbE Ha
NeKapcTBEHHbIM npenapaT [Ans BeTEepuMHaApHOro MPUMEHEHUsI KOMUU  peLUeHus
YNOMHOMOYEHHOIo dheaeparnbHOro opraHa MWCMNOMHUTENbHOM BracTM O NpOBeAEeHUU
WMHCMNEKTUPOBaHMS NPON3BOAUTENS NIEKAPCTBEHHbLIX CPEACTB CPOK MPUHATUS PeLleHns o
rocyaapCTBEHHOM perncTpauumn nekapCTBEHHOro npenapata And BeTepUHapHOro
NPUMEHEHNS MPUOCTaHABNMBAETCS CO AHS NOJTYYEHUS 3aKMOYEeHUN, YKa3aHHbIX B YacTu
1 HacTosiwen ctaTbW, OO OHA MPUHATUSA YNONHOMOYEHHbIM doefeparibHbiM OpraHoM
NCMOMNHNTENbHOW BNacTU pelleHust 0 Bblgadye unm ob oTkase B Bblgade 3akoYeHust o
COOTBETCTBUM MNPOM3BOAUTENS JIEKAPCTBEHHbIX CPeacTtB TpeboBaHWaAM  npaBun
Hagnexallen Npou3BOACTBEHHOW MPaKkTUKW, HO He OGonee YyeM Ha CTO BOCEMbAECAT
pabounx gHen.

(4acTtb 4 BBegeHa PepepanbHbiM 3akoHOM 0T 04.06.2018 N 140-93)

5. OcHoBaHMeM [nsi OTkasa B rocygapCTBEHHOW pernctpauuun fiekapCTBEHHOro
npenapaTa A BETEPMHAPHOIO NPUMEHEHUS ABMSETCA 3aKkrtoyeHne YynorHOMOYEHHOro
degepanbHOro opraHa WCMNOMHUTENBLHOW BracTM O TOM, YTO KayecTBO U (Mnn)
3(PPEKTUBHOCTL PErNCTPUPYEMOrO JIEKApPCTBEHHOrO npenaparta Ans BeTepuHapHOro
NPUMEHEHNA He NoATBEePXAEHbl NOSTyYEHHbIMU OAaHHLIMU UMW YTO PUCK NPUYUHEHUS
Bpeda 300pOBbI0 XKMBOTHOMO BCNEACTBME MPUEMa JfeKapCTBEHHOro npenapara ans
BETEPUHAPHOro nNpUMEHeHNs npeBbllwaeT IPPEKTUBHOCTb €ro NMPUMEHEHUS, OTKa3
YNONHOMOYEHHOIro (begepanbHOro opraHa WCMOMHUTENbHONW BracTM B Bblgade
3aKMYEHNsT O COOTBETCTBMM MPOU3BOAUTENS NIEKAPCTBEHHbLIX CPeacTB TpeboBaHUAM
npaBusl Hagfexallen Npon3BOACTBEHHOW MPaKTUKN ONS KaXOou NpOn3BOACTBEHHOW
nnowaakM perncTpupyemoro rekapCTBEHHOro npenapata [Ans  BeTepuHapHOro
NMPUMEHEHNA B Criydae, €cnv npou3BOACTBO JIEKAPCTBEHHOro npenaparta Ans
BETEPUHAPHOro NpMMeHeHUs ocyLlecTBnsaeTcs 3a npegenammn Poccunckon ®enepauuu,
NN OTCYTCTBUE TAKOrO 3aKNYeHUs.

(wacTtb 5 BBegeHa PepepanbHbiM 3akoHOM 0T 04.06.2018 N 140-93)

KoHcynbTaHTlInoc: npumevaHue.
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O nopsake n cpokax onpeeneHns B3aMmo3aMeHsIeMOCTU NIEKAPCTB fleKapCTBEHHbIX
npenapaTtoB, 3apernctpupoBaHHbix 4o 01.03.2020, cm. cT. 3 ®3 o1 27.12.2019 N 475-
(OXCH

Cratba 27.1. B3aumo3amMeHsieMOCTb JeKapCTBEHHbIX MpenapaTtoB Ans
MeAULMHCKOro NpUMeHeHuUsA
(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. B3anmMo3aMeHSIeEMOCTb JIEKapCTBEHHbIX MpenapaTtoB Ans MeauLMHCKOro
NpPUMeHeHns onpegensieTcd YNOSTHOMOYEHHbIM denepanbHbIM opraHom
WCMOMNHUTESNIbHOW  BrlaCTW,  OCYLWECTBMASAWNM  rOCYyAapCTBEHHYIO  perncrtpauuio
neKapCcTBEHHbIX NpenapatoB ANns MEeAUUMHCKOrO MPUMEHEHUs, B pamKax OOHOro
MeXOYHapoOHOro HenaTeHTOBAHHOIo (UNM  XMMWYECKOro, WNu  rpynnmpoBOYHOrO)
HaMMEHOBAHNA Ha OCHOBE 3aKITOYEHMST KOMUCCUM IKCMEPTOB 3KCMEPTHOIO yYpexaeHus
O B3aMMO3aMeHSIEMOCTU NeKkapCTBEHHOro npenapaTta Ana MeauuuHCKOro NpuMeHeHust
nmMbéo O TOM, YTO NEKApPCTBEHHbIN NpenapaTt AN MeOUMLUMHCKOrO MNPUMEHEHMSA He
ABNSETCA B3aMMoO3aMeHsdeMblM. [lopsaok  onpegeneHusi  B3aMMO3aMEHSEMOCTU
nexkapCcTBEHHbIX NpenapaTtoB ANS MeAULMHCKOro NpuUMeHeHUa 1 opma 3aknoyeHns
KOMUCCUM  3KCNEPTOB  OKCMEPTHOrO  yypexaeHus O  B3anmMO3aMeHSeMOCTU
nekapCcTBEHHbIX MpenapaTtoB Ans MeaUUUMHCKOro MnpuMMEeHeHust nmbo o ToMm, 4TO
nekapcTBeHHbI npenapaT Ans  MeOUUMHCKOrO  MPUMEHEHUs He  sBndeTcs
B3anmMo3aMeHsieMbIM, YCTaHaBnmBatoTca lNpasutensctsoMm Poccunckon ®epepaunu.

2. Komuccma SKCNepToB 3IKCNEPTHOrO ydpexaeHua [aeT 3akfloyeHue o
B3aMMO3aMeHAEMOCTM feKapCTBEHHOro npenaparta Ans MeauuUMHCKOro NpUMeHeHUs
nmbo O TOM, YTO fEeKapCTBEHHbIM npenapaTt Ans MeOUUUHCKOTO MNPUMEHEHUS He
ABNAETCHA B3anMo3aMeHAeMbIM, HA OCHOBaHUW CReayLNX KpUTepues (XapakTepucTuK):

1) akBMBaAnNEeHTHoCTb (ansa 6uoaHanoroBbix (6MONOAOGHLIX) MEKapPCTBEHHbIX
npenapatoB (6uoaHanoroB) - COMOCTAaBUMOCTb) KaYeCTBEHHbIX W KONMYECTBEHHbIX
XapakTepuUCTUK dapmMaLeBTU4eCcKnX cybCcTaHuMin MNn CONOCTaBUMOCTb AHTUIEHHOro
cocTaBa BakuuH. icnonb3oBaHne pasrvyHbiX conen, ampoB, KOMMIEKCOB, N30MepPOB,
KpucTannmyecknx ¢opmMm 1 Apyrux MpouM3BOOHbIX OLHOMO M TOrO Xe AeWCTBYHOLLEro
BeElLLleCTBa He SABMSETCA MPensaTcTBUEM NS onpefeneHus B3anMOo3aMeHSeMOCTU
neKkapCTBEHHbIX npenapaTos, ecnm npwu npoBeaeHum nccnegoBaHns
BUO3KBUBANEHTHOCTH neKapCcTBEHHOro npenaparta nnu nccrnegoBaHuna
TepaneBTUYECKON IKBMBAIIEHTHOCTU NleKapCTBEHHOrO npenapara gokas3aHo OTCYyTCTBME
KIMUHUYECKM 3HAYUMbIX pasnMyuun  PapMakoKUHETUKM U (unn) 3pdeKTUBHOCTU W
BGesonacHOCTM NekapCTBEHHOro npenapaTa Ans MeanuMHCKOro NpuMMeHeHs;

2) 3KBMBANEHTHOCTb  flekapCcTBeHHoOM  opmbl. [log  3KkBMBANEHTHbIMU
nekapcTBeHHbIMM hOpMaMM MOHUMAIOTCSA pasHble NlekapCTBEHHbIE (hOPMbI, NMEtoLLnNE
oavHakoBble cnocob BBeaeHUs 1 cnocob npumeHeHus, obnagarowme conocTaBUMbIMU
hbapMaKOKMHETUYECKMMIN XapaKTepUCcTMkaMmn n apMakofiormdyeckum OencTBneM u
obecneunBarolime Takke OOCTWXKEHWE HEoOBXOAMMOro KIMHMYECKoro adpdpekTa.
Pasnnums nekapCTBEHHbIX (hOpM He SABNAKTCA NPEnATCTBMEM ANs onpeaeneHus
B3aMMO3aMEHAEeMOCTU  JIeKapCTBEHHbIX MpenapaToB, ecnu npu  NpoBedeHun
nccnegoBaHns GUOIKBMBANEHTHOCTM FIEKAPCTBEHHOrO npenapara Unn uccrnenoBaHus
TepaneBTUYECKON IKBMBANEHTHOCTU NIeKapCTBEHHOMO npenaparta AoKa3aHo OTCYyTCTBUE
KNMUHUYECKM 3HAYUMbIX pPasnMyununm  apMakoKMHETUKM U (unn) 3peKTUBHOCTN W1
6Ge3onacHOCTM NekapCTBEHHOro NpenapaTa Ans MeANLMHCKOro NPpMMEHEHMS;
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3) 9KBMBaNeHTHOCTb UMW COMOCTaBMMOCTb COCTaBa BCMNOMOraTesibHbIX BeLLecTB
nekapCTBEHHOro npenapata And MeauuMHCKOro npumMmeHeHus. Pasnuuuna coctasa
BCMOMOraTesibHbIX BELLECTB JIeKapCTBEHHOro npernapara He ABMSITCHA NpensTcTBUEM
Ana onpegeneHns B3avMO3aMEHSEMOCTUM FeKapCTBEHHbIX npenapaTtoB, ecnu npu
NpoBeAEHMMN WCCNeaoBaHUS OMO3KBMBANEHTHOCTU NEKApCTBEHHOro npenapaTta unu
nccnegoBaHus  TepaneBTUYECKOW 3KBMBASIEHTHOCTM  JleKapCTBEHHOro npenapara
[0Ka3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMbIX Pasnuymin papMakoKMHETUKN U (1nn)
3ppekTMBHOCT M Be30nacHOCTUM FeKapCTBEHHOro npenapata And MeauuUHCKOro
npuMeHeHn4. Npu HanMYUM KNUHUYECKU 3HaYUMbIX Pas3nUYnin papmMakokKMHETUKN N (UNn)
3pcpekTMBHOCT M Be30nacHOCTM FeKapCTBEHHOro npenapata And MeauuuHCKOro
NPUMEHEHNA B3aMMO3aMEHSIeMOCTb onpefenseTca C YyKas3aHMeM Ha UCKNIYeHue
OTAENbHbIX rPynn NauneHToB.;

4) ngeHTMYHOCTb crnocoba BBeaeHus 1 cnocoba NpUMeHeHus;

5) cooTBeTCTBME NPON3BOAUTENS NIEKAPCTBEHHOrO cpeacTaa TpeboBaHUAM npasun
Hagnexallen Npou3BOACTBEHHON NPaKTUKM.

3. OnpepeneHve B3anMO3aMEHAEMOCTU BOCMPOU3BEAEHHbIX JIEKapPCTBEHHbIX
npenapatoB Ans MEAMLMHCKOrO MPUMEHEHUs, yKa3aHHbix B 4actu 10 ctatbum 18
HacTosiwero ®egepanbHOro  3akoHa, ocyuwecTengerca 6e3  Heob6xoguMocTu
AoKasaTenbcTBa X GMO3KBUBANEHTHOCTMW.

4. OcobGeHHOCTM  onpedeneHuss  B3aMMO3aMEHSIEMOCTM  BUOMOrnYyecknx
NeKkapCTBEHHbIX MpenapaTtoB, KOMOWHWPOBAHHLIX FEKapCTBEHHbIX npenapaTtoB
(cogepxawmx koMbuHaumo OByx M Gonee AEUCTBYIOWIMX BELLECTB), JIeKapCTBEHHbIX
npenapaTtoB AN MNapeHTepanbHOro MNUTaHUS W He4O3MPOBAHHBLIX JleKapCTBEHHbIX
npenapaToB ycTaHaBnueatoTca [NpaButensctBomM Poccuinckon degepaumn.

5. OnpeneneHve B3aMMO3aMEHAEMOCTU He OCYLLECTBMAETCA B OTHOLLEHUU
NeKapCTBEHHbIX pPacTUTENbHbLIX MPenapaTtoB, FOMEOoNaTUYECKUX NeKapCTBEHHbIX
npenapaTos.

6. PopmupoBaHMe NepeyHs B3aaMMO3aMeHSIEMbIX NIEKAaPCTBEHHbIX NpenapaToB Anis
MEONLIMHCKOro NPUMEHEHNSI OCYLLECTBNSIETCS 3KCNEePTHbLIM yYpexaeHnem nocpeacTBoM
06beaNHEHUS NEeKapPCTBEHHbIX NPenapaToB B OTAEeNbHbIE FPYMNbl, B KaXA0W U3 KOTOPbIX
nekapcTBEHHbIe NpenapaTbl ABNSATCS B3aMMO3aMeHAEMbIMMU.

7. B cnyyae BKMOYEHUSI B WMHCTPYKUMIO MO MEOUUMHCKOMY MNPUMEHEHWUIO
NneKapcTBEHHOro npenapata Ha OCHOBaHWM  pe3ynbTaTOB  COOTBETCTBYHOLLMX
nccnegoBaHMn NoKasaHUn Ans NPUMEHEHUs, KOTopble OTNUYalTCs OT NoKasaHun ans
NPUMEHEHNA OpPYrux JieKapCTBEHHbIX MnpenapaTtoB W3 rpynrnbl B3auMO3aMeHSEMbIX
NeKapCTBEHHbLIX MpenapaToB, B MNepeyHe B3aMMO3aMEHSIEMbIX JeKapCTBEHHbIX
npenapaTtoB ANs MEOULNHCKOIO NPUMEHEHUs JoImKHa BbiTb Yka3aHa COOTBETCTBYOLLAA
nHopmauus.

KoHcynbTaHTlInoc: npumevaHue.

[NepeyeHb B3anmo3amMeHSEMbIX NTEKapPCTBEHHbIX MpenapaToB, B OTHOLLEHUN KOTOPbIX
UMEKTCH pes3ynbTaTbl UccnegoBaHnin GUOSKBMBANEHTHOCTU UMW TepaneBTU4EeCKon
SKBMBANEHTHOCTU, AOMKEH BbiTb COOPMMPOBAH U pa3MeLLeH Ha odunLmManbHOM cante
Mwunsgpasa Poccum oo 01.07.2020. (®3 o1 27.12.2019 N 475-93).

8. NepeyeHb B3anMo3aMeHsieMbIX fleKapCTBEHHbIX NpenapaToB AN MeaULMHCKOro


consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A6480236A0661562C94F430C30C3C5EEBA68388C3A33DD60A0688A7CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648003BA0691261C94F430C30C3C5EEBA68388C3A33DD60A0618B7CD457B49F37A5D1B6A0A8FF3AAA69FBACM

NpUMeHeHNA pasmeLiaeTcs YNONTHOMOYEHHbIM denepanbHbIM opraHom
NUCMOMHUTENBHOW  BfacTW,  OCYLWECTBASAIOWNM  FOCYAAapCTBEHHYIO  perncrpauuio
nekapCcTBeHHbIX NpenapaToB Ans MeauuUUHCKOro NpUMEHEHUS, Ha CBoeM odmLManbHOM
cante B cetn "UHTepHeT". WHdopmauma B nepeyHe B3aMMO3aMeHSIEMbIX
neKkapCTBEHHbIX NpenapaToB AN MEQULMHCKOrO NpUMeHeHns 06HOBMNSIETCS YKa3aHHbIM
deaeparnbHbIM opraHom NCMONHNTENBbHON BnacTtu C y4yeTom HOBbIX
3aperncTpupoBaHHbIX JIEKAPCTBEHHbIX NpenapaToB An9 MeaUUMHCKOro NpuMeHeHUsa 1
BHECEHHbIX M3MEHEHU B AOKYMEHTbI, COAepXallunecss B perMcTpaumoHHbIX A0Cbe Ha
3aperncTpupoBaHHble NIEKapCTBEHHbIE NpenapaThbl A1 MeAULMHCKOro MPUMEHEHMS.

9. MNMopsgok ncnonb3oBaHNA MHMOPMaLUM O B3aUMO3aMEHSIEMbIX JIEKAPCTBEHHbIX
npenapaTtax Ansg MeOWUUHCKOro MNPUMEHEHUS W MNOPSAOK [ayn pas3bsCHEHUW Mo
BOMpOCaM B3aMMO3aMEHSEMOCTU JieKapCTBEHHbIX NpenapatoB Ans MeLULMHCKOro
npumMmeHeHna yctaHasnueatoTcs [NpasutensctBom Poccuinckon enepaumu.

CraTtbAa 28. PernctpaunmoHHoe yaoCTOBEepEeHUeE fieKapCTBEHHOro npenapara

1. PernctpaumoHHoe yaOoCToOBepeHue NeKapCTBEHHOro npenapaTta C ykasaHuem
neKkapcTBeHHbIX (hopM W [O3MPOBOK BblgaeTcsi 6GeCccpoyHO, 3a  UCKNYEHUEM
perncTpaunoHHOro yaoOCTOBEPEHUs neKkapCTBEHHOro npenapaTa, BbldaBaemMoro co
CPOKOM AEeNCTBUS NATb NET, Ha Bnepsble pernctpupyemole B Poccurickon depepaumm
nekapcTBeHHble Npenaparbl.

2. lNo wncrevyeHnn ykasaHHOro B 4actm 1 HacToswen cTaTbU CpoOKa BbloaeTcs
BGeccpoyHoe pernucTpauMoHHOE YAOCTOBEPEHME FEKapCTBEHHOro mnpenapaTta npwm
yCrnoBuM NOATBEPXKAEHNSA €r0 roCy4apCTBEHHON permcTpauun.

3. B cnyyae BHecenus B cootBeTcTBUM cO cTatbaMm 30 u 31 HacTtosLiero
denepanbHOro 3akoHa WU3MEHEeHUN B codeplKalumecs B perncTtpauuoHHOM AOoCbe Ha
3aperncTpupoOBaHHbLIN  NIEKApPCTBEHHbLIA  NpenapaT  AOKYMEHTbl,  3aTparvBaroLmx
CBeJeHusi, OTpaXKeHHble B PEerucTpauuoHHOM YOOCTOBEPEHUU NeKapCTBEHHOro
npenapara, yrnosIHOMOYEeHHbIN doefepanbHbIi OpraH UCMOSTHATESTbHOM BracTu BblgaeT
HOBOE perncTpauuoHHOe YyOOCTOBEpPEHUEe reKapCTBEHHOro npenapara, cogepxaliee
BHECEHHbIE B HEr0 N3MEHEHMUS.

(wacTtb 3 BBegeHa PefepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpaTbl MNU NOBPEXAEHUS PErmcTpaunmoHHOro yAOCTOBEpPEHUS
nekapcTBEHHOro npenapata no 3asiBfieHU0 B NMUCbMEHHOW dhopMe AepXaTens unm
BnagenbLa perucTpauuoHHOro YyOOCTOBEPEHUS JIEKAPCTBEHHOro npenapata Wnu
YNOMHOMOYEHHOIO MMW  OPYroro HpUAMYECKOro nuua O Bblgave aybnuvkata
PErMcTpaunoHHOro yaOCTOBEPEHUS FIEKAPCTBEHHOro npenapata  YrNnOfIHOMOYEHHbIN
denepanbHbIl OpraH MCMOMHUTENbHOW BlaCTU B CPOK, He MpeBbllaloWmMn OecaTu
paboynx gHen co AHA NOCTYNNeHus 3asiBfeHus, BblaaeT aybnukat pernctpaunoHHOro
yAOCTOBEPEHWS NNEKapCTBEHHOMO npenapara. 3a Bblgady AybnvkaTta permctpaumMoHHOro
yOOCTOBEPEHNSA NIEKAPCTBEHHOMO npenapara B3MaeTCca rocygapCTBEHHAsd nowunivHa B
COOTBETCTBUM C 3aKoHoAaTeNnbCcTBOM Poccuickon ®enepauumn o Hanorax n cbopax.
(4acTtb 4 BBegeHa PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

Cratba 29. NoarBepxaeHUe rocyfapCcTBEHHOM perncTpaumm fieKapcTBEHHOro
npenapara
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. MoaTBepXaeHWe rocyaapCTBEHHOW pPerucTpauumn NnekapcTBEHHOro npenapara
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ocyuwlectBnsdetca npu Bblgade OeCccpoYHOro permcTpaumoHHOro  YAOCTOBEPEHMS
nekapcTBEHHOro npenapata B Cliydae, ykasaHHOM B 4acTu 2 cTaTbu 28 HacToswero
degepanbHOro 3akoHa, B CPOK, HE MPEeBbILIAKLWWIA LWEeCTUaecATU paboumx aHen co aHs
nosly4yeHus COOTBETCTBYIOLLNM YNONTHOMOY€EHHbIM denepanbHbIM opraHom
MCMOMNHUTENbHOW BracTu 3asiBfieHNs O NOATBEPXOEHUM rocyAapCTBEHHOMW perncrpaumm
nekapcTBeHHOro npenapata. He ocyuiectBnseTca NoaTBepXaeHue rocygapCTBEHHOMN
perMcTpauum B OTHOLUEHWW JIEKapCTBEHHOro npenapaTta, He HaxoauBLlerocs B
obpauweHnn B Poccunckon degepaumm B TeyeHne Tpex M Oonee net, a Takke B
OTHOLLEHMM NEKAPCTBEHHOrO CpeacTBa, NPOU3BEAEHHOrO C HapyleHnem TpeboBaHus,
YCTaHOBIEHHOro YacTbto 3.7 ctatbu 71 HacTosiwero degepanbHOro 3akoHa.

2. 3asBneHne o NOATBEPXAEHUN rOCYyAapCTBEHHOM perucTpauum fiekapCTBEHHOMO
npenapaTta Ans MeOULMHCKOrO NPUMEHEHNA NpenCcTaBNseTcss B COOTBETCTBYOLUN
YNONHOMOYEHHbIM dpefeparnbHbli OpraH UCMONHUTENBLHOW BacTu He paHee 4YeM 3a CTO
BOCEMbAECAT AHEN OO0 UCTEYEHMSI CpOKa OENCTBUS PErMCTPaLMOHHONO YAOCTOBEPEHUS
neKkapcTBEHHOro npenapara asns MeguUMHCKOro NPUMEHEHNS.

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

2.1. 3asaBneHne o] noaTBepPXaeHun rocygapCcTBeHHoOm perncrpaunmu
nekapCcTBEHHOro npenapaTta Ans BeTepuUHapHOro MNPUMEHEHUS1 MpeacTaBnsieTcs B
COOTBETCTBYIOLLMIA YNOSTHOMOYEHHbIN hefepanbHbl OpraH UCNOSTHUTENBHOW BNacTu He
paHee YeM 3a CTO BOCEMbAECAT AHEN A0 UCTEYEHUSI CpOKa AENCTBUS PErMCTPaLNOHHOIO
yOOCTOBEPEHNA NEeKapCTBEHHOro npenaparta A BeTepuMHapHOro NpUMEHEHUs U He
no3agHee OKOHYaHNSA CpoKa ero AencTBus.

(wacTtb 2.1 BBegeHa PenepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

3. MNoaTteepxaeHne rocygapCTBEHHOW perucTpauuy fekapCTBEHHOro npenapara
OCYLLECTBNSAETCS MO pes3ynbTaTaM 3KCNepTU3bl OTHOLLUEHUS OXMOAeMOW Monb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHUS JeKapCTBEHHOro rnpenapata Ha OCHOBaHUU
pes3ynbTatoB MOHUTOPUHra 3PPEKTUBHOCTM U 6e30nacHOCTU  fieKapCTBEHHOro
npenapata, nNPOBOAMMOrO AepXaTenem wunu Bragenbuem  pernctpauuoHHOro
yOOCTOBEPEHNSA NTEKAaPCTBEHHOMO Npenapara finbo ynonHOMOYEHHLIM UMW KOPUANYECKUM
nMUoOM, a Takke COOTBETCTBYIOLWUM YMNOSIHOMOYEHHbIM defeparnbHbiM  OpraHoM
NCNOJSTHUTENbHOM BRacTM B COOTBETCTBUM C TpeboBaHusMK cTaTbh 64 HacTosiLwero
deneparnbHOro 3akoHa.

4. K 3agBneHvio 0O NOATBEPXOEHUM  roCcygapCTBEHHOW  perncrpauum
nexkapCcTBEHHOro npenapaTta ans MeanuMHCKOro NpUMEHEHUs npuiaratTca:

1) OOKyMmeHTbl, cofepxalwme pesyrbTaTbl MOHUTOPUHra 3PAEKTUBHOCTU U
GesonacHOCTM nekapCTBEHHOro npenapata Ana  MeOuUUHCKOrO  NPUMEHEeHUs,
NpOBEOEHHOro AepXartenem unu BragenbleM pPerncTpaumoHHOro yaooCTOBEPEHUS
nekapCTBEHHOro npenapata Ang MeauunHCKOro npumMeHeHus nnbo ynorHOMOYEHHbIM
UM IOPUANYECKUM NULIOM, MO hopMe, YTBEPXKOEHHOMN YNONMHOMOYEHHbIM dhefepanbHbIM
OpraHoM UCMNOSMHUTENbHOW BNacTu;

KoHcynbTaHTlnoc: npumeyvaHue.
C 01.01.2021 B n. 2 4. 4 cT. 29 BHOCATCA U3MeHeHusa (P3 o1 27.12.2019 N 478-93).

2) Konma nuueH3nn Ha npon3BoAcCTBO JIEKAPCTBEHHbLIX CpeactB WKW KoMnusa
3aKIn4yeHnda o COOTBETCTBUU MpOnU3BOOUTENA JIEKAPCTBEHHbLIX CPeacTB Tpe6OBaHVI$IM
npaBun Hagnexawen I'IpOI/I3BO,£I,CTBeHHOl7I NPakTukKK, BblOaHHbIX YMNOJIHOMOYE€HHbLIM
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deeparnbHbIM OpraHOM MCMNOSTHUTENBHOM BMNacTu B OTHOLUEHUU MPOU3BOACTBEHHOM
nnowaakM  nekapCcTBEHHOro  npenaparta  Ans  MeAWUUHCKOTO  NMPUMEHEHUS,
rocygapCTBeHHasa perucrpauusi KOTOpOro noATBepXOaeTcd B Criydae, ecnu
NPOM3BOACTBO  FIEKApCTBEHHOro npenapata Ansg  MeOuUUHCKOro  NMpUMEHEHUs
ocyuwectensaeTcs B Poccuinckon denepaumu;

KoHcynbTaHTlIntoc: npumeyaHme.
C 01.01.2021 B n. 3 4. 4 cT. 29 BHOCATCA n3ameHeHus (P3 o1 27.12.2019 N 478-d3).

3) KONus Bbl4aHHOW YNOSTHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS NNLEH3UN
Ha NPOW3BOACTBO JIeKAapCTBEHHOro npenaparta And MeauuuHCKOro NpUMEHEHUs N ee
nepeBod Ha PYCCKUN A3blK, 3aBEepPeHHble B YCTAHOBMEHHOM MOpPSAKe, a Takke Konus
3aKNYEHNsT O COOTBETCTBUN MPOU3BOAUTENS NEKAPCTBEHHbIX CPeAcTB TpeboBaHUAM
npaBun Hagnexawien npousBOACTBEHHOM MNPAKTUKKU, BbIJAHHOMO YMNOSIHOMOYEHHbIM
dreeparnbHbIM OpraHOM MCMNOSTHUTENBHOM BMacTu B OTHOLUEHUU MPOU3BOACTBEHHOM
nnowagkM  nekapCcTBEHHOro  npenaparta  Ans  MeOUUUHCKOTO  NMPUMEHEHUS,
rocygapCTBeHHasa perncrpaumsa KOTOpPOro MOATBEPXKOAAETCA, WM KOMUS  peLleHus
YMONMHOMOYEHHOIo hefeparibHOro opraHa MWCMNONHUTENbHOM BriactM O NpoBeAeHUU
WHCMEKTUPOBaHUS NPOU3BOAMTENSA JIEKApCTBEHHbIX CpeacTB B Cnyyae, ecnu
NPOM3BOACTBO  EKapCTBEHHOro npenapata Ansg  MeOUUUHCKOrO  NMpUMEHEHUs
ocyuwiecTBnsaeTcs 3a npegenavun Poccuiickon ®eagepaumm.
(4acTb 4 B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B OTHOLWIEHMM DMONOrMYEcKMX NekapcTBEHHbIX NpenapaToB AN MeaULNHCKOro
NPUMEHEHNSA 3asBUTENb LOMOMHUTENbHO NpeAcTaBNsAeT pes3ynbTaTbl MEPONPUATUN,
NpPeayCMOTPEHHbIX MNMaHOM YNpaBfeHUs pUCKamu, YTBEPXKAEHHbIM YNOSTHOMOYEHHbLIM
deaepanbHbIM OopraHom NCNONMHUTENBHOWN BrlacTu npu OCYLLIECTBNEHNN
rocyaapCTBEHHOW perncrpauum nekapcTBEHHOro npenapata Ans  MeAuUMHCKOro
NPUMEHEHNA.

(yacTb 4.1 BBeaeHa PepeparnbHbiM 3akoHOM 0T 04.06.2018 N 140-93)

42. K 3agBneHnio O nNOATBEPXOEHUM TrocydapCTBEHHOW  peruncrpauuu
NekapcTBEHHOro npenapata AN BEeTEepPUMHApPHOro MNPUMEHEHUsT  npunararTcd
OOKYMEHTbI, cofepxalwue pesynbTaTbl MOHUTOPUHIA 3(EKTUBHOCTM M Be30nacHOCTH
NeKkapcTBEHHOro npenapata Ana  BEeTEPUHAPHOrO MPUMEHEHUS, MPOBOAMMOrO
aepxarenem unu BnagenbLeM perucTpaumoHHOro YAOCTOBEPEHUS JIeKapCTBEHHOMO
npenapaTa 4na BETEPUHAPHOIO NPUMEHEHNSA NMOO YNOSTHOMOYEHHBIM UM FOPULNYECKUM
nuyoMm, no dopme, YTBEPXOEHHOW YMNONMHOMOYEHHbIM doefeparibHbiM  OpraHoMm
NCMNOJSTHUTESTbHOW BNAcTn, N AOKYMEHTbI, yKa3aHHble B nyHKTax 1, 2 - 2.2, nognyHkrax "a",
"6", "K", "n" nyHkta 4 yactm 3 cratbm 17 Hactoswero degepanbHOro 3akoHa. B
OTHOLLUEHUM UMMYHOBMONOIrMYECKMUX NEKapCTBEHHbBIX NpenapaTtoB Ans BeTepuUHapHOro
NPUMEHEeHNA He NPeaCTaBNAITCHA CBEAEHUS, yKa3aHHble B nognyHkTe "K' nyHkTa 4 4actu
3 cratbn 17 Hactosiwero ®PepepanbHOro 3akoHa. B OTHoWweHMM nekapcTBEHHbIX
npenapaToB Af19 BETEPUHAPHOIO NPUMEHEHUSA, MOMYYEHHbIX C NPUMEHEHUEM TEeHHO-
NHXEHEPHO-MOANMPUUNPOBAHHbLIX OPraHM3MOB WNU CcOoAepXawmx TakMe OpraHu3Mbl,
OONOSTHUTENBLHO NPeacTaBNATCA CBeAEHNSA, yKa3aHHble B NyHkTe 13 yactn 3 ctatbn 17
HacTosiero ®egepanbHOro 3akoHa.

(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom oOT 04.06.2018 N 140-93; B peg.

depnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

KoHcynbTaHTlInoc: npumevaHue.
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C 01.01.2021 4. 4.3 cT1. 29 n3naraetcsa B HoBon pegakumm (O3 ot 27.12.2019 N 478-
®3).

43. C 3asBneHMeMm O TMOATBEPXKAEHMM T[OCYOAPCTBEHHOW  perucrpauum
nekapcTBeHHOro npenapaTta 3adBuTENb  NPeAcTaBnseT  KOMMK  JOKYMEHTa,
noagTeBepXxaawowero  ynnaty rocygapCTBEHHOW  MOLWMWMHBbI 3@  NOATBEPXAEHue
rocyaapCTBEHHOMW perncTpaumm nekapcTBEHHOro npenapaTta, nMbo MoXeT npeacTaBUTb
yKasaHHbI OOKYMEHT no cob6CTBEHHOM wuHuuMatmBe. B crnyvyae HenpeacTtaBneHus
YyKa3aHHOro [OKYMeHTa YMNOJIHOMOYEHHbIN defepanbHbli OpraH UCMONHUTENbHOM
BnacTu npoBepsieT hakT ynnaTtbl rocy4apCTBEHHON MOLUMMHBI 3asBUTENEM NOCPELCTBOM
Mcnonb3oBaHusa MHopMaummn 0b ynnarte rocyaapCTBEHHOM MOLUMMHBI, COAEPXaLLencs B
["locymoapcTBEHHOM MHAOPMALMOHHOW CUCTEME O FOCYAAPCTBEHHLIX U MYHULMNAIbHbIX
nnaTexax, Ha OCHOBaHMM MNpeaCcTaBfeHHOW 3asiBUTENeM  KOMuUUM  OOKYMEHTa,
noaTBepXaatoLlero ynnaTty rocyaapCTBEHHON MOLUSIMHbI.

(wacTtb 4.3 BBegeHa PenepanbHbiM 3akoHoM OT 04.06.2018 N 140-$3)

5. B TeuyeHune gecatu pabounx gHen co AHS NPUHATUSA 3a8BNeHNS 0 NOATBEPXKAEHUMN
rocygapCTBEHHOW  peructpauun  JfiekapCTBEHHOro npenapata W OOKYMEHTOB,
cogepxawmx  pesynbTatbl  MOHUTOpMHra  adpdekTMBHoCTM M BGe3onacHoCTu
nekapcTBeHHOro npenapaTta, MPOBOAMMOrO  gepXxatenem unu  BragenbLem
perncTpaunoHHOro yOOCTOBEPEHUSA neKapCTBEHHOro npenaparta nnoéo
YNONMHOMOYEHHBIM UMW KOPUONYECKUM JTULIOM, YNOSTHOMOYEHHbIN ddefieparibHbI opraH
NCNONHUTENBbHOW BNACTU:

1) NpoBOAUT MPOBEPKY MONHOTbI CBEAEHWUN, coaepKalUMXcs B npeacTaBneHHbIX
3asBUTENeM JOKYMEHTaXx;

2) NpYHUMAET peLleHne 0 NpoBeaeHnn nnu ob oTkase B NPOBELEHMM IKCNEPTU3bI
OTHOLLEHUSI OXWAaeMOon MNOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOro
npenapaTa Ha OCHOBaHMM pe3ynbTaToB MOHUTOPUHra a¢pekTMBHOCTN 1 Be3onacHOCTU
nekapcTBeHHOro npenapaTta, MPOBOAMMOrO  gepXxatenem unu  Bragenbuem
perncTpaunoHHOro yOOCTOBEPEHUSA neKapCTBEHHOro npenaparta nnoéo
YNONMHOMOYEHHBIM UMW  IOPUAMYECKMM IULOM, a Takke denepanbHbiM OpraHomM
NCNOSTHUTENbHOW BRacTM B COOTBETCTBUM C TpeboBaHusMWM cTaTbh 64 HacTosiwero
deneparnbHOro 3akoHa;

3) yBeooMnsieT B 9NEKTPOHHOW hOpMe WK NUCbMEHHOW dhopMe 3asiBUTENd U
9KCNEePTHOE y4pexaeHne o NPUHATOM pelleHun nnbo B criydyae NpuHATUS pelueHns o6
OTKase B NPOBeLEHUN IKCMEPTU3bl yKa3biBaeT NPUYMHbI TAKOro OTKasa.

6. B cnyyae BbisiBNeHNs He4OCTOBEPHOCTU U (UNN) HEQOCTATOYHOCTU MHpopMaLmn,
cogepxallencs B nNpencTaBfeHHbIX 3asBuTeneM [AOKyMeHTax, YMNONHOMOYEHHbIN
denepanbHbIi OpraH UCMOMNHUTENbHOW BRacTU HanpasndeT 3asBuTento 3anpoc ob
YTOYHEHUN YKa3aHHOW MHopMauun. 3anpoc ynosiHOMOYeHHOro oefiepasibHoOro opraHa
NCMOMHNTENBHON BRactu MoxeT ObiTb nepedaH YNONHOMOYEHHOMY MpeacTaBUTENHO
3asBUTENS NMYHO NOA Pacnucky, HarpasreH rno NoyTe 3akasHbiM MMCLMOM UNKU NepenaH
B 3MEKTPOHHOMW (popMe MO TEeNIeKOMMYHUKAUVOHHbIM KaHanam cBaA3n. B cnydvae
HanpasBfeHus 3anpoca YMNorHOMOYEHHOro eaepanbHOro opraHa WCMONHUTESTbHON
BNacTu No no4rte 3akasHbIM NMMCbMOM OH CYMUTAETCS MOSYYEHHbIM MO UCTEYEHUMN LLIECTU
OHen ¢ aaTbl HanpaBfieHUs 3aKas3HOoro NMcbma.

7. 3asButenb o06£3aH npeactaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro
dreieparnbHOro opraHa UCMNOMHUTENBHOM BNacTy B CPOK, He MpeBbilaiLwmnm AeBAHOCTa
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pabounx gHen co gHA ero nonyveHus. Cpok, ykasaHHbIN B 4acTu 5 HacTodaLen ctaTbuy,
NpUOCTaHaBNMBaETCHA CO AHA HanpasrieHUs1 3asBUTENIO 3anpoca YnoSIHOMOYEHHOro
defepanbHOro  opraHa  MCMOSMHUTENbHOM  BMacTM A0  AOHSA  NOSIyYeHUs UM
COOTBETCTBYIOLLEro OTBETA N HE YYUTbIBAETCS MPU UCHUCIEHUM CpOKa MOATBEPXKAEHUS
rocygapCTBEHHOW permctpauumn nekapcTBeHHOro npenapara.

8. OcHoBaHMeM Ons OTKasa B NMPOBEAEHUN SKCNEPTU3bl OTHOLLEHUSA OXMOAEMOW
NoNb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS JleKapCTBEHHOro npenaparta saBndeTcs
npeacraBneHne JOKYMEHTOB, CoAepXalmnx pedynbTaTbl MOHUTOPUHIa 3pEeKTUBHOCTH
n 6e30nacHOCTN NEeKapCTBEHHOro npenapara, U (Unuv) B OTHOLEHUN BMONOrnm4eckmx
NeKapCTBEHHbLIX MpenapaTtoB  pes3ynbTaTOB  OCYLECTBNEHUS  MeponpuaTUn B
COOTBETCTBUM C MfaHOM YNpaBfeHus puckamu, YTBEPXOEHHbIM YMNONHOMOYEHHbIM
degepanbHbIM opraHom NCNONMHUTENBHON BracTu npu OCYLLECTBNEHUN
rocyaapCTBEHHOW pernctpaumMmM fekapCTBEHHOro npenapaTta, B HENnorHoM obbeme,
OTCYTCTBME NHOPMaLMK, NOATBEPXKAAIOLLEN (haKT ynnaTbl roCy4apCTBEHHOM MOLUMUHbI
3a noaTBepXAEHWEe rocyaapCTBEHHOW perncrpaunm nekapcTBEHHOro npenapara, nnmbo
HenpeaCcTaBneHne 3asiBUTeNeM B YCTAHOBSIEHHbIN CPOK OTBETA Ha yKa3aHHbIN B 4acTu 6
HaCcTOsILLEeN cTaTbM 3anpoc YynormHOMOYEHHOro peaepansHOro opraHa UCMNoNHUTESTbHON
BNacTu, a Takke OTCYTCTBME B yKa3aHHbIX JOKYMEHTax MHopmaumm, KoTopasi OMKHa
ObITb B HUX OTpaXkeHa.

9. BKkcnepTnsa OTHOLLEHUSA 0XUOaeMou Morb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSN
nekapcTBEHHOro npenapaTta B Uensx noaTBepXOeHus rocygapCTBEHHOW perncrpaumm
nekapCTBEHHOro npenapata nNpoOBOAUTCA  KOMUCCMEW  SKCMEPTOB  3KCMEpPTHOro
yuYpexaeHusi B CPOK, He NPeBbILLAoLLMIA COpoKa paboynx gHen.

10. B cnyyae HegoCTaTOYHOCTM NpeAcTaBeHHbIX 9KCNepTy MaTepuarnos Ansa gayu
3aKnYeHnss aKcnepT obpallaeTcs K PYKOBOOAMTENIO IKCMEPTHOrO YYpexaeHus o
npeaocTaBneHnn emy Heobxoaumbix MartepuanoB. PykoBoautenb 3KCNEPTHOro
yuypexneHuss obpawaetca C COOTBETCTBYIOLMM 3anpocoM B YNOSIHOMOYEHHbIN
dregeparnbHbI OpraH UCMOMHUTENbHOW BRacTw, BblAaBLIWK 3aJaHWe Ha npoBefeHue
9KCNepTU3bl OTHOLLUEHUSA OXWMOAEMOW MOfb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUSA
neKkapCcTBEHHOro rnpenaparta Ha OCHOBaHWW [OKYMEeHTa, codepXallero pesynbraTtbl
MOHUTOpPUHra apdekTMBHOCTU 1 6e30MacHOCTN NeKapCTBEHHOro npenapara. B TeueHne
nsaTM pabounx AOHEeW CO AHS MNOCTYMNeHUs 3anpoca PYKOBOAUTENS 3KCMNEPTHOro
yuypexaeHus ykasaHHblM doefepanbHblii opraH MCNOMHUTENbHOW BNacTu HanpasnseT
3a8BUTENIO 3anNpoc O NpeAcTaBneHnn He0bX0AMMbIX MaTepmManoB, KOTOPbIN MOXET BbITb
nepefaH YnNorHOMOYEHHOMY MpeacTaBUTENIO 3asdBUTENS JNMYHO NOL  Pacrumcky,
HanpasfieH No noyTe 3akasHbIM MUCbMOM WKW nepefaH B 3NEeKTPOHHOM hopme no
TENEeKOMMYHMKAUMOHHBIM ~ KaHanam cBa3uM. B cnydyae HanpaBnenHus 3anpoca
YNONMHOMOYEHHOro (heepanbHOro opraHa UCNOSTHUTENBLHOW BNACTW MO NoYTe 3aKa3HbIiM
NMMCbMOM OH CYMTaEeTCsl NOMyYEHHbIM MO UCTEYEHUMN WECTM OHEN C AaTbl HanpaBneHus
3aKa3Horo nucbma.

11. 3asButeno o00s3aH npeacTaBUTb OTBET Ha 3anpoc  YNOSITHOMOYEHHOrO
denepanbHOro opraHa WCMOMHUTENBbHOM BractTM B CPOK, He MpeBblllalowmnm
LecTnaecaTn pabounx gHen Co OHA NONYyYEeHUs yKa3aHHOro 3anpoca. Y norHOMOYEHHbIN
dregeparnbHbI OpraH UCMOMHUTENBbHOW BRacTW, BblAaBLIMK 3aJaHWe Ha npoBefeHue
9KCNepTU3bl OTHOLLUEHUSA OXWOAEMOW MOfb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA
neKkapcTBEHHOro rnpenaparta Ha OCHOBaHWW [OKYMEHTa, codepXallero pesynbraTtbl
MOHUTOPUHra apeKTMBHOCTN N BE30MaCHOCTM NIeKapCTBEHHOIO NpenapaTa, B TeYeHne
nNaTM pabounx OHeW CO AHS MNOCTYNneHus OT 3asBUTeNns OTBeTa Ha 3anpoc
YNONHOMOYEHHOIro hbeaeparbHOro opraHa WUCMNOMHUTENbHOM BacTU HanpasnsieT aToT



OTBET B 3KCMNepTHOe ydpexaeHwe. B cnydyae HenpeacrtaBrneHuMss MO UCTEYEHUU
wectngecatn paboumx gHen 3adBMTENEeM  OTBETa Ha  yKa3aHHbIM  3anpoc
YNONHOMOYEHHbIW doefieparibHbI OpraH UCMNOSTHUTENBLHOW BNacTuy, BblAaBLUMW 3afaHue
Ha npoBefeHME 3KCMEepPTU3bl OTHOLLEHUA OXWAAEMOMW MOSb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNA NeKapCTBEHHOro npenapata Ha OCHOBaHUM [OKYMEHTa, coaep’Kaliero
pesynbTatbl MOHUTOpMHra addekTMBHOCTM U 6e30NacHOCTU  NIEKapPCTBEHHOrO
npenapaTa, B TeYeHue nATM paboumx OHEW HanpaBnseT B IKCMEepPTHOE yypexaeHue
yBeOMIEHNE O HENPeACTaBNeHNN 3asiBUTENEM OTBETA Ha 3anpocC YKasaHHOro opraHa.
Bpema co OHA HanpaBneHus 3anpoca 9KCMNEepTHOro yypexaeHus B YrNOrHOMOYEHHbIN
degepanbHblin  OpraH WUCMOMHUTENbHOM BRacTu [O AHA MNOMyYeHUs 3KCNepTHbIM
yypexgeHvem OTBeTa Ha 3anpoc unv yBedOMIIEHUS O HernpeacTaBfieHMn oTBeTa Ha
3anpoc He y4YnTbIBaeTCHa NpU UCHUCHEHUN CPOKa NPOBEOEHUS IKCNEePTMU3bl OTHOLLEHUS
OXngaemown nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHNSA NeKapCTBEHHOro npenaparta Ha
OCHOBaHWW OOKYMEHTa, coaepxawero pesyribTaTbl MOHUTOPUHra 3PEKTUBHOCTU U
6Ge3o0nacHOCTM NekapcTBEHHOrO Npenapara.

12. B cpok, He npeBbiwawwmi gecsatn paboumx AHENn CO AHA NONyyYeHus
3aKIMYeHNss KOMUCCUN IKCNEPTOB NO pesyrbTaTaM 3KCNepTU3bl OTHOLLEHUS OXuaaeMomn
Nonb3bl K  BO3MOXHOMY  PUCKY MNPUMEHEHWA  NeKapCTBEHHOro  npenapara,
COOTBETCTBYIOLLMIA YNOMHOMOYEHHbIN dhefiepanbHbli OpraH UCMOMHUTESTbHOW BacTu:

1) ocyLLEeCTBNSAET OLEHKY 3TOr0 3aKnYeHus Ans onpeaeneHnss ero COoTBeTCTBUS
3aaHuio Ha NpoBeAeHNe yYKka3aHHOW 3KCNepTU3bi;

2) npuvHMMaeT pelleHMe O MOATBEPXOEHUN TrOCydapCTBEHHOW perncrpaumm
nekapcTBeHHOro npenapata unv o6 oOTkase B MNOATBEPXAEHWUM TOCyAapCTBEHHOW
perncTpauumn nekapCTBEHHOro npenapaTa;

3) BHOCUT nNpVU MPUHATUM pPEeLUeHUss O NOATBEPXKAEHUM TOCYAapCTBEHHOM
perucTpaumMm nekapcTBEHHOro npenapata CBEAEeHWss B TOCYAapCTBEHHbIN peecTp
NeKapCTBEHHbIX CpPeAcTB W BbiaaeT 3asBuTEN0 6eccpovyHoe perncrpaunoHHoe
YAOCTOBEpeHME NEKapCTBEHHOMO Npenapara.

13. OcHoBaHveM ans OTKasa B MOATBEPXAEHMM rOCYAapCTBEHHOW perncrpaumm
NeKapCTBEHHOIO npenapara aBnseTcs 3aKnyeHve COOTBETCTBYHOLLErO
YMNOSTHOMOYEHHOrO beaepanbHOro opraHa MCNOMHUTENbHOW BRactM O TOM, YTO PUCK
NPUYMHEHNA Bpeda 340pOBbI0  4YenoBeka WM XMBOTHOMO BCMEACTBME npuema
nekapcTBEHHOro npenapaTa npesbillaeT 3PPEKTUBHOCTb Er0 NPUMEHEHUS.

(B pen. PepepanbHoro 3akoHa oT 04.06.2018 N 140-93)

14. B nepuon npoBegeHus npoueaypbl MNOATBEPXOEHUS rocynapCTBEHHOW
permcTpauumn nekapcTBEHHOro npenaparta ero obpaileHme B Poccuinckon ®egepaumm He
npuocTaHaBnNMBaeTCs.

15. [JonyckaeTcs obpalleHne nekapCTBEHHbIX NpenapaToB 4O MCTEYEHUA cpoka
rogHOCTW, NMPOU3BELEHHbIX B TeYeHMEe CcTa BOCbMMOECATU KaneHgapHbIX OHEW nocne
AaTbl NPUHATUS YNOSTHOMOYEHHbIM dbeaeparibHbIM OpraHOM WCMOSTHUTENBHOW BIiacTu
peweHns o NoATBEPXOEHUM TrOCydapCTBEHHOW perncrpaumMm, B COOTBETCTBUU C
WHOpMaUKnen, coaepxawencs B OOKYMEHTax pernctpauMoHHOro [Jocbe Ha
nexkapcTBEHHbIV Npenapar 4O AaTbl NPUHATUS TAKOro peLLeHust.

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

Cratba 30. BHeceHMe wu3MeHeHUW B [OOKYMEHTbl, coaepXxawmecsa B
perncTpauMoHHOM [OCbe Ha 3aperncTpUpoOBaHHbIA JIEKAPCTBEHHbIN npenapar
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Onsi MegQULMHCKOro NpuMeHeHus

1. B uenax BHeceHMS W3MEHEHUA B [JOKYMEHTbl, cofepxaiwimecs B
perncTpaunuoHHOM [AOCbe Ha 3aperncTpupoBaHHbIN NEKAapCTBEHHbIA npenapart Aans
MEOVUUMHCKOrO  MPUMEHEHUS, OepXaTenb wunu  Brageney  peruMcTtpaumoHHOro
yOOCTOBEPEHNSA FIEKAPCTBEHHOro npenapata WM  YNOSIHOMOYEHHOE UM  Apyroe
topuanyeckoe nuuo (Janee B HacTosweW cTaTbe - 3asBuTenb) npeacraBnseTr B
YNOSTHOMOYEHHbIN  befeparnbHbii  OpraH WCMONHUTENBLHOMW BflaCTU  3aaBfieHne o
BHECEHMM TakmMX W3MEeHeHuhn no ¢QopmMe, YCTaHOBMEHHOW  YMNONHOMOYEHHbIM
deaeparnbHbIM OPraHoM UCNOSTHUTENBHOW BNACTW, U Npunaraemble K HEMY U3MEHEHUS B
yKa3aHHble [OKYMEHTbl, a Takke [AOKYMEHTbl, noaTBepXxaakwowme HeobxoanMmMoCTb
BHECEHUNS TaKNX UBMEHEHUI.

(B pen. PepepanbHblx 3aKoHOB OT 22.12.2014 N 429-03, ot 04.06.2018 N 140-$3)

KoHcynbTaHTlInoc: npumevaHue.
C 01.01.2021 B 4. 1.1 cT. 30 BHOCATCA n3ameHeHust (3 o1 27.12.2019 N 478-d3).

1.1. Tlpn HeobGXOOUMOCTM BHECEHWA B [AOKYMEHTbl, cogepxawuecs B
perMcTpaunoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapaTt ans
MEOVLMNHCKOrO NPUMEHEHUA, N3MEHEHUN, YKa3aHHbIX B MyHKTE 3 4YacTu 2 HaCTOosALLen
ctatbh M Tpebylwmx nNpoBeOeHUs 3IKCNEepTU3bl KavyecCTBa fEeKapCTBEHHbIX CPeacTs,
3asBUTENb OOMNOMHUTENBHO NPEeACTaBnseT B YNOMHOMOYEHHbIN dbeaeparbHbI opraH
NCMNOSTHUTESTbHOM BACTU KOMWIO NIMLEH3UM HA NPOU3BOLCTBO JIEKAPCTBEHHbIX CPEACTB
UM KOMWUIO 3aKMiYeHUss O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHbLIX CPEeacTB
TpeboBaHMAM npaBuyl  Hagnexawen nNPOM3BOACTBEHHON MNPAKTUKW, BblOaHHbIX
YNONMHOMOYEHHbIM heaeparnbHbiM OpPraHoOM WCMNOSTHUTENbHOW BNacTu B OTHOLUEHUMU
N3MEHEeHHOW U (MnNKn) AOMOSIHEHHOW MNPOU3BOACTBEHHOW MMOLWAAKA JeKapCTBEHHOro
npenapaTta, B Cfy4ae, €CnuM  NpPOM3BOACTBO  JlIeKApCTBEHHOrO  npenapaTta
ocyuiectensetca B Poccuiickon ®egepaumnm, nnbo KOMNuo BbIGAHHOW YNOTHOMOYEHHbIM
OpraHoM CTpaHbl Npou3BOAUTENS NUUEH3UM Ha NPOM3BOACTBO JIEKApCTBEHHOro
npenapaTa 1 ee NepeBo Ha PYCCKUN A3bIK, 3aBepPeHHble B YCTAaHOBIIEHHOM MOpPsAKe, a
TakkKe KOMWUIo 3aKIioYeHUs O COOTBETCTBUM MPOU3BOAMTENS NIEKAPCTBEHHbIX CPEeAcCTB
TpeboBaHMAM nNpaBun  Haanexawen npou3BOACTBEHHOW MPAKTUKW, BblAAHHOMO
YNONMHOMOYEHHbIM heaepanbHbiM OpPraHoOM WCMNOSTHUTENBHOW BNacT B OTHOLUEHUMU
N3MEHEeHHOW U (MnNKn) AOMOSIHEHHOW MNPOU3BOACTBEHHOW MMOLWAAKA JeKapCTBEHHOro
npenapaTta, WM KONUKO pPEeLleHns  YNONHOMOYEHHOro dedepanbHOro  opraHa
NUCMNOSTHUTENBHOM  BRacTM O  NPOBEAEHUMUM  MHCMNEKTUPOBAHUS  MPOM3BOOUTENS
neKkapCcTBEHHbIX CPeAcTB B Criydae, ecnu Nnpou3BOACTBO fleKapCTBEHHOro npenapara
ocyuwiecTensaeTcs 3a npegenamun Poccuiickon ®eagepaumm.

(wactb 1.1 BBegeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-$3)

KoHcynbTaHTlnoc: npumevaHue.
C 01.01.2021 B 4. 1.2 cT. 30 BHOCATCA n3ameHeHus (3 ot 27.12.2019 N 478-d3).

1.2. Tllpn HeobGXOOMMOCTM BHECEHWA B [OOKYMEHTbl, cogepxawuecs B
perMcTpaunoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapaTt ans
MEOVLMNHCKOrO NPUMEHEHUA, N3MEHEHUN, YKa3aHHbIX B MyHKTE 4 4YacTu 2 HacTosALLen
cTatbh M Tpebylwmnx npoBeOeHUs IKCMEepPTU3bl KavyeCTBa fEeKapCTBEHHbIX CPeacTs,
3asBUTENb OOMNOMHUTENBHO NPEeACTaBnseT B YNOMHOMOYEHHbIN dbedeparbHbIi opraH
NCMNOSTHUTESTbHOM BACTU KOMWMIO NIULEH3UM HA NPOU3BOLCTBO JIEKAPCTBEHHLIX CPEACTB
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N KOMWUIO 3aKMtoYeHUss O COOTBETCTBMM MPOU3BOAUTENSA JEKAPCTBEHHbLIX CPEnCTB
TpeboBaHuAM npaBun  Hagnexawen nNPoOM3BOACTBEHHON MNPAKTUKW, BblOaHHbIX
YNONMHOMOYEHHbIM (hefeparnbHbiM OpraHoOM WCMOSTHUTENbHOW BnacTu B OTHOLUEHUMU
NPON3BOACTBEHHON MIOWAAKM JIEKApCTBEHHOrO0 Mpenapata, B Cnyyae, ecnu
NpoOn3BOACTBO JIeKapCTBEHHOr0 npenapara ocyulectenseTtcsa B Poccunckon egepauuu,
nMBo KONWUK BbIgAHHOM YNOSTHOMOYEHHBIM OPraHOM CTpaHbl NPOM3BOAUTENS NIULIEH3UN
Ha NPOW3BOLCTBO JEKapCTBEHHOrO rnpenapata M ee nepeBo Ha PYCCKUN A3blK,
3aBepeHHbIe B YCTAHOBIIEHHOM MOPSAKe, a TaKKe KOMUIO 3aKMio4YeHUs O COOTBETCTBUM
Npou3BOOMTENSA JEKAPCTBEHHbIX CpeacTB TpeboBaHusM npaBwun  Hagnexawen
NPON3BOACTBEHHOWN MPAKTUKW, BblAAHHOIO YMNOSIHOMOYEHHbIM doedeparibHbIM OpraHoMm
NCNOJSTHUTESTbHOM BRAcT B OTHOLLEHUN NMPOU3BOACTBEHHOW MNOLWLAAKN NEKAaPCTBEHHOIO
npenapaTta, WM KOMNUKO peLleHns  YNOfHOMOYEHHOro dedepanbHOro  opraHa
NUCMNOSTHUTESNTBHOM  BRAacTM O  NPOBEAEHUMUM  MHCMNEKTUPOBAHUS  MPOM3BOOUTENS
neKapcTBEHHOrO CpeacTBa B Criydae, ecnv nNpou3BOLCTBO NleKapCTBEHHOrO npenaparta
ocyuwiecTBnsaeTcs 3a npegenamun Poccuickon ®eaepauun.

(wacTtb 1.2 BBegeHa PepepansHbiM 3akoHoM OT 04.06.2018 N 140-$3)

1.3. MNpuHATME pelleHnss 0 BHECEHUN U3MEHEHUMA U 06 OTKase BO BHECEHUU
M3MEHEHNA B [OOKYMEHTbl, coAepxawmecsa B pPermcTpaumMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NIEKAPCTBEHHbIN NpenapaT ANna MeOUUMHCKOro NpUMEHeHus, B
cnyyae HeobXxo4MMOCTM NPOBELEHUS SKCNEPTU3bI KaYeCcTBa JIEKapCTBEHHbIX CPEeACTB U
(Mnn) aKkcnepTU3bl OTHOLLEHUS OXMOAEMOW NOJSIb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBEHHOro npenapara ans MeamuuHCKOro NpMMeHeHust OCyLEeCTBASIETCA B CPOK,
He npeBblakwmnn gesBaHocTa paboymx AHEW, a B OCTanbHbIX Cry4yasiX B CPOK, He
npeBbllLaWmMn  Tpuguatnm pabounx OHerW CO [OHA MPUHATUS  YNOSTHOMOYEHHbIM
denepanbHbIM  OpraHoOM  UCMNOMHUTENBbHOW BRAcTU 3asiBieHUsT O BHECEHUW TaKuX
N3MEHEHUN.

(wacTtb 1.3 BBegeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-$3)

1.4. YnonHoMo4eHHbIN doeaeparnbHbIi OpraH UCNONHUTENBbHOM BAACTU C y4eTOM
pe3ynbTaTtoB papmakoHag3opa M NpOBEepOK COOTBETCTBUS NeKapCTBEHHbIX CPeacTs,
Haxo4sALWMXCS B rpaXxaaHCKoOM obopoTe, yCTaHOBMEHHbIM TpeboBaHNSAM K UX Ka4eCTBY B
TedyeHue gecaTtn pabounx OHen Co OHS NOCTYNNEeHUs COOTBETCTBYOLEN MHGOpMaLun
pasMellaeTr Ha CcBOeM odwuumanbHoM cante B cetun "UHTepHeT" cBegeHus o
Heob6XO4MMOCTU BHECEHUSS B WHCTPYKUMIO MO  MEOULMHCKOMY  MPUMEHEHUIO
nekapCTBEHHOro npenapaTta M3MEHEHMW B OTHOLLUEHMM CBEOEHUN O MnokasaHuaxX Onis
NPUMEHEHNA U MPOTUBOMOKa3aHUAX O NPUMEHEHMS JieKapCTBEHHOro npenapara,
BbISIBNEHHbIX MNOOOYHBLIX OENCTBUAX, HEXenaTeslbHbIX peakuusax npu MNpUMeEHeHUn
nekapCTBEHHOro npenapata v yBegomnseT 00 3TOM B 3NEKTPOHHOM opme unu
MMCbMEHHOW dopme (Ha OymaxHOM HoOcuTene) pgepxartens wnu Bragenbua
perncTpauuoHHOro yaoCToBEPEHUS NeKapCTBEHHOro npenapara (UM ynofHOMOYEHHOe
UM Opyroe puvaudeckoe Inuvuo), a Takke JdepxaTtenem wunu - Bragenbues
perncTpaunoHHbIX YOOCTOBEPEHUN NIEKAPCTBEHHbIX NpenapaTos (MM YNONHOMOYEHHbIX
UMW OPYrux PUANYECKNX NNL), KOTOPbIE SBMSIOTCA B3auMO3aMeHSEMbIMMU.

(4yacTtb 1.4 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

1.5. [Oepxaten wunu  Bnageney  perucTpauMoHHOro  yOOCTOBEpeHus
nekapCTBEHHOro npenapaTa, a Takke Aepxatenu unu Bragenblbl perncTpaLmMoHHbIX
yOOCTOBEPEHNN FeKapCTBEHHbIX MpenapatoB (UMW YNONHOMOYEHHbIE UMW Apyrue
topnandeckmne nuua), KoTopble ABMASIOTCA B3auMO3aMeHseMbIMN, 0683aHbl NpeacTaBUTb
B YMNOSIHOMOYEHHbIN pbeaeparnbHbI OpraH WCMOMHUTENbHOMW BracTu 3asiBfeHus o
BHECEHUN U3MEHEHUN B AOKYMEHTbI, codepXalinecs B permcTtpauuoHHbIX OOCbe Ha
3aperncTpupoBaHHble fnekapcTBeHHble NpenapaTbl ANng MegUUMHCKOrO MpUMEHeHus, B
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OTHOLLUEHUU CBEAEHWUN, YKasaHHbIX B WHCTPYKUMM MO MeOUUMHCKOMY MPUMEHEHUIO
NeKapCcTBEHHbLIX MpenapaToB, B TeYEeHME Copoka paboymx OHeW CO OHSA pa3MeLleHus
YNONHOMOYEHHbIM defeparnbHbiM OpPraHOM WCMOMHUTENbHOM Bractu uHOopMaLmu,
yKkaszaHHon B yactu 1.4 HacToswen ctatbl. [laHHOe TpeboBaHne He pacnpocTpaHseTcs
Ha crydyau BHECEHUS B MHCTPYKLMIO NO MeANLUUHCKOMY NPUMEHEHUI0 NeKapCTBEHHOIo
npenapata W3MEHEHUWW B OTHOLIEHMM HOBbIX MOKa3aHW AOns  NPUMEHEeHUs
NneKapCcTBEHHOro npenapata Ha OCHOBaHWW  pe3yrbTaTOB  COOTBETCTBYHOLLUX
nccnegoBaHun.

(wacTtb 1.5 BBegeHa PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

2. JKcneptmsa neKkapCTBEHHbIX CPeACcTB B 4aCcTW  3KCNepTusbl KayecTsa
neKapcTBEHHOro cpeactsa U (MNKU) 3KCNepTU3bl OTHOLLEHUS OXUOAeMOW Monb3bl K
BO3MOXHOMY PWUCKY MNPUMEHEHUS FEeKapCTBEHHOro npenapata And MeauuMHCKOro
NPUMEHEHNA NPOBOANTCS B CNy4Yae BHECEHUSI UBMEHEHUW B JOKYMEHTbI, CogepXxallmecs
B PEerucTpauMoHHOM [0Cbe Ha 3aperMcTpuMpOBaHHbIA NEeKapCTBEHHbIW npenapaT, B
OTHOLLUEHUMU:

1) cBeOeHW, yKasaHHbIX B WHCTPYKUMM MO MEeOULMUHCKOMY NPUMEHEHMIO
neKkapcTBEHHOro npenaparTa:

a) nekapcTBeHHad opmMa C YyKaszaHVeM HauUMEHOBAHUW U KONMYECTBEHHOIO
cocTaBa AeNCTBYHOLUMX BELLECTB N KaYEeCTBEHHOIO CoCcTaBa BCNOMOraTebHbIX BELLECTB
(Npn HEOBXOANMOCTM KONIMYECTBEHHOIO COCTaBa BCMOMOraTesibHbIX BELLECTB);

0) dapmakogmMHamuka U hapMakoKMHETMKA (3a UCKITOYEHMEM (PapMaKOKMHETUKN
roMeonaTn4yecknx JIeKapCTBEHHbIX MPEnapaTtoB WM PaCTUTENbHbIX JIEKAPCTBEHHbIX
npenapaToB);

B) NOKa3aHus ANs NPUMEHEHWS;
r) NpoTUBONOKa3aHusi AN NPUMEHEHNUS;
A) Mepbl NPeaoCTOPOXHOCTM NPU NMPUMEHEHUM;

€) yKasaHue BO3MOXHOCTM U OCOBEHHOCTEN MPUMEHEHUS NEKAapPCTBEHHOrO
npenapaTa ans MeauLUUHCKOro NPMMEHeHUs1 6epeMeHHbIMM XKEHLLIMHAMU, XEHLLIMHaAMN B
nepuvoa rpyaHoro BCKapMNMBaHUs, AETbMW, B3POCMbIMU, UMEKLWUMU XPOHUYECKME
3aboneBaHus;

X) pexunm 0Oo3MpoBaHusi, CNOCOObl BBEAEHUS N MPUMEHEHMUS, NPU HEOBXOOUMOCTU
BpeMs NpMema NnekapCcTBEHHOroO npenapaTa, NPoAoKNUTENBbHOCTb NEYEHUs1, B TOM YMCre
y AeTen oo 1 nocrne ogHoro roga;

3) BO3MOXHble NoBoYHbIE OENCTBUS N HeXenaTerbHble peakuun npy NpuMeHeHnn
neKkapcTBEHHOro npenapaTa;

1) CUMMNTOMbI NepPeo3NPOBKM, MEPbI MO OKa3aHW0 MOMOLLM NpU NEPEeAO3MPOBKE;

K) B3aumogeuncTsme ¢ ApYrmmu riekapCTBEHHbIMY rnpenapaTamu u (Mnv) nuLeBbIMU
npoayKTamu,

n) dopMbI BbIMyCKa fleKapCTBEHHOro npenapara;

M) ykasaHue (nNpy HeobxoouMOoCTM) OCOBEeHHOCTEW AEeWCTBUSA feKapCTBEHHOro
npenaparta npv NepBoM Npueme Unun npun ero OTMeHe;
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H) cBeOeHWsi O BO3MOXHOM BIfMSIHUM TNEKAPCTBEHHOrO npenapaTta Ans
MEeONLIMHCKOIro NPUMEHEHNSI Ha CMOCOOHOCTb yNpaBnsiTh TPaHCMOPTHLIMU CPEACTBaMMU,
MexaHM3MaMmu;

0) CPOK roAHOCTV U yKa3aHue Ha 3anpeT NpUMeHeHUs nekapcTBEHHOro npenapara
MO UCTEYEHMMN CPOKA FOAHOCTMU;

n) YyCNoBUSA XpaHEHWS;
p) ycnoBus oTnycka;
2) cocTaBa flekapCTBEHHOro npenapaTta ang MeanunuHCKOro npuMeHeHus;

3) wu3MeHeHMst MecTa NPOM3BOACTBA JleKApCTBEHHOro npenapata Aans
MeOULNHCKOTO NPUMEHEHUS;

4) wun3MeHeHWs nokasaTenenM KayecTBa JleKapCTBEHHOro npenapata Ans
MEAMUMNHCKOrO MPUMEHEHUS U (MNN) METOOOB KOHTPOSS KayecTBa JleKapCTBEHHOro
npenaparta ans MeauuuHCKOro NnpuMeHeHus;

5) n3amMeHeHus1 cpoka rogHOCTU feKapCTBEHHOro npenapata Ans MeauuUMHCKOro
NPUMEHEHUS;

6) cBegeHUn O HeEOBXOOAUMMOCTM BHECEHUSA WHbBIX U3MEHEHWA B WMHCTPYKUMIO MO
MeANLUVHCKOMY NPUMEHEHUIO NIeKapCTBEHHOMO npenapara, a Takke B UHble JOKYMEHThI,
coaepxalmeca B permctpaumMoHHOM AOOCbe Ha 3aperMcTPMpPOBAHHbLIN NEKapCTBEHHbIN
npenapat. Npn 3TOM pelieHne o0 NPoBEOEHMN IKCNEPTU3bl Ka4yeCTBa fNeKapCTBEHHbIX
cpeactTB u (Mnn) aKCNepTU3bl OTHOLUEHUS OXWOAAEMOMW MOSb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNA  NEKapCTBEHHOro npenapata Ana  MeOUUUMHCKOrO  MPUMEHEHUS
NPUHUMAETCA B COOTBETCTBUM C YTBEPXKAEHHOW YNONTHOMOYEHHbIM eaepanbHbIM
OpraHoM MCMNOSHUTENBbHOW BRAcTU Kraccudpukaumen WU3MEHEeHUN, BHOCUMbIX B
OOKYMEHTbI, coepXalwmeca B PerMcrpauuoHHOM [OCbe Ha 3aperMcTpupoBaHHbLIN
neKapCcTBEHHbIN npenapar.

(4acTtb 2 B pea. PeagepanbHoro 3akoHa oT 22.12.2014 N 429-03)

KoHcynbTaHTlInoc: npumevaHue.
C 01.01.2021 4. 3 cT. 30 nsnaraetca B HoBow pegakuum (3 ot 27.12.2019 N 478-d3).

3. C 3asBneHneM O BHECEHUM WU3MEHEHUA B [OKYMEHTbI, cofepXalinecs B
perMcTpaunoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapaTt ans
MEANLNHCKOro NPUMEHEHNS, HapsiAy C AOKYMEHTaMM, Yyka3aHHbIMU B YacTh 1 HacTosILwen
cTaTtbW, 3asiBUTENb nNpeacTaBnseT KOMMM [OOKYMEHTOB, NOATBEpXJawwux ynnaty
rocygapCTBEHHOW MOWMMHbI 3@ BHECEeHMe B [OOKYMEHTbl, coaepxalwmecs B
perMcTpaunuoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapaTt ans
MEAMUNHCKOrO MNPUMEHEHUNSA, W3MEHEHUN, Tpedylwmnx npoBeAeHUs 3KCnepTu3bl
nekapCTBEHHbIX CPEACTB B 4aCTM 3KCMNEPTU3bl Ka4YeCTBa fIeKapCTBEHHOro cpeactBa u
(Mnn) aKkcnepTn3bl OTHOLLEHUS OXMOAEMOW MNOJSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBeHHOro npenapata Ansg  MeaOUUMHCKOro MNPUMEHEHUsl, TrocyaapCTBEHHOM
MOLUSINHBI 3a BHECEHWE B AOKYMEHTbI, CoaepXalnecsa B permcTpaumoHHOM OOCbe Ha
3aperncTpupoBaHHbIN NleKapCTBEHHbIA npenapat Ang MeOULUUHCKOro MPUMEHEHUS,
N3MeHeHN, He TpebyroLmx NPpoBeAEHNS IKCNEPTM3bl JIEKAPCTBEHHOIO cpeacTBa, nnbo
BrNpaBe NpeacTaBuTb N0 COOCTBEHHOM MHULMATUBE YKa3aHHble AOKYMEHTbI. B cny4vae mx
HenpeacTaBfieHNA YMNOSIHOMOYEHHbIN doefepanbHbI OpraH UCMOMHUTENbLHOW BNacTu
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npoBepsieT akT ynnatbl rOCy4apCTBEHHbIX MOWNH 3asBUTENEM MOCPeaCTBOM
ncnonb3oBaHusa nHdopMaumm ob ynnaTte rocy4apCTBEHHbIX MOLUMMH, COAepXKaLlencs B
"ocypapcTBEHHOM MHAOPMALMOHHOW CUCTEME O rOCYAAapPCTBEHHbBIX U MyHULMNANbHbIX
nnaTtexax, Ha OCHOBaHWW MpPEeACTaBfEHHbIX 3asBUTENEM KOMUA  OOKYMEHTOB,
NoATBEPXAAOLMX yNnaTy rocygapCTBEHHON MOLUSMHbI.

(4actb 3 B pea. PeagepanbHoro 3akoHa oT 22.12.2014 N 429-03)

4. B TeyeHne gecatn paboumx AHEW CO AHS NOCTYNSIEHUS YKa3aHHOro B YacTtu 1
HacTosWENn CTaTbW 3asiBfiEeHUss U HeobXOOMMbIX [AOKYMEHTOB YMNOSTHOMOYEHHbIN
denepanbHbIM OpraH UCNOMHUTENBHOW BRACTU:

1) NpoBOAUT NPOBEPKY MOMHOTbI M AOCTOBEPHOCTU CBEAEHWIA, COoAepKalLUMXcs B
npeacTaBneHHbIX 3asBUTENEM MaTepuanax;

2) NpuHMMaeT peLleHne O NPOoBEeAEHUM yKa3aHHbIX B YacTu 2 HACTosLWen cTaTbu
COOTBETCTBYIOLMX SKCMEPTM3 NleKapCTBEHHOro cpeacrtea wunu o6 oTkase B UX
npoBeaeHuu;

3) yBeaoMnseT B ANIEKTPOHHOM UMM NMUCbMEHHOW hOpMe 3asiBUTENSI O NPUHSATOM
peLLeHMn NN B cryvae NpUHATUS pelleHns 06 oTkase B NpoBeAEHUN COOTBETCTBYIOLLEN
9KCNepTn3bl C yKaszaHMEM NPUYMH TaKOro oTkasa.

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

4.1. B cnyyae BbIsiIBNEHUSS HEOOCTOBEPHOCTM CBELEHWW, COAEPXKALLMXCS B
npeacTaBneHHbIX 3asiBUTenemM martepuanax, YrnonHOMOYEHHbIN doefeparibHbI OpraH
MCNOMHUTENbBHOW BracTW HanpasnseT 3asBUTENIO 3anpoc 06 YTOYHEHUM YKa3aHHbIX
cBegeHuin. [JaHHbIM 3anpoc MOXeT OblTb nepeaaH ynosIHOMOYEHHOMY MPeaCTaBUTEN!HO
3a8BUTENS NTMYHO MOA PacnuCKy, HanpasneH No NoYvTe 3akasHbiM NMCbMOM UK NepefaH
B ONEKTPOHHOM dopMe Mo TeNleKOMMYHUKALUMOHHBLIM KaHanam cBasn. B cnyvae
HanpasneHus [aHHOro 3anpoca Mo MoyTe 3akasHblIM MUCbMOM OH CYUTaeTCs
NOSTy4YEHHbIM MO UCTEYEHUM LLUECTUN OHEN C AaTbl HanpasfeHNsa 3aKka3Horo NMcbma.
(yacTtb 4.1 BBegeHa PefepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3agsutenb o00s13aH nNpeacTaBUTb OTBET Ha 3anpoc YMNOSHOMOYEHHOro
dreieparnbHOro opraHa UCMNONHUTENBbHOM BNacTy B CPOK, He MpeBbilaloLwmnm AeBAHOCTa
pabounx OHEen CO OHA nonydYeHus gaHHoro 3anpoca. Cpok, ykasaHHbI B 4Yactn 4
HacTosILEN cTaTbW, NPMOCTAHABIMBAETCA CO OHS HanpaBfeHusl 3asiBUTENH0 3anpoca
YNONHOMOYEHHOro doefiepasnibHOro opraHa UCNOSTHUTENBHOW BAACTM 4O OHSA NOSyYeHus
MM OTBETa Ha AdaHHbIA 3anpoC U He Y4YuTbiBAeTCs MPU UCYUCIIEHUN CPOKa MPUHATUSA
pelweHns 0 BHECEHUN U3MEHEHUI B OOKYMEHTbI, coaepXallumecs B perncrpaumoHHOM
0OCbe Ha 3aperncTpupoBaHHbIA NEeKapCTBEHHbIM npenapaTt Ana  MeOUUMHCKOro
NPUMEHEHNS.

(wacTtb 4.2 BBegeHa PenepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHvneM s 0TKa3a B NpoBeAEHMN YKa3aHHbIX B YaCcTU 2 HACTOSLLEN CTaTbn
3KCnepTu3 SABNSeTCs NpeacTaBrieHMe OOKYMEHTOB, MepeyucrieHHbiX B vactax 1 um 3
HacTosilen cTaTbl, B HenonHoMm obbeme, HenpeacTaBneHve 3adBUTENEM B
YyCTaHOBIEHHbLIN CPOK OTBETa Ha yKa3aHHbIM B 4yacTu 4.1 HacTosiwen ctatbu 3anpoc
YNONMHOMOYEHHOro dheepanbHOro opraHa UCNONTHUTENBHOW BI1aCTH, a Takke OTCYyTCTBME
B NpeacTaBfeHHbIX [OOKYMeHTax [OOCTaTOYHbIX CBeAeHuW, NOoATBepXOaroLmx
Heob6XoANMOCTb BHECEHUS N3MEHEHUN, nnm OTCyTCTBME MHdopMaLnu,
nogTeepxaatowen akt ynnatbl rocygapCTBEHHbIX MOLWSIMH, YKa3aHHbIX B 4actu 3
HacToALLEN CTaTbW.

(B pen. PepepanbHblx 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)
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6. YkasaHHble B YacTu 2 HaCTOsLLEeN CTaTbW SKCNepTU3bl NPOBOAATCHA B NoOpsake,
yCTaHOBEHHOM cTaTben 23 HacToswero ®egepansHOro 3akoHa.

7. B cpok, He npeBblLlaloLWLnin 4ecaT paboyumx gHEen Co AHA NoNyYeHUs 3aKkNYeHni
KOMWUCCUM 3KCMEepPTOB MO pesynbTaTaM YKasaHHbIX B 4acTW 2 HaACTOAWeW craTby
3KCNepTun3, YNOoNHOMOYEHHbIN beeparibHbI OpraH UCNOSTHUTENBHOW BNACTU:

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

1) NnpMHMMaeT pelleHne O BHECEHUM U3MEHEHUN B AOKYMEHTbI, cogepXalunecs B
perncTpaunoHHOM [AOCbe Ha 3aperncTpupoBaHHbIN NEKAapPCTBEHHbIA npenapart Aans
MEANLMNHCKOro NPUMEHEHMS, NN 006 OTKa3e BO BHECEHUWN TaKUX UBMEHEHWI;

2) BHOCUT B rocyfdapCTBEHHbIN PeecTp JlekapCTBEHHbIX CPeACTB Ha OCHOBaHWUU
peLleHns O BHECEHUN U3MEHEHUI B JOKYMEHTbI, COAepXallmMecs B pernctpaumoHHOM
0OCbe Ha 3aperncTpMpoBaHHbIA JIeKapCTBEHHbIM npenapat Ansg  MeguuMHCKOro
NPUMEHeHNs, HeobxoauMble U3MEHEHUS 1 BO3BPaLLaeT UX 3asBUTENIO;

3) BblOaeT 3asaBUTEN0 HOBOE PErnmcTpaumoHHOe yOOCTOBEPEHNE NeKapCTBEHHOIO
npenapaTa B crniyyae U3MEHEHUS CBEAEHNN, COAEPXKALLMXCS B HEM.
(n. 3 BBegeH PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8. OcHoBaHveM Anist 0TKa3a BO BHECEHUN N3MEHEHMWI B AOKYMEHTbI, COAepKaLlmecs
B PErMcTpaumoHHOM [OCbe Ha 3aperncTpupoBaHHbIA NEeKapCTBEHHbIM npenapaTt ans
MEANLMNHCKOrO NPUMEHEHUS, SABMSETCA 3aKNioYeHne ynonHOMOYEHHOro deaeparnbHOro
opraHa UCMNONHUTENbHOM BNacTu O BO3MOXHOCTU CHWXKEHMs 6e30nacHOCTU, Ka4yecTBa,
3PPEKTMBHOCTU NIEKAPCTBEHHOIO CPeACTBa B Cllydae BHECEHUS TaKNX NU3MEHEHUN.

9. [onyckaetcs oOpaljeHne nekapCTBEHHbIX npenapaTtoB A MeOULUHCKOro
NMPUMEHEHNA OO0 WCTEYEHUsI CPoKa rOO4HOCTW, NPOU3BEOEHHbIX B TeYeHMe CTa
BOCbMWOECATU AHEN Nocne AaTbl NPUHATUSA YNOMHOMOYEHHbIM doefepanbHbIM OpraHomM
WUCNOSMTHUTENbHON  BfacTM  pelweHnss O BHECEHUM W3MEHEHUA B  OOKYMEHTbI,
cogepxalumecss B PErncTpauMoHHOM [0Cbe, B COOTBETCTBUM C MHAOpPMaLMEN,
coepxallencsa B JOKYMEHTax perMcTpaumoHHOro 4OCbe Ha NeKapCTBEHHbIN npenapaT
00 AaTtbl MPUHATUS TAaKOro PeLLEHNS.

(wactb 9 B pea. PepgepanbHoro 3akoHa oT 22.12.2014 N 429-03)

Cratba 31. BHeceHMe wu3MeHEeHMM B [OOKYMEHTbl, coAepXxawmecs B
permcTpauMoHHOM OOCbe Ha 3aperMcTpMpoBaHHbIA NeKapCTBEHHbIAN npenapar
ONA BeTepUHapHOro npumMmeHeHus

KoHcynbTaHTlIntoc: npumeyaHme.
C 01.01.2021 B @63. 1 4. 1 cT. 31 BHOCATCA M3MeHeHus (D3 oT 27.12.2019 N 478-D3).

1. B uenax BHeceHUs WU3MEHEHUWW B [JOKYMEHTbl, coAepxalwmecs B
pPerncTpaunuoHHOM [0Cbe Ha 3aperMcTpupoBaHHbLIN NeKapCTBEHHbIW npenapaT Ans
BETEPUHAPHOrO MpUMEHeHus, JdepxaTtenb WNu Briageney  perncTpaunuoHHOro
yAOCTOBEPEHUA NEKapCTBEHHOro npenapata WM  ynonHOMOYEeHHOE UM  Apyroe
topugudeckoe nuuo (ganee B HacToslLeW cTaTbe - 3asBUTENb) MpeacTaBndeT B
YNONMHOMOYEHHbIM  (pedeparnbHbI  OpraH WUCMOSTHUTENBHOW BacTu 3asiBNeHue o
BHECEHUM Takmx W3MEeHeHuhn no opmMe, YCTaHOBMEHHOW YMNONHOMOYEHHbIM
deeparnbHbIM OPraHoM UCNOSTHUTENBHOW BNAcTU, U NpunaraemMble K HEeMy U3MEHEHUS B
yKasaHHble [OKYMEHTbl, a Takke [AOKYMeHTbl, noaTreepxjawowme HeobxoanMMoCTb
BHECEHUS TaKUX n3MeHeHUn. Npu HeobXoaUMOCTN BHECEHNSA U3MEHEHUI B AOKYMEHTHI,
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cofepxawimeca B permcTtpaumoHHOM OOCbe Ha 3aperMcTpMpOBaHHbLIN NeKapCTBEHHbIN
npenapaT 4nsi BeTePMHapPHOro NPUMEHEHUs, B Criydasx U3MeHeHNs 1 (Unu) ONONHEHUs
NPOM3BOACTBEHHOM MNMIOWALKM JIEKApPCTBEHHOINO CpeacTtBa, a TakKKe W3MEHEHUs
nokasaTtesien kKayecTBa fiekapCTBEHHOro npenapara Ansi BETEPUHAPHOro NPUMEHEHUS U
(M) MeToOoB KOHTPONA KayecTBa NeKapCTBEHHOro npenapaTta Afis BeTepuHapHOro
NPUMEHEHNA  3aABUTENb  OOMNOSHUTENbHO NpeacTaBnseT B YNOAHOMOYEHHbIN
drefieparbHbIN OpraH UCNONMHUTENBHOW BNacTy crieayowme JOKYMEHTbI:

KoHcynbTaHTlnoc: npumevdaHue.
C 01.01.2021 B n. 1 4. 1 cT1. 31 BHOCATCA n3ameHeHus (P3 ot 27.12.2019 N 478-d3).

1) Konua nUUEH3MM Ha MNPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB, BblAAHHON
NPOM3BOOUTENIO NEeKapCTBEHHOrO npenapaTta ans BeTEePUHAPHOro NpPUMEHEHUs, AOns
POCCUNUCKUX NMPONU3BOaANTENEMN;

KoHcynbTaHTlnoc: npumevaHue.
C 01.01.2021 B n. 2 4. 1 cT1. 31 BHOCATCA nameHeHus (P3 o1 27.12.2019 N 478-d3).

2) KOMUS §UUEH3MM Ha NPOM3BOACTBO JlEeKApPCTBEHHbLIX CPEeACTB, BblAaHHOM
npon3BoaMTENt0 hapMaLieBTUYECKOM CyOCTaHLmMmM, BXOASLWEN B COCTaB NNEKAPCTBEHHOIO
npenaparta ans BeTepUHaApPHOro NpMMeHeHus!, aAns POCCUNCKNX NPON3BOANTENEN;

3) konua  OOKyMEeHTa, BblAAHHOMO  YMOSTHOMOYEHHbIM  OpPraHoOM  CTpaHbl
Npou3BoaAMTENS ANS KaXXO0W Npon3BoACTBEHHOW NMOLLLAAKN NeKapcTBEHHOro npenapaTa
AnNsi BETEPUHAPHOrO NPUMEHEHNSA N NOATBEPXAAOLWEro COOTBETCTBME MPOM3BOANTENS
nekapcTBeHHOro npenaparta TpeboBaHuAM npaBun Haanexallen npon3BoaCTBEHHOWN
NPaKTUKN, U ero NepeBo Ha PYCCKUM A3blK, 3aBEPEHHbIE B YCTAHOBNEHHOM MOpsAke, a
TakKe KOMUsi 3aKnNiYeHUs O COOTBETCTBUM MPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB
TpeboBaHMAM nNpaBun  Hagnexawen npou3BOACTBEHHOW MNPAKTUKW, BblAAHHOMO
YNOMHOMOY€EHHbIM doefeparnbHbiM  OpraHOM WCMONMHUTENbHOW BRacTu Ans  Kaxaown
NPON3BOACTBEHHOW MrOLWAAKN JIEKApCTBEHHOrO nMpenapata Ans BeTEPUHAPHOro
npUMeHeHns, NMbo KonNus peLLeHns O NPOBEAEHUN UHCNEKTUPOBAHUSA NMPOU3BOANTENS
NEKapCTBEHHbIX CPEACTB, MPUHATOrO YMNOMHOMOYEHHbIM deaeparnbHbiM  OpraHoMm
NCMOMNHUTENbHOW BNacTu AN KaXXaoW Npou3BOACTBEHHOW NIOLLAAKN NeKapCTBEHHOIo
npenapaTta Ang BeTEPMHAPHOro NpUMeHeHus. YKasaHHble JOKYMEHTbI NpeaCcTaBnsoTCa
B Cry4ae, ecnM npOM3BOACTBO IleKapCTBEHHOro mnpenaparta Ans BeTepuHapHOro
NpUMeEHeHNa ocyLlecTBnseTcs 3a npegenamu Poccuinckon depepauunu;

4) Konua  OOKYMEHTa, BblAAHHOrO  YMOSIHOMOYEHHbIM OpraHoM  CTpaHbl
npounssoguTensa apmaueBTMYeckon CyOCTaHuMM 1M NOATBEPXKOAOLWEro COOTBETCTBME
npousBoauTens papMaueBTUYecKon cybcTaHumm, BXOOSALWEN B COCTaB JIeKapCTBEHHOIO
npenapata gns BEeTEPUHAPHOro NPUMEHEHUsi, TpeboBaHMAM npaBun Haanexallemn
NPON3BOACTBEHHOW MNPaKTUKW, WU €ero nepeBo Ha pPYCCKUN $3blK, 3aBEepeHHble B
YCTAHOBMEHHOM TMOpsiAKe, B Cry4yae, €Ccnu npou3BOACTBO hapmaleBTMYECKOMN
cybcTaHumm ocyulecTensaeTca 3a npegenamm Poccunckon epepaumm.

(yactb 1 B peq. PegepanbHoro 3akoHa oT 04.06.2018 N 140-93)

1.1. B cnyyae uameHeHus u (Mnu) OONOSHEHUA MPOWU3BOACTBEHHOM MIOLAnKK
NeKkapCTBEHHOro CpeacTBa [OKYMEHTbl, yKasaHHble B 4YacTu 1 HacToswen craTbMm,
NpeacTaBnAlTCA 3asBUTENEM B OTHOLWEHUW W3MEHAeMon W (Mnn) [ornorHAeMoun
NPOM3BOACTBEHHOW MrowWanKkn nekapcTBeHHOro cpeactesa. PelueHne o BHeceHMM
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M3MEHEeHUN B [OOKYMEHTbl, cojepxawumeca B pPermcTpauMoHHOM [JOCbe Ha
3aperncTpupoBaHHbIM NIeKapCTBEHHbIV Npenapart Ang BeTepuHapHOro NpUMeHeHUs, Unu
06 OTkase B WX BHECEHWN NPUHUMAETCS B cryvyae Heob6XxoaAMMOCTM npoBeneHus
9KCNepTU3bl NEeKapCTBEHHOIO CPpeAcTBa B CPOK, HE MPEeBbILWALWMIA AeBAHOCTA pabodnx
OHEN, a B oCTarnbHbIX Cry4asix B CPOK, He MpeBblalowmmn Tpuguatn paboymx gHen co
OHSA MNPUHATUSA YNONHOMOYEHHbIM hbedepanbHbIM OpraHoOM WUCMOSTHUTENbHOW BNacTu
3asBieHNs1 O BHECEHUWN TaKUX N3MEHEHUN.

(yactb 1.1 BBegeHa PepepansHbimM 3akoHoM OT 04.06.2018 N 140-93)

1.2. B cny4ae peopraHusaumm pepxaTtens unu Brnagenbla pernctpaunuoHHOro
yOOCTOBEPEHNA FEKapCTBEHHOrO npenapata pAns BETEPUHAPHOro MNPUMEHEHWS,
paspaboTuymka unuM Npous3BOaMTENS NEKApPCTBEHHOro nNpenapaTta Afisi BETEPUHAPHOro
NPUMEHEHNA B 3asBfIEHUN O BHECEHUN WU3MEHEHUN B AOKYMEHTbl, CoAaepkalimecsa B
perMcTpaunuoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapaTt ans
BETEPUHAPHOrO MPUMEHEHUS!, YKa3blBAlOTCA OaHHble AOKYMEHTa, NOoATBEPXXAAtoLLEero
BHECeHMe COOTBETCTBYHOLUMX WU3MEHeHUNn B EOWHBING rocygapCTBEHHbIM  peecTp
topuanYeCcKnX nuu, (Ana opraHMsaunin, 3aperncTpupoBaHHbIX Ha TeppUTopun Poccrnmnckon
degepaumnn), v MHOIO AOKYMEHTA, NOATBEPXAAOLLEro peopraHn3aumio puamnyeckoro
nmua (gnNa opraHuM3auun, He 3aperncTpupoBaHHbIX Ha Tepputopun Poccuickon
depepaunn). 3asiBneHne O BHECEHUU U3MEHEHWW B [OKYMEHTbI, codepXalinecs B
PErMcTpaunuoHHOM A0Cbe Ha 3aperMcTpuUpoBaHHbLIN NEKaApCTBEHHbLIM npenapaT Ans
BETEPUHAPHOro NPUMEHEHWS, U Npuraraemble K HeMy OOKYMEHTbl NpeacTaBrsoTca B
YNOSTHOMOYEHHbIN (befeparibHbI OpraH UCNOSTHATESTbHOM BIIaCTU He NOo34Hee YeM Yepes
Tpyauate pabounx gHEen CO AHS BHECEHUS COOTBETCTBYIOLLMX U3MEHEHUN B EAWHbIN
rocygapCTBEHHbIV PEECTP HPUANYECKUX NNL, (A8 OpraHM3aunin, 3aperncTpmpoBaHHbIX
Ha TeppuTtopumn Poccunckon degepaumm) unm co OHA NPUHATUS COOTBETCTBYHOLLEro
OOKYMEeHTa, NOATBEPXAAloWero peopraHu3aumio  topuguyeckoro  nvua  (ana
opraHusauun, He 3aperncTpupoBaHHbIX Ha Tepputopumn Poccurckon depepaunn). B
Cnyyae peopraHmsauuun gepxatenst unv snagenbla permcTpaumoHHOro yaocToBEPEHUS
nekapCcTBEHHOro npenapaTta Ansa BeTEPUHAPHOro NpMMeHeHNs 3asiBfieHMe O BHECEHUN
M3MEHEHNA B [OOKYMEHTbl, coepxawmecsa B pPermcTpaumMoHHOM [JOCbe Ha
3aperncTpupoBaHHbIN fNleKapCTBEHHbI npenapaTt Ans BeTEPUHAPHOro MNPUMEHEHUS,
nogaeTcsa puaANYECKMM NMLIOM, KOTOPOMY B XO4€ peopraHu3aumm nepegaHo npaso
BNageHusi TakuM permcTpaunoHHbIM yOOCTOBEPEHUEM.

(yacTtb 1.2 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

2. B cnyyae BHeCeHMSs W3MEHEeHUM B [OOKYMEHTbl, cogepXawmeca B
perMcTpaunmoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapaTt ans

BETEPUHAPHOro NPUMEHEHMS, B OTHOLLEHUM CBEAEHMI, YKa3aHHbIX B noAgnyHkTax "e", "x",
"k", "n", "H", "c", "X" nyHkTa 7 Yactn 3 ctatbn 17 HacTtoswero ®enepanbHOro 3akoHa,
N3MEeHeHNa n (Unn) AOMNOSMIHEHMS NPOU3BOLCTBEHHOW NMOWAAKMA FlEKapCTBEHHOIO
cpeactBa, a Takke B Clnyyae M3MEHeHus nokasaTernen KadecTBa NeKapCTBEHHOro
npenapaTta Ans BeTepuMHaApHOro MPUMEHEHUA U (UNX) METOAOB KOHTPONSA KadecTBa
nekapcTBEHHOro npenapara afis BeTepMHaApPHOro NpUMEHEHUs1 NPOBOANTCA aKcnepTM3a
neKkapcTBEHHOro CpeacTBa Ansg BeTEpUHAPHOro npumMeHeHnsa. B crnyvyae HeobxoammocTun
BHECEHUS MHbIX U3BMEHEHUN B JOKYMEHTbI, cogepXallunecs B perucTpaumoHHOM A0Cbhe
Ha 3aperncTpupoBaHHbIN NIEKAPCTBEHHbIN NpenapaT Ans BeTEPUHAPHOro NpMMEHeHus,
3KCrnepTu3a JeKapCTBEHHOro CpeacTBa AN BETEpPUMHApPHOro MPUMEHEHUST He
NPOBOANTCA.

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

KoHcynbTaHTlInoc: npumevaHue.
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C 01.01.2021 4. 3 cT. 31 n3naraetca B HoBow pegakuum (3 ot 27.12.2019 N 478-d3).

3. C 3asBneHnemM O BHECEHUM WU3MEHEHUA B [OOKYMEHTbl, codepXaliuecs B
perncTpaunoHHOM AOCbe Ha 3aperncTpupoBaHHbIN NEKAapCTBEHHbIA npenapart Aans
BETEPUHAPHOIO MPUMEHEHUs, Hapsgy C [OOKYMeHTaMW, YyKa3aHHbIMM B 4actm 1
HacTOsILLEN CTaTbW, 3asBUTENb NPeacTaBnseT KONUU LOKYMEHTOB, MOATBEPXAALLMX
ynnaTy rocygapCTBEHHOW MOLWMUHbLI 3a BHECEHWEe B [AOKYMEHTbl, cojepxalimecs B
perncTpaunoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NEKAapPCTBEHHbIA npenapart Aans
BETEPMHAPHOIO MNPUMEHEHUS, W3MEHEeHURn, TpebyrLwmnx npoBeaeHNa IKCnepTu3bl
NeKapCcTBEHHOro CpeacTBa, UM U3MEHEHU, HE TPEBYLWNX NPOBEAEHNST SKCNEPTU3bI
nekapcTBeHHOro cpeactea. B cnyyae HeobXxoOuMOCTU U3MEHEHUs CBeLeHuH,
coaepXallumxca B perMcTpaumoHHOM YAOCTOBEPEHMM NIEKAPCTBEHHOrO npenapara gnga
BETEPUHAPHOro NpUMEHeHUs, C 3asiBNeHneM, ykasdaHHbIM B YacTu 1 HacTosiLen cTaTbu,
3asBUTENDb [LOMOSHUTENBHO NpeacTaBnsdeT KOMu AOKYMEHTa, MNOATBepXAatoLiero
ynnaTy rocygapCTBEHHOM MOWIMHbBI 3a Bblgayy pPerncTpaumoHHOro yaoCTOBEPEHUS
nekapcTBEHHOro npenaparta. 3adBuTenlb MO COOCTBEHHOW WHUUMATMBE Brnpase
npeacTaBuTb AOKYMEHTbl 006 ynnate rocyaapCTBEHHbIX nowsnnvH. B cnydvae
HenpeaCcTaBneHns 3asiBUTenemM AOKYMEHTOB 006 ynnaTte rocyaapCTBEHHbIX MOLUSNH
YNONHOMOYEHHbIW hbedepanbHbI OpraH WCNOSTHUTENBLHOW BNacTu npoBepsaeT dakT
ynnaTtbl 3asBUTENIEM [OCYOaPCTBEHHbIX MOLWNH MNOCPEACTBOM  UCMONb30BaHUSA
nHpopmauun o6  ynnate  rocygapCTBEHHbIX — MOWSWH,  coAepXawencs B
["locypapcTBEHHOM MHAOPMALNOHHOW CUCTEME O FOCYAAPCTBEHHLIX U MYHULUMNAIbHbIX
nnaTexax, Ha OCHOBaHUW MpeACTaBlieHHbIX 3asiBUTESIEM KOMWA  [OKYMEHTOB,
noaTBepXaatroLmnx ynnaTy rocygapCTBEHHbIX NOLUSNH.

(B pen. PepepanbHblx 3akoHOB OT 22.10.2014 N 313-93, ot 02.08.2019 N 297-®3)

4. B cpoK, He npeBblWawWmMn gecatn paboumx OHen co OHA NOCTynneHus
YKa3aHHOro B Yactu 1 HacTosilen cTaTbi 3asBNEHNA U HeoBXOoOAUMbIX OOKYMEHTOB,
YNOJSTHOMOYEHHbIN doeaepanbHbIN OpraH UCNOSTHATESbHOW BI1aCTU:

1) NpoBOAUT NPOBEPKY MOMHOTbI M AOCTOBEPHOCTU CBEAEHWI, COAepKalLUMXCs B
npeacTaBreHHbIX 3asiBUTENEM AOKYMEHTaX;

2) NPpYHMMaET peLleHne 0 NPOBEeAEHUN IKCNEePTN3bl NEKAPCTBEHHOIO CpeacTBa ANns
BETEPUHAPHOro NpUMeHeHUst unmn ob oTkase B ee NPOBEAEHUN;

3) yBegomnsaeT B NMUCbMEHHON dhopMe 3asBUTENS O NPUHATOM PELUEHUN UMnN B
cnyyae NpuHATUSA pelleHns o6 oTKase B NPOBEAEHUN IKCMNepTU3bl FIeKapCTBEHHOMO
cpencTea Ans BeTepuMHapHOro NpUMEHEHUS C YkadaHeM NPUYNH Takoro oTkasa.

4.1. B cny4ae BbISiBNEHUS HEQOCTOBEPHOCTU U (MNIM) HEAOCTATOYHOCTN CBEAEHUN,
cogepxalwmxca B NpeacTaBfeHHbIX 3asiBUTeneM [OOKyMeHTax, YMNONHOMOYEHHbIN
denepanbHbIi OpraH UCMOMNHUTENbHOW BRacTW HanpasndeT 3asBUTento 3anpoc ob
YTOYHEHUN YyKa3aHHbIX cBedeHun. 3anpoc MoxeT ObiTb nepegaH YNnOAHOMOYEHHOMY
npeacTaBUTENIO 3adBUTENS NOA PAcnMCKy, HanpaBneH No NoYTe 3aka3HbIM NMMCbMOM UMK
nepenaH B 9N1eKTPOHHOW hOpMe MO TeNEeKOMMYHUKaLUMOHHbIM KaHanam cBsasu. B cnyyae
HanpasBneHust 3anpoca 06 YTOYHEHMWM yKa3aHHbIX CBEAEHUM MO MNOoYTe 3aKasHbIM
NMMCbMOM OH CYMTaEeTCs NOSTyYEeHHbIM MO UCTEYEHUUN WEeCTU OHEN C AaTbl HanpaBneHus
3aKas3Horo nucbma.

(wacTtb 4.1 BBegeHa PenepanbHbiM 3akoHoM OT 04.06.2018 N 140-$3)

4.2. 3aasutenb 06s3aH npeacTaBuTb OTBET Ha 3anpoc  YMNOFHOMOYEHHOro
dreeparnbHOro opraHa UCMONMHUTENBHOM BNacTy B CPOK, HE NpeBbIaLWwmi AeBAHOCTa
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paboumx OHen co OHA nonydeHuss gaHHoro 3anpoca. Cpoku, ykasaHHble B 4actu 1.1
HacTosLLen cTaTbyl, NPUOCTAHABNMBAIOTCA CO AHS HanpaBfeHus 3asiBUTEN0 3arnpoca
YNONMHOMOYEHHOro doefiepasibHOro opraHa UCNOSTHUTENBLHOW BNAcTU OO OHSA NOSyYeHUs
OTBeTa Ha [aHHbl 3anpoc M He Y4YUTbIBAOTCA MPU UCHUCIIEHUUM CPOKa MNPUHATUSA
peleHns 0 BHECEHUN U3MEHEHU B OOKYMEHTbI, coepxallnecs B pernctpaumoHHOM
AOCbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapaTt Ans BeTepuHapHOro
NPUMEHEHNS.

(4acTtb 4.2 BeBegeHa PepepanbHbiv 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHVeM aNnsa oTka3a B NpOBeAEHUN 3KCNepTU3bl NeKkapCTBEHHOro cpeacTBa
ONA BEeTepUHapHOro NpuMeHeHnsa ABnaeTca npeacTtaBrneHme JOKYMEHTOB, YKa3aHHbIX B
yactax 1 M 3 HacToswen cratbM, B HeEMNoNHoM obbeme wnn OTCYyTCTBUE B
npeacTaBneHHbIX  OOKYMeHTaxX  [OCTaTOYHbIX  CBEJEHWW,  MOATBEepXAaroLLmX
HeobXo4MMOCTb BHECEeHUs U3MeHeHuMr, nnbo HenpeacTaBfeHWe 3asBuUTENEM B
YCTaHOBJSIEHHbIN CPOK OTBETa Ha YKasaHHbIM B 4acTn 4.1 HacTosAwen crtaTbyn 3anpoc
YNONMHOMOYEHHOro (hefepanbHOro opraHa UCMONHUTESTbHOW BiacTu.
(B pea. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

6. JKkcnepTu3a nekapcTBEHHOro cpeAactsa Afi BeTEpUHAPHOro NpUMEHEHUS B
Lensix BHECEHUSA N3MEHEHUI B AOKYMEHTbI, CoaepXallunecs B perucrpaLmoHHOM JoCbe
Ha 3aperncTpMpoBaHHbIA NEKAPCTBEHHLIN Npenapar Ans BETEPUHAPHOIO NMPUMEHEHUS,
OCYyLLEeCTBNSAETCS B Nopsiake, YCTAaHOBMEHHOM cTaTben 24 HacTosiwero denepanbHOro
3aKkoHa.

6.1. B cpok, He npesBblaOWNn gecatn paboyunx OHEen co AHS NOonyyYeHus
3aKMNYeHUss KOMUCCUN 3KCMNEepPTOB MO pesynbTaTaM yKa3aHHOM B 4acTu 2 HacTosweun
cTaTby 3KCMEepPTU3bl, YNONTHOMOYEHHbIV beaepanbHbI OpraH NCNOSTHUTENBHOW BNacTu:
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) NnpMHMMaeT pelleHne O BHECEHUM U3MEHEHUN B JOKYMEHTbI, cogepXalunecs B
perncTpaunoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHbIA npenapart Aans
BETEPUHAPHOrO NPUMEHEHUS, unn o6 oTka3e BO BHECEHMUM TAKUX UBMEHEHUN;

2) BHOCUT B FOCYyOapCTBEHHbIA PEECTP NEeKapCTBEHHbLIX CPEACTB Ha OCHOBaHUU
PELUEHUS O BHECEHUM U3MEHEHUIN B OOKYMEHTbI, coaepXKalimecs B permctpalmoHHOM
AOCbe Ha 3apermcTpupoBaHHbIA EKAapCTBEHHbIA Npenapat Ans BeTepUHApPHOro
NPUMEHEHUS!, HEOOXOANUMbIE U3MEHEHWSI U BO3BPALLAEeT 3T JOKYMEHTbI 3asiBUTENHO;

3) BblOaeT 3as8BUTEN0 HOBOE PErnmcTpaumoHHOe yOOCTOBEPEHNE NeKapCTBEHHOMO
npenapaTta ANd BETEPUHAPHOrO NPUMEHEHUS B criydae HeobXoOUMOCTU M3MEHEHUS
CBeJEeHNN, cogepXawuxcd B HeM, C COXpaHEHMEM HOMepa paHee BblAaHHOro
PErMcTpaunoHHOro yaoCTOBEPEHUSA JIEKAPCTBEHHOrO npenapaTta Ana BeTepUHapHOro
NPUMEHEHNA.

(n. 3 BBegeH PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)
(wacTtb 6.1 BBegeHa PenepanbHbiM 3akoHOM OT 22.10.2014 N 313-$3)

6.2. B cnyyae BHeCeHUSs WU3MEHEHWW B [OOKYMEHTbl, cogepXalimeca B
perMcTpaunuoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapaTt ans
BETEPUHAPHOIO NPUMEHEHUS, B 4YacTW, KacalLwenca U3aMeHeHus n (unm) gonosHeHns
NPOM3BOACTBEHHOM NOWAAKM JEeKapCTBEHHOro npenapara, npu npeacraBfeHnn
3asiBUTENEM B COOTBETCTBMM C MYHKTOM 3 4YacTu 1 HacCToOSLEN CTaTbW KOMUN PELLEHNS
YNONHOMOYEHHOIro hefepanbHOro opraHa MWCMNOMHUTENbHOW BRactu O npoBefeHuu
WMHCNEKTMPOBAHMS NPOU3BOAUTENS NIEKAPCTBEHHbBIX CPEACTB CPOK, YKa3aHHbIN B 4acTu
6.1 HacTosLWen cTaTbn, NPUOCTAHABIIMBAETCA CO AHSA MNONyYeHUs 3aKNYeHUs KOMUCCUmn
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9KCNEepTOB A0 [OHA  MNPUHATUS  YNONIHOMOYEHHbIM  degeparnibHbiM  OpraHoMm
NCMONHNTENbHOW BNacTU pelleHust 0 Bblgadye unm ob oTkase B Bblgade 3akYeHust o
COOTBETCTBUM MNPOM3BOAUTENS JIEKAPCTBEHHbIX CPeacTtB TpeboBaHuaAM  npaBun
Hagnexallen nNpou3BOACTBEHHOW MPakTUKW, HO He OGonee YyeM Ha CTO BOCEMbAECHAT
pabounx gHen.

(4acTtb 6.2 BBegeHa PepepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

7. OcHoBaHMeM Anga oTKasa BO BHECEHUN U3MEHEHUIN B JOKYMEHTbI, COAepXalumecs
B PEerncrpauMoHHOM [JOCbe Ha 3apermcTpupoOBaHHbIA NEKAPCTBEHHbIN npenapaT Aans
BETEPMHAPHOIO MNPUMEHEHWs, B Cnyyasax, He Tpebylwmx npoBedeHMs IKCrnepTu3bl
NeKkapCTBEHHOro CpeacTBa, ABNSeTCa NpeAcTaBrneHne JOKYMEHTOB, YKa3aHHbIX B 4acTAX
1 n 3 HacTosien cTaTtbl, B HEMOMHOM OObEME MM OTCYTCTBUE B MpPEeACTaBreHHbIX
OOKYMEHTax CBEAEHWW, KOTopble [OOMKHbl OblTb B HWX OTpaXeHbl, JMbo
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBIIEHHbIW CPOK OTBETA Ha yKasaHHbIN B 4acTu
4.1 HacTosleh cTaTbM 3anpoc  YNOSIHOMOYEHHOro  dedepanbHOro  opraHa
NCMNOMNHUTENbHOW BNacTU.
(4acTtb 7 B pea. PeagepanbHoro 3akoHa oT 04.06.2018 N 140-93)

7.1. OcHoBaHveM [OnA oOTKasa BO BHECEHUW W3MEHEHUA B [JOKYMEHTHI,
codepxalimeca B permcTtpaumoHHOM AOO0Cbe Ha 3aperMcTPMpPOBAaHHbLIN NEKAapCTBEHHbIN
npenapaTt Ana BETEPMHAPHOro MPUMEHEHUs, B Cny4vasax, Tpelbywwmx npoBeaeHus
9KCNepTu3bl NEeKapCTBEHHONO CPeACcTBa, SBMASETCA 3aKtoveHWe YNONTHOMOYEHHOro
denepanbHOro opraHa WCAOSMHUTENbHOM BNacT O BO3MOXHOCTM  CHUXKEHUS
©Ge3onacHocTn, KavecTBa, 3PdEKTUBHOCTU NEKapCTBEHHOro npenapara Bcrneacrene
BHECEHUS] U3MEHEHUWW B  YyKa3aHHble [JOKYMEHTbl, OTKa3 YNoOfHOMOYEHHOro
denepanbHOro opraHa UCNOSIHUTENbHOM BacTy B Bblaayve 3aknioyYeHns 0 COOTBETCTBUM
Npon3BOOMTENSA JEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBwusl  Hagnexawen
NPOU3BOACTBEHHON MPAKTUKM B  Cliydae WU3MEHeHuss U (unu)  OONONHEeHUus
NPOM3BOACTBEHHOM NSOWAAKM JIEKApCTBEHHOrO Mpenaparta, €ecnuv nNpou3BOACTBO
neKapcTBEHHOro npenaparta Ansi BETEPMHAPHOro MNPUMEHEHUSA OCYLLECTBIISIETCA 3a
npegenamu Poccuinckon degepaumm, nnm oTCyTCTBME 3TOrO 3aKMOYEHUS.

(yacTtb 7.1 BBegeHa PepepanbHbiv 3akoHoM OT 04.06.2018 N 140-93)

8. [onyckaeTtcsa obpalleHne nekapcTBEHHbIX MpenapaTtoB ANA BeTEPUHAPHOro
NPUMEHEHNA OO WCTEYEHUs CpoKa [roAgHOCTM, MNpPOM3BEAEHHbIX B Te4yeHne cTa
BOCbMUAECATM OHEN nocrne AaTthl NPUHATUSA YNONHOMOYEHHbIM dheaepanbHbiM OpraHom
WUCMOMNHUTENIbHONW  BNacTM peleHns O BHECEeHUNW W3MEeHEHUA B  [OOKYMEHThI,
cogepxaiwimecs B pPeErmcTpaumMoHHOM [OCbe€ Ha JeKapCTBEHHbIM npenapaTt, B
COOTBETCTBUU C MHGOPMaLMENn, coaepKaLlenca B JOKYMEHTax perMcTpaLmMoHHOro Jocbe
Ha flekapCTBEHHbIV NpenapaTt 40 AaTbl MPUHATUSA TAKOro peLLUEeHNS.

(wacTtb 8 B pea. PepgepanbHoro 3akoHa oT 22.12.2014 N 429-03)

Cratba 32. OTMeHa rocyfapCTBEHHOM perncTpaumm JneKapCcTBEHHOro
npenapara

PelweHne 06 oTMeHe rocyqapCTBEHHOWN perncrpauum nekapcTBeHHOro npenapara
M WCKMIOYEHWM IEeKapCTBEHHOrO nMpenapata W3 rocydapCTBEHHOro  peecTpa
NeKapCTBEHHbIX CPEACTB MPUHUMAETCS YMONMHOMOYEHHbIM heaeparnbHbiM OpraHoMm
MCMONHUTENBHOW BNacTu B CrnyYae:

1) npeacTaBneHnst COOTBETCTBYIOLWMM YNONHOMOYEHHbIM dheaeparnbHbiM OpraHoOM
MCMNONMHUTENbHON BRAacTU 3akiloYeHMst O pucke WM o6 yrpo3e 340POBbHO, KU3HM
yeroBeka Unm XMBOTHOFO NpU NPUMEHEHMN NeKapCTBEHHOIO Npenapara, NPEBbILLALLNX
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ero addEKTNBHOCTb, MO pe3ynbTaTaMm OCYyLLEeCTBNSIEMOr0 WM  MOHUTOPUHra
6e30nacHOCTU NEKApCTBEHHOIO Npenapara;

2) nogayn pgepxatenem wunuv BragesnbLeM pPerncTpaumoHHOro yaocTOBEpPEeHUs
NeKapCTBEHHOro npenaparta uUnvM YynofIHOMOYEHHbIM MM OPYrUM PUANYECKUM FULIOM
3asBneHns 06 0OTMeHe rocyaapCTBEHHON perncTpalmMm NnekapcTBEHHOro npenaparTa;

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

3) HenoATBepPXAEHUS rocyfapCTBEHHON perncTpaumm nekapCTBEHHOro npenapara
MO UCTEYEHUN CPOKa AENCTBUS PEMMCTPALMOHHOIO YAOCTOBEPEHMS, BblAAHHOMO Ha NATb
ner;

4) HenpepcTaBneHus 3asasuTenem nHopmMmaumm, KotTopas MoXeT NoBneYb 3a cobon
HeobXoOMMOCTb  BHECEHUS  U3MEHEeHWA B JOKYMEHTbl, cojepxaiwimeca B
pPerncTpauuoHHOM [OCbe Ha 3aperMcTpupoBaHHbLIN JEeKapCTBEHHbIN npenapaT, B
TeyeHune TpuauaTn paboumx gHen Co OHA HACTYMNEHUSA 3TUX U3MEHEHUN;

5) ocywecTBneHns rocyaapCTBEHHOW perncrpauvMyM nekapCcTBEHHOro npenapaTta
noa TOProBbIM HaMMEHOBAHWEM 3apPerncTpUpoBaHHOIO paHee MoA 3TUM TOProBbIM
HaMMEHOBAHMEM JEKAapCTBEHHOro mnpenapaTta, OTMIMYalLWEroca Ka4vyeCTBEHHbLIM
COCTaBOM OENCTBYHOLNX BELLECTB;

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

6) OcCyLlecTBMNeHnss TroCydapCTBEHHOM perucTpaumm OOHOro UM TOro  Xe
neKkapcTBEHHOro npenapaTa B OTHOLEHMM O4HOr0 M TOro XXe AepXatens unm snagensua
peErncTpaunoHHOro yaoCToBEPEHUS NIeKapCTBEHHOIO npenapaTa B Buae AByxX W bonee
neKapCcTBEHHLIX NpenapaToB No4 pa3nnyHbIMU TOProBbIMU HAMMEHOBAHUAMM;

(n. 6 B peq. PeagepanbHoro 3akoHa oT 04.06.2018 N 140-93)

7) BbIHECEHUNSA CYLOM pELLUEHUS O HapyLleHUn npaB npasoobnagaTtenst 00bLEKTOB
NHTENNEeKTyanbHOM COGCTBEHHOCTN Npu obpaLLeHnn NekapCTBEHHbIX CPEACTB;

8) oTcyTCcTBMA neKkapCTBEHHOro npenapata B obpaweHun B Poccuiickon
degepaunn B Te4eHne Tpex u bonee ner;
(n. 8 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) HeBbINOMHEHUS  gepxatenem  wnuM  BrnagenbueM  PerncTpaumoHHOro
yOOCTOBEPEHNSA FNeKapCTBEHHOro npenapata nmnbo YNnONMHOMOYEHHLIM UMW LOPYTUM
IOPUANYECKUM NULOM MEpONpuUATUA no obecnedeHnto 6e30MacHOCTN NEKAPCTBEHHbIX
npenapartos, YCTaHOBIIEHHbIX YNONTHOMOYEHHbIM denepanbHbIM opraHom
WCMOJSTHUTENBbHOMN BNAaCTU B COOTBETCTBUM C 4acTsamum 3 n 4 ctatbn 64 HaCTOALLEro
denepanbHOro 3akoHa, B paMmkax OCyLLeCTBNeHns hapMakoHaasopa;

(n. 9 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

10) oTkasa pepxatena wunu Bnagensua peruMcTpaumoHHOro yaoOCTOBEpeHUs
nekapcTBeHHOro npenapaTa Moo yNnofHOMOYEHHOIO UMW APYroro puanYeckoro nuua
OT BHECEHUS U3MEHEHUN B UHCTPYKUUIO MO NPUMEHEHUIO NeKapCTBEHHOro npenapara,
KacaloLmMXCsl HOBbIX MOATBEPXKAEHHbLIX OAHHbLIX O TOM, YTO PUCK NPUYUHEHUS Bpeaa
3[10pOBbIO YernoBeKa UNKU XMBOTHOrO BCreACTBME MpYema feKkapCTBEHHOro npenapara
npesBblwaeT 3PPEKTUBHOCTL €0 MPUMEHEHUS.

(n. 10 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlInoc: npumevaHue.
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C 01.01.2023 cT1. 32 pononHseTca n. 11 (@3 o1 27.12.2019 N 475-03).

Cratbsa 33. locyaapCTBEHHbIN peecTp NeKapCTBEHHbIX CpeacTB

1. TocynapCTBEHHbI peecTp NeKapCTBEHHbIX CPEACTB COOEPXUT MNepeyeHb
NeKkapCTBEHHbIX NpenapaToB, NPOLEALLMX roCyAapCTBEHHYIO perncTpaunto, nepedeHb
dhapmaueBTU4ECKUX CyOCTaHUMA, BXOOALWMX B COCTaB NIEKApCTBEHHbIX NpenapaTos, U
cneayoLyo MHpopMauumio:

1) B OTHOLLEHUM NEKAPCTBEHHbIX NpenapaTos:

a) HaMmeHoBaHue neKapCTBEHHOro npenapara (MexxgyHapoaHoe
HenaTeHTOBaHHOE, NN rPYNMNMPOBOYHOE, NN XMMUYECKOE U TOProBOE HAMMEHOBAHNS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) nekapcTBeHHas popma C ykaszaHWeM A03VPOBKM NEKAPCTBEHHOro npenapaTa u
€ro KonM4yecTea B NoTPebMTENbCKON YNaKOBKE;

B) HAaMMeHOBaHWe AepXxaTens unu Bnagensua permcTpaumoHHOro yaoCcToBEpPEHNS
nekapCTBEHHOro npernapaTta U CBeAEeHUs O perucTpaunmn gepxatens unu Bnagensua
PErmcTpaunoHHOro yaoCTOBEPEHNA NeKapCTBEHHOrO npenapata Ans MeguLMHCKOro
NPUMEHEHNSA B Ka4eCTBe HanoronnartenbLlinka B CTpaHe pernctpaumm (onss pOCCUNCKUX
IOPUANYECKNX NUL, - MOEHTUMUKALMOHHBIM HOoMep Hanoronnatenswmka (MHH), ana
WHOCTPaHHbIX  OPUANYECKMX N, - CTpaHa  perucrpauuu, HauMeHoBaHue
PErMCTPUPYIOLLLErO OpraHa, perucTpauMoHHbIA HOMEp, KoA HanoronnaTtenbluka B
CTpaHe peructpauuun (MHKoprnopauum) unm ero aHarnor);

(nn. "B" B peq. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

) HaUMeHOBaHWe 1 agpec NPoOU3BOANTESS NeKapCTBEHHOrO NpenapaTa 1 cBeAeHus
O perncrtpauum npou3BOAMTENS JEKApCTBEHHOro npenapata And MeauuMHCKOro
NPUMEHEHNA B Ka4eCcTBe HanoronnartenbLlinka B CTpaHe pernctpaumm (onss pOCCUNCKUX
IOPUANYECKNX NUL, - MOEHTUMUKALMOHHBIM HOoMep Hanoronnatenswmka (MHH), ana
WHOCTPaHHbIX  OPUANYECKMX N, - CTpaHa  perucrpauuu, HauMeHoBaHue
PErMCTPUPYIOLLLErO OpraHa, perucTpauMoHHbIA HOMEp, KoA HanoronnaTtenbluka B
CTpaHe peructpauuu (MHKoprnopauum) unm ero aHarsnor);
(nn. "r" B pea. ®enepanbHoro 3akoHa o1 28.12.2017 N 425-03)

A) apmakoTepaneBTMYecKkasa rpynna, Ko JieKapCTBEHHOro npenapata no
aHaToOMO-TepaneBTUYECKO-XUMNYECKON Knaccudukaumu, pekoMeHA0BaHHOM
BcemunpHomn opraHmsaumen 3gpaBooxpaHeHNs;

(nn. "a" B pea. PepgepanbHoro 3akoHa oT 22.12.2014 N 429-03)

€) NnokasaHusa 1 NPOTUBOMNOKAa3aHUA K NPUMEHEHMIO NEeKapCTBEHHOIO Npenapara;
) NoBGOYHbIE AENCTBUS NNEKAPCTBEHHOrO NpenaparTa;

3) CPOK rogHOCTM NekapCTBEHHOro npenapara;

N) yCnoBusa XpaHeHNsa nekapcTBEHHOroO npenapara;

K) yCrnoBusl OTMNyCKa NiekapCTBEHHOro npenapara;

n) Homep dpapMakonemHoOW cTaTbW WKW B Criydae ee OTCYTCTBUS HOMep
HOPMaTUBHOW AOKYMEeHTauun nmbo HOpMaTMBHOIO JOKYMEHT3;
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M) [gaTta rocygapCTBEHHOW permctpaumMmM INeKkapCTBEHHOro npenaparta u  ero
PErMCTPaUMOHHbBIA  HOMEp, [JdaTa 3aMeHbl PEerncTpaumoHHOro  yaoCTOBEPEHUS
nekapCTBEHHOro npenapata Ha 6eccpoyHoe perncTpaumoHHoOe YyOOCTOBEpEeHue
nekapcTBeHHOro npenapara, [fgata nodayn 3asBneHust O  MOATBEPXKAEHUN
rocyaapCTBEHHOM  perucTpaumm  nekapCTBEHHOro  npenapaTta, Adata  OTMEHb!
rocyaapCTBEHHOM permctpaumm nekapCcTBeHHOro npenapara;

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

H) Ka4YeCTBEHHbIN COCTaB M KOSIMYECTBEHHbLIN COCTaB AEWCTBYIOLLMX BELLECTB U
Ka4eCTBEHHbIN COCTaB BCMOMOraTesibHbIX BELLECTB JIEKapCTBEHHOIO Npenapara;
(nn. "H" BBeaeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

0) UHdopmauma 060 BCeEX paspelleHHbIX Bugax BTOPUYHOW (NOTpebuTenbCKomn)
YMaKoBKMW;
(nn. "o" BBegeH ®eneparnbHbIM 3akoHOM OT 22.12.2014 N 429-03)

n) gata NPUHATUS peLleHnss O BO3MOXHOCTM paccMaTpuBaTh Jle€KapCTBEHHbIV
npenapaT Npu rocya4apCTBEHHOW pernctTpaumnmn B Ka4ectse oppaHHOro nekapcTBEHHOro
npenapaTta (419 nekapcTBEHHbIX NpenapaToB ANa MeAUUMHCKOrO NPUMEHEHUS);

(nn. "n" BBegeH dPegeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93; B peq. PegeparnbHoro
3aKoHa o1 27.12.2019 N 475-®3)

p) HanuuMe nekapCTBEHHOro npenapata B NMepeyHe KM3HEHHO HeobXoaMMBbIX U
BaXXHENLWNX FNeKapCTBEHHbIX MpenapaToB (4719 NeKapCTBEHHbIX MpenapaTtoB Anis
MEANLMNHCKOro NpUMEHEHMS);

(nn. "p" BBegeH ®eneparnbHbIM 3akoHOM OT 22.12.2014 N 429-93; B pea. PegeparnbHoro
3akoHa oT 27.12.2019 N 475-93)

C) Hanuyue B fleKapCTBEHHOM npenapaTe HapKOTUYECKUX CPeacTB, MCUXOTPOMHbIX
BELLECTB WU MX MPEKYPCOPOB, noanexawimx KoHTponto B Poccuiickon depepauuun, B
COOTBETCTBUM C 3akoHogaTenbCcTBOM Poccunckon Pepepauuun, mexgyHapoaHbIMU
poroBopamn Poccurickon ®depepaumn, B TOM u4ucne EQuHOM KOHBeHUmMenW o
HapkoTu4yeckux cpeactsax 1961 roga n KoHBeHUmen o NCUXOTPOnHbIX BelwlectBax 1971
roga;

(nn. "c" BBegeH ®enepanbHbIiM 3aKoHOM OT 22.12.2014 N 429-03)

T) WHpopMauma O TOM, SBMSETCA NN [OaHHbIA NeKapCTBEHHbIN npenapaT
pedepeHTHbIM NekapCTBEHHbIM NpenapaToMm;
(nn. "T" BBegeH d®egeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

y) cBefeHuss O nogadve 3asiBEHUMS O BHECEHUN WU3MEHEHUMN B [OOKYMEHThI,
coepxaliumecs B perucTpaumoHHOM O0Cbe Ha NeKapCTBEHHbIN nNpenapar;
(nn. "y" BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

&) ytpaTtun cuny ¢ 1 mapta 2020 roga. - PegepanbHbin 3akoH oT 27.12.2019 N 475-
d3;

X) CPOK BBEEHUS NTEKAPCTBEHHOrO NpenapaTa B rpaxkgaaHckum oboporT;
(nn. "x" BBegeH PenepanbHbiM 3aKkoHOM 0T 22.12.2014 N 429-03)

2) B OTHOLUEHUN hapMaLeBTUYECKUX CYOCTaHLMIA:

a) HanmeHoBaHue dapmaueBTUYeCcKom cybcTaHumm (mexxgyHapoaHoe
HenaTeHTOBaHHOE, NN rPYNMNMPOBOYHOE, UM XMMUYECKOE U TOProBOE HAMMEHOBAHNS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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6) HanmeHoBaHWe 1 agpec NPoM3BoAMTENS dapMaLeBTUYECKOM CyOCTaHUmK;
B) CPOK rogHOCTU hapMaLeBTUYECKON cybCcTaHLnu;
r) yCrnoBus xpaHeHnsa bapmaueBTnYeckon cybctaHumm;

A) Homep dhapmakonemHOW CcTaTbM WM B Criydae ee OTCYTCTBUS HOMep
HOPMaTUBHOW AOKYMEHTauun nmbo HOpMaTMBHOIO JOKYMEHTA;

e) Hannume apmMaueBTUYECKOM CyOCTaHUMM B NepeyvyHe HapKOTUYECKUX CPeacTs,
NCUXOTPOMHbIX BELLECTB U UX MPEKYpPCOPOB, noAnexalimx KOHTpomnw B Poccumnckon
depepaumn, B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuickon depepauum,
MexayHapogHbiMn  goroBopamun  Poccunckon ®depepaummn, B TOM uyucne EauHon
KOHBEHUMeNn o0 HapkoTudecknx cpeactBax 1961 roga u KoHBeHUMEN O MCUXOTPOMHbIX
BewlecTBax 1971 ropga.

(nn. "e" BBegeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

2. ®apmaueBTudeckas cybcTaHums, Npon3seeHHas Ans peanusauum, MoXeT ObiTb
BKMOYEHa B rOCYOapCTBEHHbIN pPeecTp JeKapCTBEHHbIX CPeaCTB Ha OCHOBaHUU
3asaBneHns paspaboTuMka unu nNpou3BOAUTENS NEeKapCTBEHHOro cpeacrtBa nmnbo
YNONMHOMOYEHHOIO MU HOPUANYECKOrO Nuua npu ycrioBUM NpoBedeHna B OTHOLUEHUMU
Takon (papmaueBTMYECKOM cybCTaHuMM IKCnepTu3bl KadecTBa (papmaueBTUYECKON
cybcTaHumMM B nopsgke, yCTaHOBNEHHOM cTaTben 34 Hactodwero PepepanbHOro
3akoHa. B oTHoweHMn dapmaueBTUYECKMX CYyOCTaHUUK, MNPOU3BEOEHHbLIX ON4
peanusauun, B TrOoCygapCTBEHHOM peecTpe JIeKapCTBEHHbIX CPeACTB COOEepPXUTCS
crneayowas nHpopmaums:

1) HanMeHoBaHue dapmaueBTUYECKomn cybcTaHumm (MexxgyHapoaHoe
HenaTeHTOBaHHOE, NN rPYNMNMPOBOYHOE, NN XMMUYECKOE U TOProBOE HAMMEHOBAHNS);

2) HaumeHoBaHue, agpec npousBoauTens apmaueBTMYeckon cybcTaHumm, a
Takke B OTHOLUEHMM JEKApPCTBEHHbLIX CPeACcTB AN MeOUMUMHCKOro npuMeHeHus
CcBeeHUs O perucrTpauum nponssogutensd papMmaueBTU4eckon cybctaHumm B kKayecTBe
Hanoronnatenblnka B CTpaHe perncrtpaumm (Ons POCCUNCKUX pUOUNYECKUX nuy -
NOEHTUMMKAUMOHHBIN  HOMep  Hanoronnatenbwmka (MHH), gns  MHOCTpaHHbIX
IOPUANYECKNX NUL, - CTpaHa perucrpauum, HaMMeHOBaHUE PerucTpupyrowero oprata,
PerMcTpaunuoHHblin  HOMEpP, KOo4 Hamnoronnartenbwuka B CTpaHe perucrpauum
(MHKOpMOpauuKn) unu ero aHanor);

(n. 2 B peq. PeagepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) CpoK rogHOCTH hapmaueBTUYECKON CybCcTaHLmu;
4) ycnoBusi XxpaHeHust hapMaLeBTUYECKON CyGCTaHUmK;

5) Homep dhapmakonenHon cTtatbM NnMBO B crnyyae ee OTCYTCTBUMSI HOMEpP
HOPMaTUBHOW AOKYMEHTALUN NN HOPMATUBHOIO AOKYMEHTA;

6) HannumMe apmMaueBTUYECKOM CyOCTaHUMM B NepeyvyHe HapKOTUYECKUX CPeacTs,
NCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB, noAnexalimx KOHTpomnw B Poccunckon
depepaumn, B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuickon depepauum,
MexayHapogHbiMn  gorosopamun  Poccunckon ®depepaummn, B TOM uyucne EauHon
KOHBEHUMEeN o0 HapkoTudecknx cpeactBax 1961 roga u KoHBeHUMEN O MCUXOTPOMHbIX
BewlecTBax 1971 ropa;

7) paTa BKoYeHnsa hapmaueBTMYeckon cybcTaHuumn B roCyaapCTBEHHbIN peecTp
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NeKkapCTBEHHbIX CPEACTB, AaTa BHECEHUSA N3MEHEHUI B JOKYMEHTbI (hapMaueBTUYECKON
cybcTaHummM, gata UcknideHns hapmaleBTUYeCcKon cybcTaHLumMm U3 rocyaapCTBEHHOMo
peecTpa NnekapcTBEHHbLIX CPEACTB.

(yacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Mopsinok BedeHUs rocydapCTBEHHONO peecTpa fiekapCTBEHHbIX CPEeACTB Ans
MEAMUMHCKOrO MPUMEHEHMSI W MOPSOOK  BEAeHWMs1 TOCydapCTBEHHOro peecTpa
NeKapCTBEHHbIX CPEACTB AN BETEepUMHApHOro  MPUMEHEHUs  yTBepXXaatoTcs
COOTBETCTBYHOLMM  YMONHOMOYEHHbIM  (beaeparnbHbiM  OPraHoM  UCMOSTHUTENbHO
BNacTu.

CraTtbs 34. Bkno4yeHue B rocyaapCTBEHHbIN peecTp JieKapCTBEeHHbIX CPeAcCTB
M  WCKMIOYEeHWe U3 TroCyAapCTBEHHOro peecTpa JieKapCTBEHHbIX CpeacTB
dapmaueBTUYECKON CyOCTaHLMKN, NPOM3BEAEHHOW ANA peanu3sauum
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Onsa BkoveHna dapmMaueBTU4Yeckon CcyocTaHuMKM, Npou3BeaeHHONW Ans
peanusauun, B roCyfapCTBEHHbIN peecTp JleKapCTBEHHbIX CPeAcTB, MPOBOAUTCA
aKcnepTu3a ee KayecTBa.

(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlnoc: npumevaHue.
C 01.01.2021 B a@63. 1 4. 2 cT. 34 BHOCATCA M3MeHeHus (P3 oT 27.12.2019 N 478-03).

2. JkcnepTu3a KayecTBa YyKasaHHOM B 4actu 1 HacTosilen cTaTbu
drapmavneBTMYECKON CyOCTaHLMM, COCTaBNEHNE KOMUCCUEN IKCNEPTOB 3aKITOYEHUI MO
pesynbTartam 3TOW 3KCMepTU3bl N NX HanpaBrieHWe B YNONTHOMOYEHHbIM beaeparnbHbIn
opraH WCMOMHUTENBHOM BMNAcTU OCYLECTBNAITCA B CPOK, He MpeBblalowmnn
wectngecatn paboumx [OHeW CO AOHA  NOfyYeHUss  IKCNEPTHbIM  yuYpexgeHueMm
COOTBETCTBYIOLLEIO 3agaHvs YNOMHOMOYEHHOrO dheneparnbHoOro opraHa
MCMOMNHUTESTbHOW BIAaCTU U cneayowmnx JOKYMEHTOB:

KoHcynbTaHTlInoc: npumevaHue.
C 01.01.2021 B n. 1 4. 2 cT. 34 BHOCATCA nameHeHus (P3 o1 27.12.2019 N 478-d3).

1) KOMMS NMUEH3UM Ha NPOM3BOLCTBO JIEKAPCTBEHHbLIX CPEACTB WU KOMUS
3aKMYEHNss O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHLIX CPeacTB TpeboBaHMAM
npaBun Hagnexailen npoM3BOACTBEHHON MPaKTMKX, BblAAHHbBIX YNOSTHOMOYEHHbLIM
degeparnbHbIM OpraHOM WCMOMHUTENbHOM BMacTu, B Crnyyae, ecrnv npou3BoaCcTBO
neKkapcTBEHHOro cpeacTBa ocyulecTBnseTca B Poccunckon degepaumm;

(B pen. PepgepanbHoro 3akoHa oT 04.06.2018 N 140-93)

2) Kkonusi [OOKYMEHTA, BblAAHHOTO  YNOSIHOMOYEHHbIM OpPraHOM  CTpaHbl
Npon3BOANTENSA NEKApPCTBEHHOrO cpeacTBa M NOATBEPXKAAloLIEero paspelleHune
NPON3BOACTBA NeKapCTBEHHOIrO CPeACTBa, U ero NepeBo Ha PYCCKUI s3blK, 3aBEPEHHbIe
B YCTaHOBMEHHOM MOPSAKE, a TaKKe KOMUs 3aKINoYeHMs1 0 COOTBETCTBUN NPOM3BOAUTENS
NEeKapCTBEHHbIX CPeAcTB TpeboBaHWSM MpaBun  Haanexallen npou3BoACTBEHHON
NPaKTUKK, BbIOAHHOIO YMOMHOMOYEHHBIM (eaepanbHbiM OpraHoM WUCMOMHUTENbHOM
BnactTy, nubo KOMUsS  pelleHusi  YNOrIHOMOYEHHOro  dpefdepanbHoro  opraHa
NCMONMHUTENBHON  BNactM O MNPOBEAEHUM  WHCMEKTUPOBAHMSA  NPOM3BOAUTENS
neKapCTBEHHOro cpeacTBa. YKasaHHble OOKYMEHTbl NMpeacTaBnsioTCs B cryyae, ecrnu
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NPOn3BOACTBO JIeKAapCTBEHHOIO CpeacTBa OCYLLEeCTBNSAETCH 3a npegenammn Poccunckon
depepaumm;
(n. 2 B peq. PepgepanbHoro 3akoHa oT 04.06.2018 N 140-93)

3) QOOKYMEHT, coaepxalwunh cregylowme cBedeHuss o apmaueBTUYeCKomn
cybcTtaHumm:

a) HaumeHoBaHuWe (papmaueBTUYecKon cybcTaHumn, ee CTpykTypa, obline
CBOWCTBA;

6) HaMmeHoBaHVe 1 agpec NPou3BoaANTENS;

B) TEXHONOrMsi NPOM3BOACTBa C OMMCaHMEM CTagui Npov3BOACTBA M METOOO0B
KOHTPONS Ha BCEX CTaausiX MPOU3BOACTBA;

r) onncaHue paspaboTkm npouecca NPoOM3BOACTBA;

[) oOnucaHue KOHTPOMNsl KPUTUYECKMX CcTaaui npouecca npou3BoacTBa U
NPOMEXYTOYHONM NPOAYKLNM;

€) OOKYMeHTanbHoe NOATBEPXKAEHME (BanuaaLmsi) NpoLeccoB 1 (UNn) UX OLEHKa;
) CBONCTBA M CTPYKTYpa OENCTBYHOLLMX BELLECTB;

3) XapakTepucTuka npuMecenu;

n) cneymdmrkauma Ha hapmMaueBTUYECKYHO CyOCTaHUMIO 1 ee 060CHOBaHME;

K) aHanuTuyeckme MeTOAMKW, WCNOSib3yeMble Npu OCYLLECTBIEHUN KOHTPONSA
KayecTBa (papmaueBTMYeCcKon cybcTtaHumm;

n) [OKyMeHTanbHoe noaTBepXAeHue (Banuaaumsi) aHanuTU4ecKMx MeToauk,
MCNONb3yeMblX MPU  OCYLLECTBNEHUN KOHTPOMNS KavectBa apmMaLeBTU4ECKOMn
cybCcTaHumm;

M) pe3ynbTaTbl aHanu3a cepui bapMaLleBTMYECKON cybCcTaHumu;

H) nepeyeHb CTaHAAPTHbIX 0Opa3UOB MMM BELLECTB, MWCMOMb3YEMbIX MNpU
OCYLLECTBIIEHMM KOHTPOSS Ka4yecTBa;

0) OMNMCaHMEe XapaKTEPUCTUK U CBOMCTB YNAKOBOYHbLIX MaTEPUAroB 1 YKYNOPOYHbIX
CPeAcTB;

n) AaHHble 0 CTAabMNBbHOCTM hapMaLeBTUYECKOM CyOCTaHUMK;
P) CPOK rOAHOCTY;

4) [OKYMEHT, coaep)Xawunh CBeAeHuss O perncrpaumm npou3BOAUTENS
NEeKapCTBEHHbLIX  CpeacTB  ANd  MEeOMUMHCKOrO  MPUMEHEHMA B Ka4vecTBe
HanoronnaTenblinka B CTpaHe pernctpaumm (onsi POCCUNCKUX OPUONYECKUX nny, -
NOEHTUMUKAUNOHHBIN  HOMep  Hanoronnatenbwuka (MHH), Ons  MHOCTpaHHbIX
IOPUANYECKNX NNL, - CTpaHa perucTpauum, HaMmMeHOBaHME PErncTpuUpyoLero oprasa,
PErMCTPALUMNOHHBLIN  HOMEP, KOO HanoronnaTtenbluka B CTpaHe perucrpauuu
(MHKOpNOpaUnKN) UK ero aHanor).

(n. 4 BBegeH ®enepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)
(4acTtb 2 B pea. PeagepanbHoro 3akoHa oT 22.12.2014 N 429-03 (pea. 13.07.2015))
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3. lna npoBeAeHUs aKCnepTn3bl KayecTBa YkadaHHOM B YacTu 1 HacTosALLeN CTaTbu
dapmaueBTMYeCKkoM CcybCcTaHuun 3asBuTenb NpeacrtaBndeTr B YNONIHOMOYEHHbIN
denepanbHbIM OpraH UCNOMHUTENBHON BRACTU:

1) 3aaBneHne O BKIIOYEHUM B rOCY4apCTBEHHbBIA PEECTP NEKAaPCTBEHHbIX CPeacTB
AaHHOW (bapmaueBTMYecKon cybcTaHumu;

2) KOnusl AOKYMEeHTa, NoATBepXaatowero ynnaTy rocyaapCTBEHHON MOLUSNHLI 3a
BKIMOYEHNE B roCyJapCTBEHHbIN peecTp flekapCTBEHHbIX CpeacTB dpapMaueBTUYECKON
cybCcTaHuumM, NpousBedeHHon Ans peanu3auuu, nmbo no cobCTBEHHOW WMHULMaTMBE
yKasaHHbI JOKYMeHT. B criydyae ero HenpeacrtaBneHnsa 3asButenemM ynofIHOMOYEHHbIN
defepanbHbI - OpraH  UCMOMHUTENbHOWM  Bractu  npoBepsieT  akT  ynnatbl
rocyaAapCTBEHHOM MOLWSNHbI 3asBMTENEM C UCMNONb30BaHMEM MHdopMauun o6 ynnarte
rocyapCTBEHHOM MOLUNUHBLI, coaepxalwenca B [ocygapCcTBeHHON WMHGOPMaLUOHHON
cuctemMe O roCcydapCTBEHHbIX UM MyHUUMNANbHBLIX —NfnaTexax, Ha OCHOBaHUKU
npeacTtaBneHHoON 3asdABUTENEM  KOMUM  [OKYMEHTa, noaTBepxaawwero ynnarty
rocygapCTBEHHOW MOLUSNHBI;

(n. 2 B peq. PeagepanbHoro 3akoHa oT 22.12.2014 N 429-03)

3) OOKYMEHTbI, YKa3aHHble B YacTu 2 HACTOsLWEN CTaTby;
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBneHve O Bblgaye paspelweHuss Ha BB03 B Poccunckyio Pepepauuto
KOHKpEeTHOM napTum He3aperncTpupoBaHHOIo neKapCTBEHHOrO cpencTsa,
npegHa3Ha4YeHHoro Ans NpoBeaeHUst yKa3aHHOW 9KCNePTU3bI.

(n. 4 BBegeH ®enepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumevaHue.
C 01.01.2021 cT. 34 pononHgaeTcs 4. 3.1 (P33 o1 27.12.2019 N 478-P3).

4. B TeyeHne pgecatn paboumx OHEN CO OHA NPUHATUSA 3asiBIEHUSA O BKITHOYEHUU
ykazaHHOMW B 4Yactm 1 HacTosiwen cratbm dapmMaueBTudeckon cybctaHumm B
rocygapCTBEHHbI peecTp NeKapCTBEHHbIX CPeaCTB U JOKYMEHTOB, MepeyvncrieHHbIX B
YacTn 1 1 NyHKTe 2 YacTu 3 HACTOSLLEN cTaTbW, YNOSTHOMOYEHHbIN heaepanbHbI opraH
NCNOMNHUTENBbHOW BNACTU:

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

1) npoBOAUT NPOBEPKY MOMHOTbI M AOCTOBEPHOCTU LaHHbIX, COAEpKaLUMXCH B
NPeACTaBMeHHbIX 3asBMTENEM LOKYMEHTAaX;
(B pen. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpYHMMAaET peLLUEHNe O HanpaBfiEHMM B IKCNEPTHOE yypexaeHue 3agaHus Ha
npoBedeHne 3KCrnepTU3bl KayecTBa YyKasaHHOM B 4Yactu 1 HacToswen cTaTbu
hapmaLieBTUYECKOM cybcTaHumm nnm o6 oTkase B TAaKOM HanpaBfeHuu;

3) yBeaomMnseT B 3NIEKTPOHHOM UMM NMUCbMEHHOW dOpMe 3asiBUTENSI O NMPUHSATOM
peLleHnn unn B criydae oTkasa C ykazaHneM NpUYnH Takoro oTkasa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

41. B cnyyae BbISBNEHUA HEOOCTOBEPHOCTU CBEAEHUN, COAepXalluuxca B
npeacTaBneHHbIX 3asiBUTENeM Matepuanax, YrnofHOMOYEHHbIN doefdeparibHbIn OpraH
MCNOMHUTENbHOM BRacTM HanpasnseT 3asBUTENIO 3anpoc 06 YTOYHEHUM YyKa3aHHbIX
ceBegeHun. [laHHbIn 3anpoc MoXeT 6bITb nepefaH ynosIHOMOYEHHOMY NpeacTaBUTENto
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3asBUTENS NMNYHO NOA Pacnucky, HarnpasreH rno NoyTe 3akasHbiM MMCLMOM UNKU NepenaH
B 3MEKTPOHHOM (popMe MO TEeNIeKOMMYHUKAUVMOHHbIM KaHanam cBaA3n. B cnydvae
HanpaBneHuUss [aHHOro 3anpoca MO MnoyTe 3aka3HbiM MMUCbMOM OH CYMTaeTCs
NOJSTyYEHHbLIM MO UCTEYEHMM LLUECTUN OHEN C AaTbl HanpaBfeHnsa 3aKka3Horo NMcbma.
(wacTtb 4.1 BBegeHa PenepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3aasutenb o00s13aH nNpeacTaBUTb OTBET Ha 3anpoc  YMNOSHOMOYEHHOro
dreieparnbHOro opraHa UCMNONHUTENBbHOM BNacTy B CPOK, He MpeBbillaioLwmnm AeBAHOCTa
pabounx OHEnW CO OHA MonydeHus gaHHoro 3anpoca. Cpok, ykasaHHbI B 4Yactn 4
HacTosILEN cTaTbW, NPMOCTAHABIMBAETCHA CO OHS HanpaBfeHusl 3asiBUTENH0 3anpoca
YNONHOMOYEHHOIro doefiepasnibHOro opraHa UCNOSTHUTENBHOW BAACcTM 4O OHSA NOSyYeHus
MM OTBETa Ha AaHHbIA 3anpoc N He YYUTbIBAeTCH MPU UCHUCINEHUM CPOKa KCNepTU3bl
KayecTBa (papmaueBTMYeCKOM cybCTaHuMn, Heucnonb3yemMon npu Mpou3BOACTBE
nekapCTBEHHbIX NpenapaTos.

(4acTtb 4.2 BBegeHa PepepanbHbiM 3akoHOM 0T 25.11.2013 N 317-93)

5. OcHoBaHuneM ONnd O0TKa3a B HarnpaBfeHNn B 9KCNEPTHOE ydpexaeHne 3agaHns Ha
npoBefeHne SKCNepTu3bl KayecTBa YKasaHHOM B 4YacTu 1 HacTosdwen craTbu
hapmMaLeBTUYECKON CyBCTaHUMM ABNSETCS HeNpeacTaBneHne OKYMEHTOB, YKa3aHHbIX
B 4YacTuM 2 HaCTosLWeWn ctaTbW, OTCYTCTBME MH(opMauun, noateepXxpgaroLien qakr
ynnaTtbl rocygapCTBEHHOM MOLUSMMHBI 3@ BKIKOYEHWE hapmaueBTMYeckon cybctaHumm,
npoun3seneHHOM A5 peanu3auum, B rocy4apCTBEHHbIN PeecTp NekapCTBEHHbIX CPeACTB,
HenpeacTaBneHne 3asiBUTeNemM B YCTAHOBJSIEHHbLIN CPOK OTBETA Ha yKa3aHHbIN B 4acTu
4.1 HacTosllen CcTaTbW 3anpoc  YMNOSIHOMOYEHHOro  bedepanbHOro  opraHa
WUCMOMNHUTENbHOW BractTu uWNu npeacTaBneHne [OOKYMEHTOB, He cojepXalimx
ncyepnbliBaloLLEro nepeyHsi HeobxoanMbIX CBEAEHUN.

(4acTtb 5 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-03)

6. B TeueHve natHaguaty pabounmx OHEW CO AHS  NOSMYYEeHUsA peLleHus
YNONMHOMOYEHHOIro doefiepanbHOro opraHa MCNOMIHUTENBbHOM BNacTM O HanpasfieHuu B
3KCnepTHOe y4ypexaeHue 3afaHus Ha NpoBefeHne 3KCNnepTusbl KayecTBa ykadaHHOW B
yactu 1 HacTosilen cTaTbn hapmaueBTUYeckon cybctaHummn 3asBuTens npeacraBngaeT
B 9KCMEpTHOE YyypexaeHve AN nNpoBeAeHWs [OaHHOW  3KCnepTu3bl  obpasupl
dapmavneBTMyeckon cybctaHumMm B Konmn4yecTee, HeobxoaMmMoM st BOCNPOM3BeAeHNS
METOLOB KOHTPOMS KayecTBa. JKCMEPTHOE ydpexaeHue npu nonyyvyeHun obpasuos
yKaszaHHOW B 4actm 1 HacTtoswen ctatbu bapmaueBTMYeCKOM cybcTaHuuu Bblgaet
3aABUTEN0 OOKYMEHT, NOATBEPXOAOWNA NonyveHne 3Tnx obpasuyosB, U B CPOK, He
npeBblLaWmMn Tpex paboymx gHen, yBeOOMNSeT B 3MEKTPOHHOW WM MUCbMEHHON
dopme 06 3TOM YNOMHOMOYEHHbIN dheaeparnbHbii OpraH UCNOSTHUTENbHOM BNacTn. 3Tu
CPOKM He BKNOYalOTCS B CPOK NPOBEAEHNSA aHHOM 3KCNEePTU3bI.

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

7. [OKyMEHTbl, MOCTYNUBLUME B O3KCMEPTHOE YyYpexaeHwe pOns npoBeAeHus
9KCNepTu3bl KayecTBa yKa3aHHOM B 4acTu 1 HacTosiwen ctaTbn papmaleBTUYeCcKon
cybCcTaHuuuM, noanexar Bo3BpaTy B  YMNOMAHOMOYEHHbIN deaepanbHbli  opraH
WCMOMNHUTENTIbHOW  BlaCTU  OOHOBPEMEHHO C  3aK/YeHus MM  NOo  pesyrnbTatam
NpoBeLEHHON 3KCNEPTU3bI.

8. B cpok, He npeBblwaoLwmin NaTn paboyunx gHEn co AHA NONyYeHUs 3aKniYeHns
KOMMCCUM 3KCMEPTOB MO pesynbTaTtam 3KCNepTu3bl KayecTBa yKa3aHHOW B yactu 1
HacTosLWEen cTaTbm hapMaueBTU4YecKon cybcTtaHumm, ynosTHOMOYEHHbIM doeaeparbHbIn
OopraH UCNOMHUTENBbHOWN BNACTU:

1) ocyLLEeCTBNSIET OLIEHKY TaKoro 3akintoYyeHns Ans onpeaeneHnst ero CooTBeTCTBUS
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3agaHuo Ha nposegeHne AaHHoM OKCNepTuabl,

2) NPUHUMAET pPELLEHME O BKITHOYEHMM yKa3aHHOW B 4acTu 1 HacTosLWen cTaTbu
hapmMaLieBTUYECKON CybGCTaHUMM B roCcyAapCTBEHHbIN peecTp feKapCTBEHHbIX CPeacTB
nnun peweHve ob oTkase B TaKOM BKIIOYEHWM;

3) BHOCUT NpU NPUHATUN PELLEHUs O BKITIOYEHUN yKa3aHHOMW B YacTu 1 HacToALen
cTaTtbM (papmMaueBTUYECKON CyBCTaHUMM B roCy4apCTBEHHbIA peecTp NeKapCTBEHHbIX
CcpeacTB npeayCMOTPEHHY YacTbio 2 ctaTb 33 HacTtoswero denepanbHOro 3akoHa
WHpopMauui n yesegomnsetr 06 3TOM B 3MEKTPOHHOW WM MUCbMEHHOW hopme
3asaBuTens.

(B pea. PegepanbHblx 3akoHOB OT 22.12.2014 N 429-03, ot 27.12.2019 N 462-93)

9. OcHoBaHMeM A4 O0TKa3a BO BKITHOYEHMM YKa3aHHOM B YacTu 1 HacTosLLen cTaTbn
hapmMaLieBTUYECKON CybGCTaHUMM B roCyAapCTBEHHbIN PeecTp feKapCTBEHHbIX CPeacTB
ABMSAETCA 3aKfloYeHMe COOTBETCTBYHOLLEro YNoSIHOMOYEHHOrO doefeparnbHOro opraHa
MCNOSMHUTENBHOM BNacTU O TOM, YTO KayecTBO hapMaLeBTUYEeCKOW cybcTaHumn He
noaTBEPXAEHO NONYyYEHHbIMU SaHHBIMU.

(wactb 9 BBegeHa ®epeparnbHbiM 3akoHOM oT 22.10.2014 N 313-9®3; B peg.
depnepanbHoro 3akoHa ot 04.06.2018 N 140-93)

10. He ponyckaetca BKNIOYEHWE B rOCYJapCTBEHHbIA pPeecTp feKapCTBEHHbIX
cpenctB ogHom hapmaueBTMYECKOM cybCcTaHuuK, Npon3BeneHHON ANA peanu3aumm u
BblMyCKaeMon O4HMM U TEM e Npou3BoauUTeneMm, B Buae ABYX M Bornee peecTpoBbixX
3anucemn.

(wactb 10 BBegeHa PefepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHue U3MEHEeHWN B OOKYMEHTbl Ha dapMaueBTUYECKYH CybCcTaHLuio,
Npou3BefeHHYI0 [ONA peanu3aumm U BKIIOYEHHYKO B rOCyAapCTBEHHbIA peecTp
neKapCTBEHHbIX CPeACTB, OCYLLECTBNAETCA B Nopsake, yCTaHOBEHHOM cTaTbamm 30 n
31 HacTtosiwero degepanbHOro 3akoHa, C YnNraTtol rocyAapCTBEHHOM MOLUSIUHLI,
npenycMOTPEHHON 3akoHogaTenbcTBOM Poccuinckon degepaumm o Hanorax n cbopax.
(wactb 11 BBegeHa PefepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

12. JonyckaeTcsa obpaweHne dapmMaueBTU4ECKNX CyOGCTaHLMiA, NPpOM3BEOEHHbIX
ana peanu3aumn, B TeYyeHMe cTa BOCbMWAECATM OHEW OO0 M Nocne NPUHATUSA
YNOMHOMOYEHHbIM  dhefepanbHbiM  OpPraHoOM WUCMNOSTHUTENbHOW BacTM peLleHnss o
BHECEHMM U3MEHEHWA B OOKYMEHTbl Ha (papmMaueBTUYECKylD  cybcTaHumio,
NPOM3BEAEHHYID ANA peanu3aumm W BKIIOYMEHHYIO B TOCYOAPCTBEHHbIA peecTp
nexKapCTBEHHbIX CPEACTB.

(wactb 12 BBegeHa PefepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

13. PeweHne o6 ucknioYeHUM M3 rocygapCTBEHHOrO peectpa NeKapCTBEHHbIX
cpeacts  (phapmaueBTMYecKOnM  cybCTaHuuKM, NPOU3BEAEHHOW ANdA  peanusauum,
NPMHUMAETCA YNOMHOMOYEHHbIM dhefepanbHbIM OpraHoM MCMOSNTHUTENBbHOW BNacTu B
cnyvae:

1) npeacrtaslieHNsA COOTBETCTBYHOWMM YNOJTHOMOYEHHbIM cbe,u,epaanblM OpraHom
NCMNONHUTENBHOW BlaCTU 3aKMNYEHUs O pucke unnm 06 yrpose >XM3Hum unn 300poBbio
yernoseka NMb0o XXMBOTHOIO npu ncnonb3oBaHMM NeEKaApCTBEHHOIO CpeancTBa,

2) nopgaym pas3paboTyMKOM JleKapCTBEHHOro cpeactea MM NpPOU3BOAUTENEM
nekapcTBEHHOro cpeacTtBa NMGO YNOMHOMOYEHHBIM UMW APYrMM OPUANYECKUM FIMLOM
3asBMeHnss 06 MCKMYEHMM U3 TOCY4apCTBEHHOIO peecTpa JeKapCTBEHHbLIX CPeacTB
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hapmMaLeBTUYECKON CyOCTaHUMW, MPOM3BESEHHON ONA peanv3auumu,;

3) oTcyTCTBUA (hapMaLueBTUYECKOn cybcTaHummn, Npon3seneHHOM Ansa peansaunm,
B 06paweHnm B Poccuiickon ®egepauumn B TeveHne Tpex n bonee ner.
(4actb 13 BBegeHa PefepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

Cratba 35. YTpatuna cuny ¢ 1 uonsa 2015 ropga. - ®enepanbHbIi 3aKOH OT
22.12.2014 N 429-®3.

Cratbsa 36. Ob6xanoBaHMe peleHMA 00 OTKa3e B BblAade pas3pelleHMsA Ha
npoBeAeHMe KITMHUYECKOro uccnenoBaHuUA NeKapCTBEHHOro npenapara, pewweHus
o6 oOTKaze B rocyAapCTBEHHOW perucrpaumMum rneKkapcTBeHHOro npenapara,
3aKI4YEeHUs1 KOMUCCUM IKCNEPTOB IKCMEPTHOro YUpeXOAeHUs UNnu 3aknoyeHus
coBeTa Nno 3TuKe

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

PeweHne cooTBeTCTBYIOWEro  YNoOfHOMOYEHHOro  pefepanbHOro  opraHa
NUCMONHUTENbLHONM Bnactu o006 oOTkase B Bblgaye paspelleHns Ha npoBeaeHue
KNMWHWUYECKOrO UMCCreaoBaHUA JeKapCTBEHHOrO MpenapaTta, pelleHne yKa3aHHOro
denepanbHOro opraHa WCNoSHUTENbHOW Bractm 06 oOTKase B rOCyAapCTBEHHOM
permctpauun nekapcTBEHHOro npenapaTa, 3aktoYeHWe KOMWUCCUM  IKCMepToB
9KCMEPTHOrO y4peXaeHNs Unu 3akntoyeHne coBeTa no aTMke MOXeT ObiTb 06XanoBaHo
B NOpsiAKe, yCTaHOBMEHHOM 3akoHoAdaTenbcTBoM Poccuinckon denepaumm. 3aknoyeHme
KOMUCCUM  3KCNEPTOB  OKCMEPTHOrO  yypexaeHus O  B3auMO3aMeHSeMOCTU
NeKapCTBEHHbLIX NpenapaTtoB Ans MeAULMHCKOrO MpUMEHeHust NMbo O TOM, 4TO
nekapcTBeHHbI npenapaT Ansg  MeOUUMHCKOrO  MPUMEHEHUs He  sBndeTcs
B3aMMO3aMeHsIeMbIM, MOXET ObiTb 06XanoBaHO pfepXaTenem unu BragenbLem
pPerncTpaunoHHOro yaooCTOBEPEHUS NeKapCTBEHHOro rnpenapata B YMNONHOMOYEHHbIN
denepanbHbI OpraH UCMOSTHUTENBLHOW BNAacTW, KOTOPbIN NPUBIIEKAET K paCCMOTPEHNIO
yKasaHHOW  anobbl  NOABEAOMCTBEHHblIE €My  HayyHble  OpraHu3auum wu
obpasoBaTefnbHble  OpraHM3aumm  BbiClWero  obpasoBaHWd,  OCyLLEeCTBRsOWME
AenTenbHOCTb B cdepe obpalleHnsi NeKapCTBEHHbIX CPEACTB. 3aKNiyYeHne KOMUCCUM
9KCNEepTOB 9KCMEPTHOrO  yypexaeHusd, odopMMeHHOe MO uUToram nepecmoTpa
00kanoBaHHOIO 3akfIYEHUs1 3KCnepTa, MOXEeT OblTb OCMOpPEHO AepxaTenem unu
BnagenbLemM perncTpaumoHHOro yAOCTOBEPEHUS neKapCTBEHHOro npenapaTta nunbo
YNONMHOMOYEHHbIM VMU NULUOM B nopsigke, YCTaHOBNEHHOM 3aKOHOAATeSIbCTBOM
Poccunickon  ®depepaumn. [lpy  obxanoBaHuMM  pelleHust  YyNosIHOMOYEHHOro
denepanbHOro opraHa UCMONHUTENbHOW BRACTU, 3aKNOYEHUs IKcrnepTa Unm KoMmccum
9KCNEepPTOB 3KCNEPTHOrO YYPEXOEHUS, 3aKNYEHNa coBeTa MO 3TUKE AepXaTenb unu
BnageneL, perncTpaLmMoHHOro YAOCTOBEPEHUSA feKapCTBEHHOro npenaparta nmbo
YNONHOMOYEHHOE UMW MU0 BMNpaBe nNpPeacTaBUTb pe3ynbTaTbhl  9KCNEpPTU3bl
nekapcTBEHHOro npenapara, NPOTOKOSbI NOSTy4YEHHbIX  aKKpeaUTOBaHHbIMU
ucnblTatenbHbiMn ~ nabopaTtopusaMm  (LeHTpamMn)  pe3ynbTaToOB  MCCReaoBaHUN,
NUCNbITAHUN.

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

Cratba 37. UHdopmauumsa, cBA3aHHaA C OCyLleCTBIIEHUEeM rocyaapCTBEHHOMN
perncTpauum rneKkapcTBeHHbIX npenaparos, UH(opMaLuAa O 3aperncTpUpoBaHHbIX
NeKapCcTBEHHbIX npenapatax U NeKapCTBEeHHbIX npenapartax, UCKIMKYEHHbIX U3
rocyaapcTBEeHHOro peecTpa NnekapcTBeHHbIX CpeacTB

1. CoOTBETCTBYIOLUN YNOHOMOYEHHbIN (heaepanbHbld OpraH UCMONHUTESTbHON
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BNacTu pasMeLllaeT Ha cBoeM oduumansHoM cante B ceTu "HTepHeT" nHgopmaumio,
CBSI3@HHYI0 C OCYLIECTBMEHNEM [OCYLapCTBEHHON perncTtpaumm neKkapCTBEHHbIX
npenapaToBs, B TOM YMCrie NpOBeAEHMEM IKCNEPTU3bl NeKapCTBEHHbIX CPeACTB (BKIIYas
pesynbTatbl €e nNpoBefeHus ), MH(POPMaLMIO O 3apPErMCTPUPOBAHHBLIX JTEKAPCTBEHHbIX
npenapaTax W JeKapCTBEHHbIX npenapaTtax, WCKIYEHHbIX W3 roCy4apCTBEHHOro
peecTpa nekapCTBEeHHbIX CPEACTB, HE NO3QHEE YeM 4Yepes NATb paboynx AHen co AHSA
Nony4yeHnst YMNosIHOMOYEHHbIM doefepanbHbiM  OpPraHOM  UCMOMHUTESNTbHOW  BIlacTu
COOTBETCTBYIOLEN NHpopMaLnN.

(B pen. ®PepepanbHblx 3aKoHOB OT 22.12.2014 N 429-93, ot 02.08.2019 N 297-93)

2. Cpokn n nopsigok pasMeLLeHns ykasaHHOW B 4YacTu 1 HacTosiwen craTbu
MHOpMaUUK  yCTaHaBNUBAKTCA  YNOSTHOMOYEHHbIM  ddefepalibHbIM  OpraHoMm
NCNOJSTHUTENBbHOM Bractu. MHdopmauus, ykaszaHHas B 4acty 1 HacToswen craTby,
ABNSAETCA OTKPbITON M 06LLEAO0CTYNHON 1M NPefoCTaBNseTCs 3aMHTEPECOBaHHbIM fnLLaM
B COOTBETCTBUW C 3aKOHOAaTeNbCTBOM Poccunckon degepaumn.

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

Mnasa 7. KNMMHWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbIX
NPEMAPATOB OJ1A MEANUMHCKOIO NPUMEHEHUA, 0OTOBOP
Ob UX NMPOBEAEHUW, NPABA NMAUUEHTOB, YHYACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHuyeckue mnccnegoBaHUs NeKapCcTBEeHHbIX NpenapaToB Ans
MeAULMHCKOro NpMMeHeHuUs

1. KnuHnyeckne mnccnenoBaHUst NEKAapCTBEHHbIX NpenapaToB AfS MeOUUMHCKOro
NPUMEHEHNSA, B TOM YMCNEe MeXOAyHapoAHble MHOrOLEHTPOBbIE, MHOrOLIEHTPOBbIE,
NOCTpPErncTpaumMoHHble, MNPOBOAATCA B OOHOM WM HECKONMbKUX  MEAMLUHCKUX
opraHuMsauusix B COOTBETCTBUW C MNpaBuiiaMn Haanexawleh KIMHUYECKOM MNPaKTUKW,
YyTBEPXAEHHLIMW YMOMHOMOYEHHbIM heaepanbHbiM OPraHoOM UCMONTHUTENbHON BRacTw,
COOTBETCTBEHHO B CneaylLwmx Lensx:

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

1) ycTtaHoBneHne 6e30nNacHOCTM FNEKapCTBEHHbIX MnpenapaTtoB ANd 340pPO0BbIX
aobpoBonbuUeB M (UNIM) NEPEHOCUMOCTM UX  300pOoBbIMM  JobpoBonbuamu, 3a
NCKIMIOYEHNEM TaKUX MCCreaoBaHUN NeKapCTBEHHbIX NpenapaToB, NPOU3BEAEHHbIX 3a
npeaenamu Poccuickon ®eagepaunu;

2) noabop onTMmanbHbIX 4O3UMPOBOK NIEKAPCTBEHHOrO NpenapaTa u Kypca neyvyeHus
ANst nauMeHToB C onpedeneHHbiM 3aboneBaHWeM, OMTMMarnbHbIX [03 U  CXEM
BakUMHALMM  UMMYHOBNOMOrMYECKMMM NeKapCTBEHHbIMW Npenapatamu  300POBbIX
nobpoBoOnbLEB;

3) yctaHoBneHne 6e30nacHOCTM NiekapCTBEHHOIO nNpenapaTta u ero 3pekTUBHOCTH
ANs NauMeHToB C onpeaeneHHbiM 3abonesaHnem, NpodunakTU4eckon addPEKTUBHOCTH
MMMYHOBNONOrMYECKNX NEKapCTBEHHBIX NpenapaToB ANns 300p0oBbiX 40O6POBOMbLEB;

4) wun3yyeHne BO3MOXHOCTU pacCLUMPEHUs MoKa3aHun AN MeOULMHCKOro
NMPUMEHEHN U BbISBIIEHNS  paHee  HEeu3BEeCTHbIX  MOBOYHbLIX  OEeNCTBUK
3aperncTpupoBaHHbIX NeKapCTBEHHbIX NpenapaTos.

2. B OTHOWeEHMM BOCMNPOU3BEOEHHbLIX JIEKAPCTBEHHbLIX NpenapaToB Ans
MEONLIMHCKOro NMpUMEHEHUs1 NPOBOAATCS MCCnefoBaHUS BGMOSKBMBANEHTHOCTU U (UNK)
TepaneBTUYECKOW IKBMBANIEHTHOCTU B MOPSAKe, YCTaHOBIIEHHOM YMOSTHOMOYEHHbIM
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denepanbHbIM OpraHoM UCMONHUTENbHOW BNacTu.

3. OpraHunzaumio npoBeAEeHUs KIMUHUYECKUX WCCIeAOoBaHUN eKkapCTBEHHOro
npenaparta Ans MeauLUMHCKOro NpUMeEHeHNst BnpaBe OCYLLEeCTBNATb:

1) pa3paboTymk NekapcTBEHHOro Npenapara Unm yrnorHOMOYeHHoe UM NnLO;

2) obpasoBaTenbHble oOpraHusauuu Bbicllero obpas3oBaHus, oOpraHu3aumm
AOMNOSTHUTENBHOrO NPOodeccnoHansHoOro ob6pasoBaHus;
(n. 2 B peq. PeagepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4YHO-UccrnegoBaTenbCKUe opraHMsaunu.

4. KnnHunyeckne mccnenoBaHUs nekapcTBEHHOro npenapaTta Ans MeguuMHCKOro
NPUMEHEHNSA NMPOBOAATCA Ha OCHOBAHUM pa3pelUeHns Ha npoBedeHuE KIMHUYECKOro
nccnegoBaHMsa  fleKapCTBEHHOro  npenapara, BblAAHHOMO  YNOSTHOMOYEHHbIM
denepanbHbIM OpraHOM WUCMOSTHATENBHOW BNAacTU. YMOMHOMOYEHHbIN deaepanbHbIn
opraH UCMNONHUTENbHOW BNacT BeAeT PeecTp Bbl4aHHbIX paspeLLleHnn Ha npoBegeHne
KIMUHUYECKMX NCCnesoBaHU NekapCcTBEHHOIO npenapara, coaepXallnn ykazaHme Ha Ux
uenb unu uenu, B yCTaHOBMEHHOM 3TUM OpraHoOM Mopsiake.

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

5. Ytpatun cuny c 1 miona 2015 roga. - PegeparnbHbin 3akoH oT 22.12.2014 N 429-
d3.

6. K opraHmsaumMm npoBedeHus1 KIMHUYECKUX WUCCRefOBaHUM NeKapCTBEHHOro
npenapata Anss  MeauuuHCKOro MNPUMEHEHUst pas3paboTyMKoOM  NEeKapCTBEHHOrO
npenapaTta MoryT NpuBReKkaTbCcsa topunandeckme nuua nobown opraHM3aunoHHO-NPaBOBOM
dopmbl Npu ycroBum obecneyeHns COOTBETCTBUA ITUX UCCNedoBaHUn TpeboBaHUAM
HacTosiwero ®egepanbHOro 3akoHa.

7. KnvHuyeckne nccnepoBaHUs NekapCTBEHHbIX npenapaTtoB Ang MeauuUHCKOro
NMPUMEHEHNA  NPOBOAATCA B  MEOUUMHCKMX  OpraHu3aumsax, akkpeauTOBaHHbIX
YMOMHOMOYEHHbIM  dhefeparibHbiM  OpraHoM UCMOMNHUTENbHOM BNactu B Mopsake,
ycTaHoBreHHoM [paButensctBoMm Poccuiickon ®eagepauuun.

8. [lepeyeHb MEOWUMHCKMX OpraHu3auuMi, WUMEKLWMX npaBo NpPOBOAUTb
KNUHUYEeCKMe UCCnefoBaHuUs  JleKapCTBEHHbIX npenapaTtoB  Ans  MeaUUMHCKOro
NPUMEHEHNA, W peecTp BblAaHHbIX pa3pelleHn Ha MpoBedeHne KITMHUYECKUX
nccnegoBaHU  NeKapCTBEHHbBIX NpenapaTtoB  OnybrMKOBLIBAKOTCA W pa3MeLLaroTcs
YyNONHOMOYeHHbIM doefiepasibHbIM OpraHOM UCMOMHUTESNTbHOW BNAcTU B YCTAHOBNEHHOM
UM nopsiake Ha cBoemM odmumanbHomM cante B ceTu "IHTepHeT".

Cratbsn 39. PeweHne o0 npoBeAeHMM KIMHUYECKOro MUcCcnenoBaHUA
NekapCcTBEHHOro npenapara ans MeaMuuHCKOro npuMeHeHus
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHu4yeckoe uccnenoBaHne NekapCTBEHHOro npenapata Ans MeauLUHCKOro
NPMMEHEHUS MPOBOAUTCS HA OCHOBaHUWM paspelleHusi Ha NpoBeAeHMEe KITMHUYECKOro
nccrnegoBaHUs  NeKapCTBEHHOro  npenapata,  BblAAQHHOMO  YMOSIHOMOYEHHbIM
denepanbHbiM  OpraHoOM  UCMOMHUTENbHOW BRiacTU Mo pesynbTaTaMm  3KCnepTusbl
AOKYMEHTOB, HEOOX0AUMbIX AN NONyYeHUs paspeLLeHnst Ha NpoBeAeHMEe KIMHUYECKOTO
nccrnenoBaHUs NEeKapCTBEHHOro npenaparta U 3TUYECKOM SKCNepTu3bI.
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2. ina nonyyeHus paspelleHns Ha MnpoBedeHne KIMHUYECKOro uccregoBaHus
nekapCTBEHHOro npenapara Ansg MeguLUMHCKOro NpuMeHeHns 3aaBuTenb NnpeacrasnseT
B YNOJSTHOMOYEHHbIN dpefeparnbHbli OpraH UCNOMHUTENBHOW BNACTU:

1)3aﬂBJ'IeHVIe O BblAa4ye paspelieHna Ha npoeegeHmne KnmHnM4eckoro nccrieaoBaHmnAa
JNIeKapCTBEHHOro npenapata gnd MeaununHCKoro npuMeHeHunA;

KoHcynbTaHTlnoc: npumedaHue.
C 01.01.2021 B n. 2 4. 2 cT. 39 BHOCATCA n3ameHeHus (P3 o1 27.12.2019 N 478-03).

2) KonuM OOKYMEHTOB, MOATBEPXAAKLWNX ynraTy rocygapCTBEHHOM MOLUSUHBI 3a
npoBegeHne 3TUYECKOW IKCMEepPTU3bl, IKCNEepTU3bl OOKYMEHTOB Ha feKapCTBEHHbIN
npenapaT Ans nonyyYyeHusi paspelleHns Ha npoBeaeHne KIMHUYECKOro MccrneoBaHus
neKkapcTBEHHOro npenapara ans MeauuuHCKOro NpUMEHEHUs, 3a Bblgady paspeLueHns
Ha MpoBedEHNE KIMHMYECKOro WCCnegoBaHUA NeKapCTBEHHOro npenapata Ansd
MEOMUWHCKOrO  MPUMEHEHUs, 3a NpoBeAeHMEe  IKCNepTuM3bl  [JOKYMEHTOB Ha
neKkapcTBeHHbIM  npenapaT Ans  MNOoNyyYeHuUss  paspelleHuss Ha  npoBedeHue
MEeXOYHapOOHOr0 MHOIOLIEHTPOBOrO KIIMHMYECKOrOo WUCCreaoBaHNSA NeKapCTBEHHOMO
npenapaTa Ans MeauvuMHCKOro NpUMEHEHUs, 3a Bblgady paspelleHna Ha npoBedeHue
MEeXOYHapOOHOro0 MHOIOLIEHTPOBOrO KIIMHMYECKOro WUCCreaoBaHNSA NeKapCTBEHHOMO
npenapata ans MeauvuUHCKOro NpUMEHEHUs, 3a NpoBeAEHNE ITUYECKOW IKCNepTusbl,
9KCNepTu3bl JOKYMEHTOB Ha NeKapCTBEHHLIN Npenapar A NosyyYeHnsa paspeLlleHns Ha
npoBedeHne MNOCTPENMCTPALMOHHOIO KIMHMYECKOrO WCCNeaoBaHUs fneKkapCTBEHHOIO
npenapaTa Ans MeguUMHCKOro NPUMEHEHUS, 3a Bblgady paspeLleHns Ha npoBedeHue
NOCTPErnMcCTPaumoHHOro KIIMHUYECKOro UccrnefoBaHns fiekapCTBEHHOrO npenaparta ans
MEANLMNHCKOrO NPUMEHEHNS, UM NO COBCTBEHHOW MHMLUMATUBE YKa3aHHbIE JOKYMEHTbI.
B cnyyae HenpencrtaBneHusi 3asBUTENEM YyKas3aHHbIX LOKYMEHTOB YMNOSHOMOYEHHbIN
defepanbHbI - OpraH  UCMOMHUTENbLHOWM  Bractu  npoBepsieT  pakT  ynnatbl
rocyaapCTBEHHOM  MOWMMHBI  C  Ucnonb3oBaHvem  uHdopmaumm 06  ynnarte
rocyapCTBEHHOM MOLUNUHBLI, coaepxalwenca B [ocygapCTBeHHOM WMHGOPMaLUOHHON
cuctemMe O rocydapCTBEHHbIX UM MyHAUMNANbHBLIX —NfnaTexax, Ha OCHOBaHUKU
npeacTaBneHHbIX 3asiBUTENEM KONUA AOKYMEHTOB;

3) npoToKon KNMHUYECKOro WCCNedoBaHMs JleKapCTBEHHOro npenaparta Ans
MEONLIMHCKOIO NPUMEHEHWS;

4) 6poLuopy nccnenosartens;
5) NHPOPMALNOHHBIN NIUCTOK NALNEHTA;

6) cBegeHnss 06 onbiTe paboTbl uccnegoBaTenen Mo COOTBETCTBYHOLLMM
cneunanbHOCTAM U X ONnbiTe paboThbl NO NPOBEAEHMIO KIMMHUYECKMX NCCNEeaoBaHUN;

7) cBedeHNa O MeOMUUHCKUX opraHuMsaumax, B KOTOpbIX Mpejnoniaraerca
NpoBegeHne  KIMHMYECKOro  MUCCrefoBaHus  NeKapCcTBEHHOro  npenapata  Aans
MEeANLNHCKOro NpMMeHeHus (MosiHoe 1 CokpalleHHoe HaMMeHOBaHUA, OpraHn3aLMOHHO-
npaBoBasd opMa, MEeCTO HaxOXOEHWA U MEeCTO OCYLIECTBNEHUS [LEATENbHOCTH,
TenedoH, Tenedakc, agpec dNEeKTPOHHOW NOYThI KaXX40oM MegUUMHCKON opraHu3aunmn);

8) cBeaeHMs 0 Npeanonaraemblx cpokax NPoBeaeHNs KNMHUYECKOro nccrnenoBaHus
nekapcTBEHHOro npenapaTa Ans MeauUMHCKOro NpUMeHeHs;

9) KOnumio aoroeopa obsizaTtenbHoro CTpaxoBaHU4A, 3aKn4eHHOro B COOTBETCTBUN C
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TUNOBbIMAX NpaBunammn obsi3aTtenbHOro CTpaxoBaHuA, C YKalaHnem npep,eanoVI
YNCNEHHOCTU NaunMeHTOB, y4aCTBYHOLNX B KIMTMHN4YECKOM UccnengoBaHnn nekapcrBeHHOro
npenapata gnd MeagnunHCKoro npuMeHeHunA,

10) unHdopmauuo O COCTaBe JeKapCTBEHHOro npenapata Ans MeauuUHCKOro
NPUMEHEHUS;

11) AOKYMEHT, COCTaBMEHHbIA NPOU3BOAMTENEM NEKapCTBEHHOrO npenapaTa Aans
MEAMUUHCKOrO MPUMEHEHUS U coAepXalun nokasaTenu (XapakTepucTuKu), a Takke
cBeleHMss O feKkapCTBEHHOM npenapate AN MeOULMHCKOro  NPUMEHEeHUs,
npon3Be4eHHOM ANs NPOBEeAEHUS KITMHUYECKUX NCCNeaoBaHNN;

KoHcynbTaHTlnoc: npumeyvaHue.
C 01.01.2021 B n. 12 4. 2 cT. 39 BHOCATCA U3MeHeHns (3 o1 27.12.2019 N 478-d3).

12) konuo NUUEeH3nn Ha NPOU3BOACTBO NEKapCTBEHHbLIX CPeACTB B Criyvae, ecnu
NpOn3BOACTBO NIEKAPCTBEHHOIO Npenapara ocyulectansietcsa B Poccunckon Pegepauum,
NN KOMWIO 3aKMIOYEHNA O COOTBETCTBUWN NMPOU3BOAUTENSA NeKapCcTBEHHOro npenapara
TpeboBaHuAM npaBui  Hagnexawen npomn3BOACTBEHHOW MNPAKTUKW, BblAAHHOMO
YNONHOMOY€EHHbBIM OpPraHOM CTpaHbl MPOM3BOANTENSA NTEKaPCTBEHHOIO Npenapara.

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

KoHcynbTaHTlnoc: npumeydaHue.
C 01.01.2021 ct. 39 pononHseTca 4. 2.1 (P3 o1 27.12.2019 N 478-D3).

3. B cpok, He npeBbiwaowmi NAaTn pabounx gHEN CO AHA NPUHATUS YKa3aHHOro B
nyHKTe 1 4YacTu 2 HacToswen cTaTbh 3asiBrieHUs U HeobXxoauMbIX [AOKYMEHTOB,
YNOJSTHOMOYEHHbIN doeaepanbHbIN OpraH UCNOSTHATENbHOW BI1aCTU:

1) npoBoaAMT NPOBEPKY MOSIHOTbI U AOCTOBEPHOCTU CBEAEHWUN, COAEepXalUMXcs B
npeacTaBneHHbIX 3adBUTENEM JOKYMEHTAX;

2) NPUHMMaET peLleHne O NPOoBeaEHMUN IKCNEPTU3bl JOKYMEHTOB AN NOMyYeHus
pa3peLleHns Ha NPoBeAeHNE KNMMHUYECKOro NCCrefoBaHMs NeKkapCTBEHHOIO nNpenapara
AN MeAULIMHCKOrO NMPUMEHEHNSI U 3TUYECKOWN 3KCNepTU3bl U 06 oTkase B NpoBeAEHUM
yKa3aHHbIX 3KCNepTus;

3) yBegOMIISIET B 3NEKTPOHHOMN (bOopMe Unn Ha ByMaHOM HocuUTene 3asaBUTENS O
NPUHATOM peLlleHnn nmbo B criydae NpUHATUA pelleHnsa o6 oTkase Takke C yKazaHueMm
MPUYMH TaKoro 0TKasa;

4) noaroTaBnmMBaeT U HanpaBlide€T B 3KCNEPTHOE ydpexaeHne U CoOBeT Mo 3TUKE
3afaHne Ha npoeeageHne CooTBeTCTBYHOLLNX SKCNEPTU3.

4. B cnyyae BbISIBNeHUS HEMNOJSIHOTbI U (MNKW) HEOOCTOBEPHOCTU WHAOpMauuu,
cogepxawlenca B NpeacTaBreHHbIX 3asBuUTENneM [JOKyMeHTaX, YMNOSIHOMOYEHHbIN
denepanbHbli OpraH MCMNOMHUTENbHOW BRACTU HanpasnseT 3asBuTento 3anpoc 06
YTOYHEHUN YyKa3aHHOW WHpopmauun. [HaHHbIM  3anpoc MoxeT ObITb nepefaH
YNONMHOMOYEHHOMY MpeACTaBUTENO 3asdABUTENS NUYHO MNOA PacnuvCcKy, HanpasfeH no
noyte 3akasHbIM MUCbMOM WNW nepefjaH B ONEeKTPOHHOW  ¢hopme  no
TeNeKkoOMMYHUKaUWOHHbIM KaHanam cBa3u. B cnyyae HanpaBneHust 4aHHOro 3anpoca no
noyTe 3aka3HbIM NMMCbMOM OH CYMTaAETCH NOSTyYEHHbIM MO UCTEYEHUM LWECTU OHEN C AaTbl
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HanpaBneHus 3aka3Horo nucbma. 3asBuTenb 06A3aH nNpeacTaBUTb OTBET Ha 3anpoc
YrNOSTHOMOYEHHOrO befiepanbHOro opraHa WCNONHUTENbHOW BracTM B CPOK, He
npeBblWaKLWmn gessHocTa pabounx gHen co AHS ero nonyyvyeHusa. Cpok, ykasaHHbIA B
YacTn 3 HacTosLWeN cTaTbi, NPUOCTaHABNMBAETCHA CO OHA HanpaBreHus 3asiBUTENo
3anpoca YrnofiHOMOYEHHOro pedepansHOro opraHa WCMNONHUTENbHOW BNactu A0 OHSA
MOMyYeHNss UM COOTBETCTBYIOLLErO OTBETa U He Yy4uTbIBAaeTCA Npu UCHUCIIEHMM CPOKa
MPUHATUA  YMONMTHOMOYEHHbIM  ddefeparibHbiM  OpraHoOM  UCMOMHUTENbHOW  BriacTu
peLleHnss 0 NpoBefeHUN 3KCNepTU3bl AOKYMEHTOB ANSA MOSyYeHUs paspelleHnss Ha
npoBefieHMe  KIMWHWYECKOro  WCCredoBaHUs  NeKapCTBEHHOro rnpenapaTta  Ansd
MeOULNHCKOro NPUMEHEHNS.

5. OcHoBaHVeM A58 0TKasa B NpoBeAeHUN SKCNepPTU3bl JOKYMEHTOB NS NonyyYeHus
paspeLleHnst Ha NpoBeAeHNE KIMHNYECKOro NCCneaoBaHus NekapCTBEHHOro npenapara
AN MeOUUMHCKOrO MPUMEHEHUS U 3TUYECKOM 3KCNEepTU3bl ABNSETCA npeacraBfeHune
OOKYMEHTOB, NPeayCMOTPEHHbIX YacTbi 2 HaCTOSLWEN cTaTbM, B HEMNOSHOM obObeme,
HenpeacTaBneHne 3asiBUTeNeM B YCTaHOBIIEHHbIN CPOK OTBETA Ha yKa3aHHbIN B 4YacTu 4
HacTosILWen cTaTbyn 3anpoc YNormHOMOYEHHOro dpeiepanbHOro opraHa UCNOMHUTENBHON
BnactTun nmbo oTCyTCTBME B MPEeACTaBIIEHHbIX AOKYMEHTAX MCHEPNbIBAKOLWEro NepeyHs
Heobxoanumon nHopmaumm nnm MHPOPMaLNKN, KOTopas AOMKHA ObiTb OTpaXKeHa B HUX,
a Takxke OTCyTCTBME MHJOpMaLuMuK, noaTBepxaaoLwen dakt ynnatbl rocyaapCcTBEHHOM
MOLWSNHBbI 3@ NPOBEOEHME IOTUYECKOW IKCMEePTU3bl, IKCNEepPTU3bl AOKYMEHTOB Ha
neKkapcTBEHHbIWN NpenapaT Ans NonyvYeHnsa paspeLlleHna Ha nposefeHue KIMHNYECKOoro
nccnegoBaHNa NekapCTBEHHOMO Npenaparta ansg MeguumnHCKOro NpuMeHeHns, 3a Bblaavy
pa3peLLeHns Ha NpoBeLEeHNE KIMHNUYECKOro UCCneaoBaHUs fiekapCTBEHHOroO npenapara
AN MeUUMHCKOro MNPUMEHEHUs, 3a MpOoBeAeHWEe JKCMepPTU3bl [OOKYMEHTOB Ha
nekapcTBeHHbIM  npenapaT Ans  MNOoNyyYeHuUss  paspelleHuss Ha  npoBedeHue
MEeXOYHapOOHOro0 MHOIOLEHTPOBOrO KIIMHMYECKOro UCCreaoBaHNSA NeKapCTBEHHOMO
npenapaTa Ans MeauvUMHCKOro NpUMEHEHUs, 3a Bblgady paspelleHna Ha npoBedeHue
MEeXOYHapOOHOro0 MHOIOLIEHTPOBOrO KIIMHMYECKOro UCCreaoBaHNA NeKapCTBEHHOMO
npenapata ans MeauuUHCKOro NpUMEHEHUs, 3a NpoBeAEeHNE ITUYECKOW IKCNepTusbl,
9KCNepTU3bl JOKYMEHTOB Ha NeKapCTBEHHLIN Npenapar A NosyyYeHnsa paspeLlleHns Ha
npoBedeHne MNOCTPENMCTPALMOHHOIO KIMHUYECKOrO WCCNeaoBaHUs nekapCTBEHHOIo
npenapaTa Ans MeguUMHCKOro NPUMEHEHUS, 3a Bblgady paspeLleHnsa Ha npoBedeHue
NOCTPErnMcTpPaumoHHOro KIMHNUYECKOro UccrnenoBaHns fiekapCTBEHHOrO npenaparta ans
MEOVLMNHCKOro NPUMEHEHUA.

6. [llpoBegeHue aKCnepTu3bl [OOKYMEHTOB AS19 MNOMyYeHUs paspelleHns Ha
npoBedeHne  KIWMHMYECKOro  UCCNedoBaHUs  fleKapCTBEHHOro  npenaparta  Ang
MEONLMHCKOTO MPUMEHEHNS U ITUYECKOW SKCMEepPTU3bl, COCTABIIEHME KOMWUCCUEWN
9KCMEepTOB M COBETOM MO 3TUKE 3aKMOYEHUA O BO3MOXHOCTU UMW HEBO3MOXXHOCTU
NPOBEAEHUS TAKOro KNMMHUYECKOrO UCCedoBaHNA U HanpaBreHne 3TUX 3aKITlo4YeHUn B
YNONHOMOYEHHbIW (befiepalibHbI OpraH UCMOMHUTENbHOW BIlaCTU OCYLLECTBIISAOTCA B
CpPOK, He npesbllaWmn Tpuauatn paboymx gHENW CO AHS MOMyYeHUs IKCNepTHbIM
yypexgeHveMm 3afaHus YNOoNHOMOYEHHOro degeparibHoro opraHa WCNONHUTENbHOM
BNaCTU C MPUSIOXKEHMEM [LOKYMEHTOB, YKasaHHbIX B nyHktax 3, 4, 10 n 11 yactu 2
HacTosLLEen CTaTbW, U COBETOM MO 3TUKE 3adaHUdA YyNorHOMOYEHHOro deaepasibHoro
opraHa UCNofHUTENBHOW BIACTU C NPUNOXEHNEM OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 -
6, 8 1 9 yacTu 2 HacTosALEN CTaTbW.

7. B cpoK, He NpeBblLaoLWmi NATN paboymnx gHEN CO OHS MONyYEeHUs 3aKnovYeHUn,
yKasaHHbIX B 4acTu 6 HacTosiwen cTaTbu, YNONMHOMOYEHHbIN defepanbHbii opraH
NCNONHUTENBHOW BRacTu:
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1) ocywecTBnseT OUeHKYy MOCTYNMBLUMX 3aKMiOYeHUn AOns onpeaeneHus ux
COOTBETCTBUSA 3aJaHNSAM Ha NpoBeAeHME COOTBETCTBYIOLMX IKCNEPTUS;

2) NpUHMMaeT pelleHne O Bblgave paspelleHus Ha npoBeaeHue KIMHUYECKOro
nccneaoBaHvs NeKapCTBEHHOro npenapata Anst MeauUMHCKOro NMpUMEeHeHust unm ob
OTKase B Bblaye yka3aHHOro paspeLueHus;

3) BblgaeT paspelleHMe Ha NpoBedeHWEe  KIMHUYECKOro  MCcCneaoBaHust
nekapcTBEHHOro npenapaTa Ans MeauUMHCKOro NPUMeHeHMs Unn pelleHre ob otkase B
BblJaye yKa3aHHOIo paspeLUeHust ¢ ykazaHMeM NpuymnH oTKasa.

8. OcHoBaHVeM Ans OoTKasa B Bblaye paspelleHus Ha NpoBefeHne KIMHUYECKOro
nccnegoBaHNA nekapCcTBEHHOro npenaparta angd MeauvumHCKOro NpUMeHeHus ABnaeTcs
Hanuuve 3aKMYeHUs KOMUCCUW IKCNepTOB WM 3akioYeHus coBeTa Mo 3TUKe O
HEBO3MOXHOCTU NPOBEeAEHUS KITMHUYECKOro nccneoBaHus flekapCTBEHHOMO npenapaTta
ANA MeOULMHCKOro MNpUMEHEHWs no  pesynbTataM MNpPOBEAEHHbIX  3KCNepTus,
npeayCcMOTPEHHbIX YacTbio 6 HACTOsILWEN CTaTbMy.

9. PeweHne 06 oTkase B nNpoBedeHUN IKCNepTU3bl JOKYMEHTOB AMS NOSyYeHUs
paspeLleHns Ha NpoBefeHne KITMHUYECKOro UCCregoBaHUs NlekapCTBEHHOMO npenapaTa
ANS MeQULUHCKOro NMPUMEHEHUS N 3TUYECKON 3KCNepTU3bl N B Bblgave paspelleHns Ha
npoBedeHne  KIIMHUYECKOro  UCCrefoBaHUs  NeKapCcTBEHHOro  npenapata  Aans
MeOMLUMHCKOrO NpUMEHEHNss MOXeT ObiTb obXanoBaHO B nopsake, YCTaHOBMEHHOM
3akoHogaTtenscTBoM Poccunckon denepaumn.

Cratbsa 39.1. 9Tnyeckas aKcnepTusa
(BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

1. DTnyeckasn akcnepTu3a NPOBOAMTCSH COBETOM MO 3TUKE, CO34aHHbLIM B MOPSIAKE,
YCTaHOBIEHHOM YMONHOMOYEHHbIM dheaeparnbHbIM OpraHOM UCMOMHUTENbHON BnacTu, B
Lenax BblAaun 3aknioyeHns 06 aTmyeckon 060CHOBaHHOCTM BO3MOXHOCTM NPOBEaEeHMS
KMMHUYECKOrO  UCCredoBaHuUs NeKapCTBEHHOro npenapata  Ans  MeauuMHCKOro
NPUMEHEHUS.

2. Okcneptamu coBeTa MO 3TUKE MOryT ObiTb nNpeactaBUTENN MeOULMHCKMX
opraHuMsauun, HaydHbiX oOpraHmsauun, obpasoBaTesfibHbIX OpraHusauui BbICLLErO
obpasoBaHuda, a Takke npeacTtaBUTENM OOLWECTBEHHbLIX OpraHM3auun, PenUrmo3HbIX
opraHmsauum n cpencrts mMaccoBou MHgopmaumn. [aHHble 3KCNepTbl HE AOOSMKHbI
HaxXoAUTbCS B KAKON-NNMBO 3aBUCMMOCTM OT pa3paboTUMKOB NEKAPCTBEHHbIX NpenapaToB
N Opyrux nuu, 3aMHTEPeCcoBaHHbIX B pe3ynbTatax 3TUYeCKON SKCNepTU3sbl.

3. OnnaTa ycnyr aKkcnepToB coBeTa MO 3TMKE OCYLECTBNSAETCS Ha OCHOBaHWUK
AOroBOpa, 3aKMYEHHOro  Mexay YNOfNHOMOYEHHbIM  doefeparibHbiM  OpraHoMm
NCMOMNHNTENBbHOW BlaCTU, KOTOPbIM CO34aH COBET MO 3TMKE, U 3KCNEepTOM cCoBeTa Mo
9TUKe, 3a cveT OMKETHbIX ACCUTHOBaHMKW, MNPeayCMOTPEHHbIX YMNOAHOMOYEHHOMY
degepanbHOMYy OpraHy MCMNOSTHUTENBHOM BNacTW, KOTOPbIM CO34aH COBET MO 3TUKE, B
enepanbHOM GrO4KeTe Ha COOTBETCTBYIOLLMI roA Ha obecneyeHne ero 4eaTenbHOCTH,
B pa3mepax, ycTaHoBMeHHbIX MNMpaButenbctBoM Poccuinckon denepaumn.

4. JKcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenscTtBoM Poccuickon ®eagepaunn.

5. CoctaB coBeTa Mo 3TuKe, MNonoxeHne o6 3TOM coBeTe, MOPSOOK €ro
AeaTenbHOCTH, TpeboBaHNs K KBanudukaumm 1 onbiTy paboTbl NO 3KCMEPTHOWM OLEHKe
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HayYHbIX, MEOUUMHCKUX U 3TUYECKUX acneKkToB KIMHUYECKUX UuccregoBaHUn
NeKapCTBEHHbLIX MpenapaTtoB ANs MeAULMHCKOrO MNpUMEHEHUs, NpeabsaBrisgeMble K
aKcrneptaMm coBeTa MO 39TUKe, MOPSLOK OpraHn3aumMm u nNpoBeAeHUst ITUYECKOMU
3KCnepTu3bl, hopMa 3akroyeHnst CoBeTa No 3TUKEe ycTaHaBNMBAOTCS YNOMHOMOYEHHbIM
denepanbHbIM  OpraHOM  MUCNOMHWUTENbHOWM  Bnactu.  Yucno  npencrasuTenen
MEAMUMHCKUX OpraHusauuim He MOXEeT npeBbllaTb MONOBUHY OT obLlero 4yucna
9KCNepToB COBETA MO 3TUKE.

6. MHdopmauua o coctaBe coBeTa MO 3TUKe, NnaHax ero paboTbl U TeKyLlewn
OeATenbHOCTM  pa3MellaeTcs Ha  oduvumanbHOM  caruTe  YNOSIHOMOYEHHOrO
drefepanbHOro opraHa UCNONHUTENBHOW Bractu B ceTu "MHTepHeT" B yCTaHOBNEHHOM
UM NopsiaKe.

Cratba 40. lpoBeaeHMe KIIMHMYECKOro WUCCriefoBaHUSA JeKapCTBEHHOro
npenapara Ansa MeguuMHCKOro NnpMMeHeHus

1. PykoBoauntenb MeauUMHCKOW OpraHusauuun, Kotopasi NPOBOAUT KIMHUYECKOEe
nccrnenoBaHne nekapcTBEHHOro nNpenapata 4ng MeanuuHCKOro NpuMeHeHna, HasHavaeT
nccnenoBartensi, OTBETCTBEHHOIO 3a NPOBEAEHNE Takoro MCCNneaoBaHUs U UMEKOLLIErO
neyebHyl0  cneumanbHOCTb, COOTBETCTBYIOLLYID  MPOBOAUMOMY  KITMHUYECKOMY
nccnenoBaHMIO NEKApPCTBEHHOrO npenapaTta, Co cTaxem paboTbl No nporpammam
KIMHUYECKUX UCCNeaoBaHUM NIEKapCTBEHHbIX NpenapaToB HE MEHee YeM Tpu roga 1 no
€ro npeasioKeHUo Ha3HavyaeT comccriegoBaTenemn U3 Ynucna Bpavyen aTon MegmuuHCKon
opraHusauuu.

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

2. WccnepoBatenb ocyLlecTBnsieT BbIGOp NauMeHToB, KOTOpble M0 MEeAMLNHCKUM
nokasaHusiM MOryT ObiTb MNPUBMEYEHbl K Yy4acTUO B KIMHUYECKOM WCCregoBaHUM
nekapcTBEHHOro npenapaTa Ans MeauuUMHCKOro NpuMeHeHs.

3. WccnepoBatenb K couccrnegoBaTenu AOOMMKHbl  OblTb  O3HAKOMMEHbl C
pesynbTatamu  OOKIMHUMYECKOTO  UCCneaoBaHWs  NIEKAapCTBEHHOro  CpeacTsa,
cogepxawmmmca B Opoluope uccnegoBaTens, MPOEKTOM MNPOTOKOMa KITMHUYECKOro
nccnegoBaHWsa  NEKapCTBEHHOro npenapata  Ans  MeOUMUMHCKOTO  MPUMEHEHMs,
pa3paboTaHHbIM pa3paboTYNKOM NekapcTBEHHOrO npenapaTta Unu MHbIM KPULNYECKAM
NUUOM, MpPUBMEKAEMbIM K OpraHusauumM npoBeaeHUsl KIMHMYECKOro WccreaoBaHus
nekapCTBEHHOro npenapara Ans MEQULUHCKOrO NPUMEHEHNS, 1 APYrMMU MaTepranamm
TaKoro nccneaoBaHus.

3.1. PykoBoguTenb MeOULMHCKOW OpraHu3auuMm B CPOK, He MpeBbllarowmm Tpex
pabounx [OHEW CO [AHA Havana npoBedeHUs  KIMHWYECKOro  MCCrenoBaHus
nekapCTBEHHOro npenapaTta Ana MeguuuHCKOro npuMeHeHusi, coobuiaet o6 atom B
YNOSTHOMOYEHHbIN  doefepanbHbii - OpraH  UCMNOSTHATENBbHOW  BNacTW, BblAaBLUUK
paspeLlleHne Ha NpoBefeHMe Takoro nccneaoBaHus, No YCTaHOBNEHHON UM hopme.
(yacTtb 3.1 BBegeHa PepepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

4. OpraHusauuu, OCYLLECTBMSIOWME OpraHn3auvio npoBedeHUs KIMHUYECKOro
nccnegoBaHNa  NleKapCTBEHHOro rnpenapata  ana  MeauUMHCKOro MNpUMEHEHUS ¢
ykasaHHble B 4actm 3 crtatbu 38 Hactoswero PepepanbHOro 3akoHa, B criyvae
HeobXo4MMOCTU BHECEHUSI W3MEHEHUN B MNPOTOKOM KIMHUYECKOro uccnenoBaHuns
nekapCTBEHHOro npenapaTta Ans MeauuMHCKOro npumeHeHnsa coobwiat ob 3ToMm B
YNONMHOMOYEHHbI  dbefepalribHbI - OpraH  WUCMOMHUTENbHOW  BNacTW, BblAaBLUWMA
paspeLLeHne Ha NpoBeAeHne Takoro nccnegoBaHus, No yCTaHOBIEHHON UM dhopMe.
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(B pen. PepgepanbHoro 3akoHa oT 11.10.2010 N 271-93)

4.1. dopma coobleHnss O BHECEHUM W3MEHEHUA B MNPOTOKOM KIMHUYECKOrO
nccrnenoBaHNsA fekapcTBEHHOrO npenapaTta ans MeauuMHCKOro npuMeHeHns OOJShKHa
cogepxaTtb criegyroume cBeaeHus:

1) HaumeHoBaHWe, NOEHTUMUKALNOHHBIN HOMEDP M JaTa NPOTOKONa KIMHUYECKOro
nccnenoBaHus;

2) naTta BHECEHWSI UIBMEHEHMI B NPOTOKON KIMMHMUYECKOrO NCCneaoBaHus;
3) HauMeHoBaHNE N MECTO HaxXOXOeHUs 3asiBUTENS;

4) HanMeHOBaHWe opraHu3auun, NPUBMEYEHHON pa3paboTYMKOM JNleKapCTBEHHOIO
npenaparta K opraH1M3aummn NnpoBeAeHNst KNMHUYECKOro nccrnenoBaHms (Npy Hanuyanm);

5) HanMeHoBaHNA N MeCTa HaxoXaeHunda MeaunLunHCKUX opraHM3au,|/||7|, B KOTOPbIX
npoBOOUTCA KIMHNYECKOe nccrieqoBaHmne;

6) Onata BblOayu paspelleHusl Ha NPOBeAeHVEe KIMHUYECKOro UCCIedoBaHus u
HOMEp 3TOro paspeLLeHus;

7) N3MEHEHNHA, BHOCMMbIE B NPOTOKOM KMMHUYECKOro NCCnegoBaHus.
(yacTtb 4.1 BBegeHa PepepanbHbiv 3akoHoM oT 11.10.2010 N 271-93)

5. B cpok, He npeBblwawwmn Tpuauatn paboumx OHen co AHA NonyYeHus
YKa3aHHOr0 B 4aCTu 4 HACTOSILLEN CTaTbU COOBLLEHNS, YNTONMHOMOYEHHbIN beaepanbHbIi
opraH MCNOJSIHUTENbHOW BacTu paccmaTpuBaeT 3TO coobuieHMe B YCTAaHOBIEHHOM UM
nopsiake M MpUHUMaeT pelleHne O BHECEHUUM U3MEHEHUM B MPOTOKOM KIAMHUYECKOro
nccnenoBaHNa NeKapCTBEHHOro npenaparta ans MeauuMHCKOro npuMeHeHust unm ob
OTKasze BO BHECEHUN Takux u3MeHeHun. [lpu paccmoTpeHun coobLleHns o
HeoOXOAUMOCTN BHECEHUSI M3MEHEHUM B MNPOTOKOST KIAMHUYECKOro WCCneaoBaHus
nekapcTBEHHOro npenapaTta Ans MeAUUMHCKOrO MNpPUMEHEHUA B LensxX OLEHKU
0O0OCHOBaHHOCTM npeafiaraeMblX WU3MEHEHUA W onpedenieHns CTEeneHn pucka ans
NnauneHToB, NPMHUMAaKLWKNX y4acThe B KNMHUYECKUX UCCIedoBaHNAX, YIONTHOMOYEHHbIM
degepanbHbIM  OpraHOM  MCMOSTHUTENBHOM BRacTM MOryT MpUBReKaTbCa 3JKCNepTbl
coBeTa Mo 3TUKE.

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

6. KnuHunyeckoe uccrnegoBaHwe nekapCTBEHHOro npenapara ang MeauuuHCKOro
NPUMEHEHNA MOXET ObITb MPUOCTAHOBIIEHO UM MpeKpalleHo, ecnu B npouecce ero
npoBeaeHns obHapyxeHa OMacHOCTb [ONS KWU3HW, 340pPOBbA NauueHToB. B cnydvae
BO3HVMKHOBEHWUS OMACHOCTM [ANS >KWU3HW, 300POBbS MNauMeHTa, Y4yacTBYHOLLEro B
KIMUHWYECKOM  UCCNedoBaHUM  JIeKapCTBEHHOro npenapata Ansg  MeguumHCKOro
NpUMeHeHns, uccnegosatenn obs3aHbl NpouHgopmupoBaTte 06 3TOM pyKoBOAUTENS
MEAMUUHCKOM  OopraHuMsauuu U1 opraHusauuio,  MOnyuYuBlIYIO  paspelleHue
YMOMHOMOYEHHOro doefeparnbHOro opraHa UCNOMHUTENbHOM BNAcTU Ha OpraHu3auuio
NpoBeOeHUs KIMMHUYECKOro UCCreaoBaHUs JiekapCTBEHHOro npenapata. PeweHue o
NPUOCTAHOBMNEHUN KITMHWUYECKOrO WCCReAoBaHUA NekapCTBEHHOro npenaparta  Ans
MEANUNHCKOrO MPUMEHEHUs NPUHUMAOT PYKOBOAUTENb MEOULMHCKOW OopraHvsauun u
(Mnn) opraHusaumd, nonyyYMBlIas paspelleHne YNofIHOMOYEHHOro defeparibHOro
opraHa WCMOMHUTENbHOW BracTU Ha oOpraHWsauui MNpoBeAEeHUs  KITMHUYECKOro
nccnegoBaHWs NekapCTBEHHOro npenapaTa aAng MeauUMHCKOro NpUMEHEeHUs, peLleHne
O MnpeKpalleHUn Takoro uccrnegoBaHuUs NPUHUMAaET YMNONIHOMOYEHHbIN dhefepanbHbin
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opraH WCMNOSMIHUTENbHOM BIlAaCTM Ha OCHOBaHWM COOOLLUEHMS B MUCbMEHHOW hopme
pyKoBOANTENSA MEANLIMHCKOW OpraHn3aunmn unm opraHnsauns, nonyynsLLas paspeLleHne
YNONMHOMOYEHHOro defepansHOro opraHa UCNOSHUTENBLHOW BriacTU Ha OpraHu3auumio
NpoBedeHUs  KINUHUYECKOro  UCCredoBaHUs  fleKapCTBEHHOro  npenapaTta  Angd
MeANLUNHCKOro NPUMEHEHMUS.

7. B cpok, He npeBbllUalWMA NATU paboumx AHEeMW CO [OHS 3aBepLUEeHUs,
NPUOCTAHOBMNEHUA UMW MpPeKpaLLeHNa KIMUHUYECKOro uccnegoBaHUs feKkapCTBEHHOro
npenapaTta Ansi MeOULMHCKOro npuMeHeHusi, coobuieHne o6 3ToM HanpaBndeTcs
opraHuMsauusamMu, ykasaHHbIMU B 4acTu 3 ctaTbn 38 HacTosiwero deaepanbHOro 3akoHa,
B YNOMHOMOY€EHHbIN doefeparnbHbIi OpraH UCNOMHUTENbHOW BNAacTU NO YCTaHOBNEHHOMN
nm copme.

8. ®opma coobuieHNss O 3aBepLUEeHUU, MNPUOCTAHOBMEHUM WU MNpPeKpaLLeHUn
KMMHUYECKOTO UCCMNEeAOBaHUSA TNEKapCTBEHHOro npenapata Ans  MeauuuHCKOro
NPMMEHEeHNs AoMKHa coaepKaTb:

1) nHOpPMaLMI0 O MEAMLMHCKON OpraHn3auum UnM MeauuUHCKUX opraHu3auusix,
NPOBOAMBLUNX AAHHOE UCCIEA0BaHUE;

2) onucaHne AaHHOro UCCneaoBaHUs;

3) oaHHble nccnegosartensd (ammnug, UMs, 0TY4ECTBO, MECTO paboTbl, 3aHMMaemas
OOJPKHOCTb, CNeunanbHOCTb, CTax paboTbl N0 NporpamMmmMam KIMHUYeCKNX nccneaoBaHum
neKapCTBEHHbIX MNpenapaToB, NepeyeHb KIMHUYECKUX UCCnefoBaHUM NekapCTBEHHbIX
npenapaToB, B KOTOpPbIX OH MNpPWUHUMan y4yactve (nepuodbl y4vacTusi) B KadecTBe
nccnegoBaTtensa Uy couccregoBartens);

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

4) pesynbTaT [AaHHOrO UccnegoBaHusl (3aBeplueHue, MNPUOCTaHOBMEHME UMK
npeKkpaLleHne 4aHHOro NCCNeaoBaHus C yKkazaHMeM UX NPUYUH U BINSHUS Ha OLEHKY ero
pe3ynbTatoB, OOLY OLEHKY pucka W O0Xugaemon nonb3bl OT  MNPUMEHEHUS
nccneagyeMmoro nekapcTBEHHOro npenapaTa, a Takke npegnonaraemble ganbHenwme
OencTeus).

8.1. Tllpu BbigBNeHUn egepanbHbiM OpPraHOM UCMOSIHUTENbHOW  BRacTw,
OCYLLECTBNALWMM (YHKLUMM MO KOHTPOMK W Haas3opy B cdepe 34paBOOXpPaHEHMS,
HapylweHun npaBusl  Hagnexaiwlem KIMHUYEeCKOW MNpPakTUKM npu  npoBedeHun
KNMMHUYECKOro UCCredoBaHUsA NeKapCTBEHHOro npenapara, BrMSIOWUX Ha MOMHOTY U
(Mnn) 0OCTOBEPHOCTb AAHHOTO KNMHUYECKOro UCCefoBaHNS, yKasaHHbIN oeeparbHbIn
opraH UCNONHUTENBHOW BNacTy NpuocTaHaBNMBaeT NpoBeAeHe 4aHHOMo KIMHUYECKOro
nccnegoBaHNa U BbIHOCUT MeOMLUMHCKOW OpraHu3aummn, B KOTOPOW NPOBOAUTCA AaHHOEe
KNMHM4Yeckoe mnccnegoBaHve, npeanvcaHne ob ycTpaHeHUU BbISBMEHHbIX HapyLUEHWUNA.
Mpn HeycTpaHeHMM MeOVLMHCKOM oOpraHmsauuen BbISIBMIEHHbIX HapyLeHun B
YCTaHOBJIEHHbIWN B NpeanMcaHnn CPoK yKasaHHbIV dpeiepanbHbli OpraH MCNONHUTENbHOW
BNacTu NPUHUMAET peLleHne O NpekpaLleHnn NpoBeAeHUs KIMMHNYECKOro nccrnegoBaHus
nekapcTBEHHOro npenapaTta u HanpaenseT B headeparnbHbli opraH UCMOSTHUTENbLHON
BMacTu, OCYLLECTBASAWMIA PYHKUMN NO BbipaboTke u peanu3auumn rocyaapCTBEHHOM
NONUTUKA N HOPMAaTUBHO-NPABOBOMY PErynupoBaHUIO B cdepe 34paBOOXPaHEHWUs,
3aKkryeHe O BbISIBNEHUM MpU NpoBedeHUN [aHHOrO KIIMHMYECKOro uccrnegoBaHus
HapyLeHWU NpaBuni Hagnexawen KnMHUYeCKoOn NPakTUKM A8 NPUHATUS pelueHns ob
OTMEHe paspelleHUss Ha opraHuv3aumio MpoBedeHns  OaHHOro  KIIMHUYECKOro
nccnegoBaHuss € gaTbl NPUHATUS  pelleHus O MNPUOCTaAHOBMEHUN NpPOBeAEeHUs
KIMWHWUYECKOro nccneoBaHus nekapCTBEHHOMo npenapara.
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(wacTtb 8.1 B peq. PepeparnbHoro 3akoHa oT 13.07.2015 N 241-93)

9. YnonHomMmouyeHHbIn  dregepanbHbl OpraH  UCMNOSHUTENbHOW  BfliacTu
onybnunkoBbIBaeT U pas3MmellaeT Ha cBoeM odumumanbHOM canTte B cetun "UHTepHet"
coobuieHne O 3aBepLleHUWn, MPUOCTAHOBIIEHUM WK MNPEKpPaLEeHUN KIMHUYECKOro
nccnegoBaHNA NekapCTBEHHOro npenapaTa Ans MeguunHCKOro NpUMeHeHus B CPoK, He
npeBbIWaLWMA NATU paboumx OHEeW Co OHA ero nofyYeHusi, B YyCTaHOBIIEHHOM UM
nopsgke.

10.  YnonHOMO4YeHHbIn  enepanbHbii  OpraH  UCMOMHUTENbHOWM  BRacTu
OCyLLeCTBNAeT BeJeHue peecTpa uccrnegosaTenen, npoBOAANX UM NPOBOAMBLLINX
KNMUHUYECKME MWCCReaOoBaHUA JIEKapCTBEHHbIX MNpenapaToB Ans  MeLUUMHCKOro
NPUMEHEHNHA, B COOTBETCTBUM C YTBEPXKAEHHBIMW UM MpaBunamMu U pasmeLlaeT ero Ha
cBOoeM oduumanbHOM cante B ceTu "WHTepHeT" B YCTaAHOBMEHHOM WM MOpSAKe.
YKasaHHbI peecTp COAepXUT UHJOPMauuio, NpesyCMOTPEHHY NyHKTOM 3 4actu 8
HacTosALLEN CTaTbW.

11. OtyeT o0 pesynbTatax KAVMHUYECKOTO WCCREeOOBaHUS FfEeKapCTBEHHOMO
npenapaTa ansa MeguumMHCKOro npuMeHeHnsa cCocTaBnseTcs opraHn3auuen, ykasaHHou B
yactn 3 crtatbu 38 HacTosiwero degepanbHOro 3akoHa, HA OCHOBAHWUM 3aKMOYEHWUN
MEOULUMHCKNX OpraHnsaumin, NpoBOAMBLLUMX 3TO UCCreaoBaHWe, N NMpeacTaBnsieTcs B
YNOSTHOMOYEHHbIN  doefepanbHbIn - OpraH  UCMNOSTHATENBbHOW  BNacTW, BblAaBLUUK
paspelleHne Ha npoBedeHne 3TOro UccrenoBaHWUd, B CPOK, He MpeBbILAoWMn Tpex
MeCsLEeB CO [HSA ero 3aBepLUEHUs, NMPUOCTAHOBIIEHUS UMW NPEKpaLLeHNs, B Nopsiake,
YyCTaHOBIIEHHOM YNONTHOMOYEHHbIM dhefeparbHbiM OpraHoM UCMONHUTESNTbHOW BIlacTu.

12. HapyweHune npaBun Hagnexawen KNMHUYECKOW MpakTuku, danbcudukaums
pes3ynbTaTtoB  KIMWHUYECKOro  UCCNefoBaHUS  feKkapCcTBEHHOro npenapata Ans
MEAMLMHCKOrO MpUMEHEHUs1 BNeKkyT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUWN C
3akoHogaTtenscTBoM Poccunckon denepaumn.

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

13. lMpn npoBegeHUN KNUHMYECKOro UCCreoBaHUS fekapCTBEHHOrO npenapata
ANs MeOQUUMHCKOro NpUMEHEHUs gonyckaeTcss 3abop y naumMeHToB OMONornyeckmx
maTepuanoB (obpasubl GMONOrMYECKUX >KUOKOCTEWN, TKAHEW, CEKPeTOB M MNpOAyKTOB
XKN3HEOeAaTEeNbHOCTU 4YernoBeka, (U3MONOrMYecknx u naToNorM4ecknx BblOeNeHUN,
Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHUW3mMoB, OMOMCUMMHBLIN MaTtepuan) ana ux
n3yyeHus B Poccuiickon ®eagepaumm n (unn) 3a npegenamm Poccuiickon egepauum.
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

14. MNopsagok BBo3a B Poccurckyro denepaumio n BbiBO3a 3a npegensl Poccunckon
denepaumm GMoONOrMYecKkMx MaTepumanos, NOMyYeHHbIX NPU NPOBEAEHUMN KITMHUYECKOrO
nccnegoBaHNa  NEKApPCTBEHHOro npenapata  Ans  MEeOUMUMHCKOTO  MPUMEHEHMS,
ycTaHaBnmBaeTcs NpasutensctsoMm Poccunckon denepaumn.

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

Cratbsns 41. [JoroBop O npoBeAEHUU KIIMHUYECKOro uccriefqoBaHus
NneKapcTBEeHHOro npenapara ans MeauLUHCKOro NpuMeHeHus

1. KnuHnyeckoe unccnegoBaHWe NeKkapCTBEHHOro npenapata Ans MeauumHCKOro
NPMMEHEHNs NPOBOAUTCSH B COOTBETCTBUM C JOrOBOPOM O NMPOBEAEHUN KITMHUYECKOro
nccrnegoBaHUsl  NEKapCTBEHHOro npenapata  Anst  MeOMUMHCKOro  MpUMEHEeHWs,
3aKn4YaemMbiM Mexay opraHusaumen, MonyyvBlUEN paspelueHne YrorHOMOYEHHOro
deaepanbHOro opraHa UCMNOMHUTENBHON BMacT Ha opraHM3aumio NPOBEAEHMST TAKOro
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nccnegoBaHnd, U MeOULIMHCKOW OopraHu3aumen, ocyLecTBNsALWen nposegeHme Takoro
nccnegoBaHus.

2. [oroBop O nMpOBEAEHUM KIMHUYECKOTO WCCMNEeAOoBaHUS NEKapCTBEHHOMO
npenapaTa Ans MeauLUHCKOro NpuMeHeHns 0MKeH coaepXkaThb:

1) yCnoBusi 1 CPOKM NPOBEAEHWUS AHHOIO UCCIeA0BaHUS;

2) onpepeneHve obwen CTOMMOCTM MporpaMmmbl AAHHOMO WUCCNenoBaHUS C
yKkasaHMeM CyMMbl, NpedHasHavawlencs nnsa  BbiMAaT  UccrnegoBaTensim,
couccnegoBarensm,

3) onpegeneHne opMbl NpeacTaBneHnsa pesynbTaTtoB AAaHHOrO UCCreaoBaHus B
YNONHOMOYEHHbIV beaeparbHbI OpraH UCNONMHUTENBHOW BNACTMU.

Cratba 42. ®duHaHcoBoe obecneyeHne KIMHUYECKOro wuccneanoBaHusA
NneKapCTBEHHOro npenapara ans MeauuuHCKOro npuMeHeHus

dunHaHcoBoe obecneyeHne KNMHUYECKOro  UCCrnenoBaHUs JIEKApCTBEHHOIO
npenaparta anda meamunHCKOro npuMmeHeHna OCyLleCcTBIIAETCA 3a CHET.

1) cpencts henepanbHoro 6ooxeTa;

2) cpeacTB opraHM3aunii, NOMy4YMBLUMX paspeLleHne Ha opraHn3aumo NpoBeaeHUs
AaHHOro UccrnenoBaHns, B COOTBETCTBUM C YCNOBUSIMU LOMOBOPA O Ero NPOBEAEHUN;

3) MWHbIX He 3anpellieHHbIX 3akoHogaTenbCcTBoM Poccuiickon depepaummn
NCTOYHMKOB.

Cratbsa 43. lpaBa nauMeHTOB, y4acTBYHOLUMX B KIIMHUYECKOM UccregoBaHumn
NneKapCcTBEHHOro npenapara ans MeauuuHCKOro npuMeHeHus

1. Yyactmne naumeHToB B KIMMHUYECKOM UCCeaoBaHMn JIEKapCTBEHHOIO npenaparta
ana MeanunHCKoro npuMeHeHna ABndaeTcd ,D,O6pOBOJ'IbeIM.

2. MauyneHT nnn ero 3akoHHbI NpeacTaBuUTeNb AOMKEH ObiTb MHOOPMUPOBaAH B
NMCbMeHHOW hopme:

1) 0 nekapcTBeHHOM npenapaTe Ans MeAULMHCKOrO MPUMEHEHUS U CYLLHOCTU
KIMMHWYECKOro NccneaoBaHus 3TOro NIekapCTBEHHOMO Npenapara;

2) o 6e30MacHOCTN NeKapCTBEHHOro npenapara Ang MeguLMHCKOro NpUMeHeHus,
ero oxxmaaemon agpPEKTUBHOCTU U CTENEHN pUCKa ONSA NAUWEHTa;

3) 06 ycnoBusix y4actus naumeHTa B KIMHUYECKOM UCCNeAOBaHMMN fIEKapCTBEHHOTO
npenaparta 4ns MeaULMHCKOro NpUMEHEHUS;

4) 0 uenu unNn uensx W MNPOAOIKUTENBHOCTM KIMMHUYECKOrO WCCreaoBaHus
nekapcTBEHHOro npenapaTa Ans MeauuMHCKOro NpUMeHeHs;

5) o penctBuaAX naumeHTa B Crydae HenpeaBuMAEHHbIX 3PPEKTOB BAUAHUSA
nekapcTBEHHOro npenapata And MeauUMHCKOro MPUMEHEHUSI Ha COCTOSHME ero
340pOBbS;

6) 06 ycrnoBusix 0683aTeNbHOr0 CTPaxoBaHWs XN3HN, 300POBbS NALUEHTA;



7) O TrapaHTunAax KOHCbVI,EI,eHLI,VIaJ'IbHOCTI/I yqactna naumeHta B KIMHUYECKOM
nccnengoBaHn NieKapCTrBeHHOro npenapara gnda MmegunumnHCKoro npuMeHeHu4.

3. Jo6poBonbHOE cornacue naumMeHTa Ha yvyacTtue B KIMHUYECKOM UCCnenoBaHnm
nekapcTBeHHOro npenaparta Anst MeauLMHCKOro NpUMEHEHUS MOATBEPXXOAeTCsa €ero
noanNuUCb0 UM NOAMUCHLI0 €ro 3aKOHHOIo NpeacTaBUTeENs Ha MHAPOPMALMOHHOM JINCTKE
naumeHTa.

4. MayuneHT nnun ero 3aKOHHbIN NpeacTaBUTENb UMEET NMPaBOo 0TKa3aTbCHA OT y4acTus
B KIMHWYECKOM WCCNeaoBaHUM JEKapCTBEHHOro npenapata Ana  MeOUUMHCKOro
NpUMeHeHNa Ha nobon cTagnmn NPoBeaEeHMSI TAKOro UCcrieqoBaHUs.

5. lNpoBegeHne KINMHUYECKOrO MCCreaoBaHUsA feKkapCTBEHHOro npenapaTta Aans
MEAMUNHCKOrO NPUMEHEHNSA C y4YacTMeM B KayecTBe MauueHTOB AeTen JonycKkaeTcs
TOMbKO C COrfiacusa B NUCbMEHHOW popMe uX poauTenen, ycoblHoBuTenen. letu moryt
paccMaTpmMBaTbCs B KayecTBe MOTeHUMarnbHbIX NaLMEHTOB Takoro MCccrenoBaHus,
TOMbKO €cnv ero npoBefeHne HeobXoaAMMO ANs YKpenrneHust 340pOBbA AeTen unu
npodMNakTMkM MHMEKUMOHHbIX 3aboneBaHnin B AeTCKOM Bo3pacte nubo ecnn uernbto
Takoro uccrnegoBaHUs 4ABNAETCA MNOSiyYeHWe [aHHbIX O Haunydwen [O03UpOoBKe
nekapcTBeHHOro npenapata pgna rnedyeHna pgeten. B atux  cnyvasax Takomy
nccnegoBaHMio JOIMKHO NpewecTBoBaTh KIMHUYECKoe nccnegoBaHme nekapCcTBEHHOro
npenapaTta Ans MeguuMHCKOro NPUMMEHEHUS Ha COBEPLUEHHONETHUX rpaxgaHax, 3a
NCKIMIOYEHVEM CfyyaeB, €ecnn  uccnefyembl  NeKapCTBEHHbIM  npenapat  Ans
MEAMUMHCKOrO MNPUMEHEHUA NpeaHa3HayYeH WUCKIYUTENBHO A9  MCNOSib30BaHUSA
HecoBepLUEHHONETHUMM rpaxgaHamu.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeu.|,aeTCF| nposegeHMe KIMHUYECKOro wuccrnegoBaHUd InekapCTBeHHOro
npenapata gnda MegununHCKoro rnpuMeHeHun4a ¢ ydactnem B Ka4eCcTtBe NnaumeHToB:

1) neTen-cupoT n geTen, octaBlumxca 6e3 noneyeHnsa poantenen;

2) XXEHLMH B nepunog 6epeMeHHOCTH, KEHLLUMH B NepUoA rpyaHOro BCKapMimBaHus,
32 MCKMYEHMEeM CIyyaeB, €CnM  NpoBOAUTCS  KIIMHWYECKoe  UccredoBaHue
nekapCTBEHHOro npenapaTta, NpeAHa3Ha4YeHHOro ANs YKkasaHHbIX XKeHLWH, Npy YCroBum
HEeoOXOAMMOCTU  MOMNyYeHUst  MHopMaumMmM TOMbKO BO  BPEMS  MPOBeEAEHUS
COOTBETCTBYHLLMX KIMHUYECKUX UCCNEOOBAHMI N NPUHATUS BCEX HEOBXOAMMbIX Mep No
NCKIMIOYEHNIO PUCKa HaHECEHNS Bpeda XXeHLMHe B nepunoa 6epemMeHHOCTH, KEeHLLMHE B
nepuoa rpyaHoro BCKapMnnBaHus, Nio4y Unn pebeHky;

3) BOEHHOCHYXalMX, 3a WCKIOYEHMEM CrlydaeB MpPOBeAEHUNSA KIMHUYECKOrO
nccnenoBaHust  NEeKapCTBEHHOro npenapaTta, chneuvanbHo paspaboTaHHoro Aang
NPUMEHEHNA B YCNOBUAX BOEHHbIX AENCTBUN, YpE3BbIYaNHbIX CUTYaLNN, NPOdOUNaKTUKK
N nedveHnsa 3aboneBaHWN M MNOPaXeHUn, MOMNyYEHHbIX B pesynbTaTe BO3OEeNCTBUS
HEGNaronpuATHbIX ~ XUMWYECKUX,  OMOMOrMYecKkuX,  paguvaunoHHbIX  ()aKTOpPOB.
KnuHnyeckoe uccrnegoBaHne Takoro fiekapCTBEHHOro npenapaTta MoXeT NPoBOAMTLCS C
yyacTueM B  KadeCcTBe MaAUMEHTOB  BOEHHOCNYXaluX, 3a  UCKIIHYEeHUEM
BOEHHOCNYXaLnX, MNPOXOOsAWNX BOEHHYK Ccrnyxby no npusbiBy, C cobniogeHnem
TpeboBaHUN, YCTaAHOBMNEHHbIX HacTosawmm PenepanbHbiM 3aKOHOM B OTHOLUEHMMU
rpaXkgaHCKuX nuu;

4) cOTPYAHNKOB NPaBOOXpaHUTENbHbIX OPraHoB;

5) nuu, oTbbIBalOWMX HakasaHWe B MecTax fueHUa cBoboabl, a Takke nwuu,
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HaxogAaLwmnxca nog CTpa)KeVI B cnencrtBeHHbIX N30M1ATOpPax.

7. [onyckaeTca npoBeAeHME KIAMHUYECKOTO WCCNefoBaHUs NEKapCTBEHHOMO
npenapata gna MeauUMHCKOrO MPUMEHEHUs, MNpegHasHa4YeHHoro Ans  fevyeHus
NCUXNYECKNX 3aboneBaHnin, ¢ y4acTMeM B KayecTBe NaLMEHTOB N C MCUXMYECKUMMU
3aboneBaHUAMM, MNPU3HAHHBIX HEeAeecnocobHbIMKM B MNOPSAKe, YCTAHOBEHHOM
3aKoHoA4aTenbCTBOM Poccuinckon  ®epepaumn. KnnHnyeckoe  nccnepoBaHue
nekapcTBEHHOro npenapaTta B 3TOM Crlydae NPOBOAUTCA MNPU Hanuyuu corracusa B
NMMCbMEHHOWN POPME 3aKOHHbIX NpeacTaBUTENEN YKa3aHHbIX NULL.

Ctatba 44. OOGs3aTenbHOe CTpaxOBaHUE XWU3HU, 340POBbA MNALMEHTA,
y4yacTByHOLLEro B KIIMHUYECKOM UccnegoBaHUM NeKapCTBEHHOro npenapara Ans
MeAULMHCKOro NpMMeHeHuUs

(B pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusauus, nony4YmBlUas paspelleHne Ha opraHu3auuilo MNpoBeaeHus
KIMMHUYECKOTO  UCCINEeaoBaHUs  NeKapCTBEHHOro npenapaTta Ansa  MeauuMHCKOro
NpUMeHeHusi, o6si3aHa B KAYeCTBe CTpaxoBaTens CTpaxoBaTb PUCK NPUYMHEHUS Bpeada
XXN3HW, 300POBbLI0 NauMeHTa B pesynbTaTe NPOBeOEeHUst KIMHUYECKOro MCCreqoBaHus
NeKkapcTBEHHOro npenaparta Ans MeAWMUMHCKOrO MPUMEHEHWUS 3a CBOM c4YeT nyTem
3aKrnYeHns orosopa 06s3aTenbHOro CTpaxoBaHus.

2. ObbekToM 065A3aTENBbHOr0 CTPaxoBaHUS SBNSETCA MMYLLECTBEHHbLIN MHTEPEC
naumeHTa, CBA3aHHbIN C NPUYMHEHUEM Bpeda ero XU3HW UNu 300pOoBbI0 B pesyrnbTaTte
NpoBeOeHUs  KIMHMYECKOro  MUCCrefoBaHUs  NeKapcTBEHHOro  npenapata  Aans
MeaMLMHCKOro NPUMEHEHUS.

3. CTpaxoBblM crny4yaem Mo [0roBopy 006s3aTENbHOr0 CTpaxoBaHWUs SBNSIETCA
CMepTb NauMeHTa WUnn yxyalweHue ero 300poBbsi, B TOM 4Yucrie Briekyllee 3a coboi
YCTaHOBIEHMWE WHBANWAHOCTW, NMPU HanMyMM MPUYMHHO-CIIEACTBEHHON CBA3N Mexay
HacTynneHMem 3TOro cobblTUA U ydyacTeM MauueHTa B KIMUMHUYECKOM WUCCIedoBaHum
nekapcTBEHHOro npenaparTa.

4. TpeboBaHusi O BO3MELEHMU Bpeaa, MPUYMHEHHOTO >KU3HWM WUNN 340POBbIO
nauueHTa, NpeabsiBNsOTCA B TEYEHWE CPOKOB MCKOBOW [ABHOCTM, YCTaHOBIEHHbIX
rpa)xgaHCKUM 3aKOHOA4ATENbCTBOM.

5. Pasmep cTpaxoBou BbinnaTbl MO [OroBopy o06s3aTenbHOro CTpaxoBaHWUA
COCTaBIsET:

1) B cnyyae cmepTu nauveHTa ABa MUNNMOHa pybnen Ha Kaxgoro nauueHTa,
y4acTBOBaBLUErO B KNMHMYECKOM UCCNeoBaHUN NekapcTBEHHOMo npenapara;

2) Npu yxyaLweHum 300poBbs NauueHTa:

a) noBnekwem 3a cobol ycTaHoBneHWe MHBanuaHocTu | rpynnbl, oguH MWUSIMOH
MATbCOT ThiCAY pybrnen Ha Kaxaoro nauueHTa, y4yacTBOBAaBLUETO B KIMHUYECKOM
nccnenoBaHnmM NekapcTBEHHOMo Npenapara;

0) nosnekwem 3a cobon yctaHoBneHme nHeanugHocTu Il rpynnbel, 0gUH MUIANOH
pybnen Ha Kaxgoro naumeHTa, Y4YacTBOBaBLUErO B KMAMHUMYECKOM WUCCnegoBaHum
nekapcTBEHHOro npenaparTa;

B) noBnekwem 3a cobon yctaHoBneHue nHBanugHoctu Il rpynnbl, NATLCOT ThiCAY
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pybnein Ha Kaxpgoro nauueHTa, y4acTBOBaBLUEro B KIIMHUYECKOM WCCIEA0oBaHUM
neKkapcTBeHHOro npenapara;

r) He noBnekwem 3a cobor yCTaHOBNEHNA MHBANMAHOCTU, He Bonee Yyem TpucTa
TbiCAY pybrien Ha Kaxgoro naumMeHTa, y4acTBOBaBLUErO B KIMHUYECKOM MCCreaoBaHum
neKkapcTBEHHOro npenapara, UCX0As U3 HOPMAaTUBOB, OTPaXatoLUX XapakTep N CTeneHb
NOBpEeXAeHUss 300pOoBbsl, a TakkKe (PakTU4YECKM MOHECEHHbIX MauMeHTOM pacxogos,
BbI3BaHHbIX MOBPEXAEHWEM 300POBbS, Ha MEOULMHCKYID MNOMOLLb, npuobpeTeHne
neKkapCTBEHHbIX NpenapaTos.

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

6. Ytpatun cuny ¢ 1 miona 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-
3.

7. Cpok goroBopa 06a3aTtenbHOro CTpaxoBaHUs He MOXeT ObITb MEHee, YeM CPOK
NPOBEAEHMS KNMHUYECKOTO UCCNeA0BaHNs NeKapCTBEHHOro npenapara.

8. YcnoBuna poroBopa 00s3aTENbHOrO CTpaxoBaHWs, B TOM YUCIE CTpaxoBble
Tapudbl No o06s3aTenbHOMY CTpaxoBaHMWIO, NepeyYyeHb HEOOXOAMMbIX AOKYMEHTOB ANS
OCYLLECTBINEHNST CTPaxOBOW BbINMaThl, MOPSAOK YCTAaHOBMNEHUS CTpaxoBaTenem
NHONBMAOYANbHOTO MOEHTUMMKALMOHHOIO Koda nauMeHTa, Nopsaok MHAPOPMUPOBaHNUSA
CTpaxoBaTeNeM CTpPaxoBLiMKa O MPUBIEYEHHbIX K KIMHUYECKOMY WCCReLoBaHMI0
nekapcTBeHHOro npenapata Ang MeAULMHCKOro NPUMEHEHUSsI nauueHTax, MNopsiaoK
ynnaTbl CTPaxoBOW MNpemMun, MOPSAOK peanusaumm onpefeneHHbIX HacTosALWMM
depepanbHbIM 3aKOHOM K ApyruMmn doegeparnbHbiMU 3aKoHaMK NpaB U 06s3aHHOCTEN
CTOPOH NO A0roBopy 06s13aTENbHOrO CTpaxoBaHWs, a Takke HOPMaTUBbI, OTpaXaroLmne
XapaKkTep 1 CTeneHb NoBpeXAeHUs 300P0Bbs, yCTaHaBNMBAOTCA TUNOBbLIMU NpaBuiamm
06a3aTenbLHOro CTpaxoBaHus.

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

9. B cnyyae npuyrMHeHust Bpeda XKU3HWU naunueHTa, y4acTBOBaBLLEro B KIMHUYECKOM
MccneaoBaHUM NekapcTBEHHOro npenapaTa, BbIrOAoNpuobpeTaTensamMmn rno A0roBopy
0065a3aTenbHOr0 CTpaxoBaHUs SAABMAKTCH rpaxaaHe, UMelole NpaBo Ha BO3MeELLEHuNe
Bpeoa B Cryyae CMepTU  KopMmurbL@ B COOTBETCTBUM C  FpaKaaHCKUM
3aKOHOAAaTENbCTBOM, MNPUM OTCYTCTBMM Takux rpaxgaH - poauTenu, cynpyr, Aetu
yMepLLEero nauueHTa, y4acTBOBaBLLEro B KMMHUYECKOM UCCIEeA0BaHUN NEKapCTBEHHOMO
npenapata, B Clny4Yae CMepTM NauuMeHTa, Yy4yacTBOBaBLUErO B  KIMHUYECKOM
MccneaoBaHnmM NekapCcTBEHHOrO NpenapaTa U He MMEBLLEro CaMOCTOATENBHOIO 40X0Aa,
- rpaxgaHe, Ha WKOWBEHUM KOTOPbIX OH HaxoOWncsl, B OTHOLLUEHUX BO3MELLEHUS
pacxofoB Ha norpebeHne nauueHTa, y4acTBOBaBLUEro B KIMHUYECKOM MCCneaoBaHum
nekapCcTBEHHOro npenapaTa, - Niuo, NOHECLLEE Takue pacxoabl.

10. CtpaxoBas Bbinnata B CYET BO3MELLUEHUS Bpeaa, MPUYMHEHHOIO XXU3HU
nayneHTa, y4acTBOBaBLLErO B KIMMHUYECKOM UCCNeL0BaHMM NIEKapCTBEHHOIO Npenapara,
pacnpegenseTcs mMexay BbirogonpuobperarensMy NponopLMoHarnbHO X KONIMYECTBY B
paBHbIX OONSX.

11. [pyn HacTynneHuuM CTpPaxoBOro crnyyas nauueHT, Yy4yacTBOBaBLUMW B
KMMHUYECKOM WCCrefoBaHWM NekapCTBEHHOro npenapaTa, BblrogonpuobpeTartens
BNpaBe npeabsBUTb HEMNOCPEeACTBEHHO CTPaxoBLUKy TpeboBaHMe O BO3MeELLEeHUU
npuynHeHHoro Bpeaa. CTpaxoBas BbinnaTa OCYLECTBAETCH CTPaXOBLUMKOM B TeYEHWEe
TpuguatTM OHEeNW CcO [OHA npeacTaBneHus HeobxoauMbiX AOKYMeHTOB. [laumeHT,
y4yacTBOBaBLUMA B KIIMHWYECKOM WCCrefoBaHUM JeKapCTBEHHOro npenapata, wnu
BblrogonpuobpeTtatens 00s3aH  COOOWUTL  CTPaxoBLUMKY AMS  OCYLLUECTBNEHUS
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CTpaxoBOM BbINNaTbl MHAMBUAYANbHBLIA  UOEHTUPUKALMOHHBIA KOO  NauueHTa,
YCTAHOBMEHHbIA  CTpaxoBaTenemM B COOTBETCTBMM C  TUMOBbIMM  MpaBunamu
06a3aTenbLHOro CTpaxoBaHus.

12. [o nomnHoro onpedeneHuss pasmepa MNoArexallero BO3MELLeHMIO Bpeaa
CTPaxOBLLUMK MO 3asiBNIEHMIO NALUMEHTa, y4aCTBOBABLUErO B KITMHUYECKOM UCCrenoBaHnn
nekapCcTBEHHOro MpenapaTta, WM 3asiBNEeHU0  BbirogonpuobpeTtaTens Brnpase
OCYLLECTBUTb  4aCcTb  CTPaxOBOW  BbIMfaTbl, COOTBETCTBYIOLLYI  PaKTU4ECKU
onpeaeneHHon YacTu NPUYNHEHHOrO Bpeaa.

13. CrpaxoBas Bbinnata B COOTBETCTBMM C [JOrOBOPOM 006s3aTenbHOro
CTpaxoBaHUs OCYLLECTBMSAeTCA He3aBUCMMO OT BbinfaTt, NPUYUTaOWUXCA N0 APYrnM
BMOaM CTpaxoBaHUA.

14. He ponyckaeTca y4yacTMe naumeHTa B NPOBEAEHUU  KIMHUYECKOro
nccrefoBaHUsa NeKkapCTBEHHOro npenapaTa npy OTCYyTCTBMM [joroBopa obasaTteribHOro
CTpaxoBaHus.

15. KoHTponb 3a WCNOMHEHWEM OpraHu3aumen, MosnyYmMBLUENA paspeLlleHne Ha
OopraHu3auuio NpoBeAeHUst KIMHUYECKOro UCCrefoBaHUsS NekapCTBEHHOro npenaparta
ANs MeANLUMHCKOro NPUMEHEHNS, YCTAaHOBIIEHHOW HACTOosWEN cTaTben 0693aHHOCTM NO
oba3aTenbHOMY  CTPaxOBaHWIO  XM3HW, 340POBbA  MNAUMEHTa,  Yy4YacTBYHOLLErO
(y4acTBoBaBLLUErO) B KINWHMYECKOM MWCCreoBaHUM NeKapCTBEHHOroO npenapara,
OCYyLLEeCTBNAETCS YNONHOMOYEHHbIM dhefeparnbHbiM OpraHoOM UCMOMHUTESNTbHOW BNacTw,
BblAAaBLUMM pa3peLleHne Ha NpoBedeHne KITMHUYECKNX UCCReaoBaHNN NIeKapCTBEHHbIX
npenapaTtoB ANs MegULUHCKOTO NPUMEHEHUS.

Nnasa 8. MIPOU3BOAOCTBO U MAPKUPOBKA NNEKAPCTBEHHbIX CPELCTB
CraTtba 45. [pon3BoACTBO NIeKapCTBEHHbLIX CPeACTB

1. Tllpom3BoACTBO  fEeKapCTBEHHbIX CPeaAcTB  AOMMKHO  COOTBETCTBOBATb
TpeboBaHuAM npaBun Hagnexallen MNpou3BOACTBEHHOW MPaKTUKKW, YTBEPXOEHHbLIM
YNOMHOMOYEHHbIM dheaepanbHbiM OpraHoM UcnonHuTenbHon Bractn. OcobeHHOCTU
nepexoda NpouM3BOACTBA OTAENbHbIX NIEKAPCTBEHHbLIX CPEACTB K UX MPOU3BOACTBY B
COOTBETCTBUM C TpeboBaHMAMM NpaBuSl Haanexallen npou3BOACTBEHHOW MNPAKTUKM
yctaHaBnmBatoTcsa [pasutensctBom Poccunckon denepaumn. Bolgaya 3aknioyYeHun o
COOTBETCTBUM MNPOM3BOAUTENS JIEKAPCTBEHHbIX CPeacTtB TpeboBaHWaAM  npaBun
Hagnexawen npomn3BOACTBEHHOM MNPAKTUKM  OCYLWECTBASETCA Mo  pesyrbTartam
WHCMEKTUPOBaHNA  MNpou3BOAUTENEN  FIEKApCTBEHHbIX  CPeAcTB B MNOPsiAKe,
ycTaHoBneHHoM [MpasutenscteBoMm Poccuinckon Pepepaummn. Pasmep nnatbl 3a Bblgavy
3aKMYEHNsT O COOTBETCTBMM MPOU3BOAUTENS FIEKAPCTBEHHbLIX CPeacTB TpeboBaHUAM
npaBun Hagnexalien Npon3BoLCTBEHHOW NPaAKTUKM YCTaHaBnmBaeTcs [1paBUTensCTBOM
Poccunckon ®epepaumn. lNopsook opraHu3aumMm u NpoBeOEeHUS WHCNEKTUPOBaHUSA
npou3BoauTENEen neKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHMsIM npaBun
Hagnexawen npou3BOACTBEHHOMW MNpPaKTUKM YycTaHaenuBaeTcs [lpaBUTenbCTBOM
Poccuinckon degepauun.

(B pea. ®enepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-93, ot
22.12.2014 N 429-93)

2. [llpon3BoaCcTBO NeKapCTBEHHbIX cpeactB B Poccunickon depepauum
OCYyLLEeCTBNAETCH NPOM3BOAUTENAMU NEKapCTBEHHbIX CPEeACTB, UMEKLWNMU NNLEH3MNIO
Ha NPOM3BOACTBO NEKapCTBEHHbIX CPeAcTB. [loaTBepxaeHne COoTBETCTBUS NMueH3naTa
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npaBunamMm Hagnexaiien nponsBOACTBEHHOMW MNPAaKTUKU OCYLLECTBIISETCA B paMKax
NUUEH3NOHHOINO KOHTPONA B COOTBETCTBMW C 3akoHogartenbcTtBoM Poccuurckon
depepaumm ¢ y4eTom 0COBEHHOCTEN, YKa3aHHbIX B YacTu 1 HacTodawen ctatbi.

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

3. MNpon3BOACTBO rekapCTBEHHbIX CPeACTB OCYLLECTBRSIETCS C cobniogeHnem
TpeboBaHMIN MPOMBILLIIEHHOrO PerfamMeHTa, KOTOpbI YTBEPXOAETCS PyKOBOAUTENEM
NPON3BOANTENS NEKAPCTBEHHbIX CPEACTB M BKMoYaeT B cebsi nepeyeHb NCMNOoNb3yeMblX
dapmMaueBTUYeCKnX CcybCcTaHUMiA U BCMOMOraTenbHbIX BELWECTB C  YyKazaHUeM
KONMYecTBa KaXXgoro U3 HUX, AaHHble 06 ucnonb3yemom obopyaoBaHWM, onvcaHue
TEXHOJOrM4Yeckoro npouecca U MeTOOOB KOHTPOMNs Ha BCex dTanax Mpou3BOACTBA
NeKapCTBEHHbIX CPEACTB.

KoHcynbTaHTlInoc: npumevaHue.
C 29.12.2020 B 4. 4 cT. 45 BHOCATCA n3ameHeHus (P3 o1 27.12.2019 N 481-d3).

4. [Npu Npon3BoACTBE NTeKapCTBEHHbIX CPEACTB UCMOMNb3YIOTCHA papMaueBTUdeckue
cybcTaHuMM, cBedeHus O KOTOpbIX coAepXaTtca B roCydapCTBEHHOM peecTpe
NEeKapCTBEHHbIX CPEACTB, 3a WUCKMYEHWEM  dapMaueBTUYEeCcKUX cybcTaHuumm,
NPOM3BOAMMbBIX [AOf1 NPOBEAEHUA KIMMHUYECKMX uccrnegoBaHui v ana akcriopta. K
npoueccy NpousBOACTBa hapmaueBTUYECKON CyBCTaHLMM OTHOCATCH Niobble cTagum
TEXHOMOrMYeCcKoro  npouecca, MNO3BONAKOLLME  MNOSMYYUTb  FOTOBbIA  NPOAYKT,
COOTBETCTBYIOWMIN TpeboBaHNAM hapMaKkonernHon cTaTbu, B TOM YMcne pepmeHTaums,
SKCTpaKUMs, O4YMCTKa, BblAeneHne, nepekpucTannmiasums, BbiCyluMBaHNe, U3MenbyeHune.
(B pen. PepepanbHblx 3aKoHOB OT 22.12.2014 N 429-03, ot 27.12.2019 N 462-93)

4.1. lNepeyveHb NEKaApCTBEHHbIX NpenapaToB AN MEOUUMHCKOrO NMPUMEHEHUs], B
OTHOLLUEHMM KOTOPbIX YyCTaHaBnuBaloTcs TpeboBaHus K obbemy Tapbl, ynakoBke W
KOMMNMNEKTHOCTX, MNepevYeHb JIeKapCTBEHHbIX MpenapaTtoB ANd  BeTEpPUHAPHOro
NPUMEHEHNS, B OTHOLLEHMM KOTOPbIX yCTaHaBnmBaloTca TpeboBaHusa kK o6bemMy Taphl, a
Takke TpeboBaHua K oObemy Tapbl, YNakOBKE W KOMMIIEKTHOCTU NeKapCTBEHHbIX
npenapaTtoB AN MEAWMUMHCKOrO npuMeHeHusi, TpeboBaHuss K ob6bemy Tapbl
nekapCTBEHHbIX nMpenapaTtoB ANl BETEPMHAPHOro MNPUMEHEHMsa onpeaenstTcs
COOTBETCTBYIOLLUMMM YNOMHOMOYEHHbIMU doefiepalnibHbIMU OpraHaMyv UCMNOSTHUTENBHOM
BnacTu B nopsiake, yctaHoBneHHoM paButensctBoM Poccuinckon denepaumn.

(wactb 4.1 B peq. PepeparnbHoro 3akoHa oT 14.12.2015 N 374-93)

KoHcynbTaHTlnoc: npumevaHue.
C 29.12.2020 B 4. 4.2 cT. 45 BHOCATCA M3MeHeHus (P3 oT 27.12.2019 N 481-03).

4.2. OpraHuzaumn, OCyLLUeCTBSOWME MNPOU3BOACTBO  dhapMaueBTU4ECKON
cyOCTaHuMM cnvpta 3TunoBoro (dTaHona) Ana NpomM3BOACTBa CAMPTOCOAEpPKALLMX
NeKapCTBEHHbIX NpenapaToB, 00A3aHbl OCYLIECTBNATb yYeT W AeKnapupoBaHue B
nopsgke, yCTaHOBNEHHOM cTaTbamu 8 n 14 ®enepanbHOro 3akoHa ot 22 Hosbps 1995
roga N 171-®3 "O rocymapCTBEHHOM perynupoBaHuMM npousBoactBa M obopoTta
3TUNOBOrO CNMpTa, ankorosibHOM U CNUpTOoCcoAepXaLlen Npoaykumm n ob orpaHnyeHum
noTpebrnenns (pacnuTus) ankoronbHOW NpogyKumnn'.

(yacTb 4.2 BBeaeHa PepeparnbHbiM 3akoHOM 0T 03.07.2016 N 261-93)

4.3. NHanBmngyansbHble npeanpuHMMmaTenu n ropugnyeckue nuua,
OCYLLeCTBNAOLLME 3aKYMNKy M UCMNONb3oBaHWe hapmaueBTnyeckon cybctaHuumn cnvpTa
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3TUNOBOro (dTaHomna), a Takke MpoM3BOACTBO, M3roToBrneHve u (unu) obopot (3a
NCKINIOYEHNEM PO3HUYHOW MPOAaxn) CNUPTOCOAEPXKALLMX NeKapCTBEHHbIX NpenapaTos,
005a3aHbl OCYLLEeCTBMAATb WX ydeT W [eKrnapupoBaHve B MNOpPsiAKe, YCTAHOBEHHOM
ctatbsiMn 8 n 14 degepanbHoro 3akoHa oT 22 Hosibps 1995 roga N 171-03 "O
rocyaapCTBEHHOM pPErynmpoBaHun npom3BoAcTBa M o0b6opoTa 3TUNOBOrO CnupTa,
arnkorosibHOW W crnvpTocoAepXallen npoaykumm u o6 orpaHvyeHun notpebneHus
(pacnuTus) ankorosibHOW NPoAyKUmn".

(yacTb 4.3 BBeaeHa PeaeparnbHbiM 3akoHOM 0T 29.07.2017 N 278-93)

44. Tlpun npou3BOACTBE INEKapCTBEHHbIX MpenapaTtoB A BeTepuHapHOro
NPUMEHEHNa  OOoMyckaeTCs  UCMONb3oBaHWe MPOM3BEOEHHbIX [Ans  peanusaumu
papmMaueBTUYECKNX  CYOCTaHUUIN, BKMOYEHHbIX B FOCYAapCTBEHHbIN  peecTp
NeKkapCTBEHHbIX CPeACTB YNOSTHOMOYEHHbIM dhefeparibHbiIM OpraHOM MCMOMHUTENBHON
BNacTu, OCYLLUECTBMALWMM BedeHNe roCyfapCTBEHHOIO peecTpa JleKapCTBEHHbIX
cpeacTs Ans MeanUMHCKOro NpUMEHEHMS.

(4acTtb 4.4 BBegeHa PenepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpewjaeTtcsa npon3BoaCTBO:

1) neKapCTBEHHbIX CpPeacTB, He BKMOYEHHbIX B [OCYOapPCTBEHHbIA peecTp
NeKapCTBEHHbIX CPEACTB, 3@ UCKIIYEHMEM IEeKapCTBEHHbIX CPEACTB, NMPOU3BOANMbIX
ANs NPOBEeAEHUN KNMMHUYECKMX UCCNeaoBaHUM 1 NS 3KCNopTa;

2) panbcnmUnMpoBaHHbIX NEKapCTBEHHbIX CPEACTB;

3) nekapCTBEHHbIX cpeAacTB 6e3 NnMUEeH3MM Ha NPOWU3BOACTBO J1IEKAPCTBEHHbIX
cpencTs;

4) nekapcTBEHHbIX CPeACTB C HapyLUeHWeM npaBu opraHn3aummn Npov3BOACTBA U
KOHTPOISA Ka4yecTBa JleKapCTBEHHbIX CPEACTB;

KoHcynbTaHTlnoc: npumeyvaHue.
C 29.12.2020 n. 5 4. 5 cT. 45 yTpaumsaeT cuny (P3 o1 27.12.2019 N 481-D3).

5) dapmaueBTudeckon cybcTaHuMM  cnupTa  3TUNOBOrO  (3TaHona) Ha
TEXHONOrM4YEeCKOM obopyaoBaHuu, KoTopoe He  3aperMcTpMpoBaHoO nnm
3aKOHCEepPBMPOBaHO B COOTBETCTBUMN ¢ PeaepanbHbiM 3aKOHOM OT 22 Hos6pa 1995 roga
N 171-®3 "O rocyaapCTBEHHOM perynmpoBaHMM NPOU3BOACTBA M 06OpOTa 3TUNOBOIO
cnupTa, ankoronbHOM W cnupTocodepXawen npoaykuum un o6  orpaHnyeHun
noTpebneHna (pacnnuTnsa) ankorosibHON NPoayKuMn".

(n. 5 BBegeH ®epepanbHbiM 3akoHOM OT 29.07.2017 N 278-93)

KoHcynbTaHTlnoc: npumeyvaHue.
C 29.12.2020 4. 5 cT. 45 pononHsaetca n. 6 n 7 (3 ot 27.12.2019 N 481-$3).

6. Npn BBOAE NEKApPCTBEHHbIX CPEACTB B rpaXk4aHCKMn 0BOpOT yNnoSTHOMOYEHHOE
nMuo  Npov3BOAMTENS JIEeKapCTBEHHbIX CPeacTB OCYLeCTBNAeT MOATBepXaeHue
COOTBETCTBUSA NEeKapCTBEHHbIX CpeactB TpeboBaHWsIM, YCTAHOBMEHHBIM MNpU  UX
rocyaapCTBEHHOM peructpauuui, W rapaHTUpyeT, 4YTO JNeKapCTBEHHble CcpeacTBa
npouv3BedeHbl B COOTBETCTBMM  C  TpeboBaHMsMW  MNpaBun  Hagnexaiieun
NPOV3BOACTBEHHON NPAKTUKM.

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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7. YNOSTHOMOYEHHbIM JIMLIOM MPOU3BOAUTENSA NEeKapCTBEHHbIX CPeACTB SBMSETCA
ero paboTHMK, aTTeCTOBaHHbIN B YCTAHOBMEHHOM YMOSTHOMOYEHHbIM defeparnbHbIM
OpraHoM WCMNOJSTHUTENbHOW BNAcTU MOpALKE M UMEKLWNA CTax paboTbl HE MeHee YeMm
NATb NeT B 0611acTn Npon3BoACTBa U (UIK) KOHTPONSA Ka4YeCcTBa SleKapCTBEHHbIX CPEACTB,
BbiCLLee ob6pa3oBaHMe COOTBETCTBEHHO NO OAHOW M3 creuuanbHOCTEN U (M) OgHOMY
13 HanpasneHnn NoAroToBKWU: Buonorns, BUOTEXHOMNOIs, BETEPUHAPUS, BETEPUHAPHO-
CaHWTapHas 3KcnepTu3a, KMHW4YecKas MeauuuHa, paguaumoHHad, XMMuyeckas u
BGuonornyeckaa 3awmta, ddapmauuns, dyHoameHTanbHas MeauuMHa, XuMuyeckas
TEXHOMOIrnNd, XUMNS.

(B peq. PegepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 02.08.2019 N 297-93)

8. MponssoaguTenu nekapCTBEHHbIX CPEACTB (3a UCKNIOYEHNeM hapmMaLieBTUYECKON
cyOCTaHuMM  cnupTa 3TUNOBOro  (3TaHona) MOryT  OCYLWECTBASATb  NpoAaxy
NeKapCTBEHHbIX CPEeACTB UNWN nepedaBaTb UX B YCTAHOBMEHHOM 3aKOHOL4ATENbCTBOM
Poccuinckon degepaunn nopsagke:

(B pen. PepgepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) ApyrMM nNpou3BOAUTENSIM NeKapCTBEHHbIX CpeacTB Ans MNpovM3BOACTBa
NeKapCTBEHHbIX CPEACTB;

2) opraHu3aumsm oNnTOBOW TOProBrv NekapCcTBEHHbIMU CpeACcTBaMMU;

3) anTeyHbiM oOpraHu3aumMsM, BeTepUHapHbIM anTeYHblM OopraHu3auusiv,
NHAMBMAYaNbHLIM NPeanpUHMMaTENsM, UMELMM NINLEH3NO Ha dapmaueBTUYECKYHO
AEATENbHOCTb UNN NULEH3NI0 HA MEONLMHCKYO AeATENbHOCTb;

4) HayyHO-UccrnegoBaTenbCKUM OpraHM3auuaM Ans HayyYyHo-uccnegoBaTeribCKon
paboThbl;

5) MeanuUMHCKUM opraHM3auusiM 1 BeTepMHapHbIM OpraHn3aumsm;

6) opraHusauMsMm W nHAMBUAYanbHbIM MNPeAnPUHUMATENSIM, OCYLLECTBIAIOWMM
pa3BefeHue, BblpalliMBaHNe U CoAepXaHne XMBOTHbLIX (3a UCKMYEHNEM MPOAaxu UM
hapmaueBTU4eCKUX cybCcTaHumMm unu nx nepegaydn).

(n. 6 B peq. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

KoHcynbTaHTlInoc: npumevaHue.
C 29.12.2020 B 4. 9 cT. 45 BHOCATCA n3ameHeHus (P3 o1 27.12.2019 N 481-d3).

9. MNpowusBoguTenn apmaueBTUYECKON cybCcTaHLumMm cnupTa 3TUOBOro (3TaHona)
0065a3aHbl OCYLLIECTBNATb peanu3aumio (nepegady B yCTaHOBIEHHOM 3aKOHO4ATENbCTBOM
Poccunckon ®epepaunn nopsagke) dpapmaueBTUdeckon cybecTaHuum cnmpta aTUIoBoro
(daTaHona) nNpou3BOAUTENAM  JNIEKAPCTBEHHbIX  CPeAcTB  ANA  NpOU3BOACTBA
neKapCcTBEHHbIX CPeACTB B eMKOCTSAX 06 bemoM He 6onee 1 nutpa u (unn) He meHee 1000
NUTPOB, a OpraHn3aunamM, ykasdaHHbIM B MyHKTax 2 - 6 YacTn 8 HacTosLLen cTaTbu, B Tape
obbemom He Gonee 1 nutpa.

(wactb 9 BBegeHa PenepanbHbiM 3akoHOM 0T 29.07.2017 N 278-03)

KoHcynbTaHTlnoc: npumevaHue.
C 29.12.2020 cT. 45 pononHsaeTtcsa Y. 10 u 11 (@3 o1 27.12.2019 N 481-D3).

Cratbs 46. MapkmpoBKa neKkapCTBEeHHbIX CpeacTB
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1. JlekapcTBeHHble MpenapaTbl, 3a MCKIYEHMEM JeKapCTBEHHbIX MNpenapaTos,
M3rOTOBMEHHbIX  anTeYHbIMW  OpraHu3auuMsiMM,  BeTepuHapHbIMW  anTeYHbIMU
opraHvsauusiMn, MHOMBMAYanbHbIMU NpeanpuHMMaTensamMu, UMELWUMU NINLEH3NIO Ha
dhapMaLeBTUYECKY0 AeATENbHOCTb, AOMKHbI MOCTYNaTh B ob6palleHne, ecnu:

1) Ha wuXx nepBMYHOM YMNAKOBKE (3@ WCKNHYEHMEM NEPBMYHOM YMNAKOBKU
NeKapCTBEHHbIX PACTUTENbHbIX NpenapaToB) XOPOLLO YNTAEMbIM LUPUEPTOM Ha PYyCCKOM
A3blke yKasaHbl HauMMeHOBaHWe feKapCTBEHHOro npenapaTta (MexagyHapogHoe
HenaTeHTOBaHHOEe, WNN  TPYNNUPOBOYHOE, UMM XMMUYECKOE, UMM TOProBoe
HaMMeHoBaHWE), HOMep cepun, pfarta Bbinycka (NS  UMMYHOBUONMOrMYEeCKNx
NeKapCTBEHHbIX NpenapaToB), CPOK rO4HOCTM, OO3UPOBKA UM KOHUEHTpauus, obbem,
aKTUMBHOCTb B eQuHULAaX AeACTBUS U KONMYECTBO [03;

(B pen. ®PepepanbHbix 3akoHOB 0T 11.10.2010 N 271-93, ot 22.12.2014 N 429-93)

2) Ha UX BTOPUYHOM (NOTPEBMTENBCKON) YNaKOBKE XOPOLLO YATaeMbIM LLUPUETOM Ha
PYCCKOM $13blKe YKa3aHbl HAMMEHOBaHWE NeKapCTBEHHOro npenapara (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNMNMPOBOYHOE, UM XUMUYECKOE N TOPrOBOE HAMMEHOBAHNS),
HanMeHoBaHWE NPOM3BOAMTENS FEeKapCTBEHHOro npenaparta, HOMep cepuu, Aarta
BbiNycka (459  UMMYHOBMONMOrMYECKNX  NIEKApCTBEHHbIX  MpenapaToB), HOMepP
PErMcCTPaunoHHOro yaOCTOBEPEHUS, CPOK rOAHOCTM, CNOco6 NpuUMeHeHus, 4O3MpOoBKa
NN KOHUEHTpaums, o0bem, akTMBHOCTb B eAnHuLax encTBnsa nnbo Konn4yecTso 403 B
ynakoBke, JfiekapCcTBeHHass opma, ycrnoBus OTNycKa, YCNOBUS  XpaHeHus,
npenynpeauTenbHble HaanucK.

(B pen. PepepanbHblx 3akoHOB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-93)

2. ®apmaueBTnyeckme cybcTaHumMm OOMKHbI MOCTynaTh B obpalleHne, ecnm Ha ux
NEepPBMYHON YMNAKOBKE XOPOLIO YMTaeMbIM LWPUEPTOM Ha PYCCKOM NA3bIKE YKa3aHbl
HanmeHoBaHve dapmaleBTU4EeCKOW CcybCcTaHuun (MexagyHapoaHOe HemnaTeHTOBaHHOe,
MUNU rPpynnMpPOBOYHOE, WU XMMUYECKOE M TOProBOoe HavMeEHOBaHWs1), HaMMeHoBaHWe
npousBoauTens dapmaueBTU4eCcKon cybCcTaHuumn, HOMep cepun 1 gata U3roToBNeHNS,
KONMMYeCTBO B YNakoBKE W €AWHULbI U3MEPEHNS KONMyYecTBa, CPOK FOAHOCTU U YCNOBUA
XpaHeHus.

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

3. JlekapcTBeHHble cpefacTBa B KayecTBe CbIBOPOTOK [OOSBKHbI MOCTynaTb B
obpallleHne C yKasaHMEM XXMBOTHOMO, U3 KPOBM, Mnasmbl KPOBW, OpPraHOB W TKaHeW
KOTOPOrO OHW MOJTyYEHBI.

4. Ha BTOpu4Hylo (NOTPEBUTENbCKYK) YNaKOBKY NEKapCTBEHHbIX CPeacTs,
NOMNy4YeHHbIX U3 KPOBW, NNa3Mbl KDOBWU, OPraHOB U TKAHeWN YenoBeka, J0SMKHA HAHOCUTBLCSH
Hagnuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta C 1 noBEpPXHOCTHbIA aHTUrEH
BUpyca renatuta B otcytcTeytoT".

5. Ha nepBuyHyl0 ynakoBKy W BTOPUYHYIO (NOTPEOUTENbCKY) YNakoBKY
pagnodapmaleBTUYECKUX FeKapCTBEHHbIX CPeAcTB  [OMMKEH HAHOCUTbCA  3HaK
pagnaumMoHHOM ONacHOCTW.

6. Ha BTOpu4Hyto (NOTpebnTenbCKy) ynakoBKy roMmeonaTUYecKux SieKapCTBEHHbIX
npenapaToB AOJMKHA HAHOCUTbLCA Haanuck: "fomMeonaTnyecknin®.

7. Ha BTOpU4Hyto (NOTpebUTENbCKYI0) YNakoBKY FEKapCTBEHHbIX PacTUTENbHbIX
npenapaTtoB [O/MKHA HaHOCUTbCA Hagnucb: "lNpoaykuma npowsia  pagvauyMOHHbLIN
KOHTPOSIb".


consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A6480238A26D1C63C94F430C30C3C5EEBA68388C3A33DD60A06C887CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648013FA06F1260C94F430C30C3C5EEBA68388C3A33DD60A66F897CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A6480238A26D1C63C94F430C30C3C5EEBA68388C3A33DD60A06C897CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648013FA06F1260C94F430C30C3C5EEBA68388C3A33DD60A66F8E7CD457B49F37A5D1B6A0A8FF3AAA69FBACM
consultantplus://offline/ref=53F15F1426BC1C3BD9C52B3034A7A648013FA06F1260C94F430C30C3C5EEBA68388C3A33DD60A66F8F7CD457B49F37A5D1B6A0A8FF3AAA69FBACM

8. Ha nepBu4yHy0 ynakoBKy (ecnu pAns 3TOro CyLlecTByeT TexHuyeckas
BO3MOXHOCTb) M BTOPUYHYIO (MOTPEBUTENBCKYI0) YNAaKOBKY IEKaPCTBEHHbIX NpenapaTos,
npeAHasHa4YeHHbIX NS KIMHUYECKMX MCCRedOBaHUN, OOMKHA HaHOCUTbCA HaAnuCh:
"[ONa KNUHUYECKNX uccrneaoBaHnin'.

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

9. YnakoBKka NeKapCTBEHHbIX CPeACTB, MpeAHasHa4YeHHbIX WCKMYUTENbHO AONs
3KCnopTa, MapknpyeTcsi B COOTBETCTBUM C TpeboBaHUSIMM CTpaHbI-MMnopTepa.

10. Ha TpaHcnopTHyl0 Tapy, KoTopas He npegHasHadyeHa ans notpebutenen u B
KOTOPYIO MOMELLEHO fekapCTBEHHOE CpeacTBO, AO0JMKHA HaHOCUTLCA MHopmMauma o
HaMMeHOBaHWW, Cepun JNeKapCTBEHHOro cpeactsa, [JaTe BbIycKka, KormyecTse
BTOPMYHbIX (NOTPebuTEenbCKMX) YNakoBOK NEKapCTBEHHOrO CpeacTBa, NpousBoauTene
NeKkapCTBEHHOINO CpeAcTBa C  yKasaHMEM HaUMEHOBAHUA W MeCTOHaXOXAEeHMUS
npoun3BoauTenNsa nekapCTBEHHOro cpeacTea (agpec, B TOM Yucre cTpaHa 1 (Mnu) MecTto
NPOM3BOACTBA NeKapCTBEHHOIo CpeacTBa), a TaKkke O CPOKe roAHOCTU NIeKapCTBEHHOrO
cpeactBa M 06  ycrnoBMAX €ro  XpaHeHWs U NepeBO3kKW, Heobxoaumble
npeaynpeauTernbHble HAaAnMCn N MaHUNynAaTOPHbIE 3HaKW.

11. Ha nepBUYHYlO ynakoBKY W BTOPUYHYK (NOTPEBUTENBCKYIO) YMNakoBKY
NEeKapCTBEHHbIX CPeacTB NS BETEePUHAPHOro MNpPUMEHEHUA [OSPKHA HaHOCUTLCS
Hagnuck: "[na BeTepuHapHOro npuMeHeHuns".

12. Ha BTOpu4yHyto (NOTpebuTenbCKylo) ynakoBKYy EKapCTBEHHOro npenapata
HaHOCUTCA LUITPUXOBOM KOA.

Mnasa 9. BBO3 JIEKAPCTBEHHbIX CPEOCTB
B POCCUUACKYIO ®EAEPALMIO N BbIBO3 NEKAPCTBEHHbLIX CPEACTB
U3 POCCUMUCKOWN ®EOEPALINK
(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. MNopsaok BBO3a neKkapcTBeHHbIX cpeactB B Poccunckyro
dPenepauuio n BbiBO3a NleKapCTBeHHbIX cpeacTB U3 Poccunckon Pepgepaumm
(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BB03 nekapctBeHHbIX cpeactB B Poccuickyto degepaumio ocyLecTBnseTcs B
nopsake, ycraHosneHHoM NpaButensctBomM Poccuickon Pegepaumm, B COOTBETCTBUN C
TaMOXeHHbIM 3aKOHOAATENLCTBOM TaMOXeHHOro cot3a B pamkax EBpA3dC (nanee -
TaMOXeHHbI cow3) u  (Mnn) 3akoHogaTenbctBOM Poccuiickon depepaumm o
TaMOXEHHOM Jerne.

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

2. Beosnmble B Poccuinckyto degepaumio nekapcTBeHHble CpencTBa [OSMKHbI
coaepxaTbCsa B rocyJapCTBEHHOM peecTpe fleKapCTBEHHbIX CPeaCTB.
(B pea. PegepanbHbix 3akoHoB OoT 06.12.2011 N 409-03, ot 27.12.2019 N 462-93)

3. [Honyckaetca BBO3 B Poccuinckyto degepaumio  KOHKPETHOW napTum
3aperncTpMpoBaHHbIX U (MNKN) He3aperncTpmpoBaHHbIX JIEKApPCTBEHHbIX CPEACTB,
npeAHasHa4YeHHbIX ANA NPOBEOEHUSA KIMHUYECKMX WCCNeaoBaHUM JeKapCTBEHHbIX
npenapaTtoB, NPOBEAEHUS IKCMEPTM3bl NIEKAPCTBEHHbIX CPEACTB ANsl OCYLLEeCTBEHUS
rocyAapCTBEHHOM perucTpaumm nekapCcTBEHHbIX MpenapaTtoB WM Ans  okasaHus
MEOULUMHCKOM MOMOLM MO JKU3HEHHbIM MOKa3aHUSAM KOHKPETHOro naumeHTa Ha
OCHOBaHUN paspelleHnd, BblAAHHOrO YMOMHOMOYEHHbIM hbeaepanbHbiM  OpraHoOM
MCMNOMHUTENBHOM BrlacTU NO 3asABMEHUAM UL, YKa3aHHbIX B cTaTbe 48 HacTosLlero
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depnepanbHOro 3akoHa. PaccMoTpeHue Takoro 3asiBfieHUst U NPUHATUE pelleHna O
Bblda4ye paspelleHnss Ha BBO3 KOHKPETHOW MNapTUM 3aperncTpupoBaHHbIX U (Unun)
He3aperncTpupoBaHHbIX JIEKAPCTBEHHbIX CPeACTB, NpeaHasHa4vYeHHbIX Ana npoBeaeHns
KIMMHUYECKMX WCCREeaoBaHUN NEKapCTBEHHbIX NpenapaToB, NPOBEAEHUS KCNepTu3bl
NeKapCTBEHHbIX CPeAcTB ANA  OCYLWEeCTBMNEeHUs roCydapCTBEHHOW perncrpaumm
nexkapCTBEHHbIX NpenapaTtoB UNu ANs okasaHus MeaMLUHCKON NMOMOLLM MO XKWU3HEHHbIM
NMOKa3aHUAM KOHKPETHOro naumeHTta nmbo 06 oTkase B BblAaye YKa3aHHOro paspeLleHns
NpPON3BOOATCSA B CPOK, HE MpeBbiwarwmi natnm paboumx AHen. [nata 3a Bblgadvy
yKa3aHHOro paspeLlueHus He B3uMaeTcs.

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

KoHcynbTaHTlnoc: npumevaHue.
C 01.01.2024 4. 3.1 cT. 47 yTpa4dmBaeT cuny (P3 oT 27.12.2019 N 475-03).

3.1. [Honyckaetca BB03 B Poccuickyto ®defepaumio KOHKpPETHOM napTum
He3aperMCTpmMpoBaHHbIX JIEKAPCTBEHHbLIX MpenapaToB, CoAepXallmxX HapKoTUYeckue
cpencTBa uUnu NCUxXoTponHble BewecTBa, B nopsagke, yctaHoBNeHHOM [MpaBuTenscTBoM
Poccuinckon depepauumn, Ong OKasaHUs MEeAULMHCKOW MOMOLLUM MO  KU3HEHHbIM
NoKa3aHWAM KOHKPETHOro nauuMeHTa unv rpynnbl NaunueHToB B Cryyae, ecriv UMeeTcs
pelweHne Bpa4yebHOM KOMUCCUM MEOMLMHCKON opraHm3aumm o HeaddEeKTUBHOCTU UK
HEBO3MOXHOCTU MPUMEHEHNSA Yy KOHKPETHOro mnaumeHTa WHbIX 3aperncTpupoBaHHbIX
NeKapCcTBEHHbLIX MpenapaToB, B TOM 4WUCRe COAepXawux npyrne Aencteylolime
BELLeCTBA, U O HeobXxoaAMMOCTM BBO3a OMPEOENIEHHOr0 HEe3aperncTpupoBaHHOIO
neKkapCcTBEHHOro npenapaTta C yka3zaHneM ero MexayHapogHoro HenaTteHTOBaHHOMO (Mnu
XUMUYECKOro, Unn rpynnMpoBOYHOro) HaMMeHoBaHUs, (POPMbI BbINyCKa U KONM4ecTBa.
lMepeyveHb 3aboneBaHnin U COCTOSIHUA U COOTBETCTBYIOLLNX NEKapPCTBEHHbIX NpenapaTos,
cofepXalinmx HapKoTUYecKne cpeactBa W MNCUMXOTPOMHblE BewecTBa, B Lensax
OCYLLECTBMNEHNS WMX BBO3a B COOTBETCTBUM C TpebOBaHMSIMW HACTOSALWEW YacTu
yTBepXaaeTcs yrnorHOMOYEHHbIM beaeparnbHbIM OpraHOM UCMOSTHUTENBHOW BNacTu.
(yacTtb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

4. B Poccurckyto egepaumnio MOXXHO BBO3UTb FIEKAPCTBEHHbIE CPeACTBA, KaYecTBO
KOTOPbIX MOATBEPXOEHO CepTUAUKATOM MNPOU3BOAUTENS TEKAapPCTBEHHbIX CPEACTB,
yAOCTOBEPSAIOLLMM COOTBETCTBME BBO3MMbIX NEKapCTBEHHbIX CPeAcTB TpeboBaHWSAM
dapmakonenHblx ctatern nnbo B criydae MX OTCYTCTBUSA HOPMATUBHOW OOKyMEeHTauuu
NN HOPMAaTUBHOIO AOKYMEHTA.

(B pen. PepgepanbHoro 3akoHa oT 06.12.2011 N 409-03)

5. Banpewaetca BB0o3 B Poccunckyio Pegepaumio danbCcuduumMpoBaHHbIX
NeKapCTBEHHbIX  CPeacTB,  HeaobpoOKaYyeCTBEHHbIX  FIEKAPCTBEHHbIX  CPencTB,
KOHTpadaKTHbIX JIEKAapCTBEHHbIX CPEACTB.

(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. danbcuduuMpoBaHHbIE JIEKAPCTBEHHbIE CpeacTBa, HeaobpoKavyeCTBEHHbIE
neKkapcTBEHHbIE CpeAcTBa MoasiexaT MU3bATUIO U MOCMeayrLWEMY YHUUYTOXEHUIO Un
BbIBO3y M3 Poccuirckon degepaumn, KoHTpadakTHble neKkapcTBEeHHble cpeacTBa -
N3BATUIO U MOCHENYIOLWEMY YHUUTOXEHUIO. YHUYTOXEHNE UMW BbiBO3 M3 POCCUNCKON
depepaumn danbCcMPUUMPOBAHHbBIX EKAPCTBEHHbIX CPeacTB, HegobpoKa4YeCTBEHHbIX
neKapCTBEHHbIX CPeACTB, KOHTPadaKTHbIX NeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCS 3a
cyeT nvua, ocywecTBmBlwIEro ux BBO3. [lOpsOoK — YHUYTOXEHUS  U3bATbIX
danbCnUUMPOBaHHbIX neKapCcTBEHHbIX cpencTs, HeJoOpOKaYeCTBEHHbIX
neKapCTBEHHbIX CPeacTB, KOHTpPadaKTHbIX NleKapCTBEHHbIX CPeaCTB YCTaHaBnMBaeTCA
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Mpaeutensctesom Poccunckon denepaumn.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jvua, ocyLecTBnsoLwme BBO3 B Poccuiickyio depnepaumio
dhanbcnULnpOBaHHbIX neKapCTBEHHbIX cpencTs, HeobpoKaYeCTBEHHbIX
NEeKapCTBEHHbIX  CPeACTB, KOHTpA(aKTHbIX  fIEKApCTBEHHbIX  CPeacTB,  HECyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TAMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXXEHHOro
coto3a 1 (unu) sakoHogartensctsoM Poccunckon degepaumm o TaMOXEHHOM Jerne.

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

8. BbiBO3 nekapcTBeHHbIX cpeacts n3a Poccunckon degepauum ocyLecTBriseTcs
6e3 nNpuUMeHeHus1 OorpaHNYeHun, YCTAHOBIMEHHbLIX TaMOXEHHbIM 3aKOHOAATENbCTBOM
TamoxeHHoro cow3a wu (unu) 3akoHogaTenbcTBOM Poccuinckon ®Pepepauumn o
rocyaapCTBEHHOM perynumpoBaHny BHELLHETOProBOW OeATENbHOCTN.

(B pea. denepanbHbix 3akoHOB OT 06.12.2011 N 409-93, ot 25.11.2013 N 317-®3, oT
22.12.2014 N 429-93)

9. Beoa B rpaxgaHckum ob60opoT NekapCTBEHHbIX NpenapaToB Ans MeauLUUHCKOro
NpUMeHeHNs, BBE3EHHbIX B Poccuickyto Pegepaumio, ocyuwectsnsaercs ¢ cobniogeHmem
TpeboBaHUN, yCTaHOBMEHHbIX cTaTben 52.1 HacTosiwero PeaepanbHOro 3akoHa.

(wactb 9 BBegeHa PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

Cratbsa 48. IOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 JleKapCTBEHHbIX
cpeactB B Poccunckyro Pepepaumto
(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

INekapcTtBeHHble cpeacTBa B Poccunckyo degepauunio MOryT BBO3UTh:!
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) npomsBoaMTENWN fEKApCTBEHHbIX CPeAcTB Ans  uenem cobCTBEHHOro
NPOV3BOACTBA NEeKapCTBEHHbIX CPEACTB;

2) VHOCTpaHHble pa3paboTyMkM NEeKapCTBEHHbIX CPeACTB W WHOCTPaHHble
NPOM3BOANTENM NIEKAPCTBEHHbIX CPEACTB UK APYre opUAMYECKME LA No NOPYYEHUIO
pa3paboTymka NekapcTBEHHOro cpeacTBa Ans NpoBeAeHNst KMMHUYECKMX UcCreaoBaHuMI
NeKapCTBEHHOrO  npenapaTa, OCYLIEeCTBNEHUss  rOCyAapCTBEHHOW  perucrpauum
nekapCcTBEHHOro npenapaTta, BkNoYeHust dapmaueBTMdeckon  cybcTtaHumm B
rocy4apCTBEHHbIV PEECTP NIeKapCTBEHHbIX CPEACTB, KOHTPOSIS KaYecTBa NEKapCTBEHHbIX
cpeacTB MpU  HanMyMuM paspeLleHus  YrnofHOMOYEHHoro dheaepanbHOro opraHa
MCMNONHUTENbHOWN BracTh Ha BBO3 KOHKPETHOW NapTUN fieKapCTBEHHbIX CPEeACTB;

3) opraHun3aLmm ONTOBOW TOProBnyv NekapCTBEHHbIMU CPeACTBaMMU;

4) Hay4HO-uccnegoBaTenbCkMe opraHusauun, obpasoBaTenbHble OpraHu3auuu
BbiCLLUEro O0bOpa3oBaHUs, NPOU3BOAUTENU IEKAPCTBEHHbIX CPEACTB AN pas3paboTku,
nccnegoBaHuin, KOHTponst 6e3onacHoCcTu, kayvecTBa, 3HEKTUBHOCTU JNIEKAPCTBEHHbIX
CpeacTB Mpu  HanMuuMM paspelleHust  YNOSTHOMOYEHHOro doefepanbHOro opraHa
NCMNOMNHUTENbHOW BNAcCTU;

(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) MeguuUUMHCKMe opraHu3aunn, UHble yKasaHHble B NyHKTax 1 - 4 HacTosLeln cTaTbh
opraHvMsauun Ans okasaHus MeOMLMHCKOM MOMOLUM MO >KMU3HEHHBbIM MNOKasaHUsaM
KOHKPETHOro nauMeHTa npu HanMyum paspelueHust YrosiIHOMOYEeHHOro deaepanbHOro
opraHa WCMONMHUTENbBHON BMacTM Ha BBO3 KOHKPETHOW MapTUM JIeKapCTBEHHOTO
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npenapaTa, BblJaHHOro B YCTAHOBIIEHHOM MOPsiAKe B hOpMe 3MEKTPOHHOIO JOKYMEHTa,
NoAnNMCaHHOIo YCUNEHHOW KBaNMMuULMpOBaHHOW 3NEKTPOHHOW NOAMNUCHIO;
(B pea. PepepanbHoro 3akoHa ot 12.03.2014 N 33-93)

KoHcynbTaHTlInoc: npumevaHue.
C 01.01.2024 n. 6 cT1. 48 ytpaumBaet cuny (O3 o1 27.12.2019 N 475-P3).

6) rocyaapCTBEHHbIE YHUTapHbIE NPEaNPUATUS, MMYLLIECTBO KOTOPbLIX HAXOAUTCH B
denepanbHon cobGCTBEHHOCTM, onpegensiemble [lpaButenbctBomM  Poccumnckon
depepaumn, B Yactm BBo3a B Poccunckyo depepaumio He3apermcTpupoBaHHbIX
nekapCcTBeHHbIX  npenapaTtoB, coAepXawux  HapKOoTUYecKMe  cpeactBa  wUnu
NMCUXOTPONHbIE BELEeCTBa, AN OKa3aHus MEeAUUMHCKOM MOMOLWM MO >KU3HEHHbIM
NoKa3aHWAM KOHKPETHOro nauueHTa Unu rpynnsl NauMeHToB B COOTBETCTBUM C YaCTbHO
3.1 cTtatbun 47 HacTosiwero PegepanbHOro 3akoHa.

(n. 6 BBegeH ®enepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

Cratba 49. [OKyMeHTbl, npeacTaBfisieMble B TaMOXEHHble oOpraHbl
Poccunckon ®Pepepaumm npu BBO3€ JeKapCTBEHHbIX cpeactB B Poccumckyro
depnepauuio
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. MNpun BBO3€E NekapCTBEHHbIX cpeacTB B Poccunckyto degepaumio B TaMOXEHHbIE
opraHbl Poccunckon ®depepaummn Hapsgy € OOKYMEHTaMu, npencrtaBfeHue KOTOpPbIX
NpeayCMOTPEHO TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cotsa u (Mnu)
3akoHogaTtenbcTBoM Poccuinckon degepaumm o TaMOXEHHOM Aerne, npeacTaBnsaiTca
cnegyouime JOKYMEHTbI:

(B pen. PepgepanbHoro 3akoHa oT 06.12.2011 N 409-03)

1) ceptudumkat npousBoaUTENSA fEKapCTBEHHOro CpeacTBa, YAOCTOBEpPSHOLUN
COOTBETCTBME BBO3MMOIO fIEKAPCTBEHHOro cpeactBa TpeboBaHusM dbapMakonenHomn
cTtatb NnbO B crnyvae ee OTCYTCTBUA HOPMATUBHOW JOKYMEHTaLMU MU HOPMATUBHOIO
OOKYMEHTa;

2) paspelleHne YMNoNHOMOYEHHOro deaepasibHOro opraHa WCNOSTHUTENBHON
BMacTM Ha BBO3 KOHKPETHOW nNapTUM feKapCTBEHHOro cpeacTtBa B Criyyas,
yCTaHOBIEHHbIX YacTbto 3 cTaTtbu 47 HacToswero ®eaepansHOro 3akoHa.

2. [lOKyMeHTbl, yKasaHHble B MyHKTax 1 M 2 4yactu 1 HacTosweWn cTaTbW,
NpeacTaBnAlTCA B TaMOXeHHble opraHbl Poccunckon depepaumm npu npubbiTin
nekapcTBeHHbIX cpeacTB B Poccunckyto degepauuio.

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BB03 nekapcTBeHHbIX npenapatoB B Poccumnckyro ®Pepepauuio
ONA JINYHOIO UCMOSIb3OBAHUA M MHbLIX HEKOMMEpPYEeCKMX uenen, a Takke Ans
MCNONIb30BaHUA Ha TePPUTOPUUN MEXAYHAPOAHOIO MEeAULIMHCKOro Knacrepa
(B pen. ®PepepanbHblx 3akoHoB OoT 06.12.2011 N 409-93, ot 29.06.2015 N 160-$3)

1. JlekapcTBeHHble NpenapaTbl MOryT ObiTb BBE3eHbl B Poccuickyio ®egepaumio
6e3 ydyeTa TpeboBaHun, NpeayCMOTPEHHbIX YacTamu 1 - 4 ctaTtbn 47, ctaTbsamun 48 n 49
HacTosiwero ®efepanbHOro 3akoHa, ecrnv OHW nNpefHas3Ha4veHbl ans:
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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1) Nnn4HOro Mcnonb3oBaHUA (OU3MYECKUMM NULamMu, NpubbiIBLUMMK B Poccuinckyro
depepaumto. NMpn atom BBO3 B Poccuiickyto deaepaumio nekapcTBeHHbIX NpenapaTos,
coAepxawmx curbHogeucTeywwme wu (Mnv) SO00BUTbIE BELLECTBA, BKIMIOYEHHbIE
COOTBETCTBEHHO B CMUCOK CWUSTbHOLEWCTBYHOLMX BELWEeCTB ANA Lenen yrornoBHOro
3akoHogartenbcTBa Poccunckon ®egepaumm n B CNMCOK SA0BUTLIX BELLECTB ASS Lenen
YyrorioBHOro 3aKkoHoOaTenbLCTBa Poccuinckon depepaumm, yTBEepXaeHHble
MpasutenbctBom Poccunckon ®epepaumm, OCyLECTBNAETCA NPU HANNUYUU JOKYMEHTOB
(3aBepeHHbIX KON JOKYMEHTOB MUY 3aBEPEHHbIX BbINMUCOK U3 HUX), MOATBEPXAAOLLMX
HasHadYeHne U3nd4eckoMy IuUy YKasaHHbIX JfleKapCTBEHHbIX MpenapaTtoB (3a
NCKITIOYEHMEM JEKApPCTBEHHbLIX MpenapaTtoB, 3aperuMcTpupoBaHHbIXx B Poccunckon
depepaunn n otnyckaemMbix B Poccuinckon ®egepauunn 6e3 peuenta Ha NekapCTBEHHbIN
npenapart). [NogTBepxaawowme AOKYMEHTbl (MX 3aBEepeHHble KOMUUM UNU 3aBepeHHble
BbIMUCKN M3 HUX) LOMMKHbI codepXaTb CBedeHWS O HauMMEHOBaHUW U KonuyecTse
Ha3Ha4YeHHOro fekapcTBeHHOro npenapata. B cnyvae, ecnu noarBepxaaroLlme
OOKYMEHTbI (MX 3aBEPEHHbIE KOMUU UNN 3aBEPEHHbIE BbIMUCKN N3 HUX) COCTaBfEeHbl Ha
WHOCTPaAHHOM $3blke, K HUM rMpunaraeTcsd HOoTapuarbHO 3aBEpPEeHHbI NepeBod Ha
PYCCKUN A3bIK;

(n. 1 B peq. PeagepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) NCNoNib30BaHUA paboTHMKaMun AMnNIoMaTU4YecKkoro Kopnyca nnu
npeacTtaBUTENSAMU MeXOyHapOoLHbIX OpraHusaunn, akkpeamToBaHHbIX B Poccuirckon
depepauymm;

3) NneyvyeHnss nacCcaXXmpoB WM YSIEHOB 3KUMAXKeW TPaAHCMOPTHbLIX CPeACTB, NOE3aHbIX
Gpurag 1 BoguTenemn TpaHCNOpPTHbIX CpeacTB, NpubbiBLInX B Poccuickyro Pegepaumio;
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nevyeHns y4acTHMKOB MeXOYHaPOAHbIX KyNbTYPHbIX, CIOPTUBHBIX MEPONPUATUIA
N YYaCTHMKOB MEXOYHapOAHbIX 3KCNeaNLNiA;

5) neyeHnst KOHKPETHbIX XXMBOTHbIX B 300Mapkax, 300cagax, LMpKkax, okeaHapuymax,
aenbuHapnax, nevyeHns ANKUX XUBOTHbIX, MOCTOAHHO WM BPEMEHHO HacensawLwmx
Tepputoputo Poccunckon ®depepaummn, HaxogsILMXCA B COCTOSSHAM €CTECTBEHHOM
csoboabl M npuHagnexawmx K Buaam, 3aHeceHHbiM B KpacHyo kHury Poccumnckon
denepaumm 1 (Unn) KpacHole kKHUM cybbektoB Poccurckon ®depepaumn, a Takke
XWMBOTHbIX, BBO3MMbIX B Poccuickyto depepauuio Ons y4yactus B CHOPTUBHBIX WU
3pENULLHbBIX MEePONPUATUSRX;

(B pen. PepepanbHbix 3akoHOB OoT 06.12.2011 N 409-93, ot 02.08.2019 N 297-93)

6) NCNONb30BaHUSA Ha TEPPUTOPMM MEXOYHAPOAHOrO MEANLMHCKOTO KnacTepa.
(n. 6 BBegeH PepepanbHbiM 3akoHoM OT 29.06.2015 N 160-93)

2. B cnyyasx, npegyCMOTPEHHbIX YacTbio 1 HacToswen ctaTbn, 4OMNyCKaeTCca BBO3
B Poccuiickyio degepaumio nekapcTBeHHbIX MpenapaToB, He 3aperncTpupoBaHHbIX B
Poccurckon ®epepaunn.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHble npenapaTbl, NpegHa3HayYeHHble Af1 r'yMaHUTapHOM MOMOLLN
(cogencTansa) nnm NOMOLM NpU YpesBblYarHbIX CUTyauusix, BBO3ATCSA B Poccuickyro
depgepaunio B nopsagke, ycraHosneHHoMm [lpaButensctBom Poccunckon depepaumn.
3anpelaeTcsa BBo3 B Poccuinckyto degepauuio HesaperncTpupoBaHHbIX JIeKapCTBEHHbIX
npenapaTos, NpefHa3Ha4YeHHbIX 4119 'yMaHUTapHOW NOMOLLM (COOENCTBUSA) NN MOMOLLMU
Npv Ype3Bbl4anHbIX CUTYaUMUSsIX.

(B pen. PepgepanbHoro 3akoHa oT 06.12.2011 N 409-03)
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Cratba 51. CotpyaHuyecTBO hbeaepanbHOro opraHa WCNOSIHUTENIbLHON
BJfIaCTW, YMNOJIHOMOYEHHOro B OONacTM TaMOXeHHOro pAena, W ApYyrux
YNOJIHOMO4YeHHbIX dpeaeparnbHbIX OPraHOB UCMONHUTENIbHOW BNacTu

1.  YnonHomouyeHHble (penepanbHbie  OpraHbl  UCMOSMHUTENbHOW  BRacTu
NpegocTaBnsAT B pacrnopshkeHne geaepanbHOro opraHa WCNOSTHATENbHOW BRacTw,
YNONMHOMOYEHHOIO B 0651aCTM  TaMOXEHHOro fAena, rocygapCTBEHHbIN peecTp
nexkapCcTBEHHbIX CPeACTB, a Takke MHpopMauuio O BblAaHHbIX pa3pelleHnsx Ha BBO3
KOHKPETHOW MapTUW NEeKapCTBEHHbIX CPEACTB B CllyyasiX, YCTAHOBMEHHbIX YacTbio 3
ctaTbk 47 HacTosiwero ®eaepanbHOro 3akoHa.

2. ®epfepanbHbli OpraH MCMOMTHUTENBHOW BNacTu, YNOSIHOMOYEHHbIN B obnactm
TaMOXeHHOro fJerna, MWHGOPMUPYET yKasaHHble B 4Yactm 1 HacToswen craTtbu
YyNONMHOMOYEHHblEe  beaeparnbHble  OpraHbl  UCMOMHUTENbHOM BflacTh O BBO3€e
nekapcTBeHHbIX cpeacTB B Poccuiickyto degepaumio 1 BbiBO3e JleKapCTBEHHbIX CPeaCTB
n3 Poccunckon depepaumm no GopmMe M B MOPsAKEe, KOTOPble YCTaHOBMEHbI
MpaButensctesom Poccunckon denepaumn.

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

Masa 10. PAPMALEBTUYECKAA OEATEINIbHOCTb
Cratbsa 52. OcyuwecTBneHue hapmaueBTUHECKON AEATENIbHOCTU

1. ®apmaueBTuyeckasa OeATeNbHOCTb OCYLLECTBASETCA OpraHn3aumsmMmm OnTOBOK
TOProBnu NekapCTBEHHbIMY CPeaCcTBaMM, anTe4YHbIMU OpraHn3aunsaMmn, BeTepMHapHbIMU
anTeYHbIMWM OpraHusauMamMu, WMHOMBMAYyaNbHbIMU NPeanpUHUMATENSMA, UMEKLLMMU
NNLEH3NI0 Ha hapmaueBTUYECKYID OeATENbHOCTb, MEAUUUNHCKUMM OpraHu3auusimu,
MMELLMMU NIMLEH3NIO Ha (bapMaueBTMYECKYID AEATENbHOCTb, U UX 060CO6NEHHBIMM
nogpasgeneHunamm (ambynatopusmu, penbaiepckumm n enbalepcko-akyLLepcKumMm
NyHKTaMn, uUeHTpamu (oTaeneHusamn) obuien BpayebHOM (CeEMENHOW) MpPaKTUKKM),
PacnoSIOXKEHHbIMU B CEIbCKUX HAaCENEHHbIX MyHKTaXx, B KOTOPbIX OTCYTCTBYIOT anTeYHble
opraHvsauun, u BETEPUHAPHBIMW  OpraHM3auusMKu, UMEKLWUMN  NULEH3NIO  Ha
drapmaLeBTMYECKYIO OeATENbHOCTb.

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

2. duanyeckne nuua MoryT OCyLLECTBNATbL (hapMaLeBTUYECKY0 AEATENbHOCTb Npu
HanMuYuu BbICLLErO MNN cpeaHero dapMaueBTUYECKOro obpasoBaHus U cepTudukaTa
cneunanucTa, BbICLLEro UNU CpeaHero BeTepuHapHOro obpasoBaHus U cepTudukarta
cneunanucTa, a Takke BbICWIEro WM CpedHero MeauuuHCKOro obpasoBaHus,
cepTudmkaTa cneumanmcTa n AONONHUTENbHOrO NPodeccuoHanbHOro obpasoBaHus B
4YacTU PO3HMYHOW TOProBNN fIEKapCTBEHHbLIMU NpenapaTamMu Npu ycrnosum nx paboTbl B
060Cc0o6NeHHbIX NoapasgeneHnsax MeauUMHCKMX opraHM3auui, ykasaHHbIX B 4Yacty 1
HaCTOSILLLEN CTaTbW.

(4acTtb 2 B pea. PeagepanbHoro 3akoHa ot 27.07.2010 N 192-03)

KoHcynbTaHTlnoc: npumeyvaHue.

Ct. 521 Bcrynaetr B cuny ¢ 29.11.2019. JlekapcTBeHHble npenapatbl And
MEANLMHCKOrO MPUMEHEHUsI, BBEOEHHbIEe B rpaxpgaHckun obopor go 29.11.2019,
nognexaT XpaHeHuto, NepeBo3Kke, OTNYCKY, peanusaunn, nepegadye, NPUMEHEHUIO A0
ncreyeHus cpoka nx rogHoctu (®3 o1 28.11.2018 N 449-03).
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CraTtbs 52.1. BBOA B rpaxxgaHCKMn 060pOT NneKkapCTBEHHbIX NpenapaToB AnA
MeAULMHCKOro NpUMeHeHuUA
(BBegeHa PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

1. MNMepen BBOAOM B rpaxgaHCKMA OOOpPOT KakOQoW CEPUM UMM KaxXOoW napTuu
nponsBegeHHoro B Poccuinckon ®depepaumn nekapcTBEHHOro npenapaTta  Aans
MEeOMLUMHCKOro NPUMEHEHUS, 3a UCKITYEHNEM UMMYHOBNONOrMYECKNX NeKapCTBEHHbIX
npenapaToB, NPOM3BOAUTENb TaKOro JfleKapCTBEHHOro npenapaTta npeacraBnseT B
drefeparnbHbIn  OpraH WCMNOMHUTENBHOW BNAcTW, OCYLECTBNAIWNA  PYHKLMM 1O
KOHTPOSMKO W Hag3opy B cdepe 34paBOOXpPaHEHUHA, AOKYMEHT MNpPOM3BOAUTENS
nekapCcTBEHHOro cpeacTBa, NoATBEPXKAAOLWMNIM Ka4eCTBO NekapCTBEHHOroO npenapara, u
noaTBepPXAeHUe YNOSTHOMOYEHHOro Nuua NPOU3BOAUTENSA JEKAPCTBEHHbIX CpeacTB
COOTBETCTBUSA FEKapCTBEHHOro npenapaTta TpeboBaHUAM, YCTaHOBSIEHHbIM MpU €ro
rocygapCTBEHHOW permctpauumn.

2. lNepen BBOAOM B rpaKaaHCKMMN OOOPOT KaXXOOW CEpUM UMK KaXKOow napTum
BBO3MMOro B Poccuiickyto degepaumio nekapCTBEHHOMO npenaparta ans MegumumHCKoro
NPUMEHEHNS, 3a WUCKIIOYEHMEM MMMYHOBMOMNOrMYECKMX NEKApPCTBEHHbIX MpenapaTos,
opraHuMsaumsi, OCyLLIECTBMsSOWAss BBO3 JleKapCTBEHHOro npenapata B Poccuinckyto
depgepaunio, npegcrtaBndeTr B pedepanbHbIM - OpraH  UCMNOSIHUTENBHOW  BNacTw,
OCYLLECTBNAKLWMA (PYHKUMN MO KOHTPOSIKO M Haa3opy B cdepe 34paBOOXpaHEeHUs,
cepTudukat  nNpousBoauTENd  NEeKapCTBEHHOro  CpedcTBa,  YAOCTOBEpSLWMin
COOTBETCTBME BBO3MMOIO flIEKApCTBEHHOro npenapaTta TpeboBaHMaM dapmakonenHon
cTatbW, a B Criydyae OTCYTCTBMSA (papmakonenHon ctatbu TpeboBaHWSIM HOPMAaTUBHON
OOKYMEeHTauMn, U NOATBEPXAEHWE NpPeAcTaBUTENs OpraHM3aumn, OCYLLEeCTBNSAIOLEN
BBO3 JleKapCTBEHHOro npenapata B Poccuickyio degepaumio U ynosiTHOMOYEHHOW
WHOCTPaHHbIM MPOU3BOAUTENEM FEKAPCTBEHHbLIX CPEeACTB, COOTBETCTBMSI BBO3MMOIO
nekapCcTBEHHOro npenapata TpeboBaHUAM, YCTaHOBIIEHHbIM MPU €ro rocyaapCTBEHHON
perncrpauuu.

3. MNopsgok npeacTaBneHnst B COOTBETCTBUM C YacTsaMn 1 1M 2 HaAcTosLWEN cTaTbu
OOKYMEHTOB M CBEAEHMN O NEeKapCTBEHHbIX MNpenapaTtax, BBOAUMbBIX B rpaxaaHCKUn
oboporT, yctaHaBsnmBaeTcs [paButenscTBoM Poccuiickon Pegepaumm.

4. B OTHOWeEHUN nepBbIX TpPex Ccepui unm napTum NekapcTBEHHOro npenapara,
BnepBble npou3BegeHHoro B Poccuiickon depepaumm vnu BRepBble BBO3MMOIO B
Poccunckyio ®epepauunio, B degeparibHbIi - OpraH WUCNOSHUTENbHOW  BRacTH,
OCYLLECTBNAKLWMA (PYHKUMN MO KOHTPOSIKO M Haas3opy B cdepe 34paBOOXpPaHEHUs,
AONOSTHUTENBLHO NpeacTaBNAeTCs MPOTOKON WUCMbITAHUMA O COOTBETCTBUMM CEpun Unu
napTUM NeKapCTBEHHOro npenapata Ans MeOuLMHCKOro MpUMEHEHMUsT nokKasaTensim
KayecTBa, NpefyCMOTPEHHbIM HOPMAaTMBHOW [AOKyMeHTauuen (ganee - MpOTOKON
NCMbITaHWI), NPOBOANMbIX aKKpeAUTOBAHHbIMU B COOTBETCTBUMN C 3aKOHOOATENbCTBOM
Poccurickon depgepauum o6 akkpeoutaumm B HauMOHAIIbHOM CUCTEME aKKpeauTauun
deaeparnbHbIMU rocyfapCTBEHHbIMU BroaKETHLIMU yuypexneHmsamu,
noaBefOMCTBEHHbIMA denepanbHOMY opraHy NCMNOSTHUTESTbHOM BfacTu,
ocyLecTBnsAoLweMy yHKLMM MO BbIpaboTKe 1 peanusaumm rocyaapCTBEHHON NONUTUKN
MW  HOPMATUBHO-MPABOBOMY peryniMpoBaHuMil0 B cdepe 34paBOOXPaHEHUsd, WU
degepanbHOMYy OpraHy MCNOSIHUTENBbHOM BracTW, OCYLECTBNAWEMY (YHKLMM MO
KOHTPOSIIO U Hag3opy B cdepe 3apaBooxpaHeHus. [lopsagok Bblgayn yKasaHHbIMU
deaepanbHbIMU FOCY4apCTBEHHBIMU BIOPKETHBIMWN YYpEeXaeHUAMN JaHHOro NpoToKona
M pasmep nnatbl 3a ero Bblgady YycTaHaBnueatTcAa [lpaBuTenbcTtBoM Poccuickon
denepaumn.
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5. ExxerogHo He nosgHee 1 peBpans Nnpon3soguTenn nekapcTBEHHbIX CPeaCTB Unn
opraHuMsauuu, OCYLLEeCTBNSAKLWME BBO3 JfleKapCTBEHHbLIX MpenapatoB B Poccuickyto
depgepaumnio, npeactaeBnsalT B (pedeparnbHblA  OpraH  UCMOMHUTESNbHOW  BRNacTw,
OCYLLECTBNAKLWMA (PYHKUMN MO KOHTPOSIKO M Haa3opy B cdepe 34paBOOXpPaHEHUs,
NPOTOKON WCMbITAHUA NOCTYNMBLUETO B TeYeHMe roda B rpaxgaHckun obopoT
NeKapcTBEHHOro npenapata KOHKPETHOro npou3BoauTens (Ha OAHY CEepUIo Kaxaoro
TOProBOro HaMMeHOBaHUA C Y4ETOM JfleKapCTBEHHOM DOPMbI U JO3MPOBKM), MPOBOANMbIX
aKKpeauTOBaHHbIMW B COOTBETCTBUWN C 3aKoHOA4AaTeNnbCTBOM Poccurickon ®enepaumm od
akkpeouMtTauMm B HaUMOHaANbHOW  CUCTEMEe  akkpeauTauum  UCnbITaTerlbHbIMU
nabopartopuamm (LeHTpamn).

6. MponsBoauTenu nekapCTBeHHbIX CPeaCTB UM OpraHn3aLmmn, ocyLLeCcTBsOWme
BBO3 fleKapCTBEHHbIX npenapatoB B Poccuiickyto degepaumio, He MeHee YemM 3a OAWH
roq OO nNraHupyemMbiX MPUOCTAHOBMEHUA UMW MpeKpalleHns npou3BOACTBa
neKkapcTBEHHbIX NpenapaToB Ui nx BBo3a B Poccuiickyto ®epepaunto yBegoMnsaoT 06
9TOM (befeparibHbI OpraH MCMNOMIHUTENBbHOM BMAcCTU, OCYLECTBAAWNA PYHKUMN MO
KOHTPONKD W Haas3opy B cdepe 340paBoOXpaHeHUs W doedepanbHbii - OpraH
WCMOMNHUTESNIbHOW  BMNacTW, OCYLIECTBASAWNA  (QYHKUMXM MO JIMLEH3UPOBAHUIO
NpoOn3BOACTBA NEKAPCTBEHHbIX CPEACTB.

7. BBog B rpaxgaHckui OOOPOT KakOOW CEPUM WU KaxXdon naptum
MMMYHOBMONOrMYeCcKoro nekapcTBEHHOro npenapara, npousseneHHoro B Poccuimnckon
depgepaumn unm BBo3nmoro B Poccuickyto Pegepaumio, ocyLecTsnseTcs Ha OCHOBaHUU
paspelleHns, BblgaHHOro deaeparnibHbiM  OpraHoOM  MCMOSIHUTENbHOW  BRacCTH,
OCYLLECTBNALWNM PYHKLMN NO KOHTPOMIO N HAA30py B cdepe 34paBOOXpaHEeHUs, Ha
OCHOBaHUK BblAAHHOMO  doeaeparnbHbIMU rocygapCTBEHHbIMU  BHOKETHLIMU
yypexneHusiMn, ykazaHHbIMU B YacTu 4 HACTOSALLLEN CTaTbW, 3aKINOYEHUS O COOTBETCTBUMU
cepuun nnu NapTmm MMMyHOBMONOrMYECKOro NIeKapCTBEHHOIO nNpenapaTa TpeboBaHUAM,
YyCTaHOBIEHHbIM NP ero rocygapcTBeHHON perncTpaumu. Nopagok Beigayun paspeLueHns
Ha BBO4 B rpaxpgaHckmin o6opoT cepum uAM nNapTUM  UMMYHOOMOMNOrMYECKOro
neKkapcTBEHHOro npenapaTta, a Takke MOPSAOK BblOayM YyKa3aHHOrO 3aKfloyeHus n
pasmep nnaTtbl 3a ero Bblgadvy YycTaHaBnusatoTca [lpaButenbctBOM Poccuinckon
depgepaumn.

8. 3a HenpegctaBneHne UNM HECBOEBPEMEHHOE MNpeacTaBfieHne OOKYMEHTOB U
cBefeHNn, NpedyCcMOTPeHHbIX YacTamn 1, 2, 4, 5 1 6 HacTosALLEeN CTaTbu, NPOU3BOAUTENN
NneKapCTBEHHbIX CPeacTB W OpraHusauuu, OCYLIEeCTBASLWNEe BBO3 NeKapCTBEHHbIX
npenapaTtoB B Poccuiickyto denepaumio, HECYyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTtenscTBoM Poccunckon denepaumn.

9. MNpeacraBneHve JOKYMEHTOB U CBEAEHUIN, NpedyCMOTPEHHbIX Yactamn 1, 2 n 4
HacTosLWen cTaTbW, U MNoslydeHue NpeayCMOTPEHHOrO0 4acTbio 7 HacTOsdALWen CTaTby
paspeleHnss Ha BBOA MMMYHOOMOMNOrMYECKOro JieKkapCTBEHHOrO npenapata B
rpaxgaHckun obopoT He TpebylTcsa B OTHOWEHWMM NEKapCTBEHHbLIX MpenapaTos,
npegHasHa4yeHHbIX ONs NPOBEAEHUS KIMHUYECKUX WCCNeaoBaHUi neKapCTBEHHbIX
npenapaToB, NPOBEOEHUS 3KCNEepPTU3bl NEKapCTBEHHbIX CPeacTB AN OCYLLeCTBNEeHUs
rocygapCTBEHHOW perncTpaumm nekapCTBEHHbIX NpenapaTtoB, a Takke B OTHOLUEHWUU
He3aperncTpupoBaHHbIX TEKAPCTBEHHbIX NpenapaToB, NpegHa3Ha4YeHHbIX 4S5 OKas3aHUs
MEANLNHCKOM NOMOLLM MO XXM3HEHHBIM MOKa3aHUAM KOHKPETHOMO nawuMeHTa unv rpynnol
nauneHToB, BBO3UMbIX B Poccurckyto degepaumio B COOTBETCTBUN C YacTamum 3 n 3.1
ctaTtbk 47 HacTosiwero ®eagepanbHOro 3akoHa.

(B pen. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)
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10. MNpwn BbIABNEHMM B rpaXkaaHCKOM 060opoTe cepumn nnu napTum NekapcTBEHHOIO
npenapaTa, AOKYMEHTbl U CBEAEHUSI O KOTOPbIX, NPegyCMOTPEHHble YacTammn 1, 2 n 4
HacTosLLEen cTaTby, He NpeAcTaBneHbl B dyefeparnbHblil OpraH UCNOSTHUTENBHOW BracTy,
OCYLLECTBNAOLNN YHKLNN NO KOHTPOSO U HAA30pYy B chepe 3a4paBoOXpaHeHust, NMbo
cepun Unn NapTum MMMyHOBUONOrMYECKOro NeKapCTBEHHOMO npenapaTa, He MMELLNX
paspeLleHns Ha BBO B rpaXKgaHCKnin 06opoT, NpeayCMOTPEHHOrO YacTblo 7 HAaCTosILWEN
cTaTbu, pefepanbHbl OpraH UCMONHUTENBHOM BNACTU, OCYLLECTBISAIOWMIA PYHKLMM NO
KOHTPOSKO M Haas3opy B cdepe 34paBOOXpaHEHUs, B MNopsigke, YCTaHOBIIEHHOM
MpaButenscteom Poccuinckon Pepepaumm, NpuUHMMaeT pelleHne O npeKpaLleHnn
rpakgaHckoro obopoTa Takux Cepun wunv napTuM OO NPEeACcTaBfeHUsl YKasaHHbIX
OOKYMEHTOB 1 CBEAEHU NNMBO NONyYEeHUs yKa3aHHOro pa3peLUeHus.

Cratba 53. popaxa, nepegaya nekapcTBeHHbIX CPeACTB OpraHuM3auusiMu
ONTOBOW TOProBNu NeKapCcTBEHHbIMU cpeacTBaMu

KoHcynbTaHTlnoc: npumeyvaHue.
C 29.12.2020 B a63. 1 4. 1 cT. 53 BHOCATCA n3MeHeHunsa (P3 ot 27.12.2019 N 481-03).

1. OpraHuvsauun ONTOBOW TOProBnvM feKapCTBEHHbIMU CcpeacTBaMu  MOryT
OCYLLECTBNATb NpOAaxy NekapCTBEHHbIX CPEACTB UIu nepeaasBaTth UX B yCTAHOBIEHHOM
3akoHogaTtenscTBoM Poccunckon denepaumm nopagke:

1) ApyrMm opraHn3aumsiMm ONTOBOW TOProBNN NEKapPCTBEHHLIMU CpeaCcTBaMU;

2) NpOM3BOAMTENSIM JIEKApPCTBEHHbIX CpeacTB Ans LUeneri npousBoAcTBa
NeKapCTBEHHbIX CPEACTB;

3) anTeYyHblM opraHn3aumnam n seTepmHapHbiM anTe4YHbiM OpraHn3aunam;

4) Hay4HO-uccrnegoBaTenbCKUM OpraHMsauuaM Ans HayyYyHo-uccnegoBaTeribCKon
paboThl;

5) wvHAMBMAOyanbHbIM  NpeanpuHUMaTensM,  UMEeKLWMM  NULEH3UID  Ha
dhapMaLeBTUYECKYO0 AeATENbHOCTb UMW NINLEH3NIO HA MEANLMHCKYO AesATeNbHOCTb;

6) MeauLMHCKNM opraHm3auusmM, B TOM YMCHe CO34aHHbIM U 3apermcTpmpoBaHHbIM
B COOTBETCTBUMM C 3aKOHOAATENbCTBOM WHOCTPAHHOrO rocygjapcrea - 4neHa
OpraHmszaumum  9KOHOMWYECKOTO  COTPYOHMYECTBA W pPasBUTUSE  UHOCTPAHHbLIM
lopuandecknm  nuuaMm,  uHguBMAyasnbHbIM - NpeanpuHUMaTensaM,  ABMSHLWUMCA
y4yacTHUKaMM NpoekTa B cooTBeTCcTBMM ¢ DPeaepanbHbiM 3akoHOM "O mMexagyHapogHoOM
MeANUWHCKOM KrnacTepe U BHECEHUN N3MEHEHUIN B OTAENbHbIE 3aKOHOAATESNbHbIE aKTbl
Poccuinckon degepauun”, n BeTepmHapHbIM OpraHn3aumam;
(B pen. PegepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHusaumsam M UHOMBMAOYaAlNbHbIM NpeanpUHUMAaTEnsiM, OCYLLECTBASOWMUM
pasBeaeHve, BblpallMBaHMe U COOEpXKaHNe XMBOTHbIX (3a UCKIHYEHMEM NPOOAXM UM
drapmaueBTMYECKMX CyBCTaHUMN Unu nx nepegayn).

(n. 7 B peq. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-03)

KoHcynbTaHTlnoc: npumeyvaHue.
C 29.12.2020 u. 2 cT. 53 nsnaraetca B HoBow pegakuum (3 ot 27.12.2019 N 481-d3).
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2. OpraHusaumMm ONTOBOW TOProBNM HNEKApPCTBEHHbIMW CpeacTBamMn 00s3aHbl
XPaHUTb 3aKynfeHHyo hapMaueBTUYECKYO CyOCTaHUMIO cnmpTa 3TUOBOro (aTaHona),
OCYLLECTBNATb €€ peanusaumio unu nepegady B yCTAaHOBIEHHOM 3aKOHOOATENbCTBOM
Poccurckon ®epepaunn nopsigke opraHMsaumsam, ykasaHHbIM B nyHkTax 1 - 7 yactu 1
HacTosLLen cTaTtbm, B Tape o6bemom He Gonee 1 nuTpa.

(yacTtb 2 BBegeHa PepepanbHbiM 3akoHOM 0T 29.07.2017 N 278-03)

Cratbs 54. [lpaBMna onToBOW TOProBfiM JIEKAPCTBEHHbLIMU CpeacTBaMun

OnTtoBas TOproens nekapcTBeHHbIMU cpeacreBamu ocyLlecTBngeTcs
NpPOn3BOOMTENAMM JEKAPCTBEHHbLIX CPEACTB M OpraHM3auusiMm OMTOBOW TOProBMn
nekapcTBeHHbIMM cpeacTBamMu MO NpaBunamM Haanexauwen OucTpubbITOPCKon
NPaKTUKN N NpaBunamM Haanexallen NpakTUKM XpaHEeHUst U NEPEBO3KN JTEKAPCTBEHHbIX
npenapaTtoB, yTBEPXAEHHbIM COOTBETCTBYIOLLUMMWN YNOSTHOMOYEHHbIMU heaepanbHbIMK
opraHamu UCMNONHUTENbHOM BNACTMW.

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

Cratbs 55. [NopAaaoK po3HUYHON TOProOBMU NIEKAPCTBEHHbLIMM NpenapartamMmm

1. PosHmyHas TOproBns nekapcTBeHHbIMWM MpenapaTtaMmyv B KONMYecTBax,
HeobXxooMMbIX ANA  BbINOMHEHUS BpayvyebHbiX (henbawepckux) HasHayYeHun unm
Ha3HayYeHUn cneumanucToB B 0bBnacT BeTepuHapuu, OCYLLECTBMASETCA anTeYHbIMU
opraHusauusimMu, BeTEePUHAPHbIMW anTeYHbIMM OpraHuM3auvsaMu, WHAUBMAOYANbHBIMU
npeanpyHUMaTenamMu, UMELLMMN NULEH3NI0 Ha dapMaLeBTUYECKY0 OeATeNbHOCTb,
MEOMUMHCKAMW  OpraHnsaumamun, MMeELWMMn  NMUEH3NI0 Ha  (hapmaueBTUYECKyto
neAaTenbHoCTb, U UX 0060COONeHHbIMM  nogpasgeneHusmun  (ambynaTopusimn,
denbawepckumMn 1 enbalepcko-akyLWwepCckuMn MyHKTaMu, LeHTpamMu (oTaeneHnsamm)
obLwen BpavyebHON (CeMENHON) NPAKTUKK), PACMONOXEHHBIMU B CEMNbCKUX HaCeNeHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYIT anTeudHble OpraHu3auun, u BeTepUHapHbIMU
opraHusauusmMy, WUMeRLWUMN NULEH3NI0 Ha dapMaueBTUYEeCKY0 AOesATenbHOCTb.
PaspelweHa po3HM4HaAs  TOProBnsi  TONMbKO  FIEKAPCTBEHHbIMM  MpenapaTamu,
3apeructpupoBaHHbiM1 B Poccuickon degepaumm Mnu M3roToBNEHHbIMU anTeYHbIMU
opraHusauusiMu, BeTEePUHAPHbIMW anTeYHbIMKM OpraHuM3auusaMu, WHAUBMAOYANbHBIMU
npeanpyHUMaTenamMu, UMELLMMN NULEH3NI0 Ha apMaLeBTUYECKY0 OeATeNbHOCTb.
Po3Hn4Haa Toproensi niekapCTBEHHbIMW MpenapaTamu OCyLLEeCTBASETCS No npasuiam
Hagnexawen anTeyHoW NPaKTUKK, YTBEPXOEHHbIM YMOMHOMOYEHHbIM heaepanbHbIM
OpraHoM MUCMNOSHUTENBHOW BNACTMW.

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

2. Bugpl anTeuvHbIx opraHnsaunin 1 npaeuna oTnycka NekapCTBEHHbIX NpenapaTos
ANA  MeOULMHCKOro MPUMEHEHUS anTeYHbIMWU OpraHv3aumMsMn, WHOMBUAOYaNbHbIMU
npeanpyHMMaTensamMu, UMeLWMMN NMLEH3NIO Ha (hapMaueBTUYECKYO OeATENBHOCTD, a
TaKke npasuna OTNycKa fnekapCTBEHHbIX NpenapaToB A1 MeAULMHCKOrO NpUMeEHEHUS
MEOMUMHCKAMW  OpraHnsaunamun, MMeLWMMn NMUEH3NI0 Ha  (hapmaueBTUYECKyto
OeAaTenbHOCTb, U UX 0060COONEeHHbIMM  nogpasgeneHusmun  (ambynaTopusmn,
denbawepckumMmn 1 enbaLlepcko-akyLWwepCckUMn MyHKTaMu, LeHTpamMu (oTaeneHnsamm)
obLwen BpavyebHON (CeMENHON) NPAKTUKK), PACMONOXEHHBIMU B CEMNbCKUX HaCeNeHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuvHble OpraHu3auuun, YTBepXaalTcs
YMNOMHOMOYEHHbIM doefeparbHbIM OPraHOM UCMNOSTHUTENbHOW BNAcTH.
(B pen. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. TlpaBuna oTnycka HapPKOTUYMECKMX CPEACTB WM MCUXOTPOMHLIX BELLECTB,
3apErnCcTpMpoBaHHbIX B Ka4yecTBe JIEKapCTBEHHbIX MNpPenapaToB, JeKapCTBEHHbIX
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npenapaToB, COAEepXalux HapKoTUYEeCKMe cpeactBa UM MCUXOTPOMHbIE BeELLECTBA,
YyTBEPXAATCA YNONTHOMOYEHHbIM pefeparnbHbiM OpraHOM UCMOSTHUTENbHOW BNacTu No
cornacosaHuto ¢ pegepanbHbiM OPraHoM MCMOMHUTENBHON BNACTU, YNOTHOMOYEHHbIM
B coepe BHYTPEHHUX Oe.

(B pen. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapCTBeHHble npenapaTbl AN BETEPUHAPHOrO MNPUMEHEHUs noanexaT
OTNYyCKY BETEPUHAPHBLIMMU anTeYyHbIMU opraHmsaumsamu, BETEPUHAPHbLIMMU
opraHusauusiMu, UHOMBMAYanbHbIMU NpeanpuHMMaTeNnsaMu, UMELWUMN NIULEH3NIO Ha
papmMaueBTUYECKyl0 AesaTenbHOoCTb. OTNycK NeKkapCTBEHHbIX npenapaTtoB  Ans
BETEPMHAPHOIO MPUMEHEHMS1 OCYLLECTBSIeTCA B COOTBETCTBUM C MNpaBuniamu
Hagnexawen anTevyHoW MNPaKTUKN JEKAapCTBEHHbLIX MpenapaTtoB AN BETEPUHAPHOro
NPUMEHEHNS, YTBEPXAEHHLIMU  YNOJTHOMOYEHHbIM denepanbHbIM opraHom
NCMNOMNHUTENbHOW BNacTU.

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

5. TllepevyeHb MEAVMUMHCKAX  OpraHusaumn, WUMEeKWwmnX  fULUEH3N0  Ha
hapMaLeBTUYECKyl0  AOeATernbHOCTb, W UX 060COBneHHbIXx  nogpasgeneHun
(ambynatopui, enbgwepckux wn genbawepcKo-akyLePCKMX MYHKTOB, LEHTPOB
(oTaeneHuin) obwen BpadebHOM (CEMENHOM) NPaKTUKKU), PaCMONIOXKEHHbIX B CEfbCKUX
HaCeneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTedHble opraHusaumm, a Takke
nepeyeHb  NEeKapCTBEHHbIX  MpenapaToB  (3a  MCKMOYEHMEM  HAPKOTUYECKMX
NeKkapCTBEHHbIX NpenapaTtoB M MNCUXOTPOMHbIX NEKApCTBEHHbLIX MpenapaToB), Npogaxa
KOTOPbIX MOXET OCYLLECTBIIATLCA YKa3aHHbIMU OpraHu3auusamMm n nx obocobneHHbIMu
noapasgeneHnamm, yCtaHaBnmMBalTCAa OpraHaMm UCMNONHUTENBHOW BNacTu CybbekToB
Poccuinckon degepauun.

(B pen. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

6. AnTeyHble opraHu3aumn, wWHOMBUAyalbHble npeanpuHUMaTenu, UMmeroLlme
NUUEH3NI0  Ha  (papmaueBTUYECKYD  OeATenbHOCTb, 06s3aHbl  obecneynBaTtb
yTBepxaeHHbln [lpaButensctBom Poccunckon degepaumm u opMupyembin B
YCTaHOBMEHHOM MM NOPSAKE MUHMMAITbHbIN aCCOPTUMEHT NEKapCTBEHHbIX NpenapaTos,
Heobxo4MMbIX A4S OKazaHUst MEANULNHCKON MOMOLLN.

(4acTtb 6 B pea. PeagepanbHoro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeyHble opraHu3aumn, WHOMBUAyanbHble npeanpuHUMaTenn, UMmelroLme
NUUEH3NID Ha dapMaueBTUYECKYID AEATENbHOCTb, Hapsagy C  fekapCcTBEHHbIMU
npenapataMmm MMeEKT npaBo npuobpeTaTb M npoaaBaTb MEAULUHCKME W3OENus,
aesnHuumpyrowme cpeacTtea, npeamMeTbl U CpeacTBa fIMYHOW rUrMeHbl, nocyay Ans
MeAUUVHCKUX uernen, npeameTbl U cpeactBa, npefHasHavyeHHble AN yxoda 3a
60MbHLIMN, HOBOPOXOEHHLIMU U OETbMU, HE AOCTUILLMMW BO3pacTa TpeX fneT, O4KOBYH
ONTUKY M CpeacTBa yxoAa 3a HeW, MMHeparnbHble BOAbl, MPOAYKTbI le4ebHOro, 4eTCKOro
N OWEeTUYECKOro nuTaHusi, Ouonormyecknm akTuBHble A00aBkM, napgoOMepHbie WU
KOCMeTM4yeckme cpeacrtsa, MeauUUHCKME U CaHUTapHO-MPOCBETUTENbHbIE MeYyaTHble
n3gaHus, npegHa3HadYeHHble Ans nponaraHabl 340pOBOro obpasa XM3Hu.

(B pen. ®PepepanbHblx 3akoHOB OT 27.07.2010 N 192-93, ot 25.11.2013 N 317-93)

8. [edatenbHoCTb anTeudHblx opraHu3aumin BoopyxeHHbix Cun  Poccurckon
denepaumn, OpyrMx BOWCK, BOWHCKMX (POpPMMPOBAHMA WU OPraHoB, B KOTOPbIX
3akoHogaTtenscTBoM Poccuiickon degepaumm npenyCMOTPEHO MPOXOXAEHNEe BOEHHOMU
CNyx6bl unn  degepanbHoOn rocygapCTBEHHOW  CryXObil, CBsi3aHHOM  C
NpaBOOXpPaHUTENBHOW AeATESNIbHOCTLIO, pernameHTupyeTcs Hactosawmm denepanbHbiM
3aKOHOM W  YTBEPXOEHHbIMW  COOTBETCTBYyHLWUMU  dedeparnbHbIMKU  OpraHamu
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MCNOMHUTENBHOM BNactTu nonoxeHmsamn. KoHTponb 3a cobntogeHnem ykasaHHbIMU
anTeyHbIMM  OpraHu3aumMsMuM  MONMOXeHun HacToswero ®PenepanbHOro  3akoHa
OCYLLIECTBNSAETCA COOTBETCTBYHOWMUMK hedepanbHbiMM  OpraHamMn  MUCMNOMHUTENBHON
BMacTu.

(B pen. PepgepanbHoro 3akoHa oT 13.07.2015 N 262-93)

Cratbsa 56. N3roToBrneHue U OTNYCK fieKapCTBEHHbIX NpenapaTos

1. M3roToBreHWe neKkapCTBEHHbIX MpenapaTtoB anTeYHbIMM OpraHu3auusiMu,
BETEPMHAPHbIMU anTe4HbIMU opraHunsauusvu, NHAMBMAYaNbHLIMU
npeanpuHUMaTensMn, UMeLWMMN NULEH3NIO Ha dapMaLeBTUYECKYIO OESTENbHOCTb,
OCYLLECTBNSIETCA MO peLenTaMm Ha JekapcTBeHHble npenapaTbl, No TpeboBaHUSAM
MEeONLIMHCKUX OpraHn3aLumnin, BeTEpUHapHbIX OpraHn3aLmnin B COOTBETCTBUM C NpaBuiamMm
M3roTOBMEHMS U OTMyCKa  JIeKapCTBEHHbIX  MpenapaToB,  YTBEPXOEHHbIMM
YNONHOMOY€EHHbIM heaeparnbHbiM OpraHOM UCMONTHUTENbHOWN BracTu.

2. lpn N3roToBrEeHNN NeKapCTBEHHbIX MpenapaToB anTeYHbIMU OpraHn3aunsamu,
BeTEpPUHAPHbLIMU anTeYHbIMuU opraHusauusamu, NHOMBUAYanbHbIMU
npeanpyHUMaTenamMu, UMELLMMN NULEH3NI0 Ha apMaLeBTUYECKY0 OeATeNbHOCTb,
ncnonb3ylTca dapmMaueBTUdeckne cybCcTaHuuKM, BKMOYEHHbIE COOTBETCTBEHHO B
rocyAapCTBEHHbIN peecTp fieKapCTBEHHbIX CpeacTB AN MEAUUUHCKOro NPUMEHEHNS U
rocygapCTBEHHbIV peecTp NekapCTBEHHbIX CPeACTB ANA BEeTePMHAPHOro NpUMEHeEHUs B
yCTaHOBMEHHOM nopsiake. He gonyckaeTcs U3rotoBneHne antedHbIMU opraHn3aunamu,
BeTEpUHAPHbLIMU anTeYHbIMU opraHusauusamu, NHOMBUAYanbHbIMU
npeanpyHUMaTenamMu, UMELLMMN NINLEH3NI0 Ha apMaLeBTUYEeCKYy0 OeATeNbHOCTb,
neKkapcTBEHHbIX NpenapaToB, 3aperncTpmpoBaHHbix B Poccunckon denepauuu.

3. MapkupoBka NneKapCTBEHHbIX MpenapaTtoB, W3roTOBMNEHHbIX anTe4YHbIMU
opraHusauusMu, BeTepuHapHbIMW anTeYHbIMU OpraHuM3aunamu, WHOMBUAYaNbHbIMU
npegnpuHMMaTensiMmn, UMeLMMN NLEH3NIO Ha dhapMaueBTUYECKYO OEeATENBHOCTb, U
odopMIieHe Taknx npenapaTtoB AO0SDKHbl COOTBETCTBOBATb MNpaBuiiaM, yka3aHHbIM B
yacTtu 1 HacTosLEeN cTaTbn.

4. AnTeyHble  oOpraHu3aumMM, BeTepUHapHble  anTeYHble  opraHuM3auuu,
nHOnBMAOyanbHble NpeanpuHUMaTEnu, UMerLWne NUUEH3N0 Ha apmaueBTUYECKYHO
AEeATenbHOCTb, HEeCyT OTBETCTBEHHOCTb 3a HecobnoaeHue npaBunl M3roTOBMNEHUS U
OTNyCKa JleKapCTBEHHbIX MpenapaTtoB B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuinckon degepauun.

Cratbsa 57. 3anpeweHue npogaxu anbcnpmumpoBaHHbIX NEeKapPCTBEHHbIX
cpeacTB, HeaoOpOKa4YeCTBEHHbLIX JIEKAPCTBEHHbIX CpPeAacTB, KOHTpadhaKTHbIX
neKapCcTBEHHbIX CpeacTB

Mpopaxa danbcnnumMpoBaHHbIX nekapcTBeHHbIX cpencrTs,
He4OOpPOKAYECTBEHHbBIX JIEKAPCTBEHHbIX CPEeACTB, KOHTPAMaKTHbIX JIEKAPCTBEHHbLIX
cpencTB 3anpeLlaeTcs.

Crtatbs 58. XpaHeHue nekapCcTBeHHbIX CpeacTB

1. XpaHeHue neKapCTBEHHbIX CPeACTB OCYLECTBMSETCA MNPOM3BOAUTENSAMM
NEeKapCTBEHHbIX CPEACTB, OpraHuM3auusMy  OMNTOBOW TOProBNM  NeKapCTBEHHbIMU
cpeacTeamu, anTeYHbIMM opraHusauusiMu, BETEePUHaAPHbIMU anTeYHbIMU
opraHusauusiMn, UHAMBMAYaANbHBIMU NPEANPUHMMATENSMU, UMEOLMMU NINLEH3NIO HA
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drapmaLeBTUYECKYD OEATESNIbHOCTb UMW NULEH3UI0 HAa MeOWUUUHCKYIO OesTenbHOCTb,
MeOVUMHCKAMW  OpraHnsaumsamy, BeTepUHApHbIMW  OpraHm3aumsMm U1 UHbIMU
opraHusauusamMm, ocyLLeCcTBASOWMMN obpalleHne NekapCTBEHHbIX CpeacTB. XpaHeHue
NeKapCTBEHHbIX CPeAcTB AN  BETEPUMHAPHOro MNPUMEHEHUS OopraHusaunsaMn U
NHOMBUAYaNbHLIMU  NpeanpuHUMaTensaMm B Crydadx, €ecinM  OHW  UCMOJSb3YHTCA
NCKNIOYNTENBHO MPU pasBefeHuu, BbipaliMBaHUKN, COAEPXaHUN U NIEYEHUN XXUBOTHbIX,
MOXEeT ocywecTBnaATbCcd 6e3 nonydeHus nuueHsun Ha  hapmaueBTUYECKYHo
OeATenbHOCTb.

(B pen. PepgepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. MNMpaBuna xpaHeHnsl NeKkapCTBEHHbIX CPEACTB YTBEPKAATCS COOTBETCTBYHOLLUM
YNONMHOMOY€EHHbIM heaeparnbHbiIM OPraHOM UCMONHUTENbHOWN BracTu.

3. XpaHeHue HapKOTUYECKMX JIeKapCTBEHHbIX CPEeACTB, MCUXOTPOMHbIX
nekapCcTBeHHbIX CpeacTB, paguodapMaueBTUYECKMX  JFIEKApPCTBEHHbIX  CPeacTB
OCYyLLEeCTBNSAETCS B COOTBETCTBUM C 3akoHOoAaTeNnbCcTBOM Poccurckon ®enepaumn.

Cratba 58.1. lNpeaMeTHO-KONMUYECTBEHHbIA Yy4YeT JieKapCTBEeHHbIX CpeacTB
ONA MeAULUHCKOro NpUMeHeHus
(BBegeHa PepepanbHbiM 3akoHOM OT 25.12.2012 N 262-93)

1. T[llepeyeHb neKapCTBEHHbIX CPEeACTB AN MEeOULMHCKOTO MNPUMEHEHUS,
nognexawmux npeamMeTHO-KOSIMYEeCTBEHHOMY Yy4eTy, YyTBepXOaeTcs YNOSIHOMOYEHHbIM
denepanbHbIM OpraHoM UCNONHUTESNTBHOW BNacTu.

2. Mopsagok BKAOYEHUS NIEKAPCTBEHHbBIX CPEACTB AN MeAULMHCKOrO NPUMEHEHNSA
B NepeyveHb NeKapCTBEHHbIX CPeACTB AN MeOULMHCKOro fMpUMeHeHus, noanexaiimx
npegMeTHO-KONMYEeCTBEHHOMY yyery, yCTaHaBnmBaeTcs YNONTHOMOY€EHHbIM
denepanbHbIM OpraHoM UCMOSTHUTENBHOW BAACTM NO COrfnacoBaHuio ¢ dpegeparnbHbIM
OpraHoOM MCMNOSNHUTENBbHOM BNACTU, YNOSTHOMOYEHHbBIM B cpepe BHYTPEHHUX AeN.
(B pen. PepgepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MpeaMeTHO-KONNYECTBEHHbIN YYEeT NeKapCTBEHHbIX CPeACcTB AN MeaANLMHCKOro
NPUMEHeHUs BedyT MPOU3BOAUTENN JeKapCTBEHHbIX CPeacTB, OpraHvM3aumMu OMnTOBOMW
TOProBnM INeKapCTBEeHHbIMM CpeacTBaMW, anTeyHble opraHvM3auun, MHOMBUAOYanbHble
npeanpuHUMaTenn, nMerLLmMe NULEH3NI0 Ha dapMaLeBTUYECKYD AeATeNbHOCTb MK
NMLUEH3NI0  Ha  MEeOVUMHCKY OesiTeNbHOCTb, W MeaMUMHCKME  opraHuM3auumu,
ocylwlecTensilome obpalleHne neKapCTBEeHHbIX CPeACTB  Ans  MeAMUMHCKOro
NPUMEHEHUs, NyTeM perncrTpaumm nobbix CBA3aHHbIX C UX obpalleHnem onepauui, npu
KOTOPbIX WU3MEHSIETCA MX KONMYECTBO W (MNIK) COCTOSIHME, B CrneumanbHblX XXypHanax
yyeTa onepauui, CBsiI3aHHbIX C OOpalleHMeM IeKapCTBEHHbIX CpeacTB  Ans
MeMLIMHCKOro NpUMEHeHNs (aanee - cneumarnbHble XXypHarbl).

4. MpaBuna perncTpaumm onepauunin, cBs3aHHbIX ¢ 0bpalleHneM feKapCTBEHHbIX
cpeacTB Anst MeQUUMHCKOTO MPUMEHEHUs], BKITHOYEHHbIX B MepeyvYeHb NeKapCTBEHHbIX
cpeacTB Ans MeaUUMHCKOro NpUMEHEHUS, noanexalwmx npeamMeTHO-KONMYecTBEHHOMY
yyeTy, B crneumarnbHbiX XXypHanax M npaBuna BeAEeHUs U XpaHeHWst creumnarnbHbIX
)KYpHarnoB yTBEPXKOAOTCS YNONHOMOYEHHbIM doeaeparbHbIM OpraHOM UCMONTHUTENbHOMN
BracTu.

5. KoHTponb 3a cobniogeHnem npaBun perucrpauuy onepauuin, cBs3aHHbIX C
obpaLleHrem nekapCcTBEHHbIX CPEACTB ANst MeQULMHCKOrO NPUMEHEHUS!, BKIIOYEHHbIX B
nepeyeHb eKapCTBEHHbIX CPeACTB AN MEeOUUMHCKOrO MpUMEHEHUs, noanexalmx
NpeaMeTHO-KONMMYECTBEHHOMY  y4eTy, B CreuuasnbHbIX >KypHamax, a Takke 3a
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cobnogeHnem npasun BEAEHUSA U XpaHEHUS creuunanbHbIX XXypHanoB Bo3naraeTcs Ha
YyrNoSIHOMOY€EHHble  dbefiepanbHble OpraHbl  UCMOMHUTENbHOW BriactM U OpraHbl
MCNonHUTENbLHOM BnacTn cybbektoB Poccuiickon Pepepaunn, OCyLLECTBRSAOLWME
NULUEH3NPOBaHNE MPOW3BOACTBA JEKApCTBEHHbIX CPeAcTB, dapmaueBTU4EeCKon
AEATEeNbHOCTU U MEOULMHCKON [OeATerbHOCTW, W  OCYLLEeCTBMSeTCs B pamkax
NULEH3NOHHOIO KOHTPONS.

Mnaea 11. YHUMTOXEHME NEKAPCTBEHHbIX CPEACTB
Cratbsa 59. OcHOBaHMUSA 1 NOPAAOK YHUUTOXEHUA NIeKapCTBEHHbIX CPeaAcTB

1. HepoOpokadecTBeHHble fEeKapCTBEHHbIE CpeacTBa, anbcnpuumpoBaHHbIe
NeKkapCTBEHHbIE CpeAcTBa Nognexar WU3bATUIO U3 ObpalleHUss N YHUYTOXEHUIO B
nopsake, ycraHosneHHoM NpasutenbctBomM Poccuiickon ®eagepauun. OcHoBaHueM ans
YHUYTOXEHUS NeKapCTBEHHbIX CPeACTB ABMNAETCA pelleHne BnagernbLa nekapcTBeHHbIX
CpencTB, pelueHMe COOTBETCTBYIOLWEro YMNOIHOMOYEHHOro deaeparnbHOro opraHa
MCMOMNHNTESTbHOW BlaCTU Unn peLueHne cyaa.

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

2. KoHTpadhakTHble nekapCTBEHHbIE CpeacTBa noanexaT n3bAaTUI0 13 obpaleHus
N YHUYTOXEHUO MO peweHnio cyaa. [lopsgok  YHUYTOXEHUS  KOHTpadhakTHbIX
nekapcTBeHHbIX CpeacTB ycTaHaBnueaeTcs [paButensctBom Poccuiickon enepaumm.
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxogbl, cBfA3aHHble C YHUYMTOXEHWEM KOHTpPadakTHbIX JieKapCTBEHHbIX
cpeacTB, HeOobpOKaYeCTBEHHbIX JIEeKapCTBEHHbIX CPeacTB, anbCcudULMPOBaHHbIX
neKapCTBEHHbIX CPeACTB, BO3MELLATCA UX BriagesibueM.

4. Bnageneu nekapcTBeHHbIX CPeACTB OOSMKEH NpeacTaBuUTb B YNONHOMOYEHHbIN
defepanbHbI - OpraH  WUCMOSHUTESNTIbHOM BNacTM  [OKYMEHT WM  3aBEepeHHyl B
YCTaHOBMEHHOM TMopsgKke ero Konuw, noareepxaawwme @akT  YHUYTOXEHUS
neKapcTBEHHbIX CPEACTB.

5. CooTBeTCTBYIOLWNA YNOSTHOMOYEHHbIN ddefiepalibHbI OpraH MUCMOSTHUTENbHON
BNacTW, MNPUHABWNA  pelleHne 06  YHUYTOXEHUW FEeKapCTBEHHbIX CPeAcCTB.,
OCYyLLECTBNAET KOHTPOSIb 3a UX YHUYTOXEHUEM.

6. YHUYTOXEHWEe neKapCTBEHHbIX CPeacTB MNPOU3BOAUTCA  OpraHusaunamu,
MMELWNMM  COOTBETCTBYIOLLYIO  JIMLEH3UIO, Ha chneumanbHO  060opyaoBaHHbIX
nnoLiagkax, NonmMroHax 1 B cneynanbHO 060pya0oBaHHbIX MOMELLEHMAX ¢ cobniogeHnem
TpeboBaHMn B 06NacTU oOxpaHbl OKpyXawlleh cpedbl B  COOTBETCTBUM C
3akoHogaTtenscTBoM Poccunckon degepaumn.

7. HapkoTuyeckne nekapcTBeHHble CpeacTBa, MNCUXOTPOMHbIE JEeKapCTBEHHbIE
cpenctea, paguodapmaueBTUYeCKMe feKapCTBEHHble CpeacTBa YHUYTOXAKTCA B
COOTBETCTBUM C 3aKoHOAaTeNLCTBOM Poccuiickon ®eaepaumn.

Mnasa 12. TOCYOAPCTBEHHOE PEIryJiIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NPEMAPATbI AnA MEAUMUUHCKOIO NPUMEHEHUA

Cratba 60. ocypmapcTBeHHOEe perynupoBaHue LEeH Ha JeKapCTBEHHbIe
npenapartbl 4N MeAULUHCKOro NpuMeHeHus

FocyoapCTBEHHOE perynMpoBaHMe LEH Ha NeKkapcTBeHHble Mpenapatbl Ans
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MeaANLMNHCKOro npuMeHeHna oCyLlecTBnAaAeTCcAa nocpencTrBomM:

1) ytBepxaeHus [MpasutensctBomM Poccurckon degepaumm nepeyHs XM3HEHHO
HeobXO4MMbIX N BaXXHEWLUNX NEeKapCTBEHHbIX NpenapaTtoB, KOTOPbIN CHOPMUPOBaH B
YCTAHOBMEHHOM WM MOPSAKE HA OCHOBE KOMIMMEKCHOM OLEHKU NeKapCTBEHHbIX
npenapaTtoB, BKMYas aHanM3 CBeOEeHMA O  CPaBHUTENBbHOW  KIMHUYECKOW
ahpekTMBHOCTM M 6€30NaCHOCTU NIEKAPCTBEHHOIO CPeAcTBa, OLEHKY 3KOHOMWYECKMX
nocneacTemMmi NPUMEHEHUs NeKapCcTBEHHOro cpencTtBa U U3yYeHWe OOMNOSTHUTENbHbIX
nocneacTeui NPUMEHEHUS NEKapCTBEHHOIO CPeACTBa;

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

2) yTBEPXOEHUA MEeTOOUKN pacdeTa npefernbHbIX OTNYCKHbIX LIEH Npou3BoanTenemn
Ha NekapCTBEHHble npenapatbl, BKIOYEHHbIE B NepevYeHb XU3HEHHO HeobXOoaMMbIX U
BaXKHEMLUMX JIeKapCTBEHHbIX nNpenapaTtoB, a Takke BHEAPEHUs MeXaHW3MOB
dopMUpoBaHUA cUCTEMbI pePePEHTHBLIX LIEH;
(B pea. PegepanbHblx 3akoHOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-$3)

3) rocygapcTBEHHOW perncrpaummn npegenbHbIX OTNYCKHbIX LeH Npou3BoauTenen
Ha NekapCTBEHHble npenapatbl, BKIOYEHHbIE B NepevYeHb XU3HEHHO HeobXOoaMMbIX U
Ba)XHENLLMX NeKapCTBEHHbIX NpenapaTos;
(B pen. PepgepanbHoro 3akoHa oT 06.06.2019 N 134-03)

4) BeOeHWss TrOCydapCTBEHHOro peecTpa npedenbHbiX  OTMNYCKHbIX  LEeH
Npou3BoOAMUTENEN Ha NeKapCcTBEHHbIE Npenaparhl, BKMOYEHHbIE B NEepeyYeHb XXU3HEHHO
HeobXoAMMBbIX N BaXKHENLLUX NEeKapCTBEHHbIX NPenapaTos;

5) yTBepXaeHuss MEeTOAMKM YCTaHOBIIEHUSI OpraHaMy WCMOMHUTENbHOW BRacTu
cybbekToB Poccuickon depepaumm npegenbHbiX pasmMepoB ONTOBbIX HaabaBoK U
npeaenbHbIX pa3MepoB PO3HUYHBLIX HaAbaBOK K (haKTUYECKUMM OTMYCKHbIM LieHaMm,
YyCTaHOBEHHLIM MPOM3BOAUTENSAMM NEKAPCTBEHHbLIX MpenapaToB, Ha NeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MNEPEYEHb XUIHEHHO HEOOXOAMMBIX U BaXXHEWULLUX
neKkapcTBEHHbIX NpenapaTos;

6) ycTaHOBIeHUs npenenbHbIX pasMepoB OMTOBbIX HaabaBoK WM MNpeaenbHbIX
pasMepoB PO3HUYHBLIX HagbaBOK K (pakTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
NPOM3BOANTENSAMM JIEKAPCTBEHHbIX MpPenapaTtoB, Ha JeKapCTBeHHble npenapaTbl,
BKITIOYEHHbIE B MepevYeHb XXU3HEHHO HEeOOXOAMMbIX M BaXKHEWLUMX NEeKapCTBEHHbIX
npenaparos;

7) yTBEPXOEHUA NopsaaKka Bbldayv npeanncaHuim opraHam UCMOSNHUTESTbHOW BNacTn
cybbektoB Poccurckon  ®depepauum 0 npuBegeHMM B COOTBETCTBME  C
3akoHogaTenbcTBOoM Poccunckon ®epepaumm pelieHmn o6 yctaHOBNEHUN NpeaenbHbIX
pasmepoB ONTOBbIX HagbaBOK M NpedenbHblIX pPa3MepoB PO3HUYHbIX HaabaBoOK K
drakTUYEeCKMM OTMYCKHbIM LeHaM, YCTaHOBMEHHbIM NMPOU3BOAUTENSMU NEeKapCTBEHHbIX
npenapaTtoB, Ha NEKApCTBEHHblE Npenaparbl, BKIOYEHHblE B MNepeyeHb XXU3HEHHO
HEOOXOOUMbIX U BaXKHEMLUMX JIEKAPCTBEHHbIX NpenapatoB, €CNU OHU MNPUHATbI C
HapyLleHMeM 3akoHoaaTenbcTBa Poccuickon ®epepauunu, B nopsiake, yCTaHOBAEHHOM
MpaBuTenscTBOoM Poccunckon degepaumm;

8) HanpaBneHusi YnosIHOMOYEeHHbIM heaepanbHbIM OpPraHoM UCMOSTHUTENBHOW
BNacTM opraHam WCMNONHUTENbHOM Brnactm cybbektoB Poccuinckon Pepepauun
npeanucaHum O MNpuBELEHUNM B COOTBETCTBME C 3aKoHOOATeNbCTBOM Poccumnckon
degepaumn NpUHATBIX C HapyweHueM 3akoHodaTenbcTBa Poccuickon denepaumm
pelieHnn 06 ycTaHOBNEHUN NpeaernbHbIX pa3mepoB ONTOBbIX HAA0aBOK M NpeaesibHbIX
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pa3mepoB PO3HUYHbIX HanbaBoOK K LeHaMm Ha NNIeKapCTBEHHbIE npenapaTbl, BKIMKOYEHHbIE
B nepeyvyeHb )KN3HEHHO HEeoOX0ANUMBIX N BaXKHENLLINX JIEKapCTBEHHbLIX NMpenapaToB,;

9) ocywecTtBneHus deagepanbHOro rocygapCTBEHHOrO Haasopa B cdepe
obpalLeHnsa nekapCTBEHHbIX CPEACTB N PerMoHanbHOro rocygapCTBEHHOrO KOHTPOIs 3a
NPUMEHEHNEM LIeH Ha NnekapCcTBEeHHbIE rnpenapaTtbl COOTBETCTBEHHO YNOSTHOMOYEHHbBIMU
denepanbHbIMXU OpraHaMmn MCNOMHUTENbHOW BMAcTU U OpraHamu WCMONHUTENbHOMN
Bnactn cybbvektoB Poccuickon Pepepaumm COrnacHo MX KOMMNETEHUMM B NOPSAKeE,
ycTaHoBrneHHoMm [NpaButensctBom Poccuiickon ®eaepauuu;

(n. 9 B peq. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) NnpumMeHeHns NpeayCMOTPEHHbIX 3akoHogaTenscTBoM Poccunckon ®epepauunm
Mep OTBETCTBEHHOCTM 3a HapyLleHwe nopsaka LeHooOpa3oBaHWs Ha NEKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B MNEepeyYeHb XU3HEHHO HEeOOXOAMMBIX W BaXXHEWLLIUX
neKapcTBEHHbLIX NpenapaTos.
(B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

KoHcynbTaHTlnoc: npumevaHue.

3apeructpmpoBaHHble o 07.06.2019 npegenbHble OTMYCKHbIE LEHbI NoAnexaT
obsizatenbHon nepepeructpauum B 2019 - 2020 rogax B COOTBETCTBMM CO CT. 2 3 oT
06.06.2019 N 134-93.

Crtatbsa 61. FlocygapcTBeHHasa perucTpauus 1 nepeperucrpauus npeaesnbHbIX
OTNYCKHbIX LIeH Npon3BOAMTENEN Ha NIeKapCTBEHHbIe Npenapartbl, BKIMOYEeHHbIe B
nepeYeHb XXU3HEHHO HEOOXOAUMbIX U BaXXHEMLLUX JIeKapCTBEeHHbIX NpenapaToB

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

1. MNpepenbHas oTNyckHasi LeHa NpPoOu3BOAUTENS Ha JleKapCTBEHHbIM npenapar,
BKIMIOYEHHbBIA B MepevYeHb XU3HEHHO HEOOXOAMMBbIX U BaKHEWLLMX JIE€KapCTBEHHbIX
npenapaToB, NOLMNEXWUT roCydapCTBEHHOM perncrpaumm B nopsgke, yCTaHOBIIEHHOM
MpaButenbctBom Poccuinckon degepaumm, Ha OCHOBaHUW MPEACTaBMIEHHONO B
YNONHOMOYEHHbIM  pefepanbHbid  OpraH  UCMNOSIHATENbHOW  BMacTu  3asiBlieHUs
aepxatensa wnu Brnagenbua pPerncTpauuoHHOro YAOCTOBEPEHUS JEKapCTBEHHOMO
npenapaTta (YnoriHOMOYEHHOro UM nmua).

2. 3aperucTpupoBaHHasi npegenbHas OTNyckHad UeHa npou3BoauTenss Ha
NEeKapCTBEHHbIN NpenapaT, BKMOYEHHbIN B MEpPeYeHb XM3HEHHO HEOBXOAUMBIX W
BaXXHENLUNX NIEKapCTBEHHbIX NMpenapaToB, MOXET ObITb NepeperncTpupoBaHa B CTOPOHY
yBeNnuU4YeHnsa OoOuH pa3 B KareHgapHOM rogy Ha OCHOBaHWW MpeacTaBfieHHOro B
YNONHOMOYEHHbIV dhefieparibHbI OpraH UCNONTHUTENBHOM BriacTn Ao 1 okTabpsi Kaxkgoro
roga 3asBreHus gepxaTtens unu Bnagenbua pPerncTtpaumoHHOro yaoCTOBEepeHus
nekapcTBeHHoro npenapara (YnosIHOMOYEHHOro UM nnua).

3. BapeructpupoBaHHasi npedenbHasi OTMYCKHAs LEeHa npou3BoauTens Ha
NeKapCTBEHHbIA NpenapaT, BKIOYEHHbI B MepeyvYeHb XXMU3HEHHO HeobxoaumbIX W
Ba)KHEWMLLUMX NeKapCTBEHHbIX NpenapaToB, MOXeT OblTb NEpeperncTprpoBaHa B CTOPOHY
CHWXXEHUS Ha OCHOBaHWMM NMpeacTaBNEHHOro B YMNOIHOMOYEHHbIN deaepanbHbiid opraH
NCMOSNHUTENBHOM BRacTu 3asiBNEHUs AepXxaTens unu Bragenbla perncrpalyoHHOro
YAOCTOBEPEHMS NeKapCTBEHHOIO npenapara (YnofHOMOYEHHOro UM nuua).

4. [epxaTenb nnv BnageneL perumctTpaunoHHOro YaoCTOBEPEHUS JIEKapCTBEHHOIO
npenapata (YNnofIHOMOYEHHOE UM nULO) 06si3aH NPeAcTaBUTb B YMNONTHOMOYEHHbIN
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doefeparnbHbI  OpraH MWCMNOMHUTENBbHOW BMNacTU 3adBfieHnMe O nepeperucrpaumm
3aperncTpupoBaHHON NpeaenbHON OTMYCKHOM LieHbl NPON3BOAMUTESS Ha NeKapCTBEHHbIN
npenapaT, BKMOYEHHbIN B MNepevYeHb XU3HEHHO HEeOoOXOOUMbIX W BaXKHEWMLLMX
neKapCTBEHHbIX NpenapaToB, B CTOPOHY CHWXKEHUS B CrieayroLmx cryvasax:

1) CHWXXeHWe LeHbl B MIHOCTPaHHOM BarnoTe Ha JIekapCTBEHHbIV NpenapaTt B CTpaHe
npoussoguTend wn (MnNn) B CTpaHax, B KOTOPbIX JlEKAPCTBEHHbIN npenapaT
3aperncTpupoBaH 1 (Unu) B KOTOpble NOCTaBMSETCA NPOU3BoOAUTENEM;

2) CH/XXEHUE LieH Ha pedepeHTHbIE NEeKapCTBEHHbIE NpenapaThbl B COOTBETCTBUM C
nyHKTOM 1 HacTosiwen 4actu (4N  COOTBETCTBYIOLWWMX  BOCMPOU3BEAEHHbIX,
BroaHanorosbIx (6MONOAOGHbLIX) NIEKAPCTBEHHBIX NpenapaToB);

3) npeBblileHne npenenbHoM OTMYCKHOW LieHbl HA MepPBbIA BOCMPOU3BEAEHHbIN,
GruoaHanorosbIn (bnonogobHbIN)  NEeKapCTBEHHbIV npenapat  MHOCTPAHHOro
npouMsBoACcTBa Hapg npefenbHOW OTNYCKHOW LEeHOW Npou3BOOUTENS Ha BTOPOW
BOCMpPOM3BEAEHHbIN, ©OunoaHanoroBbin (6nonoaobHbIN) NekapCTBEHHbIM  Npenapar,
pacCyMTaHHOM B COOTBETCTBUM C METOOMKOW, YyTBepXaeHHon [lpaBuUTenbCcTBOM
Poccuinckon ®egepaunu;

4) npeBbllleHMe npenenbHOM OTMYCKHOW LEeHbl Ha nepBbli BOCNPOU3BELEHHbIN,
GuoaHanoroBbii  (6BMONOAOGHbBIN)  NeKkapCTBEHHbIM  npenapat  NPOu3BOAUTENS
rocygapcrea - YneHa EBpasnnckoro akoHOMMYECKOro cor3a Haf npeaesibHOM OTNYCKHOW
LleHOM NPOM3BOANTENS HA BTOPOW BOCNPOM3BEAEHHbIV, BruoaHanorosbin (6MonogobHbIn)
nexkapcTBeHHbIN Mpenapat npou3BoauTeNa rocydapcrea - uJneHa Espasuinckoro
SKOHOMWYECKOro Col3a, paccyYnTaHHOM B COOTBETCTBUM C METOAMKOW, YTBEPKOEHHOW
MpaBuTtenbcTBOoM Poccurickon degepaumn.

5. MNopsagok nepeperncTpaumm 3apermcTpupoBaHHbIX NpedenbHbIX OTMYCKHbIX LiEeH
Npon3BOAMTENEN Ha NEeKapCTBEHHbIE NpenapaTthl, BKMIOYEHHbIE B NepeYveHb XU3HEHHO
HeoOXOOMMbIX M BaXHEWWMUX  JfIeKapCTBEHHbIX  MNpenapaTtoB, B  Chy4asx,
NpeayCMOTPEeHHbIX Yactamu 2 - 4 HacTosawen cTaTbW, YyCTaHaBNMBaeTCH
MpaButensctesom Poccunckon denepaumn.

6. OKOHOMWMYECKMW aHanu3 npeaenbHOW OTNYCKHOW LeHbl Npou3BoauTens Ha
NeKapCTBEHHbIN npenapaT, BKMOYEHHbIN B MepeyYeHb XMU3HEHHO HeobXOAUMBLIX WU
BaXKHEMLLNX NeKapCTBEHHbIX MpenapaToBs, Npy ee rocyJapCTBEHHOW perncrpauun munu
nepeperucTpaunmn ocywectenaetca degepanbHbIM OpraHoOM UCNOMTHUTENBLHOW BracTy,
OCYLLECTBNALWNM PYHKLUN MO MPUHATUIO HOPMATUBHbLIX NPAaBOBbLIX aKTOB U KOHTPOIIO
3a cobntogeHneM 3akoHogaTenbCcTBa B cdhepe rocyaapCTBEHHOro perynupoBaHus LeH
(TapudoB) Ha ToBapbl (ycnyru).

7. PacyeT npegeribHbIX OTMYCKHbIX LeH, YKa3aHHbIX B Yactax 1 M 2 HacToswen
cTaTbu, NpU UX rOCyAapCTBEHHOW perucTpaumm nnu nepeperucrpaumm ocyLLecTesnseTcs
B COOTBETCTBUM C METOOMKOW, YyTBepxaeHHon [lpaButenbCTBOM Poccuimckon
degepaumn n yunTbiBaKoLLEN B TOM Yucne:

1) cobniopeHne BanaHca nHTepecoB NoTpebutenen nekapcTBEHHbIX NpenapaTos,
BKITIOYEHHbIX B MNEpPEeYeHb XUIHEHHO HeOoBXO4MMbIX W BaKHEWMLIMX JeKapCTBEHHbIX
npenapaToB, 1 NPON3BOANTENEN NEKAPCTBEHHbIX NPEnapaToB, BKMOYEHHbIX B NEPEYEHb
XN3HEHHO HEOBXOANMbIX N BaXKHEWNLLMX NEKAaPCTBEHHbIX NpenapaTos;

2) (pakTnyeckyro OTMYCKHYIO LieHy Ha JiekapcTBeHHble npenapartbl B Poccuiickomn
degepaunn, UeHy BBO3a feKapCTBEHHbIX npenapatoB B Poccunckyto degepaunto, a
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TaKKe LEeHbl Ha aHanorn4yHble NEKapCTBEHHbIE NpenapaThbl, HaxoasaLwmecs B obpalleHnn
B Poccuinckon depepaunu;

3) saTpaTbl Npov3BOAMTENSl NEeKapCTBEHHOro npenapata Ha NPOM3BOACTBO M
peanusauuio rekapcTBEHHOro npenapara;

4) ueHy Ha nekapCTBeHHbIM npenapaT, ero ueHy B CTpaHe npou3sBoguTensd u B
CTpaHax, B KOTOpbIX fleKapCTBEHHbIN NpenapaT 3aperncTtpupoBaH u (Mnu) B KOTOpble
NnocTaBnseTca Npon3sBoauTenem.

8. He ponyckailoTca peanus3auus U OTMNYCK JIeKApCTBEHHbIX MpenapaTos,
BKITIOYEHHbIX B MEpPeYeHb >XU3HEHHO HEeOoBXOO4MMbIX W BaXKHEWLUMX NeKapCTBEHHbIX
npenapaToB, Ha KOTOpPble MPOM3BOAUTENSMU JIEKAPCTBEHHbLIX MNpenapartoB He
3apermctpupoBaHa npegenbHas OTMyCKHAsi LeHa, peanusauus npou3BoanuTeNnsmMu
NeKapCTBEHHLIX MpenapaTtoB MO LeHaM, MNPEBbIWAKWMM 3aperncTpMpoBaHHbIE Un
nepeperncTpmpoBaHHble NpeaeribHble OTNYCKHbIE LieHbl HA NIeKapCTBEHHbIE NpenapaTbl
C y4eToOM Hanora Ha Ao6aBneHHy0 CTOMMOCTb.

9. OcobeHHOCTN rocyfapCTBEHHOMO perynimpoBaHns npenenbHbiX OTMNYCKHbIX LIEH
Npou3BOaUTENEN Ha NeKapCTBEHHbIE NpenapaTbl, BKIOYEHHbIE B NepeyeHb XU3HEHHO
HEeOOXOANUMbBIX W BaXHEWLWMX NEeKapCTBEHHbIX MpenapatoB, B 3aBUCMMOCTM OT
9KOHOMMYECKMX WU (UNN) coumarbHbIX KpuUTepueB (M3MEeHeHue YCroBUW, nopsigka u
CTOMMOCTW NPOU3BOACTBA NEKAPCTBEHHbIX NpenapaTtoB, UCNOMb30BaHNE HOBbIX OOPM,
MEeTO4OB WM CNocoBOB roCyfapCTBEHHOIO PErynMpoBaHust LEH Ha NeKapCTBEHHble
npenapaTtbl, B TOM 4uCfleé Ha OCHOBE MexaHu3ma pedepeHTHOro LeHoobpasoBaHus,
M3MEHEeHNN nopsaka OKas3aHWs MeOUUMHCKOW MNOMOLWM, W UHble U3MEHEHUSA)
ycTaHasnmBatoTca Npasutensctsom Poccuiickon egepauum.

Cratba 62. locypnapCTBeHHbIM peecTp npeaernibHbIX OTMYCKHbIX LEeH
npousBoguTerien Ha JeKapCTBeHHble Mnpenapartbl, BKIIOYEHHble B Mepe4vYeHb
XXN3HEHHO HeoOXoaAUMbIX U BaXXHEULLIUX NeKapCTBEHHbIX NpenapaToB

1. 3apernctpupoBaHHble WU MNepPEPErncTpupoBaHHble NpeaesibHble OTMYCKHbIE
LEHbl MpOM3BOAUTENEN Ha NEeKapCTBEHHbIE MNpenapaTtbl, BKIHOYEHHblIE B MEpPevYeHb
XN3HEHHO HeOoOXOAMMbIX W BaXXHEWLLMX JEeKapCTBEHHbIX MNpenapartoB, noanexar
BKITHOMEHWNIO B rOCY4apCTBEHHbIN peecTp NpeaenbHbIX OTAYCKHbIX LieH NPOU3BOAUTENEN
Ha nekapcTBeHHble npenapaThbl, BKMOYEHHbIE B NepPeYeHb XU3HEHHO HEOOXOOMMbIX U
BaXXHEMLUNX NEKapCTBEHHbLIX NpenapaToB.

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

2. ['ocynapCTBeHHbIN peecTp npedesibHbIX OTMYCKHbIX LIEeH npousBoauTenen Ha
NneKapcTBEHHbIE MNpenaparbl, BKIOYEHHbLIE B MNEPEYEHb XU3HEHHO HEOOXOAUMBIX W
BaXXHENLUNX fIEKapPCTBEHHbIX NpenapaToB, COAEPXMUT B cebe creayoLyo nHpopmaumto:

1) HanmeHoOBaHWe fepXxaTens Unu Bnagenbla perMcTpaunuoHHOro yaocToBepeHus
nekapcTBEHHOro npenaparta, HauMMeHOBaHWe MpOU3BOAUTENS  FIeKapCTBEHHOro
npenaparta, CBe4eHUs O perucTpaunmn gepxatens unv Bnagenbua pernctpaunoHHOro
yOOCTOBEPEHNSA NIEKAaPCTBEHHOIO NpenapaTa, CBeAEHUs 0 perncTpaumm npon3sogmrtens
nekapcTBEHHOro npenapata And MeOUUMHCKOrO  MPUMEHEHUSI B KadecTBe
HanoronnaTenblinka B CTpaHe pernctpaumm (onsi POCCUNCKUX OPUONYECKUX nny, -
NOEHTUMUKAUNOHHBIN  HOMep Hanoronnatenbwuka (MHH), Ons  MHOCTpaHHbIX
IOPUANYECKNX NNL, - CTpaHa perucrpauum, HaMmMeHOBaHME PErncTpUpyoLEero oprasa,
perMcTpaunoHHbln  HOMEpP, KoL Hanoronnatenbwuka B CTpaHe perucrpauuu
(MHKOpNOpaUUKN) UM ero aHasnor), MeCTo HaxoXAEeHUA NPOM3BOACTBEHHbLIX MOLAA0K,
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y4yacTBYIOLLMX B MpoLecce MNpou3BOACTBa INEeKapCTBEHHOro npenapara, C ykasaHuem
cTagun npouecca Npou3BOACTBa;
(n. 1 B peq. PegepanbHoro 3akoHa oT 28.12.2017 N 425-03)

2) HaMmeHoBaHue neKapCTBEHHOro npenaparta (MexxgyHapoaHoe
HenaTeHTOBaHHOE, NN rPYNMNMPOBOYHOE, NN XMMUYECKOE U TOProBOE HAMMEHOBAHNS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep pervcTpaunoHHOrO YAOCTOBEPEHMS NTEKapCTBEHHOIO NpenapaTa;

4) nekapcTBeHHasa popma C ykasaHnem OO3UPOBKU fleKapCTBEHHOro npenapara u
€ro Konmn4yecTsa BO BTOPUYHOM (NOTPeOUTENLCKON) YyNakoBKe, a Takke KOMMIEKTHOCTb;
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3apernctpupoBaHHas npegenbHas OTMNYCKHAsi LEeHa Ha JeKapCTBEHHbIN
npenapat B pyonsx;
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

6) pata w“  HoOMep nMpwuKasa YMNONIHOMOYEHHOro defeparnbHOro opraHa
MCNOMHUTENbHOM BNacTM O rOCyJapCTBEHHOW permctpauMmM unu nepeperucrpaumm
npegenbHOM OTMYCKHOWM LieHbl Ha NeKapCTBEHHbIN npenapaT, BKMIOYEHHbIN B NepeyeHb
XW3HEHHO HEOOXOANMBIX U BaXXHEWNLLMX NEKapCTBEHHbLIX NpenapaTos;

(B pen. PepepanbHblx 3akoHOB OT 22.12.2014 N 429-93, ot 06.06.2019 N 134-$3)

6.1) paTta BCTYNreHusa B CUry npukasa yrnoriHOMOYEHHOro defieparnbHOro opraHa
MCNOMHUTENBHOM BNactTM O rOCyQapCTBEHHOW perumctpauMmM unu nepepermcrpaumm
npegenbHOM OTMYCKHOW LUeHbl MNPOU3BOAMTENA Ha JeKapCTBEHHbIN npenapar,
BKITIOYEHHbI B MNepedyeHb XU3HEHHO HEeOoOXOAWMbLIX M BaXKHEWLIMX JleKapCTBEHHbIX
npenapaTos;

(n. 6.1 BBeaeH PepepanbHbiM 3akoHOM 0T 06.06.2019 N 134-03)

7) WTPUXOBOW KOL, HAHECEHHbIW Ha BTOPUYHYIO (NOTPEBUTENBCKYIO) YNaKoBKY
nekapCTBEHHOro npenapara;
(n. 7 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) Kkon nekapCcTBEHHOro npenapata no aHaToOMO-TepaneBTUYECKO-XMMUYECKON
Knaccudukaumm, pekomeHgosaHHoM BecemupHon opraHnsaunen 34paBooXpaHeHus.
(n. 8 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

3. locypapcTBeHHasa perncrpaumsi unu nepeperncTpaums npegenbHbIX OTNYCKHbIX
LileH Ha nekapCcTBEHHbIE NpenapaTbl, BKIHOYEHHbIE B NEPEYEHb XKU3HEHHO HEOBXOAMMbIX
M BaXKHEWLLMX IeKapCTBEHHbIX NpenapaToB, BeAeHWEe rOCyAapCTBEHHOINO peecTpa
npedenbHbiX OTMAYCKHbIX LUEH NPOu3BOAUTENEN Ha JeKapCTBEHHbIE npenapaTbl,
BKIIOYEHHbIE B MepevYeHb XW3HEHHO HEOOXOAMMbIX M BaXKHEMWLUMX NEKapCTBEHHbIX
npenapaToB, OCYLECTBMAITCA B MOpsgKke, YCTaHOBMEeHHOM [lpaBUTENbCTBOM
Poccuinckon degepauun.
(B pen. PepepanbHoro 3akoHa oT 06.06.2019 N 134-03)

Cratba 63. YcTaHOBNeHue opraHaMmy UCNONHUTENbLHOW BNAacTU CyOBHLEKTOB
Poccunckon >Pepgepauumm npepenbHbIX pa3MepoB ONTOBbIX HaabaBOK u
npeaenbHbIX pa3MepoB PO3HUYHbIX Haf0aBOK K (PaKTUYECKUM OTNYCKHbIM LieHaM,
YyCTaHOBNEHHbIM  NPOM3BOAUTENSAMU  NEeKapCTBEHHbIX  npenapaTtoB, Ha
nexkapcTBeHHble npenaparbl, BKIIOYEHHbIe B NepevyeHb XXU3HEHHO HEOOXOAUMbIX
M BaXXHEMLUUX fleKapCTBEHHbIX NpenapaToB
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(B pen. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. OpraHbl ucnonHuTeNnbHOM Bnactu cybbektoB Poccuickon depepaumm
yCTaHaBnMBaloT npefenbHble pa3Mepbl ONTOBbIX HaabaBoOK M npefernbHbie pa3Mepbl
PO3HUYHbIX HaabaBOK K (QakTU4ECKMM OTNYCKHbIM LeHam (6e3 ydyeTa Hanora Ha
0O00aBMEeHHYI0 CTOMMOCTb), YCTAHOBMEHHbIM MNPOU3BOAMTENAMM  JIEKAPCTBEHHbIX
npenapaToB, Ha feKapCTBEHHble Mpenapartbl, BKOYEHHble B MNepevYeHb XU3HEHHO
HEOOXOOUMbBIX W BaXHEWLLMX JEeKapCTBEHHbIX npenapaTtoB, B COOTBETCTBUM C
yTBEPXAEHHOW B rnopsiake, ycTtaHoBreHHOM [1paButensctBomM Poccunckon degepaumu,
METOANKOWN YCTaHOBIIEHMSI OpraHamMu UCMNOSTHUTENBbHOM Bnact cybbekTtoB Poccumnckon
depgepaumn npepenbHbIX pa3mMepoB OMNTOBbIX HaAb0aBOK W npeferibHbIX pa3mMepoB
PO3HUYHbIX HagbaBOK K  pakTUYECKUM  OTMYCKHbIM  LieHaM, YCTaHOBJIEHHbIM
Npon3BOaMTENAMM JleKapCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEHHble npenapaThl,
BKMIOYEHHbIE B MEepevYeHb XXU3HEHHO HEOBXOAMMBIX W BaXKHEWLUMX JIEKAPCTBEHHbIX
npenapaTtoB. [1poeKTbl peLlleHnn OpraHoB WCMNOMHUTENBHOW BNactu CcybbekToB
Poccunckon depepaumm 06 yctaHOBREHUN U (MNN) U3MEHEHUW NPeaenbHbIX pa3mMepoB
ONTOBbIX HagbaBOK WM NpefenbHbIX pa3mMepoB PO3HUYHBLIX HAAOABOK K (haKTUYECKUM
OTMYCKHbIM LleHaM, YCTaHOBIEHHbIM NMPOU3BOANTENSAMU NIEKAPCTBEHHbIX NpenapaTos, Ha
neKkapCTBEHHbIE MpenapaTbl, BKIYEHHbIE B MNEpeYeHb XXW3HEHHO HEeoBXoAUMbIX W
BaXXHENLUNX NleKapCTBEHHbIX NpenapaTos, NOANeXaT CorfnacoBaHuIo C YNoSTHOMOYEHHbIM
degeparnbHbIM OpraHoOM MWCMOSTHUTENBHOW BMacTu, OCYLLUECTBSIOWUM (YHKLMKM MO
NPUHATUIO  HOPMAaTMBHbLIX MNPAaBOBbIX AaKTOB W  KOHTPOSKO 3a cobniogeHnem
3aKkoHoAaTenbCTBa B Chepe rocygapCTBEHHOro perynvpoBaHusa UeH (TapudoB) Ha
ToBapbl (ycnyrn), B nopsgke, yctaHoBrneHHoM [MpaButensctBoM Poccuickomn
depgepaumn.

(B pea. PegepanbHbix 3akoHoB OoT 13.07.2015 N 241-93, ot 27.12.2019 N 475-93)

2. OpraHusauuym OMNTOBOWM TOProBMW JleKapCTBEHHbIMU CpeacTBaMu, anTeyHble
opraHusauuu, uvHAMBMAOYyanbHble nNpeanpuHMMaTenn, WUMEelWMe JULEH3UK  Ha
drapmaLeBTUYECKY0 OeATEeNbHOCTb, MEANLUUHCKME OpraHnsauum, verLwme nuueH3uo
Ha (papmMaueBTUYECKYIO [OeATenbHOCTb, M UX 060cobneHHble nogpasgeneHus
(ambynatopuun, ddenbawepckme u - enbawepcko-akylwepckme NyHKTbl, LEHTPbI
(oTaeneHust) obwen BpavyebHon (CEMENHON) MPAKTUKK), PacrnoSfIOXKEHHbIE B CESbCKUX
HaceneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble opraHM3aunn, OCcyLLeCTBNAIT
peanu3auuio NEeKapCTBEHHbIX MNpenapaToB, BKMHOYEHHbIX B MNepedYeHb XU3HEHHO
HeobXO4MMbBIX W BaXXHEWLWMX JfEeKapCTBEHHbIX nNpenapaTtoB, MO LeHaM, KOTopble
dopMUPYIOTCA B COOTBETCTBMM C MNOPSAKOM, YCTaHOBMEHHbIM [1paBUTENLCTBOM
Poccunckon ®epepaumn, n ypoBeHb KOTOpbIX (6e3 ydyeTa Hamora Ha [o6aBneHHyHo
CTOMMOCTb) HE [OSfKEeH npeBbllatb CyMMY (aKTUYECKOM OTMYCKHOM  LiEHBI,
YCTaHOBIIEHHOW MNPOU3BOAUTENEM JleKapCTBEHHOro npenaparta, He MnpeBbllalouen
3aperncTpupoBaHHON WUNn nNepeperncTpupoBaHHON MpenesibHoM OTMYCKHOW LeHbl
npounssoguTensd (Ha gaTty peanusaumm nekapcTBEHHOro npenapara npou3BoanTenem), u
pa3mepa onToBon HagbaBku U (MNn) pasaMepa PO3HUYHON HagbaBKK, HE NPEBbILLAKOLLMX
COOTBETCTBEHHO pasmepa npedenbHOM OnToBOW HagbasBkm u  (unu) pasmepa
npenenbHoOM po3HUYHOW HagbaBkM, YCTAHOBMEHHbIX B cybbekte Poccunckon
depgepaumn.

(4acTtb 2 B pea. PeagepanbHoro 3akoHa ot 27.12.2019 N 475-03)

3. OpraHbl wucnonHuTenbHonM Bnactu cybbektoB Poccuinckon depepaunmn
pa3mMeLlaT B cetn "MIHTepHeT" uHdopMaumio O 3aperuMcTpupoBaHHbIX NpeaenbHbIX
OTMYCKHbIX LieHaxX MpouM3BOAUTENEN Ha NeKapCTBEHHble npenapatbl, BKAOYEHHbIE B
nepevYeHb XM3HEHHO HEOOXOOMMBIX U BaKHEWLUMX JIEKAapCTBEHHbLIX npenapartoB, 06
yCTaHOBMEHHbIX B cybbekTe Poccuinckon deaepaumm npegenbHbiX pasmepax OnTOBbIX
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HaabaBok M (MnK) npegernbHbiX pasmepax PO3HUYHbIX HaA0aBOK K YCTAHOBMEHHbLIM
NPOM3BOAMTENSAMWN NEKapCTBEHHbIX npenapaTtoB )akTUY4EeCKUM OTMYCKHbIM LieHaMm Ha
neKkapCTBEHHblE NpenapaTbl, BKIYEHHbIE B MNEpeYeHb XW3HEHHO HEeoBXoAUMbIX W
BaXKHEMLUNX FEeKapCTBEHHbIX NpenapaTtoB, a Takke O CyMMe 3aperucTpupoBaHHbIX
npegenbHbIX OTNYCKHbIX LEH NpouM3BOAUTENEN Ha JlekapCTBEHHble npenaparhl,
BKITIOYEHHbIE B MNepevYeHb >XMU3HEHHO HeOoBXOAMMbLIX U BaKHEWLMX JeKapCTBEHHbIX
npenapaToB, YCTaHOBIEHHbIX B cybbekte Poccuinckon Pegepaumm npeaenbHbiX
pa3mepoB OMNTOBbLIX HAA0aBOK N NpeAenbHbIX Ppa3MepoB PO3HUYHBIX HaAbaBOK U Hanora
Ha gobaBneHHyl cToMmocTb. WHdopmaumsa, npeaycMoTpeHHas HacTosLWEN 4acTblo,
OOIDKHA HaxoguTbCA Takke B anTeyvHblX OpraHuMsaumsx B AOCTYNHOW ANA BCeX
3anHTepecoBaHHbIX Ny, hopme 1 OBHOBMAATLCA NO Mepe ee pas3MeLLeHUs opraHamu
McnonHUTENbLHON BracTn cybbektoB Poccunckon ®epepaunm B cetn "HTepHeT".
(wacTtb 3 B pea. PepgepanbHoro 3akoHa oT 27.12.2019 N 475-03)

4. YTtpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHblt 3akoH oT 27.12.2019 N 475-
3.

Maea 13. MOHUTOPUHI AOPEKTUBHOCTU U BE3OIMNACHOCTHU
NEKAPCTBEHHbBIX MPEMNAPATOB, HAXOOALLUMNXCA B OBPALLEHUA
B POCCUNCKOWN ®EOEPALUNU
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHagsop
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble npenapaTbl, Haxogswwueca B obOpaweHun B Poccuimnckon
denepaumn, nognexat MOHUTOPUHTY 3(PEEKTMBHOCTM M Be30MacHOCTM B LENsAX
BbISIBIIEHNS BO3MOXHbIX HEraTuMBHbIX MOCNeACTBUA UX NPUMEHEHUS, UHONBUOYaNbHOW
HENepeHoOCUMOCTN, NpeaynpexageHns MeauumHCKMX paboTHUKOB, cheunanucToB B
obnactn BeTepuHapuu, NaUMEHTOB UMW BNadenbLEB XMBOTHbIX U WX 3aWuTbl OT
NPUMEHEHNA TaKNX NTEKAPCTBEHHbIX NpenapaTos.

(B pen. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. dapmakoHaa30p OCYLUECTBMSETCA COOTBETCTBYIOLWMM  YNOSTHOMOYEHHbLIM
dreeparnibHbIM OpraHoM UCMONMHUTENBHOM BNacTu B YCTAHOBIIEHHOM UM MOpsdKe nyTemM
aHanusa npegocrtaBngemMon cybbekTamym obpalleHus neKkapcTBEHHbIX CpencTB
MHpopMaUMM O NOBOYHBLIX AENCTBUSAX, HEXenaTemnbHbIX peakumnsax, Cepbe3HbIX
HeXenaTenbHbIX  peakumsax, HenpeaBuOeHHbIX HeXenaTenbHbIX peakuusax npu
NPUMEHEHNN NEeKapCTBEHHbIX MpenapaTtoB, 06 WMHOMBMAYaNbHOW HENEepPeHOCUMOCTH,
OTCYTCTBUMN 3P(PEKTMBHOCTU NEKApPCTBEHHbIX NpenapaToB, a Takke 06 MHbIX hakTax u
obcToATenbCTBax, NPeacTaBnAlWNX Yrpo3y KU3HM UM 340POBbIK 4YerioBeka NmMbo
XXUBOTHOFO MNpU MNPUMEHEHMN NEKapCTBEHHbIX MpenapaTtoB W BbISIBIEHHbIX Ha BCeEX
aTanax obpalleHnss nekapCcTBeHHbIX npenapaTtoB B Poccuinckon ®epepauum n apyrux
rocygapcraax.

3. CybbekTbl obpalleHns nekapcTBeHHbIX CPeacTB B NOpsiake, YCTaHOBIEHHOM
YNOMHOMOYEHHbIM  (begepanbHbIM  OpraHOM  UCMOSNHUTENbHOW  Bnacty, 06s53aHbl
coobwaTtb B YMNOSIHOMOYEHHbIN defepanbHbli OpraH WCMNOMHUTENbHOW Bractun o
NOGOYHbIX AOENCTBUSAX, HEXenaTelbHbIX peakuusiX, CEepbe3HbIX HeXenaTenbHbIX
peakuusx, HenpeaBUAEHHbIX  HeXenaTemnbHbIX  peakumsax  npyu NPUMEHEHUN
NeKkapCTBEHHbIX npenapatoB, 00 WHAMBUAYaNbHOW HENepeHOCUMOCTU, OTCYTCTBUU
9(DEKTMBHOCTM FEKAPCTBEHHbLIX MpenapaTtoB, a Takke 00 WuWHbIXx daktax u
obcTosATenbCTBaX, NPEACTAaBNAOWMNX Yrpo3y XWU3HW UMM 300POBbIO 4vernoBeka nnbo
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XXUBOTHOFO MNpU MNPUMEHEHMN NEKApPCTBEHHbIX MpenapaTtoB W BbISIBIEHHbIX Ha BCEX
aTanax obpalleHuss nekapCcTBeHHbIX npenapaTtoB B Poccuinckon ®epepauum n apyrux
rocygapcraax.

4. epxatenun unuv Bnagenblbl PerMcTpaunoHHbIX YA0CTOBEPEHUIN NTEKAPCTBEHHbIX
npenapaToB, pUaNYeCKNe Nnua, Ha UMA KOTOPbIX Bbl4aHbl pa3peLUleHns Ha NpoBeAeHNE
KNUHUYeCKnX mnccnegosaHum B Poccurckon depepaumn, nmbo ynosTHOMOYEHHbIE MU
apyrve opuvanmyeckme nuua B pamkax obecneyeHnsa 6e30nacHOCTM NeKapCTBEHHbIX
npenapaTtoB B Mopsgke, YCTAHOBEHHOM COOTBETCTBYHOLMM  YNOSTHOMOYEHHbLIM
denepanbHbIM OpraHoOM MCMNOSHUTENBbHON BRacTu, 00s13aHbl OCYLWIECTBNATH MPUEM,
yyeT, 006paboTKy, aHanM3 K XpaHeHWe MOoCTynawwmx B MX agpec OT CyObLEeKToB
obpaLlleHnsa nekapCTBEHHbIX CPEACTB M OpraHOB rocy4apCTBEHHOW BNacTu coobLeHnn
O NOOOYHbIX AEWCTBUSX, HeXenaTemnbHbIX peakumsax, CEepbe3HbIX HeXenaTelibHbIX U
HenpeaBUAEHHbIX HeXenaTernbHbIX peakumMsix npu MNPUMEHEHUN JEKAPCTBEHHbIX
npenapaTtoB, 06 OCOBEHHOCTAX WX B3aMMOLEWCTBUA C OPYrMMU JIEKAPCTBEHHbLIMU
npenapatamu, WHOMBUAOYarbHOW HEMNEpPeHOCMMOCTM, a Takke 06 MHbIX dakTax u
obcToATenbCTBAx, NPeacTaBnAlWNX Yrpo3y XU3HM UM 340POBbIK 4YerioBeka NmMbo
XVUBOTHOIO WM BIMAKOLWINX HA W3MEHEHWE OTHOLUEHUSI OXMAAEMOW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NIEKAPCTBEHHbIX NpenapaTos.

5. Mpn BbISABNEHMN WHMPOPMALUN O CEPbLE3HbIX HEXenaTerbHbIX peakuusx wu
HenpeaBUAEHHbIX HeXenaTerbHbIX peakumsix npu  NPUMEHEHUN JEeKapCTBEHHbIX
npenapatoB, 06 OCOBEHHOCTAX WX B3aUMOLENCTBUS C APYrMMU NeKapCTBEHHbIMU
npenapataMmn, MHOUBMAOYANbHONW HENEepPeHOCUMMOCTW, a Takke 00 WHbIX akTax wu
obcToATENLCTBAX, BMUAIOWMX Ha MWM3MEHEHME OTHOLUEHUSI OXMOAEMOM Mnonb3bl K
BO3MOXHOMY PUCKY TMPUMEHEHUS JEKAapCTBEHHbIX NpenapaTtoB, AepXxaTenu wunu
Bnagenblbl  PEerucTpaumMoHHbIX  YAOCTOBEPEHWUMA  NEKAPCTBEHHbIX  MpenapaTos,
lopuanyeckne nuua, Ha WMsS KOTOpbIX BblaHbl paspelleHns Ha npoBeaeHue
KNMHMYecknx mccrnegoBaHuin B Poccunckon degepauumn, nubo ynosHOMOYEHHbIE UMUK
apyrve topuandeckne nuua obasaHbl NPUHATE Mepbl, HanpaBfieHHbIE HA yCTpaHeHue
HEeraTUBHbIX MNOCNEACTBMA  MPUMEHEHMSI TaKUX JIEKAPCTBEHHbIX Npenaparos,
npeaynpexaeHne NpuYMHEHNa Bpeaa XXM3Hu Unmn 300poBbLI0 YerioBeka NMbo KMBOTHOTO,
3aWNUTY UX OT NPUMEHEHUSA TaKMUX FIEKapCTBEHHbIX NpenapaToB, Ha AOMOMHUTENbHbIN
cbop aaHHbIX 06 ahhekTUBHOCTM 1 BE30MNaCHOCTU TaKNX NEKapCTBEHHbIX NpenapaTos.

6. 3a HecoobLLeHNE MM COKpPbITUE MHAOPMaUUK, NPeayCMOTPEHHOW YacTbio 3
HacTosLen cTaTbW, AdepxaTenn unuv Bnagenblbl PErmcTpaumoHHbIX YOOCTOBEPEHUN
NeKapCTBEHHbIX MpenapaToB, HOPUANYECKME §MUA, Ha WMS  KOTOPbIX BblAaHbI
pas3peLLeHns Ha npoBeaeHne KIMHUYEeCKnX nccnegosaHnn B Poccunmnckon depepaumn,
nnBo ynonHOMOYEHHbIE UMY ApYyrue pUanYeckne nuua, a Takke OOSMKHOCTHbIE nvua,
KOTOpbIM 3Ta WHQOpMaumMa cTana wu3BecTHa No poay ux npodeccnoHarbHON
OeATenbHOCTN, HEeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATESNIbCTBOM
Poccunckon ®epepaunn.

7. MNpun nony4yeHnn ynonHOMOYEHHbLIM doefieparibHbIM OpraHOM MCMNONHUTENbHOW
BNactTM B paMKax OCyLleCTBreHus UM (apmakoHagsopa [JokasaTernbCTB O
HEeCOOTBETCTBMM NEKapCTBEHHOro npenapara yCTaHOBMEHHbIM TpeboBaHUAM UNu npu
nonyyYeHnn uHOpPMaLMM O HEeCOOTBETCTBUM AaHHbiX 00 9dEKTUBHOCTM U O
6Ge3onacHOCTM nekapCTBEHHOro npenapata AaHHbIM O fekapCTBEHHOM MpenapaTe,
coaepXallnMMca B UHCTPYKUUM NO ero NpUMeHeHUo (B TOM YUCHe BbISIBIIEHHBIX B Xo4e
ocyLlecTBneHnsa apMakoHaa3opa KOHTPOSbHO-HAA30PHbIMU OpraHamMu WHOCTPaHHbIX
rocygapcrB), YMOMHOMOYEHHbIN efepanbHbid OpraH WCMOMHUTESNIbHOW Bnactn B
yCTaHOBMNEHHOM UM MOpsAKe paccMaTpuBaeT BOMPOC O MPUOCTAaHOBIEHUN NPUMEHEHMS
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TaKoro NnnekapCrBeHHOro npenapara.

Cratbs 65. [IpnocTtaHOBNEeHUe NPUMEHEeHUA NIeKapCTBEHHOro npenapara
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. MNpun nonyyeHn MHPOPMaLUN O HexenaTemnbHbIX peakunsx npyu NpUMeHeHUn
NneKkapcTBEHHOro npenapata, He YKasaHHblX B WHCTPYKUMM MO  NPUMEHEHUIO
nekapCTBEHHOro npenapaTa, Cepbe3HblX HexenaTernbHbIX peakunsx, 06 0CobeHHOCTAX
ero B3auMOOEeWCTBUSA C APYrMMW neKapCcTBEHHbIMW MpenapaTtamu, KoTopble MOoryT
npeacTaBnNATb Yrpo3y XU3HW UKW 300POBbIO YenoBeka NUMBOo XMBOTHOrO, a Takke O
HEeCOOTBETCTBMM [aHHbIX 06 adpdekTuBHOCTM M O 6e30MacHOCTU NEeKapCTBEHHOro
npenapaTa AaHHbIM O fleKapCTBEHHOM MpenapaTte, CoaepXKaLuMcs B MHCTPYKLWN MO ero
NPUMEHEHNIO, B TOM 4uCrie OT YMNOSIHOMOYEHHbIX OpPraHOB MHOCTPAHHbLIX rOCydapcTs,
OOMeH KOTOpOW OCyLlecTBnSieTCA B COOTBETCTBUM C  COrMaWEHUAMU  Mexay
YyNONHOMOYEHHbIM  doefiepalribHbIM ~ OpraHoMm NCMONHNTESTbHON BnacTtu n
YMNOMHOMOYEHHLIMU ~ OpraHaMn  UHOCTPaHHbIX  rocygapcTtB,  YMNONMHOMOYEHHbIN
drefieparnbHbI OpraH NCNOSTHUTENBLHOW BlaCTU paccMaTpuBaeT BONPOC O BO3MOXHOCTU
npuoCcTaHoOBNeHUss obpalleHnuss Takoro JfekapCTBEHHOro npenaparta B NOpsAake,
YyCTaHOBIIEHHOM YNONTHOMOYEHHbIM dpefeparbHbiM OPraHoM UCMONHUTESNTbHOW BIlacTu.

2. [lpy HEUCNONMHEHUM WNN HeHagneXawlem WCMOSIHEHUW aAepXaTenamMmum Wnu
BnagenbuamMuv pPerncTpaumMoHHbIX YOOCTOBEPEHUN JIeKapCTBEHHbIX Npenaparos,
OpMAONYECKUMN NULAMX, Ha UMSA KOTOPbIX BblAaHbl PaspelleHus Ha npoBeaeHune
KNUHUYecknx uccnegosaHun B Poccunckon ®epepauunm, unm ynoriHOMOYEHHLIMU UMK
APYrMMU 1OpUaNYeCKUMN Nuuamm obs13aHHOCTEN, YCTAHOBIEHHbIX YacTaMu 3 1 4 cTaTby
64 Hactosiwero depepanbHOro 3akoHa, nMbo B cnyvasx npeacTaBneHus
COOTBETCTBYHOLLMM YNOSTHOMOYEHHbIM (beaeparibHbIM OpraHoOM UCMONHUTENbHOW BNacTu
3aKMYeHnss O HeOOCTOBEPHOCTW  pe3ynbTaTOB  KIMHUYECKOro  UccneoBaHus
nekapCcTBEHHOro npenapara Anst MeAuUMHCKOro NMpUMEHEHUsi, KOTOPOE OCHOBaHO Ha
pesynbTtatax [MpOBEPKM MEeAMUUHCKOW opraHuM3aumn, npoBOAMBLUEN YKa3aHHOe
KNMUHUYECKOE WCCnefoBaHME C HapylweHWeM MpaBuil Hagnexawen KinMHUYECKON
NPaKTUKN, M MNPUBENO K MOfyYeHU0 HEeOOCTOBEPHbIX pesynbTaToB, MO0 B cnydvae
HEBbLIMOMHEHUA NpeanuMCaHns, BblAAHHOMO YMNOSHOMOYEHHbIM heaeparibHbIM OpraHoMm
MCNOSNTHUTENbHOW BACTM MO UTOram OCyLLECTBNEHUSA BbIGOPOYHOIrO KOHTPOSS KadecTBa
nexkapcTBEHHOro npenapara, YnofIHOMOYEeHHbIN hefepalibHbli OpraH UCNOSTHUTESbHOMN
BNacTu B YCTAHOBMIEHHOM WM MOpPsSAKe paccMaTpuBaeT BOMNPOC O MPUOCTaHOBMEHUN
NPUMEHEHNS Takoro nNeKkapCcTBEHHOro npenapara.

3. YnonHoMouYeHHbI doegepanbHbli  OpraH  WUCMNOSHUTENBHOW BriactTn  npwu
npeacTaBneHNN emy CBeOEeHUN O HEeCOOTBETCTBMM MPOU3BOAUTENS JeKapCTBEHHbIX
cpenctB TpeboBaHUAM npasui Hagnexalwlen npon3BoLCTBEHHOW MPaKTUKM U (Mnn) O
HapyLUEeHM NULEH3MOHHbIX TpeboBaHWI, KOTOPbIE ObiNM BbISIBMEHbI B XOA4E NPOBEAEHNS
WHCMNEKTMPOBaHMUS MNPOU3BOAUTENS JIEKAapPCTBEHHbIX CPEeACTB WU OCYLLECTBIEHMS
NNUEH3MOHHOIO KOHTPONS B cdepe Npon3BoaCTBa NEKAPCTBEHHbIX CPEACTB U NpUBENN
WM MOryT NPUBECTU K NPOM3BOACTBY NIEKAPCTBEHHbIX NpenapaTtoB Afsi MeaULMHCKOro
NPUMEHEHNSA, NMPUYNUHUBLLNX WUIM CMOCOOHBLIX MPUYNHUTL BPEn >KWU3HM UNM 300POBLIO
rpaxkgaH, paccmaTpuBaeT BOMPOC O MPUOCTAHOBAEHUN MPUMEHEHUSI NIEKapPCTBEHHbIX
npenapaTtoB ANa MEOULMHCKOrO MNPUMEHEHUSS B YCTAHOBMEHHOM WM MOpPsiAKe B
cnegylowmnx cryvyasx:

1) coctaB M (MNKU) TEXHONOrMSA MPOM3BOACTBA JIEKApPCTBEHHOro npenapara Ans
MeOMLUMHCKOro nNpuUMeHeHus (C onuvcaHnem CcTagui NPoOu3BOACTBA) OTNMYalTCa OT
3asBIIEHHbIX B PErMCTPaLnMoOHHOM A0ChE;
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2) nekapCTBEHHbIN npenapaT Ans MeOULMHCKOrO NPUMEHEHUs npou3BedeH Ha
NPOM3BOACTBEHHOWN NNoLagke, He yKkasaHHOM B perncTpaunoHHOM LOChE;

3) y npousBoauTENs NEKapCTBEHHbIX CPEACTB OTCYTCTBYHOT [OOKYMEHTHI,
noaoTBepXaalLWmMe COOTBETCTBME KayecTBa JeKapCTBEHHOro npenapata Ans
MEONLIMHCKOrO MPUMMEHEHUsl, BBOAMMOIO B rpaxdaHCckuidi 06opoT, TpebGoBaHUsIM,
YCTaHOBIEHHbIM MPWU ero rocy4apCTBEHHOW peErncTpaumm;

4) npousBoguTeneM  JIeKapCTBEHHbIX CPeACTB B COMMacoOBaHHbIA  C
COOTBETCTBYOLMM YNOSTHOMOYEHHbIM doefieparibHbIM OpraHoM UCNONTHUTENBHOW BNacTu
CPOK He yCTpaHeHbl HapyLleHust TpeboBaHMI NpaBun Hagnexawen Npon3BoLCTBEHHON
NPaKTMKN N (MNN) NNLEH3NOHHBLIX TpeboBaHuK, KOoTopble Oblinn BbiSIBMIEHbI B XO4e
NpOBEeOEHUs MHCMNEKTUPOBAHUA MNPOU3BOAUTENS  NIEKAPCTBEHHbIX CPeaCcTB  UNu
OCYLLECTBNEHNSA JIMLEH3NOHHOTO KOHTPONA B cdepe Npou3BOACTBA NEKapCTBEHHbIX
CpeacTB M NpUBESM UM MOTYT NPUBECTU K NPOU3BOACTBY JleKapCTBEHHbIX NpenapaToB
ANa MegULUMHCKOro NPUMEHEHUs, NMPUYNHUBLUNX UITU CMOCOBHBIX MPUYNHUTE BPed XN3HU
NI 300POBbLIO FPaXKaaH.

(4actb 3 BBegeHa PepepanbHbiM 3akoHOM 0T 04.06.2018 N 140-93)

4. YNONHOMOYEHHLIN doeaepanbHbI opraH UCNOMHUTENBHOW BRAcTU NpU HanM4nm
y Hero cBedeHWn O HeCOOTBETCTBMM MPOU3BOOUTENS FEKApCTBEHHbIX CpeacTB
TpeboBaHUAM nNpaBui Hagexatllen Npon3BogCTBEHHOM NPAKTUKK U (UNK) O HapyLLUEHUN
NNUEH3NOHHbIX TpeboBaHM, KOTOpble ObiMM BbISABMEHbI B X04€ MPOBEAEHUSA
WHCMNEKTMPOBaHMUS NPOU3BOAUTENS JIEKApPCTBEHHbIX CPEeACTB WU OCYLLECTBIEHMUS
NNLIEH3NOHHOIO KOHTPONA B cdpepe Npomn3BOACTBaA JIEKAPCTBEHHbIX CPEeaCTB 1 NpuBenmn
WM MOTyT NPMBECTU K NPOU3BOACTBY flEKapCTBEHHbIX NpenapaToB 411 BETEPUHAPHOIo
NPUMEHEHNSA, NMPUYNHUBLLNX WUIM CMOCOOHLIX MPUYNHUTL BPEen >KU3HM UNM 300POBLIO
XMBOTHbIX, paccMaTpuBaeT BOMPOC O MPUOCTAHOBEHUN peanu3auun N NpUMeEHeHUs
neKkapCTBEHHbIX MpenapaToB Ans BETEPUHAPHOIO NPUMEHEHUS B YCTAHOBIEHHOM UM
nopsake B cregyowmx cnyyasx:

1) coctaB n (MNKU) TEXHONOrMs MPOM3BOACTBA JIEKApCTBEHHOro npenaparta Ans
BETEPMHaApPHOro NPUMEHeHus (C onucaHveMm cTagun Npou3BOACTBA) OTNMYAKTCA OT
3asiBIIEHHbIX B PErMCTPaLnNoOHHOM A0ChE;

2) nekapCTBEHHbIV npenapaTt Ans BeTepUHapHOro NpuMMEHeHWs NpousBeneH Ha
NPON3BOACTBEHHON MOLLaAKe, He yKasaHHOW B perncTpaumMoHHOM 4OCHE;

3) y npousBoauTENs NEKapCTBEHHbIX CPEACTB OTCYTCTBYHOT [OOKYMEHTHI,
noaoTBepXaalLwmMe COOTBETCTBME KayecTBa JleKapCTBEHHOro npenapata Ans
BETEPMHAPHOIO MPUMEHEHWUsl, BBOAMMOIO B rpaaaHCKuin o6opoT, TpebGoBaHMsM,
YCTaHOBIEHHbIM MPWU €ro rocyapCTBEHHOW perncTpaumm;

4) npousBoguTeneM  JIeKapCTBEHHbIX CPeACTB B COMMacoBaHHbIA - C
COOTBETCTBYOLMM YNOSTHOMOYEHHbIM doefieparibHbIM OpraHoM UCNOSNTHUTENBHOW BNacTu
CPOK He yCTpaHeHbl HapyLleHust TpeboBaHMI NpaBun Hagnexawen Npon3BoLCTBEHHON
NPaKTMKN N (MNN) NULEH3NOHHBLIX TpeboBaHuK, KOoTopble Oblinn BbiSIBMIEHbI B X04e
NpOBEeOEHUS MHCMNEKTUPOBAHUA MNPOU3BOAUTENS  JNIEKApPCTBEHHbIX CPeacTB  UNu
OCYLLECTBNEHNSA JIMLEH3NOHHOTO KOHTPONSA B cdepe MNpou3BOACTBA NEKapCTBEHHbIX
CpeacTB M NPUBESM UM MOTYT NPUBECTU K NPOU3BOLCTBY JleKapCTBEHHbIX NpenapaTtoB
ONA BETEPUMHAPHOro MPUMEHEHUS, NPUYUMHUBLLUMX WKW CNOCOOHBLIX MPUYMHUTL Bpen
XW3HU UK 300POBbLI0 XKXUBOTHBIX.

(yacTtb 4 BBegeHa PepepanbHbiM 3akoHOM 0T 04.06.2018 N 140-93)


consultantplus://offline/ref=70B9D80D32DDE93F5AEF8D85D27F746ECFB4D700F30DF4064B16FAF919C9F58AA5B9CA85A3A58815E991ECCE2189B7C49D7D0B12BA77C1C1G5AAM
consultantplus://offline/ref=70B9D80D32DDE93F5AEF8D85D27F746ECCB4DF0CF00DF4064B16FAF919C9F58AA5B9CA85A3A58813EC91ECCE2189B7C49D7D0B12BA77C1C1G5AAM
consultantplus://offline/ref=70B9D80D32DDE93F5AEF8D85D27F746ECFB4D700F30DF4064B16FAF919C9F58AA5B9CA85A3A5881AED91ECCE2189B7C49D7D0B12BA77C1C1G5AAM

KoHcynbTaHTlnoc: npumeydaHue.
C 01.01.2023 cT. 65 pononHseTcs Y. 5, 6 (P3 o1 27.12.2019 N 475-03).

Cratbsa 66. UHdopmauumsa o pesynbTaTtax dpapmakoHaasopa
(B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

YNONHOMOYEHHbLIN denepanbHbIn opraH NCNONHUTESTBHON BracTy,
OCyLLeCTBNAWNA (papmMakoHaa3op, MO ero pesynbTaTtaM pasMellaeT Ha CBOEM
othuumnanbHom canTte B cetn "HTepHeT" nHpopmauyuto o:

1) BbISIBIEHUM HOBbIX MOATBEPXKAEHHLIX [AaHHbIX O MOBOYHbIX [OENCTBUSIX,
HeXenaTernbHbIX peakUuusiX, Cepbe3HbIX HeXenaTenbHbIX peakuusx, HernpeaBuaeHHbIX
He)xenaTernbHbIX peakUusax npyu NpMMeHeHUn NiekapcTBEHHOro npenapara, B TOM Yucne
BMUSIIOLMX HA OTHOLUEHME OXWOAEMOMW MNOofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWS
JaHHOro NekapcTBEHHOro npenapara;

2) NPUHATBIX PELUEHNAX O BHECEHUN U3MEHEHUA B MHCTPYKLUMIO MO NMPUMEHEHUIO
NeKkapCcTBEHHOro nMnpenaparta, O MPUOCTAHOBMAEHUN MPUMEHEHUSA NEKAapPCTBEHHOMO
npenapata, 06 wu3baATMM K3 oOpalweHus nekapCcTBEHHOro npenapata wWiMm o
BO306HOBMEHUN NPUMEHEHNSI NEKapCTBEHHOrO npenapara.

Mnaea 14. U(H®OPMALUA O NEKAPCTBEHHbIX MPEMNAPATAX. CACTEMA
MOHUTOPUHIA IBUWXKXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
anAa MEQUUUMHCKOIro NnPUMEHEHUA
(B pen. PepgepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. WHdopmauma o nekapcTBeHHbIX npenapatax. Cucrtema
MOHUTOPUHra ABWXEHUA JeKapCTBEHHbIX MpenapaTtoB A MeOULUHCKOro
NpUMeHeHuns
(B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. NHdopmaums O nekapCTBEHHbIX npenapaTtax, OTMyCcKaemblX Mo peuenty Ha
NeKapCTBEHHbLIM NpenapaT, AOIMKHA CcoaepXaTbCA TOMbKO B CMNeumManm3MpoBaHHbIX
n3naHusx, npedHasHadYeHHbIX AN MeauUMHCKUX, dapMaueBTUYeCKUX pabOoTHUKOB,
cneunanucToB B obnactn setepuHapun. VIHpopmMaumsa o nekapcTBEHHbIX NpenapaTax
Onst  cneumanuctoB B obnactM oOpalleHns NeKapCTBEHHbIX CpPeacTB  MOXeT
cogepxaTbCA B MOHOrpadusax, CnpaBOYHMKAxX, Hay4HbIX CTaTbsX, B [OKNagax Ha
KOHrpeccax, KOH(hbepeHLMaX, CUMNO3NnyMax, Hay4yHblX COBETaX, a Takke B MHCTPYKUMSIX
No NPUMEHEHWNIO NIEKAPCTBEHHbIX NPenapaTos.

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

2. Hbopmaums o nekapCcTBEHHbIX npenapaTax, oTnyckaembix 6e3 peuenTta Ha
NeKapCTBEHHbIN NpenapaT, MOXeT coaepxaTtbCa B nybnukaumsax n 0O6bABNEHUAX
CpeacTB MaccoBoKn MHOPMaLMK, Creumanm3mpoBaHHbIX N 0OLLMX NeYaTHbIX N3gaHusX,
NHCTPYKUMAX MO NPUMEHEHMIO NEKApCTBEHHbIX NPenapaToB, UHbIX N34aHMAX CyObeKkToB
obpalleHna nekapCTBeHHbIX cpeacTB. PeknamHble maTtepuanbl O fleKapCTBEHHOM
npenapaTte, oTnyckaeMom 6e3 peuenta Ha NeKapCTBEHHbIN npenapart, AOSKHbI
COOTBETCTBOBATb MHCTPYKLMKN NO NPUMEHEHUIO NTEKAPCTBEHHOMO nNpenapara.

3. JJonyckaeTcs ucnonb3oBaHue nobbix MaTepmanbHbIX HOCUTENEW, NO3BONSOLLMX
XpaHUTb, NepeaaBaTh U NCMOMb30BaTbh MHPOPMaLIMIO O NNEKAPCTBEHHbIX NpenapaTax 6e3
€e ncKaxkeHus.
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KoHcynbTaHTlnoc: npumedaHue.
Y. 4 cT. 67 BCcTtynaet B cuny ¢ 01.07.2020.

4. [Ona uenen uaeHTUdUKaALUUM YNAKOBOK NEKapCTBEHHbIX MpenapaTtoB Ans
MEOVLUMHCKOrO MNPMMEHEHUST MPOU3BOAUTENUN IEKAPCTBEHHbLIX CPEACTB B MNOPSiaKe,
ycTaHoBreHHomMm [lpaButensctBoMm Poccurckon defepaumm, HaAHOCAT Ha MNEPBUYHYHO
yNakoBKY (B OTHOLLEHMM FIEKAaPCTBEHHbIX NpenapaToB Ang MegUUMHCKOro NpUMEHEHNS,
AN KOTOpbIX  He  npedycMoTpeHa  BTOpUMYHasi  ynakoBKa) UM BTOPUYHYHO
(noTpebuTenbCckytd) YNakoBKY JIeKAapCTBEHHbIX MpenapaToB Ans  MeLUUMHCKOro
NPUMeHEHNA cpeacTBa naeHTMunkaumm, 3a NCKMIOYEHNEM NeKapCTBEHHbIX NpenapaToB
Ana  MEeOVUMHCKOrO MPUMEHEHUs!, MNPOM3BOAUMBIX AN NPOBEAEHUS]  KIMUHUYECKUX
nccrnegoBaHW,  9KCMOpTa,  NIeKapCTBEHHbIX  MpenapatoB  Ans  MeOUUMHCKOro
NPUMEHEHNS, YKa3aHHbIX B YacTax 5 n 8 craten 13 HacTodwero ®egepanbHOro 3akoHa,
pagnogapmaLeBTUYECKUX NeKapCTBEHHbIX NpenapaToB, NMUSBOK MEAULMHCKMX U ra3oB
MeONLMHCKNX.

(yacTb 4 BBegeHa PepfepanbHbiM 3akoHOM 0T 28.12.2017 N 425-03 (pepn. 27.12.2019))

5. Xapaktepuctuku cpeactBa uaeHTUduKauum, nopsigok €ero HaHeceHusa WU
TpeboBaHUA K CTpPyKType u dopmaty uHGPOpPMaLMK, KOTOPYH COOEPXUT CPeacTBO
naeHTudukauumn, onpegensatotcs NpasntensctBoM Poccuinckon degepauuu.

(4acTtb 5 BBegeHa PepepanbHbiM 3akoHOM 0T 28.12.2017 N 425-03)

6. Nopsagok cosgaHus, pa3suTus, BBOAA B IKCMyaTaumio, 3KCnnyaTaumm n Belsoga
N3 akcnnyaTaumm CUCTEMbl MOHUTOPUHIa OBWXEHUSA NEKapCTBEHHbIX npenapaToB Anis
MeOULMHCKOro NpUMEHEHUS, NOPSA0K NpefocTaBneHns tHdopmMauum, cogepxallencs B
CUCTEME MOHUTOPUHIa OBWXXEHUSI NEeKapCTBEHHbIX NpenapatoB ANs MeanLMHCKOro
NPUMEHEHNA, U MNOPSALOK B3aUMOAEWCTBUS  YKas3aHHOW CUCTEMbI C  WUHbIMU
rocygapCTBeHHbIMU MHOPMALMOHHBIMU CUCTEMaMU U UHADOPMALMOHHBIMU CUCTEMAMMU
topPUANYECKNX NUL, U UHONBUAYaNbHbIX NpeanpuHUMaTenen, ykasaHHblx B Yactax 7 n 10
HacTosiwen cTaTbW, YycTaHasnueatoTca [lpaButensctBom Poccunckon depepaumn.
Onepatopamn CUCTEMbI MOHUTOPUHIA OBWXXEHUSA JIEKApPCTBEHHbIX MpenapaTtoB Ans
MEOVLMHCKOro NpUMeHeHNa ABNaTCA deaepanbHbli OpraH UCMONMHUTENbHOW BRacTu
(unn) opraHusaums, ynonHoMmo4veHHble NpaButensctBoM Poccunckon denepaumn.
(4acTtb 6 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

KoHcynbTaHTlIntoc: npumeyaHme.
Y. 7 cT. 67 BCcTynaet B cuny ¢ 01.07.2020.

7. KOpungunyeckme nuua n HanBMAyanbHble NpegnpuHMMaTenu, OCyLLeCTBSOWME
Npou3BOACTBO, XpaHeHue, BBO3 B Poccuickyto defepaumio, OTNYyCK, peanusaumio,
nepegavy, nNpPUMEHEHNE U  YHUYTOXEHME JIEeKapCTBEHHbIX nNpenapatoB AN
MEAMUMHCKOrO MNpuMeHeHns, obecneumMBaloT B MOpPsSAKE M B COCTaBe, KOTOpbIe
yctaHoBneHbl [MpaButensctBom  Poccuickon  ®degepaumm € y4eToMm  Buaa
OCYLLECTBNAEMON UMW [OEATENbHOCTU, BHECEHWE WH(OpPMaUUM O NEeKapCTBEHHbIX
npenapaTtax Ans MegUUMHCKOrO MNPUMEHEHUA B CUCTEMY MOHUTOPUHra ABWMXKEHUS
NneKapCcTBEHHLIX NpenapaToB A1t MeAULMHCKOrO NPUMEHEHNS.

(4acTtb 7 BBegeHa PepepanbHbiM 3akoHOM 0T 28.12.2017 N 425-03)

7.1. IlekapcTBeHHble  npenapatbl AN MEOUUMHCKOrO  NPUMEHEHMS,
npeaHasHayeHHble ans obecneyeHus nuu, 60MbHBIX remModunmen, MykoBUCLIMAO3OM,
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rmnodunsapHbIM HaHN3MOM, 6ornesHblo [ole, 3nokadecTBeHHbIMM HOBOOHpa3oBaHUSAMM
NUMdONAHON, KPOBETBOPHOM U POACTBEHHBIX UM TKAHEWN, PACCESAHHBLIM CKIepO30M, NnLy
nocne TpaHCnnaHTauuM opraHoB u (Mnu) TkaHen, npounssedeHHble 0o 31 aekabpsa 2019
roga, a TaKkKe WHble feKapCTBEHHble rnpenapaTbl AN MeAULMHCKOro MpUMEHEeHWs,
npousseneHHble Ao 1 wonga 2020 roga, noanexar XpaHeHWo, nepeBOo3Ke, OTMYCKY,
peanusauuun, nepepade, npuMeHeHutio 6e3 HaHeceHWs CpeacTB uaeHTUdUKaummM Ao
NCTEeYEeHUs1 CpOKa UX rOAHOCTW.

(yactb 7.1 B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 462-93)

8. OpraHuzaumsi MHMPOPMALMOHHOIO B3aUMOLENCTBUS CUCTEMbI MOHUTOPUHra
OBWKEHUSI NEKAPCTBEHHbIX MpenapaTtoB A1 MEeOUUMHCKOrO MNPUMEHEHUS C WHbIMU
rocyaapCTBEHHbIMU WH(OPMALNOHHBIMK cucTeMammn obecneymBaeTcsa B TOM 4ucne
nocpeacTBoM MHPaACTPYKTypbl, obecneynsatoien HPOPMaLNOHHO-TEXHONOMMYECKOE
B3anMoAencTeme WHPOPMALUNOHHBLIX CUCTEM, MUCMONb3yeMbIX AN npefocTaBneHus
roCygapCTBEHHbIX M MYHUUMNANbHBLIX YCAYr W WUCMOSIHEHUS TOCYAAPCTBEHHbLIX W
MYHUUMNANbHbIX (PYHKUUIW B SNEKTPOHHOW dhopMme.

(yacTtb 8 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

9. OOwepocTtynHas WHGOpMaLMs, codepXxawasca B CUCTEME MOHUTOPUHra
OBWXXEHNS1 NekapCTBEHHbIX NpenapaToB A8 MegULMHCKOro NpUMeHeHns, pasMmeLLaeTcs
B WHJOPMAaLMOHHO-TENIEKOMMYHUKaAUNUOHHOM ceTu "MIHTepHeT" (B TOM 4ucne B copme
OTKPbITbIX [[aHHbIX) B Mopsiake, YycTaHoBrneHHoMm [lpasuTtensctBom Poccumnckon
depgepaumn.

(4actb 9 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

10. TlpousBoanTenu nekapCcTBEHHbIX CPEACTB MNOMy4valT coaepallylca B
CUCTEME MOHUTOPUHra ABWXKEHUSI NEKApCTBEHHbIX MpenapaTtoB Anst MeAMLMUHCKOro
NPUMEHEeHNa WHAOPMAaLMID O Ccepusix W NapTUAX JeKapCTBEHHbIX MpenapaTos,
NPOM3BOAMMBIX MMW W Haxo4sAWMxca B rpaxgaHckom obopote B Poccuiickon
denepaummn, 6€3803MeE34HO.

(wactb 10 BBegeHa PefepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

KoHcynbTaHTlnoc: npumevaHue.
Y. 11 cT. 67 BCcTynaet B cuny ¢ 01.07.2020.

11. 3a npou3BOACTBO MWAW MNpPoOAaxy JNeKapCTBEHHbIX nNpenapatoB  Ans
MEeOMLMHCKOro npumMeHeHus 6e3 HaHeceHus CpeacTB naeHTumkauumn, ¢ HapyLweHmem
YCT@HOBMEHHOrO nopsiika MX HaHEeCeHusl, a Takke 3a HEeCBOEBPEMEHHOE BHeCeHue
OAHHbIX B CUCTEMY MOHUTOPWUHra [OBWXKEHUS JEeKapCTBEHHbIX npenapatoB NS
MEANLMNHCKOro NPUMEHEHNS UM BHECEHWNE B HEE HEAOCTOBEPHbIX AaHHbIX opuandeckme
nuua u nHauBuayarnbHble NpegnpuHMMaTenu, ykasaHHble B 4acTax 4 U 7 HacTodLen
cTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuickon
depepaumn.

(wactb 11 BBegeHa PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

12. lMpaButenbctBo Poccunckon depepaumm Bnpase YCTaHOBUTb OCOOEHHOCTU
BHEOPEHUS CUCTEMbl MOHWUTOPUHIa [OBWXEHUS JEKAapCTBEHHbIX MpenapaToB Anis
MEOMUMHCKOrO MPUMEHEHMs, BKNOYasi CPOKM €ee BHeApPEeHusl, B  OTHOLUEHUU
NneKapCTBEHHbIX NpenapaToB ANd MeANLNHCKOro NPUMEHEHNS, BKIMIOYEHHbIX B NEPEYEHb
XM3HEHHO HEeOobXOOMMbIX U BaXXHEMLINX NEeKapCTBEHHbLIX NpenapaToB, fIEKapCTBEHHbIX
npenapaToB, npeaHasHaveHHbIX Ans obecneyeHuss nuuy, 60MbHBIX remodunmnen,
MYKOBUCLIMAO30M, TrMnodunsapHbiM HaHM3MOM, OonesHbio [owe, 3roKkayecTBEHHbIMU
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HOoBOOOpasoBaHNAMM NUMEOMAHON, KPOBETBOPHOMW W POACTBEHHbIX WM TKaHEW,
paccesiHHbIM CKNepo3oM, NuL, nocre TpaHCcniaHTaumMm opraHoB U (MnNn) TKaHewW, WHbIX
neKkapCcTBEHHbIX NpenapaToB A4S MeOULMHCKOTO NPUMEHEHNS.

(4yactb 12 BBegeHa PefepanbHbiM 3akoHOM 0T 28.12.2017 N 425-93)

Maea 14.1. OTPAHUYEHUA, HANNTATAEMBbIE
HA OPTAHU3ALUUU, OCYLLECTBINAOLWUE OEATENIBHOCTbD
MO OBPALUEHNIO NEKAPCTBEHHbBIX CPEAOCTB
(BBegeHa PenepanbHbiM 3akoHOM 0T 25.11.2013 N 317-93)

CraTtbs 67.1. OrpaHuyeHus, Hanaraemble NMpu ocyLeCTBNEHUN AeATeNIbHOCTHU
B cpepe obpaLieHUs nekapcTBeHHbIX CpeacTs

1. Opranuzauum, 3aHumMawowmnecs paspaboTkon, nNPOM3BOACTBOM WU (MUnn)
peanu3aunen NeKapCcTBEHHbIX MpenapaTtoB AnNs  MEOULUHCKOrO  MPUMEHEHUS,
opraHusauuun, obnagawowme npaBamum Ha WCMNONb30BaHWE TOProBOro HaMMeHOBaHMUS
neKkapcTBEHHOro npenapaTta Ansi MeAULUHCKOrO NMPUMEHEHUS, OpraHu3auum OnTOBOW
TOProBNM NEKapCTBEHHbIMW CPeACTBaMu, anTeYHble opraHM3aumm (Mx npeacraBuTenMy,
WHble (PM3MYECKME U HOPUOMYECKME NMUA, OCYLLECTBSIOWMNE CBOKO OEATENbHOCTb OT
MMEHWN 3TUX OpraHu3auuin) B OTHOLLUEHMM MEOULMHCKUX pabOTHUKOB M pyKOBOAMTENEN
MEANLMNHCKNX OpraHM3aunin He Bnpaee:

1) BpydaTb nogapku, BbiNfavMBaTb [OEHEXHble CcpeactBa (3a WUCKIOYEHNEM
BO3HArpaXKaeHWn no [JoroBopam npu MNpPOBEOEHMM KITMHUYECKMX MCCreaoBaHUN
NeKkapcTBeHHbIX MNpenapaTtoB ANd MEeAUMLUMHCKOrO MNPUMEHEHUS, BO3HarpakaeHwun,
CBSA3aHHbIX C OCYLLECTBIIEHMEM MEOUUVHCKUM pabOTHUKOM neaarornyeckon n (unm)
Hay4YHOW OesTenbHOCTU), B TOM 4uMCrie OnnaynmBaTb pasBreyYeHusl, OTAblX, npoesn K
MEeCTy OTApbIXa, a Takke MNpuBreKaTb K y4acTU0 B pasBriekaTeflbHbIX MEepPOnpUSaTUSX,
NPOBOAUMbIX 32 CYET CBOUX CPEACTB;

2) 3aknuyaTb COrnaweHUsl O HasHaYeHWM WNM pekoMeHZauuMu nauneHTam
NeKapCTBEHHbIX MpenapatoB Ans MeAMUMHCKOrO MNPUMEHeHMs1 (3a WCKMOYeHneM
[OrOBOPOB O NPOBEAEHUMN KITMHUYECKNX MCCNEOOBAHNI NEeKapCTBEHHbIX NpenapaTos Ais
MeOULNHCKOro NpUMeEHEHNs);

3) npepoctaBnsATb 00pasupbl NEKAapCTBEHHbLIX MpenapatoB AN MeAULMHCKOro
NPUMEHEHUS B LENSIX BPYYEHUS NaumeHTam (3a UCKMOYEHMEM CryyaeB, CBSI3aHHbIX C
NpoBeAEeHNEM  KIMMHUYECKUX WUCCNEeOoBaHWA IeKapCTBEHHbIX npenapatoB  Ans
MEONLIMHCKOIO NPUMEHEHWS);

4) npepocTtaBnATb HEOOCTOBEPHYHD UM (MNK) HENOSMHYK MHGOpMauuio o
nekapCTBEHHbIX Npenapartax A4ns MeANLMHCKOro NpMMEHEHWS;

5) nocewatb nx B paboyee Bpems Ha pabounx mecTax, 3a UCKINIOYEHNEM CIy4YaeB,
CBSI3aHHbIX C NPOBEAEHNEM KIMMHUYECKUX UCCIEAOBaHWUIA NEeKapCTBEHHbLIX NpenapaToB
ANS  MEOMWLMHCKOrO MPUMMEHEHWs, C y4yacTMeM B NoOpsigke, YCTAHOBMEHHOM
pyKkoBoauTenem MeauLMHCKOWM opraHm3aunm, B cobpaHmsax MeanuUMHCKMX paboTHUKOB U
MHBIX MEPONPUATUAX, HanpaBIieHHbIX Ha MOBbIWEHME MX NPOGECCMOHANBHOIO YPOBHS
NN Ha npepgocTaBneHve MHPOPMaUUKN, CBA3AaHHON C OCYLLIECTBIIEHNEM MOHUTOPUHra
Ge3onacHOCTM NeKapCTBEHHbIX NpenapaTos;

6) nobyxaaTb K BbIMUCbIBAHUIO NEKAPCTBEHHbIX NpenapaTtoB Ans MeauLMHCKOro
NpMMeHeHns Ha bnaHkax, coaepxalmnx MHOopPMaLMIO PEKITAaMHOIO XapakTepa, a Takke
Ha peuenTypHbix 6naHkax, Ha KOTOPbIX 3apaHee HaneyaTaHO HaVMeHOBaHue


consultantplus://offline/ref=70B9D80D32DDE93F5AEF8D85D27F746ECEB9DC04F10DF4064B16FAF919C9F58AA5B9CA85A3A58811E491ECCE2189B7C49D7D0B12BA77C1C1G5AAM
consultantplus://offline/ref=70B9D80D32DDE93F5AEF8D85D27F746ECCB4D906F708F4064B16FAF919C9F58AA5B9CA85A3A48911ED91ECCE2189B7C49D7D0B12BA77C1C1G5AAM

JNIeKapCTBEHHOro npenapata gnd MmegununHCKoro npuMeHeHunA.

2. OpraHusaummn, ykasaHHble B ab3aue nepBomMm 4actu 1 HacTosiwen ctaTbi, U UX
npeacTaBuTeNnn B OTHOLWEHUW hapmaueBTUYeCKUX paboTHMKOB U pyKOBOAMTEMEW
anTeyHbIX OpraHM3auun He Bnpase:

1) Bpy4YaTb Nogapku, BbiNnaymMBaTtb AeHEXHbIE CPEACTBA, B TOM YMCIe onnavnBaThb
pasBrevyeHusi, oTablX, MNpoe3nq K MecTy OoTAblxa, M MpuBnekaTb K y4acTuio B
pasBrekaTenbHbIX MEPOMNPUATUSIX, MPOBOANMbIX 38 CYET CBOUX CPEACTB;

2) npegoctaBnsaTb obpasubl NeKapCTBEHHbIX MpenapaTtoB AN MeAMUMHCKOro
NPUMEHEHUS 411 BPYYEHUS] HACENEHUIO;

3) 3aknyaTb CcornaweHus O MpeasioKeHUn HaceneHuo  onpeaerneHHbIX
NeKkapCTBEHHbIX NpenapaToB ANg MeAULMHCKOrO NPUMEHEHNS;

4) npepnoctaenAaTb HEOOCTOBEPHYD W (MNW) HEMOMHyl MHOpMauuio o
neKkapCTBEHHbIX npenaparax Ans MeAUUMHCKOro NMPUMEHEHUs, B TOM YUCIie UMEIOLLNX
O[IMHaKOBOE MeXAyHapOoAHOe HernaTeHTOBaHHOE HauMeHOBaHMe.

Cratba 67.2. TpeGoBaHMA K oOpraHusauMm W nNpPOBEAEHUID HayYHbIX
MEepOonpuUATUA, WHbLIX  MEpPOMNpUATUW, HamnpasfieHHbIX Ha  NOBbIWeEHUe
npoc¢eccuoHanbHOro ypoBHA MeAULIMHCKUX pabOTHMKOB UM Ha NpefocTaBrieHne
MHdoOpMauun, CBA3AHHOW C OCYyLeCTBNEHUEeM MOHUTOpUHra OGe3onacHOCTU
NleKapCTBEHHbIX NpenapaToB

1. Mpn npoBeeHUN HayYHbIX MEPOMNPUATUNA, UHBIX MEPONPUATUIN, HanpaBneHHbIX
Ha noBbllleHNe MPOPECCUOHANBHOIO YPOBHA MEAUUMHCKMX paboTHUKOB WM Ha
npeaocTaBneHne CBA3AaHHOM C  OCYLLECTBMIEHMEM MOHMTOPUHra ©Ge3onacHocTh
NeKapCTBEHHbIX  MNpenapatoB  WH(OpMauuW,  OpraHndyemMblX  OpraHu3auusimu,
yKa3aHHbIMK B ab3aue nepBoM YacTtun 1 ctatbn 67.1 HacTosiwero PegepanbHOro 3akoHa,
NX NpeacTaBuUTENAMU U (M) UHAHCUPYEMBIX 32 CHET CPEACTB ATUX OpPraHn3aunin n ux
npegcraBuTenen, sanpeLlaeTcs NpendaTcTBOBaTb Y4aCTUIO B yKa3aHHbIX MEPONPUATUAX
WHbIX OpraHu3auui, KoTopble NPOU3BOAAT UMW peanuaytoT fekapCTBeHHble npenapaTbl
AN MeOVLUMHCKOrO MPUMEHEHUSI CO CXOXMM  MeXaHU3MOM  papMakororn4eckoro
aenctend, nMbo cosgaBaTb OUCKPUMMHALMOHHbLIE YCIOBUA ONS OOHUX YYaCTHWUKOB MO
CpaBHEHUIO C APYrMMU yYaCcTHUKaMU, 8 UMEHHO:

1) NpegocTaBnsATb Pa3fMYHOE KONMYECTBO BPEMEHM ANS BbICTYMNNEHMIN YH4aCTHUKOB,
pasnnyHble No pasMepy 3aHMMaeMoW NMollaaM Mecta Ans AeMOHCTpauun obpasuoB
NeKapCTBEHHbIX MpenapaTtoB Ans MEeAMLMHCKOrO MPUMEHEHUS WU  pPekaMHbIX
MaTepuanoB O JleKapCTBEHHbIX MNpenapaTax Ans MeAWMUMHCKOrO NpUMEHEHUs Ha
3KCNO3MUUSIX, CTEHAAX, 38 UCKMIOYEHNEM Cly4YaeB, €Cnu Takmne YyCroBus 3aKpenseHbl B
cornalleHusx aTUX opraHusauuin, ux npeacrtaButTenet 0 pMHaHCUPOBAHUN yKa3aHHbIX
MeponpuaATUIA 1 0BYCNOBMEHBI pa3nMYHbIMU 3aTpaTaMy y4aCTHUKOB Ha MX OpraHM3aLuuio;

2) ycTaHaBnuBaTb pa3Mep B3HOCA Afsi YYAaCTHUKOB MEPOMNPUATUM, yKasaHHbIX B
ab3ale nepBOM HaCTOSILLEW 4acTW, NPEBbILAKWMIA CyMMY 3aTpaT Ha opraHusaumto
yKa3aHHbIX MeponpuUsaTUA U Bedylmid K HeOBOCHOBAHHOMY OFPaHWYEHUIO 4YMcna ux
YYaCTHUKOB.

2. OpraHusauuu, ykasaHHble B ab3aue nepBoM 4Yactu 1 ctatbu 67.1 HacTosLwero
denepanbHOro 3akoHa, UX NpeacTtaBuMTENN, OCYLLECTBALAIOLWME OpraHmM3auunio u (Mnm)
(PUHaAHCMPOBAHNE MEPONPUATUI, YKa3aHHbIX B YacTu 1 HacTosiwen ctatbu, 06s3aHbl



obecneunBaTtb AOCTYMN K MHpOpMauumn 0 faTte, MeECTE Y BPEMEHN NPOBEAEHNSA YKa3aHHbIX
MEpPONPUATUIA, NriaHax, nporpamMmmax NpoBeAeHUs] yKa3aHHbIX MEepOonpusaTUiA n Temax,
nnaHuUpyemMblX A9 PacCMOTPEHUHA, COCTaBe WX YYaCTHUKOB MyTeM pasMelleHus
COOTBETCTBYIOLEN NHPOPMALINK HA CBOUX odouLmManbHbIX canTax B ceTu "MHTepHeT" He
nosgHee ABYX MecsUeB A0 Havarna nposefeHns yKasaHHbIX MeponpuaTUn.

3. IHdhopmaumsa o npoBegeHUn MeponpuAaTUi, yKasaHHbIX B 4actu 1 HacTosiwen
cTaTbl, B CPOK, YCTAHOBMEHHbIA YacTbid 2 HaACTOAWen CcraTtbW, [OMmKHaA ObiTb
HanpaBneHa B egeparnbHbii OpraH WCMOMHUTENbLHOM BNAcTW, OCYLLECTBNAKLLMIA
YHKUMN MO KOHTPOSIKO U Haa3opy B cdepe 34paBOOXpPaHEHWUd, Ond nocneayrowero
pa3MeLleHns ee Ha odpmumanbHOM canTe 3Toro opraHa B cetn "MHTepHeT".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJNIbCTBA
POCCUNCKON ®EQEPALIUUN NPU OGPALLEHUU NEKAPCTBEHHbIX CPEACTB
M BOSMELLEHUE BPELA, NPUYUHEHHOIO 340POBbLIO NIPAXXOAH
BCJNEACTBUE NMPUMEHEHUA NNEKAPCTBEHHbIX NMPEMAPATOB

CraTtbs 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHoaaTenbcTBa Poccumnckon
®depepaumm npm obpaLeHUn ekapcTBEHHbIX CPeaAcTB

1. HapyweHnue 3akoHopgaTenbctBa Poccuickon degepaumm npu obpalieHun
NEeKapCTBEHHbLIX CPeacTB Brnedyet 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUMM C
3akoHogartenscTtBoM Poccuickon ®eagepaunn.

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

2. 3a HenpepcTaBrieHNe UM HECBOEBPEMEHHOE MnpeacTaBrieHne nHdopmaumm mn
(unn) gokymeHTOB nuBO npeacTaBneHWe HeAOCTOBEepPHbIX WHgopMaumm wn  (Mnwu)
OOKYMEHTOB, MpedyCMOTPEHHbIX HacToAawmm defepanbHbIM - 3aKOHOM, CyOBLEKThI
obpallleHns nekapcTBeHHbIX CPeACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUMM C
3akoHogartenscTtBoM Poccuickon ®eagepaunn.

(yactb 2 BBegeHa ®PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-903; B peg.
depnepanbHoro 3akoHa ot 04.06.2018 N 140-93)

Ctatba 69. Bo3meweHuMe Bpepa, MNPUYMHEHHOro 340POBLI0 rpaXaaH
BCneacTBue NpMMeHeHUsA feKapCTBEHHbIX NpenapaTtoB

1. TMpousBoauTenb nekapCTBEHHOro npenapata o06s3aH BO3MECTUTb Bpeq,
MPUYMHEHHBI  300POBbLI0 rPaXgaH BCMEACTBUME MNPUMEHEHUA  NeKapCTBEHHOro
npenapaTa, eCnu [oKa3aHo, YTo:

1) nexkapcTBeHHbI npenapaTt MNPUMEHSNCA MO Ha3Ha4YeHUK B COOTBETCTBUM C
WMHCTPYKUMEN NO NPUMEHEHWNIO NEKapCTBEHHOro npenaparta 1 NpuYnHON Bpeaa SABUICH
BBOZ B rpakgaHckmm o6opoT HeJobpokavyeCTBEHHOMO fieKapCTBEHHOrO npenapara;

2) Bped 300pOBbH MPUYMHEH BCRNeACTBME HEAOCTOBEPHOM MHOpMaumu,
coepxallencs B MHCTPYKUUN MO NPUMEHEHUIO NIeKapCTBEHHOrO npenapara, n3gaHHoun
npoun3soguTenem fieKapCTBEHHOro npenapara.

2. B cny4yae, ecnu Bpeq 3400pOoBb0 rpaxaaH NPUYMHEH BCNEACTBUE MPUMEHEHWS
nekapCcTBEHHOro npenapaTa, NpuWeawero B HErogHoCTb B pesynbTaTe HapylleHus
NpaBun  XpaHeHWs  NeKapCTBEHHbIX CPeAcTB, MpaBuil  ONTOBOWM  TOProBMU
nekapCcTBEHHbIMM NpenapaTamu, NpaBui OTMNyCcKa NeKapCTBEHHbIX NpenapaTos, NpaBun
M3roTOBMEHMS U OTMyCKa JlekapCTBEHHbIX MNpenapaToB, BO3MeLleHMe Bpefa
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OCYyLLEeCTBNAETCS COOTBETCTBEHHO OpraHusauuen onToBOW TOProBNU feKapCTBEHHbIMMU
cpeacrtBamu, anTeyYyHoM opraHusauuven, uHauBMAyarnbHbIM  NpeanpuHuMaTenem,
MMEKLWNMU NNLUEH3NI0 Ha (papMaueBTUYECKYID AEATENbHOCTb WM JIUMLEH3UI0 Ha
MEOVLNHCKYIO OeATeNbHOCTb, MEOULMHCKOW OpraHusauuen, nMerowen nUueH3nio Ha
drapmaueBTUYECKYD  OeATEeNbHOCTb (ee 060c0o6neHHbIM nogpasgeneHmem
(ambynaTtopuen, denbaepcknmMm n enbawepcko-akyLepckMMm MyHKTamMu, LEHTPOM
(oTaeneHvnem) oben BpadebHoOM (CEMENHON) NPAKTUKKN), PAcrnonOXeHHbIM B CEfIbCKOM
HaceneHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTeyHasi opraHmsaums), 4onyCTUBLLMMMU
npogaxy unm oTrnycK Takoro fiekapCTBEHHOro npenapara.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelwieHne Bpega, MNPUUYMHEHHOrO 340POBbLID rpaxgaH BcreacTene
NPUMEHEHNS NeKapCTBEHHbIX NpenapaToB U COBEPLLUEHUSI NPOTUBOMNPAaBHbLIX AENCTBUN
cybbekTamn obpalleHnsa nekapCTBEHHbIX CPeaCcTB, OCYLLECTBNSETCS B COOTBETCTBUN C
3akoHogartenscTtBoM Poccuickon ®eagepaunn.

Mnasa 16. 3AKITIOYUTEJIbHBIE NMONOXEHUA

CraTtbs 70. O npu3HaHUM yTpaTUBLLMMU CUITY OTAENbHbIX 3aKOHOAATENbHbIX
aKToOB (NONOXEeHUN 3aKkoHoAaTenbHbIX akToB) Poccumnckon ®epgepauunm

Mpu3HaTh yTpaTUBLUNMUK CUIY:

1) ®epepanbHbii 3akoH OT 22 uoHA 1998 roga N 86-®3 "O nekapCTBEHHbIX
cpeactBax" (CobpaHue 3akoHopatenbctBa Poccunckon ®epepaumm, 1998, N 26, crT.
3006);

2) ®epepanbHbint 3akoH oT 2 aHBapd 2000 roga N 5-d3 "O BHeceHUN 3MEHeEHNA n
pononHeHnn B PepepanbHbin 3akoH "O nekapctBeHHbix cpeactBax” (Cobpanue
3akoHopartenbcTBa Poccuickon ®epepaumm, 2000, N 2, cT. 126);

3) ctatbto 40 PepepansHoro 3akoHa ot 10 sHBaps 2003 roga N 15-d3 "O BHeceHuun
M3MEHEHMA W [OOMOSIHEHMA B HEKOTOpble 3akoHodaTenbHble akTbl Poccuinckon
depepaumn B cBA3M C npuHaTMem ®PepepanbHoro 3akoHa "O nuueH3nMpoBaHuuU
oTAenbHbIX BMAaoB aeatenbHocTn" (CobpaHue 3akoHogaTenbcTBa Poccunckon
®epepaumn, 2003, N 2, cT. 167);

4) ctaTbto 31 PegepanbHoro 3akoHa oT 30 mnoHsa 2003 roga N 86-d3 "O BHeceHUM
M3MEHEHUA W [OOMOSMIHEHUWW B HEKOTOpble 3akoHodaTerlbHble akTbl Poccuimckon
depgepaumn, MNPU3HAHUKU YTPATUBLLUMMW CUITY OTAENbHbIX 3aKOHOAATESbHbIX AaKTOB
Poccunckon ®efepaunn, npegocTaBneHnm OTAENbHbIX rapaHTUin COTPYAHNKaAM OpraHoB
BHYTPEHHUX [erfl, OpraHoB MO KOHTPOSO 3a OOOpPOTOM HapKOTUYECKUX CPEeAcTB U
NCUXOTPOMHbIX BELLECTB M ynpasaHaeMbixX doeaeparibHbIX OpraHoB HanoroBowm Nonmuumn
B CBA3M C OCYLLECTBfIEHMEM Mep MO COBEPLUEHCTBOBAHUIO [OCYAapCTBEHHOro
ynpasneHusn" (CobpaHue 3akoHogatenoctBa Poccuiickon ®egepaumm, 2003, N 27, cT.
2700);

5) cratbto 101 depepanbHoro 3akoHa oT 22 asrycta 2004 roga N 122-93 "O
BHECEHUM U3MEHEHNN B 3aKOoHoJaTernbHble akTbl Poccuickon denepaumm n npusHaHum
yTpaTUBLLMMM CUNY HEKOTOPbIX 3akoHodaTernbHbiX akToB Poccunckon depepaumn B
CBA3N ¢ NpuHaTMeM deneparnbHbiX 3aKOHOB "O BHECEHUM U3MEHEHUN U OOMNOSIHEHUN B
depepanbHbii  3akoH  "O6 0o0WMX nNpuHUMNAX OpraHu3auun 3akoHoAaTemNbHbIX
(NnpeacTaBMTENbHbBIX) U UCMNOSTHUTENbHBIX OPraHOB rOCYAapCTBEHHON BriacTu CyObekToB
Poccuinckon  depepauumn” n  "O6 oOwmx nApuHUMNAX OpraHM3aumMm MeCTHOrO
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camoynpasnenna B Poccunckon ®depepauun” (CobpaHne 3akoHOAaTenbCTBa
Poccunckon ®epepaumn, 2004, N 35, c1. 3607);

6) craTtbto 28 depgepanbHoro 3akoHa ot 18 gekabpsa 2006 roma N 231-03 "O
BBedeHMN B OencTBMe Yactum deTtBepTonm [paxpgaHckoro kopekca Poccuinckon
®epepaunn" (CobpaHune 3akoHoaatenbctBa Poccuiickon ®epepauun, 2006, N 52, cT.
5497).

Cratbsa 71. BctynneHue B cuny Hactosiwero ®eaepanbHOro 3akoHa

1. HacTtoawun degepanbHbin 3akoH BcTynaeT B cuny ¢ 1 ceHTsibpa 2010 roga.

2. lekapcTBeHHblE CpeAcTBa, 3aperncTpupoBaHHble 4O AHS BCTYMMEHUS B CUny
HacTosiwero degepanbHOro 3akoHa, noanexaT BKMIOYEHUIO B rOCyapCTBEHHbIE
peecTpbl NEKapCTBEHHbIX CPeACTB C BHECEHMEeM YKasdaHHbIX B 4Yactu 1 cratbum 33
HacTosilero ®eagepanbHOro 3akoHa cBegeHUn 00 3TUX NeKkapCTBEHHbIX cpeacTBax 6es
NPOXOXAEHMA BHOBb MNpoueaypbl roCygapCTBEHHOW perncrpauumn nekapcTBEHHbIX
npenapaTos.

3. N'ocymapcTBeHHasn perncrTpaums NekapcTBEHHbIX NpenapaToB, 3a UCKNoYeHNEM
NeKapCTBEHHLIX MpenapaToB ANs MeOUMUMHCKOrO MPUMEHEHMUs), NPeacTaBMEHHbIX Ha
YKa3aHHYyl permctpauuio 40 AHS BCTynneHust B cuny Hactoswero depepanbHoOro
3aKOHa, OCYLLEeCTBMSETCA B COOTBETCTBMM C Hactoswum PepepanbHbiM 3aKOHOM Ha
OCHOBaHUN [JOKYMEHTOB W [AaHHbIX, MPeACTaBMeHHbIX A0 AHS BCTYMSIEHUS B CuUny
HacTosiwero ®enepanbHOro 3akoHa.

(B8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. locypapctBeHHas peructpauus JfeKkapCTBEHHbIX MpenapaToB  And
MeaMLUMHCKOro NpUMeHeHus, NpeacTaBrieHHbIX Ha rocyJapCTBEHHYIO perucTpaumio 4o
OHA BCTynneHuss B cuny Hactosiwero deaepanbHOro 3akoHa, M rocydapCTBeHHas
perncTpauusa  nekapcTBeHHbIX MpenapaTtoB AN MEeAUUMHCKOTO  NMPUMEHEHUS,
npeacTaBfeHHbIX Ha 9KCNepTU3y NeKkapCTBEHHbIX CPeaCcTB OO0 OHSA BCTYNSIEHUS B Cuny
HacToswero ®efepanbHOro 3akoHa B UendAx WX nocnegyowen rocyaapCTBEHHOM
pernctpauuu, oCyLLEeCTBIAIOTCA HA OCHOBaHUM JOKYMEHTOB N AHHbIX, NpeAcTaBreHHbIX
00 OHA BCTYNneHus B cuny Hactoswero efepanbHOro 3akoHa, a Takke 3asBrneHus o
rocygapCTBEHHOW perucTpauuu nekapCTBEHHOro rnpenaparta, npeacraBneHHoro
NPOM3BOAMTENEM FEKapCTBEHHbIX NpenapaTtoB WNU YNOMHOMOYEHHbIM UM NULOM B
COOTBETCTBUU C HacToAwmM PefepanbHbIM 3aKOHOM B YNIONTHOMOYEHHbIN hefepanbHbif
opraH ucnonHuteneHon Brnactm o 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl
rocygapCTBEHHOW MOLUMUHLI, NPeayCMOTPEHHOM 3akoHodaTernbCTBOM  Poccunckon
denepaumm o Hanorax u cbopax.

(wactb 3.1 B peq. PepeparnbHoro 3akoHa oT 29.11.2010 N 313-93)

3.2. [NoaTBepaeHe rocygapCTBEHHON perucTpaumm nekapcTBeHHbIX npenapaTos
AN MeOULUMHCKOrO  MPUMEHEHUsl,  NPEeACTaBfieHHbIX AN NoaTBepXAeHUs
rocygapCTBeHHOW perucrtpauum o OHsS BCTYNNeHUs B cuny Hactoswero degeparnbHOro
3aKoHa, U NOATBEPXAEHME rOCYyAapCTBEHHOM perncTpaumm nekapcTBeHHbIX NpenapaTtos
AN MegUUMHCKOro NPUMEHEHUs, NpeaCTaBfeHHbIX Ha 3KCMNepTU3y JeKapCTBEHHbIX
CpeacTB OO OHA BCTYNneHWa B cuny Hactoswero denepanbHOro 3akoHa B LEnsX
nocrnegyoLlero nNoATBePXaeHUs NX rocyaapCTBEHHOMW perucrpaumm, OCyLeCcTBSTCA
Ha OCHOBaHWWN OOKYMEHTOB W AaHHbIX, NPeACTaBMEHHbIX A0 AHS BCTYMNNEHUS B CuUny
HacTosiwero ®egepanbHOro 3akoHa, a TakkKe 3asiBfeHuMss O NoATBEpPXOEHUU
rocygapCTBEHHOW  perucTpauumn fnekapCTBEHHOro npenaparta, npeacTaBfneHHoro
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nponssoguTeneM JiekapCTBEHHbIX MpenapaTtoB UMM YNOMHOMOYEHHbIM MM NULOM B
COOTBETCTBUM C HacToAwmm PefepanbHbIM 3aKOHOM B YNIONTHOMOYEHHbIN heaepanbHbii
opraH ucnonHutenoHon Bnactu o 1 mapta 2011 roga, 6e3 TpebGoBaHwua ynnathbl
rocyapCTBEHHOM MOLWJSIMHbBI, NPEeayCMOTPEHHOW 3aKoHoAaTenbCTBOM PoOCCUnUCKOn
depepaunn o Hanorax n cbopax.

(4acTtb 3.2 B peq. PepgepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.3. MNpuHATHE pelleHns 0 BHECEHUU U3MEHEHUN B JOKYMEHTbI, coepXallunecs B
PEerMcTpaunuoHHOM AO0Cbe Ha 3aperMcTpuUpoBaHHbLIN NEKaApCTBEHHbLIM npenapaT Ans
MEeLMLMHCKOro NpUMEHEHNS 1 NpeacTaBeHHble 40 OHA BCTYNNEHNS B CUIY HACTOSILLLErO
denepanbHOro 3akoHa, M NPUHATUE pPeLLeHUst O BHECEHUN U3MEHEHUA B OOKYMEHTHI,
coaepkalleecs B permcTpaumoHHOM AOCbe Ha 3aperMcTpupoBaHHbLIN NEKapCTBEHHbIN
npenapaTt Anss MeOULMHCKOTO MPUMEHEHUST U NPeLCTaBfEHHbIE Ha 3KCNepTusy
NEeKapCTBEHHbIX CPEeACTB A0 [OHA BCTyNneHus B cuny Hactoswero degepanbHOro
3aKOHa, OCYLLECTBIATCA HA OCHOBAHUM AOKYMEHTOB W AaHHbIX, NPEeACTaBEHHbIX 40
OHSA BCTYyNneHus B cuny Hactosiwero defepanbHOro 3akoHa, a Takke 3asiBieHus O
BHECEHMMN M3MEHEHUN B AOKYMEHTbI, coAaepXalnecs B perMcTpauumoHHOM OOCbe Ha
3aperncTpupoOBaHHbLIN NIEKAPCTBEHHbIN npenapaTt Ans MeAULMHCKOro MNPUMEHEHUS,
npencraBneHHoro nponssoguTenem neKapCcTBEHHbIX npenapaTos nnu
YNOMHOMOYEHHbIM UM fIMLIOM B COOTBETCTBUM C HacTosAwmm PenepanbHbiM 3aKOHOM B
YNONHOMOYEHHbIV hefepanbHbI OpraH ncnonHuTensHom Bnactn go 1 mapta 2011 roga,
6es TpeboBaHusi  ynnaTtbl  rOCYAApPCTBEHHOW  MOLWMWHbBI,  NPeasyCMOTPEHHOW
3akoHogartenbcTtBoM Poccuinckon ®egepaunm o Hanorax n cobopax.

(wacTtb 3.3 B peq. PepeparnbHoro 3akoHa oT 29.11.2010 N 313-93)

3.4. Bblgaya paspelleHMn Ha nNpoBedEHME  KINMHUYECKUX unccrnenoBaHun
nekapCTBeHHbIX MpenapaTtoB Ans MeAUUMHCKOrO MPUMEHEHUSI N0  3asBIIEHUAM,
nogaHHbIM 4O OHS BCTYNNEeHus B cuny Hactoswero ®egepanbHOro 3akoHa, a Takke no
3asBreHnsiM, NoAdaHHbIM Nnocne AHA BCTYMMeHua B cuny Hactoswero degepanbHOro
3aKOHa Ha OCHOBaHMM 3KCNEePTU3, NPOBEAEHHbIX 40 AHA BCTYNNEHUS B CUIY HACTOSLLEro
depgepanbHOro 3akoHa, OCyLLEeCTBNAeTCS B COOTBETCTBMU C HacToswmm degepanbHbiM
3aKOHOM Ha OCHOBaHMM AOKYMEHTOB M AaHHbIX, NPEeACTaBEHHbIX NN NOMYYEHHbIX 40
OHSA BCTyNneHna B cuny Hactoswero defepanbHOro 3akoHa, a Takke Ha OCHOBaHUU
KOonuu npeaBapuTenbHOro AoroBopa 00sa3aTenibHOro CTPaxoBaHMS KU3HW, 340POBbS
NauneHToB, y4acTBYIOLWMX B KITMHUYECKOM UCCNeLoBaHUM NleKapCTBEHHOro npenapara
Ana MeaMUMHCKOro NPUMEHEHUs, UMK KOnMuM AoroBopa obdA3aTenbHOro CTpaxoBaHUs
XW3HKW, 300pPOBbS  NALMEHTOB, Y4YaCTBYKOLWMX B  KIMHMYECKOM  UCCregoBaHUn
neKkapcTBEHHOro npenapara Ans MeguUUMHCKOro NpUMEHEHUs, NMbo npeacTaBreHHOM
Konuu [goroBopa o00s3aTenbHOr0 CTPaxoOBaHWUs, 3aKMYEeHHOro B COOTBETCTBUM C
TMNOBbIMK MpaBunamm 06A3aTenbHOro CTpaxoBaHWA, C  yKasaHWeM npeaenbHONn
YUCNEHHOCTM NALMEHTOB, Y4aCTBYIOLLNX B KIIMHUYECKOM UCCreg0BaHNUM NEKapCTBEHHOIO
npenapaTa 4ns MeguuMHCKOro npuMeHeHuns, 6e3 TpeboBaHunsa ynnatbl rocyaapCTBEHHOM
NOLLMNHBI, NPegyCMOTPEHHON 3akoHogaTenscTBOM Poccuiickon ®efepauumn o Hanorax
n cbopax.

(4acTtb 3.4 B peq. PeagepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperncrpupoBaHHble B MHOCTPaHHOW BaroTe A0 AHA BCTYMMEHUs B Cuny
HacToswero ®eaepanbHOro 3akoHa npefernbHble OTMNYCKHblEe LEeHbl WHOCTPaHHbIX
NPOV3BOAMTENEN Ha NEKapCTBEHHbIE Npenaparthl, BKMIOYEHHbIE B NepeYvYeHb XU3HEHHO
HeobXOAMMbIX U BaXKHEWLWWX feKapCTBEHHbIX MpernapaToB, nogrexaT nepecyeTty B
py6nu no kypcy LieHTpanbHoro 6aHka Poccuiickon ®egepauunu Ha aaty, yCTaHOBMEHHYHO
MpaButenbctBom Poccuinckon depepauumn, 06e3 npeacTtaBneHMsa 3asiBieHUst O
nepecyeTe LEHbl C BHECEHMEM COOTBETCTBYHLUMX W3MEHEHUM B TOCYyOapPCTBEHHbIV
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peecTp npeaenbHbiX OTMNYCKHbIX LIEeH NPOU3BOAUTENEN Ha NEKapCTBEHHbIE npenapaTsl,
BKIMIOYEHHbIE B MNEpeyvYeHb XXU3HEHHO HeOOXOAMMbBIX W BaXKHEWLUMX JeKapCTBEHHbIX
npenapaTos.

(yacTtb 3.5 BeBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3aperucTpupoBaHHble 0O AHA BCTYNMEHUA B cury Hactoswero ®eageparnbHoOro
3akoHa npeaernbHble OTMYCKHbIE LieHbl POCCUMUCKUX NPOU3BOAUTENEN HA NIEKAPCTBEHHbIE
npenapaTbl, BKMHOYEHHbIE B MEpPEeYeHb XU3HEHHO HEOOXOAMMBIX U BaXXHEWULLUX
nekapCcTBEHHbIX Npenapartos, nognexart nHaekcaumm ¢ 1 Hosdpa 2010 roga ncxoas m3
MNPOrHO3MPYEMOro YpPOBHSA WMH(NSUMK, yCcTaHoBNEeHHoro depepanbHbiM 3aKOHOM OT 2
nekabps 2009 roga N 308-93 "O denepansHom 6togxeTte Ha 2010 rog 1 Ha NNaHoOBbIN
nepuog 2011 n 2012 rogos" Ha 2011 rog.

(yacTtb 3.6 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.7. Nocne 1 mapta 2011 roga He pJgonyckawTCs NPOM3BOACTBO U BBO3 B
Poccurickyto depepauunio nekapCTBEHHbIX NpenapaTtoB B ynakoBKax C MapKUPOBKOW,
koTopas 6bina HaHeceHa 00 AHS BCTYNNEeHNs B cuny Hactoswero PegepanbHOro 3akoHa.
M0 wnCTeYeHUM YyKa3aHHOrO CpoKa [AdaHHble neKkapCcTBEHHble npenapaTtbl MOryT
OTrnycKaTbCs, peanv3oBbliBaTbCS, NepeaaBaTbCs U NPUMEHATHCA 40 NCTEYEHUS UX CpoKa
rogHoOCTW.

(B pen. ®PepepanbHblx 3akoHOB OT 29.11.2010 N 313-93, ot 06.12.2011 N 409-$3)

4. Co gHsa BCTynneHus B cuny Hactosiwero deneparnbHoro 3akoHa n no 30 anpens
2011 roga BKMYUTENBHO AONYCKAeTCA MpOBEAEHME IKCNEepTM3bl NEeKapCTBEHHbIX
CpeacTB JKCMepTamMu IKCNEPTHOrO ydpexaeHna OO0 NPOXOXAEHUS MMKU aTTecTauuu B
nopsiake, yCTaHOBIIEHHOM YNOMTHOMOYEHHbIM dbefepanbHbIM OpraHOM UCMOMHUTENBHON
BnacTu.

5. Co gHa BcTynneHus B cuny Hactosiwero PegepanbHoro 3akoHa n no 31 gekabps
2013 roga BKMIOYUTENBHO OCYLLECTBNAETCH Nepexoq K NpouM3BOACTBY NeKapCTBEHHbIX
CpeactB B COOTBETCTBMM C MpaBuiaMy OpraHusauum Mpou3BOACTBA M KOHTPONs
KayecTBa IleKapCTBEHHbIX CPeACTB, yKasdaHHbiMM B 4actm 1 crtatbm 45 HacTosiwero
denepanbHOro 3akoHa, B nonHom obbeme. Cpokm nepexoga MNpPoOu3BOACTBA
NEeKapCTBEHHbIX CPeacTB K WX MPOM3BOACTBY B COOTBETCTBUM C  KOHKPETHbIMU
TpeboBaHNAMM [aHHbIX NPaBum, BKMKOYas CPOKM aTTecTaumy YnOAHOMOYEHHbIX I,
YKa3aHHbIX B 4Yactax 6 wn 7 ctatbm 45 Hactodwero PenepanbHOro 3akoHa,
ycTaHasnmBatoTcs Npasutenscteom Poccuiickon egepauum.

6. JInueHsnn Ha Npon3BOLCTBO NIEKAPCTBEHHbIX CPEACTB, BblAaHHbIE A0 1 AHBaps
2014 ropa, gencteytoT nocne 1 suBaps 2014 roga 4o UCTeYeHUs Cpoka UxX 4enCcTBus rnpu
yCrnoBMM COOTBETCTBMUS NLEH3naTa npasunam opraHnsauum npousBOACTBa U KOHTPOMA
KayecTBa neKapCTBEHHbIX CPeacTB, YKkasdaHHbIM B 4actu 1 ctatbn 45 HacTtoswero
denepanbHOro 3akoHa.

7. dopmupoBaHMe rOCydapCTBEHHOrNO 3afaHna Ha MpoBedeHue 3KCnepTusbl
NeKapCTBEHHbIX  Ccpeacts  hegepanbHOMY — rocydapCTBEHHOMY — BogKEeTHOMY
yuypexneHuio no npoBefeHUI0 9KCMepTU3bl JIEKapCTBEHHbIX CPeacTB U hUHaAHCOBOE
obecneyeHune BbINOSTHEHMS 3TOrO 3a4aH1s OCYLLECTBIAKOTCA B NOpsiaKe, yCTaHOBIEHHOM
®depgepanbHbiM 3akoHOM OT 12 gHBapa 1996 roga N 7-03 "O HekoMmepyecKkux
opraHmsaumsx".

(wacTtb 7 BBegeHa PenepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

MpesngeHT
Poccuinckon ®egepaunm
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O.MEOBEOEB
MockBa, Kpemrnb

12 anpensa 2010 roga
N 61-93
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