depnepanbHbiv 3akoH oT 12 anpensa 2010 r. N 61-03
"O6 obpalyeHn nekapcTBEHHbIX cpeacTB”

MpuHar NocypnapcTtBeHHoun [lymon 24 mapTta 2010 roaa
Opo6peH Cosetom ®Pepepauun 31 mapta 2010 roga
FAPAHT:

CM. kKoMMeHTapun K HacToswemMy degepanbHOMY 3aKOHY
naea 1. O6wwme nonoxeHus

Cratbsa 1. [peameT perynupoBaHus HacTosilero PegepanbHOro 3akoHa

MHdopmaLms 06 u3MeHeHusix:

®edeparnbHbiM 3akoHOM om 6 Oekabps 2011 a. N 409-®3 e wvacmb 1 cmambu 1
Hacmosiweao ®edepasribHO20 3aKOHa BHeCeHbl U3MEHEeHUs, ecmyriarouwjue 8 cusy o
ucmeyeHuu mpuduyamu OHel rocrne OHA oguyuanbHo20 orybrnukosaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm yacmu 8 rpeobiOyuwiel pedakyuu
1. Hactosawmn denepanbHbI 3aKOH perynupyeT OTHOLLEHMWS, BO3HUKaOLLME B CBSA3U C
obpalleHnem - pas3paboTkon, AOKIMUHUYECKMMW  UCCNEeAOBaHUAMM,  KIUHUYECKMMU
nccrnegoBaHUAMK, 3KCNEPTU30M, roCySapCTBEHHOW perncrpaunen, co ctaHgaptmsaumen n ¢
KOHTPONEM KayecTBa, NPOM3BOACTBOM, U3rOTOBMEHNEM, XPAaHEHMEM, NEPEBO3KON, BBO3OM B
Poccunckyto depepauuto, BbiBO3oM M3 Poccunckon depepaumm, pekriamon, OTMNYCKOM,
peanusauuen, nepegadven, NpUMeHeHNeEM, YHUHTOXEHNEM NeKapCTBEHHbIX CPeaCTB.

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbIM 3aKkoHOM om 25 utoHs 2012 2. N 93-@3 @ yvacmb 2 cmambu 1 Hacmosiweao
®edeparsibHO20 3aKOHa 8HECEHbI U3SMEHEHUS

CmM. mekcm yacmu 8 rpeOdbiOywiel pedakyuu
2. Hactoswmn depepanbHbini 3aKOH yCTaHaBnNuBaeT MPUOPUTET FOCYyAapCTBEHHOro
perynupoBaHusa 6e30nacHocTu, kavyectBa U 3EKTUBHOCTM NEKapPCTBEHHbLIX CPEACTB NpU UX
obpaweHnn.
FTAPAHT:

CM. KommeHTapum k ctaTbe 1 HacToswero ®egepanbHOro 3akoHa

Cratba 2. Cdepa npumeHeHnsa HacToswero deaepanbHOro 3akoHa
Hactoawun denepanbHbii 3aKOH NMPUMEHAETCS K OTHOLUEHUAM, BO3HMKAIOLWMM MNpw
obpaLleHnn nekapcTBEHHbIX CPeacTB Ha TeppuTopumn Poccunckon ®epepaumm.
FAPAHT:

CM. KOMMeHTapun K ctaTbe 2 HacTosuero ®efepanbHOro 3akoHa

Cratbs 3. 3akoHogaTenbCcTBO 06 0OpalleHMn NekapCcTBEHHbIX CPEeaACTB

1. 3akoHopatenbcTtBO 006 obpalweHuM IneKkapCTBEHHbIX CPEeACTB COCTOUT U3
HacTosiwero ®enepanbHOro 3akoHa, Apyrux denepanbHbiX 3aKOHOB M UHbIX HOPMAaTUBHbIX
npaBoBbIX akToB Poccunckon denepaumn.

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbiM  3akoHOM om 29 uwHA 2015 2. N 160-©3 cmambs 3 Hacmosiwezao
®edeparibHo20 3aKkoHa dorosiHeHa Yacmbiro 1.1
1.1. 3akoHogaTenbCcTBO 00 oOOpawleHUn neKapcTBEHHbIX CPEeACTB B OTHOLLUEHWUU
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opuandecknx  nuu U MHOMBUAyarnbHbIX  NpeanpuHAMaTenen,  OCyLLeCTBNALMNX
AEeATENbHOCTb Ha TEPPUTOPUN MEXOYHAPOL4HOr0 MEOMULMHCKOro Kracrtepa, NpUMeHsieTcs C
yyeToM o0coBeHHOCTeN, YCTaHOBMEHHbIX ®PegeparnbHeiv  3akoHoM "O  MexayHapoaHOM
MEeONLMHCKOM KnacTepe M BHECEHUM W3MEHEHUW B OTAENbHble 3aKoHOAaTeSNbHbIE aKTbl
Poccunckon depepaunn”.

2. [enctBue Hactosiwero ®egepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalleHue
HapPKOTUYECKUX NTEKAaPCTBEHHbLIX CPEACTB U NCUXOTPOMNHbLIX NEKapCTBEHHbLIX CPEACTB C y4EeTOM
0COBEHHOCTEN,  YCTaAHOBMEHHbIX  3akoHopaTtenbcTBoM  Poccuinckon  depgepaumm 0
HapPKOTMYECKUX CpeacTBax, NCUXOTPOMHbIX BELLECTBax 1 06 nx npekypcopax.

3. [encrtBue HacTtosiwero ®egepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalleHue
paguodapmMaLeBTUYECKMX  NIEKApPCTBEHHbIX  CpeacTB € y4eToM  ocoBeHHocTew,
YCTaHOBMEHHbIX 3akoHopatensctesoM Poccunckon Pepepaumm B obnactu obecneyeHus
paavaunoHHon 6e3onacHoOCTu.

4. Ecnn mexayHapoaHbiM goroBopoM Poccuinckon depgepaumm yCTaHOBMEHbI MHbIE
npasuna, 4em Te, KOTopble MpeaycMoTpeHbl HacToswum degepanbHbIM - 3aKOHOM,
NPUMEHSIOTCA NpaBuna MexayHapo4Horo 4orosopa.

MHdopmaLms 06 u3MeHeHusIx:

Cmambsi 3 OdononHeHa 4Yacmbio 4.1 ¢ 8 Oekabps 2020 e. - ®edepasibHbIl 3akoH om 8
Oekabps 2020 e. N 429-03

4.1. PeweHns mMexrocygapCTBEHHbIX OPraHoB, MPUHATbIE HAa OCHOBAHWM MOSOXEHUN
MeXayHapoaHbIX goroBopoB Poccuinckon defepauun B UX UCTOSNKOBaAHUM, NPOTUBOpeYaLlem
KoHctutyumn Poccuinckon depepaumn, He noanexar wucnonHeHutoo B Poccuinckon
depepaumn. Takoe npoTUBOpeYME MOXET OblTb YCTAHOBMEHO B Mnopsake, onpeneneHHoM
denepanbHbIM KOHCTUTYLMOHHbLIM 3aKOHOM.

5. B Poccuinckon ®depepaumm B COOTBETCTBUMM C MeXOYHapOOHbIMM [OroBopamu
Poccunckon degepaumm 1 (Mnu) Ha OCHOBE MpUHLMNA B3aMMHOCTU NPU3HAKOTCA pesynbTaThl
KNWHUYECKMX UCCNedoBaHUM fneKapCTBEHHbIX npenapaTtoB AN MeauLMHCKOro NpuMeHeHUs,
npoBeAeHHbIX 3a npegenamn Tepputopumn Poccuinckon ®epepaunn.

FTAPAHT:

CM. KOMMeHTapun K ctaTbe 3 HacToslero PegepanbHOro 3akoHa

Ctatbsa 4. OCHOBHble NOHATUA, UCMONb3yeMble B HacTodAwem deaepanbHOM 3aKoHe

Ons uenen HacTosiwero ®PegepanbHOro 3akOHa MCMONb3YKTCA Crieayroume OCHOBHbIE
NOHATUS:

1) nekapcTBeHHble cpeacTBa - BellecTBa WM MX KOMOMHaumm, BCTynawwme B
KOHTaKT C OPraHM3MOM YenoBeKa UMM XXMBOTHOIO, NMPOHUKAKOLWME B OpraHbl, TKaHW OpraHn3mMa
yenioBeka WM >KMBOTHOrO, MpUMEHsieMble Ans  NpodunNakTukn, LOUarHoCTUKM  (3a
NCKITIOYEHNEM BELLECTB UM UX KOMOMHAUMA, HE KOHTaKTUPYHOLLMX C OpraHM3MOM 4YesioBeka
UIn XXWBOTHOrO), NeYvyeHunst 3abonesaHus, peabunutauumn, 4ns COXpaHeHns, npeaoTBpaLleHns
Unu npepbiBaHNs GepeMeHHOCTM W MONyYeHHble M3 KPOBW, Mnas3mbl KPOBM, M3 OPraHoB.,
TKaHEen opraHM3ama 4YesioBeKka Unu XXMBOTHOMO, pacTEHM, MUHEPANoOB MeTo4aMn CUHTE3a UNu
C npuMeHeHuMem buonornyecknx TexHonornn. K nekapCTBEHHbIM CpeacTBaM OTHOCSATCA
hapmaueBTUYeCKMe CybCcTaHUUKM U NeKapCTBEHHbIE NpenaparTbl;

MHdopmaLms 06 uaMeHeHusix:

@eldeparibHbIM  3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 2 cmambu 4
Hacmosiwezao @edepasibHO20 3aKOHa U3J/10XKeH 8 Hogou pedakyuu, ecmynarouwed 8 cusy ¢ 1
urons 2015 a.

CM. mekcm niyHkma e rnpedbidywel pedakyuu
2) chapmaueBTUYECKaA CyOCTaHLMA - NEeKapCTBEHHOE CPeacTBO B BMAE OAHOrO Mnu
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HEeCKONbKMX obnagarowmx apmMakonorMyeckorn akTUBHOCTbIO OEMCTBYIOLLMX BELLECTB BHE
3aBUCMMOCTN OT MNpUpOoAbl MPOUCXOXAEHMWSI, KOTOpPOe npedHas3Ha4yeHo Onsi NpPoM3BOACTBA,
N3roTOBIEHMS NEKAPCTBEHHbIX NMPenapaToB 1 onpeaenseT nx apgeKTMBHOCTD;

3) BcnomoraTtesibHble BelecTBa - BELLECTBA HEOPraHNMYeCcKoro UM OpraHN4ecKoro
NMPOUCXOXAEHUS, UCNONb3yeMble B MpoLecce NPOU3BOACTBA, U3rOTOBMEHUS NEKAPCTBEHHbIX
npenapaTtoB A5 NpuaaHnsa UM HeoBX0ANMbIX (PUBNKO-XUMUYECKNX CBOWCTB;

4) nekapcTBeHHblIe npenapartbl - IEKAPCTBEHHbIE CPeACTBa B BUAE JIEKapCTBEHHbIX
dopM, nNpuMeHsiemble AOns  NPOUNAKTUKWA, OUArHOCTUMKKW, neyeHuss 3aboneBaHus,
peabvnutaumm, 4ns coxpaHeHus, NpeaoTBpaLLEHNSA UK NpepbiBaHUs 6epeMEHHOCTY;

5) nekapcTtBeHHas copmMa - COCTOsSlHME  FIeKapCTBEHHOro  npenapara,
cooTBeTCTBYylOLWEee cnocobam ero BBeAeHUs N NpuMeHeHus 1 obecneyvmBaroLlee AOCTUKEHNE
Heobxoaumoro ne4vedHoro apdexTa;

MHdopmaLms 06 n3MeHeHusIx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 4 Hacmosiuwe2o
®edeparnibHO20 3aKoHa dorosiHeHa ryHkmom 5.1, ecmynarowum 8 cusy ¢ 1 urons 2015 a.
5.1) po3upoBKa - codepxaHue OOHOro WNN HECKONbKUX AEWCTBYIOLMX BeLecTB B
KONMNYECTBEHHOM BbIPaXXEHMUM Ha eguHuLy A03bl, NN eguHuly obbema, unu eanHULy Macchbl
B COOTBETCTBMM C fleKapCTBEHHON opMON NMOO ANA HEKOTOPbIX BWOOB fEKapCTBEHHbIX
dopM KONMYECTBO BbICBODOXAAEMOro U3 fekapcTBEHHOW hOpMbl ENCTBYIOLLErO BeLlecTBa
3a euH1LY BPEMEHN;

MHdopmaLms 06 n3MeHeHusIx:
[MyHkm 6 usmeHeH ¢ 13 urons 2020 2. - ®edeparibHbit 3akoH om 13 utons 2020 e. N 206-@3

CmMm. npedbidywyto pedakyuro
6) nepe4vyeHb JKU3HEHHO HEOOXOOMMbLIX WU BaXHEUWUX JeKapCTBEHHbIX
npenapatoB - YyTBepxgaembin [lpaButenbctBom Poccunckon Pepepaumm nepeyeHb
NEeKapCTBEHHbIX MNpenapatoB  ANs  MEAWUUHCKOrO  MpUMEHeHMsi, obecneymBatoLmx
npuopuTeTHblE MNOTPEBHOCTN 34paBOOXPaHEHUss B Uensx nNpodUNakTUKM U fnevYeHns
3aboneBaHun, B TOM 4ucre npeobnagatromx B CTpyKType 3abonesaemoctu B Poccuiickon
depepaumm;
MHdopmaLmst 06 uaMeHeHusix:
®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 4 Hacmosiuwe20
®edeparibHO20 3aKoHa dorosiHeHa ryHkmom 6.1, ecmynarowum 8 cusly ¢ 1 urons 2015 a.
6.1) opdaHHble rnekapcTBeHHble nMnpenapaTbl - JIEKAPCTBEHHbIE npenapaThl,
npegHasHa4YeHHble WCKNIOYUTENbHO ANA AWArHOCTUKM WM NAaTOreHEeTMYECKOro JleYeHus
(nevyeHnsa, HanpaBneHHOro Ha MexaHu3M pa3BuTua 3aboneBaHuns) pegkux (opdaHHbIX)
3aboneBaHuny;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 4 Hacmosiuweza0
®edeparibHO20 3aKoHa dorosiHeHa ryHkmom 6.2, ecmynarowum 8 cusly ¢ 1 urons 2015 a.
6.2) Guonornyeckue rekapcTBeHHble npenapartbl - JleKapCTBEHHbIE MpenapaTbl,
AENCTBYIOLLEE BELWECTBO KOTOPbIX MNPOU3BEAEHO WM BblAeneHo w3  Bbuonornyeckoro
WUCTOYHMKA M ONa onpejerieHns CBOMCTB M KadecTBa KOTOPbIX Heobxoauma koMbuHauums
Buonormyecknx un  PU3NKO-XMMUYECKMX MeTogoB. K OGuonormyeckum nekapcTBEHHbIM
npenapatamMm OTHOCATCA MMMYHOBUOOrM4eckne nekapCTBEHHbIE Npenaparthbl, JlekapCTBEHHbIE
npenapaTthbl, NOfy4YeHHble U3 KPOBU, NMa3Mbl KPOBU YeroBeka N XMBOTHbLIX (32 UCKNOYeHneM
LenbHOM KpoBu), BUOTEXHOMOrMYECKNE NEKApPCTBEHHbIE NMpenapartbl, reHoTepaneBTU4eckme
nekapCTBEHHbIe NpenaparTbl;

MHdopmaLmst 06 uaMeHeHusix:

@eldeparibHbIM  3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 7 cmambu 4
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Hacmosiuweao PedepasibHO20 3aKOHa U3J/10XKeH 8 Hogou pedakyuu, ecmynarouwel 8 cusy ¢ 1
urons 2015 a.

CM. mekcm niyHkma e rnpedbidywel pedakyuu
7) WMMyHoOOMoOnoruv4yeckMe JeKapCTBeHHble npenapatbl - JEKapCTBEHHblEe
npenaparthbl, NnpegHa3Ha4YeHHble Ansa OpMUPOBAHMS aKTUBHOMO UIM MAaCCUBHOrO MMMYHUTETA
nmbo  OMarHoCTMKM  HanuuMs  UMMyHUTETa UM OUArHOCTUKM  cneumduyecKkoro
NpMobpeTEHHOro N3MEHEHNS UMMYHOJTOMMYECKOro OTBETA Ha anneprusvpytolime BeLLecTBa.
K nMmmyHOBMONOrnyeckum nekapcTBEHHbIM Npenapartam OTHOCATCH BaKUMHbI, aHATOKCUHbI,
TOKCMHbI, CbIBOPOTKM, UMMYHOTIOOYNUHbBI 1 annepreHxbi;

MHdopmaLmst 06 u3MeHeHusIX:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 4 Hacmosiuwe20
®edepasibHO20 3aKoHa dorosiHeHa ryHkmom 7.1, ecmynarowum 8 cusly ¢ 1 urons 2015 a.
7.1) OMOTexHoNorM4yeckue JneKapCTBeHHble nMnpenapaTtbl - JIEKApPCTBEHHbIE
npenaparTbl, npoun3BoaCTBO KOTOpPbIX ocyLlecTBnaeTCcs c MCnonb3oBaHMEM
buoTexHonornyecknx npoueccos u metogoB (B Tom umcne [AHK-pekomOuHaHTHOWM
TEXHOMNOrMN, TEXHONOMMN KOHTPOSIMPYEMOW 3KCMPECCUM FEHOB, KOOMPYIOLLMX BGMONOrnyeckun
aKTUBHble 6GenkMn B nNpokapuoTax W 3ykapuoTax, BKNKYasd W3MEHEHHbIE  KMeTKU
MAeKonuTaLWmx), rMépMaoMHOIro MeTofa U MeTOAa MOHOKIOHAsbHbIX aHTUTENT;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 4 Hacmosiuweza0
®edepasibHO20 3aKoHa QornosIHeHa rnyHKmom 7.2, ecmynarowum 6 cusy ¢ 1 uronsa 2015 a.

7.2) reHoTepaneBTUMYECKUE FeKapCTBEHHble npenapatbl - JleKapCTBEHHbIE
npenapaTtbl, (apmMaueBTnyeckad CyObCTaHUMs KOTOPbIX SBMSETCA  PEKOMOMHAHTHOM
HYKNEMHOBOW KUCMOTOM WNW BKMoYaeT B cebs pekOMOMHAHTHYIO HYKIEMHOBYH KUCIIOTY,
NO3BOSIAIOLLYI0 OCYLLECTBIATL perynupoBaHue, penapaumito, 3ameHy, pobasneHue wunu
yOaneHne reHeTU4Yeckoun nocneaoBaTenbHOCTY;

8) HapkoTM4yeckuMe neKapCcTBEeHHble CpeacTBa - JleKapCTBEHHbIE npenapaTtbl U
dhapmaueBTU4eCcKMe cybCcTaHumMu, coaepalime HapKOTMYECKME CPencTBa M BKIOYEHHbIE B
[MepeyveHb HapPKOTMYECKMX CPeACTB, NCUXOTPOMHbIX BELLECTB M UX MPEKYPCOPOB, NOANeXaLmx
KoHTponto B Poccuiickon degepauunmn, B COOTBETCTBMM C 3aKOHOOATENbLCTBOM Poccumnckom
depnepaummn, mexagyHapoaHeiMu gorosopamu Poccuinckon denepaumm, B Tom Yncne EgvHon
KOHBEHLMEN O HapKoTUYecknx cpeacteax 1961 roaa;

9) ncuxoTponHble JrieKapCTBeHHble cpeacTBa - JieKapCTBEHHble npenapaTtbl U
dhapmaueBTU4eckne cybecTaHumm, cogepallume NCUXOTPONHbIe BELLECTBa M BKIOYEHHbIE B
[MepeyveHb HapPKOTMYECKMX CPeACTB, NCUXOTPONMHbIX BELLECTB 1 UX MPEKYPCOPOB, NOANEXaLLmMx
KoHTponto B Poccuiickon degepauunmn, B COOTBETCTBMM C 3aKOHOOATENbLCTBOM Poccumnckom
depgepaummn, mexagyHapoaHbiMuM goroBopamu Poccuinckon degepaumm, B TOM  4ucne
KoHBeHUMen 0 NCMXoTponHbIx BewecTtsax 1971 roaa;

10) papumodapmaueBTMYECKME JieKapCTBEHHble CpeacTBa - JleKapCTBEHHbIE
cpencTBa, KOTopble cofgepXaT B roTOBOW AN UCMONb30BaHNA (hopMe OAUH PagnoHYKUa unm
HECKOSbKO PaanoOHYKNMA0B (pagnoakTUBHbBIX M30TOMOB);

MHdopmaLmst 06 uaMeHeHusix:

Cmamebs 4 OononHeHa nyHkmom 10.1 ¢ 1 mapma 2020 e. - @edeparibHbil 3aKoH om 27
Oekabps 2019 e. N 475-03
10.1) opuruHanbHbIW feKapCTBEeHHbIA NpenapaT - fieKapCTBEHHbLIN npenapaT C
HOBbIM [JENCTBYIOLUMM BELLECTBOM, KOTOPbLIN MepBbiM 3aperucrtpuposBaH B Poccunckon
degepaumm Unm B MHOCTPAHHbIX rOCYygapCTBax Ha OCHOBAHUWM pe3yfibTaToB AOKIMUHUYECKUX
nccrnegoBaHNn NeKapCTBEHHbIX CPEeACTB U KIMHUYECKUMX UCCnefoBaHUM NeKapCTBEHHbIX
npenapaToB, NOATBEPXAAKOLMX €ro Ka4ecTBo, 3(PPEKTUBHOCTL 1 6E30NaCHOCTb;


garantf1://70726338.41/
garantf1://57403072.4007/
garantf1://70726338.115/
garantf1://70726338.41/
garantf1://70726338.115/
garantf1://70726338.41/
garantf1://12012176.1000/
garantf1://2440957.0/
garantf1://2440957.0/
garantf1://12012176.1000/
garantf1://2440237.0/
garantf1://73255325.10101/

MHdopmaumsa 06 nameHeHusx:

[NyHkm 11 usmeHeH ¢ 1 mapma 2020 e. - @edeparibHbit 3akoH om 27 Oekabpsi 2019 e. N
475-03

Cm. npeodbidywyto pedakyuro

11) pechepeHTHbIN NleKapCTBEHHbLIA Npenapar - NeKapCTBEHHbIN npenapat, KOTOPbIn
ncnonb3yeTcs ONa OUEeHKM OMO3KBMBANEHTHOCTU WM TepaneBTUYECKOW 3KBMBANEHTHOCTM,
KayecTBa, 3(ppeKkTMBHOCTN N 6Ge30NacHOCTM BOCNPON3BELEHHOIO NEKapCTBEHHOIO npenapara
unn 6uoaHanorosoro (6nonogobHOro) nekapcTBeHHoro npenaparta (buoaHanora). B kayectse
pedepeHTHOro nekapCTBEHHOro npenapaTta And MeOUUMHCKOro NMpUMEeHeHUs UCnonb3yeTcs
OpPUIMHanbHbIN NEKapCTBEHHbIM npenapaTt nnbo, ecnv OpuUrnHanbHbIA NEKAPCTBEHHbLIN
npenapaT He 3aperncTpmpoBaH Unm He Haxoamtcs B obopoTe B Poccuickon dengepaumm n He
HaxoauTcss B 000OpOTE B MHOCTPaHHbLIX rocygapcTBax, BOCNPOU3BELEHHbIA JIEKapCTBEHHbIN
npenapat wunu 6uoaHanoroBbin (6MonogobHbIN) nekapcTBeHHbIN npenapaT (buoaHanor),
KOTOpPbIA MEPBbIM 3aperncTpyMpoBaH M3 4ucna Haxogswmxcs B obopote B Poccuinckom
depepaumn, OMOIKBUBANEHTHOCTb WKW TepaneBTUYECKasi IKBMBASNIEHTHOCTb, KadecTBO,
3PPeKTUBHOCTL N 6€30MaCHOCTb KOTOPOro OLEHMBANUCb MO OTHOLUEHUIO K OpUrMHANbHOMY
nekapCcTBEHHOMY MpenapaTty, a Takke KayecTBo, 3(eKTUBHOCTb U 6€30MacHOCTb KOTOPOro
noaTBepXxaawTca  pesynbTatamm  papmakoHag3opa UM NPOBEPOK  COOTBETCTBUSA
NEKapCTBEHHbIX CPeACTB, Haxo4sAWMXCA B rpaxgaHCcKkoM o00opoTe, YCTaHOBMNEHHbLIM
TpeboBaHNAM K MX KayecTBy. B kayectBe pedepeHTHOro nekapcTBeHHOro npenapata ans
BETEPUHAPHOIo NMPUMEHEHUs MUCMNONb3yeTCA NeKapCTBEHHbIM npenapart Ans BeTepuHapHOro
NPUMEHEHNS, 3aperncTpmpoBaHHbii B Poccunckon depepaumm Ha OCHOBaHUM pe3ynbTaToB
AOKIMNHNYECKMX WCCNeaoBaHMM NEKapCTBEHHbIX CPEeACTB M KIMHUYECKUX MWCCreLoBaHWUn
NEeKapCTBEHHbIX NpenapaTtoB, MNOATBEPXAAKOWMX €ero KadectBo, 3PGEKTUBHOCTL W
6e3onacHoCTb;

MHdopmaumsa 06 nameHeHusx:

[NyHkm 12 usmeHeH ¢ 1 mapma 2020 e. - ®edeparibHbit 3akoH om 27 Oekabpsi 2019 e. N
475-03

Cm. npeodbidywyto pedakyuro

12) Bocnpou3BeAeHHbIN NEeKapCTBEHHbLIW Mpenapar - fieKapCTBEHHbIN npenapart
AN MeOUMUMHCKOrO  MNPUMEHEHUS, KOTOPbIM  WMMEET 9SKBUBASIEHTHbIM  pedepeHTHOMY
neKkapCTBEHHOMY npenapaTty Ka4eCTBEeHHbIN COCTaB U KONMMYECTBEHHbIN COCTaB OENCTBYHOLLMX
BELWECTB B 9KBMBANEHTHOW neKkapCTBEHHOW ¢hopme, NMOO nekapCTBEHHbIM npenapart Ang
BETEPUHAPHOIO MNPUMEHEHUS, KOTOPbIN UMMEEeT Takue Xe, 4YTO U  pedepeHTHbIN
neKkapCTBEHHbIN npenapaTt, KaYeCTBEHHbIA COCTaB N KOMMMYECTBEHHbIN COCTaB AENCTBYHOLLNX
BELLECTB B TaKOW >Xe NeKapCTBEHHOW hopme, BMOIKBMBANEHTHOCTb UM TepaneBTuYecKas
9KBMBANEeHTHOCTb KOTOPbIX COOTBETCTBYIOLLEMY pedepeHTHOMY fekapCTBEHHOMY npenaparty
noaTeepxgeHa COOTBETCTBYHOLLMMU UCCeA0BaAHUAMM,;

MHdopmaumsa 06 nameHeHusx:

[NyHkm 12.1 usameHeH ¢ 1 mapma 2020 2. - @edeparibHbit 3akoH om 27 dekabpsi 2019 2. N
475-03

CmM. npeodbidywyto pedakyuro

12.1) TepaneBTMYECKas 3IKBUBANIEHTHOCTb JIeKAPCTBEHHbIX MpenapaTtoB -
AOCTWXKEHNE KIMHUYECKM COMOCTaBMMbIX TepaneBTUYEeCKoro addpekta u nokasatenemn
3(PPeKTMBHOCTM M Ge3onacHOCTU MNpyv NPUMEHEHMM NEKapCTBEHHbLIX MpenapaTtoB Ans
MEAVLUMHCKOrO MNPUMEHEHUS, UMEKLMNX OOHO MeXAyHapo4HOe HenaTeHTOBaHHOe (Unu
XMMWUYECKOE, NN rPyNnMPOBOYHOE) HAMMEHOBAHME, B 3KBMBASIEHTHbIX JO3UPOBKAx No OOHUM
N TEM Xe MOKa3aHUAM K MPUMEHEHMIO U NPpU OANHAKOBOM criocobe BBeAEHWNSA Y OOHOWM U TOW
Xe rpynnbl 60MbHbIX;
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MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 4 Hacmosiuweza0
@eldeparibHO20 3aKoHa OoriofiHeHa rnyHkmom 12.2, ecmynarowum e cusy ¢ 1 utonss 2015 e.
12.2) 6uoaHanoroBbIn (6MonoaobHLIN) NeKkapcTBEHHbIN nNpenapaT (buoaHanor) -
OvonorndyeckMn  nekapCTBEHHbIW  MnpenapaTt, CXOXuM NOo napamMeTpaMm  Ka4yecTBa,
acpcbekTnBHOCTM ©  Be3onacHOCTM C  pedepeHTHbIM  BMONOrMyeckumM neKkapCTBEHHbIM
npenapaTomM B TakoM e NeKapCTBEHHOM hopMe U MMELLININ MOEHTUYHbIA cnocob BBEAEHWS;

MHdopmaLmsi 06 u3MeHeHusIx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 4 Hacmosiuwe20
®edeparibHO20 3aKoHa dorosiHeHa ryHkmom 12.3, ecmynarowum 8 cusy ¢ 1 urons 2015 a.
12.3) B3auMo3aMeHsieMbIN JfleKapCTBEHHbIA npenapar - fIeKapCTBEHHbIN npenapart
C [OOKa3aHHOMW TepaneBTUYECKOM IKBMBANEHTHOCTbID UMM OMOSKBMBANEHTHOCTLIO B
OTHOLWIEHUN pedepPEHTHOro neKapCcTBEHHOrO npenapaTta, MMeKLWU 3KBUBASIEHTHbIE €My
Ka4eCTBEHHbIN COCTaB W KOJIMYECTBEHHbIM COCTaB [AENCTBYIOLNX BewecTB, COCTaB
BCNOMOraTesibHbIX BELECTB, NIeKapCTBEHHYO (hopMy U cnocob BBeAEHMS;

MHdopmaLms 06 n3MeHeHusIx:

Cmamebs 4 OorioniHeHa nyHkmom 12.4 ¢ 1 mapma 2020 e. - @edeparibHbil 3aKoH om 27
Oekabps 2019 e. N 475-03

12.4) OWNO3KBMUBANEHTHOCTb JleKapCTBEHHbIX MNpenapaTtoB - [JOCTWXKEHWE
COMOCTaBUMbIX MoKasaTesien CKOPOCTUM BCaCblBaHUS, CTEMEHW MOCTYNNeHUs K MeCTy
OEeNCTBUA U CKOPOCTU  BbIBEAEHWUS  OOHOIO MMM HEeCcKonbkMx  obnagaroLmx
(hapMaKkonNorMyeckom akTUBHOCTbIO OEMCTBYHOLMX BELLECTB NPU NPUMEHEHUN NEeKapCTBEHHbIX
npenapatoB AN  MeOUUMHCKOrO  MPUMEHEHUs, UMEKLWNX OAHO  MeXAyHapoaHoe
HenaTeHTOBaHHOe (MM XUMMUYECKoe, WU TPYNNMPOBOYHOE) HauWMeHOBaHWe, B
9KBMBANEHTHbIX JO3UPOBKaXxX N Npu OAMHAKOBOM criocobe BBeeHUS;

13) nekapcTBeHHOE pacTUTESNIbHOE CbIpbe - CBEXWE UMW BbICYLLEHHbIE pacTeHUs
nmbo Mx YacTu, ucnonb3dyemble AN NPOU3BOACTBA NEKapCTBEHHbIX CPeACTB OpraHn3aunsamm
- Npou3BOAMTENAMM JIeKapCTBEHHbIX CPEeACTB UMW U3FOTOBIIEHUS  NleKapCTBEHHbIX
npenapatoB anTeYyHbIMM OpraHuM3auusMu, BeTEepUHapPHbIMU anTeYyHbIMU OpraHM3auusaMu,
MHOMBUAYANbHLIMU MPeanpuHMMaTeNaMn, UMEKLMMU JIMLEH3UI0O Ha dapMaueBTUYEeCKYH
AeATenbHOCTb;

14) nekapcTBeHHbIA pacTUTENbHbLIA npenapaTr - JeKapCTBEHHbIN npenapar,
Npoun3BeaeHHbIN UM U3roTOBMNEHHbIA U3 OAHOrO BMAA NEKapCTBEHHOIO PacTUTENbHOMO ChiPbS
UITM HECKOJTbKUX BUOOB TaKOro Cbipbs U peanudyembin B pacdacoBaHHOM BUAE BO BTOPUYHOM
(noTpebuTtenbCckon) ynakoBke;

MHdopmaLms 06 n3MeHeHusIx:

®eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-03 nyHkm 15 cmambu 4
Hacmosiweao @edepasibHO20 3aKOHa U3J/10XKeH 8 Hogou pedakyuu, ecmynarouwed 8 cusy ¢ 1
urons 2015 a.

CM. mekcm niyHkma e rnpedbidywel pedakyuu
15) romeonaTtu4vyeckum rnekapCTBEHHbIN MpenapaTt - JieKapCTBEHHbIM npenapar,
NpPou3BeLEeHHbIN UM U3rOTOBIEHHbIN M3 papMaleBTMYECKOM  CyOCTaHUuMM  unu
hapmaLeBTUYECKNX CyBCTaHLMIM B COOTBETCTBMM C TpeboBaHUAMM OBLLMX dhapMaKonenHbIX
ctateM K romMeonaTM4eckMM JfiekapCTBEHHbIM MpenapaTtaMm WM B COOTBETCTBUM C
TpeboBaHNAMUN hapmakonen CTpaHbl NPON3BOANTENS TAaKoro NieKapCTBEHHOrO npenapara;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 16 cmambu 4
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynarouwue & cuny ¢ 1 urons
2015 e.
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CmM. mekcm riyHkma 8 rnpedbidyuwel pedakyuu
16) MexpgyHapoAHOe HenaTeHTOBaHHOE HauMeHOBaHMe JleKapCTBEHHOro
cpencTtBa - HavMeEHOBaHWE [AEWNCTBYIOLWLEro BellecTBa hapmaueBTMYEeCKOn cybGcTaHumu,
pekoMmeHaoBaHHoe BceMupHon opraHn3aumen 3apaBooXpaHeHns;

MHdopmaLms 06 uaMeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-®3 6 nyHkm 17 cmambu 4
Hacmosiwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHeHUs, ecmynarowue 8 cuny ¢ 1 urns
2015 a.

CM. mekcm niyHkma e rnpedbidywel pedakyuu
17) TOproBoe HauMMeHOBaHMWEe JeKapCTBEHHOro cpeacTBa - HaMMEHOBaHUe
NEeKapCTBEHHONO CpeacTBa, MNPUCBOEHHOE ero paspaboTymkom, OepXaTtenem  Unu
BnagenbuemM permcTpaumMoHHOro yaoCTOBEPEHMS NIEKapCTBEHHOrO NpenaparTa;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 4 Hacmosiuweza0
®eldeparibHO20 3aKoHa doriofiHeHa rnyHkmom 17.1, ecmynarowum e cusny ¢ 1 utonss 2015 e.
17.1) rpynnuMpoBOo4YHOE€ HauMeHOBaHMe JiIeKapCTBEHHOro npenapara -
HaMMeHOBaHWEe  JIeKapCTBEHHOro  npenapata, He  UMeKLWero  MexayHapoOHOro
HenaTeHTOBAHHONO HauMMEHOBaHUS, WNW  KOMOMHAUWW  NEeKapCTBEHHbIX MpenapaTos,
ncnonb3yemMoe B uensax odbbeguHeHnsa nx B rpynny nog eavHbiIM HauMeHOBaHWEM ucxoasa u3
O[MHaKOBOro cocTaBa AeVCTBYIOLUNX BELLECTB;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 18 cmambu 4
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI USMEeHeHUs, ecmynaroujue 8 cusny ¢ 1 urons
2015 e.

CM. mekcm niyHkma e rnpedbidywel pedakyuu

18) obwan cpapmakonenHas cTaTbsl - JOKYMEHT, YTBEPXOEHHbIN YNONHOMOYEHHbIM
denepanbHbIM OpraHOM MUCMOSMMHUTENBHOM BNacTM U coAepXXawui nepeveHb rnokasaTernemn
KadectBa W (MNM) METOOAOB KOHTPOMHA KayecTBa KOHKPETHOM JleKapCTBEHHOW opMbl,
NEeKapCTBEHHOIO  PacCTUTESIbHOrO  CbIpbs, OMNUCaHUA  BUONOrMYecknx, BUOXMMUYECKNX,
MUKPOBMNONOrMYecKnx, (OU3MKO-XUMUYECKNX, (PU3NYECKMNX, XUMWUYECKUX U OPYrMX MeTodoB
aHanusa nekapCcTBEHHOro cpeactsa, a Takke TpeboBaHMA K WCNOMb3yemMbiM B  LEnsXx
npoBefeHUs JAaHHOIo aHanuMs3a peaktneam, TUTPOBaHHbLIM pacTBoOpaM, UHOMKaToOpaM;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 19 cmambu 4
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouwue & cuny ¢ 1 utons
2015 e.

CmM. mekcm riyHkma 8 rnpedbidyuwel pedakyuu
19) dcapmakonenHas cTaTbs - [OOKYMEHT, YTBEPXAEHHbLIA YNOSTHOMOYEHHbIM
dbeepanbHbIM OpraHOM MCMNOSTHUTENBHOM BriacTu M coAepXalwun nepeveHb nokasatenen
KayecTBa U METOAOB KOHTPOSA KayecTBa NleKapCTBEHHOro CPeacTBa;

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 4 Hacmosiuwe2o
®edeparnibHo20 3aKoHa doriosiHeHa riyHkmom 19.1, ecmynarowum 8 cusy ¢ 1 urons 2015 a.
19.1) ctaHpgapTHble obpa3subl - BelwecTBa, NOCPEACTBOM CpPaBHEHUS C KOTOPbIMMU
OCYLLIECTBNAETCA KOHTPOSIb KaydecTBa MCCreQyeMbIX NEeKapCTBEHHbIX CPeACTB C MOMOLLBHO
PUIMKO-XUMUYECKMX U BUONMOrMYECKNX METOOO0B B LEensax MNOATBEPXOEHUS COOTBETCTBUSA
NeKapCTBEHHbIX CpeacTB TpeboBaHMAM HOPMATMBHOW AOKYMEHTAUMW, YCTaHOBIIEHHbIM MNpU
OCYLLECTBMEHUN rOCYyAapCTBEHHOW perncTpaunm, U KOTopble NPUMEHSIOTCA ANs KanubpoBKu
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CTaHAapTHbIX 00pa3LUoB MPOM3BOAUTENS FEKAapCTBEHHLIX CPEACTB, WCMNOMb3yeMblX Ans
KOHTPOINS Ka4yecTBa M MHbIX Lenen npu obpalleHnn nekapcTBeHHbIX CPeacTs;

MHdopmaLms 06 u3MeHeHusix:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 4 Hacmosuwe2o
®edeparibHO20 3aKoHa doriosiIHeHa ryHkmom 19.2, ecmynarowum 8 cusy ¢ 1 urons 2015 a.

19.2) dpapmakonemMHbI CTaHOapTHbLIA oObOpa3sew - cTaHgapTHbI obpasel,
npoun3sseneHHbI B COOTBETCTBUM C (papMaKkonenHom cTaTben;
20) HopmaTMBHaA [AOKYMeHTauusi - [OOKYMEHT, cogepXawunm nepeyeHb

onpegensieMblx MNo pesynbTataM COOTBETCTBYIOLUMX 3SKCNepTU3 nokasaTenen kKadvecrtBa
NekapCTBEHHOro cpeacTtBa AnNa MEOMLUMHCKOTO MPUMEHEHUsI, METOAOB KOHTpONns ero
KayecTBa U YCTaHOBIIEHHbIW €ro Npon3BoanTesNeMm;

21) HOpMaTUBHbIN AOKYMEHT - JOKYMEHT, COAEPKaLLMIA NepeYveHb onpeaensemMblx no
pesynbTatam COOTBETCTBYIOLUMX 3KCNepTu3 mMokasatenen kadectsa v (unv) MeToaoB
KOHTPONS KayecTBa fekapCTBEHHOW dOpMbl, OnNMcaHms OMONOrnveckmux, OUOXMMUYECKUX,
MUKPOBMNONOrMYecKnx, (OU3NKO-XUMUYECKNX, (PU3NYECKMX, XUMWUYECKUX U OPYrMX MeTodoB
aHanus3a JeKapCTBEHHbIX CPeaACcTB [Ansd BEeTEPUHaApPHOro MNpuMeHeHud, TpeboBaHua K
nucrnonb3yeMbiM B Uensax MpoBedeHUs [OaHHOro aHanvsa peakTuBaMm, TUTPOBaHHbIM
pacTtBopaMm, MHAMKATOpaM U YCTaHOBIEHHbIN €ro NPON3BOAUTENEM;

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 4 Hacmosiuwe2o
®edeparibHO20 3aKoHa doriosiHeHa ryHkmom 21.1, ecmynarowum 8 cusy ¢ 1 urons 2015 a.

21.1) obwmMMm TexXHUYECKUN OOKYMEHT - KOMMMEKT AOKYMEHTOB M MaTtepuanos,
COCTOSAILLUMM U3 HECKOSNbKUX pasfesioB - OOKYMeHTauum agMUHUCTPaTMBHOIO Xapaktepa,
XUMUYECKon, chapmaueBTUYEeCKOM U BUONOrMYyeckon AOKyMeHTauuu, apMakomorn4eckon,
TOKCUKOMNOIrMYECKOM [OOKYMEeHTauuu, KIUHUYECKOM [JOKYMeHTauuuM W npeacTaBrisieMblin
OAHOBPEMEHHO C 3asiBfiEHMEM O rOCyAapCTBEHHOMW perMcTpaumm nekapCTBEHHOro npenapara
Ana  MeAMUMHCKOro  rnpuMeHeHuss B ¢opmaTe, YCTaHOBIIEHHOM  YNOSHOMOYEHHbIM
denepanbHbIM OpraHoOM UCNONTHUTENbHOW BRAacTy;

22) KayeCcTBO JIeKapCTBEHHOro cpeacTBa - COOTBETCTBUE JIEKAPCTBEHHOro cpeacTaa
TpeboBaHuaM dapmakonenHon ctatbM nNMOO B criyyae ee OTCYTCTBUS HOPMaTUBHOW
AOKyMeHTauuMu Unm HopMaTUBHOIO JOKYMEHTa;

23) 6e30nacHOCTb NIeKapCTBEHHOro cpencTBa - XapakTepucTuka NeKapCTBEHHOMO
cpencTtBa, OCHOBaHHasi Ha CpaBHUTENIbHOM aHanu3e ero 3@eKTMBHOCTM W pucka
NPUYNHEHNA Bpeaa 340POBbIO;

24) a¢pheKTUBHOCTbL JleKapCTBEHHOro mnpenapara - XapakTepucTuka CTeneHu
NOSTIOXUTENBHOMO BANAHUA NIEKAPCTBEHHOro npenapata Ha TeyvyeHue, NPOAOIPKUTENbHOCTb
3aboneBaHusa nnn ero NnpegoTBpalleHne, peabunuraumio, Ha coxpaHeHue, NnpeaoTBpaLleHne
unu npepbiBaHne 6epeMeHHOCTU;

25) cepus nekapCTBEHHOro cpeacTBa - KONMYECTBO JIEKApCTBEHHOro CpeacTsa,
npoun3sefeHHOE B pe3yfibTaTe OAHOro TEXHOMOMMYECKOro LMKIa ero Npon3sBoanTenem;

26) peructpauMoHHOe yAOCTOBEpeHMe JieKapCTBEHHOro npenapara - LOKYMEHT,
NoATBepPXAarLLMN dakT rocyfapCTBEHHOW perncrpaumm nekapCTBEHHOro npenapara;

MHdopmaLmst 06 uaMeHeHusix:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 4 Hacmosiuwe2o
®edeparibHO20 3aKoHa doriosiIHeHa ryHkmom 26.1, ecmynarowum 8 cusy ¢ 1 urons 2015 a.
26.1) pepxaTtenb wnNM  Brageney pPerucTpaumMoHHOro yAoCTOBEpeHus
neKapcTBeHHOro npenaparta - pa3paboTynk nekapCcTBEHHOro CpencTBa, NpoM3BOAMTESb
NeKkapCTBEHHbIX CPeACTB UMM WHOe opuandeckoe nuuo, obnagawollee npaBoM BnageHus
perucTpauuoHHbIM  YAOCTOBEPEHUEM, KOTOpble HEeCYT OTBETCTBEHHOCTb 3a KayecTBo,
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3(PPeKTUBHOCTb N 6GE30MacHOCTL NIEKAPCTBEHHOIO NpenapaTa;
27) perucTtpauuMoHHbIW HOMep - KogoBoe 0Oo3HayeHue, MPUCBOEHHOE
rnekapCTBEHHOMY npenapaTy nNpu ero rocyaapCTBEHHOW perucrpaumu;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHoM om 6 Oekabpss 2011 e. N 409-®3 8 nyHkm 28 cmambu 4
Hacmosweao ®@edepasibHO20 3aKOHa BHEeCeHbl U3MEHEHUs, ecmyrnarouwue 8 cusy [0
ucmeyeHuu mpuduyamu OHeU rocre OHS oguyuarbHo20 orybrnukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CM. mekcm niyHkma e rnpedbidywel pedakyuu

28) oOpaweHue nekapcTBEHHbIX CpeacTB - pa3paboTka, AOKIMHUYECKUE
nccnegoBaHnd, KNUHUYECKME UCCnenoBaHus, 3KCnepTusa, rocyagapCTBEHHAs perncrpaums,
cTaH4apTM3auUuns N KOHTPOSb KayecTBa, MPOU3BOACTBO, N3roTOBNEHME, XpaHEHNE, NEPEBO3Ka,
BBO3 B Poccuiickyio depepaumio, BbiBO3 M3 Poccuinckon dPepepauumm, peknama, OTNYCK,
peanuaauus, nepegaya, NPUMeEHeHNe, YHUYTOXEHNE NEeKapCTBEHHbIX CPEACTB;

29) cybbeKTbl obpallueHusa feKapCcTBEHHbIX CpeacTB - huandeckue nuua, B TOM
yucne wuHauBMAayanbHble MpeanpuHUMaTteny, u lpuaudeckne nvua, OCyLecTBnsaLme
AeaTenbHOCTb Npu obpalleHnn nekapCTBEHHbIX CPEACTB;

MHdopmaLmst 06 uaMeHeHusIx:

®edepasibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 30 cmambu 4
Hacmosweao ®edepasribHO20 3aKOHa BHECEHbI USMEHEHUS], scmynarouwue 8 cusy ¢ 1 urns
2015 a.

CM. mekcm niyHkma e rnpedbidywel pedakyuu

30) pa3paboTumK nekapcTBEHHOro cpeacTBa - opraHu3aums, obnagarowas npaBamm
Ha pe3ynbTaTbl OOKIMHUYECKUX WCCNEeLOBaHUN NEKapCTBEHHOrO CPEeACTBa, KIAMHUYECKUX
nccnegoBaHWA  NIEKApPCTBEHHOrO npenapata M (MNKM) Ha  TEXHOSOrMK  MNPOU3BOACTBA
NleKapCTBEHHOrO CPeacTBa;

31) npou3BOACTBO JIeKaPCTBEHHbIX CPeACTB - OEATENbHOCTb MO MNPOM3BOACTBY
NEKApPCTBEHHbIX CPEACTB OpraHM3aunsMm - NPoOn3BOAUTENSIMU FIEKAPCTBEHHbIX CPEACTB Ha
OLHOW CTaaun, HECKONbKUX MMM BCEX CTagusix TEeXHOSNOrM4yeckoro npouecca, a Takke no
XPaHEHUIO 1 peanu3aumm Npon3BeaeHHbIX NEKAPCTBEHHbLIX CPEACTB;

MHdopmaLms 06 n3MeHeHusIx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 4 Hacmosiuwe2o
®eldeparibHO20 3aKoHa dorioniHeHa rnyHkmom 31.1, ecmynarowum e cury ¢ 1 utonss 2015 e.
31.1) npom3BoACTBEeHHaAA niowagka - TepputopnanbHo 060COBNEHHBIN KOMMMEKC
NpOun3BOANTENS JeKapCTBEHHbIX CPEeACTB, NpefHas3HAYeHHbI AN  BbIMNOMHEHMS BCEro
npouecca npou3BOACTBa JIeKapCTBEHHbIX CPEACTB UMW ero onpeaeneHHon crtaguu;
32) npousBoauTenb fleKapCTBEHHbIX CPeACTB - OpraHu3auums, OCyLlecTBrsowas
NPOU3BOACTBO JEKAPCTBEHHbIX CPEeACTB B COOTBETCTBMM C TpebOOBaHUAMM HACTOSILLEro
depnepanbHOro 3akoHa;

MHdopmaLmst 06 uaMeHeHusIx:

[MyHkm 33 usmeHeH ¢ 3 anpens 2020 e. - @edeparbHbit 3akoH om 3 anpens 2020 2. N
105-03

Cwm. npeldbidywyro pedaKyuro

33) dapmaueBTUYHECKaa AEATENbHOCTb - OeATeNbHOCTb, BKMOYawwas B cebs
ONTOBYK TOPrOBMIO JIEKAPCTBEHHbIMU CPEACTBAMW, WX XpaHeHue, nepeBo3Kky u (1nu)
PO3HWYHYIO TOProBMIO NEeKapCTBEHHbIMKM npenapatamMmn, B TOM YuCe OUCTaHLUMOHHbIM
crnocobom, nx oTnyck, XxpaHeHue, NepeBO3Ky, U3rOTOBNEHNE NEKapCTBEHHbIX NpenapaTos.;

34) opraHusauuMsa ONTOBOM TOProBNM JeKapCTBEHHbIMU cpeAcTBaMU -
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opraHu3aumsi, OCYLLECTBNSIOLWAS ONTOBYI TOPrOBMIO JIEKAPCTBEHHbIMUM CpeacTBamMK, MX
XpaHeHue, NepeBo3Ky B COOTBETCTBUN ¢ TpeboBaHMsaMM HacToswero ®eaepanbHOro 3akoHa;

MHdopmaLms 06 u3MeHeHusix:

lMyHkm 35 usmeHeH ¢ 3 anpens 2020 e. - @edeparbHbit 3akoH om 3 anpens 2020 . N
105-03

Cwm. npeodbidywyro pedaKyuro
35) anteyHas opraHuM3auuMa - OpraHu3auusi, CTPYKTYpHOe noapasgeneHue
MEAVLMHCKOW OpraHusaunmn, OCYLLECTBSAIOWMNE PO3HUYHYIO TOProBMKO JleKapCTBEHHbIMU
npenapaTtaMmu, B TOM Y1Ce QUCTAHUMOHHLIM CNOCOBOM, XpaHeHne, NepeBO3KyY, N3roTOBNEHNE
N OTNYCK NeKapCTBEHHbIX MpenapatoB ANA MeAUUMHCKOrOo NMpUMEHEHUS B COOTBETCTBUU C
TpeboBaHnaMn HacTosilwero PegepanbHOro 3aKoHa;

MHdopmaLmsi 06 uaMeHeHusix:

[MyHkm 36 usmeHeH ¢ 3 anpens 2020 e. - @edeparbHbit 3akoH om 3 anpensa 2020 2. N
105-03

Cwm. npeodbidywyro pedaKyuro

36) BeTepuMHapHasi anTe4yHas oOpraHusauuMa - OpraHu3auusi, CTPYKTYpHoOe
nogpasgeneHve BETEPUMHAPHOW oOpraHusauuun, OCYLLEeCTBNSAIOWME PO3HUYHYIO TOProBIiko
NeKapCTBEHHbIMX NpenapaTtaMmyv, B TOM 4uUCMe AUCTAHUMOHHBIM CMOCOBOM, XpaHeHue,
N3roTOBIEHME W OTMNYCK JIEKAPCTBEHHbIX NpenapaTtoB ANs BeTepuUHapHOro NpUMEHEHUs B
COOTBETCTBUM C TpeboBaHuAMM HacToswero PegepanbHOro 3aKoHa;

37) hanbcucdmumpoBaHHoe nekapcTBeHHOe CpeaAcTBO - fIeKapCTBEHHOE CPeACTBO,
conpoBoOXaaemoe JTOXXHOW MHdopMauuen o ero coctase 1 (Unn) NnponsBoanTerne;

38) HepobpokayecTBEHHOE NleKapCTBEHHOe CpefCTBO - JIEKAPCTBEHHOE CPEeACTBO,
He cooTBeTCTBYLee TpeboBaHMAM hapmakonenHon ctaten NMBO B Criyyae ee OTCYTCTBUS
TpeboBaHNAM HOPMATUBHOW LOKYMEHTaALUN UM HOPMATMBHOIO AOKYMEHTA;

39) KoHTpachpakTHOEe rieKapCTBEHHOEe CpeAcTBO - [leKapCTBEHHOe CpeacTBo,
Haxogsleecs B 000poTe C HapyLIEHNEM rpax4aHCKOro 3akoHo4aTeNbCTBa;

40) [OKNUHMYECKOe uccrenoBaHWe NeKkapCcTBEHHOro cpeacTtBa - Guonormyeckue,
MUKpOBMonormyeckne, MMMYHOIOrMYECKNE,  TOKCUKOSormyeckme, dapmakoriormyeckme,
dunsnyeckme, XMMuYeckne W Opyrme uccnefoBaHWs EeKapCTBEHHOro cpeacTtBa MyTem
NPUMEHEHNSA Hay4HbIX METOLOB OLEHOK B LEensx MNofnyyYyeHus gokasaTenbCTB 6e30MnacHOCTH,
KayecTBa U 3(P(PeKTUBHOCTUN NTeKapCTBEHHOIO CPeacTBa;

41) KNUHUYECKOe uccriefoBaHMe JiIeKapCTBEHHOro npenaparta - W3yyYeHue
ANArHOCTUYECKMX,  NeYebHbIX,  NPOUNAKTUYECKMX,  apMaKoNOrM4YecKMx  CBOWCTB
NeKapCTBEHHOrO npenapata B Npouecce ero NpUMEHEHUs1 y YenoBeka, XMBOTHOrO, B TOM
yucrie MnpoLEecCOoB BCacbiBaHWs, pacnpeneneHnsi, WU3MEHeHWs W BbIBEAEHUS, NyTeM
NPUMEHEHNSA HaYYHbIX METOAOB OLEHOK B LeNsiX NosfyvyeHus AokasaTenbCcTB 6e30nacHoCTMH,
KayectBa U 3(P(PEKTMBHOCTU NEKApCTBEHHOrO mnpenapaTa, AaHHbIX O HexenaTenbHbIX
peakumsax opraHM3aMa YesioBeka, XXMBOTHOMO Ha NMPUMEHEHWEe NeKapCTBEHHOro npenapara u
00 addekTe ero B3aMMOOEWCTBUS C OPYrMMU NeKapCTBEHHbIMW npenapatamu u (Mnn)
nULLEBbIMM NPOAYKTAMK, KOPMaMK;

42) MHOroLEeHTPOBOE KNMHUYECKOe MUccneaoBaHMe NeKapCTBEHHOro npenapara
Ans  MeAUMUMHCKOro TMPUMEHEeHUst - KIMHMYECKOE WCCrneaoBaHMe NeKapCTBEHHOIo
npenapaTta gna MeguUMHCKOro NpUMEHEHNs, NpoBoANMOe pa3paboTyMKOM NeKapCTBEHHOrO
npenapata B [ABYX W 0Oonee MeOUUMHCKUX OpraHuM3auuax Mo eavHOMY MpPOTOKONy
KIMHMYECKOro nccnefoBaHus NekapCTBEHHOMo npenapara;

43) MexayHapoaHoe MHOroLeHTpoBoOe KITMHNYecKoe uccnegoBaHue
NIeKapCTBEHHOro npenapata Ans MeAULMHCKOro MNpPUMEHEeHUs -  KIMHU4YecKoe
nccnepoBaHve NeKkapCTBEHHOro npenaparta Ans MeOUUUHCKOro NMpUMEHEHUs), NPOBOAMMOE
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pa3paboTyMKkoM NeKapCTBEHHOro npenapaTta B pasnuyHbIX CTpaHax no e4uMHOMY MPOTOKONy
KNMHMYECKOro nccnefoBaHus fekapCTBEHHOMo npenapara;

44) nocTperucrtpauMoHHoe KIMHUYEeCKoe uccriegoBaHue JieKapCTBEHHOro
npenapata Ansa  MeOULMHCKOro MNPUMEHEeHUs -  KIMHUYECKoe  nccnefoBaHue
nekapCTBEHHOro npenapata ans MeauumMHCKOro NpMMeHeHus, NpoBoaANMOE NponssoanTenem
NeKapCTBEHHOro npenapara, rpaxaaHckui 06OopOT KOTOPOro OCYLLIECTBRASIETCA nocne
rocyaapCTBEHHOW peructpauuu, B Uensx [[ONONHUTENbHOro cbopa [OaHHbIX O  ero
0e3onacHOCTM U 3(PPEKTUBHOCTU, pPaCLUMPEHUNA TMOKa3aHUN K MNPUMEHEHUIO OaHHOrO
neKkapCTBEHHOro npenaparta, a Takke BbISIBIEHUS HeXenaTernbHbIX peakuui nauMeHToB Ha
€ro AencTBue;

MHdopmaLms 06 uaMeHeHusIx:

®edepasibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 45 cmambu 4
Hacmosiweao PedeparibHO20 3aKOHa U3J/10XKeH 8 Hogou pedakyuu, ecmynarouwel 8 cusy ¢ 1
urons 2015 a.

CM. mekcm niyHkma e rnpedbidywel pedakyuu

45) uccnepgoBaHue OMO3KBMBAaNEHTHOCTU JieKapCTBEHHOro npenaparta - BuA
KIIMHMYECKOrO  MUCCreaoBaHUA  NIEKapCTBEHHOrO  Mpenapata, MpoBedeHMe  KOTOpOoro
OCyLLeCTBNAeTCa Ana onpefeneHns CKOPOCTU BCaCbiBaHUS W BbIBEOEHUS OAHOrO WUnu
HecKomnbkmux obnagarowmx (apMakonormyeckon akTUBHOCTbIO AEWCTBYIOLNX BeELEeCTB,
KonnyectBa JeKkapCTBEHHOro npenapaTta, AOCTUrarolWero CUCTEMHOIO KPOBOTOKaA, W
pesynbTaTbl KOTOPOro  MNO3BOSMIAKOT  caenatb  BbIBOA O  OMO3KBMBANEHTHOCTU
BOCMPOU3BEAEHHOroO fNeKapCTBEHHOrO Npenapara B onpefeneHHbIX NekapcTBEHHON hopme U
A03UPOBKE, COOTBETCTBYKOLWINX OpME U [03UPOBKE pedepeHTHOro feKapCTBEHHOIo
npenapara;

46) wnccnepgoBaHMe TepaneBTUYECKOW 3KBUBANIEHTHOCTUM  NeKapCTBEHHbIX
npenaparoB - BUA KITMHUYECKOrO MCCNeaoBaHUs NeKapCTBEHHbIX NpenapaToB, NpoBeaeHne
KOTOPOro OCYLLUECTBSETCA AN BbISABMIEHWS OAMHAKOBbLIX CBOWCTB  JleKapCTBEHHbIX
npenapaToB oOnMpeaeneHHon nekapCcTBEHHON OpMbl, a Takke Hannyinus OAMHAKOBbIX
nokasarenen 6e3onacHOCTM N 3(PPEKTUBHOCTU NEKApPCTBEHHbIX NpenapaToB, OAWHAKOBbIX
KNUHUYEeCKMX apPeKTOoB NpU UX NPUMEHEHUN;

47) NPOTOKON KIIMHUYECKOro MuccriefoBaHUA JieKapCTBEHHOro npenaparta -
OOKYMEHT, B KOTOPOM oOnpegensioTcs uenu, (opmbl opraHusaumMm u MeToadonorus
npoBeaeHNsT KNMMHNUYECKOrO UCCreaoBaHus, CTaTUCTUYeckne metoabl o6paboTkm pesynbTaToB
Takoro wuccrnegoBaHuss wM Mepbl nNo obecneyeHuto ©Ge3onacHocTn  manvecknx nuu,
y4acTBYHOLLMX B KIIMHMYECKOM UCCeA0BaHNN NIEKapCTBEHHOrO npenaparTa;

48) 6powtopa nccnepgoBaTens - CBOAHOE U3MNOXEHNE pe3ynbTaToB AOKIMHUYECKOTO
nccnegoBaHnsa NekapCTBEHHOrO CpeacTBa M KIMHUYECKOro UCCnefoBaHusl NekapcTBEHHOro
npenapaTta ans MeanumMHCKOro NnpuMeHeHus;

49) MH(pOPMALMOHHLIN FINCTOK NaumeHTa - LOKYMEHT, B KOTOPOM COAepXaTca B
OOCTYNHON dopMe cBedeHud, Kacawuwmeca npoBOAMMOro KIMHUYECKOro uccneoBaHus
rfleKapCTBEHHOro npenapaTta, U B NMCbMEHHON hopme [OBPOBONbLHOE cornacue nauyneHTa Ha
yyacTue B KIIMHMYECKOM UCCrefoBaHnM NekapcTBEHHOro npenapara nocre 03HaKOMITeHUS C
0COBEHHOCTAMM KIMMHNYECKOTO UCCreaoBaHUSA, UMEIOLWNMN 3HAYEHNE ONS BblPa)XKeHUs1 TaKoro
cornacusi;

50) nobo4yHOe aencTBMe - peakumsa opraHnama, BO3HUKLIAA B CBS3M C MPUMEHEHMEM
NeKapCTBEHHOro npenaparta B [03axX, peKOMeHAyeMbIX B UHCTPYKUUW MO ero NPUMEHEHMUIO,
Ans NpodunakTUKN, ONarHoOCTUKN, NedYeHns sabonesaHna unu ana peabvnutauumm;

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHomM om 22 Oekabps 2014 2. N 429-©3 cmambs 4 Hacmosiuwezo
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®edeparnibHo20 3aKoHa dorosiHeHa riyHkmom 50.1, ecmynarowum 8 cusy ¢ 1 urons 2015 a.

50.1) HexenaTenbHasa peakuusa - HenpegHamepeHHasi HebnaronpusTHasi peakuus
opraHu3ama, Kotopas MOXeT ObITb CBA3aHa C NpMMEHEeHUeM NekapCTBEHHOro npenapara;

51) cepbe3Hasa HexenatenbHasa peakuusi - HeXxenaTtenbHas peakuus opraHusma,
CBSi3aHHasi C NPUMEHEeHNeM fiekapCTBEHHOrO npenaparta, NpueeaLas K CMepTn, BPOXOEHHbIM
aHoManuMsM WnNu nopokaMm passBuTua nNubo npegctasnaowas cobon  yrposy  XKWU3HMW,
Tpebylowas rocnutanusaumn unu npyeelwas K CTOMKON yTpate TpyAoCcnoCoBHOCTU U (Mnu)
WMHBaNMOHoCTy;

MHdopmaLms 06 uaMeHeHusix:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-03 nyHkm 52 cmambu 4
Hacmosiweao @edepasibHO20 3aKOHa U3J/I0XKeH 8 Hogou pedakyuu, ecmynarouwel 8 cusy ¢ 1
urons 2015 a.

CM. mekcm niyHkma e rnpedbidywel pedakyuu

52) HenpeaBuAeHHas HexenaTtenbHaaA peakuua - HexenaTtenbHas peakuus
opraHuMama, KoTopasi CBsi3aHa C NPUMEHEHMEM neKkapCcTBEHHOro mnpenaparta B [Jo3ax,
pekoMeHayeMbIX B MPOTOKOSE ero KIIMHUYECKOro nccrneaoBaHus, GpoLuope nccnegosartens,
UNn ¢ NPUMEHEeHNEeM NeKapCTBEHHOIo npenapaTa B 403aX, PEKOMEHAYEMbIX B MHCTPYKLUMK MO
ero nNPUMEHEHWIO Ans NPOMUNAKTUKWA, OMArHOCTMKM, JleyYeHus 3aboneBaHus uUnn
MeAMUMHCKOM peabunutauum naumeHTa, M CyLHOCTb, TSXKECTb WM UCXO4 KOTOPOM He
COOTBETCTBYET MHGOPMaLUMM O NeKapCTBEHHOM npenapaTte, CoaepXaLlenca B NpOTOKONe ero
KNMHNYECKOro nccnenoBaHus, 6poLuope nccrnegoBaTens Unu B MHCTPYKUMK NO NPUMEHEHMIO
NleKapCTBEHHOrO npenapara;

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 4 Hacmosiuweza0
®edeparnibHo20 3aKoHa dorosiHeHa ryHkmom 52.1, ecmynarowum 6 cusy ¢ 1 urons 2015 a.
52.1) cphapmakoHaa3op - BUA AEATESNIbHOCTU MO MOHUTOPUHIY 3(EKTUBHOCTU W
©e3onacHOCTM NneKapCTBEHHbIX MpenapaToB, HanpaBfeHHbIM Ha BbISBMEHUE, OLEHKY W
npefoTBpaLleHne HexenaTenbHbIX NocneacTBUA NPUMEHEHUS NeKapCTBEHHbIX NpenapaTtos;
MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 4 Hacmosiuweza0
®eldeparibHO20 3aKOHa 0oriofiHeHa rnyHKmom 52.2, ecmynarowum e cury ¢ 1 utons 2015 e.
52.2) nnaH ynpaBneHuss puckamum - noapobHOe onucaHne MeponpUATUA no
bapmakoHaa3opy, HarnpaBfieHHbIX Ha BbISIBNEHWE, OUEHKY W npegoTBpalleHve  unm
MUVHAMU3ALNIO PUCKOB, CBSA3aHHbLIX C feKapCTBEHHbIMW MpenapaTamMu, BKIIOYasi OLEHKY
3¢ (PEKTUBHOCTU AaHHbIX MEPONPUATUN;

MHdopmaLms 06 n3MeHeHusIx:

[MyHkm 53 usmeHeH ¢ 1 mapma 2025 e. - ®edeparnbHbit 3akoH om 30 Oekabpsi 2021 e. N
463-©3

Cm. 6ydywyro pedakyuro

lMyHkm 53 usmeHeH ¢ 13 agaycma 2019 e. - ®edeparibHbIl 3akoH om 2 agaycma 2019 e. N
297-03

CwMm. npeodbidywyto pedakyuro
FAPAHT:

MonoxeHna nyHkta 53 ctaten 4 (B pegakumm degeparnbHoro 3akoHa ot 29 uionga 2017 r.
N 242-03) B yactu, Kacarowencas opMmnMpoBaHNA U Bbl4ayun PeELIENTOB Ha NIEKapCTBEHHbIE
npenapaTtbl, coAepxaliMe Ha3Ha4YeHne HapKOTUYECKUX CpPeacTB WM NCUXOTPOIMHbIX
BELeCTB, B POpPMe 3MEKTPOHHbIX JOKYMEHTOB, npumeHsTea ¢ 1 aHBapsa 2019 r.

53) peuenT Ha fieKapCTBEHHbLIA npenapar - MeaNUUHCKAA JOKYMEHT YyCTaHOBNEHHON
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dopMbl, cogepXalmMi HasHayeHne neKkapCTBEHHOro npenapata Ans  MeguUUMHCKOro
NPUMEHEHNS, BblAAHHBbIA MEOUUMHCKMM paboTHMKOM B LENAX OTnycka NekapCTBEHHOro
npenapata WnNn ero M3roToBfEHUS M OTnycka Ha GyMaHOM HOcuUTene unuM C cornacus
naunMeHtTa WnNu ero 3aKOHHOro npeacrtaBuTeNns B OPMe 9fIEKTPOHHOIO AOKYMEHTa,
NoANUCAHHOIO C UCMOSIb30BaHMEM YCUITEHHOW KBannguUUMPOBaAHHOW 3NEKTPOHHOW Mognucu
MeauumHCKoro paboTHuka, nnbo [OKYMEHT YCTaHOBMEHHOM opMbl, coaepXxalimmn
Ha3Ha4yeHne IeKapCTBEHHOro npenapaTta Ana BeTepUMHAPHOro MNPUMEHEHUS, Bbl4aHHbIN
cneumnanucTtoMm B o6nacTu BeTepuHapum B LensiX OTNycKa fieKapCTBEHHOro npenapaTta wunu
€ro U3roToBfeHNs 1 OTNycka Ha ByMaKHOM HOCUTENE;

MHdopmaumsa 06 nameHeHusx:

[lyHkm 54 usmeHeH ¢ 1 mapma 2025 e. - ®edeparibHbit 3akoH om 30 Oekabpsi 2021 e. N
463-®3

Cwm. 6ydywyro pedakyuro

54) TpeboBaHMe MeAWLMHCKOM oOpraHusauum, BeTepuHapHOM oOpraHusauum -
AOKYMEHT YCTaHOBMEHHON (OOPMbI, KOTOPbIA BbIMMCAH MEAUUMHCKUM pPaboTHUKOM UNnu
cneyvanuctom B o6nactm BeTepuHapum, MMEKLWMMW Ha 9TO NpaBO, U COOEPXUT B
NMUCbMEHHOW (popMe YyKasaHWe anTeyHou opraHusaumm WM BeTEepUHaApPHOW anTevyHON
opraHusauumn o6 oTnycke nekapCTBEHHOro NpenapaTta Unn O ero U3roToBneHnn n o6 oTnycke
ana obecneyeHuss neyebHOro npouecca B MeOULMHCKOW OpraHusauuun, BeTepUHapHON
opraHusauuu;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 4 Hacmosiueza0
®edeparnibHO20 3aKoHa dorosiHeHa ryHkmom 55, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
55) komnriekcHasa oueHKa nekapCTBEHHOro npenapaTta - oLueHKa 3aperMcTpupoBaHHOro
nekapCcTBEHHOro npenapaTta, BKroyawLwasa B ceba aHanua nHgopmauun o cpaBHUTENbHON
KNHM4Yeckon 9eKTMBHOCTM U 6e30MacHOCTM  NEeKapCTBEHHOro npenapaTta, OLEHKY
9KOHOMWYECKMX MOCNeaCcTBUN ero NpUMEHEeHUs, ndydeHue OOMNOSHUTENbHbLIX MNOCcCneacTBui
NPUMEHEHNA FeKapCTBEHHOro rnpenapata B Uendx MPUHATUS pelleHUn O BO3MOXHOCTU
BKIMIOYEHUSA NeKapCTBEHHOro npenapara B nepeyeHb XU3HEHHO HEOOXOAMMBIX N BaXXHEWLINX
NEeKapCTBEHHbIX MpenapaTtoB, HOPMAaTUBHblE MpPaBOBble aKkTbl W WHblE OOKYMEHTHI,
onpegensaowne nOpsSAOK oOKasaHus MeOMUMHCKOW MOMOLUM, WU UCKIIYEHUS ero u3
YyKa3aHHbIX NepeyHsi, akToB 1 JOKYMEHTOB;

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 4 OoronHeHa ryHkmom 56 ¢ 1 sHeapsi 2018 2. - ®edeparsibHbIl 3aKkoH om 28
Oekabps 2017 2. N 425-@3
56) cucrtema MOHUTOPMHra [AOBWXKEHUSI NeEKapCTBEHHbIX MpenapaTtoB AnA

MeAULMHCKOro npuMeHeHus - pegepanbHas rocygapcrBeHHas MHopMaLMOHHasa cuctema
MOHUTOPUHIa OBWXEHUS NeKapCTBEHHbIX MpenapaTtoB ANns MeAuLMHCKOro NpUMeHeHUs OT
npousBoauMTeNss OO KOHEYHoro notpebutens C  MCNOMb3oOBaHMEM B OTHOLUEHUMU
NeKapCTBEHHbIX NpenapaToB A1 MegULMHCKOrO NPUMEHEHNA CpeacTB naeHTudmkaumm.

FAPAHT:

Cwm. KOMMEHTapun K ctatbe 4 HacTosLero Cbe,u,epaanoro 3aKOHa

MnaBa 2. NMonHomouunna dpegepanbHbIX OPraHOB UCMOJTHUTENbHOW BNacTU, OPraHoB
ucnonHuTenbHon Bnactm cybbektoB Poccumckon ®egepaumm npu odpaiieHumn
neKapcTBEHHbIX CpeacTB

Cratba 5. [lonHomMouus degeparibHbIX OpPraHoB WCMOMHUTENBLHOW Briactn npu
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obpalleHnn NekapCTBEHHbIX CPeacTB
K nonHomoumnsm cenepanbHbiX OpraHoB WCMOMTHUTENbHOW BNacTu npu obpalleHnm
neKkapCTBEHHbIX CPeACTB OTHOCATCA:

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3akoOHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 1 cmambu 5
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouwue & cuny ¢ 1 utons
2015 e.

CmM. mekcm riyHkma 8 rnpedbidyuwel pedakyuu
1) npoBegeHne B Poccuiickon ®epepauumn eouvHoOM rocygapCTBEHHOW MONMUTUKU B
obnactn obecneveHns nekapcTBEHHbIMW NpenapaTamu rpaxaaH B Poccunckon ®epepauuu;

MHdopmaumsa 06 nameHeHusX:

®eldepasibHbIM 3akoOHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 2 cmambu 5
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouwue & cuny ¢ 1 utons
2015 e.

CmM. mekcm riyHkma 8 rnpedbidyuwiel pedakyuu
2) yTBepxaeHue obLumx dapmakonenHblx ctateun, hapmMakonenHblx craten, nsgaHue
rocygapCTBeHHOM (papmakoneu, co3gaHMe W BefeHne peecTpa  (hapmMakonenHbix
CcTaHOapTHbIX 06pa3LoB;

MHdopmaumsa 06 nameHeHusx:
[NyHkm 3 usmeHeH ¢ 1 utonsi 2021 2. - @edeparsibHbil 3akoH om 11 utoHs 2021 2. N 170-03

CwM. npeodbidywyto pedakyuro
3) ocyulecTBneHne denepanbHOro rocygapCTtBEHHOrO KOHTpons (Hagsopa) B cdepe
obpaLleHnsa nekapCTBEHHbIX CPEACTB;

MHdopmaumsa 06 nameHeHusx:
[MyHkm 4 usmeHeH ¢ 1 utonss 2021 2. - @edeparsibHbil 3akoH om 11 utoHs 2021 2. N 170-03

CmM. npeodbidywyto pedakyuro
4) nuueHsnpoBaHWe NPOU3BOACTBA JlIEKApPCTBEHHbLIX CpeacTB, B TOM 4uchne
befieparnbHbIA TOCY4apPCTBEHHbBIV NMULEH3UOHHBIA KOHTPOMNb AeATEeNIbHOCTU MO NPOU3BOACTBY
NeKapCTBEHHbIX CpPeacTB, Mepuoanyeckoe MOATBEPXAEHWE COOTBETCTBUA IMUeH3MaTa,
UMEIOLLIEero NUUEH3NK0 Ha MNPOM3BOACTBO JleKapCTBEHHbIX CPeacTB, U hapmaueBTUYeCKOn
AesaTenbHOCTN B COOTBETCTBUM C 3aKkoHOoaaTenbCcTBOM Poccuiickon Pepgepaumu;
FTAPAHT:

Cm. T[lonoxeHne O nNUUEH3MPOBaHUM  MNPOU3BOACTBA  JIEKAPCTBEHHbLIX  CPEACTB,
yTBEpXAeHHOe nocTtaHoBreHnem lMNpasutensctea P® ot 6 nona 2012 r. N 686

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3aKkoHOM om 22 Oekabpssi 2014 e. N 429-©3 e nyHkm 5 cmambu 5
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI USMEeHeHUs, ecmynaroujue 8 cusny ¢ 1 urons
2015 a.

CM. mekcm nyHkma e rnpedbidyuwel pedakyuu
5) opraHusaumMsi 3KCNepTu3bl EKAapPCTBEHHbIX CPEACTB, 3TUYECKOW IKCMepTusbl
BO3MOXXHOCTM MPOBEAEHUS KITMHMYECKOro MUccrneaoBaHMsl NeKapcTBEHHOro npenapata ans
MEANLMHCKOrO NPUMEHEHUS, 3KCNepTU3bl JOKYMEHTOB, NPeACTaBMNeHHbIX ANA onpeaeneHus
BO3MOXXHOCTM paccmaTpuBaTb NEKapCTBEHHbIA npenapart Ans MeauLMHCKOro nNpuMeHeHUs
npw rocyaapCTBEHHOW perncTpawmm B Ka4ectTse ophaHHOro fekapCcTBEHHOro nNpenapaTa;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambs 5 Hacmosiwez2o
®edeparnibHO20 3aKoHa dorosiHeHa ryHkmom 5.1, ecmynarowum 6 cusy ¢ 1 uronsa 2015 a.
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5.1) opraHusauus nposefeHUss KOMIMMEKCHOW OLEHKM JIeKapCTBEHHOro rnpenapata B
Luensix NPUHATUS pPeLUeHMA O BO3MOXXHOCTU BKIIOYEHUSA JIEKapCTBEHHOro npenaparta B
nepeyYeHb  XM3HEHHO HEeobXOoOMMbIX W BaXXHEWLWMX JIEKAapCTBEHHbIX Mpenapartos,
HOpPMaTUBHbIE MPABOBbLIE aKTbl M WHblE OOKYMEHTbI, onpefensiolmne nopsiaok okasaHus
MeANLMHCKOW NMOMOLLM UMM UCKIIOYEHNSA ero U3 ykasaHHbIX NepeYHsi, akTOB U JOKYMEHTOB;

6) Bblga4a paspeLLleHnin Ha NPoBeAEHNE KITMHUYECKNX UCCREeA0BaHNN NIEeKapCTBEHHbIX
npenapaToB, BedEeHWE peecTpa BblAAHHbIX paspeweHMn Ha NpoBedeHNEe KITMHUYECKUX
nccnegoBaHnin IekapCTBEHHbIX NpenapaTos;

7) rocygapCTBeHHasi  perncrpaums  JfieKapCTBEHHbIX  NpenapaTtoB, BedeHue
rocyapCTBEHHOrO peecTtpa fiekapCTBEHHbIX CPEACTB;

MHdopmaLms 06 uaMeHeHusIx:

®edepasibHbIM 3akoHoM om 22 Oekabps 2014 e. N 429-®3 nyHkm 8 cmambu 5
Hacmosiweao @edepasibHO20 3aKOHa U3J/10XKeH 8 Hogou pedakyuu, ecmynarouwel 8 cusy ¢ 1
siHeaps 2016 a.

CmM. mekcm riyHkma e rnpedbidywel pedakyuu
8) opraHmszauma un (MnNn) NpoBeAeHME WHCMNEKTMPOBaHUA CcybbekToB obpalleHuns
NneKapCTBEHHbIX CPeACTB Ha COOTBETCTBME NpaBunamMm Haanexawen nabopatopHom NpakTUKu,
npasunamMm Hagnexawen KIMHMYECKOM MpaKkTUKK, npasuiaM Hagnexawlen npakTUku
XPaHEHUs1 1 MEpPeBO3KM  JIEKApCTBEHHbIX MpenapaTtoB, NpaBunaM  Haanexaiien
ANCTPUOBLIOTOPCKOM MPaKTUKK, NpaBuinam Haanexallen ante4yHom NPakTUKK;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHOM om 22 Oekabpss 2014 2. N 429-®3 cmambsi 5§ Hacmosiwezo
®edeparnibHo20 3aKoHa dorosiHeHa ryHkmom 8.1, ecmynarowum 6 cusy ¢ 1 urons 2015 a.
8.1) opraHusaums u (MnNu) NpoBefeHMEe MHCMNEKTUPOBaHMA CyOBLEKTOB obGpalleHuns
NeKapCTBEHHbIX CPeacTB  Ha  COOTBeTCTBME  TpeboBaHWAM  rnpaBusl  Hagnexallemn
NPOU3BOLACTBEHHOW TMPAaKTUKK, Bblgaya 3aKl4YeHUn O COOTBETCTBUM MNpous3BoauTENs
neKkapCTBEHHbIX CpeacTB TpeboBaHNAM NpaBun Haanexallen Npons3BoLCTBEHHON NPAaKTUKW;

MHdopmaLmst 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 5 Hacmosiuwezo
®edeparibHO20 3aKoHa doriosiIHeHa ryHkmom 8.2, ecmynarowum 8 cusly ¢ 1 urons 2015 a.
8.2) ycTaHoBneHue nopsiaka BeOEeHUs W BefeHMe TrOoCyAapCTBEHHOro peecTpa
3aKIIHOYEHN O COOTBETCTBUN NPON3BOANTENS NEKAPCTBEHHbLIX CpeacTB TpeboBaHUAM npasun
Hagnexawen Npon3BoACTBEHHOW NPaKTUKN;

MHdopmaLms 06 uaMeHeHusix:
[TyHkm 9 usmeHeH c 7 utoHs 2019 2. - ®edeparibHbit 3akoH om 6 utoHs 2019 2. N 134-®3

Cwm. npeodbidywyro pedaKyuro
9) rocygapcTBeHHas peructpaums npeferibHbiXx OTMYCKHbIX LUeH npousBoauTenen Ha
NeKapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MNepevYeHb JKU3HEHHO HeobXxoauMbiX W
BaXHEWLMX JeKapCTBEeHHbIX MpenapatoB, W BedeHuMe rocyJapCTBEHHOrO peecTtpa
npenenbHbIX OTNYCKHbIX LEeH Npou3BoAuTeNien Ha NnekapcTBEHHbIE npenaparbl, BKIHOYEHHbIE
B rNepeyeHb XU3HEHHO HEOOXOANMBIX U BaXXHEWLLMX NEKapCTBEHHbIX NpenapaTos;

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHom om 13 urona 2015e. N 241-©3 cmambssi 5 Hacmoswezo
®edeparibHO20 3aKoHa dorosiHeHa rnyHKkmom 9.1

9.1) cornacoBaHve MPOEKTOB pPeLUEHUI OpraHOB MCMOSTHUTENbHOW BNactu CyObekToB
Poccuiickon ®depepauumn o6 ycTaHOBNEHUN W (MNN) U3MEHEHUM MNpederbHbIX pa3MepoB
ONTOBbIX HaAbaBOK W npeferibHblX pasMepoB PO3HUYHLIX HaabaBOK K  hakTU4ECKUM
OTNYCKHbIM LIEHaM, YCTaHOBMEHHbIM MPOM3BOAUTENSAMM JNEKAPCTBEHHbLIX MpenapaToB, Ha


garantf1://5656200.1111/
garantf1://403004055.1000/
garantf1://70726338.125/
garantf1://70726338.42/
garantf1://57403073.580/
garantf1://71373446.1000/
garantf1://71482808.1000/
garantf1://70726338.126/
garantf1://70726338.41/
garantf1://70351198.1000/
garantf1://71362624.1000/
garantf1://70726338.126/
garantf1://70726338.41/
garantf1://72162044.11/
garantf1://77582038.590/
garantf1://5656200.1111/
garantf1://52390025.0/
garantf1://5656200.1111/
garantf1://71027950.121/

neKkapcTBeHHble npenapaTbl, BKMOYEHHbIE B TMEPEeYEHb JKU3HEHHO HEOOXOAMMbIX U
Ba)XHENLLMX NleKapCTBEHHbIX NpenapaTos.;

WHdbopmaLms 06 nsmeHeHusix:

[MyHkm 10 usmeHeH ¢ 13 agaycma 2019 e. - ®edepasibHbIl 3akoH om 2 agaycma 2019 2. N
297-03

CwM. npeodbidywyto pedakyuro
10) Bblgaya, YyCTaHOBMEHME nopsiaka BblAayM paspelleHMst Ha BBO3 KOHKPETHOW
napTuUu nekapcTBeHHOro cpeactaea B Poccuickyto ®enepauunio;

MHdopmaumsa 06 nameHeHusx:

[TyHkm 10.1 usmeHeH ¢ 13 agaycma 2019 2. - ®edeparibHbil 3aKoH om 2 agaycma 2019 a.
N 297-03

Cm. rpeodbidywyto pedakyuro

10.1) Bblgaya, ycCTaHOBMNEHWe ropsiaka BblgadYnm W QOpMbl LOKYMEHTa, KOTOpPbIn
noaTBepXXgaeT, YTO MPOU3BOACTBO JleKapCTBEHHOro npenaparta gna  MeguUMHCKOro
NPUMEHEHNSA OCYLLECTBIIEHO B COOTBETCTBMM C TpeboBaHMsSIMW rpaBusil  Hagnexawlemn
NPOM3BOACTBEHHOM MPAKTUKM WM YTO JIEKApPCTBEHHLIN npenapaT ans BeTepUHapHOro
npuMeHeHna gonyweH K obpaweHno B Poccuinckon degepaumn, W NOANEXUT
npeacTaBneHnio No TpeboBaHMIO YNOMHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYK BBO3UTCSH
nekapcTBEHHbIN nNpenapar;
FAPAHT:

CMm. AOMUHUCTpaTMBHBIA pernameHT denepanbHoOM Ccnyxbbl MO BeTEPUHApPHOMY W
dumTOCaHUTAapHOMY HaA30py MO NpPedoCTaBeHU0 FOCydapCTBEHHOM YCNyrn Mo Bbloaye
OOKYMEHTa, KOTOpbIM NoATBEpXA4aeT, YTO feKapCTBEHHbLIM npenapaTt And BeTepuHapHOro
npuMeEHeHNa gonyweH K obpaweHnio B Poccuinckon dPegepaumm, ©  NOANEXUT
npeacraBneHnto no TpeboBaHUO YNONIHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPY BBO3UTCA
NeKapCTBEHHbIN Npenapar, YTBEPXAEHHbIN npuka3om Poccenbxo3Hagsopa ot 28 aekabps
2020 r. N 1402

CM. AOMWHUCTPaTMBHBLIA pernameHT no npeacrtaBneHnto  MuHnpomToprom Poccum
rocygapCTtBeHHOW ycryru o Bblgaye [JOKYMEeHTa, KOTOpbl NOATBEpXOaeT, 4To
NPOM3BOACTBO NIEKapCTBEHHOro npenaparta Ans MeguLMHCKOro NPUMEHEHUS OCYLLECTBIEHO
B COOTBETCTBUM C TpeboBaHWAMW MpaBusl Hagnexalwen npouM3BOOCTBEHHOW MPaKTUKK, W
NOANEXUT NpeacTaBneHnto nNo TpeboBaHUIo YNOTHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYHO
BBO3UTCS NEKapCTBEHHbIN npenapar, YTBepX4eHHbIn rnpukasom MuHnpomTtopra Poccum ot
31 pekabpsa 2015 r. N 4369

WHdbopmaLms 06 nsmeHeHusix:

®edepasnbHbiM 3akoHomM om 13 urona 2015e. N 241-©3 e nyHkm 10.2 cmambu 5
Hacmosiweao PedepasribHO20 3aKOHa 8HECEHbI U3SMEHEHUS

CmM. mekcm riyHkma 8 rnpedbidyuwel pedakyuu
10.2) Bblgaya, yCcTaHOBIEHME nopsigka Bblgaun M OpMbl OKYMEHTa, coaepallero
CBefeHNA O CTaamax TEXHONOrMYeCcKoro npouecca Npon3BoACTBa fiekapCTBEHHOIO CpeacTBa
AN MeOUUMHCKOro MPUMEHEHMUs, OCYLLEeCTBNsSieMblX Ha Tepputopun EBpasunckoro
3KOHOMWYECKOro Co3a;
TAPAHT:

CMm. AaomuHucTpaTtuBHbI  pernameHT MwuHnpomTtopra Poccum no  npegocTaBrieHuio
rocyAapCTBEHHOM YyCryrm no BblAavye [AOKYMEHTa, coAepallero CBedeHWd O cTagusix
TEXHOSIOrnM4YecKoro npouecca npovM3BOACTBa NeKapCTBEHHOIo cpeacTBa At MeanLUHCKOro
NPUMEHEHNS, OCYLLECTBNAEMbIX Ha TeppuTopun EBpasmMincKOro 9KOHOMUYECKOro Co3a,
yTBEpPXAEHHbIN npukazom MunnpomTtopra Poccum ot 31 gekabps 2015 r. N 4368
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11) co3gaHne coBeTOB MO BOMpPOCaM, CBS3aHHbIM C ObOpalleHMeM neKapCTBEHHbIX
CpeacrTs;

12) aTtTectaums u cepTudukaumnsa cneunanmcros;

13) ytpaTtun cuny;

MHdopmaLms 06 uaMeHeHusix:
Cm. mexkecm nyHkma 13 cmambu 5

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-®3 nyHkm 14 cmambu 5
Hacmosiwezao @edepasibHO20 3aKOHa U3J/10XKeH 8 Hogou pedakyuu, ecmynarouwed 8 cusy ¢ 1
urons 2015 a.

CM. mekcm niyHkma e rnpedbidywel pedakyuu

14) ocywecTtBneHne papmakoHan3opa;

15) yyacTtue B MexgyHapogHOM COTPYOHUYECTBE;

16) nonydyeHMe nNO 3anpocaM  YMNOSIHOMOYEHHOro  doefeparnbHOro  opraHa
WCMNOMHUTENbHOMW BNacTM OT OpPraHoB MWCMONMHUTENbHOM Bractu cybbektoB Poccumnckomn
depepaummn, a Takke OT CybbekToB 0OpaLleHNs fekapCTBEHHbIX CPeACcTB AN MEeAULMHCKOro
NPUMEHEHNa WHGOPMauunM Mo BOMPOCaM YCTAHOBMNEHUS U MNPUMEHEHUA LUeH Ha
nekapcTBEHHbIe npenapaTbl U HaabaBoK K HAM;

17) npuMeHeHne Mep OTBETCTBEHHOCTU 3a HapyLLUeHWe 3akoHoaaTenbcTBa Poccumnckon
depepauymm;

MHdopmaumsa 06 nameHeHusx:
®edepasibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 5§ Hacmosiwezo
®edeparnibHO20 3aKoHa doriosiIHeHa ryHkmom 18, ecmynarowum 8 cusy ¢ 1 urons 2015 a.

18) yTBepxgeHue npaBun Hagnexawen nadbopaTopHOW NPaKTUKK,  NpaBusl
Hagnexawemn KIMHUYEeCKOW MpaKkTUKKW, npasuil Hagnexawen npou3BoLCTBEHHOW MPAKTUKM,
npaBur Hagnexawen nNpakTMkM XpaHeHnsa n NepeBO3KN NIeKapCTBEHHbIX NpenapaToB, NpaBus
Hagnexawen ANCTPUOBIOTOPCKOM MpPakTUKW, MNpaBun Hagnexawen anTeqyHOW MpakTUKMK,
npaBun Haanexawen npakTukn dapmMakoHag3opa neKkapCTBEHHbIX npenapaTtoB  Anis
MeANLMHCKOro NpUMEHEHUS;

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 5 Hacmosiuwezo
®edeparnibHo20 3aKoHa dorosiHeHa ryHkmom 19, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
19) ycraHoBneHwe nopsgka OPMUPOBAHUA  PErucTpauMoOHHOrO  OoCbe  Ha
nekapCTBEHHbIN NpenapaT u TpeboBaHW K JOKYMEHTaM B €ro COCTaBe;

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 cmambs 5 Hacmosiuwezo
®edeparnibHO20 3aKoHa doriosiHeHa ryHkmom 20, ecmynarowum 8 cusy ¢ 1 urons 2015 a.
20) yTBepxaeHue npasusil paumoHarnbHOro BbibOpa HaMMEHOBaHWUA JIEKapCTBEHHbIX
npenapaToB ANA MEAULUHCKOro NpUMEHEHUS;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 5§ Hacmosiwezo
®edeparnibHO20 3aKoHa dorosiHeHa ryHkmom 21, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
21) yTBEpXaeHue nepeyvyHs HaMMeHOBaHUM NeKapCTBEHHbIX POPM;
22) ytpatun cuny ¢ 1 mapta 2020 r. - ®egepanbHbll 3akoH oT 27 gekabpa 2019 r. N
475-03

MHdopmaumsa 06 nameHeHusx:
CwMm. npeodsidywyto pedakyuro

®edepasibHbIM 3aKkoHOM om 22 Oekabpss 2014 2. N 429-®3 cmambsi 5§ Hacmosiwezo
®edepasnibHO20 3aKoHa QorosIHeHa ryHkKmom 23, ecmynarouwum 6 cuny ¢ 1 urons 2015 a.
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23) yTtBepxaeHuMe TpeboBaHMN K WHCTPYKUUMM NO MEAULUMHCKOMY MPUMEHEHUIO
NEeKapCTBEHHbIX MNpenapaTtoB W K WHCTPYKUMM MO  BETEPUHAPHOMY  MPUMEHEHUIO
rNeKkapCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 nameHeHusx:

[NyHkm 24 usmeHeH c¢ 3 anpens 2020 e. - ®edeparibHbit 3akoH om 3 anpens 2020 . N
105-®3

Cm. npeodbidywyto pedakyuro

24) NpUHATUE peLLEHUI, SBISIOWMXCH OCHOBaHUSAMU O1151 BKIMIOYEHUS JOMEHHbIX MMEH
n (Mnn) ykasatenem CTpaHuUy CanToB B WMH(OPMALMOHHO-TENEKOMMYHUKALUMOHHON CeTun
"MIHTepHeT", a Takke ceTeBblX agpecoB B €QMHY0 aBTOMAaTU3NPOBAHHY UH(POPMALNOHHYO
cuctemy "EOMHBING peecTp  [OOMEHHbIX WMEH, ykasaTtenem CTpaHuy CcauToB B
NHOPMALNOHHO-TENEKOMMYHUKAUNMOHHOM  ceTu  "WHTepHeT" ©  ceTeBblX  agpecos,
NO3BONALWMX MOAEHTUPULMPOBaTL CanTbl B MHPOPMALIMOHHO-TENEKOMMYHUKALMOHHON CETH
"MIHTepHeT", cogepxaline WHGOPMaUUIO, pacnpocTpaHeHne KoTopon B Poccuirckon
depepaumn 3anpelleHo", B OTHOLIEHUMM WHdOopMauUuK, coaepXawen npeanoxeHme o
PO3HUYHOW TOProBfie fneKkapCTBEHHbIMM npenapaTtaMmn, B TOM 4uUChe OUCTaHUMOHHbLIM
cnocobom, po3HMYHAA TOProBfsd KOTOPbLIMU OrpaHW4YeHa unn 3anpelieHa B COOTBETCTBUU C
HacToswmm degepanbHbIM 3aKOHOM, U (MNKW) MHOPMaUUK, codepxallen npenroxeHue o
PO3HWYHON TOProBfie neKkapCTBEHHbIMM npenapaTtaMmn, B TOM 4uUChe AUCTaHUMOHHbLIM
cnocobom, nMuamun, He MMEKLWUMN FULEH3MM U paspeLLeHMs Ha OCYLLECTBIIEHME TaKowm
AeATEeNbHOCTN,  ecnn  MNOoSiydeHne  JMUEH3UM 1M paspelleHna  npenycMOTPeEHO
3aKoHogaTenbCcTBOM 06 06paLleHnn NekapCTBEHHbIX CPEACTB;

MHdopmaumsa 06 nameHeHusx:

Cmambsi 5 dornoniHeHa ryHkmom 25 ¢ 29 Hosibpsi 2019 e. - ®edepasibHbIU 3aKkoH om 28
Hosi6ps 2018 2. N 449-03
25) Bblgava paspelleHnn Ha BBOA B rpakgaHCKMnm 0BopOoT MMMYHOBMONOrnMYeCcKmx
neKkapCTBEHHbIX NpenapaTos.
FTAPAHT:

CM. KOMMeHTapun K ctaTbe 5 HacToswero PefgepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHom om 13 uronsa 2015 2. N 233-03 Hacmoswutu PedeparibHbIl 3aKOH
odornosnHeH cmameel 5.1
FTAPAHT:

lMonoxeHna crtateM 5.1 pacnpocTpaHATCA Ha MOMHOMOYUA defepanbHbIX OpraHoB
MCMNOSTHUTENbHOM BNacTW, KOTOpble He nepefaHbl AN OCYLLECTBMEHUST OpraHam
rocygapCtBeHHoM Bractu cybbektoB P® u©  opraHam MeCTHOro camoynpaBrieHus
COOTBETCTBYHOLLUNMN doeeparnbHbIMU 3aKOHaMM
Cratba 5.1. [lepepaya ocyLleCcTBNEHMs MNOSHOMOYMA bedepanbHbIX OpraHoB
NCMONHUTENbHOW BNAcTV NMpu obpalleHnn nekapcTBEHHbIX CPEACTB OpraHam
NcnonHUTEenbLHoM BrnacTn cyobektos Poccurckon ®epepauum
MonHomouns denepanbHbiX OPraHoOB MCMOMHUTENBHOM BRactTu npu  obpaleHun
NEeKapCTBEHHbIX CPeacTB, NpeaycMOTpeHHble HacToswum PefepanbHbiM 3aKOHOM, MOryT
nepefaBaTtbCs ANA  OCYLLECTBMNEHWS OpraHam WCMOMHUTENbHOM Briactu CcybbekToB
Poccuinckon depepaunm noctaHosneHnamu [lpasutensctBa Poccunckon depepaumm B
nopsigke, ycraHoBneHHoM degepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-d3 "O6
0o0LWMX NpUHUMNaxX opraHmM3aunn 3akoHogaTenbHbIX (MpeacTaBUTENbHbBIX) U MCMONHUTENBHbIX
OpraHoB rocyfapcTBeHHon Bnactu cybbektoB Poccuickon ®epepauunn”.
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FAPAHT:
CM. kommeHTapun K ctaTbe 5.1 HacToswero ®efepansHOro 3akoHa

Crtatba 6. [loniHOMO4YMA OpraHoB WCNOSHUTENbLHOW Bnactn cybbekta Poccuinckon

depepaunm npu obpalleHnn nekapcTBEHHbIX CPeacTB

K nonHomo4nsim opraHoB UCNOSTHUTENBHOW Bnactu cybbekta Poccunckon depepaumm
npv obpalleHnmn NekapcTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka u peanusauusi pervoHanbHbiX Nporpamm obecrneyeHust HaceneHus
neKkapCcTBEHHbIMU NpenapaTamu;

2) yCTaHOBMEHME NpeaeribHbIX pa3MepoB ONTOBbLIX HA40aBOK M NpedesibHbIX pa3mMepoB
PO3HNYHbIX HaAbaBOK K haKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOM3BOAUTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble MpenapaTtbl, BKMIOYEHHbIE B MepeyeHb
XN3HEHHO HEOBXOAUMbIX U BaXKHENLLMX NIeKapCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 nameHeHusx:

[NyHkm 3 uameHeH ¢ 1 mapma 2020 2. - ®edepasibHbil 3akoH om 27 dekabpsi 2019 2. N
475-03

Cm. npeodbidywyto pedakyuro

3) ocyuiecTBneHne permoHanbHOro rocygapCTBEHHOMO KOHTPOMS 3a NPUMEHEHNEM LIEH
Ha JnekapCTBEHHble npenapaTtbl, BKIOYEHHbIE B repevyeHb XU3HEHHO HeobXOAUMbIX |
BaXHENLLMX  JIeKApCTBEHHbIX  MNpenapaTtoB,  OpraHuM3auuMsaMuM  OMNTOBOM  TOProOBMM
NeKapCTBEHHbIMW  cpefcTBaMW,  anTeYyHbiMW  OpraHusauusamu,  UHAUBMAOYalbHbIMU
npegnpuHMMaTenamMy, UMEKLWMMN  NULUEH3NI0 Ha (dapMaueBTUYECKYHD OeATeNbHOCTb,
MEAVUMHCKAMW  OpraHmsaumsaMu,  UMEeWuMUM  NUUEH3NK  Ha  (bapmaueBTUYEeCKyto
AEeATEeNbHOCTb, U X 060Cco6NEeHHbIMY Nogpa3geneHamm (ambynatopuamm, enbaepCcKMMm
N henbawepcko-akyLLepCKMMN MyHKTaMK, LeHTpamu (otaeneHusimun) obuien BpayvebHoun
(cemenHoON) MNpaKTUKK), PacrofIOXXEHHbIMU B CEeNbCKUX HacCesieHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble opraHu3aLmu;

MHdopmaLmst 06 uaMeHeHusIx:

Cmamebs 6 dornosiHeHa nyHKmom 4 ¢ 1 aHeaps 2018 a. - ®edeparsibHbil 3akoH om 29 urons
2017 a. N 242-®3
FAPAHT:

MonoxeHna nyHkTa 4 ctatbn 6 (B pepakumm depepansHoro 3akoHa ot 29 wmong 2017 .
N 242-®3) B yacTtu, Kacawowencs opM1MpoBaHNA U BblJayn PeLenTOB Ha JleKapCTBEHHbIE
npenapaTbl, coAepXale Ha3Ha4YeHNe HaPKOTUYECKMX CPeacTB WM NCUXOTPOMHbIX
BeLLeCTB, B OpMe 3MeKTPOHHbIX JOKYMEHTOB, npumMmeHatoTcs ¢ 1 aHBapsa 2019 r.

4) npuHATHE peweHns ob Mcnonb3oBaHUM Ha Tepputopum cybbekta Poccunckon
depepaumn Hapsgy € pedentaMmy Ha NekapcTBeHHble npenapaTbl, O(POpMMEHHbIMU Ha
BymaxxHOM HocuTene, peLenToB Ha NekapCcTBeHHble npenapaTbl, COOPMUPOBaHHbLIX B hopMe
3NEKTPOHHbIX JOKYMEHTOB.

FAPAHT:

CM. KOMMeHTapun K ctaTbe 6 HacToslero PegepanbHOro 3akoHa

NnaBa 3. NlocypapcTBeHHas cpapmakones

Cratba 7. PaspaboTka M wmsgaHuMe rocygapCTBEHHOW dhapmakonen, pasmelleHue
JAaHHbIX O Hen
1. MNop rocypapcteeHHOM (hapmakoneen noHMMaeTcs cBog obwmx dhapmakonemnHbIX
crtaTen n papmakonemnHblx cTaTen.
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MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 e yacmb 2 cmambu 7

Hacmosiweao ®edepanibHO20 3aKOHa BHECEHbI U3MEHEHUS, cmynaroujue 8 cusy ¢ 1 urons
2015 a.

CmM. mekcm yacmu 8 rpeobiOyuwieti pedakyuu
2. PaspaboTtka obwmx dapmakonemHblX cTaten u hapmakonenHbix ctaTen, B TOM
yucne papmMakonerHbix cTaTen Ha hapmMakonerHble cTaHgapTHbIE 00pasubl, U BKNIOYEHNE UX
B rOCydapCTBEHHYIO (papMakornew OCyLeCcTBNATCA B MNopsagke,  yCTaHOBIEHHOM
YNOSTHOMOYEHHbIM dhefiepanbHbIM OPraHoOM UCMONHUTESTbHOW BacTu.

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 e uvacmb 3 cmambu 7

Hacmosiweao ®edepanibHO20 3aKOHa BHECEHbI U3MEHEHUS, cmynaroujue 8 cusy ¢ 1 urons
2015 a.

CmM. mekcm yacmu 8 rpeobiOyuwiel pedakyuu

3. PaspaboTka papmakonenHon ctaTbh Ha pedepeHTHbIN NIeKapCTBEHHbIN npenapaTt n
BKINIOYEHNE ee B roCydapCTBEHHYK apmakonel B TedYeHwe cpoka AencTBuS 3allnTbl
NCKITIOYNTENBHOIO NpaBa, yOOCTOBEPEHHOro MNaTeHTOM Ha pedepeHTHbIN JleKapCTBEHHbIN
npenapar, OCYyLLEeCTBNATCA C cornacus ero paspaboTyumka.

4. TocymapctBeHHas dapmakonesa wmsgaeTcsa  YrnoriHOMOYEHHbIM — hefeparibHbIM
OpraHoM MCMNOSMHUTENBbHON BlacTW 3a CYET CpeacTB deaepanbHoro biompketa M Nognexut
nepensgaHnsaMm He pexe 4YeM OAVH pa3 B NATb NeT, B Nepuoa Mexay KOTopbiMU M3[aroTcs
NPUNOXEeHUa K rocyaapCcTBEHHOMW dhapMakonee, cogepxawue obwme dapmMakonenHble
cTatby 1 (Unn) dpapMakonenHble cTaTbu, YTBEPXKOEHHbIE NOCre U3daHus Unn nepensgaHng
rocygapCTBeHHON hapMakoneu.

5. YnonHomMmouyeHHbI egepanbHbli OpraH WCNOSIHUTENLHOW BnacTu pasmMewaeTt
AaHHble O rocyfapCTBEHHOW hapMakonee N MPUNOXeHUAX K HEW Ha cBOeM oduuMansHOM
cante B ceTh "VIHTepHeT" B yCTAHOBMNEHHOM UM MOpPs/Ke.

FTAPAHT:

CM. KOMMeHTapun K ctaTbe 7 HacToswero PegepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

HaumeHosaHue uameHeHo ¢ 1 urons 2021 e. - @edeparibHbit 3akoH om 11 uroHs 2021 2. N
170-03

Cm. npeodbidywyto pedakyuro

MnaBa 4. JluueHsnpoBaHue NPoM3BOACTBA JIeKapCTBEHHbIX CPeACTB U
cdapmaLeBTUYECKOUN AeATENBHOCTU, FOCYyAapCTBEHHbIW KOHTPOnb (Haa3op) B ccepe
obpalyeHnsa nekapcTBeHHbIX CpeacTB

Cratba 8. JlMueHampoBaHve NpPOU3BOACTBA  JIEKAPCTBEHHbIX  CPeacTB WU

dapmaLeBTUYECKON OEATENBLHOCTHU

1. JlnueHsnpoBaHne Npou3BOACTBa NEKapCTBEHHbIX CPeacTB M dpapmaleBTUYeCKon
OEeATEeNbHOCTN OCYLLEeCTBNSeTCAd B COOTBETCTBMM C 3aKoHopaTenbCTBOM Poccuinckon
depepaumn.

2. O6gszaTtenbHbiM  yCcrioBMeM MpefdocTaBneHuss MUUEH3MM Ha  NpOu3BOACTBO
NEKapCTBEHHbIX CPeACTB SBMSETCA MNPUIOXEHUe K 3asiBMEeHUI0 couckatens JiMueH3um
nepedHsa NekapCTBEHHbIX hopM U (M) BUOOB hapMaueBTUYECKMX CyBCTaHLM, KOTOpble
npoun3BoauTENb NeKapCTBEHHbIX CPeACTB HAMepPEH NPOU3BOaUTD.

MHdopmaumsa 06 nameHeHusx:


garantf1://70726338.1310/
garantf1://70726338.41/
garantf1://57403072.72/
garantf1://4090920.1000/
garantf1://70726338.1320/
garantf1://70726338.41/
garantf1://57403072.73/
garantf1://70092436.15515/
garantf1://70092436.15515/
garantf1://4090920.1009/
garantf1://400789843.9008/
garantf1://77208242.400/

Uacmb 3 usmeHeHa ¢ 1 mapma 2022 e. - ®edeparibHbit 3akoH om 11 uroHa 2021 2. N
170-03

Cm. npeodbidywyto pedakyuro
3. B cnyyae Heob6xoanmMoCTM pacluMpeHns NpoM3BOACTBaA NleKapCTBEHHbLIX CPeACTB 3a
CYET HOBbIX NleKapCTBEHHbIX (hOpM 1 BUAOB hapMaLEeBTUYECKMX CyOCTaHUMA NPOM3BOANTENb
NEeKapCTBEHHbIX CPeACTB AOMMKEH NogaTb B NIMUEH3MPYIOLWMIA OpraH 3asBreHne O BHECEHUN
N3MEHEHNIN B PeecTp NNLEH3MIN HA MPOU3BOLACTBO NIEKAPCTBEHHbIX CPEACTB.

MHdopmaLmsi 06 u3MeHeHusIx:

Cmambsi 8 dononHeHa Yacmbto 4 ¢ 29 Oekabps 2020 a. - ®edeparsnbHbil 3aKkoH om 27
Oekabps 2019 e. N 481-03
4. JlMueH3na Ha nNPOU3BOLACTBO JlIEKAPCTBEHHbIX CpeacTB (dapmaleBTUYECKOM

cybCcTaHumm cnvpTa 3TUNOBOro (3TaHOMa) BblAaeTCAa Npy YCNOBUN HANU4YnNg y opraHnsaumm Ha
npase COOCTBEHHOCTU, XO3ANCTBEHHOIO BEAEHMS UM ONEpPaTUBHOIO yrnpaBfeHnUsi OCHOBHOIO
TEXHONOrM4YeCcKoro obopyaoBaHus ans npou3BoACTBa 3TUNOBOro cnnpTa,
3aperncTpupoBaHHOrO B COOTBETCTBUM €O cTaThen 14.1 degepanbHOro 3akoHa oT 22 Hos6ps
1995 roga N 171-®3 "O rocygapCTBEHHOM perynvpoBaHUM MNpOM3BOACTBA M 0GopoTa
3TUNOBOrO CNMpTa, asnkorofibHOM W cnupTocoAdepXallen npoaykuum u o6 orpaHuYeHun
notpebnenna (pacnutusa) ankoronbHON NpoayKunn®.

FAPAHT:

CM. koMMeHTapumn K ctaTbe 8 HacTosLero ®efepanbHOro 3akoHa

MHdopmaLms 06 uaMeHeHusIx:

®edeparsibHbIl 3akoH doroniHeH cmameel 8.1 ¢ 29 dekabps 2020 e. - ®edeparibHbIlU 3aKOH
om 27 dekabpsi 2019 2. N 481-03
Crtatbsa 8.1. OcobeHHOCTN NUUEH3NPOBaHUA NPOU3BOACTBA JIEKAPCTBEHHbLIX CPEACTB
(dbapmaueBTMYECKON CyBCTaHUMKM CnupTa STUMOBOrO (3TaHoNa)

1. [HenctBue  nuueH3unn Ha NPOu3BOACTBO  JIEKAPCTBEHHbLIX  CpPeacTB
(dbapmaueBTMYECKON CyBCTaHUMM CnupTa 3TUMOBOIO (3TaHONa) NPMOCTaHaBNMBAETCA B YaCTy
npaBa Ha NPOW3BOACTBO (hapmaueBTUYeckonm cybcTaHumm cnupTa 3TUMAOBOro (dTaHona)
NNUEH3NPYIOLWNM OpraHoM B criyyasx, onpefeneHHbix ctatben 20 ®egepanbHOro 3akoHa oT
4 masa 2011 roga N 99-03 "O nuueH3npoBaHUK OTAENbHbLIX BUAOB AeATENbHOCTU", a TaKkke
Ha CPOK MPUOCTaHOBMEHUSA OEUCTBUS NULEH3MM HA MPOU3BOACTBO 3TUMOBOrO CnNupTa Ans
npoun3BoACTBa (hapmMaueBTUYECKON CybCcTaHuMM cnvpTa 3TUMOBOro (3TaHona), Bbl4aHHOW B
cooTBeTcTBUM C DegepanbHbIM  3akoHOM  OT 22 Hos6ps 1995roga N 171-03 "O
rocyfapCTBEHHOM perynmpoBaHnn Npon3BoacTBa 1 06opoTa 3TUIIOBOro CNnpTa, ankorosibHOM
N cnupTocogepXxalen npoaykumm n o6 orpaHnyeHnmn notpebneHns (pacnnuTnda) ankoronbHOM
npoaykumn®.

2. HencTteue NULEH3NN Ha npPon3BOACTBO nekapcTBEHHbIX cpeacTts
(dbapmaueBTMYECKOM CYOCTaHUMKM CcnuMpTa 3TUNOBOrO (3TaHona) B 4acTu npaBa Ha
NPOM3BOACTBO hapmaLeBTUYECKOM CybCTaHUuuM cnupTa 3TUNOBOro (3TaHoMa) NpekpallaeTcs
NNUEH3NPYIOLWNM OpraHoM B criyyasx, onpeaeneHHbix ctateben 20 ®egepanbHOro 3akoHa oT
4 masn 2011 roga N 99-®3 "O nuueH3MpoBaHUM OTAENbHbIX BUAOB AEATENbHOCTU", a Takke C
AaTbl NpeKpaLlleHns UM aHHYNMpPOBaHUS OEUCTBUA NULEH3MM Ha NPOU3BOACTBO 3TUITOBOrO
cnupTa ana npoussoAacTBa dapmaueBTU4eCcKon cybCcTaHumm cnvpTa 3TUNOBOro (3TaHona),
BblaHHON B COOTBETCTBUKN ¢ DeaeparnbHbiM 3akoHOM OT 22 Hosbps 1995 roga N 171-03 "O
rocyaapCTBEHHOM perynmpoBaHnn NpoM3BoACTBa U 060poTa 3TUMOBOIO CNUpTa, ankorosibHOM
N cnupTocogepXallen npoaykumm n o6 orpaHndeHnn notpebnexHns (pacnutnd) ankoronbHOM
npoaykunn®.
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MHdopmaumsa 06 nameHeHusx:

Cmambsi 9 usmeHeHa ¢ 1 utona 2021 a. - ®edeparibHbit 3akoH om 11 uroHsa 2021 2. N
170-03

Cm. npeodbidywyto pedakyuro
Cratba 9. [ocygapCTBEHHbIn KOHTpOnb (Hag3op) B cdepe obpalleHus
NeKapCTBEHHbIX CPeACTB

1. TocypapCcTBeHHbIN KOHTpPONb (Hag3op) B cdepe obpaweHns nekapCTBEHHbIX
CpeacTB  OCyLLeCTBNsSieTCS MOCPeaAcTBOM  doedeparibHOro rocy4apCTBEHHOMO  KOHTPOMS
(Hap3opa) B chepe oOpaweHns  feKkapCTBEHHbIX CPeacTB M degeparnbHOro
rocyfapCTBEHHOIO  JIMLEH3MOHHONO  KOHTPONA  OeATenbHOCTM  NO  MPOM3BOACTBY
NEeKapCTBEHHbIX CPEeACTB, OCYLLEeCTBNAsSieMblX eaepanbHbiMM OpraHamMm WUCMOSTHUTENbHOWN
BNacTu, ynonHomMoyeHHbIMu [NpaButenbctBoM Poccuinckon depepaumn.

2. lpepgmeToMm enepansHOro rocygapCTBEHHOIO KOHTpons (Hagsopa) B cdepe
oOpalleHnsa nekapcTBEHHbIX CPEACTB SABMAKTCA:

1) cobniogeHne obsizatenbHbiXx TpeboBaHum B cdepe obpalieHns NeKkapCTBEHHbIX
cpencTB, B TOM vncne:

a) TpeboBaHWA K OOKIMMHUYECKMM UCCMEeLOBaHUAM NEeKapCTBEHHbIX CPEACTB,
KIMHMYECKMM UCCREeAoBaHNAM JEKapCTBEHHbIX MNpenapaToB, W3rOoTOBIIEHUIO, XPaHEHMUIO,
nepeso3ke, BBo3y B Poccuickyto depepauuio, OTNycKy, peanusauuu, nepegade, npogaxe
NEKapCTBEHHbIX CPeAcTB, MPUMEHEHUIO NEKAPCTBEHHbLIX MNpPenapaTtoB, YHUYTOXEHUIO
NEeKapCTBEHHbIX CPEACTB, YCTAHOBMEHWUIO MPOM3BOAUTENSAMU NEKApPCTBEHHbIX MNpenapaTos
LEeH Ha nekapCTBEHHble NpenapaTbl, BKMAYEHHbIE B NepevYeHb XU3HEHHO HEOBXOOUMbIX U
Ba)KHEMLUMX NEKapCTBEHHLIX NpenapaTos.;

0) TpeboBaHMM K COOTBETCTBUIO JIEKAPCTBEHHbLIX CPEACTB, HaXOAsLWMXCHA B
obpallyeHnn, nokasatensamMm kadvectsa, 3(pdeKTMBHOCTM 1 6e30nacHOCTU, YCTAHOBMEHHbIM B
COOTBETCTBUM C HacToAwmnM PefeparnbHbIM 3aKOHOM;

B) TpeboBaHunm Kk cobniogeHuto cybbektamm obpalleHns NekapCTBEHHbIX CPencTs,
yKaszaHHbIXx B 4actm 1 cratem 67.1 HacTosiwero PenepanbHOro 3akoHa, OrpaHUYeHun,
Hanaraemblx ctatbsmm 67.1 n 67.2 HacToswero PeaepanbHOro 3aKoHa;

2) cobnogeHne nNUUEH3NOHHbBIX TPeboBaHUN K OCYLLECTBIIEHMIO hapMaueBTUYECKON
AeATenbHOCTY;

3) cobnogeHne TpeboBaHW K npefoCTaBneHulo  cybbektamyn  obpalueHus
NeKapCTBEHHbIX CPeacTB MHPOPMaLMM O NEKAPCTBEHHbIX CPeACTBaX U (UNM) NEKapCTBEHHbIX
npenapaTtax, npeaycMoTpeHHon ctatbsamn 9.1, 52.1 n 64 HacTosawero PeaepanbHOro 3akoHa.

MHdopmaLms 06 uaMeHeHusIx:

Hacmb 2 donosiHeHa ryHkmom 4 ¢ 1 mapma 2023 e. - ®edeparsibHbil 3aKkoH om 20 okmsabps
2022 2. N 405-®3

Cwm. 6ydywyro pedakyuro

3. lNpu ocyuwecTtBneHnn deapepanbHOro rocygapCTBEHHOro KOHTpons (Hagsopa) B
chepe obpalleHns fnekapCTBEHHbIX CPeacTB NPOBOAATCA criedylowme BuAbl KOHTPOSbHbIX
(Haa30pHbIX) MEPONPUATUNA:

1) noKymMeHTapHasa NpoBepkKa;

2) Bble3gHas NnpoBepKa;

3) BbIGOPOYHbIN KOHTPOSb Ka4eCcTBa;

4) KOHTPONbHas 3aKymnka;

5) NHCMEKUMOHHBIN BU3NT;

6) HabntogeHve 3a cobniogeHnem obssaTenbHbIX  TpeboBaHMKA  (MOHUTOPUHT
6GesonacHocTn) (dbapmakoHag3op).

4. OpraHmsaums wn ocyliecTsrieHMe deaepanbHOro rocyaapCTBEHHOrO KOHTPOMs
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(Hap3opa) B cepe obpalleHusi NekapCTBEHHbIX CPeAcTB perynupytoTca dPepeparnbHbiv
3akoHoMm oT 31 wmona 2020 roga N 248-03 "O rocyaapcTBEHHOM KOHTpone (Hagsope) wm
MYyHULUMNansHOM KOHTporie B Poccuickon ®epnepaummn”.

5. BHennaHoBbIi BbIOOPOYHBLIA KOHTPOMNb KadecTBa NPOBOAUTCA B TOM 4YMCE Ha
OCHOBaHMN NporpamMmbl NPOBEPOK.

6. MNMnaHoBbIN BbIBOPOYHLI KOHTPOSb Ka4ecTBa He NPOBOAUTCS.

7. To pesynbTatam BblIOOPOYHOrO KOHTPONA KayecTBa Hapsdy C  peLleHUsIMU,
npegycMoTpeHHbiMn  depepansHeiv  3akoHom oT 31 wmona 2020 roga N 248-¢3 "O
rocyfapCTBEHHOM KOHTposie (Hagsope) M MyHUUuMnanbHOM KoHTpone B Poccunckon
depnepaumn", cdepepanbHbIMM OpraHamu UCMOMHUTENbHOW BracT, YMNOSIHOMOYEHHLIMU Ha
OCYLLIEeCTBMNEHNE BbIBOPOYHOrO KOHTPONSA KayecTBa, NMPMHUMAOTCS CreayloLme peLeHmns:

1) O p[anbHenwem rpaxgaHckoM obopoTe cepuu, NapTUM COOTBETCTBYHOLLEIO
NeKapCTBEHHOro CcpeacTBa B Cryyae MOATBEPXAeHUs MO pesynbTaTtam MNpoBeaeHHbIX
UCMbITaHWA  COOTBETCTBMS  KayecTBa  JIEKAPCTBEHHOrO  CpeacTtBa  YCTAHOBMEHHbIM
TpeboBaHuAM;

2) 06 wu3bATUM U3 rpaxgaHckoro obopoTa cepuu, napTUM COOTBETCTBYHOLLErO
NeKapCTBEHHOro CpeacTBa B Criydae BbIIBIEHUA MO pe3ynbTataM MpoBeAEeHHbIX UCMbITaHNUN
HEeCOOTBETCTBUSA Ka4yeCTBa NeKapCTBEHHOrO CpeAcTBa YCTaHOBNEHHbLIM TpeboBaHUAM;

3) 0 nepeBoge nekapCTBEHHOrO CpeAcTBa Ha MNOCEPUMHBLIN BbIOOPOYHbBIA KOHTPOSb
KayecTBa JlEKApCTBEHHbIX CPEeACTB B Criydae MNOBTOPHOrO BbISIBIEHWSI HECOOTBETCTBUSA
KayecTBa NekapCTBEHHOro CpeAcTBa YCTaHOBMEHHbIM TpeboBaHUAM U (Npu HEOH6XO4MMOCTH)
O npoBepke cybbekTa obpalleHus rnekapcTBeHHbIX cpeacTB. Pacxogbl, cBsid3aHHble C
npoBeAEeHMEM MOCEPUNHOTO BbIGOPOYHOrO KOHTPOIS, OMfa4yMBalTCA NPOU3BOAMTENEM
fekapCTBEHHOro cpefctea nmbo aepxatenem wnu  BragenbLeM  pPernctpaumoHHOro
yOOCTOBEPEHUNSA NIEKAapCTBEHHOIO npenapara.

8. ®depeparnbHbll FOCYAAPCTBEHHbLIA JIMLEH3NOHHBLIN KOHTPOSIb AEATENIbHOCTU MO
NPOU3BOACTBY  NeKapCTBEHHbIX  CPeaCTB  OCYLeCTBNAeTcs B COOTBETCTBMUM  C
3akoHogartenscTtBom Poccurickon ®eaepaumn.

FTAPAHT:

CM. KOMMeHTapun K ctaTbe 9 HacToslero PegepanbHOro 3akoHa

MHdopmaLmst 06 uaMeHeHusix:

Inaea 4 OornonHeHa cmampbel 9.1 ¢ 1 urona 2021 2. - @edeparibHbit 3akoH om 11 uOHS
2021 e. N 170-®3

Cratbs 9.1. [porpamma npoBepokK

1. B uenax opraHmsaumm BbIGOPOYHOIO KOHTPOSIS KayeCcTBa NEKapCTBEHHbIX CPeacTB
dopmMupyeTcsa nporpaMmma npoBepoK.

2. Ana uenen peanu3aumm nporpaMmmbl MPOBEPOK MPOU3BOAUTENU JIEKapPCTBEHHbIX
CpeacTB U opraHu3aumm, OCYLLEeCTBNSAOLWME BBO3 fIEKAPCTBEHHbLIX CPeacTB B Poccumnckyto
depnepaumio, NpedoCTaBnAT B OTHOLIEHUM NeKapCTBEHHbIX CPeacTB AN MeOULMHCKOro
NnPUMEHEeHNA B  YMNOMHOMOYEHHbLIM (pedepanbHbii  OpraH  UCMNOSTHUTENBbHOW  BRacTw,
OCYLLECTBNALWNA (PYHKUUM NO KOHTPOMO W Haa3opy B cdepe 34paBOOXpaHEHUs, B
OTHOLUEHMMN NEKAPCTBEHHbIX CPEACTB ANS BETEPUHAPHOIO NPUMEHEHUSI B YNOSTHOMOYEHHbIN
hefiepanbHbIA OpraH UCNOSTHUTENBHOM BNACTU, OCYLLECTBASOWMA PYHKLMMU MO KOHTPOSIO Y
Hag3opy B ciepe obpalieHnss nekapCcTBEHHbIX CPeACTB ANS BETepPUHApPHOro NpUMEHEHUS,
CBELEHMA O cepusix, MapTMaX NeKapCTBEHHbIX CPEACTB, MOCTYNAaLWMX B rpaxaaHcknn o6opoT
B Poccunckon ®depepaumn, B nopsiake, coctaBe n obbeme, YCTAHOBIEHHbIX yKa3aHHbIMU
dheepanbHbIMM OpraHamMu UCMONHUTESNTbHON BNacTU B OTHOLLUEHUWN NeKapCTBEHHbIX CPeacTB
AN MeOVUMHCKOrO MNPUMEHEHUA U B OTHOLWUEHUW FEKApCTBEHHbIX CpeacTB AN
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BETEPUHAPHOro NPUMEHEeHUs COOTBETCTBEHHO.

3. MNMporpamma npoBepok hopmMmpyeTcs Ha KanengapHbii rog B cpok o 30 gekabps
roga, npeawecTByOLEro rogy nposeaeHnsi BbiI6OpOYHOro KOHTPOSS.

4. B cnyyae HacTynneHus cobbITUI, yKa3aHHbIX B nognyHkTax "6" n "B" nyHkta 2 4actu
6 HacTosilen crtaTbun, pegepanbHbiIM OPraHOM UCMOSMHUTENbHOM BMACTU, OCYLLECTBAIOLWMUM
YHKUMM NO KOHTPONK W Hag3opy B cdepe 34paBoOXpaHeHus, hefeparnbHbiM OpraHoMm
NCMONHUTESTIbHOW BIlaCTW, OCYLLECTBISIOWMM (YHKLMM MO KOHTPOM U Haasopy B cdepe
oOpalleHnsa nekapCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NMPUMEHEHUS, PN HEOBXO0ANMOCTH
BHOCATCH COOTBETCTBYIOLLNE U3MEHEHNSA B MPOrpamMmMy npoOBEPOK.

5. B nporpammy npoBepoK MOryT BKMNHOYATLCA MEPONpPUATUS C Y4eTOM HapyLUeHUn,
BbIIBIEHHbIX B paMKaxX KOHTPOSMbHbIX (HA430pHbIX) MEeponpusaTUA  3a  npeablaywiumn
KaneHgapHbIN roa.

6. [Mporpamma NPoOBEPOK COAEPXKNT:

1) nepeyeHb neKapCTBEHHbIX cCpeacrTs, oTbop ob6pas3uyoB KoTopbiXx Oyger
OCYLLECTBNATLCA B pamMKkax BbIOOPOYHOrO KOHTPONSA, (dOPMUPYEMbIA C Y4ETOM pe3ynbTaToB
rocygapCTBEHHOr0 KOHTponsa (Hagsopa) B cdepe obpalieHusi NekapCTBEHHbIX CPeacTB 3a
KaneHgapHbIv rod, npefwecTByOWNN roqy NpoBeaeHNs BbiIBOPOYHOro KOHTPONS;

2) ykasaHue Ha cobbiTe, HacCTynneHne KOTOPOro SBMSIETCA OCHOBaHMEM ANs
OCYLLIECTBNEHNS BbIBOPOYHOIO KOHTPONS:

a) nonyveHwe cBedeHUN, NpeacTaBfseMblX B cocTaBe U obbeme, YCTaHOBMEHHbIX
dbeieparnbHbIM OpraHOM UCMOMHUTESNbHOW BlacTU, OCYLLECTBAAIOWMUM OYHKLUUN NO KOHTPOIHO
WU Hag3opy B cdepe 3gpaBooxXpaHeHud, doedeparnbHbiM OpraHOM MCMNOMHUTENBHOW BRacTy,
OCYLLECTBNAOLWMM DYHKLUUN NO KOHTPOMIO M Haa3opy B cdepe obpalieHnsa nekapcTBEHHbIX
CpencTB AOnsi BETEPUHAPHOIO MPUMEHEHUS, O Cepusax, NapTUsiX NEKapCTBEHHbIX CPeAcTB,
nocTynarwmnx B rpaxgaHckmi obopoTt B Poccuickon degepaumm, ykasaHHbIX B MyHKTe 1
HacTosILLEeN 4YacTW, OpraHMsauusiMu, OCYLLECTBASAOWMMA MPOM3BOACTBO JeKapCTBEHHbIX
cpegctB B Poccuiickon ®Pepepauum 1 BBO3 NeKapCTBEHHbIX cpeacTB B Poccunckyro
depepaumio;

6) nonyyeHwe nocTynawlen B Nopsake, YCTAaHOBNEHHOM cTaTbeil 64 HacToswero
depnepanbHOro 3akoHa, MHpopmaumm o NOBOYHbIX AENCTBUSX, HEXenaTesnbHbIX peakuusix,
cepbe3HbIX HexXernaTernbHblX peakumsax, HenpeaBuaeHHbIX HeXenaTerbHblX peakuusix npu
NPUMEHEHNN NEeKapCTBEHHbLIX npenapaTtoB, 00 uHAMBMAOYaANbHOW HEMNEPEHOCMMOCTMH,
OTCYTCTBUN 3PPEKTMBHOCTM NEKAPCTBEHHbIX MNpenapatoB, a Takke 06 WHbIX dakTax wu
obcToATeNbCTBAX, MNPEACTaBMAAWNX Yrpo3y >KU3HUW WNU  300POBbK  YeroBeka nmbo
XWBOTHOMO Mpu NPUMEHEHUN JeKapCTBEHHbIX MpenapaTtoB U BbIABMEHHbIX HA BCeX 3dTanax
obpalleHnsa nekapcTBeHHbIX NpenapaToB B Poccunckon defepaumm n gpyrnx rocyaapcraax;

B) nony4yeHue B cooTBeTcTBUM C PepepanbHbiM 3akoHoMm oT 31 wuona 2020 roga
N 248-®3 "O rocygapCTBEHHOM KOHTporfe (Hags3ope) M MyHUUMNanbHOM KOHTpore B
Poccuiickon ®epnepaummn” ceegeHun o npyuymHeHun spega unm ob yrpose npuumMHeHus spena
XXW3HW, 300POBbI0 rpaXxaaH Uin XXUBOTHbIX.

MHdopmaumsa 06 nameHeHusx:

[nasa 4 OornonHeHa cmampbel 9.2 ¢ 1 urona 2021 2. - @edeparibHbit 3akoH om 11 ukoHS
2021 2. N 170-03

Cratba 9.2. [ocydapCTBEHHbIN KOHTPONb (HaA30p) 3a peanusauuen opraHamu

ncnonHuTenbHon Bnactn cybbektoB Poccunckon degepaumm nNosIHOMOYNA B

chepe obpalleHnsa nekapCTBEHHbIX CPEACTB AN MEANLMHCKOrO NPUMEHEHMS

1. F'ocyaapCTBEHHbIN KOHTPOSb (HAA30p) 3a peanu3aumnen opraHamy UCNOSTHUTENBHOMN

Bnactm cybbektoB Poccunckon depgepaumm nonHomoumMi B chepe  obpalleHus

NeKkapCTBEHHbIX cpeacTs ans MeaMLMHCKOro npUMeHeHNs ocyllecTBnaeTca


garantf1://74349814.0/
garantf1://400789843.90011/

ynonHomMmo4eHHbiM [MpaButensctsom Poccunckon depepaumm opraHoM UCMNOMAHUTENBHON
BNacTu.

2. lpegmeToM rocygapCTBEHHOro KOHTponsa (Hag3opa) 3a peanu3aumen opraHamu
nucnonHuTenobHon Bractm cybvektoB Poccuickon Pepepaumm nonHomoumn B cdepe
obpalleHna nekapCTBEHHbIX CpPeAcTB AN  MEAUMUMHCKOrO  MPUMEHEHUa  SBNSETCH
cobnogeHne ynosiTHOMOYEHHbIMM OpraHaMy UCMONHUTENbHOW BnacTu cybbekToB Poccuickom
depgepaumm  MeTOOMKM  YCTAHOBMEHMS MpefenbHbIX pa3MepoB ONTOBbIX HaAbaBOK W
npefenbHbiX pasMepoB PO3HUYHbIX HagbaBOK K (PaKTUYECKMM  OTMYCKHbIM  LieHaM,
YCTaHOBMEHHbIM  NPOU3BOAUTENAMU  NEKApCTBEHHbIX MNpenapaToB, Ha JeKapCTBEHHbIe
npenapaTbl, BK/MHOYEHHbIE B NEepeYeHb KU3HEHHO HEOOXOAWMLIX W BaKHEMWLINX
NeKapCTBEHHbIX NpenapaTos.

3. lMpn ocyuwecTBneHnn rocygapCTBEHHOro KOHTponda (Hag3opa) 3a peanu3aumen
opraHamu WCMNOMHUTENbHOW Bnactu cybbekToB Poccuickon degepauumn NOMHOMOYMA B
cthepe obpalleHnsa nekapCTBEHHbIX CPeaCcTB ANs MEeAULMHCKOro NPUMEHEHUS NPOBOAATCA
cnegywowune Buabl MEPONPUATUN:

1) AOKyMEHTapHbIE NPOBEPKMY;

2) Bble3gHble NPOBEPKN.

4. OpraHumsauus M OCYLLECTBIIEHME [OCYNApCTBEHHOIO KOHTponsa (Hagsopa) 3a
peanu3auven opraHamu WCNONHUTENbHOW Bnactnm cybbekToB Poccunckon Pepepaumm
nosIHOMo4YMn B chepe obpalleHnst TEKapCTBEHHbIX CPEeACTB AN MeANLMHCKOro NPUMEHEHNS
perynupytotca defeparnbHeiM 3akoHOM OT 6 okTsabpa 1999 roga N 184-03 "O6 o6wmx
NPUHUMNaxX opraHu3aumMmM 3akoHodaTenbHblX (NPeAcTaBUTENbHbIX) WU UCMONHUTEMbHbIX
OpraHoB rocygapcTBeHHon Bnactu cybbektoB Poccuiickon ®epepauunn”.

5. lNonoxeHne O rocyaapcTBEHHOM KOHTposie (Hagsope) 3a peanu3aumen opraHamm
ncnonHuTenbHom Bractu cybbektoB Poccuiickon Pepepaumm nonHomouMn B cdpepe
obpalleHna neKapCTBEHHbIX CpeacTB AN MeOUUMHCKOrO MNpUMEHEHUs YTBepXaaeTca
MpaButensctBoM Poccuinckon denepaumn.

MHdopmaLms 06 uaMeHeHusix:

naea 4 OornonHeHa cmampbel 9.3 ¢ 1 urona 2021 2. - ®edeparibHbit 3akoH om 11 uOHS
2021 2. N 170-03
Cratba 9.3. PernoHarnbHbIn rocyqapCTBEHHbBIA KOHTPONb (Haa3o0p) 3a NpUMEHEHMEM
LEeH Ha nekapCTBEHHble npenapaTtbl, BKIOYEHHbIE B MNepeyvYeHb >XU3HEHHO
HEeOBXOAMMBIX N BaXXHENLLMX NeKapCTBEHHbIX NpenapaToB

1. PervoHanbHbI rocyfapCTBEHHbIN KOHTPOMb (HaA3o0p) 3a MPUMEHEeHMEM LEeH Ha
neKkapCTBEHHble MpenapaTbl, BKIOYEHHble B MNepevYeHb >KU3HEHHO HeobxoauMbiX W
BaXXHENLLMX JEeKapCTBEHHbIX MpenapaToB, OCYLECTBMSAETCA OpraHoM WCNONHUTENbHOM
Bnactun cybbekta Poccuiickon denepauuu, YNOMHOMOYEHHBLIM BbICLUMM UCMOMHUTENBHbLIM
OopraHom rocyaapcTBeHHoM Bnactu cybbekta Poccuiickon ®enepaumn.

2. [lpegmeToM pervoHanbHOro roCydapCTBEHHONO KOHTpons  (Hagsopa) 3a
NPUMEHEHNEM LEH Ha NekapCTBEHHble MnpenapaTbl, BKIKYEHHbIE B NepevYeHb XXU3HEHHO
HeOOXOAMMBIX W  BaXHEWLWMX JeKapCTBEHHbIX npenapatoB, sABNAeTca cobnogeHve
opraHusauusmMn  ONTOBOM  TOProBNM  JIeKApCTBEHHbIMW  CpeacTBamMu,  anTedHbiMU
opraHusauuamu, WHAMBMAYanbHbIMW NpeanpuHUMaTens MM, UMEKLWUMU  JIMUEH3NID  Ha
hapmaLeBTUYECKYIO AeATENbHOCTb, MEOULMHCKUMN OpraHn3aumsiMmn, UMEeLUMU NNLEH3NIO
Ha (papmaueBTUYECKYlD [OeATenbHOCTb, W UX 060co6neHHbIMM  nogpasgeneHusamMm
(ambynatopusmun, denbawepckumm 1 enbawEepCKO-aKyLLEPCKUMN  NYHKTaMK, LeHTpamMu
(otoeneHnsmun) obuwen BpavyebHON (CeMenHon) NPaKTUKKU), PaCMONOXEHHLIMU B CENbCKUX
HaCeneHHbIX NyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHv3auuu, npu peanusauuun
neKkapcTBEHHbIX nNpenapaTtoB TpeboBaHMM K NPUMEHEHWNIO LUEH, YPOBEHb KOTOPbIX HE AOSMKEH
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npeBbIlWaTb CyMMY aKTU4ECKOM OTMYCKHOW UeHbl, YCTaHOBMEHHOW Npou3BOAUTENEM
NeKkapCTBEHHbIX NpenapaToB, U KOTOpble He NpeBbIWAaloT 3aperncTpupoBaHHbIX NpeaenbHbIX
OTNYCKHbIX LiEH, U pa3mepoB ONTOBbIX HA40aBOK 1 (MNKM) pa3MepoB PO3HUYHbIX HaabaBoOK, He
NpeBbILALWMX COOTBETCTBEHHO pa3MepoB MpederbHbIX OMNTOBbIX HagbaBok u  (Mnwn)
pa3mMepoB npeaesibHbiX PO3HUYHbIX HaAbaBOK, YCTAHOBMEHHbIX B cybbekTe Poccuiickon
depepauymn.

3. OpraHuvsaumMss M OcCyLleCTBleHNEe PErnMoHanbHOro rocyfapCTBEHHOIO KOHTPOMS
(Hagsopa) 3a NpUMEHeHWeM LieH Ha fekapCTBeHHble npenaparbl, BKMAOYEHHbIe B NepeyeHb
XU3HEHHO HEeOOXOAMMbIX W BaXHEWWWUX NEeKapCTBEHHbIX MpenapaToB, perynmpykTcs
®epepanbHbiM 3akoHom oT 31 mona 2020 roga N 248-®3 "O rocyaapCTBEHHOM KOHTpoOne
(Hagsope) n MyHuuMnansHOM KoHTporie B Poccuinckon degepaumn’.

4. TlonoxeHne O pervoHanbHOM rOCyJapCTBEHHOM KOHTporne (Haasope) 3a
NnPUMEHeHNeM LeH Ha JleKapCTBEHHble rpernaparbl, BKIKOYEHHble B MepeyeHb XU3HEHHO
HeOOXOAMMBIX W  BaXHEWLWMX JeKapCTBEHHbIX nNpenapaTtoB, YTBEpXOaeTcs BbICLUUM
NCNOSTHUTENbHBIM OPraHOM rocyaAapCTBEHHOMN BnacTu cybbekTta Poccunckon Pegepaumn.

MHdopmaLms 06 u3MeHeHusIx:

naea 4 OornonHeHa cmambel 9.4 ¢ 1 urna 2021 2. - @edeparibHbit 3akoH om 11 utoHS
2021 2. N 170-®3
Ctatba 9.4. ®depgepanbHbll  rOCYAAPCTBEHHbLIM  JIMLUEH3MOHHBIA  KOHTPOIb
AeATerlbHOCTN NO NPON3BOACTBY JIeKapCTBEHHbIX CPeAcTB

1. depepanbHbll FOCYOAPCTBEHHBIA  JIMLEH3NMOHHbLIA KOHTPOMb OeATenbHOCTU Mo
NPOU3BOACTBY JNEeKapCTBEHHbIX CPeaCTB OcCywecTBnaeTcsa denepanbHbiMiU  OopraHamu
NCMNONHUTENbHOW BRacTu, ynonHoMo4veHHbIMK MpasutensctBoMm Poccunckon ®enepaunu.

2. ®epeparnbHbIi TOCYAAPCTBEHHbLIA  JIMLEH3NOHHBLIN  KOHTPOSb AEATESNIbHOCTU MO
NPON3BOLACTBY JIEKAPCTBEHHbLIX CPEACTB OCYLLECTBISETCA B COOTBETCTBUM ¢ DeeparibHbIM
3akoHoMm oT 4 wmaa 2011roga N99-03 "O nuueH3npoBaHUW OTAESbHbLIX BWUOOB
pestenbHocTn" wn  depgepanbHbiM  3akoHom  oT 31 wmona 2020 roga N 248-03 "O
rocyfapCTBEHHOM KOHTposie (Hagsope) M MyHUUMnanbHOM KoHTpone B Poccunckon
depepaumn”". B pamkax denepanbHOro rocygapCTBEHHOMO  JIMLEH3UMOHHOIMO  KOHTPOMS
AeATerlbHOCTU MO NPOU3BOACTBY JlIeKApPCTBEHHbIX CPEeACTB [MaHOBble  KOHTPOSbHblE
(Hag3opHbIE) MeponpUATUS He MNPOBOAATCHA, NpPM 3TOM MPOBOAUTCS MNepuogmyeckoe
noaTBEPXAEHNE COOTBETCTBUS NIMLIEH3NATOB NTIMLEH3NOHHBbIM TpeboBaHNAM B COOTBETCTBUMN C
depepanbHbiM 3akoHoM OT 4 masi 2011 roga N 99-03 "O nuueH3npoBaHUK OTAENbHbBIX BUOOB
pgeaTenbHocTn".

naBa 5. PaspaboTtka, LOKNMHUYECKne nccrneaoBaHMA NeKapCTBEHHbIX CPeacTB, a
TaKXe KIMHMU4YeCcKue nccnenoBaHus NnekapcTBEHHbIX NpenapaToB AN BeTepuHapHoro
npUMeHeHus

CraTtbs 10. PaspaboTka nekapCTBEHHbIX CPEACTB

1. PaspaboTka nekapCcTBEHHbIX CPeACTB BKNYaeT B cebs Nouck HOBbIX
hapmMaKkonorm4ecknm akTMBHbIX BELLECTB, MNOCMeaylLllee u3yvyeHne WX JeKapCTBEHHbIX
CBOWCTB, [AOKMMHMYECKME  uccnefoBaHud, pas3paboTKy  TEexXHOMorMnm  npousBoAacTBa
dhapmaueBTU4ecknx cybctaHumn, pas3paboTKy COCTaBOB M TEXHOMOrMW NpPou3BOACTBA
NeKapCTBEHHbIX NpenapaTos.

2. ®nHaHcoBoe obecrneveHne pa3paboTkm nekapCTBEHHbIX CPEACTB OCYLLECTBASETCH
3a cyerT:

1) cpeacTB cbeaepanbHOro GraXeTa;
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2) cpeacTB pa3paboTyMKOB NieKapCTBEHHbIX CPEACTB;

3) cpeacts  npou3BoAMTENEen  NEeKapCTBEHHbIX  CPeAcTB  MpU  BbINONIHEHUM
Hay4HO-uccnegoBaTenbCckMx paboT no AoroBopy Mexay pas3paboTyMKoM FekapCTBEHHbIX
CpeAcTB 1 NPOU3BOAUTENEM JTEKapCTBEHHbIX CPEACTB;

4) NHbIX He 3anpeLyeHHbIX 3akoHoaaTenscTBoM Poccunckon Peaepaumm MCTOYHUKOB.

3. [paBa paspabotymka nekapCTBEHHOro CpPeacTBa OXPaHAKTCA rpaKaaHCKUM
3aKoHOOAaTEeNbCTBOM.

FAPAHT:

CM. kommeHTapumn k ctaTbe 10 HacToswero ®efepansHOro 3akoHa

Cratba 11. [loknuHMyeckoe wucCcnegoBaHWe NEKapCTBEHHOro cpeactea [Aans
MeOMLMHCKOro NPUMEHEHNS
1. [oknuHun4yeckoe wuccrnegoBaHMe IeKapCTBEHHOro cpeactBa And MeauUMHCKOro
NPUMEHEHNSA NMPOBOANTCA NyTEM NPUMEHEHUSA HAayYHbIX METOAOB OLIEHOK B LieNsX nosiyyeHns
aokasatenbcTB 6e3onacHoCTH, kavyecTBa N 3PEKTUBHOCTU NEKAPCTBEHHOIO cpeacTaa.

MHdopmaLms 06 n3MeHeHusIx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-®3 e vacmb 2 cmambu 11
Hacmosiweao ®edepasribHO20 3aKOHa BHECEHbI U3MEHEHUS], ecmyrnarouwue 8 cusy ¢ 1 urns
2015 a.

CM. mekcm yacmu 8 ripeobidywieli pedakyuu

2. [JOKNMHMYECKOe uWCCreaoBaHMe IeKapCTBEHHOro cpeactsa Ans MeauUMHCKOro
NPUMEHEHNA NPOBOANTCA B COOTBETCTBMM C MpaBuramMu Hagnexauwen nabopaTopHoOn
NPaKTUKKN, YTBEPXKOEHHbIMU YMOMHOMOYEHHbIM heaepanbHbiM OpraHoOM WCMONMHUTENBHOM
BNacTu.

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbIM 3akoHoM om 2 utons 2013 2. N 185-®3 e vacmb 3 cmambu 11 Hacmosiweao
®edepasibHO20 3aKOHa 8HECEHbI USMEHEHUSs, ecmynaruue 8 cuny ¢ 1 ceHmsbps 2013 e.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu

3. [Ansa opraHusauun 1 NpoBefeHUs AOKIMHUYECKOro UCCNeAOBaHUSA NeKapCTBEHHOrO
cpenctBa ANnd MeauUMHCKOrO MpUMEHEHUs pa3paboTyMKu NEeKapCTBEHHbIX CPeacTB MOryT
npuvBnekaTb Hay4HO-UccnegoBaTenbCkne opraHmsaumm, obpasoBaTenbHble OpraHu3aumm
BbiCWEro obpa3oBaHus, uMelwme Heobxoanmy MaTtepuanbHO-TEXHUYECKYD 6asy u
KBanMuLUMpOBaHHbIX CNeLnanMcToB B COOTBETCTBYOLEN 061acTh nccrnegoBaHus.

4. [oknuHMYecKoe WuccrnefoBaHWe IeKapCTBEHHOro cpeactsa Anst MeLMLMHCKOro
NPUMEHEHNA NPOBOAUTCA MO YTBEPXKOEHHOMY pa3paboTyYMKOM NEeKapCTBEHHOrO cpeacTBa
nnaHy C Be4EeHMEeM MpPOTOKoNa 3TOr0 MCCNeaoBaHUs U COCTaBfEHMEM OTYeTa, B KOTOPOM
copgepxaTtcsa pesynbTaTbl 3TOr0 UCCNeaoBaHWS U 3akoyeHne O BO3MOXXHOCTWU MpoBeneHUs
KMMHMYECKOro UccneaoBaHns NekapCTBEHHOro npenaparta Anst MeAMLMHCKOrO NPUMEHEHMS.

MHdopmaLmsi 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 e vacmb 5 cmambu 11
Hacmoswezo ®edepasribHO20 3aKOHa BHECEHbI USMEHEHUS, acmynarouwue 8 cusy ¢ 1 urns
2015 a.

CM. mekcm yacmu 8 rpeobiOywieli pedakyuu
5. NpoBeaeHne NpoBepok cobnoaeHns npasun Hagnexawien nabopaTopHOM NPaKTUKK
W NpPaBOBbIX HOPM WCMOMb30BaHUA KMBOTHbIX NPW  MPOBEAEHUU  OOKIMHUYECKMX
nccnenoBaHMi NEKapCTBEHHbLIX CPeAcCcTB ANs MEOULWHCKONO NPUMEHEHUS OCYLLEeCTBRSeTCS
YMNONTHOMOY€EHHbIM (befepanbHbIM OPraHOM UCMOSTHUTENBHOW BRACTL.
6. PesynbTaTbl AOKMMHMYECKOrO WCCNefOBaHUSA NeKapCTBEHHOro cpeactsa  Ans
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MEAMUMHCKOTO NMPUMEHEHMS MOTYT GbiTb NPeACcTaBreHbl B YNOMHOMOYEHHBIN dheaepanbHbIii
opraH WCMOMHUTENbHOW BNacT B YCTaHOBMEHHOM TMOpPSiAKE B LENAX rocyaapCTBEHHOM
pernucTpaumm nekapcTBeHHOro npenapara.

FAPAHT:

CM. kommeHTapumn Kk ctaTbe 11 HacToswero ®efepansHOro 3akoHa

Cratbsa 12. [JoknMHNYECKoe nccnegoBaHmMe NeKapcTBEHHONO CpeacTBa U KNMHNUYECKoe

nccnegoBaHue nekapCcTBEHHOrO npenapara ang BeTepuHapHOro npuMeHeHmnsa

1. HoknuHun4eckoe wuccrnegoBaHWe nekapCTBEHHOro cpeacTBa Ansd BeTepUHapPHOro
NPUMEHEHNSA NMPOBOANTCA NyTEM NPUMEHEHUSA HayYHbIX METOAOB OLIEHOK B LIeNsX nosiyyeHns
aokasatenbcTB 6e3onacHocTn, kadectBa U 3heKTMBHOCTM NEKapCTBEHHOrO CpeacTBa, B
TOM 4ucne onpederieHna cpoka ero BbIBEOEHUA U3 opraHuaMa XWMBOTHOrO, B Lendax
obecnevyeHna 6e30MacHOCTM MNPOAYKUMWN KMBOTHOMO MPOUCXOXAEHUS MNocre NpUMEHEHUS
COOTBETCTBYHOLLEro NnekapcTBEHHOro npenapara.

2. [oknuHmn4yeckoe wuccrnegoBaHWe NEKapCTBEHHONO CpeactBa M KIIMHUYECKOe
nccrnegoBaHue nekapCTBEHHOro npenapaTta ans BEeTEPUHAPHOro NPUMEHEHUS, nccregoBaHme
OMO3KBMBANEHTHOCTM YKa3aHHOro NIeKapCTBEHHOrO npenapara NnpoBoAATCS B COOTBETCTBUN C
npasunamMmu, yTBepXaeHHbIMU YNONMHOMOYEHHbIM doefiepalibHbiM OpPraHOM MCMNOSTHUTENbHOM
BracTu.

FAPAHT:

Cwm. MeToaunyeckue yKasaHus "NpoBeaeHne Ka4yeCTBEHHbIX ncecneaoBaHum
OMO3KBMBANEHTHOCTN JIEKAPCTBEHHbIX CPeacTB", yTBepXaeHHble MuH3gpaBcoupas3BuTus
Poccuun ot 30 aBrycta 2004 r.

3. [oknuHmnyeckoe wuccrnegoBaHWE JIEKAPCTBEHHOINO CpeactBa M KIMHUYECKOE
nccnefoBaHne NekapCTBEHHOro rnpenapara ana BeTepuHapHOro NpuMeHeHUs NPoBOAATCS MO
YyTBEPXXAEHHOMY pa3paboTYMKOM NEKaApCTBEHHOrO CpeacTBa MNnaHy ¢ Be4eHMEM MPOTOKOSOB
3TUX UCCrefoBaHUM U COCTaBNEHMEM OTYETOB, B KOTOPbIX COoAepXaTcs pesynbTaTbl 9TUX
nccrnegoBaHUN.

4. [Ina opraHnsaumm n npoBefeHNa OOKITMHUYECKOro UCcnegoBaHus JiekapCTBEHHOIo
CpeacTBa U KIIMHUYECKOrO UCCrefoBaHUS feKapCTBEHHOro npenapata Afs BeTEPUHApPHOro
NPUMEHEHNA pa3paboTyMK NeKapCTBEHHONO CpPeacTBa MOXET npuBfiekaTb OpraHusauuu,
nmerwme HeobxoaMmyrd  MaTepuanbHO-TEXHUYECKYD 6ady UM KBanuuuUMpoBaHHbIX
crneunanucToB B COOTBETCTBYIOLEN 00nacTu nccnegoBaHus.

5. KnuHnyeckme wvccnegoBaHusl NEKapCTBEHHLIX MpenapaTtoB Ans BeTepUHapHOro
NPUMEHEHNA MNPOBOAATCA B  BEeTEpUHapHbIX OpraHu3aumax W B OpraHusauusx,
OCYyLLEeCTBNALWNX pas3BedeHne, BbipallnBaHnue u cogepxxaHune XXUBOTHbIX, B Lensax:

1) ycTaHOBMEHUA MNEPEHOCUMOCTU  JIEKAPCTBEHHbLIX MNpenapaTtoB  340POBbIMU
XVUBOTHbIMU;

2) noabopa onTUManbHbIX AO3UMPOBOK FIEKAPCTBEHHbIX NpenapaToB U Kypca fleyeHus
Ha KOHKPETHOW rpynmne XMBOTHbIX C onpeaeneHHbIM 3aboneBaHnem;

3) ycTtaHoBneHna 6e3onacHOCTM U 3APPEKTUBHOCTM NEeKapCTBEHHOrO npenapaTa,
npegHasHa4YeHHOro And  nedeHnss  onpegeneHHbix  3aboneBaHMM  XKUBOTHbLIX,  UIK
3 PEKTUBHOCTN NIEKAPCTBEHHOrO npenaparta ans npodunakTuki 3abonesBaHuMn 300POBbIX
XWUBOTHbIX;

4)  M3y4YeHUA  BO3MOXHOCTEM  paclUMpeHuUst  MOoKasaHun K NPUMEHEHUIO
3aperucTpupoBaHHOrO JIEKAPCTBEHHOrO npenapata W BbISIBIEHUST paHee HEU3BECTHbIX
NOOOYHbIX AENCTBUN.

6. KnunHuyeckoe wuccnegoBaHMe JfEKapCTBEHHOrO Mpenapata And BeTepuHapHOro
NPUMEHEHNSA OCYLLIECTBIISIETCA 3a CYET CpeacTB pa3paboTymka nekapcTBEHHOro cpeacTea.
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7. OT4eTbl O pesynbTaTtax OOKIMHUYECKOrO MUCCeaoBaHUSA flekapCTBEHHOro cpeacTaa
N KIMHWUYECKOrO0 WUCCreaoBaHWSA  NIEKAapCTBEHHOrO npenapata Ans  BeTEepPUHAPHOro
NPUMEHEHNA COCTaBNATCA pa3paboTYMKOM  NEeKapCTBEHHOrO CpeactBa C  y4eToM
3aKMYEHN OpraHuM3aunn, MpUHUMAaBLUMX y4yacTMe B OpraHuMsaumm M nNpoBefeHUMU ITUX
nccneaoBaHun.

8. KoHTponb 3a npoBeaeHneM OOKNUHUYECKUX NCCea0oBaHNIN NeKapCTBEHHbIX CPEACTB
N KIMMHUYECKNX NCCreaoBaHNin NEKapCTBEHHbIX NpenapaToB ANS BETEPUHAPHOIO NPMMEHEHNSA
OCYyLLECTBNAETCA YNONHOMOYEHHbLIM (heaepanbHbiM OpraHoM UCMNONTHUTENBHOW BNAcCTW.

FAPAHT:

CM. KommeHTapum k ctaTbe 12 HacTosiero ®eaepanbHOro 3akoHa

Mnaea 6. OcyuwecTBneHne rocyfapcTBEHHON permcTpaumm fnekapcTBeHHbIX
npenaparoB

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmampbsi 13 Hacmosiweao
®edeparnibHO20 3aKOHa U3/I0XKeHa 8 Hoeol pedakyuu, ecmynaruwed e cuny ¢ 1 urons
2015 .

Cm. mekcm cmambu 8 rnpedbidywed pedakuyuu
Cratba 13. [ocygapcTBeHHasa perncTpauuns fiekapCTBEHHbIX NpenapaTos

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiv 3akoHoM om 13 utonss 2015 2. N 241-@3 yacmb 1 cmambu 13 Hacmosiweao
®edepanbHO20 3aKOHa U3/10XKeHa 8 HO80U pedaKkuuu

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu

1. B Poccuickon depnepaumm gonyckatoTcsl Npon3BOACTBO, U3rOTOBIIEHNE, XpaHEHUe,
nepeso3ka, BB03 B Poccuiickyto denepaumio, BbiBO3 M3 Poccuiickon denepaunn, peknama,
OTNyCK, peanu3aumd, rnepegada, NpUMEHeHUe, YHUYTOXEHUE JleKapCTBEHHbIX npenapaTos,
€CNN OHWN 3aperncTpupoBaHbl COOTBETCTBYIOWNM YNOSTHOMOYEHHbIM dhefepanbHbiM OpraHoM
WMCMNOMNHUTENBHOW BNAaCTW.

2. ['ocypapcTBeHHOW pernctpauum nognexar:

1) BCe nekapCTBeHHble Npenapartbl, BNepBble nognexaiwive BBoay B obpalleHve B
Poccuinckon ®egepaunu;

2) nekapcTBeHHble npenapaTbl, 3aperMcCTpupoBaHHbIE paHee, HO NPOU3BEdEHHble B
APYrnx NekapCTBEHHbIX hopMax B COOTBETCTBUMN C NepeyHeEM HaMMEHOBaHUIN NEKAPCTBEHHbIX
dopM, B HOBOW [J0O3MPOBKE MNpW [doKasaTenbCTBE €€ KIUHMYECKOW 3Ha4YMMOCTU WU
3¢ (PEKTUBHOCTY;

3) HOBble KOMBUHaLUKN 3aperncTPUPOBaHHbLIX PaHee NeKkapCTBEHHbIX NpenapaTos.

3. ocypapcTBeHHas perncrpaumsi nekapcTBeHHbIX NpenapaToB OCYLUECTBASETCS Mo
pesynbTatamM 9KCNepTU3bl JeKapCTBEHHbIX CPeACcTB, a rocydapCTBEHHas perncrpaums
opdaHHbIX JleKapCTBEHHbIX MNpenapaToB OCYLECTBAAETCA MO pes3ynbTaTaM 3KCNepTusbl
OOKYMEHTOB, MNpeacTaBfeHHbIX Ond  onpefeneHns  BO3MOXHOCTW  paccMaTtpuBaTb
NeKapCTBEHHbIN NpenapaT Ansa  MEeAUUMHCKOrO  MNMPUMEHEHUA MpUM  OCYLLECTBIEHUN
rocygapCTBEHHOW perncrpaumm B KavecTBe OppaHHOro nekapcTBEHHOro npenapaTa, U no
pesynbTatam 3KCNepTU3bl IEKapCTBEHHbIX CPEACTB.

4. [ocypapcTBeHHas peructpaumsa rekapCTBEHHOro npenapaTta OCyLeCcTBNAeTCs
COOTBETCTBYHOLLUMM YMNOIHOMOYEHHbLIM hbeaepanbHbIM OpraHOM MCMOSMIHUTESNBbHOW BRacTu B
CPOK, He TnpeBblllalWnin CcTa wectngecsatn paboumx [OHeW CO  AHA  MPUHATUSA
COOTBETCTBYIOLLErO 3asiBNEHMS O TOCYQapCTBEHHOW  perucrpauuMm  fiekapCTBEHHOrO
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npenapata. B ykasaHHbIn CPOK BKMOYaeTCs Bpemd, Heobxoaumoe Ans MOBTOPHOro
NnpoBedEHNS IKCNepTU3bl JIEKAPCTBEHHONO CpeactBa B COOTBETCTBMW CO craTben 25
HacToswero ®efepanbHoro 3akoHa. Cpok rocyfapCTBEHHOW perucrpaumm nekapcTBeHHOro
npenapata WCYUCNHAETCA CO [AHA NPUHATUMS  COOTBETCTBYIOLWMM  YNOSIHOMOYEHHbLIM
beepanbHbIM - OpraHOM  WUCMOMHUTENBbHOW BflacTU  COOTBETCTBYIOLLErOo 3asiBfieHUs O
rocyfapCTBEHHOW pernctpaumm nekapcTBEHHOro npenapara C npunoXeHMeM HeobXxoammblX
OOKYMEHTOB NO [deHb BbldayuM pPerucTpauuoHHOro yOOCTOBEPEHUS  feKapCTBEHHOro
npenapaTta. Bpewmsi, HeobxoguMmoe [nNa HanpaBneHUsi YMNONHOMOYEHHbIM heaepanbHbIM
OpraHoOM MCMOSIHUTENBHOM BNacTy 3anpoca O nNpeacTaBfeHMM HeobxoauMbIX MaTepuanos u
npeacTaBneHns 3asiBUTernieM OTBeTa Ha [aHHbIA 3anpoc B COOTBETCTBUKM CO cTatbammn 16, 19
n 23 Hactosiwero ®PenepanbHOro 3akoHa, He Y4YuMTbiBAaeTCA MNpU  UCHUCHEHUW CpoKa
rocyfapCTBEHHOW permcTpauum nekapCTBEHHOMo npenapara.
5. FocygapcTBeHHOW perucTpauum He noanexar:

MHdopmaumsa 06 nameHeHusx:

[NyHkm 1 uameHeH ¢ 1 mapma 2025 2. - ®edeparsibHbil 3akoH om 30 dekabps 2021 2. N
463-®3

Cwm. 6ydywyro pedakyuro

1) nekapcTBeHHble npenapaTtbl, W3roTOBIIEHHbIE anTeYHbIMW  OpraHU3auusaMu,
BETEPUHAPHLIMW aNTEYHbIMU OpraHu3auusaMn, WNHOMBUAYANbHLIMU NpeanpUHUMaTENaMu,
KOTOpble WMEKT JNULEH3N0 Ha dapMaueBTUYECKYyD AeATerlbHOCTb, MO peuentaMm Ha
fNeKapCTBEHHbIE MnpenapaTtbl U TpeboBaHMAM MEAMUMHCKUX OpraHuM3aunn, BeTepuHapHbIX
opraHusaummn,

2) NnekapCTBEHHble nNpenapaTtbl, NpnobpeTeHHbIE PMU3NYECKMMM NULAMK 3a Npedenamu
Poccuinckon ®egepaunmn 1 npegHasHadYeHHble Ans IMYHOro UCNOSb30BaHUS;

3) nekapcTBeHHble npenaparbl, BBO3UMble B Poccuiickyto Pegepauuto ons okasaHus
MEOMLMHCKON MOMOLLM MO XM3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHTa Ha OCHOBaHWUK
paspeLleHunsi, BblAAHHOMO YMOMHOMOYEHHbIM defepanbHbiM  OpPraHOM  MCMNOSTHUTENBHOM
BnacTu;

4) nekapcTBeHHble cpeacTBa, BBO3MMble B Poccuinckyo denepaumio Ha OCHOBaHUMU
BblJAHHOIMO  YMOMIHOMOYEHHbIM  doefeparibHbiM  OpPraHOM  UCMOJSTHUTENbHOW  BnacTtu
paspeleHns W npegHasHaveHHble Ond  NPOBeAEeHUd  KITMHUYECKUX  UccnegoBaHumn
NeKapCTBEHHbIX NMpenapaToB U (MNn) NPOBEeAEHUA SKCNepTU3bl SIeKapCTBEHHbIX CPeacTB Ansd
OCYLLECTBMNEHUS rocy4apCTBEHHON permcTpauumn nekapCTBEHHbIX NpenapaTos;

5) dbapmaueBTnyeckue cybctaHumu;

6) paguodbapmaueBTMYECKME  JIEKAPCTBEHHble  npenapaTbl,  W3roTOBMIEHHbIE
HenocpeacTBEHHO B MEOVUMHCKUMX — opraHu3aumax B Mopsake,  YCTaHOBMNEHHOM
YNOSTHOMOY€EHHbIM dhefepanbHbIM OpPraHoOM UCMONHUTENbHOW BRacTy;

7) nekapcTBeHHble npenaparbl, NPON3BOANUMbIE AN SKCrnopTa.

6. He ponyckaeTcs rocyfapCTBeHHas perncrpauus:

1) nekapCTBEHHbIX MpenapaToB, OTMMYAKOWMXCA Apyr OT Apyra KadeCTBEeHHbIM
COCTaBOM JENCTBYIOLMNX BELLECTB, N0 OANHAKOBLIM TOProBbIM HAMMEHOBAHUEM;

MHdopmaLmst 06 uaMeHeHusIx:
[MyHkm 2 usmeHeH ¢ 15 uroHsa 2018 2. - @edeparbHbit 3akoH om 4 utoHs 2018 2. N 140-®3

CmM. npeodbidywyto pedakyuro
2) ofHOro nekapcTBEHHOro nmnpenaparta, npencTaBfEeHHOro Ha rocygapCTBEHHYHO
perncTpauuio B OTHOLIEHMM OOHOrO M TOrO Xe AepXaTensa unv Bnagensua permctpaunoHHoOro
yOOCTOBEPEHNS NEKapCTBEHHOrO npenapata B Buae [ABYX W 0Oonee nekapCTBEHHbIX
npenapaTtos nog pasfn4yHbIMU TOProBbIMU HAMMEHOBAHUSIMW.
7. Mo 3anpocy (B 9neKkTpoHHOM dopmMe unuM Ha OymaxHOM HocuTene) cybbekta
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obpalleHnsa nekapCcTBEHHbIX CPeACTB COOTBETCTBYHOLMUM YNOMHOMOYEHHBIM heaepanbHbiM
OpraHoOM WCMOMHUTENBHOM BRAacTW, OCYLLECTBASALWMM rOCyJapCTBEHHYIO perncrpaumio
NEeKapCTBEHHbIX MnpenapaToB, B YCTAHOBMIEHHOM MM [MOpPSKE OCYLWEeCTBASeTCAa HaydHoe
KOHCYNnbTUpPOBaHWe MO BOMNpocaMm, CBSA3aHHbIM C  NPOBEAEHWEM  OOKMMHUYECKUX
nccrnegoBaHMn, KINMHUYECKUX UCCIeAOBaHUM NeKapCTBEHHbIX MnpenapaTtoB, 3dKCnepTusbl
KayecTBa NneKapCTBEHHbIX cpeacTs, aP(PEKTMBHOCTM N Be30nacHOCTU, C OCyLeCTBIieHneM
rocygapCTBEHHOW  peructpauumn  riekapcTBeHHbIX — npenapaTtoB.  KoHcyrnbTupoBaHue
OoCyllecTBNAeTCA C  npuBreyYeHnemMm defeparnbHblX  FOCYAapCTBEHHbIX  OHOXKETHbIX
yypexaeHuin, noaseoMCTBEHHbIX AaHHOMY doefiepalnibHOMY OpraHy UCMNOSTHUTENBHOW BIlacTu
M He y4yacCTBYKOLUMX B OpraHmsaumm npoBedeHUs 3KCNepTU3bl KadecTBa NeKapCTBEHHbIX
CpeacTB B Lendx OCYLEeCTBEHUA WX rocyaapCTBEHHOW perncrpaumm B COOTBETCTBUM CO
ctatben 16 Hactodwero denepanbHOro 3akoHa, B Buae OTBeTa B MNMUCbMEHHOW dopme
YNONTHOMOYEHHOro defiepanbHOro opraHa WCMOMHUTENbHOW Bractu Ha 3anpoc. Pasmep
B3MMaeMoOn C 3asBUTeNs nnatbl onpeaensdeTcd B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon  ®depepauumn 06  opraHusaumm  NpeaoCTaBNEHUs  FOCYAapCTBEHHbIX U
MyHUUMNanbHbIX ycnyr. WHdopmauma o6 ocylleCTBNEeHNN Hay4YHOro KOHCYNbTUPOBAHWSA, B
TOM 4ucne crtatbl, 0O630pbl, CNpaBoOYHble MaTepuansl W uHas uHGopmaums o6
OCYLLIECTBMNEHNUN HaAy4yHOro KOHCYNbTUPOBaHMS, pasmellaeTcsa Ha oduumanbHOM canTte
YNONTHOMOYEHHOro defepansHOro opraHa WCNosiHUTenbHoW Bnactm B cetu "WHTepHeT" C
cobntogeHnemM orpaHMyYeHnin, YCTaHOBIEHHbIX 3aKOHO4AaTelNbCTBOM O NEePCOHarNbHbIX AAHHbIX,
KOMMEpPYECKOWN 1 (Unn) rocyaapCTBEHHOW TarHe.

MHdopmaumsa 06 nameHeHusx:

Uacmb 8 usmeHeHa ¢ 8 mapma 2022 2. - ®edeparnbHbil 3akoH om 8 mapma 2022 2. N
46-®3

CmMm. npedbidywyto pedakyuro
8. [ocypapctBeHHass perncrpaumMs  nekapCcTBEHHbIX  npenapaTtoB,  KOTOpble

npegHasHayeHbl 4NA NPUMEHEHUS B YCITOBUAX BOEHHbIX ENCTBUN, Ype3BblyanHbIX CUTYyaLun,
npeaynpexaeHns 4YpesBblYaHbiX CUTyauui, NpounakTukM wn rnedeHns 3aboneBaHun,
npeaCcTaBNAILWMNX ONACHOCTb ANSA OKpyXatoLwwmx, 3abonesaHnin 1 nopaxeHnn, noslyvyeHHbIX B
pesynbTate BO3AENCTBMS HEONaronpusTHbIX XMMWUYECKUX, BMONMOrMyecknx, pagvaumoOHHbIX
dakTopoB, U KoTopble paspaboTaHbl B TOM 4ucre Mo 3agdaHuio degepanbHbiX OpraHoB
NCNOSTHUTENbHOW BNAcTW, YNOMHOMOYEHHbIX B 06nactn o6opoHbl CTpaHbl U 6e3onacHoOCTM
rocygapctea, a TaKkKe JeKapCTBEHHbIX CPeACTB B crydae ux AedekTypbl WM pucka
BO3HUKHOBEHNA OedeKTypbl B CBA3N C BBeAeHMEeM B OTHowweHun Poccuiickon depepauumm
OrpaHMYUTENbBbHBIX MepP 3KOHOMWYECKOrO  XapakTepa OCYLUeCTBNSieTCa B MOPSAKe,
ycTaHoBneHHoM [paBuTtensctBom Poccuiickon enepaumu.

TAPAHT:

CM. kommeHTapumn K ctaTbe 13 HacToswero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 14 Hacmosiweao
®eldepallbHO20 3aKOHa U3/I0XKeHa 8 Hoeou pedakyuu, ecmynaruwed e cuny ¢ 1 urons
2015 e.

CM. mekcm cmamabu 8 rpeodbidywielt pedakyuu
Cratbsa 14. [NpuHUMNbI 3KCNEepPTU3bl JIeKapCTBEHHbIX CPeACTB
1. OKcnepTmsa nekapCTBEHHbIX CPeACTB OCHOBbLIBAETCHA Ha MpUHUMMAxX 3aKOHHOCTW,
cobnogeHna npas u cBobog yenoBeka W rpaxgaHwHa, npaB HPUAMYECKOro nuua,
HEe3aBMCUMOCTM 3KcrepTa, OOBbEKTUBHOCTW, BCECTOPOHHOCTU W MOMHOTbI UCCNEeoBaHUN,
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NPOBOAMMbBIX C  MCMOMb30BaAHMEM COBPEMEHHBLIX [OOCTMXKEHUA HAykKm U TEXHUKM,
OTBETCTBEHHOCTM (peaepanbHOro rocygapCTBEHHOro  OOKETHOro  ydpexaeHuss  no
NPOBEAEHMIO 3KCMEPTU3bl NEKAPCTBEHHbLIX CPEACTB M 3KCMNEPTOB 3a NPOBEAEHNE M KAa4YeCcTBO
3KCNepTun3bl.

2. JkcnepTul3a NEKapCTBEHHbIX MpenapaTtoB Ans MEeAULUHCKOrO MNPUMEHEHUS
BKIOYaeT B cebs:

1) aKcnepTMsy [AOKYMEHTOB, NPeACTaBMEHHbIX ANA OonpeaeneHns BO3MOXHOCTH
paccMaTtpmBaTb JIEKAPCTBEHHbIN npenapat AN  MeAUUWMHCKOrO  MPUMEHEHUs  Mpu
OCYLLIECTBMNEHNN TOCYOAPCTBEHHOW permctpauMm B KadecTBe OpdaHHOro fekapCTBEHHOro
npenapaTa;

2) 9KcnepTudy npennoXeHHbIX MEeTOOOB KOHTPOMs KavecTBa JleKapCTBEHHOrO
cpeactBa W KayecTBa NpeacTaBneHHblX 00pasuoB  NEKApCTBEHHOro cpeactBa  C
NCNonb30BaHMEM 3TUX METOAOB (ganee - akcnepTu3a KayecTBa JieKapCTBEHHOIO CPeacTBa);

3) aKcnepTu3y OTHOLLUEHUSI OXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
NleKapCTBEHHOrO npenapara;

MHdopmaumsa 06 nameHeHusx:

Uacmb 2 dononHeHa nyHkmowm 4 ¢ 1 mapma 2020 2. - ®edeparsibHbIlU 3aKoH om 27 Oekabps
2019 e. N 475-®3

4) 9KCcnepTu3dy perucTpaumMoHHOro O0Cbe Ha JIeKapCTBEHHbIM Mpenapat B Uenax
onpegerneHns B3auMO3aMEHSEeMOCTW JeKapCTBEHHbIX npenapatoB Ang  MeaMUMHCKOro
NPUMEHEHNS.

3. OkcnepTmsa rnekapCTBEHHbIX MpenapaToB A1 BeTEepUHAPHOro MNpUMEHEHNs
BKMOYaeT B cebsi aKcnepTu3y KayecTBa fieKapCTBEHHOIO CpeacTBa U 9KCNEPTU3Y OTHOLLEHUS
OXMAaeMoW Nofb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparTa.

FAPAHT:

Cm. TllonoxeHne O nOpsiAKe 9KCMEpPTU3bl, WUCMbITAHUS W perucTpauum BeTepUHapPHbIX
npenapatoB B P®, yTtBepxaeHHoe [NaBHbIM rOCydapCTBEHHbIM  BeTepuHapHbIM
nHcnektopom PO 3 oktsabpa 1995 r.

CMm. KommeHTapum k ctaTbe 14 HacTosiero ®eaepanbHOro 3akoHa

Cratba 15. ®degepanbHoe rocydapCTBEHHOE OlOAKEeTHOe yypexaeHue o
NPOBEAEHMIO 3KCMEPTU3bI NIEKAPCTBEHHbIX CPEACTB

JKcnepTmsa nekapcTBEHHbIX CPEeACTB NPoBOAUTCA hefepanbHbiM rocygapCTBEHHbBIM
OlO4KETHBIM YYpeXaeHMeM COOTBETCTBYHOLLEro YNONHOMOYEHHOro deaepanbHOro opraHa
NCMONHUTENbHOM BMacTW, CO34aHHbIM Ans o6ecneyeHust MCNONHEHUSI MONTHOMOYMIA 3TOro
denepanbHOro opraHa no Bblgaye paspeLlleHnin Ha npoBedeHne KIMHUYECKUX nccrnegoBaHnn
NEeKapCTBEHHbIX MpenapatoB WM (UnM) NO rocygapCTBEHHOW perucTpaumm nekapCTBEHHbIX
npenapaToB (ganee - 3KCnepTHoe yypexaeHue).

FAPAHT:

CMm. KommeHTapum k ctaTbe 15 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-03 HaumeHosaHue cmambu 16
Hacmosiweao PedeparibHO20 3aKOHa U3JTOXEeHO 8 HosoU pedaKyuu, scmynarouwel 8 curly ¢
1 urons 2015 a.

CmMm. mekcm HaumeHogaHus 8 npeodbidywel pedakyuu
CraTtbs 16. OpraHnsauunsa NnpoBeeHUs SKCNepPTM3bl NNeKapCTBEHHbIX CPeaCcTB
1. OkcnepTu3a nekapcTBEHHbIX CPeacTB MPOBOAUTCA  KOMUCCUEW  OKCMepToB
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SKCMEPTHOr0 YyYpeXAeHUs, Ha3HaAYEeHHOW €ero pPyKOBOAWUTENEM, HA OCHOBaHUW 3afaHus Ha
NpoBeAEHNEe 3KCMepTM3bl JEKApPCTBEHHOrO CPeacTBa, BbIAAHHOTO  YNOMHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMHUTENLHOW BracTu. PYKOBOAMTENb 3KCMEPTHOMO YYpEXAeHUs
obecneuvBaeT Haanexallee nNpoBeAEHME IKCMEPTU3bl JIEKAPCTBEHHbIX CpeacTB B
COOTBETCTBUM C 3aJaHWEM, BblAaHHbIM  YMOJTHOMOYEHHbIM  doeaeparnbHbIM  OpraHoMm
NCMNOMHUTENbHON BNACTW, U OpraHn3yeT NOAroTOBKY CBOAHOIO 3aKM4YeHUst 3TON Kommccuu. B
COCTaB 3TOW KOMMCCUM MO PELLUEHUI0 PYKOBOAWUTENSI SKCMEPTHOrO yYpexaeHuss MoryT ObiTb
BKJIOYEHbI B KAYECTBE 3KCMEePTOB nuua, He paboTatowme B JaHHOM 3KCMEPTHOM YUYpEXAEeHNH,
€Crnu nx cneymnarnbHble 3HaHUSA HeOOXoaUMbI AN NPOBEAEHNS SKCNEPTM3bl U TaKMe 3KCMNepTbl
OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YUYPEXAEHUN.

2. OKcnepTtoM MO MNPOBEAEHMIO 3KCMEPTU3bl JEKAPCTBEHHbIX CPEeAcTB SABMNSETCS
aTTeCTOBaHHbIN PabOTHMK SKCNEPTHOIO YUYPEXAEHNS, KOTOPbLIA MMEET BbiCLLUEE MEeOULIMHCKOE,
dapmaueBTuyeckoe, Ouonormyeckoe, BETEPMHAPHOE WM XuMudeckoe obpasoBaHve W
NPOBOAMT 3KCNEPTM3Y NEeKapCTBEHHbIX CPeACTB B NOPSAKE UCTMOMHEHUST CBOUX OOMKHOCTHbIX
o6s3aHHOCTEN (Oanee - aKcnepT).

3. MNpuv npoBedeHMM 3IKCMEPTU3bl JEKAapPCTBEHHbIX CPEeACTB 3KCMEpPT He MOXeT
HaxoOMTbCA B KakOM-NMMOO 3aBMCUMOCTM OT JIMua, Ha3HAYMBLLUErO 3Ty SKCNepTuay,
paspaboTyMKka rekapCTBEHHOro cpeacTBa WUNM APYrMx 3avHTEPEeCOBaHHbIX B pesynbTaTax
3KCMepTU3bl Nnu,.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 25 Hosibpss 2013 e. N 317-®3 vacmb 4 cmambu 16
Hacmoswe2o PedepasibHO20 3aKOHa U3/10XKeHa 8 Hogou pedaKkyuu

CmM. mekcm Yacmu 8 rpeodbidywiel pedakyuu

4. Tlpu npoBedeHUM 3IKCNEepPTU3bl JIEKAPCTBEHHbIX CPeACTB He  JonyckaeTcs
nctpebosatb y 3asiBuTEnss NUMOO WHbIX NUL MaTepuansl, Heobxoaumble ANs NpPoBeAeHUs
aKcnepTusbl. B criyyae HegoCcTaTOMHOCTU NpeAcTaBlieHHbIX 3KCMepTy MaTtepuarnoB Ans gayu
3aKMYEHNS 3KCNEepT CTaBUT BOMPOC O MNPeACTaBNEeHUMM eMy HeobXoauMbIX MaTepuanos
nepen  pPykoBOAUTENEM  3KCNEPTHOrO  yypexaeHus, koTopbin  oObpawaetcs  C
COOTBETCTBYIOLLUMUM 3arnpocoM B YMNONTHOMOYEHHbIN hefeparbHbii opraH MCNONHUTENbHON
BflacTW, BblAaBWWW 3ajaHMe Ha NpoBedeHWe IKCnepTu3dbl JfeKapCTBEHHOro cpeacrtaa.
Yka3aHHbIN pegepanbHbii OpraH UCMONHUTENbHOW BNACcTU B TeYeHNe NaTn paboymx gHen co
OHA MOCTYNMeHna 3anpoca pyKkoBoAMTENA 3KCNEPTHOro yypexaeHus HanpasnseT 3adBUTENo
3anpoc o npeacraBneHnn HeobxoanmMbix MaTtepuarnos. [aHHbIn 3anpoc MoXeT ObITb NnepenaH
YNONTHOMOYEHHOMY MpeAcTaBuUTENio 3asBUTENSA NIMYHO MO PaCnUCKy, HanpasfieH Mo nodyte
3aKkasHbiM MUCbMOM WM nepedaH B 3NEKTPOHHOW ¢opmMe No TenekKoMMYHUKALMOHHbBIM
KaHanam cBa3n. B crnydae HanpaBreHus 4aHHOro 3anpoca no novte 3akasHblM NMUCbMOM OH
cyMTaeTcs NoslyYeHHbIM N0 UCTEYEHUM LLIECTN OHEN C AaTbl HAaNpaBneHNsa 3aKka3Horo n1ucbma.

MHdopmaLmst 06 uaMeHeHusix:

®edeparnbHbiM 3akoHomM om 25 Hosibps 2013 2. N 317-©3 cmampbss 16 Hacmoswezo
®edeparsibHo20 3aKoHa 0orosiHeHa Yacmbio 4.1
4.1. 3agsutenb o00s3aH nNpeactaBuTb OTBET Ha 3anpoc  YNOAHOMOYEHHOro
beiepanbHOro opraHa WCMNOSIHUTENbHOW BNacTU B CPOK, He MpeBbllalroWnn OeBsHOCTa
paboynx [OHEW CO [OHSA €ero nosnyvyeHusl. YNONMHOMOYEHHbIM beaepanbHbIn - opraH
NCMONHUTESTbHOW BracTu, BblgaBLWUWN 3alaHNe Ha nNpoBefeHue 3KCrepTu3bl NnekapcTBEHHOro
cpenctBa, B TeyeHue natm paboumx AHEen Co AHSA MOCTYNneHusa OT 3asBUTENsd OTBeTa Ha
AaHHbIN  3anpoc HanpaensieT TakoM OTBeT B 3KCNepTHoe yypexgeHue. B cnyvae
HenpeacTaBeHnst MO UCTEYEHUN AeBsiHOCTa paboumx gHen 3aaBUTENEM OTBEeTa Ha AaHHbIN
3anpoc YnoriHOMOYEHHbIN hefepanbHbiA  OpraH MUCMNOMHUTENBHOW BRacTu, BblgaBLUNNA
3ajaHue Ha NpoBedeHne 3KCNepTU3bl NEKAPCTBEHHOIO CPeACcTBa, B TedeHue natm paboumx
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OHeNn HanpaBrseT B OKCMEpTHOE YyypexaeHue YyBedOMSIeHWe O HenpencTaBneHuu
3aaBuUTENeM OTBETa Ha 3anpoc ykasaHHOro opraHa. Bpems co AHs HanpasneHusa 3anpoca
9KCNEepPTHOro y4pexaeHus B YNOSTHOMOYEHHbIN dpefieparnbHbli OpraH UCMONHUTENbHOW BracTu
A0 [HS NOSTyYeHUs 3KCNEPTHbIM YyupexaeHWeM OTBeTa Ha 3anpoc unv yBeLOMMEHUd O
HenpeacTaBfeHMM OTBeTa Ha 3arnpoc He YYUTbIBAETCHA MPU UCHMUCIIEHMM CpPOKa NpoBedeHUs
3KCNepTM3bl NIEKapCTBEHHOIO cpeacTsa.

MHdopmaLms 06 u3MeHeHusIx:

Cmamebs 16 dornonHeHa Yacmbro 4.2 ¢ 15 uroHa 2018 2. - @edeparibHbIl 3aKOH 0m 4 UtoHS
2018 2. N 140-®3
4.2. Ecnn B cocTtaBe pernctpaumoHHOro OOCbE Ha feKapCTBEHHbIN npenapaTt ans
MeANLMHCKOro NpUMEHEHNA COAEPXKUTCA NpeaycMoTpeHHasa ctateen 18, yacTteio 1.1 ctaTtbu
30 n cratben 34 Hactosiwero degepanbHOro 3akoHa KOMUS peLlleHust YNONHOMOYEHHOro
dpedepanbHOro opraHa WUCMOMHUTENbHOM BMRactTM O NPOBeAEHUN  UHCMNEKTUPOBaHUSA
NPOn3BOAMTENSA JIEKAPCTBEHHbIX CPEeACTB, 3KCNepTy OO0 OodopmneHna pesynbtaTtoB
3KCNepTu3bl NeKapCTBEHHOro cpeacTtBa npefocTaBnseTcs B MOPSAKE W Ha  YCroBUSX,
KOoTopble npefycMoTpeHbl 4Yactamm 4 n 4.3 HacToswen cTaTbu, KOMUA 3akfoyeHna o
COOTBETCTBUN MPOM3BOAMUTENS NEKAPCTBEHHbBIX CPeACTB TpeboBaHMSAM NpaBurl Haanexatiiemn
NPOU3BOLACTBEHHON NPAKTUKW, BbIAAHHOMO YMNOSIHOMOYEHHbLIM hbeaepanbHbiM  OpraHoM
NCMONHUTESTbHOW BracTu.

MHdopmaumsa 06 nameHeHusx:

Cmames 16 dornonHeHa Yacmbto 4.3 ¢ 15 uroHsA 2018 2. - @edeparibHbItU 3aKOH 0m 4 UtoHS
2018 e. N 140-®3
4.3. 3agButenb 00s13aH npeactaBuTb B YNONIHOMOYEHHbIM beaepanbHbI OpraH
WCNOSTHUTENbHOW  BflaCTU  KOMUIKO  3aKMOYeHUs O  COOTBETCTBMM  MPOU3BOAMUTENS
NeKapCTBEHHbIX CPeacTB TpeboBaHNAM npaBu Hagnexallen Npon3BOACTBEHHOW NPAKTUKA B
CPOK, He npeBbIaoLWnii CTa BOCbMUAECATN pabounx OHEN co OAHSA NoSyYyeHusa 3anpoca o ee
npegocTtaBneHun. YMNoSTHOMOYEHHbIN  bedepanbHbI - OpraH  WUCMOMHUTENbHOW  BNacTw,
BblAaBLUNA 3afjaHne Ha NpoBefeHne IKCNepTU3bl NeKapCTBEHHOMO CpeacTBa, B Te4eHue NATu
pabounx OHEeW CO AHS MNOCTYNMeHus OT 3asABUTENS KOMUM 3akioYeHUss O COOTBETCTBUM
Npou3BOAMUTENS  JfIeKapCTBEHHbIX  CpeAcTB  TpeboBaHuAM  npaBun  Hagnexaien
NPOU3BOACTBEHHOW MNPAKTUKW, HanpaeBndeT ee B 3KCNepTHoe ydpexaeHwe. B cnyyae
HenpeacTaBneHna 3asBuUTENeM B YKa3aHHbI CPOK KOMUM 3aKMYeHUs O COOTBETCTBUM
NpoOu3BOANTENS  JIEKAPCTBEHHbIX  CpeAcTB  TpeboBaHuAM  npaBun  Hagnexawen
NPOM3BOACTBEHHOMN MNPAKTUKM YMNOMHOMOYEHHbLIM eaeparnbHblii OopraH UCMNOSTHUTENBHON
BNacTu, BblaBLIMWA 3ajaHuMe Ha NpoBedeHue 3KCNepTu3bl FeKapCTBEHHOro cpeacrsa, B
TeyeHne nATM paboumx [HeW HarnpaBnseT B SKCMEepTHOe YuypexaeHue yBeOOMIeHne o
HenpeacTaBfeHMn 3asiBUTENEM KOMUW  3akNiYeHUs O COOTBETCTBUM MNpou3BOaUTENS
NeKkapCTBEHHbIX CpeacTB TpeboBaHUAM MpaBun Haanexawien npon3BoACTBEHHOW MPAKTUKMU.
Bpema co gHA HanpaBneHus 3anpoca SKCMNEePTHOro YYpexaeHUs B YNOSIHOMOYEHHbIN
denepanbHbli  OpraH  UCMOMHUTENbHOW BNactTu [0 AHA  MNONyYeHUA  3KCNepTHbIM
yuypexaeHuem Konuu 3akroyeHUss 0 COOTBETCTBMM NPON3BOAUTENS NEeKapCTBEHHbIX CPeACTB
TpeboBaHUAM npaBun Hagnexailen Npou3BOACTBEHHOW NPaKTUKM UMW yBEOOMIEHUS O ee
HenpeacTaBfeHUM He YYuTbiBaeTCsd MNpU UCYUCNEHUM CpoKa NPOBedEeHUA OKCNepTusbl
neKkapCTBEHHOro CpeacTBa.
5. OkcnepT npu npoBedeHUUM TOPYYEHHOW eMy pyKoBoAMTENeM 3KCNepTHOro
yupexaeHusi 3KCnepTu3bl NlekapCTBEHHOro cpeacTaa 065a3aH:
1) npoBecTM MONHOEe uccrnegoBaHWe MpeacTaBrieHHbIX eMy OObeKkToB, MaTepuarnos,
AaTb 060CHOBaHHOE M OOBLEKTMBHOE 3aKIOYeHWe Mo NOCTaBMEHHbIM nepen HUM BOMpocam
UM  MOTUBUPOBAHHOE 3aKMiOYEeHMe O HEBO3MOXHOCTU MPOBEAEHUA WM  IKCNepTu3bl
NeKapCTBEHHOIO CPeACTBa, €CnvM  MOCTaBfieHHble BOMPOChbl  BbIXOOAAT 3a npefesnbl
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cneumanbHbIX 3HaHUM 3KcnepTa, OObeKTbl UCCNeaoBaHUn U MaTtepuansl HENPUro4HbI UMK
HeOCTaTOYHbl ANs NPOBeAEHUA UCCNefoBaHMA U Aaudn 3aknioyeHus nmbo CoOBPEeMEHHbIN
YPOBEHb Pa3BUTUSA HAYKN HE MO3BONSIET OTBETUTb HA NOCTaBMEHHbIE BOMPOCHI;

2) He pasrnaiwlaTtb CBeOEeHUs, KOTOpble CTanu eMy U3BECTHbI B CBS3M C NPOBEAEHNEM
3KCnepTu3bl  fIeKapCTBEHHOrO0  cCpeacTtBa, a  TakKKe  CBedEeHusl,  CocTaBnsoline
rocyapCTBEHHY, KOMMEPYECKYHO UMM UHYO OXPaHSEMYHO 3aKOHOM TalHy;

3) obecneunTtb COXPaAHHOCTb NPeACTaBMNEHHbIX OOBLEKTOB MCCRNeAoBaHUM U
mMartepuarnos.

6. OKcnepT He Brpase:

1) npoBOAUTbL  3KCMEPTM3y  NEeKapCTBEHHOro  cpeactBa no  obpaleHuto
HenocpeacTBEHHO K HEMY OpraHM3aunn unm pmsndecknx nuu,;

2) camocToaTenbHO cobupaTb MaTepuanbl  ANS NPOBEAEHMST  9KCNepTU3bl
nekapCTBEHHOro cpeacTBa;

3) NpoBOANTb AKCNEPTU3Y NIEKAPCTBEHHOIO CPeLCTBa B KA4YE€CTBE HEroCcyaapCTBEHHOIO
akcnepTa.

7. B cnyyae HeobGxoguMmocTM 9KCMEpT BhNpaBe XoOaTanucTBoBaTb Nepen
pyKOBOAUTENEM 3KCMEPTHOIO YYPEXOEHUS O MNPUBMEYEHMM K MNPOBEAEHMIO IKCNEPTU3bI
flekapCTBEHHOro CpeacTBa APYrnx SKCNepToB.

8. Kaxgbin akcnepT, BXOOSALWMW B COCTaB KOMUCCUW 3KCMEPTOB, KOTOPOW MOPYYEHO
npoBefeHne 3KCNepTU3bl NEeKapCTBEHHOrO CpeacTBa, HEe3aBUCMMO W CaMOCTOSTESNbHO
NpOBOAUT WCCNEeAOBaHUSA, OUEHMBaeT pe3ynbTaTbl, MOfyYEeHHblE UM JIMYHO W OPYruMu
aKkcnepTamun, 1 PopMynupyeT BbIBOObI OTHOCUTESbHO MOCTaBfIEHHbLIX BOMPOCOB B npeenax
CBOMX creunarnbHbIX 3HaHUN.

9. PesynbTaTbl 3KCNepTU3bl NIeKapCTBEHHOrO cpeacrtea OPOPMAATCA 3aKITio4YeHUeEM
KOMUCCUM  3KCnepToB. B 3aknoyveHnn KOMWUCCUKM 3KCMEPTOB  YKa3blBAlOTCHA MNepeyeHb
nccnegoBaHnin, o6beM NPOBEOEHHbLIX KaXAbIM 3KCMEPTOM WMCCNefoBaHWM, YCTaHOBMEHHbIE
KaXgbiM n3 HUX (hakTbl U cOenaHHble B pe3ynbTaTe uccnegoBaHui BbIBOAbl. OKCMNepT,
MHEHME KOTOPOro He CoBMagaeT C peLleHMeM KOMUCCUMM IKCMEPTOB, BrpaBe Bbipa3uTb CBOE
MHEHME B MNCbMEHHOM hopMe, KOTOPOE NPMOBLLIAETCS K 3aKITHOHYEHMO KOMUCCUM SKCNEPTOB.

10. OkcnepTbl, BXOASLME B COCTAaB KOMUCCUN, NpeaynpexaatTcs 00 OTBETCTBEHHOCTMU
B COOTBETCTBMM C 3akoHopaTenbcTBoM Poccunckon depepaumm 3a padvy 3akiouveHus,
cogepxalliero HeoboCHOBaHHbIE UM danbCUPUUUPOBAHHbLIE BbIBOAbI, O YEM OHM [aloT
noAanmcky.

11. OnpegeneHune ypoBHS NpodecCuoHanbHOM NOArOTOBKM 3KCNEPTOB M aTTecTauums
MX Ha MNpaBO MPOBEOEHUA IKCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB  OCYLLECTBASOTCS
3KCNepTHO-KBaNUUKaunoHHbIMN KOMMCCUMAMMN B nopsake, YyCTaHOBMEHHOM
COOTBETCTBYHOLUM YMNOSTHOMOYEHHbIM beaeparnbHbIM OpraHoOM WCMOMHUTENBbHON BRacTu.
YpoBeHb npodeccrMoHanbHOM MNOATOTOBKM 3KCMEPTOB MNOAMEXUT NEepecMoTpy YKasaHHbIMU
KOMMCCUSIMU HE pexe YeM OOMH pa3 B MATb NeT.

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3akoHOM om 22 Oekabpss 2014 2. N 429-®3 vacmb 12 cmambu 16
Hacmosiweao PedeparibHO20 3aKOHa U3JIoXeHa 8 Hogou pedaKyuu, scmynaruwel 8 cusly ¢
1 urons 2015 a.

Cm. mekcm 4acmu 8 rpedbidywelt pedakyuu
12. lpaBuvna npoBefeHWs 3KCMNEPTU3bl FIEKAPCTBEHHbLIX CPeACTB U OCOBEHHOCTU
9KCNepTM3bl OTAENbHbIX BUAOB NIEKAPCTBEHHbIX NpenapaTtoB (pedepeHTHbIX NeKapCTBEHHbIX
npenaparTos, BOCNPOM3BEAEHHbIX neKapCTBEHHbIX npenapaTos, Bmonornyeckmnx
NeKapCTBEHHbIX npenapatoB, GuoaHanorosbix (6MONOAO6HbIX) NEKAapPCTBEHHbIX NpenapaTos
(bnoananoros), roMeonaTtu4yeckux  fneKapCTBEHHbIX npenapartos, neKapCTBEHHbIX
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pacTuTenbHbIX NpenapaTtoB, KOMOMHaALMI NeKapCTBEHHbIX NpenapaToB), (hOpMbl 3aKNO4EHNI
KoMuccum 3KCNepToB yCTaHaBNMBaKTCA COOTBETCTBYOLLMM YNONMHOMOYEHHbIM
dbeepanbHbIM OpraHoM UCMONHUTESTbHOW BIacTu.

FAPAHT:

CM. koMmMeHTapumn K ctaTbe 16 HacToswero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 17 Hacmosiweao

®eldeparibHO20 3aKOHa U3/I0KeHa 8 Hoeou pedakyuu, ecmynaruwed e cuny ¢ 1 urons
2015 e.

Cm. mekem cmambu 8 rpedbidywed pedakuyuu

Cratba 17. lNogava n paccMoTpeHue 3asiBfieHUs O rocyapCTBEHHOM perncrpauuu

feKapCTBEHHOro npenapara ass BeTepuHapHOro NnpuMeHeHus

1. [Ona rocygapCTBEHHOW  perucTpauuMmM  fiekapCTBEHHOro  npenaparta  Ans
BETEPUHAPHOIO MNPUMEHEHUST pa3paboTyMK TaKoro fieKkapCTBEHHOro npenapata wunu
YNONTHOMOYEHHOE UM OpYroe iopuanyeckoe nuuo (ganee B HaCTOSIWEN cTaTbe - 3asiBUTElDb)
npeacrtaBnser B YNOSIHOMOYEHHbIN  doefeparnbHbli - OpraH  UCMOMHUTENbHOW  BRacTw,
OCYLLECTBNALWNA rOCYyAapCTBEHHYIO pPerucTpauuio  fiekapCTBEHHbIX rMpenapaTtoB  Ans
BETEPUHAPHOIO MPUMEHEHUS, B 9NEKTPOHHOW dopMe unNnu Ha OymMaxHOM HocuTene
3asiBlieHMe O rOCydapCTBEHHOM  peructpauuu  JfiekapCTBEHHOro  npenapata  Ans
BETEPUHAPHOIO MNPUMEHEHUHA, a Takke B NOpsSAKe, YCTAHOBMEHHOM COOTBETCTBYHOLUM
YNONTHOMOYEHHbIM (peaeparnbHbIM OpraHoOM UCMOMHUTENBHOW BNAcTU, B 3NIEKTPOHHON dhopme
unM Ha OyMaHOM HocuTene HeobxoaumMble [LOKYMEHTbl, U3 KOTOpbIX dopMupyeTca
perncTpaunoHHoe 4OChbe Ha NIeKapCTBEHHbIN npenapaT Ans BeTEPUHAPHOro NPUMEHEHUS.

2. B 3agBneHMn O rocygapCTBEHHOW perucTpaummn fiekapCTBEHHOro npenapaTta gng
BETEPUHAPHOro NPUMEHEHUs YKa3blBalOTCA:

1) HaummeHOBaHMe W agpec 3asBuTend, paspaboTyMka U npomsBoaUTENS
nekapCTBEHHOro npenapata [gna BEeTEPUHAPHOrO MNPUMEHEHMS U agpec  MecTa
OCYLLECTBMNEHNS  MNPOM3BOACTBA  JIEKAPCTBEHHOro npenapata [Ans  BeTEepUHaApHOro
nPUMeEHeHNa (B Crydae HanuMyuus HeCKOSbKMX Y4aCTHUKOB Mpouecca npous3BoacTBa
HeobX04MMO yKa3aTb KaXKaoro nu3 HuXx);

2) HauMMeHOBaHWe IeKapCTBEHHOro rnpenapata Ans BeTepUHAPHOro MpUMeHeHus
(MexxgyHapoaHoe HenaTeHTOBAHHOE, WNW TPYNMNUPOBOYHOE, UM XMMUYECKOE W TOProBoe
HauMeHOBaHUS);

3) nepedyeHb [OENCTBYIOLWIMX W BCNOMOraTesnbHbIX BeLlecTB, BXOAALWMX B COCTaB
fleKapCTBEHHOro npenapaTta Afs BeTEepMHApHOro MPUMMEHEHUs, C YKas3aHMEeM KOnmnyecTBa
KaXkOoro n3 Hux;

4) nekapcTBeHHas popma, O03MpPOBKA, CNOCOObI BBEAEHUS M MPUMEHEHMUS, CPOK
ro4HOCTW NIEKapCTBEHHOrO npenaparta Ans BeTepMHapHOro NpUMeEHeHUs;

5) dhapmakoTepaneBTMyeckas rpynna;

6) HeoBXoaUMOCTb NPUMEHEHUSA YCKOPEHHOW MpoLeaypbl 3KCNepTU3bl NIeKapCTBEHHbIX
CpeacTB B LieNsAxX rocyaapCTBEHHOM perncTpawmm nekapcTBEHHOro npenapara;

7) KON OOKYMEHTOB, NoATBepPXAaroLWwmX ynnaTy rocygapCTBEHHON NOLUSMNHbI:

a) 3a NpoBefeHMEe IKCNEepTM3bl KadecTBa IEKAPCTBEHHOrO CpeacTBa M 3KCNepTu3bl
OTHOLWIEHUS OXMAAeMOM MoJSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOIO
npenapaTa aAns BETEPUHAPHOro NPMMEHEHUS NPU ero rocya4apCTBEHHOW perncTpaumm;

0) 3a Bblgayy permcTpaLmMoHHOro YAOoCTOBEPEHMS NIEKAapPCTBEHHOrO Npenapara;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHOM om 13 urons 2015 2. N 241-®3 6 nyHkm 8 yacmu 2 cmambu 17
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HacmosAuw,eeco @edepaanoeo 3aKOHa 8HeCeHbl USMEeHEeHU-A

Cm. mekcm riyHKkma 8 rpeobioyuwel pedakuuu
8) Hanuuue cornacusa, NpenyCMOTPEHHOro 4acTbid 7 HaCTOosIWEen cTaTbu, €cnv C
MOMEHTa pernctpauum pedepeHTHOro nekapCTBEHHOro npenaparta ans BeTepUHapHOro
NPUMEHEHNS NPOLLSIO MEHEE YEeM LUECTb NeT.

MHdopmaLms 06 n3MeHeHusIx:

YHacmb 3 usmeHeHa ¢ 1 sHeapsi 2021 e. - ®edeparsibHbil 3akoH om 27 dekabps 2019 2. N
478-®3

Cwm. npeodbidywyro pedaKyuro
3. PerncrtpaumoHHoe [ocbe B LEensX 9KCNepTusbl JIeKapCTBEHHOro npenapaTta ans
BETEPMHaAPHOro NPUMEHeHNa hopMmnpyeTcs U3 crneayroLmnx AOKYMEHTOB U CBEAEHWN:

MHdopmaumsa 06 nameHeHusx:

[NyHkm 1 usmeHeH ¢ 1 AHeapsi 2021 e. - ®edeparibHbil 3akoH om 27 dekabpsi 2019 2. N
478-03

Cwm. npeodbidywyro pedaKyuro
1) cBegeHnss o gate npefocTaBfeHnss U perucTpaumMoHHOM HOMepe NUUEH3UU Ha
npoun3BoaCTBO neKapCTBEHHbIX cpencTs, npegocTaBneHHON npoun3BoauTErNto
perncTpupyemMoro JekapcTBeHHOro npenapaTta ANns BeTepuHApPHOro MNpUMEHeHus, [AOns

POCCUNCKMX NPOUN3BOAMUTENEN;

MHdopmaumsa 06 nameHeHusx:

[lyHkm 2 usmeHeH ¢ 1 aHeapsi 2021 e. - ®edeparibHbil 3akoH om 27 dekabpsi 2019 2. N
478-03

Cm. npeodbidywyto pedakyuro
2) cBefeHVss 0 gaTe npedocTaBfeHUs U perucTtpauuoHHOM HOMepe NUUEH3UU Ha
npoun3BoACTBO NeKapCTBEHHbIX cpencTs, npenocTaBneHHON Npoun3BoOaUTENIO
dapmavueBTU4eckor cybCcTaHumn, BXOASLWEN B COCTAB PErMcTpMpyemoro nekapCTBEHHOro
npenapaTa ans BeTEPUHAPHOro NPMMEHeHUs1, 4Ng POCCUNCKUX NPON3BOAUTENEN;

MHdopmaLmsi 06 u3MeHeHusIx:

Hacmb 3 OorionHeHa riyHkmom 2.1 ¢ 15 urwoHs 2018 2. - ®edepasibHbIl 3aKOH 0m 4 UKHS
2018 a. N 140-®3
2.1) Konus  [OOKYMEHTa, Bbl4AHHOIO  YNOSHOMOYEHHbIM  OpraHoM  CTpaHbl
npousBoauTeENns  And Kaxxaom NPOM3BOACTBEHHON nnowaaku perncTpmpyemoro
NekapCTBEHHOro npenapaTta Ans BeTEePUHAPHOrO MPUMEHEHUS W NoATBEepXKAatoLero
COOTBETCTBME MNPOU3BOAUTENST JNEKAPCTBEHHOro npenapaTta TpeboBaHMAM  npaBusl
Hagnexawen NpoM3BOL4CTBEHHON MPAKTUKN, U €ro NepeBo Ha PYCCKUN sA3blK, 3aBEPEHHbIE B
YCTaHOBMEHHOM [MOpPSKe, a TaKkKe KOMuUs 3akio4YeHUs O COOTBETCTBUM NPOU3BOAUTENS
NneKapCTBEHHbIX cpeacTB TpeboBaHMsAM NpaBun Hagnexauwen npon3BoACTBEHHOW MPaKTUKM,
BblAHHOIO YNOSTHOMOYEHHbIM beeparibHbIM OpraHOM UCMOMHUTENbHOW BNAcTy ANs KaXaoun
NPOU3BOLACTBEHHON  NMOLWAAKM  PErncTpupyemMoro JiekapCTBEHHOro npenapata gns
BETEPUHAPHOIO MNPUMEHEHUS, NUOO KOMUS pPeLleHns O MNPOBEAEHUM WHCNEKTUPOBAHUSA
NPON3BOAMTENSA JEKAPCTBEHHbLIX CPEACTB, MPUHATOrO YMOSIHOMOYEHHbLIM hbeaepanbHbIM
OpraHoOM  UCMOSIHATENbHOM  BNacTu  ANs  KaXOOW  NPOM3BOACTBEHHOM  MNNoWagku
pernMcTpmpyemoro nekapcTBEHHOro npenapara na BeTePMHAPHOro npMMeHeHus. YKasaHHble
OOKYMEHTbI NpeacTaBnsalnTCA B Criydae, ecnu MNpous3BOACTBO JleKapCTBEHHOro npenapata
ocyliecTBndeTcsa 3a npegenammn Poccuickon ®epepauuu;

MHdopmaLms 06 uaMeHeHusix:

Hacmb 3 OorionHeHa riyHkmom 2.2 ¢ 15 urwoHs 2018 2. - ®edepasibHbIl 3aKOH 0m 4 UKHS
2018 2. N 140-®3
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2.2) konua  OOKYMEHTa, BblAAHHOIO  YMNOMIHOMOYEHHbIM  OpraHoM  CTpaHbl
npounssogutena dapmaueBTMYEeCKOM CyOCTaHUMM W NoATBEPXKOAKLEr0 COOTBETCTBUE
npounsBoanTens dgapmMaueBTUYeCcKON CyOCTaHumMM, BXOAdALIEW B COCTaB PErmcTpupyemoro
NeKapCTBEHHOro npenapata Aans BEeTEPUHAPHOro npuMeHeHus, TpeboBaHMaAM npaBur
Hagnexawen NpoM3BOLACTBEHHOW MPAKTUKN, U €ro nepeBof Ha PYCCKUN SA3blK, 3aBEPEHHbIE B
YCTaHOBIEHHOM MopsaKke, B Cryyae, ecnv nNpou3BOACTBO dpapmaueBTUdeckon cybctaHumm
ocyliecTBndaeTcs 3a npegenamun Poccurckon ®enepauuu;

3) NpoOeKkT HOPMATUMBHOIO [OOKYMEHTa Ha JleKapCTBEHHbI npenapat Aans
BETEPUHAPHOro NPUMEHEHNS;

4) [OKYMEHT, coepxalwmn crnegywwyr uHdgopmauuio o  dapmaleBTUYeCcKon
cybCcTaHumMm mnn apmaueBTUYecknx cybCcTaHUMsAX, BXOASLWMX B COCTaB JIEKAPCTBEHHOrO
npenapaTta Aafsi BETEPUHAPHOIO NPUMEHEHUS:

MHdopmaLms 06 n3MeHeHusIx:

lModnyHkm "a" uameHeH c¢ 13 asaycma 2019 2. - ®eldeparibHbIl 3aKOH om 2 as2ycma
2019 2. N 297-03

Cwm. npeldbidywyro pedaKyuro

a) HauMeHoBaHne apMaueBTUYECKON cybCcTaHuuKn, ee CTPyKTypa, obuime CBOWMCTBA
(Mpn rocyaapCTBEHHOW permcTpaumm MMMYHOOMOMOrMYecKkUX NneKapCTBEHHbIX MpenapaToB
ANA BeTepuMHapHOro nNpPUMEHEHUS NPeaCTaBnAlTCA CBeAeHUs O LTaMMme, BK4as ero
HanmeHoBaHMe, MHPOPMaLMIO O NPOUCXOXOEHUN, €ro CBOMCTBAX, XapakTepuUcTMkax nu Mmecte
AENOHNPOBaHMS);

6) HanmeHoBaHWe 1 agpec NPON3BOANTENS;

B) TexHonorMs npou3BoACTBa C ONWCaHWMeM CTaauvi NPou3BOACTBA M METOAOB
KOHTPOMS Ha BCeX CTaausax NPou3BOACTBa;

MHdopmaumsa 06 nameHeHusx:

nn

[TodnyHkm "2" usmeHeH ¢ 13 ageycma 2019 a. - ®edeparibHbil 3akoH om 2 agaycma 2019 a.
N 297-03

CmM. npeodbidywyto pedakyuro
r) nHcopmMauus o npumecsix (He NpeacTaBnsaeTcs Npu rocyaapCTBEHHOW perncrpaumm
NMMYHOBNONOrM4YECKNX NieKapCTBEHHbIX NpenapaToB A4S BETEPUHAPHOIO NPUMEHEHNS);

MHdopmaLms 06 n3MeHeHusIx:

lModnyHkm "0" uameHeH c¢ 13 asaycma 2019 2. - ®eldeparibHbIl 3aKOH om 2 as2ycma
2019 e. N 297-®3

Cm. npeodbidywyto pedakyuro
A) cneundmkauma Ha dapmaueBTUYEeCKyr0 cybcTaHuMilo (He npeactaBnseTcs npu
rocyfapCTBEHHON perncrpaumm MMMYHOBMOMOrMYECKNX JEeKapCTBEHHbIX MpenapaTtoB Ans
BETEPUHAPHOIO NPUMEHEHUS);
€) onnucaHne MeTOAMK KOHTPONS KavyecTBa;

MHdopmaLmsi 06 u3MeHeHusIx:

lModnyHkm "x" usameHeH c¢ 13 aszycma 2019 e. - ®edeparsibHbIU 3aKOH om 2 as2ycma
2019 2. N 297-03

Cwm. npeodbidywyro pedaKyuro
X) pesynbTaTbl aHanuaa cepui gpapmaueBTUdeckon cybctaHummn (He npeacTaBnsaTCcA
npw rocyaapCTBEHHOW perncrTpaumm MMMyHOBNONOrMYECKNX NeKapCTBEHHbIX NpenapaToB Ans
BETEPUHAPHOIO NPUMEHEHUS);
3) nepedyeHb CTaHOapTHbIX o06pasuoB UM BEWEeCTB, WCNOMb3yeMblX Npwu
OCYLLECTBMNEHUN KOHTPOS Ka4ecTBa;
M) OnucaHue XapakKTePUCTMK U CBOWCTB YNAKOBOYHbIX MaTepuasnoB U YKyNOPOYHbIX
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cpencTs;
MHdopmaumsa 06 nameHeHusx:

[TodnyHkm "k" usmeHeH ¢ 13 agaycma 2019 a. - @edeparibHbIl 3akoH om 2 agaycma 2019 a.
N 297-03

Cm. rpedbidywyto pedakyuro
K) AaHHble O CTabunbHOCTM (HEe NPeacTaBNATCA NPWU rOCyAapCTBEHHOW permcrpaumm
NMMYHOBUNOOrMYECKNX NiekapCTBEHHbIX NpenapaToB ANs BETEPUHAPHOIO NPUMEHEHNS);
1) CPOK rogHOCTH, YCITOBUSA XPaHEHUS;

MHdopmaumsa 06 nameHeHusx:

[lyHkm 5 usmeHeH ¢ 13 agaycma 2019 a. - ®edeparibHbil 3akoH om 2 agaycma 2019 e. N
297-03

Cm. rpeodbidywyto pedakyuro

5) oTyeT 0 pesynbTaTax AOKMMHUYECKOro UCCIeAOBaHUSA eKapCTBEHHOro cpeacTBa
AN BeTepuMHapHOro MPUMEHEHUs, BKIIYaKLWMin  OonMcaHMe MeTodOB onpeaeneHus
OCTaTOYHbIX KONMYECTB OENCTBYIOLLEro BelwecTBa (4eNCTBYIOWMX BELLECTB), AOCTUraloLero
(oocTturaroLwmx) CMCTEMHOrO KpPOBOTOKA, B MPOAYKUMU XXMBOTHOIO MPOUCXOXAEHUSA rocre
NPUMEHEHNA Takoro fiekapCTBEHHOrO CpeacTBa, a Takke OOKYyMeHTarbHOe MOATBepXaeHue
(Bannpaums) ykazaHHbIX METOAO0B;

6) oTyeT 0 pesynbTaTax KIMHUYECKOrO UCCneoBaHUs NekapCTBEHHOro npenapara ang
BETEPUHAPHOIO MPUMEHEHUS Yy KaXOoro BuAa XWMBOTHbIX, YKa3aHHbIX B WHCTPYKUUW MO
BETEpPMHapPHOMY NPUMEHEHWNIO;

7) NPOEKT MHCTPYKUUN NO BETEPUHAPHOMY MPUMEHEHUIO NeKapCTBEHHOro npenapara,
cofepxallen cnegyowime cBeaeHus:

a) HauMMeHOBaHWe IeKapCTBEHHOro rnpenapata Ans BeTepUHAPHOro MpuMeHeHus
(MexgyHapogHOe HenaTeHTOBaHHOe, MW rpynnMpoOBOYHOE, UMW XMMWYECKOE W TOProBoe
HauMeHOBaHUS);

0) nekapcTBeHHaa opMa C yKasaHMeM HauMeHOBaHWM U KONMYECTBEHHOro cocTaBa
AENCTBYIOLNX BELLECTB N Ka4eCTBEHHOIo COCTaBa BCoOMoraTesibHbIX BELECTB;

B) ONUCaHMe BHELIHEro BWOA IeKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NPUMEHEHUS;

r) dapmakoTepaneBTUYeCcKas rpynna nekapcTBEHHOro npenapara ans BeTepuHapHoro
NPUMEHEHNA UK ykasaHune "romeonaTtuyeckuin nekapcTBeHHbIN npenapar”;

A) dapmakogMHamuka u apMakoKMHeTMKa (3a UCKYeHneM dapMaKOKUMHETUKM
roMeonaTn4yecknx  JieKapCTBEHHbIX MpenapaTtoB W pacTUTENbHbIX  FEKapCTBEHHbIX
npenapartoB) Ui onMcaHne MMMyHOBMONOrMYECKMX CBOMCTB fNIEKapCTBEHHOMO Npenapara;

e) NokasaHua ansa NpUMeHeHNs;

) NPOTUBOMNOKa3aHUS AN NPUMEHEHUS;

3) Mepbl NPeaOCTOPOXKHOCTM NPU NPUMEHEHUN;

N) yKasaHue BO3MOXHOCTU U OCOBEHHOCTEN NPpUMEHEHUs y 6epeMeHHbIX XXMBOTHbIX, Y
XMBOTHbIX B Nepuo Nakraumm, y noTOMCTBa XUBOTHbIX;

K) peXxvm 4O3MpoBaHuNs, cCnocob BBEOEHUSA U NPUMEHEHMS, NPU HEOBXOANMOCTM BpeMS
npuema nekapcTBeHHOro npenapara ansg BeTePUHAPHOro NPUMEHEHUS, NPOAOIIKUTENbHOCTb
neveHus;

n) BO3MOXHble MOOOYHbIE OENCTBUA, HexenaTerbHble peakuMy npyv NpUMeHeHUn
NeKapCTBEHHOro npenapara ans BeTepuHapHOro NpuMeHeHs;

M) CUMMTOMbI Nepeo3nPOBKU, Mepbl NO OKa3aHMK NOMOLLM NP Nepeao3npoBKe;

H) B3aMOAEeNCTBUE C APYrMMU NIeKapCTBEHHbIMMY NpenapartamMmu 1 (Unv) KopMmamu;

0) bopMbl BbINycKa fiekapCTBEHHOro npenapara a1 BeTepMHapHOro NpUMeHeHns;

n) ykasaHue (NpuM HeobBxoaMMoOCTU) OCOBEeHHOCTEN OEeNCTBUS NEeKapCTBEHHOro
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npenapaTta Ans BeTepMHAPHOro NPMMEHEHMS MPU NepPBOM NpUemMe Unu Npu ero OTMEHE;

MHdopmaumsa 06 nameHeHusx:

[ModnyHkm "p" usmeHeH ¢ 13 asaycma 2019 2. - ®eldeparsibHbIlU 3aKOH om 2 agsaycma
2019 e. N 297-®3

Cm. rpedbidywyto pedakyuro

p) onucaHne (Npu HeobXxo4MMOCTN) AENCTBUIA cneunanucTa B obnactun BetepmHapuum,
Bnagernbua XMBOTHOrO Mpu Nponycke npMemMa OAHOM UIIM HECKOSNbKMX 03 fleKapCTBEHHOro
npenaparta aAnsg BeTepuHapHOro NpMMeHeHus;

C) CPOK rOOHOCTU M yKa3aHue Ha 3anpeT NpUMeHeHNs NnekapcTBEHHOro npenapaTa ans
BETEPMHAPHOIo NPUMEHEHNS MO UCTEYEHUN CPOKa FOAHOCTY;

T) YCNOBUS XpaHEHUS;

y) YyKasaHume Ha HeobXxoOuMMOCTb XpaHEHMs JeKapCTBEHHOro npenaparta Ans
BETEPMHaPHOro NPUMEHEHNs B MecTax, HeJOCTYMHbIX AN AeTen;

&) ykasaHue (Npy HeobXxooMMOCTW) cneumnanbHbIX Mep NPeaoCTOPOXHOCTUM Mpu
YHUUYTOXEHUN  HEUCNOMb30BaHHbIX JIeKapCTBEHHbIX MNpenapatoB AN  BeTepUMHapHOro
NPUMEHEHUS;

X) CPOKM BO3MOXHOMO MCMOMb30BaHUSA NPOOYKLMM XXMBOTHOIO NPOUCXOXOEHUSA nocne
BBEAEHMS XXMBOTHOMY flEKapCTBEHHOMO Npenapara Ang BeTepuHapHOro NpMMeHeHNs;

L) yCnoBsus oTnycka;

4) HaMMeEHOBaHMA W agpeca MpPOM3BOACTBEHHbIX NIOWAAOK NPOU3BOAUTENS
nekapCcTBEHHOro NpenapaTa Ans BeTEPUHAPHOro NpUMEHEHMS;

W) HauMMeHOBaHWe, agpec opraHusauum, YMNONTHOMOYEHHOW fOepXaTenem unu
BnagernbuemM perucTpaumoHHOro yooCTOBEPEHUA NeKapCTBEHHOro npenapata Ha NpUHATUE
npeTeH3un ot notTpebutens;

8) nNpoekTbl MakeToB MNEpPBUYHOM YMaKOBKM W BTOPUYHOW YMNAKOBKM JEKapCTBEHHOro
npenaparta ansg BeTepuHapHOro NpMMeHeHus;

9) cnegywwue cBedeHWA O JeKapCTBEHHOM Mpenapate Ans  BeTepuHapHOro
NPUMEHEHUS:

a) onvcaHune 1 cocTas NieKapCTBEHHOro nNpenaparta Ang BeTePUHapPHOro NpUMeEHeHNs;

6) onncaHune hapmaueBTUYEeCKOn pa3paboTKu;

MHdopmaumsa 06 nameHeHusx:

nn

lModnyHkm "8" usmeHeH c¢ 13 aszaycma 2019 2. - ®edeparibHbIlU 3akoOH om 2 agaycma
2019 e. N 297-®3

Cm. npeodbidywyto pedakyuro
B) onucaHuWe npouecca NPoOu3BOACTBA M €ro KOHTPONSA, NognucaHHoe B MOpsiAKe,
yCTaHOBNEHHOM B COOTBETCTBUM C YacTbo 1 HACTOSILLEN CTaTbW;

MHdopmaLms 06 uaMeHeHusix:

nn

lModnyHkm "2" uameHeH ¢ 13 aszycma 2019 e. - ®edeparibHbIlU 3akoH om 2 agaycma 2019 a.
N 297-03

CmMm. npedbidywyto pedakyuro
r) OrnucaHue KOHTPOSA KPUTUYECKUX CTagum NpOM3BOACTBA U MPOMEXYTOYHOM
npoaykumn, noanucaHHoe B Mopsiake, YCTAaHOBNEHHOM B COOTBETCTBUM C 4acTbio 1
HaCTOSALLEN CTaTbU;
MHdopmaumsa 06 nameHeHusx:
®edeparnbHbiM 3akoHom om 13 uronsa 2015 2. N 241-©3 e nodnyHkm "0" nyHkma 9 yacmu 3
cmambu 17 Hacmosuweao ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmM. mekcm nodriyHkma 6 rnpedbidyuwied pedakyuu
A) HaMMmeHoBaHMs UM agpeca paspaboTumka, gepxaTtens unvM - Bnagensua
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PErMcCTPaLMoHHOrO  YAOCTOBEPEHUS  NEKAPCTBEHHOrO  npenaparta, NpPOU3BOACTBEHHbIX
NaoLwagoK Npon3BoANTENS NeKapCTBEHHOro npenaparta Ansi BeTEPUHAPHOro NPUMEHEHMS C
yKaszaHmeM CTagumn TEXHONOrM4YecKoro npouecca, OCyLWeCTBNAEMbIX Ha MPOM3BOACTBEHHbIX
nroLwiagkax npon3BoaMTeNs NeKkapCTBEHHOro npenapaTa Aans BEeTePUHapHOro NPMMEHEHUs;

e) hapmaueBTu4eckas COBMeCTUMOCTb;

) MUKPOOMONOrMyeckne XxapakTepucTmKm;

3) MmaTepuanbHbi 6anaHc 4ns NPon3BOACTBa CEPUM FOTOBOIO NPOAYKTA;

N) OonNMcaHue XapakTepUCTUK U CBOMCTB YMNAKOBOYHbIX MaTepuanoB U YKYNOPOYHbIX
CpencTs;

K) AOKyMeHTanbHoe noaTeepxaeHune (Banngaums) npoLeccoB n (Unn) UX OLEHKa;

n) TpeboBaHuA K Ka4eCcTBY BCNOMOraTesibHbIX BELLECTB (cepTudumkaTt, cneumdpukaumns
Ha BCrnomoraTesibHble BeLLEeCTBa U MX 060CHOBaHWE);

M) aHanUTU4YeCcKne MeToaUKN, NCNOSb3yeMble NP OCYLLIECTBIIEHUM KOHTPOSS KavyecTBa
BCNOMOraTenbHbIX BELLECTB;

H) [AOKyMeHTanbHOe NOATBEpXAEeHWe (Banupauusl) aHanuTU4ecKMx METOAVK,
NCnonb3yeMbiX NPU OCYLLECTBAEHNN KOHTPOSIS Ka4ecTBa BCMOMOraTesbHbIX BELLECTB;

0) WHdopmauusa 06 MCNONb30BaHUM BCMOMOraTeslbHbIX BELLECTB YENIOBEYECKOro U
YXMBOTHOIO NMPOUCXOXAEHUS;

n) yrpatun cuny ¢ 13 asrycta 2019 r. - ®epepansHeii 3akoH oT 2 asrycta 2019r. N
297-03

MHdopmaLms 06 u3MeHeHusIx:

CmM. npeodbidywyto pedakyuro

p) TpeboBaHWA K KayecTBy JleKapCTBEHHOro npenapata pAns BeTepUHApHOro
npuMeHeHna (ceptTudumkat, cneungukaums Ha nekapcTBeHHbIM npenapart u ux obocHoBaHue);

C) aHanuUTMyeckne MeToaukun, NCNosib3yemble NPy OCyLLEeCTBIIEHUN KOHTPOMSA KadecTBa
nekapcTBEHHOro npenapaTa A5 BETEPUHAPHOro NPUMEHEHUS;

T) [OOKyMeHTanbHoe noATBepxaeHue (Banuvjauusl) aHanuTUYecKUxX MeTOAVK,
Mcnosib3yeMblX Mpu OCYLLECTBEHUM KOHTPONSA KayecTBa fleKapCTBEHHOro npenaparta gns
BETEPUHAPHOro NpUMeHeHus;

y) [OOKYMEHT, noATBepXOaloLWnin KayeCTBO JleKapCTBEHHOro npenapaTta Tpex
NPOMbILLIIEHHBIX Cepuin (MPOTOKON aHanmnsa unu ceptudukaTt aHanusa), ogHa cepusi KOToporo
AOIMKHa coBnagaTb C cepue obpasua nekapCTBEHHOro npenapaTta, MNOAAHHOro Ha
perucTpaumio;

&) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 06pPa3uoB, MCMOMb3YEMbIX MPU OCYLLECTBAEHUUN KOHTPONSA
KayecTBa NekapCTBEHHOro npenaparta a1 BeTepMHapHOro NpUMeHeHns;

L) AaHHble O CTabunbHOCTM fEeKapCTBEHHOro mnpenapata [Ans BeTepuHApPHOro
NPUMEHeHUs;

10) konua OOKYMeHTa, coAaep)kallero MHgopmauuio O Hanuumm unm o6 OTCyTCTBUM
akToB perncrpauumn nekapCcTBEHHOro npenaparta Afs BeTepUMHapHOro MpUMEHeHUs 3a
npegenamu Poccuinckon ®egepaunu;

MHdopmaumsa 06 nameHeHusx:

®edeparsbHbiM 3akoHom om 13 urons 2015 e. N 241-®3 e nyHkm 11 yacmu 3 cmambu 17
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI U3MEHEeHUS

CM. mekcm niyHkma e rnpedbidywel pedakyuu
11) cornacve B NUCbMEHHOW (popme, NpeSyCMOTPEHHOE YacThio 7 HACTOSLLEN CTaTbM,
B Crlydae permcrpauumn BoCnpon3BeAeHHOro fIekapCTBEHHOMO npenapaTa;
12) konnsa OOKYMeHTa Ha PYCCKOM fi3blke, 3aBEPEHHOro B YCTAHOBMEHHOM Mopsaake u
noaTBepXJalwLwero npPaBOMOYHOCTb  3asiBIEHNA O  FOCyAapCTBEHHOM  perucTpauum
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neKkapCcTBEHHOro npenapaTta Ansi BeTepMHAPHOro NpMMeHeHust (Q0BEPEHHOCTb);

MHdopmaumsa 06 nameHeHusx:

UHacmb 3 donosiHeHa nyHkmom 13 ¢ 13 aseycma 2019 2. - ®eldeparsibHbil 3aKoH om 2
aszycma 2019 2. N 297-®3
FAPAHT:

Poccunicknm  npomsBoanTensaM  UMMYHOBMONOrMYECKNX  FIEKApCTBEHHbIX MpenapaToB
paspewaeTtcsa go 31 gekabpsa 2023 r. He nNpeacTaBnATb B COOTBETCTBUM C MyHKTOM 13
CBeAEeHUss O TrocyfapCTBEHHOW perncrpaumm reHHO-UHXEeHEPHO-MOAMMPULNPOBAHHbBIX
OpraHM3moB, nNpeaHasHa4vYeHHbIX AMS BbiyCKa B OKPYXKaloLLyo cpeay, Npyu rocygapCTBEHHON
permcTpauum MMMYHOBUOMOrMYEeCKNX HNEKAPCTBEHHbIX MpenapaTtoB ANs BeTepUHapHOro
NPUMEHEHNHA, MONYYEHHbIX C MNPUMEHEHUEM TEeHHO-UHXEeHEePHO-MOANMULMPOBAHHbIX
OpraHM3mMoB U coaepXXalnx Takme opraHn3mbl
13) cBeaeHud o) rocygapCTBeHHOM permcTpauum
reHHO-MHXEHEePHO-MOANMPULNPOBAHHBLIX OPraHU3MoB, MNpeAHa3HayYeHHbIX Ans BblNycka B
oKpyXatLyo cpefy (npu rocygapCTtBEHHOW perncrpaumm rnekapcTBeHHbIX npenapartos Ans
BETEPMHapPHOro NPUMEHEHNS, NONyYeHHbIX c NpYMeHeHnem
reHHO-NHXEeHEePHO-MOANMULMPOBAHHBIX OPraHU3MOB UMW COoAEPXaLLMX Takue OpraHn3mbl).

MHdopmaumsa 06 nameHeHusx:

UHacmb 4 usameHeHa ¢ 13 asaycma 2019 2. - ®edeparibHbit 3akoH om 2 agaycma 2019 e. N
297-03

Cm. npeodbidywyto pedakyuro

4. Npwn npoBeaeHUN YCKOPEHHOW NpoLedypbl 9KCNepTM3bl NEKapCTBEHHOrO npenaparta
A9 BeTepMHapHOro NpuMeHeHNs B LieSisiX ero rocyfapCTBEHHON permcrpauum BMeCTo otyeTa
paspabotumMka O pesynbTaTax LOKIMHUYECKOrO UCCNefoBaHUs NeKapCTBEHHOrO cpeactea
ANA BeTEePUHAPHOro nNpuMEHeHus MoxeT ObiTb npeactasneH 0630p HayyHbiX paboT o
pesynbTtatax AOKMMHUYECKOrO MCCreaoBaHua pedepeHTHOro feKapCTBEHHOro npenapaTa
AN BETEPUHAPHOro MPUMEHEHMs, a BMECTO OT4yeTa O peaynbTatax KIMHUYECKOrO
nccrnegoBaHNA NekapCTBEHHOro npenapaTta Afs BeTEepUHaApHOro MNpUMEHEHUS OTYeT O
pesynbTtatax uccnegoBaHMni OGUO3KBMBANEHTHOCTM BOCMNPOU3BEOAEHHONO JlIEKapCTBEHHOIO
npenapaTta afsi BEeTEPUHAPHOIO NPUMEHEHMUSI.

MHdopmaumsa 06 nameHeHusx:

Hacmb 5 usameHeHa ¢ 13 agaycma 2019 a. - ®edeparibHbit 3akoH om 2 agaycma 2019 e. N
297-03

Cwm. npeldbidywyro pedaKyuro

5. Ha oakcneptnay pasnunyHbiX nekapcTBeHHbIX ¢OpM OOHOr0O U TOro  Xe
NeKapCTBEHHOro npenapata Ond BeTepUHaApHOro MNpUMEHeHUs 3asaBuTenb npeacraBnaeT
oTAenNbHble 3asBMIEHUSA N PErNCTPALMNOHHbBIE AOChE Ha KaXayk nekapcTBeHHy dopmy. [Mpu
yCrnoBMM OOHOBPEMEHHOW nodayM Ha 3KCnepTudy OAHOW JiekapCTBEeHHOW dopMbl C
pasnUYHbIMX 0O3MPOBKOMW, KOHLUEHTpauuen, obbemom 3assBuTenb npeacrasnseT OAHO
3asiBlieHne U perncTtpaumoHHoe AoCbe C NPUIIOXKEHUWEeM MakeTOB MEePBMYHOM YNaKOBKU W
BTOPMYHOW yNakoBKW. Ha mMakeTax nepBUYHOW YNaKOBKM U BTOPUYHOM YNAKOBKWN YKa3blBaKOTCSA
BCE MPOM3BOAMMbIE [O3UPOBKM, KOHLEHTpauuuM, o6bembl M KONMMYECTBO A03 B YMNaKOBKe
nekapCcTBEHHOro NpenapaTa Ans BeTEPUHAPHOro NpUMEHEHUS.

MHdopmaLmst 06 uaMeHeHusIx:
YHacmb 6 usmeHeHa ¢ 1 sHeapsi 2021 e. - ®edeparsibHbil 3akoH om 27 dekabps 2019 2. N
478-03

Cwm. npeldbidywyro pedaKyuro
6. B cnyyae HenpencrtaBneHus C 3asiBIEHWEM O TrOCyOapCTBEHHOW perncrpaumm
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nekapCTBEHHOro npenapara ans BETEPUHAPHOIo npUMeHeHna OOKYMEHTOB,
noaTBepXaarLwmx ynnaTty rocygapCTBEHHOW MOLUSMHBI M yKa3aHHbIX B MyHKTE 7 4actu 2
HacTosLLEeN cTaTbu, CBEAEHUN O NUUEH3USAX, YKasdaHHbIX B nyHkTax 1 n 2 yactn 3 HacToswen
cTaTtbM, a Takke BblgaBaeMblX (NPeaocTaBnseMblX) YNOMHOMOYEHHbIMU deaepanbHbIMU
opraHamu UCMOSTHUTENbHOW BNacTu JOKYMEHTOB (CBEAEHWI), YKa3aHHbIX B NMyHKTe 2.1 4actu
3 HacTosiwen ctaTbW, YNONHOMOYEHHLIW (enepanbHbl OpraH MCMNOMHUTENbLHOW BNacTu
3anpalwmBaeT yKasaHHble [OOKYMeHTbl (CBedeHus1) B nopsgke MexXBeOOMCTBEHHOro
MH(OPMaLMOHHOro B3anMoaeNCTBUS.

7. He ponyckaetca wucnonb3oBaHWe B KOMMEPYECKMX ULensax WHgopmMauun o
pesynbtatax [LgOKMAUHUYECKMX WCCNEeOBaHUN JIEKAPCTBEHHbIX CPEeACTB U KIMHUYECKMX
nccrnegoBaHUM  NIEKAPCTBEHHbIX — MpenapatoB AN BETEPUHAPHOro  NMPUMEHEHUS,
npeacTaBneHHoM 3aaBuTeneM [Ans  rocygapCTBEHHOW  perucrpauum  NekapCTBEHHbIX
npenapatos, 6e3 ero cornacusa B Te4eHue LWEeCTU NeT C AaTbl FOCYy4apCTBEHHON permcrpaumm
pedepeHTHOro nekapcTBeHHOro npenapata B Poccuinckon ®egepaunn.

MHdopmaLmsi 06 u3MeHeHusIx:

Cmamebsi 17 OornonHeHa 4Yacmbio 8 ¢ 13 asaycma 2019 e. - ®edepasibHbIl 3aKOH om 2
aszycma 2019 e. N 297-03
8. [epxaTenb unu Bnagenel perncTpaumoHHOro yAOCTOBEPEHUS NEeKapCTBEHHOro

npenapata [Ans BeTepuMHApHOro rMpuUMEeHeHus npeacraBnseTr B YNONIHOMOYEHHbIN
deaepanbHbI OpraH UCMNONMHUTENBHOW BNacTym OTYET MO pesynbTataMm apmMakoHansopa
OOVH pa3 B LWeCTb MecdAueB B TedeHWe [OBYyX IieT Mocre rocyaapCTBEHHOW perncrpauumu
nekapctBeHHoro npenapata B Poccuiickon ®Pegepaumn, 3ateM exerogHo B TedeHue
nocnegyowmx Tpex fneT 1 B AanbHenwemM oauH pa3 B Tpu roga.

FAPAHT:

CM. KoMMeHTapum Kk ctaTbe 17 HacTosiero PeaeparnbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-03 HaumeHosaHue cmambu 18
Hacmosiweao PedeparibHO20 3aKOHa U3JTOXEeHO 8 HogoU pedaKyuu, scmyrnarouwel 8 curly ¢
1 urons 2015 a.

CmMm. mekcm HaumeHogaHus 8 npeodbidywel pedakyuu
Cratba 18. lNogava n paccmoTpeHve 3asiBfieHUs O rocyapCTBEHHOM perncrpauuu
nekapCTBEHHOro npenapaTa Ans MeQULUHCKOrO NpUMeHeHNs

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-©3 yacmb 1 cmambu 18
Hacmosiwezo ®edeparibHO20 3aKOHa U3/10XeHa 8 HogoU pedakuyuu, ecmyrnarowed 8 cusy ¢
1 urona 2015 a.

CM. mekcm yacmu 8 ripeobidywieli pedakyuu

1. Ins rocyaapcTBEHHOM pernctpaumm nekapcTBeHHOro npenapata ana MeanunHCKoro
NpUMEHeHna puagndeckoe nuuo, Oeuncteylollee B COBCTBEHHbIX MHTEpecax Wunu
yNnosIHOMOYeHHOEe MNpPeaAcCTaBnATb WHTepechbl APYroro puauvyveckoro nuua wu 3assBnsollee
NeKkapCTBEHHbIN NpenapaTt Ha rocygapCTBEHHYI0 perncTpaunio (ganee B HacTosiLen ctatbe -
3asiBuUTEnNb), NpPeacTaBrnseT B YNOMHOMOYEHHbIN doefdeparibHblii opraH WUCMNOMHUTENBHOW
BNacTW, OCYLLECTBNALLMIA FOCYAapCTBEHHYIO PErMCTPaLMIO NIeKapCTBEHHbIX NpenapaToB 41
MEANLMHCKOrO NPUMEHEHUS, B 9NIEKTPOHHON (bopme 1 Ha ByMakHOM HOcuTene 3asiBfieHne o
rocyJapCTBEHHOMW  perncrpauum  nekapcTBEHHOro  npenapata And  MeauUMHCKOro
NPUMEHEHNsA, a Takke B nNopsake, YCTAaHOBMEHHOM YMNONHOMOYEHHbIM heaeparnbHbIM
OpraHOM WCMOMHUTENBHON BNacTW, B 3fIEKTPOHHOW hopmMe M Ha OymaxkHOM HocuTene
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HeobGXxoouMble [OOKYMEHTbl, W3 KOTOpbIX (OpPMUPYeTCs perMcTpauMoHHOe [OoCbe Ha
neKapCcTBEHHbIN NpenapaT Anst MeauUMHCKOro NpuMeHeHUs.

MHdopmaLms 06 u3MeHeHusix:

®edeparnbHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-©3 yacmb 2 cmambu 18
Hacmosiweao PedeparsibHO20 3aKOHa U3JI0XeHa 8 Ho8oU pedakyuu, scmyrarouwiel 8 cusy ¢
1 urona 2015 a.

CM. mekcm Yacmu 8 rpeodbidywiel pedakyuu
2. B 3aaBneHun o rocyaapcTBEHHOW perucrpauuu fekapCTBEeHHOro rnpenapara ans
MEeANLMHCKOro NPUMEHEHUS YKa3bIBalOTCS:

MHdopmaLms 06 u3MeHeHusIx:

[MyHkm 1 usmeHeH ¢ 1 sHeaps 2018 a. - ®edeparnbHbil 3akoH om 28 dekabps 2017 a.
N 425-03

Cwm. npeodbidywyro pedaKyuro

1) HanmeHoBaHWe, agpec 3asBuUTens N NPOU3BOAUTENSA NEeKapCTBEHHOro npenapara
AN MeOVUMHCKOro  MNpUMEHEHUsl, cBedeHna o0 WX pernctpaumm B KayecTBe
HarnoronnaTenbluka B CTpaHe peructpaumm (458 pPOCCUUCKUX OPUONYECKUX vy -
NOEHTUMPMKALMOHHBIN HOMep Hanoronnatenswmka (MHH), ansa MHOCTpaHHbIX PUANYECKUX
nuy, - cTpaHa perucrtpauuu, HaMMeHOBaHWe PerucTpupyrowlero opraHa, permcTtpauvoHHbIN
HOMep, KOA HanoronnaTenblinka B CTpaHe permcrtpauumn (MHKoprnopauum) unm ero aHanor) u
aZlpec MecTa OCyLLEeCTBIEeHNs NPON3BOACTBA NeKapCTBEHHOro npenapaTta (B cnyyae Hanu4ms
HECKOSbKMX Y4YaCTHMKOB rMpoLecca €ero npou3BoAcTBa HeobXoaAMMO YyKasaTb KaXKgoro
y4yacTHUKa B COOTBETCTBMM C OCYLLECTBNAEMOMN CTaamMen Npon3BoacTea);

2) HauMMeHOBaHWEe IeKapCTBEHHOro npenapaTta And MeaULUHCKOro MpUMEHeHUs
(MexxgyHapoaHoe HenaTeHTOBaHHOEe, WNW TpynnUpPOBOYHOE, UIIM XMMUYECKOe W TOproBoe
HaUMeHOBaHUSA);

3) nepedyeHb [OENCTBYIOLWIMX W BCNOMOraTesnbHbIX BeLlecTB, BXOAALWMX B COCTaB
NleKapCTBEHHOro npenapata Ans MeOUUMHCKOrO MPUMEHEHUs, C YKasaHWeM KonudecTtBa
KaXkOoro n3 Hux;

4) nekapcTBeHHas popma, O03MpPOBKaA, CMOCOObI BBEAEHUA M MPUMEHEHMUS, CPOK
roAHOCTW NIeKapCTBEHHOro npenaparta Ansg MeauumMHCKOro NpUMeHeHus;

5) dapmakoTepaneBTUdeckaa rpynna, Ko aHaToMO-TepaneBTUYEeCKO-XMMUYECKON
Knaccudgwukaumm, pekomeHOoBaHHOM  BcemupHOW — opraHusauuen  34paBOOXpPaHEHUs,
3asiBnsieMble MnokasaHus Ans NpMMEeHeHus NekapcTBEHHOro npenapaTta ans MeguumMHCKOro
NPUMEHEHUS;

6) oTcyTCTBME HEOOBXOAMMOCTM NPEeaOCTaBNEHNS OT4YeTa O pe3ynbTaTtax KIMHUYECKOro
nuccrnegoBaHud,  UccnegoBaHuMst OMO3KBMBANEHTHOCTW  NIEKApCTBEHHOrO  npenapara,
paspeLleHHoro ansa MmegmumHckoro npumeHeHnsa B Poccuiickon ®enepauun 6onee apaguatum
neT, C yKa3aHMEM HOPMATMBHbLIX MNPAaBOBbIX akTOB, MOATBEPXKOAKLWMX [OaHHbIN CPOK
NPUMEHEHUS;

7) HeobxoauMoCTb OhopmeHnsa paspelleHna Ha BBo3 B Poccuickyto dPepepauuio
KOHKPETHOW napTuM 3aperncTpupoBaHHbIX U (MNW) He3aperucTpUpOoBaHHbIX feKapCTBEHHbIX
CcpencTB, NpeaHasHavYeHHbIX A5 NPOBEeAEHNSA IKCMNEPTU3bl JIEKAPCTBEHHbBIX CPEACTB B LIENAX
rocygapCTBEHHOW perucrpauuu;

8) HeobxoaMMOCTb NPOBEOEHMUS IKCMEPTU3bl [OKYMEHTOB, MpPeACTaBrEHHbIX AN
onpeneneHnMss BO3MOXHOCTU paccMaTpuBaTh fleKapCTBEHHbIM npenapart ana MeauuuHCKoro
NPUMEHEHNSA MPU OCYLLECTBNEHUM FOCYLAapPCTBEHHON perncrtpauun B kayectBe opdaHHOro
nekapCcTBEHHOro npenaparTa;

9) Heob6XO0OUMOCTb NPUMEHEHNS YCKOPEHHOW NMPOoLeaypbl 3KCNEePTU3bl JIEKAaPCTBEHHbIX
CpeacTB B Lienax rocyaapCTBEHHOM perucTpaumm nekapcTBeHHOro npenapara;
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10) koNuM OOKYMEHTOB, MOATBEPXKAAKLWNX YNnaTy rocyaapCTBEHHOW MOLUSNHBI:

a) 3a npoBedeHWe JKCNepTu3bl AOKYMEHTOB, MpeAcCTaBfeHHbIX ANna onpeneneHus
BO3MOXHOCTM paccMaTpuBaTtb NeKapCTBEHHbIM npenapat Angd MeguUMHCKOro npuMMeHeHUs
npu OCyLLEeCTBNEHUN rOCYyAapCTBEHHOW perncTpaumm B kKa4ectse opdaHHOro nekapcTBEHHOro
npenapara;

0) 3a npoBefeHME IKCMEPTM3bl KayecTBa NEKapCTBEHHOrO CpeAcTBa M 3KCNepTu3bl
OTHOLWIEHUS OXMAAEeMOM MoJSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOrO
npenapaTa, paspeLlleHHOro Ans MeauUMHCKOro npumMmeHeHna B Poccuinckon Pepepaumn
bonee gBaguatTu neT, NpyM OCYLLECTBNEHUM FOCY4apCTBEHHON perncTpauumn nekapcTBEHHOro
npenapara;

B) 3a npoBefeHne SKCNepTu3bl KavyecTBa JleKapCTBEHHOro CpeacTBa U SKCNepTUsbl
OTHOLUEHUS OXMAAEMOM MNOSib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS JIEKapCTBEHHOMO
npenapaTa ana MeauuuHCKOro NpuMeHeHust Npu ero rocyaapcTBEHHOW perncrpaumm;

r) 3a nNpoBedeHMEe IKCMepPTU3bl KayecTBa NEKAapCTBEHHOro CpeacTtBa M 3KCNepTU3bl
OTHOLWIEHUS OXMAAEeMOM MoSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOIO
npenapata Aana MeauuMHCKOrO MNPUMEHEHNSA, B OTHOLUEHUM KOTOPOro MpOBEAEHbI
MeXOyHapoOHble MHOrOLEHTPOBbIE KIMHUYECKME WCCNeadoBaHus, YacTb U3  KOTOPbIX
nposefeHa B Poccuinckon denepaunmmn, npu ocyLeCcTBNEHUN roCyaapCTBEHHOW perncTpaumm
nekapCcTBEHHOro npenaparTa;

11) Hanunume cornacus NPou3BOAMTENSA NEeKapCTBEHHOro npenapara, Npou3BOACTBO
KOTOPOro ocyulectenserca 3a npegenamm Poccuinckon dPepepauuun, Ha npoBefeHue
WHCMEKTMPOBaHMS MPOM3BOAUTENS Ha COOTBETCTBME TpeboBaHMsM npaBusl Hagnexawiemn
NPOM3BOACTBEHHON NPaKTUKMU;

12) Hann4ne cornacus, NpeaycMOTPEHHOro YacTelo 18 HacTosLwEen cTaTby;

13) ykasaHue BuOa nNekapCTBEHHOro npenaparta, NpeAcTaBfeHHOro Ha perucrTpauuto
(pethepeHTHbIN NeKapCTBEHHbLIN NpenapaT, BOCNPOU3BELEHHbIN NEKAPCTBEHHbIA Npenapar,
BGronornyecknin nekapCTBeHHbIN nNpenapaT, GuoaHanoroBbIn (6MONO40OHLIN) NEKapCTBEHHbIV
npenapaTt (6uoaHanor), romMeonaTU4YeCcKUn FEeKapCTBEHHbIN npenapart, JeKapCTBEHHbIN
pacTUTenbHbIM Npenapar).

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 uvacmb 3 cmambu 18
Hacmosiuje2o ®edepanibHO20 3aKoHa U3/I0XKeHa 8 Ho8olU pedaKkyuu, ecmynatoueli 8 cusny ¢
1 aHeaps 2016 a.

Cm. mekem 4acmu 8 rpedbidywet pedakyuu
3. PernctpaunoHHoe [ocbe Ha nNeKapCTBEHHbIN npenapaTr aAnsg MeauUUHCKOro
npuMeHeHnsa npegocTaBnseTcs B hopme o6Lero TEXHNYECKOro AOKYMEHTA.
MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 uvacmb 4 cmambu 18
Hacmosiweao ®edeparibHO20 3aKOHa U3JIoXeHa 8 Hogou pedaKyuu, scmynarouwel 8 curly ¢
1 aHeaps 2016 a.

Cm. mekem 4acmu 8 rpedbidywelt pedakyuu

4. Pa3gen JoKyMeHTauun agMMHUCTPaTUBHOIO XapakTepa BKIoyaeT B cebs:

1) 3agBneHne O rocygapCTBEHHOW perucTpauuu JiekapCTBEHHOro npenaparta gns
MEAMLMHCKOro NPUMEHEHUS B 3NIEKTPOHHOM bopMe 1 Ha ByMaxkHOM HocuTene;

2) KONunio OOKYMEHTa Ha pPYyCCKOM fi3blke, 3aBEPEHHOro B YCTAHOBMEHHOM Mopsiake U
noaTeepXxgarLero nNpaBoOMOYHOCTbL 3asBUTENS nogaBaTb 3asBrieHWe O rocyapCTBEHHOM
perncrtpauum nekapCTBEHHOro npenapara ans MeguumMHCKOro npuMeHeHns (4OBEPEHHOCTDL);

MHdopmaumsa 06 nameHeHusx:

[NyHkm 3 usmeHeH ¢ 1 AHeapsi 2021 e. - ®edepasibHbIU 3akoH om 27 dekabps 2019 2. N
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478-03

Cwm. npeldbidywyro pedaKyuro
3) cBegeHus O gaTte npeaocTaBneHna U permcTpauumoHHOM HOMeEpe NULEH3MM Ha

NPOU3BOLCTBO JIEKApPCTBEHHbIX CPeaCcTB WNUM CBedeHuUss O pJaTte npefocTaBneHus u
perncTpaunuoHHOM HOMEpPE 3aKfYeHUA O COOTBETCTBMM MPOU3BOAUTENHA NEeKapCTBEHHbIX
cpeactB TpeboBaHWAM MpaBusl Hagnexawen npovM3BOACTBEHHOW MPAaKTUKK, BblAaHHbIX
(NpepocTaBneHHbIX) YNOMHOMOYEHHbIM doeeparibHbIM OpraHoOM WUCMOMHUTENBHOW BNacTn B
OTHOLLEHUM NPOU3BOACTBEHHOM MIIOWAAKA PErMcTpupyemMoro riekapCTBEHHOro npenapara, B
cny4yae, ecnv npousBOACTBO JIEKAPCTBEHHOrO npenapaTta ocyllecTensetca B Poccumnckon
depepauymm;

MHdopmaumsa 06 nameHeHusx:

[lyHkm 4 usmeHeH ¢ 1 siHeaps 2021 2. - ®edeparibHbil 3akoH om 27 Oekabps 2019 e. N

478-03

Cm. npeodbidywyto pedakyuro

4) KOnNuK nNpPeaoCTaBfiEHHOM YMNOSTHOMOYEHHBIM OpraHOM CTpaHbl MPOU3BOAUTENS
NNUEH3NUM Ha NPOU3BOLCTBO JIEKAPCTBEHHOrO npenaparta M ee nepeBod Ha PYCCKUN A3bIK,
3aBepeHHble B YCTAHOBMIEHHOM MNOpSAKe, a Takke KOMUKI 3aKio4YeHUs O COOTBETCTBUM
npou3BoaMTENSA  NEKApCTBEHHbIX  cpeacTB  TpeboBaHuaM  npaBuil  Hagnexawlemn
NPOU3BOLACTBEHHOW MNPAKTUKWN, BbIAAHHOIO YMOSIHOMOYEHHbIM hbeaepanbHbiM  OpraHoM
NCMONHUTENbHOM BfacTM B OTHOLWIEHUW MPOM3BOACTBEHHOM NMOWALKU PErncTpmpyemMoro
NeKapCTBEHHOro npenaparta, Unm KOnuio peLleHns YnonHOMOYEHHOro doeiepasibHOro opraHa
NCMONHUTENbHOW BIACTU O NPOBEAEHUN WMHCMEKTUPOBAHUS NPOU3BOLAUTENS NEeKapCTBEHHbIX
cpencTtB, B Cryyae, ecrnv Npou3BOACTBO NEKAapCTBEHHOrO npenapaTta OCYLecTBseTca 3a
npeaenamu Poccuinckon ®egepaunu;

5) NPOEeKT UHCTPYKUUU NO MEeOULMHCKOMY NPUMEHEHUIO NIeKapCTBEHHOro npenapara,
coepallen cnegyoLwme cBeaeHns:

a) HaMMeHOBaHWe feKapCTBEHHOro npenapaTta (MexayHapodHoe HenaTeHTOBaHHoe,
UK rpyNNUMPOBOYHOE, UM XMMUYECKOE N TOProBOe HaMMEHOBAHUS);

6) nekapcTBeHHaa opmMa C yKas3aHMeM HaMMEHOBaHWMA U KONMYECTBEHHOro CocTaBa
AENCTBYIOWNX BELWECTB M KayeCTBEHHOr0 CocTaBa BCMOMOraTenbHbIX BewecTts (npu
Heo6X0AMMOCTM KONIMYECTBEHHOIO COCTaBa BCNOMOraTenbHbIX BELLECTB);

B) OnucaHWe BHELIHEro BuAa JieKapCTBEHHOro npenapata Ans MeOULMHCKOro
NPUMEHEHUS;

r uU3anKo-xmummyeckne cBoucTea (Ons paguodapmaueBTUYECKUX JIEKapPCTBEHHbIX
npenapaTos);

A) dapmakoTepaneBTuyeckaa rpynna, Ko JieKapCTBEHHOro npenaparta [gng
MeONUMHCKOrO MPUMEHEHUS MO aHaTOMO-TepaneBTUYECKO-XMMUYECKON Knaccudukaumu,
pekomeHOoBaHHOM  BcemupHOW — opraHusaunen  30paBOOXpPaHEHUsA, UM - yKasaHue
"romeonaTn4ecknin iekapCTBeHHbIN npenapaTt”;

e) (hapmakognHamuka M dapMakoKMHETUKA (3@ WCKNIYEHUEM (apMaKkoOKUHETUKN
roMeonaTn4yecknx JieKapCTBEHHbIX MpenapaTtoB W pacTUTENbHbIX  NEeKapCTBEHHbIX
npenapaToB);

X) NoKasaHuna Ans NpUMMeHeHus;

3) NPOTMBONOKAa3aHUA AN TPUMEHEHWS;

1) Mepbl NPEAOCTOPOXHOCTU MPU NPUMEHEHWUMU;

K) yKasaHMe BO3MOXHOCTU U OCOBEHHOCTEN NPUMEHEHUS NIEeKapCTBEHHOro npenapara
ANA  MEeAULUMHCKOrO MNPUMEHEHUA OGepeMEHHbIMU XEHLWMHAMK, >XEHLMHaMn B nepuog
rPYAHOro BCKapMNuBaHUS, 4ETbMU, B3POCbIMU, UMEIOLLMMU XPOHMYEeCKMe 3aboneBaHus;

n) pexvMm A03MpOBaHUA, crnocobbl BBeOEHUS U MPUMEHEHMUs, Npu HeobxoommocTm
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BpeMsi npuemMa NeKkapCTBEHHOro npenapata Ansg  MeauUMHCKOro  NpUMEHEHUs,
NPOAOIPKUTENBHOCTL NIeYEeHUs!, B TOM Yucne y AeTen 40 U Nocne 0gHOro roaa;

M) BO3MOXHble HexXenaTefnbHble peakuMM npu  NPUMEHEHUN JIeKapCTBEHHOro
npenapara Ans MeguuUUHCKOro NpUMeHeHNs;

H) CUMMNTOMbI Nepeo3VPOBKU, MePbI N0 OKa3aHUIO NOMOLLM Npu Nepeso3npoBKE;

0) B3aMMoOencTeue C APYrMMU NeKkapCTBEHHbIMW npenapatamu u (Unu) nuwieBbiMr
npoayKkTamu;

n) doopMbl BbifycKa NekapCTBEHHOro npenapara;

p) ykasaHue (Npu HeobxoaMmocTn) oOcobeHHOCTENn [eNCTBUS NEeKapCTBEHHOrO
npenapata aAnsg MeguLuHCKOro NpUMeHeHns npy NepBom npueme Unmn npu ero OTMeHe;

c) onucaHue (Npu HeobxXxoauMMOCTW) AeUCTBMI Bpada (denbawepa) u (Mnu) naumeHTa
npy nponycke npuMemMa OLHOM WNN HECKONbKMX [03 JeKapCTBEHHOro npenapata [Ans
MeANLMHCKOro NPUMEHEHWS;

T) BO3MOXHOE BIIMSIHWE NeKapCTBEHHOro npenapara ans MeguuuHCKOro npuMeHeHus
Ha CNOCOBHOCTb YNpaBnATb TPAHCMOPTHLIMU CPEACTBaAMU, MEXaHU3MaMK;

Y) CPOK roOHOCTM U yKa3aHWe Ha 3anpeT NpuMeHeHUs fiekapCcTBEHHOro npenapara ans
MeANLMHCKOro NpUMEHEHUS MO NCTEYEHUN CpOoKa rogHOCTY;

@) ycnoBus XpaHeHus;

X) YyKasaHuMe Ha HeobXxoOMMOCTb XpaHEHMs JeKapCTBEHHOro npenaparta Ans
MEeAMLMHCKOro NpUMEHEHUs B MecTax, HeAOCTYNHbIX A8 AeTewn;

L) YykasaHue (npuM HeobxoaMmocTu) crneumanbHbiX Mep MpPegoCTOPOXHOCTU Npu
YHUUYTOXEHUN  HEUCMOSb30BaHHbLIX  NIEeKapCTBEHHbLIX MpenapaToB Ans  MeaUUUHCKOro
NPUMEHEHUS;

4) YCroBuA OTMNYCKa;

W) HaMMeHoBaHMA W agpeca MNPOU3BOACTBEHHbLIX MIOWAn0oK npou3BoauTens
nekapCcTBEHHOro npenaparTa;

) HauMeHoBaHWe, ajpec opraHu3aumu, YMNONHOMOYEHHOW [JepXaTenem unm
BnagenbuemM perucTpaumoHHOro  yooOCTOBEpPEeHUs  fieKapCTBEHHOro npenapaTta  Ans
MEAMLMHCKOro NPUMEHEHUS Ha NPUHATUE NPETEH3UI OT NoTpebutens;

6) WHCTPYKUMIO MO MEeOULMHCKOMY TMNPUMEHEHUIO UMW KPaTKyl XapaKTepUCTUKY
NeKapCTBEHHOro npenapara, yTBep>XAeHHble B CTpaHe Npou3BoaANTENS;

7) NpoeKkTbl MakeToB MNEPBUYHOM YMaKOBKM M BTOPUYHOW YMNAKOBKU JEKapCTBEHHOro
npenapaTa ans MeanuuuHCKOro NpUMeHeHUs;

8) nNpoekT HOpMaTUBHOMW AOKYMEHTauum WNu HOPMATUBHOIO [AOKYMEHTa Ha
NEeKapCTBEHHbIW  npenapat  And  MEOUUUHCKOro  MpUMMeHeHuMst  nubo  ykasaHue
COOTBETCTBYIOLLEN (hapMaKonenHon cTaTby;

9) OOKYMEHT, cogepxawun MHopMaumio O Hannuum unn ob oTCcyTCTBUM (PakToB
pernctpauumn nekapcTBEHHOro npenapata Ang MeauUMHCKOro NpUMEHeHus 3a npegenamu
Poccuinckon ®egepaunu;

10) Konun OOKYMEHTOB, 3aBEPEHHbLIX B YCTAHOBMEHHOM MOpsaAKe U NoATBEpPXOatoLLmnx
dhakT perncrpaumm nekapCTBEHHOro npenaparta B MHOCTPaHHbIX rocyjapcTBax B KavecTBe
opdaHHOro nekapCcTBEHHOro npenapara;

11) nnaH ynpaBneHna pyckamm ans 6uonormdecknx nekapcTBEHHbIX NpenapaToB Ans
MEeANLMHCKOro NpUMEHEHUS;

12) pOokymeHT O cuctemMe apmakoHazsopa JepxaTtena wnv  Brnagensua
perncTpaumoHHOro yaoCToBEPEHUS NeKapCTBEHHOro npenapara;

13) [OOKyMeHT, nNOATBEpPXOalLWMA KayecTBO JIEKAapCTBEHHOro mnpenapaTta Tpex
NMPOMBILLMIEHHbIX CEPUA (MPOTOKON aHanu3a unu cepTudurkaT aHanumsa), ogHa cepusi KoToporo
AOoMmkHa coBnagatb C cepven obpasua nekapcTBEHHOro npenaparta Ans MeauuMHCKOro
NpUMEeHeHns, NpeacTaBNeHHOro Ha rocyJapCTBEHHYIO perncTpaumio.



MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 uvacmb 5 cmambu 18
Hacmosweao edeparibHO20 3aKOHa U3JIoXeHa 8 Hogou pedaKyuu, scmynaruwel 8 curly ¢
1 aHeaps 2016 a.

Cm. mekem 4acmu 8 rpedbidywelt pedakyuu
5. Pasgen xumuyeckon, dapmMaueBTUHECKON U BMOMNOrM4YecKon AOKyMeHTauum
BKMOYaeT B ceba JOKYMEHThI, cogepalume nHopmaumio o hapmaneBTUYeckon cybcTaHLmm
N NekapcTBEHHOM npenaparte And MeguuUHCKOro NpUMeHeHWs, npouecce ero Npon3BoacTBa
N MeToJax KOHTPONS KavyecTsa, B TOM Yucne:

MHdopmaumsa 06 nameHeHusx:

[NyHkm 1 usmeHeH ¢ 28 dekabpsi 2019 2. - ®edeparibHbil 3akoH om 27 Oekabps 2019 a. N
462-03

CmM. npeodbidywyto pedakyuro

1) KOnNMO OOKYMEeHTa, coaepallero cneayoLlyo nHopmMmauuio o apmaLeBTUYeCKon
cybcTaHumMm vnn apmaueBTUYeCckMx cybCcTaHUMAX, BXOAALWMX B COCTaB JleKapCTBEHHOro
npenapara, 3a UCKMYeHNneM MHopMaLmm 0 papMaLeBTUYECKNX CyOCTaHUMAX, BKNIOYEHHbIX
B rOCYOapCTBEHHbIA pPeecTp feKapCTBEHHbIX CPeaCTB B COOTBETCTBUM CO cTaTben 34
HacToswwero ®efepansHOro 3akoHa:

a) HauMeHoBaHWe hapmMaLeBTUYECKON CybCcTaHUMN, ee CTPyKTypa, obLune CBOMCTBA;

6) HanmeHoBaHWe 1 agpec NPON3BOANTENS;

B) TexXHonorMs npou3BoACTBa C ONWCaHWeM CcTaauvi NPou3BOACTBA M METOAOB
KOHTPOSISi Ha BCeX CTaausax NponsBoAcCTBa;

r) onncaHue paspaboTkm npouecca NpoM3BOACTBa;

A) OnucaHme KOHTPONS KPUTUYECKUX CTaaun Mpou3BOACTBA U MPOMEXYTOYHOM
npoayKuuu;

e) AOKyMeHTarbHOe NOoATBepXAeHWe (Banugaums) npoLeccos 1 (Unu) nx OLeHKa;

) CBONCTBA M CTPYKTypa OENCTBYHOLLMX BELLECTB;

3) XapakTepucTuka npumecem;

n) cneymdmrkauma Ha hapmMaueBTUYECKYHO CyOCTaHUMIO 1 ee 060CHOBaHME;

K) aHanuTn4eckme MeToaukn, UCNosb3yeMble NPy OCYLLECTBNEHNN KOHTPONSA KavyecTBa
dhapmaueBTUYECKON CyOCTaHLMK;

n) [OOKYMeHTanbHOe MOATBepXaeHve (Banugauus) aHanuTUYeckux MeToaMK,
Ncnosb3yeMblX MNPy OCYLLECTBEHNN KOHTPOS KavyecTBa papMaLueBTU4ecKon cybcTaHumu;

M) pe3ynbTaTbl aHanu3a cepui bapMaLleBTMYECKON CybCcTaHumu;

H) nepeyeHb CTaHAApTHbIX o06pasuoB WM BELWEeCTB, WUCMNOMNb3yeMbIX Mpu
OCYLLECTBNEHUN KOHTPOIS Ka4yecTBa;

0) OnucaHWe XapakKTEPUCTUK MU CBOMWCTB YMaKOBOYHbLIX MarepuarioB U YKYNOPOYHbIX
CpencTs;

n) AaHHble 0 cTabunbHOCTM (hapmaueBTnYECKOM cybcTaHumm;

p) CPOK roAHOCTY,;

MHdopmaumsa 06 nameHeHusx:

Uacmb 5 donornHeHa nyHkmom 1.1 ¢ 28 Oekabps 2019 2. - ®edeparibHbIl 3akoH om 27
Oekabps 2019 e. N 462-®03
1.1) B oOTHOWeHuUU (papmMmaLeBTUYECKNX CyOCTaHUMA, BXOOAWMX B COCTaB
NeKkapCTBEHHOrO npenapaTta W BKMIOYEHHbIX B FOCYAapCTBEHHbIN PEecTp NeKapCTBEHHbIX
CpeacTB B COOTBETCTBUM CO crTaTben 34 Hactoswero defepanbHOro 3akoHa, - Konus
AOKYMEHTa, coAepxallero cnegyowyo nHdpopMaumio:
a) HaMMeHoBaHMe papmMaLEeBTUYECKOM CyOCcTaHUmK, ee CTpyKTypa, obLume CBOUCTBA;
0) HauMeHoBaHWe 1 agpec NPOM3BOAUTENS;
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B) pe3ynbTaTbl aHannsa cepuin papmaueBTnyeckon cybctaHumu;

) CPOK rO4HOCTY;

2) OOKYMEHT, cofepxalmmn cregyowme cBegeHnsa o fiekapCTBEHHOM npenapaTe Ang
MeANLMHCKOro NPUMEHEHUS:

a) onvcaHme 1 CoCTaB fNIeKapCTBEHHOro nNpenapara Ang MeguLMHCKOro NPUMEHEHNS;

0) onucaHve dapmaueBTudeckon paspaboTkm (obocHoBaHMe BblIbOpa cCoCTaBa,
NnepBUYHON YNaKoBKN U UHOTO);

B) TEXHOMOrMsi nNpOM3BOACTBA C OMUCAHWMEM CTaguh MpPOM3BOACTBA U METOO0B
KOHTPOISi Ha BCEX CTaausX NPOn3BOACTBA;

r) OnucaHme KOHTPONsS  KPUTUYECKMX CTaguMi  npouecca npomsBoAcTBa W
NMPOMEXYTOYHOWN NPOAYKLNN;

A) HaMMeHoOBaHME W agpec MecTa OCYLIECTBMEHUSA MPOU3BOACTBA NEKapCTBEHHOIO
npenapata And MeAUUMHCKOro MpuUMeEHeHus (B Criyvyae Hanmyms HEeCKOSTbKMX YYaCTHUKOB
npouecca NpoM3BoACTBa HEOOXOAMMO YKasaTb KaXKaoro nu3 HuX);

e) hapmaueBTn4eckas COBMeCTUMOCTb;

X) MUKPOOMONOrMyeckne xapakTepucTmKm;

3) MmaTepuanbHbii 6anaHc 4ns NPpon3BOACTBa CEPUM FOTOBOIO NPOAYKTA;

N) onMcaHue XapakTepUCTUK U CBOMCTB YMNAKOBOYHbIX MaTepuanoB U YKYNOPOYHbIX
CpencTs;

K) OOKyMeHTanbHOe MNOATBEPXAEHME (Banvaauus) nNpoLeccoB nNpomsBoacTea u (Mnu)
NX OLIEHKa;

n) TpeboBaHMsa K Ka4eCTBY BCMOMOraTesnbHbIX BeWecTB (cepTudumkaT, cneumdukaums
Ha BCMomoraTenbHble BeLlecTBa n nx obocHoBaHue);

M) aHanUTU4eCcKne MeToauKu, UCNOoSb3yeMble NPU OCYLLECTBNEHUM KOHTPONSA KavyecTBa
BCNOMOraTesibHbIX BELECTB;

H) [OOKyYMeHTanbHOe noATBepXAeHue (Banuvaauusl) aHanuTU4ecKux MeTOAMK,
NCNoNb3yeMbiX MPU OCYLLECTBNEHNN KOHTPOMS Ka4eCcTBa BCNOMOraTesnbHbIX BELLECTB;

0) uHopmaumss 06 MCNONb30BaHMM BCMNOMOraTesibHbIX BELLECTB YENIOBEYECKOro U
XNBOTHOIO NPOUCXOXAOEHUS;

n) nHcpopmaumsa 06 Ncnonb3oBaHMM HOBbIX BCOMOraTesibHbIX BELLECTB;

p) TpeboBaHMsi K KayecTBy JleKapCTBEHHOro npenapaTta Ans MeauuMHCKOro
NPUMEHeHNA (cepTudukaT, cneundukaumnsa Ha nekapCTBEHHbIN NpenapaTt n nx obocHoBaHue);

C) aHanUTU4Yeckne MeToaMKW, NCNONb3yeMble NMPU OCYLLECTBIIEHNUN KOHTPOSS KadecTBa
rfieKapCTBEHHOro npenapara ans MeguLMHCKOro NpUMEHEHNS;

T) [OOKYMEHTanbHOe MOATBEPXAeHWe (Banupauusi) aHanuMTUYEeCKUX MeToauK,
NCrNonb3yeMbiX MPU OCYLLECTBIEHUN KOHTPOSIS KadeCTBa JIeKapCTBEHHOro npenapaTta gns
MEANLMHCKOro NPUMEHEHNS;

y) pesynbTaTbl aHanu3oB CeEpU feKapCTBEHHOro npenaparta And MeauUMHCKOro
NPUMEHEHNS;

&) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 06pPa3uoB, MCMOMb3YyEMbIX MPU OCYLLECTBAEHUUN KOHTPONSA
KayecTBa fiekapCTBEHHOro npenapaTta Ans MeaULMHCKOro NpUMMeHeHus:;

L) QOaHHble O CcTabunbHOCTM neKapCTBEHHOrO npenapata Ans  MeguuMHCKOro
NPUMEHEHNS.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 uvacmb 6 cmambu 18
Hacmosiweao PedeparsibHO20 3aKOHa U3JIoXeHa 8 Ho8ou pedakyuu, scmyrarouielt 8 cusy ¢
1 aHeaps 2016 e.

CmM. mekcm Yacmu 8 rpeodbidywiel pedakyuu
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6. Pasgen dapmakonorn4yeckom, TOKCUKONOrMYEeCKon OKYMEHTaumMm BKtovaeT B cebs
OTYeTbl O pes3ynbTatax AOKIMMHUYECKUX WCCNedoBaHU FNEKapCTBEHHOro cpeacrea  Ans
MEOMLMHCKOro NPMMEHEHNS, B TOM YUCNE:

1) oTyeT 0 hapmakogUHAMNYECKUX NCCNEOBAHUSX;

2) oT4yeT 0 (hapMaKOKMHETUYECKNX UCCea0BaHUAX;

3) OTYET O TOKCMKONOrMYECKNX UCCreaoBaHUsX.

MHdopmaLms 06 u3MeHeHusIx:

®edeparnbHbiM 3akoHOM om 22 Oekabpss 2014 2. N 429-©3 cmambss 18 Hacmoswezo
®edeparibHO20 3aKoHa QorosIHeHa Yacmaeto 7, ecmynarowel 6 cusny ¢ 1 sHeapsi 2016 e.

7. Pasgen KNMHWU4YECKOW OOKyMeHTauuu BKoYaeT B cebsi oTyeTbl O pesynbTatax
KIMHUYECKMX NCCNeaoBaHW NIeKapCTBEHHOIO npenapaTa angd MeavumHCKOro NpUMeEHeHus, B
TOM 4Yucne:

1) ot4eTbl 06 wuccnegoBaHuAX  OMOAOCTYNHOCTM M BMO3KBMBANEHTHOCTH,
nccnegoBaHnax, yCTaHaBNUBaKLWMX KOPPENAUnio pesynbTaTtoB, NOSTyYEeHHbIX B YCNOBUSAX in
vitro n in vivo;

2) OTYETbI O (hapMaKOKUHETUYECKMUX UCCIeA0BaHNSAX;

3) oT4eThbI O (papMakoAMHAMUYECKUX UCCIe0BaHNSX;

4) OTYETbI O KNUHUYECKMX UCCreaoBaHnax apekTMBHOCTN 1 Be3onacHoCTy;

5) oT4eT 0 NnocTperncTpaLmMoOHHOM OMnbITe NPUMEHEHUS (MPU HANUYUN).

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmampbsi 18 Hacmosiwezao
®edeparnibHO20 3aKoHa dornosiHeHa Yacmetro 8, ecmynarowel 6 cuny ¢ 1 aHeapsi 2016 e.

8. TpeboBaHna «k ob6bbemy wuHdOpPMauMM, npenocTaBnseMon B  COCTaBe
perncTpaunoHHOro [Aocbe, Ans OTAeNbHbIX BUAOB JIEKApPCTBEHHbIX MpenapaTtoB Anis
MeANLMHCKOrO MPUMEHEHUsT YCTaHaBNMBAKTCA YMNOMIHOMOYEHHbIM hbeaepanbHbiM OpraHoM
NCNOSTHUTENbHOW BMNAaCTW.

MHdopmaLms 06 uaMeHeHusIx:

Yacmb 9 usmeHeHa ¢ 1 mapma 2020 a. - ®edeparbHbil 3akoH om 27 O0ekabps 2019 a. N
475-03

Cwm. npeldbidywyro pedaKyuro

9. B oTHOWweEHWN nekapCTBEHHbIX MpenapaTtoB, paspeLlleHHbIX AN MeAUUMHCKOro
npumeHeHna B Poccunckon dPepepaumm Gonee gsaguaTty NeT M B OTHOLLUEHUN KOTOPbIX
HEBO3MOXHO npoBefeHMe WUccnegoBaHn X OUOIKBMBANEHTHOCTM (3a MWCKNIOYEHUEM
Bronornyecknx neKapCcTBEHHbIX MpenapaToB), AOMNyCKaeTCs BKMNIOYEHME B COCTaB pasgena
dbapmMaKkonorMyeckon, TOKCUKOSIOrMYECKOM [OOKYMEHTauMm W pasgena  KIMHUYECKOW
AOKYMEHTauunm BMECTO oTyeTa pa3paboTymka O pesynbTatax COOCTBEHHbIX OOKITMHUYECKUX
nccrnegoBaHUM NEKApCTBEHHbIX CPEeACTB WU KITMHUYECKMX WCCNeoOoBaHUM NeKapCTBEHHbIX
npenapatoB AnNd MeAWUMHCKOrO npuMeHeHns ob3opa HayyHbix paboT o pesynbTaTax
AOKMNHNYECKNX WCCNeaoBaHNN NEeKapCTBEHHbIX CPEeACTB M KIIMHUYECKUX WCCNeaoBaHumn
AaHHbIX NeKkapCTBEHHbIX NpenapaTtoB, B TOM YUCe BKNOYash ONbIT UX NOCTPENMCTPaLMOHHOIO
NPUMEHEHUS.

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 cmambss 18 Hacmoswezo
®edeparnbHo20 3aKoHa dornosiHeHa Yacmero 10, ecmynarowel 8 cuny ¢ 1 aHeapsi 2016 e.
10. T[lpn rocymapCTBEHHOM perucTpaumMmM BOCMPOWU3BEAEHHbIX FEKapCTBEHHbIX
npenapaToB A1 MeAUUUHCKOrO NMpUMEHeHus OonyckaeTcsl BKMOYeHWe B COCTaB pasfena
dpapmMaKkonorMyeckon, TOKCUKOSIOrMYEeCKOM [OOKYMEHTauMm W pasgena  KIMHUYECKOW
AOKYMEHTauunm BMECTO oTyeTa pa3paboTymka O pesynbTatax COOCTBEHHbIX OOKITMHUYECKUX
nccrnegoBaHMn  NekapcTBEHHbIX  cpeacTB  o63opa  HayyHbiX paboT o  pesynbraTax
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AOKIMNMHNYECKNX NccrneaoBaHu peddepeHTHOro NIekapCTBEHHOMO nNpenapaTa n npeacTtaBneHne
BMECTO KIIMHMYECKUX WUCCreaoBaHWin B MNOSIHOM OObemMe, YCTaHOBMIEHHOM pa3gerniomM
KNMHNYECKOM AOKYMEeHTauumn, oTdyeta O pesynbratax uccnegoBaHui GUMOdKBMBaANEHTHOCTU
BOCMNPOM3BEAEHHOIO JIEKAPCTBEHHOrO npenapaTta And MeaUUMHCKOro npumeHeHus. He
TpebyeTca npefcrtaBneHve oTvyeTa O pesynbrartax uccrneaoBaHunm OUOIKBUBANEHTHOCTM
BOCMNPOM3BEAEHHOIO JIEKApCTBEHHOrO npenapata Ang MeOUUMHCKOro MPUMEHEHUs, ecnu
PerucTpupyroTca BOCMNPOU3BEAEHHbIe feKapCTBEeHHble npenapaTtbl And  MeAUUUMHCKOro
NPUMEHEHNS, KOTOpbIE:

1) npepHasHadeHbl AN nNapeHTepanbHOro  (NOAKOXHOro, BHYTPUMBbILLEYHOrO,
BHYTPMBEHHOTO, BHYTPUrNasHoro, BHYTPUNOSIOCTHOrO, BHYTPUCYCTaBHOrO,
BHYTPUKOPOHAPHOr0) BBEAEHNA 1 NpeacTaBnsaoT cobon BOAHbIE PacTBOPbI;

2) npencraBnsaloT cobon pacTBoOpbl 4SS NepopanbHOro NPUMEHEHNS;

3) npousBedeHbl B (opmMe MOPOLIKOB WM nuoomnusaToB ANS MPUroToBNEeHUs
pacTBOpPOB;

4) ABNAIOTCA rasamu;

5) saBnAlTCA  YyWHbIMKM UM NAs3HbIMW  fIEKApPCTBEHHLIMKM  NpenapaTtamu,
npousBeaeHHbIMK B (popMe BOAHbIX pacTBOPOB;

6) npegHasHayeHbl ANs MECTHOro MPUMEHEHUst U NPUroTOBMNEHbI B hOpMe BOAHbIX
pacTBOPOB;

7) npencraBnsAT cobon BOAHbIE pacTBOPLI A4S UCNOMb30BaHUA B (hopmMe MHranauun
C nomoubto Hebynansepa unu B KadeCTBe HasasibHbIX CMpeeB, NPUMEHSEMbIX C NMOMOLLbIO
CXOAHbIX YCTPOWUCTB.

MHdopmaLms 06 n3MeHeHusIx:

Yacmb 11 usmeHeHa ¢ 22 dekabps 2020 a. - ®edeparibHbil 3aKkoH om 22 0ekabps 2020 a.
N 444-@3

Cwm. npeldbidywyro pedaKyuro

11. Ona cny4aeBs, yka3aHHbIX B nyHktax 1 - 3, 5 - 7 yactn 10 HacTosdLlen cTaTtbM,
BOCNPOM3BEAEHHbIN JIeKapCTBEHHbIN npenapaT Ans MeOUUMHCKOro MPUMEHEHUs O0SDKEeH
cogepxaTb Takme e BCNOMOraTesibHble BELLeCTBA B TakUX >Ke KOMMYecTBax, Kak W
pedepeHTHbIN feKapCTBEHHbLIM npenapaT. Ecnu coctaBbl BCNOMoOraTesnbHbIX BeLWecTB
pasnuyaloTcs, 3asaBUTENb JOMMKEH NpPeacTaBuTb AoKasaTenbCTBa TOro, YTO MCMNOSb3yeEMblE B
AaHHbIX KOHLIEHTpaumsix BCriomMoraTefibHble BellecTBa He BnMsAT Ha 6e30nacHOCTb U (KUnu)
3(PPEKTUBHOCTL IEKAPCTBEHHOrO npenapaTta And MeAMUUHCKOro npumeHenusi. B cnydae,
€eCnun 3aaBuUTENb HEe MOXET NpeacTaBuUTb Takne AokasaTesnibCcTBa U (M) He MeeT OOCTyna K
COOTBETCTBYKOLLUMM [aHHbIM, OH [OSPKEH NPOBECTU COOTBETCTBYKOLIME MCCreaoBaHUs Ons
JokasaTenbCcTBa OTCYTCTBUSA  BMUAHUA  pasHbIX  BCMOMOraTesibHbIX  BeWecTB  WUNnu
BCNoMoraTesibHbIX YCTPOMCTB Ha 6e3onacHocTb U (Mnn) 3pEeKTMBHOCTL NeKapCTBEHHOIO
npenapaTta Ans MeguuMHCKOro NPUMEHEHUA B COOTBETCTBUM C akTamu, COCTaBMALWUMU
npaBo EBpasnmncKoro akKOHOMMUYECKOro coko3sa.

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 cmambss 18 Hacmoswezo
®edeparnibHO20 3aKoHa doriosIHeHa Yacmabto 12, ecmynarowel 6 cusy ¢ 1 sHeapsi 2016 e.
12. Tpn rocygapCTBEHHOW perucTpauum KomMOuHauum paHee 3aperuMcTpupoBaHHbIX
NeKapCTBEHHbIX MNpenapaTtoB AnA MeAUUUMHCKOro NpUMEHeHWa [OrycKkaeTcs BKYeHWe B
cocTtaB pasgena (apMakosiorm4eckon, TOKCUMKOMOrMYEeCKOW [OOKyMeHTauuu U pasgena
KNMHUYECKOM [OKyMEHTaLMM BMECTO OTyeTa paspaboTrumka O pesynbTatax COOCTBEHHbIX
AOKIMMHMYECKMX UCCNedoBaHUn  NeKapCTBEHHbIX CcpeacTB o063opa  HaydHbiX paboT o
pesynbTtatax AOKIUHUYECKUX WUCCredoBaHUn pedepeHTHbIX NeKapCTBEHHbIX Mpenapartos,
BXOASLWMX B COCTaB KOMOWHALMM NEKapCTBEHHbIX npenapaTtoB, M 06 OTCYTCTBUM UX
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B3aMMOAENCTBNA B OAHOW NleKapCTBEHHOM (hopMme.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmampbsi 18 Hacmosiweao
®edeparnibHo20 3aKoHa dornosiHeHa Yacmaero 13, ecmynarowel 8 cuny ¢ 1 aHeapsi 2016 e.
13. Ha akcnepTusy pasnuyHbiX JieKapCTBEHHbIX OPM OAHOr0 U  TOro Xe
NeKkapCTBEHHOro npenapaTta Ans MeAWUMHCKOrO MpPUMEHEHUs 3asiBUTeNb npeacrasnseT
OTAenNbHble 3adBNEHNA U PerMcTpauuoHHble OOCbe Ha KaXayto fekapCTBeHHy dopmy. [pu
yCNnoBuUM OOHOBPEMEHHOM MNOLayM Ha 3KCNepTU3y OAHOM JieKapCTBEHHOW OpMbl C
pasnuYHbiMM 0O3MPOBKOMW, KOHLUEHTpauuen, obbemom 3asBuTeNnb npeacraBnseT OAHO
3a8BNeHne n perucTpauMoHHOe [0Cbe C MNPUITOXKEHMEM MaKeTOB YMakKOBOK Ha KaxAayto
AO03UNPOBKY, KaXKAYH0 KOHLEHTPAaLMIO, KaXabl 06beM 1 Kagoe KONM4ecTBO 403 B YNaKOBKE.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmampbsi 18 Hacmosiweao
®edeparnibHo020 3aKoHa dornosiHeHa Yacmaero 14, ecmynarowel 6 cuny ¢ 1 aHeapsi 2016 e.
14. lNpwn rocyoapCTBEHHOW perucTpaumMmM OpgaHHOro feKapCTBEHHOro npenaparta
3aaBuUTeNb MpeacTaBnseT uHopMauuio, Heobxogumyr Ans dopmMupoBaHUsa pasgena
KNWHWYECKOW OOKyMeHTauun, B obbeme, YCTaHOBIIEHHOM YMOSIHOMOYEHHbIM heaeparibHbIM
OpraHoM MCMOMHUTENBbHOW BNacTu.

MHdopmaLms 06 u3MeHeHusIx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 cmambss 18 Hacmoswezo
®edeparnibHO20 3aKoHa doriosIHeHa Yacmabto 15, ecmynarowel 6 cuny ¢ 1 sHeapsi 2016 e.

15. Mpwn perncTpaumm BGMONOrMYecKoro NekapCTBEHHOro npenapaTta, Nosly4YeHHOro u3
KpOBW, Mna3mbl KPOBU YEriOBEKA, B COCTABE PErMCTPALUMOHHOIO AOCbE Ha JIEKAPCTBEHHbIN
npenapaTt Ang MeanLUHCKOro NpuMeHeHNs A0SMKHbl ObITb NpeacTaBneHbl AONONHUTENBHO:

1) B pasgene AOKyMeHTauun agMUHUCTPATUBHOIO xapakrepa OOKYMEHT, coaep Kallmm
MHopMauuio o cybbektax obpalleHns JOHOPCKOM KPOBU U (UNIM) €€ KOMMOHEHTOB, O TOM,
roe 6bina ocywecTBneHa JoHauust (KPOBM M (UNuW) nnasmbl KPOBM), a Takke AaHHble 06
MHEKUMOHHBLIX 3aboneBaHusix, nepegarlmnxca napeHTepanbHbiM NyTeM, WHGOpPMauus o
cybbekTax obpalieHna AOHOPCKOW KpPOBWU M (MNn) ee KOMMOHEHTOB, B OTHOLUEHUU KOTOPbIX
OCYLLECTBNAETCA KOHTPOSb AOHOPCKOM KPOBU U (USIN) €€ KOMMOHEHTOB;

2) B pasgene xmmMmyeckon, hapmaueBTU4eCcKon 1 B1Monormyeckon JOKyMeHTaLmm:

a) KpuTepumn n cnocodbl oTOopa, TPAHCNOPTUPOBAHUSA N XPaHEHUSI JOHOPCKOW KPOBU U
(M) ee KOMNOHEHTOB;

0) pe3ynbTaTbl UCCeaoBaHU OTOBPaHHbLIX JOHOPCKOW KPOBU U (M) NnasmMbl KPOBU U
nynoB Ha Hanuuve BOo3byauTenen MHEKUUN, BKAOYas UHgopmauuio 06 Mcnonb30BaHHbIX
MeToauKax MUccnenoBaHMM M B Criydae UccnegoBaHWs MyrioB Mnasmbl KPOBWU pes3ynbTaTtbl
AOKYMEHTanbHOro NoATBepXXaeHus (Banuaaunmn) NCnonb30BaHHbIX METOAMK;

B) TEXHMYECKME XapaKTEPUCTUKU YMNaKoBKM Onsi oTOopa OOHOPCKOW KPOBU U (MNn)
nnasmbl KpOBK, BKNOYas MHopmaL Mo 06 MCNONb30BaHHbLIX pacTBOPax aHTUKOArynsiHTOB.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmampbsi 18 Hacmosiwezao
®edeparnibHo20 3aKoHa dornosiHeHa Yacmaero 16, ecmynarowel 8 cuny ¢ 1 aHeapsi 2016 e.
16. KnuHuyeckne wnccnefoBaHUsi NeKapCTBEHHOro npenaparta and MeauuuHCKOro
NPUMEHEHNA B LUENSX ero rocygapCTBEHHOW perncrtpauum npoBogAaTca B Poccumnckon
depgepaumm B nopsgke, yCctaHOBNEHHOM cTtatbamu 38-44 HacToswero ®efepansHOro 3akoHa.
OTyeT O nNpoBedeHHbIX WCCNeaoBaHMAX BKMKYAETCH B COCTaB pasfena  KrMHUYECKOW
AOKyMeHTauMuM perncTpaumMoHHOro 4OCbe Ha fleKkapCTBEeHHbIM npenapart Ans MeauunHCKOro
npumeHeHnda. [ns nekapCTBEHHbIX MpenapaTtoB AN MeOUMUMHCKOrO MNpUMEHEHUs, B
OTHOLWIEHUM KOTOPbIX B pe3ynbTate OSKCNepTusbl [JOKYMEHTOB, MNpeacTaBrieHHbIX Ans
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onpeneneHnss BO3MOXXHOCTU paccMaTpuBaTh fleKapCTBEHHbIM npenapart ana MeauuuHCKoro
NPUMEHEHNs B KayecTBe Op(haHHOro IeKapCTBEHHOro npenaparta, Takass BO3MOXHOCTb
npu3HaHa M B OTHOLLEHUN KOTOPbIX NPOBEAEHbI KIMHUYECKNE UCCNedoBaHUs, BbIMOSTHEHHbIE
3a npegenamun Poccunckon depepauum B COOTBETCTBUMM C NpaBuiaMmm Hagnexaiien
nabopaTopHOM MPaKTUKM U MpaBuraMy Hagnexawen KMMHUYECKOM MpakTUKW, AonycKaeTcs
BKMNIOYEHNE B COCTaB pasfena KIMHUYECKON OOKYMEeHTauMm BMECTO OT4yeTa O pesyrbTaTax
KITMHUYECKMX UCCeaoBaHMN feKapCTBEHHOro npenapaTta gna MeauuMHCKOro npuMeHeHus,
nposefeHHblx B Poccuiickon ®depepauuun, oTyeTa O  pesynbTatax  KINUMHUYECKUX
nccnegoBaHuK, BbIMONMHEHHBIX 3a Npeaenamu Poccuirckon depepaumn.

MHdopmaumsa 06 nameHeHusx:

Uacmb 17 usmeHeHa ¢ 1 aHeaps 2021 2. - ®edeparibHbil 3aKoH om 27 dekabpsi 2019 2. N
478-03

CmMm. npedbidywyto pedakyuro

17. B cnyyae HenpeacraBfieHUMs C 3asiBieHMEM O FOCyAapCTBEHHOW perucrpauumm
nekapCcTBEHHOro npenapara Ansg MeguLMHCKOro NpUMeHeHnsa JOKYMEHTOB, NoATBEPXOatoLLmX
ynnaTy rocygapCTBEHHOM NOLWWSIMHBLI U yKa3aHHbIX B nyHKTe 10 Yyactn 2 HacTosilwen ctaTtb, a
TaKke BblAdaBaeMblx (NMpedocTaBnAemMbiX) YNOMHOMOYEHHbIMU defepanbHbIMU OpraHamm
WCMNOJSTHUTENTbHOW BNacTu [AOKYMEHTOB (CBeAEHUMN), yKasdaHHbIX B MyHkTax 3 u 4 yactu 4
HacTosAWen CcTaTbM, YMNOSTHOMOYEHHbIN enepanbHbli OpraH WCMNOSIHUTESNTbHOW BRacTu
3anpalwmBaeT yKasaHHble [OOKYMeHTbl (CBedeHus1) B nopsgke MexXBeOOMCTBEHHOro
MH(OPMaLMOHHOro B3anMoaeNCTBUS.

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 cmambss 18 Hacmoswezo
®edeparnibHO20 3aKoHa doriosIHeHa Yacmabto 18, ecmynarowel 6 cusny ¢ 1 sHeapsi 2016 e.
18. He ponyckaetca uMCNoNb3oBaHME B KOMMEPYECKUX Lenax WHdopmauum o
pesynbTatax AOKNMUHUYECKUX WCCNEeAOBaHUN NEKapCTBEHHbIX CPEACTB U KIMHUYECKUX
UccrnegoBaHMn  NIEKApCTBEHHbIX  NpenapaTtoB AN MEeAUUMHCKOrO  MPUMEHEHMUS,
npeacTaBneHHON 3asiBATENEeM AONs  roCyfapCTBEHHOW  peructpaumm  nekapCTBEHHOro
npenapaTta, 6e3 ero cornacus B Te4eHne LWeCTU NeT C AaTbl roCy4apCTBEHHOW perncTpaumm
pedepeHTHOro fiekapcTBEHHOro npenapata B Poccuinckon ®egepaunn.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmampbsi 18 Hacmosiwezao
®edeparnibHo20 3aKoHa dornosiHeHa Yacmero 19, ecmynarowel 6 cuny ¢ 1 aHeapsi 2016 e.
19. Odepxatenb vnu Bnageney, perucrpaumoHHOro yoOCTOBEPEHUA NeKapCTBEHHOro
npenapata Ha OMOTEXHONMOrMYECKUn WM OpdaHHbIA NEeKapCTBEHHbIM npenapaTt obd3aH
npenocTaBnNATb Ha BO3ME34HOM OCHOBE 0b6pas3ubl pedyepeHTHOro nekapCTBEHHOro npenapara
3aaBuTenam AOnd  NpoBedeHUs  KNUHMYeckux  uccnegosaHui.  CrtoumocTb  obpasua
pedepeHTHOro fneKapCcTBEHHOro npenaparta, BKMIOYEHHOTO B MNepeyeHb  KU3HEHHO
HeOOXOAMMBIX U BaXHEWLWMX JleKapCTBEHHbIX npenapaTtoB, He [OfkKHa npesblwaTtb
3aperncTpupoBaHHy0 MpefesibHy0 OTNYCKHYH UeHY Ha pedepeHTHbIN neKapCTBEHHbIN
npenapart unu LeHy Ha NnekapCTBEHHbIN Npenapar B CTpaHe Npou3BOAUTENS.

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 cmambss 18 Hacmoswezo
®edeparnibHo20 3aKkoHa dornosiHeHa Yacmero 20, ecmynarowel 8 curny ¢ 1 aHeapsi 2016 e.
20. 3aaBneHne o] rocyfapCcTBeHHOM perncrpauum BOCNpOn3Be4eHHOro
NEKApCTBEHHOro npenaparta Ana MeAWUUHCKOrO MPUMEHEHUsI MOXEeT OblTb MNogaHo B
YNONMHOMOYEHHbIN  (hefeparnbHbli  OpraH WCMOMHUTENbHOW BNacTW, OCYLLECTBISOLWNNA
rocyfapCTBEHHYO perncTpaumio fiekapCTBEHHbIX NpenapaTos, N0 UCTEYEHUN YeTbIpex neT C
AaTbl FOCyOapCTBEHHOM pernctpaumm pedepeHTHOro feKkapCTBEHHOro mnpenapaTta B
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Poccunckon ®epepaunu.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmampbsi 18 Hacmosiweao
®edeparnibHO20 3aKoHa dorosiHeHa Yacmero 21, ecmynarowel 8 cuny ¢ 1 sHeapsi 2016 e.
21. 3asdBneHve O rocygapCTBEHHOW pernctpauumn GuoaHanorosoro (6uonogobHoro)
rnekapcTBeHHoro npenapata (bwoaHanora) MoOXeT OblTb MNO4AHO B YMNOSHOMOYEHHbIN
pefepanbHbIi - OpraH  UCMOJSIHATENbHOW  BacTW, OCYLECTBNAWNN  rOoCyaapCTBEHHYIO
perncTpauuio nekapcTBeHHbIX NpenapaTos, N0 UCTEYEHUN TpeX NEeT C AaTbl rocyAapCTBEHHOM
pernctpauum pedepeHTHOro nekapcTtBeHHoro npenapara B Poccuinckon degepauum.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmampbsi 18 Hacmosiweao
®edeparnibHO20 3aKoHa QornosIHeHa Yacmabro 22, ecmynarouwiel 8 cusny ¢ 1 aHeapsi 2016 e.
22. [epxaTenb vnu Bnageney perucTpauuoHHOro yaoCTOBEPEHUS feKapCTBEHHOro

npenapaTta npeacTaBnseTr B YNOMHOMOYEHHLIN efepanbHbli opraH UCNOMHUTENBHON
BNacTW, OCYLLECTBIAWMA (PYHKUUM NO KOHTPOM M HaO30py B cdepe 34paBOOXpaHEHUs,
OT4eT No pesynbTaTam (papmakoHag3opa OAWH pa3 B LWECTb MecsaueB B TeyeHue ABYX net
nocrie rocygapCTBEHHOW pernctpaumm fekapCcTBeHHoro npenapata B Poccunckon
depepaumun, exerogHo B Te4eHne nocneayrowmnx Tpex neT 1 B AanbHenwem oavH pas B NATb
ner.

FAPAHT:

CM. kommeHTapumn K ctaTbe 18 HacToswero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 19 Hacmosiwezao
®eldepalslbHO20 3aKOHa U3/I0XKeHa 8 Hoeou pedakyuu, ecmynaruwed e cuny ¢ 1 urns
2015 a.

CM. mekcm cmamabu 8 rpeodbidywielt pedakyuu

Cratbsa 19. lNpuHATVE pelueHMs O Bbldaye 3IKCNEPTHOMY YyYpexAeHWo 3afaHusa Ha

npoBefeHne 3KCNePTM3bl NEKAPCTBEHHOIO CpeacTBa

1. B TeueHune pgecatu paboumx AHen CO AHS NPUHATUSA 3asBIEHMSA O rOCy4apCTBEHHOWN
permcrpauum neKapCTBEHHOro npenapaTta COOTBETCTBYHOLLMI YNOSTHOMOYEHHbIV
dbefiepanbHbI OpraH UCMONMHUTENBbHOM BNACTU NPOBOANT NPOBEPKY NOSTHOTbI, JOCTOBEPHOCTH
N NPaBUMbHOCTN OPOPMIEHUA NPEACTaBEHHbLIX OKYMEHTOB PEerMcTpauuoHHOro Aocbe Ha
NeKapCTBEHHbIN NpenapaTt v NpUHUMaeT peLleHne O Bbldadye 3aaHnsa Ha npoBeneHne:

1) aKkcnepTvsbl OOKYMEHTOB, MNPEACTaBMEHHbIX AN onpeaerieHnss BO3MOXHOCTU
paccMatpmBaTb JfIeKapCTBEHHbIN  npenapaTt And  MeAUUUHCKOrO  MPUMEHEHUs  npu
OCYLLECTBMNEHUN rOCYyaapCTBEHHOW perncrtpaumm B KadecTBe OpdaHHOro JeKapCTBEHHOMO
npenapara;

2) 9KCNepTU3bl JIeKAapCTBEHHOrO0 CpeacTBa B 4acTM  3KCNepTM3bl  KadecTBa
NEeKapCTBEHHOro CpeacTBa M SKCNepTU3bl OTHOLIEHUA OXWOAeMOW MNoJSib3bl K BO3MOXHOMY
PUCKY NPUMEHEHNA NeKapCTBEHHOrO Npenapara Ans MeguUMHCKOro NPUMEHEHNS;

3) oKCcnepTu3bl JleKapCTBEHHOr0 CcpeAacTtBa B 4acTM  3KCNepTu3bl  KayecTsa
NEeKapCTBEHHOro CpeacTBa M 3KCNEPTU3bl OTHOLLUEHUA OXWOAEMOW MNOSb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNSA NIeKapCTBEHHOro npenapaTa Ans MeguUMHCKOro NpUMEHEHUs B nopsiake
YCKOPEHHOM NpoLenypbl 3KCNepTuabl NekapCTBEHHbIX CPeCTB B COOTBETCTBUM CO CTaThen 26
HacToswero ®efepansbHOro 3akoHa;

4) aKkcnepTun3bl NEKapCTBEHHOIO CPeacTBa B OTHOLLUEHUW NeKapCTBEHHOro npenapara
ANs BeTepuMHapHOro NpuMeHeHUs.

2. YNONHOMOYEHHbIN doefepanbHbI opraH UCMOMHUTENbLHOW Bractu yBeLOMMAeT B
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3NEKTPOHHOM bopme unu Ha BymMakHOM HocuTene 3asiBUTENS U 3KCMEPTHOE ydpexaeHune o
NPUHATOM pPeLIEeHNN O Bblgave 3afaHuMi Ha NpoBedeHME JKCNepTU3, NpPeayCMOTPEHHbIX
YyacTblo 1 HACToOsILLEN CcTaTbk, U B Crydae Heo6XxoaMMOCTM O Bblaaye paspeLleHns Ha BBO3 B
Poccunckyto ®depepaumio  KOHKPETHOM NapTUKW, CEPUN 3aperncTpupoBaHHbIX W (Unn)
He3aperncTpMpoBaHHbIX NEKaApCTBEHHbIX CpeacTB unuM o6 oOTkasze B NpoBeAeHUM
nNpeayCMOTPEHHbIX 3KCNEPTM3 C yKa3aHMEM NPUYMH TaKoro oTkasa.

3. B cnyyae BbIgBNEHUA OTCYTCTBUMS WM  HEOOCTOBEPHOCTU UHdOopMauuu,
cogepxallemcsa B NpeacTaBfieHHbIX — 3asiBUTENEM  JOKYMEHTaX,  YNOSIHOMOYEHHbI
denepanbHbli  OpraH MUCMONHUTENBHOW BNAcTW HanpaenseT 3asBuTento 3anpoc 06
YTOYHEHUN 3TOW WMH(popMaumn (ganee - 3anpoc YyNosIHOMOYEHHOro hedepanbHOro opraHa
WCNOSNHUTENbHOW  BRacTu), KOTOpPbIM  MOXeT ObiTb nepedaH  YNoOSIHOMOYEHHOMY
npeaCcTaBUTENIO 3aaBUTENS NIMYHO NOL PacnuCcKy, HanpaBfeH Nno no4yTe 3akasHblM MUCbMOM
U nepegaH B 9NeKTPOHHOW (popme No TeNEeKOMMYHUKALMOHHBLIM KaHanam ceasn. B criyvae
HanpaBfieHMs1 3anpoca YnosIHOMOYEHHOro deaeparibHOro opraHa MCNOSIHUTENbHOW BnacTu
Nno noyTe 3akasHbIM NMUCbMOM OH CYMTAETCHA NOSyYEHHbIM MO UCTEYEHUUN LWECTU OHEN C AaTbl
HanpaBfieHMs1 3aKa3HOro nMcbma.

4. Bassutenb o06a3aH npeacTaBUTb OTBET Ha  3anpoc  YNOSIHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENBHOM BlaCTU B CPOK, He MpeBbllaloWwmn geBsiHOCTa
pabounx gHen co gHA ero nonydeHus. Cpok, ykasaHHbIl B 4Yactu 1 HacTosWen craTbwm,
npuocTaHaBnNMBaeTCss CO [AHA HanpasfeHusa 3asiBUTEN0 3anpoca  YNOSIHOMOYEHHOro
heepanbHOro opraHa MCMNOSIHUTENbHOW BlacTW A0 AHSA NOSTyYeHUs UM COOTBETCTBYHOLLEro
oTBeTa.

5. OcHoBaHMeM ONdA OTKa3a B OpraHm3auuun 3KCrnepTus, NpeayCMOTPEHHbIX YacTbio 1
HacTosien CcTaTbW, SABNSIeTCA  NpeacTaBfieHne  HeobxoguMMmbiX  ANs  NpoBeAeHus
NpeayCMOTPEHHbIX 3JKCMEPTU3 LAOKYMEHTOB B HENONHOM ob6beme unu HenpegcraBreHve
3asiBUTENIEM B YCTAHOBIIEHHbLIM CPOK OTBETA Ha 3anpoc YNOMHOMOYEHHOro deaepanbHOro
opraHa WCNOSIHUTENbHOW BNAacTW, a Takke npeacTaBfieHMe OOKYMEHTOB, He coAepiKaliux
ncyepnbIBakLWEero nepeyHs HeobxoaMMbIX CBEAEHNN.

MHdopmaLms 06 uaMeHeHusix:

Cmambsi 19 OornonHeHa Yacmbio 6 ¢ 13 asaycma 2019 e. - ®edepasibHbIl 3aKOH om 2
aszycma 2019 e. N 297-03
6. lpn oTkase B opraHM3auUMM IKCNEPTU3bl, NPedyCMOTPEHHON MyHKTOM 4 4vactn 1

HacTosien CcTaTbW, [OOKYMEHTbl, BXOAslWMe B COCTaB pPerucTpaumMoHHOro [Jocbe Ha
NeKapCTBEHHbIN npenapaT Ansi BeTepuMHapHOro MpUMMEHeHusi, MoryT ObiTb BO3BpaLLEeHbI
3asBUTEN0 HA OCHOBaHWM €ro NMCbMEHHOro 3anpoca, HarnpaBfeHHOro B YNOSHOMOYEHHbIN
degepanbHbI OpraH UCMNOMNHUTENbHOW BfacTu B TeyeHue TpuauaTtu paboumx gHen co OHs
MPUHATUSA YNOMHOMOYEHHbIM doefepanbHbIM OpraHOM WUCMOMHUTENBHOW BNacTu pelleHns ob
OTKa3e B oOpraHu3auum TakoOW 9SKCNepTu3bl. YMNONHOMOYEHHbIN defepanbHbiA  OpraH
NCMONHUTESTbHOW BIlaCTU BO3BpaLLAEeT 3asdBUTENI0 YKa3aHHble JOKYMEHTbl B TEYEeHNe OecsaTu
paboymnx gHen Co OHSA NONy4YeHNa COOTBETCTBYIOLLEro 3anpoca 3asBuUTens.

FTAPAHT:

CMm. kommeHTapum k ctatbe 19 HacTosiero ®eaepanbHOro 3akoHa

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 cmambs 20 Hacmosuwezo
®edepallbHO20 3aKOHa U3/I0XKeHa 8 Hoeou pedakyuu, ecmynaruwed e cuny ¢ 1 urns
2015 a.

CM. mekcm cmamabu 8 rpeodbidywelt pedakyuu
Cratba 20. Okcneptv3a [OOKYMEHTOB, MpeACTaBMEHHbIX ANns  onpeaeneHuns
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BO3MOXHOCTM paccMmaTpuBaTb NeKapCTBEHHbIN npenapaT And MeauUMHCKOro
NPUMEHEHNSA NPU OCYLLECTBEHUN rOCY4apCTBEHHON perncTpauumn B kKayectese
opdaHHOro nekapcTBEHHOro npenapara

1. OKkcnepTusa [OOKYMEHTOB, MNPEeACTaBMNEHHbIX AN onpegeneHns BO3MOXHOCTU
paccMatpmBaTb JfIeKApCTBEHHbIN  npenapaTt And  MeAWUUHCKOrO  MPUMEHEHUs  npu
OCYLLECTBMNEHUN rOCYyaapCTBEHHOW perncrtpaumm B KadecTBe OpdaHHOro JeKapCTBEHHOMO
npenapaTta, COCTaBfeHNEe KOMUCCUMEN OKCMEepPTOB 3aKMiYEeHUs O BO3MOXHOCTU  UIK
HEBO3MOXXHOCTM paccMmaTpuBaTb JleKapCTBEHHLIN nNpenapaTt Ans MeauLMHCKOro npuMeHeHus
npu OCyLLEeCTBNEHUN roCyapCTBEHHOM perncTpaumm B kKadectse opdpaHHOro nekapcTBeHHOro
npenapaTta M HanpaBfieHMe LaHHOrO 3akSYeHUs B YNOSTHOMOYEHHbIN doedeparbHbln opraH
NCNOSTHUTENbHOW BNacTW OCYLLECTBIAKTCA B CPOK, HE NpeBbilatowmi Tpuguatn pabounx
OHEN CO [OHA NOMyYEeHUA IKCNEPTHbIM  yypexaeHunem 3afaHust  YNosIHOMOYEHHOro
denepanbHOro opraHa UCMOMHUTENBHON BRAcTU U B 3NIEKTPOHHOM hopme nnmn Ha ByMaxkHbIX
HOCUTENSAX HEOBXOOUMbIX AOKYMEHTOB, YKa3aHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B 4yactu
7 ctatbkn 18 HacToswero ®eagepanbHOro 3akoHa.

2. [okymeHTbl, cofepXxalwmecs B perucTtpaumoHHOM [JOCbe Ha JleKapCTBEHHbIN
npenapatr v NOCTynNuBLUME Ha OyMaXHbIX HOCUTENAX B 3JKCMEPTHOE ydpexaeHwe nns
OCYLLECTBMNEHUA UX IKCNEepTM3bl ANs  onpedeneHnst BO3MOXHOCTM  paccMmaTpuBaTb
NeKapCTBEHHbIN npenapat Ansg MeAWUUHCKOrO MNPUMEHEHUA B KadecTBe OpgaHHOro
fleKapCTBEHHOro npenapaTta, noanexart Bo3BpaTy B YMNOMHOMOYEHHbLIN heaepanbHbii opraH
NCMONHUTESTbHOW BrIaCTU OAHOBPEMEHHO C 3aKNMIYEHUAMU COOTBETCTBYIOLLNX IKCNEPTUS.

FAPAHT:

CM. kommeHTapun k ctaTbe 20 HacToswero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmampbsi 21 Hacmosiweao
®edeparnibHO20 3aKOHa U3/I0KeHa 8 Hoeol pedakyuu, ecmynaruwed e cuny ¢ 1 urons
2015 e.

Cm. mekem cmambu 8 rnpedbidywed pedakuyuu
Cratbsa 21. PelueHre 0 BO3MOXHOCTM paccMaTpuBaTb NleKapCTBEHHbIN npenapaT npwu
OCYLLECTBMNEHNN TOCYAApPCTBEHHOMW perucTpaumm B KadecTBe OpdaHHOro
neKapCTBEHHOro npenapara

1. B cpok, He npeBblLaOWMA NATU paboynmx OHEN CO LHS MONyYeHUs1 3aKIYeHus,
ykaszaHHoro B 4actu 1 craten 20 Hactodwero degeparnbHOro 3akoHa, YNOSHOMOYEHHbIN
befepanbHbIi - OpraH UCMOMIHUTENBbHOW BNAcTU  OCYLLECTBIISIET OLEHKY MNOMyYeHHOro
3aKniyeHns  Ona onpegerneHus  ero  COOTBETCTBUSA  3aJaHUi0  Ha  NpoBefdeHue
COOTBETCTBYIOLLEN IKCNEePTU3bl U yBeAOMISEeT 3asiBUTENS B ONEKTPOHHOW dopmMe unn Ha
OymaxxHOM HocuTene o pesynbTaTax MNPOBEEHHOW 3KCNEepTU3bl C MPUMOXEHUEM KOMUn
9KCNEepPTHOro 3aKntoyeHnsa (C coxpaHeHnem KOoH(MAEeHUManbHOCTU MHGOpPMaLMM O cocTaBe
9KCNEepTHOM  KOMWUCCMM) U O BO3MOXHOCTM UM HEBO3MOXHOCTW  paccMmaTpmBaTb
NeKapCTBEeHHbIN npenapaTt AN MeOWUMHCKOrOo  MNMPUMEHEHWA MNpu  OCYLEeCTBIEHUN
rocyaapCTBEHHOM permctpaumm B Ka4ecTse opdaHHOro fiekapCTBEHHOro npenapara.

2. [lpn BbIHECEHMM KOMMUCCUEN IKCMEPTOB  3aKMIOYEHUS O  BO3MOXHOCTU
paccmaTpmBaTb NEeKapCTBEHHbIN npenapaT Ans  MeaWUMHCKOrOo  NPUMEHEHUs  npu
OCYLLECTBMNEHUN rocyaapCTBEHHOW perncrpaumm B KadecTBe opdraHHOro JieKapCTBEHHOrO
npenapaTta YMNOMHOMOYEHHbIN befeparibHbii OpraH WUCMOMHUTENbLHOW BIacTu B CPOK, He
npeBbILWAWmMi NATM paboyunx AHEW CO AHA MONyYeHUs A4aHHOro 3akfYeHUs, NpUHUMaeT
pelweHve O Bbldavye 3aJaHWa Ha MpoOBedEeHWe 3IKCMNepTU3bl KayecTBa JleKapCTBEHHOro
cpencTBa M 3KCnepTU3bl OTHOLLEHUS OXUAAeMOW Morb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
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NeKapCTBEHHOro npenapata and MeOUUMHCKOrO MNPUMEHEHUs B MOpPsiAKe YCKOPEHHOW
npouenypbl 9KCNepTusbl JIeKapCTBEHHOro CcpeacTBa B COOTBETCTBUM CO cTatben 26
HacTosawero ®egepanbHOro 3akoHa.

3. B cnyyae npuHATMA pelleHns O HEBO3MOXHOCTW paccMaTpuBaTthb JIEKapCTBEHHbIN
npenapaT gns MeguuUMHCKOro NpuMeEHeHUsa Nnpu rocyaapCTBEHHOM perucrpauum B KadyectBe
ophaHHOro  NekapCTBEHHOro npenapaTta  YNoOHOMOYEHHbLIM  doefeparbHbi - OpraH
WCMONHUTESNIbHOW  BNacTu  npekpawaeT npouenypy rocygapCrBeHHOW — perucrpauum
neKapCTBEHHOro npenapata. 3adBuTENb BrpaBe o0paTUTbCA B PErMcCTpuMpyOLLMA OpraH C
3asiBlieHNeM O rocyJapCTBEHHOW perucrpauum ykasaHHOro fiekapCTBEHHOro npenapata B
COOTBETCTBUM co cTaThben 18 HacToswero PegepanbHOro 3akoHa.

FTAPAHT:

CMm. KommeHTapum k ctaTbe 21 HacTosiero ®eaepanbHOro 3akoHa

Cratba 22. YTtpatuna cuny ¢ 1 nonsa 2015r.

MHdopmaumsa 06 nameHeHusx:
Cm. mekcm cmambu 22

®eldepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 23 Hacmosiweao
®eldepalslbHO20 3aKOHa U3/I0XKeHa 8 Hoeou pedakyuu, ecmynaruwed e cuny ¢ 1 urns
2015 e.

CM. mekcm cmamabu 8 rpeodbidywelt pedakyuu
Cratba 23. OKcnepTu3a KayecTBa JleKapCTBEHHOrO cpeacTBa M dKCnepTmsa
OTHOLWIEHMS OXWOAeMOW nMonfb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
nekapCTBEHHOro npenaparta ans MeauuuHCKOro npuMeHeHus

1. OKcnepTu3a KayecTBa JIeKapCTBEHHOrO CpeacTtBa WM JKCNepTu3a OTHOLLEHUS
OXnaaemMon norb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapata ang
MEOMLMHCKOrO MPUMEHEHUS,, COCTaBfiEHME KOMWUCCUAMM SKCMEPTOB  3aKMOYEHUA MO
pesynbTaTtam npoBeAeHHbIX 9KCNePTU3 U HanpasBieHNe 3TUX 3aKIYeHUN B YNONTHOMOYEHHbIN
doeaepanbHbIN OpraH UCNOSTHUTENBHOW BIIaCTU OCYLLECTBIIAOTCH B CPOK, HE NPEeBbILLALLINN
cTa gecatn pabounx gHen co AHA NONyYeHUst AKCNEPTHBIM YYpEXAEHMEM COOTBETCTBYIOLLENO
3a4aHus ynosiHOMOYEHHOro heaepanbHOro opraHa UCNONIHUTENBHOM BACcTU U HEOBXOaUMbIX
AOKYMEHTOB B 3IEKTPOHHON (hopMeE Mnn Ha ByMadKHbIX HOCUTENSIX.

2. B TedyeHue peBAHOCTA OHEW CO AHA MNOSIYYEHUS peLleHUs YNOSIHOMOYEHHOro
dedepanbHOro  opraHa  UCMNOSHUTENbHOW  BNactTh O NPOBEOEHUN  3KCMEPTU3,
npeayCMOTPEHHbIX YacTbio 1 HacTodAWen cTaTbu, 3asBUTENb NpeacTaBndeT B 3KCNepTHOe
yuypexaeHve And npoBefeHus aKCnepTu3bl KadecTBa fEeKapCTBEHHOro cpeacTtBa o6pasubl
feKapCTBEHHOro npenapata And  MeAUUMHCKOrO  NPUMEHEHUS, NPOM3BEAEHHOIO B
COOTBETCTBUM C TpebOoBaHUAMWU  OMbITHO-NPOMbBILWSIEHHOTO U (UNKM)  NPOMbILUNIEHHOrO
pernameHToB, YTBEPXKAEHHbIX PYKOBOAUTENEM MNPOM3BOAUTENS FEKAPCTBEHHbIX CPEACTB, a
TaKke B COOTBETCTBYWOLIMX cnyyasx obpasubl dapmaueBTudeckon cybcTaHumm,
TeCT-lUTaMMa MUKPOOPraHM3MOB, KyNnbTypbl KNEeTOK, obpasubl BELEeCTB, NPUMEHSIEMbIX ANS
KOHTPOSISi KayecTBa JIeKapCTBEHHOro cpeacTBa NyTeM CPaBHEHUs C HUMKU uccnegyemoro
NeKapCTBEHHOro CpeacTBa, B KONMYecTBax, HeObXoauMbIX Ofsi BOCNPOU3BEAEHUS METOA0B
KOHTPONS KayecTsa.

3. lMNpu nonyyeHnn obpasuyoB nekapcTBEHHOro npenapata v dapmMaueBTUYECKON
cybCTaHuMM 3KCNepTHOE YyuypexaeHue BblAdaeT 3adABUMTEN0 [OKYMEHT, MNoATBEpXAatoLimi
nosiyyeHne ykasaHHbIX 06pasuoB, M B CpPOK, He MpeBblalowmi Tpex paboumx gHewn,
yBeAOMIISIET B ANIEKTPOHHOM dhopme nnun Ha BymakHoMm HocuTene 06 aTOM YNONHOMOYEHHbIN
denepanbHbIA OpraH UCNOMHUTENBHOM BNacTu.

4. YKasaHHble B 4YacTtax 2 M 3 HacCTosWeW cTaTbW CPOK Ons npeacTaBneHus
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3aaButenem o6pasuoB NeKapCTBEHHOro npenapata M hapmaueBTMYECKON CyGCcTaHumMmM m
CPOK yBEOOMIIEHMSI 9JKCMNEPTHbIM y4ypexaeHmem o0 3ToM Ha 6ymMaxHOM HocuTene
YNONTHOMOYEHHOro befeparibHOro opraHa UCMOMHUTESNTIbHOW BNacTW He BKMKYAKTCHA B CPOK
npoBeaeHNsI IKCNEPTU3, NPEeAYyCMOTPEHHbIX YacTbio 1 HAcTOsLLEN CTaTbu.

5. [JokyMeHTbl, NOCTYNUBLUNE B 3KCNEPTHOE yuypexaeHue Ans npoBedeHus SKCnepTus,
npeasyCMOTPEHHbIX YacTbio 1 HACTOALWEWN cTaTbM, Noanexat BO3BpaTy B YNOSIHOMOYEHHbIV
degepanbHbil - OpraH  UCMNOMHUTENBbHOW  BNacT OOHOBPEMEHHO C  3aKMOYEHUSIMU,
NosTly4YeHHbIMW NO pe3ynbTatamMm COOTBETCTBYHOLLMX SKCNEPTU3.

FTAPAHT:

CM. KommeHTapum k ctaTbe 23 HacTosiero ®egepanbHOro 3akoHa

Cratba 24. OkcnepTu3a KayecTBa JleKapCTBEHHOrO cpeacTBa M dKCnepTmsa
OTHOLWUEHMS OXWOAEMOW nMofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
nekapCTBEHHOro npenaparta ans BeTepUHapHOro NpMMeHeHUs

MHdopmaumsa 06 nameHeHusx:

®eldeparsibHbiM  3akoHoM om 13 wurnsa 2015e. N 241-®3 e yacmb 1 cmambu 24
Hacmoswe2o PedepasibHO20 3aKOHa BHECEHbI U3MEHEeHUS

CmM. mekcm Yacmu 8 rpeodbidywiel pedakyuu

1. OKcnepTu3a KayecTBa JIeKapCTBEHHOrO CpeacTtBa WM JKCNepTu3a OTHOLLEHUS
OXnaaemMon norb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FNeKapCTBEHHOro npenapata ang
BETEPUHAPHOIO TMPUMEHEHUS, COCTaBIIEHME KOMWUCCUSMM IKCNEPTOB  3aKIOYEHUH Mo
pesynbTaTaM yKasaHHbIX 3KCMEePTU3 N HanpaBrieHWe TakuxX 3akMioYeHUn B YNOSTHOMOYEHHbIN
doeaepanbHbIN OpraH UCNOSTHUTENBHOW BIIaCTU OCYLLECTBIIAOTCH B CPOK, HE NPEBbILLALLINN
cTa pecatm paboumx [OHEeNn CO AHS MOMy4YeHMs SKCMEPTHbIM  YYpeXxaeHueMm 3agaHuns
YNOSTHOMOYEHHOrO doeeparnbHOro opraHa WCNOSHUTENBHON BRacTM C  OOKYMEHTaMw,
yKasaHHbIMUM B YacTu 3 ctaTbn 17 HacToswero ®efepansHOro 3akoHa.

MHdopmaLmsi 06 u3MeHeHusIx:

Uacmb 2 usameHeHa ¢ 13 agaycma 2019 e. - ®edeparibHbit 3akoH om 2 aseycma 2019 2. N
297-03

CmM. npeodbidywyto pedakyuro

2. B TeyeHune Tpuauatm paboumx gHen co gHSA NONyYeHUs peLlleHns ynosTHOMOYEHHOro
doefepanbHOro opraHa WCMNOSIHATESNTbHOM BMNactTM O MNPOBEAEeHUM YKasaHHbIX B 4acTtu 1
HacTosILLeN cTaTbM 3KCMNEpPTU3 3asBUTENb NPEeACTaBnseT B OKCMNEepTHOe ydypexaeHuve Ons
npoBeaeHNsT 3KCNepTU3bl KadecTBa JEKapCTBEHHOro cpeAactBa obpasubl NekapCcTBEHHOro
npenapata Ans BeTEPUHAPHOrO0 MNPUMEHEHMUs!, MPOU3BEOEHHOI0O B COOTBETCTBUMM C
TpeboBaHNAMM  TEXHOMOIMYECKUX  PErfiaMeHToB, yTBEPXKOEHHbIX pykoBoguTenem
npou3BoaMTENA JleKapCTBEHHbIX CPeacTB, a Takke B COOTBETCTBYHOLUMX Clyyasx
TeCT-WTaMMbl  MWKPOOPraHM3MOB, KyNnbTypbl KMeTOK, obpa3subl apmMaueBTU4eCcKomn
cybcTaHumm, obpasubl BELLECTB, NMPUMMEHSiEMble ANSA KOHTPOSS KayecTBa JIeKapCTBEHHOro
cpenctBa, B KONMMYecTBax, HeobXxoauMMbIX [Onsi BOCMPOU3BEAEHUS METOAOB KOHTPOMs
KadecTBa.

3. lMNpu nonyyeHnn obpasuyoB nekapcTBEHHOro npenapata v dapmMaueBTUYECKON
cybCTaHuMM 3KCnepTHOE YyypexaeHue BblAdaeT 3adABUTENO0 [OKYMEHT, MNoATBEpXAatoLimi
nosiyyeHne ykasaHHbIX 06pasuoB, M B CpPOK, He MpeBblalowmi Tpex paboumx OHewn,
yBeaoMnisieT B MUCbMEHHOM opme 006 9TOM YMNOMHOMOYEHHbIN doefepanbHbii  OpraH
NCMONHUTENBbHOW BRacTu.

4. Cpok ons npeacrtaBneHust 3asButenem obpasuoB NEKapCTBEHHOro npenapara u
dhapmaueBTUYECKON CyOCTaHUMN U CPOK YBELOMIIEHUSI AKCMEPTHBIM ydpexaeHnem o6 aTom B
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NMMCbMEHHOW (popme YMNONMHOMOYEHHOro doefepasnibHOro opraHa WMCMNOMHUTENbHOW BRNacTw,
yKasaHHble B 4acTdax 2 W 3 HacToswen CcTaTbW, He BKIKOYaKTCH B CPOK NpoBeAeHus
yKa3aHHbIX B 4acTu 1 HacTosILWen cTaTbu 3KCNEepTuUS.

5. [JOKyMeHTbIl, NOCTYNUBLLUME B IKCNEPTHOE yupexaeHue Ans npoBeneHust YKasaHHbIX
B 4Yacty 1 HacTosilen cTaTbW 3KCNepTus, nogrexar BO3BpaTy B YNOSIHOMOYEHHbIN
denepanbHbIA - OpraH  UCMNOMHUTENBbHOWM BRacTM OAHOBPEMEHHO C  3aKHYEHUAMWU MO
pesynbTaTtam yKasaHHbIX 9KCNepTus.
FAPAHT:

CM. kKoMMeHTapun K ctaTbe 24 HacToswwero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-03 HaumeHogaHue cmambu 25
Hacmoswe2o PedeparibHO20 3aKOHa U3JTOXEeHO 8 HogoU pedaKyuu, scmyrnarouwel 8 cusly ¢
1 urons 2015 a.

CM. mekcm HaumeHogaHUusi 8 rpeodbidyuwel pedakyuu
Cratba 25. [loBTOpHOE NpoBeaeHNe 3KCNepTU3bl NeKapCTBEHHbLIX CPEeACTB

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-©3 e vacmb 1 cmambu 25
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouwue & cuny ¢ 1 utons
2015 e.

CmM. mekcm yacmu 8 rpeobidyuwiet pedakyuu

1. B cnyyasax HegoctaTto4HON OBOCHOBAHHOCTU UMW HEMOSHOTLI 3aKMOYEHNS KOMUCCUN
9KCNepToB, HanMMuYUs B HEM [MPOTMBOPEYMBLIX [aHHbIX, anscudukaumm BbIBOOOB
9KCNepTM3bl NEeKapCTBEHHOro CpeacTBa, COKPbITUS OT YMNOMHOMOYEHHOro deneparnbHOro
opraHa WCMOMHUTESNIbHOW BracTM OCHOBaHWUM AN OTBOAA 3KcnepTta BCreacTteue ero
3aMHTEepecoBaHHOCTN B pesyrbTaTaX COOTBETCTBYIOLLEN 3IKCMNepTusbl, HaNU4uMs OaHHbIX O
npssMom nMMbo KOCBEHHOM BMeLLATENbCTBE B MPOLIECC COOTBETCTBYIOLEN IKCNEPTU3bI NUL, HE
y4yacCTBYIOLLMX B €€ NPOBedEeHWW, HO OKa3aBLUMX BIIMSHME Ha Mnpouecc U pesynbTaTbl ee
npoBefeHusi, YMNoONHOMOYEeHHbIM  dpefeparnbHbiM  OpraHoOM  UCMOJSTHUTENbHOW — BnacTtu
Ha3HayaeTcs MOBTOPHas 93KcnepTu3a JieKapCTBEHHOro cpeactsa W (Mnn) aTudeckas
3KCcnepTm3a.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-©3 e vacmb 2 cmambu 25
Hacmosiweao PedepasibHO20 3aKOHa BHECEHbI U3MEHeHUs, ecmynarouwue & cuny ¢ 1 utons
2015 e.

CmM. mekcm yacmu 8 rpeobiOyuwieli pedakyuu
2. [loBTopHasa aKcnepTM3a IlekapCTBEHHOro CpeacTBa MNPOBOAUTCA C  Y4EeTOM
pes3ynbTatoB paHee NpoBeLeHHOM 3KCNepTu3bl B CPOK, YCTAHOBIIEHHbIA YNONHOMOYEHHbLIM
deneparnbHbIM OpraHoM UCMONHUTENBHOW BNacTM U He MpeBblarowun Tpuguatn paboymx
OHEeN Co OHS MNOJSTlyYeHUs1 SKCMNEPTHbIM yYpexaeHneM 3aaHua Ha npoBefeHuMe NOBTOPHOW
3KCNepTU3bl NIEKapCTBEHHOIO cpeacTsa.

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-®3 e wacmb 3 cmambu 25
Hacmosiweao ®edepasribHO20 3aKOHa BHECEHbI USMEHEHUS], acmynarouwue 8 cusy ¢ 1 urns
2015 a.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu
3. ®uHaHcoBoe obecneyeHne BbIMOMHEHUS 3adaHWs Ha NpoBedeHWEe MNOBTOPHOM
9KCNepTM3bl NNIEKAPCTBEHHOIO CPeacTBa He OCYLLECTBSETCS.
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FAPAHT:
CM. KoMMeHTapum kK ctaTbe 25 HacTosiero PeaeparnbHOro 3akoHa

CraTtbAa 26. YckopeHHas npouenypa aKkCnepTusbl NekapcTBEHHbIX CPEACTB

MHdopmaLms 06 uaMeHeHusIx:

®edepanbHbiM 3akoHom om 13 urona 20152. N 241-©3 e wvacmb 1 cmambu 26
Hacmosiweao ®edepasribHO20 3aKOHa 8HECEHbI U3MEHEHUS

CmM. mekcm yacmu 8 rpeobiOyuwiel pedakyuu

1. YckopeHHas npouedypa 9KCNepTusbl fEeKapCTBEHHbIX CPeacTB B - Lensax
rocyfapCTBEHHOW pernctpauumn JekapCTBEHHbIX npenapaToB MNPUMEHSIETCA B OTHOLUEHUU
opdaHHbIX FEeKapCTBEHHbIX MpenapaTtoB, MNepBblX TPeX JfeKapCTBEHHbIX MpenapaTos,
peructpupyembix B Poccuickon ®epgepauumn B KayecTse BOCNPOU3BEAEHHbIX NeKapCTBEHHbIX
npenapaToB, O4YepedHOCTb KOTOPbIX Onpedenserca B COOTBETCTBMM C HOMEPOM U AaTou
BXOAALWMX 3adBNEHUN O roCyJapCTBEHHOW perncrpaumm neKkapCTBEHHbIX npenapaToB B
pamMKkax OOHOr0 MEeXAyHapoOHOro HenaTeHTOBaHHOMO0 HaWMEHOBAHWA JieKapCTBEHHOro
npenapata WM rPynnMPOBOYHONO HaWMEHOBaHWA FeKapCTBEHHOro npenaparta, U
NeKapCTBEHHbIX NpenapatoB, MNpefHa3HAYEeHHbIX UCKMYUTENbHO AN NPUMEHEeHUs
HecoBepLUEHHONETHUMU rpaXgaHamu.

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 uvacmb 2 cmambu 26
Hacmosiwe2o ®edeparibHO20 3aKOHa U3rioXeHa 8 Hogou pedakyuu, scmynarouwel 8 curly ¢
1 urons 2015 a.

CM. mekcm yacmu 8 rpeobidywieli pedakyuu
2. YcKkopeHHas npouegypa 9KCMepTM3bl NEKApPCTBEHHbIX CPeAcTB B Lensix
rocyfapCTBEHHOWN permcrTpauum nekapCTBEHHbIX NpenapaToB He NPUMEHSETCHA B OTHOLLEHUN:
1) 6BuoaHanoroBbix (6ronogobHbIX) NiekapCTBEHHbIX NpenapaToB (broaHanoros);
2) pedepeHTHbIX FEKapCTBEHHbIX MNpenapaToB (3a MWCKNYEHUeM opdaHHbIX
NeKapCTBEHHbIX NpenapaTos);
FAPAHT:

[o 1 ceHTsbps 2023 r. poCCUNCKUM MPOM3BOAUTENAM NEKApCTBEHHbLIX MpenapaToB Ans
BETEPUHAPHOINO  MNPUMEHEHUS  paspellaeTcs nogaBaTb  PErmcTpaumoHHoe  [OCbe
neKapcTBEHHOro npenaparta And BeTepUHAPHOro NpUMEHEHUS MO YCKOPEeHHOW npoueaype
rocygapCTBEHHOW permcTpauumn nekapCTBEHHbIX CPenCTB ANt BETEPUHAPHOrO NPUMEHEHNS
Ha BOCNpOu3BeAEHHbIE NeKapCTBEHHbIE NpenapaTbl 6e3 yyeTta TpeboBaHu NyHKTa 3 YacTu
2 ctatbu 26
3) BOCMpPOM3BEAEHHbIX NeKapCTBEHHbLIX MpenapaToB (3a WCKNIOYEHUEM nepBbIX Tpex
pernctpupyemMbix B Poccuickon defepaumm B Ka4eCcTBe BOCNPOU3BEAEHHbIX NEKapCTBEHHbIX
npenapaTtoB W JeKapCTBEHHbIX MpenapaToB, MNpeAHasHa4YeHHbIX WCKIYUTENBbHO Ons
NPUMEHEHNA HeCOBEPLUEHHONETHUMU rpaXkgaHamu);
4) HOBbIX KOMBMHaLMI 3aperMCTPMPOBaHHbIX PaHEE NeKapCTBEHHbIX NpenapaToB.;
5) nekapcTBeHHbIX NpenapaToB, 3aperncTpupoBaHHbIX paHee, HO NPOW3BEAEHHbIX B
ApYrux nekapCcTBeHHbIX popMax B COOTBETCTBUU C NepeyHeM HauMeHOBaHUN NeKapCTBEHHbIX
dopM 1 B HOBOM O3UPOBKE.

MHdopmaLmst 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-©3 yacmb 3 cmambu 26
Hacmosiwezo ®edeparibHO20 3aKOHa U3/I0XeHa 8 HogoU pedakuyuu, ecmyrnarowed 8 cusy ¢
1 urona 2015 a.

CM. mekcm yacmu 8 ripeobidywieli pedakyuu
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3. YckopeHHas npoueaypa 9KCNepTu3bl NEeKapCTBEHHbIX CpeacTB MNpOBOAUTCA MO
PEeLUEHNI0 COOTBETCTBYIOLIErO YMNOSIHOMOYEHHOrO deaepasnibHOro opraHa MCNOSIHUTENbHOM
BflaCTM Ha OCHOBaHUM 3asiBfIEHUSI 3asiBUTENS B CPOK, HEe MpeBbllaloWmni BOCbMUOECATH
paboynx aHen. lpyn 3aTOM IKCNepTU3a AOKYMEHTOB, COAEpXalLUMXCHA B PErnctpaumoHHOM
A0Cbe Ha NeKapCTBEHHbIN nNpenapar, NPOBOANTCS B CPOK, HE MPEBbIWAOLWMIA AeCATH pabounx
OHeNn, 3KkcnepTm3a KadecTBa JIeKapCTBEHHOIO CPeACTBa U 3KCNepTM3a OTHOLLEHUS OXnaaemomn
Nosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSA NIeKapCTBEHHOro npenapaTta npoBOAATCSA B CPOK,
He NMpeBbILLAOWMA LWEeCTNaeCcAaTn paboumx QHEN.

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 cmambsi 26 Hacmosuwezo
®edeparnibHO20 3aKoHa dorosiHeHa Yacmeto 3.1, ecmynarowel 6 cuny ¢ 1 urons 2015 e.

3.1. B oTHOWEHMM ophaHHbIX NeKapCTBEHHbIX NpenapaToB MOryT 6bITb NpeaCTaBneHbI
pesynbTaTtbl OJOKMMHUYECKUX WCCNedOBaHUA JeKapCTBEHHbIX CPeAcTB U KIMHUYECKUX
nccnegoBaHnin NekapcTBEHHbIX NpenapaToB ANs MeAULMHCKOrO NPUMEHEHUS, BbINOSTHEHHbIX
3a npegenamu Poccunckon degepauum B COOTBETCTBUM C NpaBuiaMm Hagnexailen
nabopaTopHOWN NPAaKTUKM N NpasunaMmn Hagnexawemn KNMHUYECKOM NPakTUK.

4. YckopeHHas npoueaypa 3KCnepTusbl JleKapCTBEHHbIX CpPenCcTB MNpoBOAMTCA B
nopsigke, yctaHoBneHHoMm ctatbamu 17 - 20, 23 n 24 HacTosiwero ®epepanbHOro 3akoHa, u
He oO3HayaeT CHwkeHua TpeboBaHun K 6e30MacHOCTU, KayecTBy W 3PEPEKTUBHOCTU
fleKapCTBEHHbIX NpenapaToB.

FTAPAHT:

CM. KoMmeHTapum K ctaTbe 26 HacTosiero ®eaepanbHOro 3akoHa

CraTtba 27. PelweHune 0 rocygapCTBEHHOM perncrpaumm nekapcTtBeHHOro npenapara

MHdopmaumsa 06 nameHeHusx:

®eldepasribHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 e vacmb 1 cmambu 27
Hacmosiweao PedepasibHO20 3aKOHa BHECEHbI UBMEHeHUs, ecmynaruwue & cuny ¢ 1 utons
2015 e.

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

1. B cpok, He npesbiwaloWwmin gecatn pabounx gHen co AHS NOMyYeHUs 3aKIYeHni
KOMMUCCMM 3KCNEPTOB MO pe3ynbTataM 3KCNepTU3bl KayecTBa JIEKAapCTBEHHOrO cpencTtsa u
3KCNepTM3bl OTHOLWIEHWA OXUOaemMou MnoSfib3bl K  BO3MOXHOMY PUCKY MNPUMEHEHUA
nekapCTBEHHOro npenapaTta, COOTBETCTBYHOLLMA YMNOSTHOMOYEHHbIN deaeparibHbii  opraH
NCMONHUTESTbHOW BIacTu:

1) pasmewiaeT Ha cBoeM oduumMansHOM cante B ceTn "MIHTepHeT" cooTBETCTBYHOLLME
3aKMYeHNs KOMWUCCUW 3KCMEepTOB UM OCYLLEeCTBNAeT WX OUeHKY Ana  onpeneneHus
COOTBETCTBUSA 3a[aHMIO Ha NPOBEAEHMNE ITUX AKCMNEPTUS;

2) NnpyHMMaEeT peLLeHne O rocyJapCTBEHHOM perucTpauum nekapcTBeHHOro npenapara
unm o6 oTkase B rocygapCTBEHHOW perncTpaunm nekapCTBEHHOro npenaparTa;

3) BHOCUT Mpuv MPUHATUN peLUEeHna O rocygapCTBEHHOW perncrpauumn nekapcTBeHHOro
npenapaTta gaHHble O 3aperucTpupoBaHHOM JfleKapCTBEHHOM Mpenapate, B TOM 4ucne o
dapmaueBTU4eckon cybcTaHuMM, BXOASLWEN B COCTaB JfleKapCTBEHHOro npenapaTta, B
rocy4apCTBEHHbIA peecTp NieKapCTBEHHbIX CPEACTB U BblAaeT 3asiBUTENO perncTpaunoHHoe
yOOCTOBEPEHWE  NeKapCTBEHHOro  npenapaTta, (@Qopma  KOTOporo  yTBepXpaeTtcs
YNOSIHOMOYEHHbIM  (beaepanbHbIM  OPraHOM  UCMNOJSTHUTENbHOW  BRacTW, COrfacoBaHHbIE
HOPMAaTMBHYIO [OOKYMEHTaLMio, HOPMATUBHLIA [OOKYMEHT, WHCTPYKUMIO MO MNPUMEHEHUIO
fleKapCTBEHHOro npenaparta U MakeTbl NEPBUYHOM YNAKOBKN U BTOPUYHOM (NOTPEOUTENBLCKON)
YNaKoBKM C yKa3aHMEM Ha HUX HOMepa PerucTpaLMoOHHOro yaOCTOBEPEHUSA NTEKapCTBEHHOMO
npenapaTa u gaTbl €ro rocygapCTBEHHOW perucTpaumm unm B criydae NpuHATUA pelueHnst ob
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OTKa3e B roCyJapCTBEHHOW pernctpaumm nekapcTBEHHOro npenapaTta yBedoOMSiSeT B
NMCbMEHHON dhopMe 3asBuTenst 06 3TOM C yKazaHMeM MNpUYMH Takoro oTkasa. 3a Bblgady
perncTpaunoHHOro yOOCTOBEPEHUS nekapCcTBEHHOroO npenapaTta B3MMaeTcs
rocyfapCTBeHHas MoLufiMHa B COOTBETCTBUM C 3akoHoaaTernbctBoMm Poccuinckon deapepaumm
0 Hanorax u cbopax.

MHdopmaumsa 06 nameHeHusx:
Hacmb 2 usmeHeHa ¢ 15 uroHs 2018 a. - ®edeparibHbit 3akoH om 4 utoHs1 2018 e. N 140-®3

Cwm. npeldbidywyro pedaKyuro

2. OcHoBaHMeM [ns oOTKasa B rOCyAapCTBEHHOM perncrpauun nekapcTBEHHOro
npenapaTta Ans MeOuLMHCKOrO MNPUMEHEHNA SABNAETCH 3akioYeHWe COOTBETCTBYHOLLEro
YNONMHOMOYEHHOro peepanbHOro opraHa UCMONMHUTENBHOW BMacTM O TOM, YTO Ka4yecTBO U
(MnKn) adPPEKTUBHOCTb PErMCTPUPYEMOro nekapcTBEHHOro npenapara ans MeauuuHCKOro
NPUMEHEeHNa He NoATBePXAEeHbl NOMyYEeHHbIMU AaHHBIMU UMW YTO PUCK NPUYMHEHUs Bpeda
30pOBbIO0 YerioBeka BCreACTBME MNpuemMa fekapCTBEHHOro npenapaTta gns MeguuMHCKOro
npuMeHeHna npesblwaeT 3PPEKTUBHOCTb €ro NPUMEHEHUS.

MHdopmaLms 06 n3MeHeHusIx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 yacmb 3 cmambu 27
Hacmosiwezo ®edeparibHO20 3aKOHa U3/I0XeHa 8 HoeoU pedakuyuu, ecmyrnarowed 8 cusy ¢
1 urona 2015 a.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu
3. MNoBTOpHOE nNpeacTaBneHne B COOTBETCTBYIOLNIM YNONHOMOYEHHbIN dheepanbHbIii
opraH UCNoJSTHUTENbHOW BNacTy NekapcTBEHHOro npenapara, B OTHOLIEHUN KOTOPOro noslyveH
OTKa3 B rocygapCTBEHHOW perucrpaumm n KoTopbi BMOCNEACTBUM NOABEPICS U3MEHEHMUIO B
YacTM ero CcocTaBa, paccMaTpuMBaeTCA Kak npeacTaBfeHne HOBOro J1IeKapCTBEHHOro
npenapata Ha €ero rocyfapCTBEHHYK perncTpaumio He3aBMCUMO OT COXPaHeHus ero
nepBMYHOro HaMMeHOBAHUSL.

MHdopmaLmsi 06 u3MeHeHusIx:

Cmamebs 27 dononHeHa Yacmbio 4 ¢ 15 uroHsa 2018 a. - @edeparnbHbil 3aKOH 0m 4 UOHS
2018 2. N 140-03
4. [Mpn npegocTtaBneHNUn 3asiBUTENIEM B COCTaBe pPErmcTpaumMoHHOro [OCbe Ha
NEeKapCTBEHHbIN  MNpenapaT AN BETEPUHAPHOrO  MNPUMEHEHUS  KOMUM  peLueHus
YNONTHOMOYEHHOro  dpefepanbHOro opraHa WUCMOMHUTENbHOM BfacTu O  MpoBedeHun
WHCMNEKTMPOBaHMS NPOU3BOAUTENSA FEKAaPCTBEHHbIX CPEACTB CPOK MNPUHATUS pelleHns o
rocygapCTBEHHOW  pernctpaumm  fiekapCTBEHHOro  npenapata Ans  BeTepuHapHOro
NPUMEHEHNSA NPUOCTAHABNMBAETCS CO OHSA MNOSMyYEHUSA 3aKIOYEHUMN, yKa3aHHbIX B 4acTtu 1
HacTosWwen cTaTtbM, OO [AHA MNPUHATUA  YNONTHOMOYEHHbIM  dpefepanbHbiM  OpraHoM
NCMONHUTENBbHON BNAacTU pelleHuMst O Bblaade unu o6 oTKase B Bblgade 3aKlo4veHUss O
COOTBETCTBUN NPOU3BOAMTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHMAM NpaBusl Haanexawemn
NPON3BOLCTBEHHOW NPAKTUKN, HO HE Bonee Yem Ha CTO BOCEMbAECAT paboymx gHeEN.

MHdopmaLmst 06 uaMeHeHusIx:

Cmamebs 27 dononHeHa Yacmbro 5 ¢ 15 uroHsa 2018 2. - @edeparnbHbil 3aKOH 0m 4 UOHS
2018 e. N 140-®3
5. OcHoBaHMeM pfnsi oOTKasa B TOCyAapCTBEHHOM perncrpauum nekapcTBEHHOro
npenapata ANa BETEPUHAPHOrO MPUMEHEHUSA SABMSETCS 3akrloyYeHWe YNoSTHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOM BNactTM O TOM, YTO KayectBO U (Mnn)
3(pPEKTUBHOCTb  PErUCTPUPYEMOrO  FIEKAPCTBEHHOrO npenapata And BeTEepUMHApPHOro
NPUMEHEHN He NoATBEPXAEHbI NMOSMTYYEHHbIMW AAHHBIMU UM YTO PUCK NPUYMHEHUs Bpeda
300pPOBbIO KMBOTHOIO BCNEACTBME NPUEMA NIEKAPCTBEHHOrO npenapara ansi BEeTEPUHAPHOro
NpUMeHeHns npe.biwaeT 3PPEKTUBHOCTL €ro MpPUMEHEHMUs, OTKa3 YNOJIHOMOYEHHOro
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degepanbHOro opraHa WCMNOMHUTENBbHOW BfacTU B Bblgade 3akfYeHUs O COOTBETCTBUM
NnpPoM3BOAMTENS  JIEKAPCTBEHHbIX  CpeacTB  TpeboBaHUAM npasun Hagnexatlen
NPOU3BOLACTBEHHOW MPAKTUKN ON1S KaXXO0W NPOU3BOLACTBEHHOW MNNOLWAAKA PernctpupyemMmoro
fleKapCTBEHHOro npenapaTta Afs BEeTEPUHAPHOro NPUMEHEHUS B Crnyyae, ecrnv NpouM3BOACTBO
NeKapCTBEHHOro npenaparta Ans BeTepUHaApPHOro MNpPUMEHEHUs OcyllecTBnseTcs 3a
npegenamu Poccumnckon degepaumm, unm OTCyTCTBUE TAKOrO 3aKNHYEHUs.

FAPAHT:

CM. KoMMmeHTapum K ctaTbe 27 HacTosiero ®egepanbHOro 3akoHa

MHdopmaLms 06 u3MeHeHusIx:

Cmamebs 27.1 usmeHeHa ¢ 1 mapma 2020 e. - ®edeparibHbIl 3akoH om 27 0ekabps 2019 a.
N 475-03

Cwm. npeodbidywyro pedaKyuro
FAPAHT:

YNOSHOMOYEHHbIN befeparibHbI opraH UcnonHuTensHon enactun go 1 axsaps 2021 roga
onpegenser B3aMMO3aMEHAEMOCTb JIeKapCTBEHHbIX MpenapaTtoB And MeOUUMHCKOro
NPUMEHEHNA, KOTOPbIE 3aperncTpupoBaHbl 0O AHA BCTynneHus B cuny ®denepanbHOro
3aKkoHa oT 27 gekabpsa 2019 r. N 475-®3 n B3anMMo3aMeHSEMOCTb KOTOPbIX paHee He Gbina
onpegeneHa, B nMoOpsake, YCTAHOBSIEHHOM HACTOsIWEN CTaTben, 3a WCKIIHYEHUEM
neKapCTBEHHbIX NpenapaToB, yKka3aHHbIX B YacTn 4 ctaten 3 PegepanbHOro 3akoHa ot 27
aekabps 2019 r. N 475-93
Cratbsa 27.1. Bsanmo3amMeHAeMOCTb IEKapCTBEHHbIX NpenapaTtoB Ans MeauLMHCKOro
NpUMeHeHns

1. Bsaumo3aMeHAeMOCTb  fiekapCTBEHHbIX npenapaTtoB AN MeaUUUHCKOro
NpUMEeHeHnsa onpeaenseTcs YNONMHOMOYEHHbIM defeparibHbiIM OpraHoM UCMNONHUTENBHOM
BNacTn, OCYLECTBMASALWNM rOCyJapCTBEHHYIO pPernctpaumio fekapCTBEHHbIX MpenapaTtoB
ANA MeMUMHCKOro NPUMEHEHUS, B paMKax OQHOI0 MeXayHapoaHOro HenaTteHToOBaHHOro (Mnu
XUMUYECKOro, Unn rpynnMpoBOYHOIr0) HavMEHOBaHUS Ha OCHOBE 3aK/YEeHUs KOMWUCCUn
9KCMNEepTOB 3KCNEPTHOrO yypexaeHus O B3aMMO3aMEeHAEMOCTU fleKapCTBEHHOro npenaparta
ANA  MeOuUMHCKOro npuMeHeHuss nubo O TOM, YTO JeKapCTBEHHbI npenapat Aans
MEAVLMHCKOrO MNPUMEHEHUS He sBrnseTcsa B3aumo3ameHsieMbiM. [lopsaok onpepeneHus
B3aMMO3aMEHAEMOCTM JIeKapCTBEHHbIX MpenapaTtoB Ans MeOVUMHCKOro MNpUMEHEHUa U
hopma 3aKMYeHN KOMUCCUMN SKCMEPTOB 3KCMEPTHOrO yYpexaeHns 0 B3anMo3aMeHIeMOoCTH
NEKapCTBEHHbIX NpenapatoB Ans MEOUUUHCKOrO MNpUMEHeHna nubo o ToM, 4TO
NeKkapCcTBEHHbIN npenapat  gns MeaMLMHCKOro NPUMEHEHNS He aBnsaeTcs
B3aMMoO3aMeHsieMbIM, ycTaHaBnmBatoTca [Npasutensctsom Poccunckon denepaumu.

2. Komwuccmsi  aKCnepToB  IKCNEPTHOrO  ydpexaeHua JaeT  3akioveHve o
B3aMMO3aMEHSAEMOCTM NIEKapPCTBEHHOIO npenapara Ans MeauuuHCKOro npumMeHeHusa nmbo o
TOM, 4YTO JFeKapCTBEHHbIM npenapaTt Ansg MeAUUMHCKOTO MPUMEHEHUS He sBnsieTcs
B3aMMO3aMeHSeMbIM, HA OCHOBaHUN CreayoLwWnx Kputepmes (XapakTepUCTuK):

1) okBuBaneHTHoCTb (AN  ©OwuoaHanoroBbiX (6MONO4OGHbLIX)  NEKapCTBEHHbIX
npenapatoB (6uoaHanoroB) - COMOCTaBMMOCTb) Ka4YeCTBEHHbIX W  KONUYECTBEHHbIX
XapaKTepPUCTUK hapmMaLeBTUYECKUX CyOCTaHUMA UNn CONOCTaBUMOCTb aHTUNeHHOro coctaBa
BakuMH. Mcnonb3oBaHMe  pasnUYHbIX  conen, 3duMpoB,  KOMMSIEKCOB, M30MEpPOB,
KpucTannmyeckux opm 1 gpyrux npon3BoaHbIX OAHOrO U TOro Xe AeWCTBYIOLEro BellecTsa
He ABNAeTCsa MNpenaTcTBMeM [ONA onpeferieHUss B3auMMO3aMeHSeMOCTU NeKapCTBEHHbIX
npenapaTtoB, €Cnu npu NpoBefeHun mnccrnenoBaHus GUOSKBMBANEHTHOCTU JleKapCTBEHHOIo
npenapata WM UCCNegoBaHUS TepaneBTUYECKOW OKBUBASNIEHTHOCTU  NEeKapCTBEHHOro
npenapata [oKa3aHO OTCYTCTBME KMMHUYECKM 3HAYUMbIX PasfuMyunin papMakOKUHETUKU U
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(vnn) adpcpbekTMBHOCTM M Be30nNacHOCTM NEKAPCTBEHHOroO npenapata Ans MeauuUMHCKOro
NPUMEHEHNS;

2) 3KBMBaNeHTHOCTb fiekapcTBeHHOM popMbl. Mo aKBMBaNEHTHbIMU JIeKapCTBEHHBIMU
dopmMamMn NMOHUMAIOTCA pPasHble JIeKapCTBEHHbIE (POPMbl, UMEKLLME OAMHAKOBbLIE CNOCO6
BBeAEHUs M cnocob npuMmeHeHusi, obnagarolime conocTaBUMbIMU PapMaKOKMHETUYECKUMM
Xapaktepuctmkamn 1 papmakonorndyeckum genctemem u  obecrneymBarowme Takke
AOCTMXXEHNE HeobXoauMoro KinHu4eckoro adpdekTta. Pasnnums nekapcTBeHHbIX hopm He
SABMAOTCA MNPEnsaTCTBMEM [N  OnNpeaenieHMsi  B3auMO3aMEHSEMOCTM  JIEKAPCTBEHHbIX
npenapaToB, €cnv npu MNpoBeOEHMM UCCNeaoBaHNA OMO3KBMBANEHTHOCTU NEKAPCTBEHHOIO
npenapata WM WUCCNeaoBaHUS TepaneBTUYECKONW OKBUBANIEHTHOCTU  NEKapCTBEHHOrO
npenapaTta [OKa3aHO OTCYTCTBME KIMHUYECKU 3HAYUMbIX pPasfivynun apMakoOKUHETUKU U
(vnn) adbcpekTMBHOCTM M Be3onacHOCTU FeKapCTBEHHOro npenapata Ans MeauuUHCKOro
NPUMEHEHUS;

3) 9KBMBANEHTHOCTb WM COMOCTaBMMOCTb COCTaBa BCMOMOraTesflbHbIX BeLlecTB
nekapCTBEHHOro npenapata And MeauUUHCKOro npumMeHeHusi.  Pasnuuus  cocTtasa
BCNOMOraTesibHbIX BELLECTB fIEKApPCTBEHHOrO npenapaTta He sBASTCA NpensTtcTBueM Ons
onpeneneHnss B3amMo3aMeHSIEMOCTU JfleKapCTBEHHbIX MNpenapaToB, €cnv npu NpoBeaeHUn
nccrnegoBaHna 6GUOIKBMBANEHTHOCTM JIEKAPCTBEHHOro npenapata WM UccrnegoBaHus
TepaneBTUYEeCKOM OSKBMBANEHTHOCTM JNEeKapCTBEHHOro npenapaTta [Joka3aHo OTCYyTCTBUE
KIMHMYECKM  3HAYMMbIX  PasnnuMin  (PapMakoKUHETMKM U (Unn)  3PPEKTUBHOCTM U
6e30MacHOCTM nekapcTBEHHOro npenapara Ans MeauUMHCKOro npumeHenus. Npu Hannumm
KIMHMYECKM  3HAYMMbIX  pPasnuuMin  (PapMakoKUHETMKM U (Unn)  3PPEKTUBHOCTM U
6GesonacHocTn nekapCcTBEHHOro npenaparta ans MeOULINMHCKOro npUMeHeHus
B3aMMO3aMEHSEMOCTb OMpeaensieTca C yKasaHMeM Ha WCKNIOYEHWe oTAenbHbIX rpynn
NaumMeHTOB;

4) naeHTN4HOCTb cnocoba BBeAEHUS U cnocoba NpUMEHEHNS;

5) cooTBeTCTBME NPOM3BOAMTENS NEKAPCTBEHHOrO cpeacTsa TpeboBaHMsIM npaBun
Hagnexawen Npon3BoACTBEHHOW NPaKTUKN.

3. OnpegeneHne B3aMMO3aMEHSIEMOCTM  BOCMNPOU3BELAEHHbIX  JIEKAapPCTBEHHbIX
npenapaToB ANA MeOULMHCKOro NpUMeEHeHus, ykasaHHbIxX B Yactu 10 ctatbn 18 HacToswero
depepanbHOro 3akoHa, ocyuwectBnsetcs 6e3 HeobxoguMocTM pokasaTenbCcTBa  MX
OMO3KBMBANEHTHOCTH.

4. OcobeHHOCTU onpeaeneHnsa B3aMMo3aMeHSIEMOCTN OMONOrMYeCcKmX NeKapCTBEHHbIX
npenapaToB, KOMOWHMPOBAaHHLIX JFEKAPCTBEHHbLIX MNpenapaTtoB (cogepXalmx KomOuHauuio
ABYX 1 Bonee OeNCTBYOLWMX BELWECTB), NIeKapCTBEHHbLIX MpenapaToB 4SS napeHTepansHoro
nUTaHUsN n HEe4O3UPOBAHHbIX  NEeKapCTBEHHbIX npenapaTtoB  ycTaHaBNMBalOTCS
MpaButenscTtBoM Poccuinckon denepaumn.

5. OnpegeneHve B3aMMO3aMEHAEMOCTU He OCYLLUECTBMSIETCA B  OTHOLUEHUU
neKapCTBEHHbIX pacTUTENbHbIX NpenapaToB, rOMeonaTUYeCKNX SIeKapCTBEHHbIX NpenapaTos.

6. dopmupoBaHME NepevHa B3aMMO3aMEHSIEMbIX JIEKapCTBEHHbIX MpenapaToB Anis
MeONLUMHCKOrO MNPUMEHEHUS] OCYLLEeCTBNAETCA SKCNEepTHbIM y4ypexgeHuem nocpeacTtBoM
00beaAnHEHUT NEKapCTBEHHbIX MpenapaTtoB B OTAEfbHbIE TPYMMbl, B KaXXAOW U3 KOTOPbIX
nekapCcTBeHHble NpenapaTbl ABNAKTCA B3aMO3aMeEHAEMbIMMU.

7. B cnyyae BKMAOYEHMSS B MHCTPYKUMIO MO  MEAULMHCKOMY  NPUMEHEHUIO
NeKapCTBEHHOro rnpenaparta Ha OCHOBaHWW pe3ynbTaToB COOTBETCTBYHOLUMX UCCedoBaHWUN
nokasaHun Ons NPUMEHEHUs, KOTopble OTNNYalTCS OT MoKasaHuW Ons NPUMEHEHNSA OPYrux
NeKapCTBEHHbIX NMpenapaToB M3 rpynnbl B3aMMO3aMeHSIEMbIX NIeKapCTBEHHbIX NpenapaTos, B
nepevyHe B3aMMO3aMeEHSEMbIX FIEKAPCTBEHHbIX NpenapaTtoB Ans MeAULUHCKOro NpUMEHEHUs
AOIMKHA ObITb YKaszaHa cCOOTBETCTBYHOLWAa nHopmaums.

8. llepeyeHb B3aMMO3aMeEHSAEMbIX JlEeKapCTBEHHbIX MNpenapaTtoB ANs MeLUUMHCKOro
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NPUMEHEHNa pasmellaeTcs YMNONMHOMOYEHHbIM doefepalibHbIM OpPraHoOM MWCMNOSTHUTENBHOM
BNacTu, OCYLECTBASAWNM FOCyaapCTBEHHYIO PErnmcTpaumio fekapCTBEHHbIX MpenapaTtoB
Ans MeauuMHCKOro NpUMEHeHMs, Ha cBoeM oduumanbHoM cante B cetn "WMHTepHeT".
MHopmauma B nepevyHe B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbIX MpenapaTtoB  Ans
MEOVUMHCKOrO  NpUMEHeHUss  OBHOBNSIeTCS  yKasaHHbIM  doefeparnbHbiM - OpraHom
NCMONHUTENbHOW BMACTU C Y4ETOM HOBbIX 3apErMcTpMpoOBaHHbIX IEKAPCTBEHHbIX NpenapaToB
AN MeAUUUHCKOrO NMPUMEHEHUs N BHECEHHbIX U3MEHEHUN B OOKYMEHTbI, coaepalimeca B
PEerMcTpauuoHHbIX [OCbe Ha 3aperMcTpupoBaHHble JleKapCTBEHHble MpenapaTbl  Ans
MeOMLMHCKOrO NPMMEHEHNS.

9. [lMlopsgok ucnonb3oBaHUS MHMOPMaUMM O B3aMMO3aMEHSIEMbIX JIEKApPCTBEHHbIX
npenapaTtax ana MeaumuuMHCKOro NpUMEHEeHUs U NOpSAOK OayM pasbsCHEHMK MO BOMpocam
B3aMMO3aMEHSEMOCTM JIEKapCTBEHHbIX MpenapaTtoB And  MeOUUMHCKOro NpUMEHEHUS
ycTaHasnmBatTcs [paButensctBom Poccuiickon Penepaumm.

FAPAHT:

CM. koMmmeHTapun K ctaTbe 27.1 HacToswero ®eaeparnbHOro 3akoHa

CraTtbAa 28. PernctpaumMoHHOe yOOCTOBEPEHME FIEKAPCTBEHHOMO nNpenapara

1. PerucrtpaumoHHoe yaocToBepeHue NeKapCTBEHHOro npenapata € ykasaHuem
NEeKapCTBEHHbIX (hopM M OO3MPOBOK  BblgaeTcss  OeCccpoyHO, 33  UCKITHYEHMEM
perncTpauuoHHOro yaocToBEpPEeHNa NneKkapCcTBEHHOro npenaparta, Bbl4aBaeMoro CO CPOKOM
AencTBuMs nATb  NeT, Ha BnepBble pernctpupyemble B Poccuiickon ®epepauun
nekapcTBeHHble Npenaparhbl.
FAPAHT:

[ocymoapcTBeHHasi perucTpaumsa JfeKkapCTBEHHbIX nNpenapaTtoB AN BeTEepUHapHOro
NPUMEHEHNA, OAencTBMe KoTopon mctekaet ¢ 14 mapta 2022 r. no 31 gekabpsa 2022r.,
npoanesaeTcs Ha 12 mecqaueB
2. [lo uctevyeHuM ykaszaHHoOro B 4acty 1 HacToAWen cTaTbWM CpoOKa BblaaeTcd
GeccpoyHoe perncTpaumoHHOe YAOCTOBEPEHWE FfeKapCTBEHHOro npenapata npu ycrnosuu
NOATBEPXAEHMUS €ro rocyaapCTBEHHON perucTpauuu.

MHdopmaLmst 06 uaMeHeHusix:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 cmambss 28 Hacmosuwezo
®edeparibHO20 3aKoHa doriofIHeHa Yacmabto 3, ecmynarow,ed 8 cusy ¢ 1 urons 2015 e.

3. B cnyyae BHeceHna B cooTtBetTcTBMM cO crtatbamu 30 wm 31 HacToswero
depepanbHOro 3akoHa M3MEHEHUWM B cogepXawmecss B PErmcTpauMoOHHOM [OCbe Ha
3aperncTpupoOBaHHbIN NIEKAPCTBEHHLIM Npenapat OOKYMEHTbI, 3aTparvBalolimMx CBeOeHUs,
OTpaXeHHble B  pPerncTtpauMoHHOM  YOOCTOBEPEHUW  NeKapCTBEHHOro  rnpenapara,
YNONMHOMOYEHHbIN  dpeepanbHbIn - OpraH  UCMOJSTHATENbHOW  BNacTu  BblgaeT  HOBOe
perncTpaunuoHHoe yaoCTOBEpPEHME feKapCTBEHHOrO npenapara, cogepxallee BHECEHHble B
HEero M3MeHeHus1.

MHdopmaLmst 06 uaMeHeHusix:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 cmambss 28 Hacmosuwezo
®edeparnibHO20 3aKoHa dorosiIHeHa Yacmabro 4, ecmynarouw,ed 8 cusny ¢ 1 uronsa 2015 e.

4. B cnyyae yTpaTbl WNU NOBPEXOEHUS PErucTpauuoHHOro YAOCTOBEPEHUS
NIeKapCTBEHHOro npenapata nNo 3asiBNeHU0 B MNUCbMEHHOW popme aepxatens wnm
Bnagenbua perucTpauuoHHOro  yAOCTOBEPEHUS  NIEKAPCTBEHHOrO  npenapata  wunu
YNOIHOMOYEHHOIO  MMW  [pYyroro  lpuvaMyeckoro nvua o  Bblgadye  aybnuvkaTta
PEerMcTpauuoHHOro  yAOCTOBEPEHUSI  NIEKAPCTBEHHOro  npenapata  YNOSIHOMOYEHHbIV
denepanbHbli opraH UCMOMHUTENBHON BRAcTu B CPOK, HE MPEBbIIAOWNA OeCATU paboumx
AHEN Co OHSA NOCTYNNeHns 3asiBrneHnd, BblgaeT gybnvkaTt permcTpaunoHHOro yaoCcToBepeHus
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NeKkapCcTBEHHOro npenapaTta. 3a Bblgady Aybnvkata permcTtpauvmoHHOro yA4OCTOBEpPEeHUs
NeKapCTBEHHOro npenapaTta B3MMaeTcs rocyaapCTBEHHasi MOWMHa B COOTBETCTBUMM C
3akoHogartenscteoM Poccunckon degepaumm o Hanorax un cbopax.

FAPAHT:

CM. koMMeHTapumn K ctaTbe 28 HacToswero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 29 Hacmosiueao
®eldeparibHO20 3aKOHa U3JIoXeHa 8 HogoU pedakyuu, ecmyrnaruwel 6 curny ¢ 1 sHeaps
2017 a.

Cm. mekem cmamabu 8 rnpedbidywel pedakyuu
FAPAHT:

[ocynapcTBeHHas peructpaums  JeKapCTBEHHbIX nNpenapatoB AnNs  BeTepuUHapHOro
NPUMEHEHNA, OencTBue KoTopol mctekaet ¢ 14 maprta 2022 r. no 31 gekabpsa 2022r.,
npoanesaeTcd Ha 12 mecsaueB
Cratba 29. [logTeBepxaeHwe rocygapCTBEHHOW perucTpauumM  fekapCTBEHHOro
npenaparta
1. TlloaTBepxaeHne rocyaapCTBEHHOW perncTpaumMm nekapcTBEHHOro npenaparta
OCyLlecTBNAeTca npu  Bblgadye  BGECCPOYHOro  pPerucTpauuoHHOro  yoOCTOBEPEHUS
NeKapCTBEHHOro npenapaTta B clfyyae, YyKasaHHOM B 4acTu 2 cTaTtbM 28 HaCTOSLEro
depgepanbHOro 3akoHa, B CPOK, HEe MNpPEeBbIWAWNA LWecTnaecsatm pabounx gHenm co AHA
nosly4eHUsi COOTBETCTBYHOLLMM YNONTHOMOYEHHbIM doefieparibHbIM OpPraHoOM MCMNOSTHUTENBHOM
BflaCTU 3asBfeHuUss O MoATBEPXOEHUN TrOoCydapCTBEHHOM perncrtpaumm nekapcTBEHHOro
npenapaTta. He ocyuwecTBnseTcsd noATBEPXAEHNE rocydapCTBEHHOW perucTpauMm B
OTHOLLEHUM NEKAPCTBEHHOro npenapaTta, He HaxoguBlierocsi B obpauieHun B Poccuiickon
depepaummn B TeyeHne Tpex u 6onee net, a Takke B OTHOLUEHUM NEKAPCTBEHHOrO CPeacTBa,
Npou3BeLeHHOr0 C HapyleHnem TpeboBaHus, YCTaHOBMEHHOro 4acTtbito 3.7 craten 71
HacToswwero ®efepansHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:

Uacmb 2 usameHeHa ¢ 13 agaycma 2019 a. - ®edeparibHbit 3akoH om 2 agaycma 2019 e. N
297-03

Cm. npeodbidywyto pedakyuro
2. 3asBneHve O MNOATBEPXOEHUU TOCyaapCTBEHHOMW pernctTpauun rnekapCcTBEHHOro
npenapata Ansg MeOWUMHCKOrO MPUMEHEHUs npeactaBnseTcas B COOTBETCTBYHOLLMM
YNONHOMOYEHHbIV dbefiepalribHbI OpraH WCMOSTHUTENbHOW BracTU He paHee 4eMm 3a CTo
BOCEMbOECAT [HENW [0 MWCTeYEeHUs cpoka [OeNCTBUA pPerucTpaumoHHOro yAOCTOBEPEHUS
neKapCTBEHHOro npenapara ans MeguumMHCKOro NpUMeHeHns.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 29 dononHeHa Yacmbio 2.1 ¢ 13 ageycma 2019 2. - @edeparibHbIl 3aKOH om 2
asaycma 2019 2. N 297-®3
2.1. 3aaBneHve o NoATBEPXOEHUU rocygapCTBEHHOW perncrpaumm nekapcTBeHHOro
npenapata AnNd BeTEPUHAPHOro MNPUMEHEHUs MpeacTaBnaAeTcd B COOTBETCTBYHOLLMM
YNONHOMOYEHHbIV dbefiepalribHbI OpraH WCMOSTHUTENbHOW BracTU He paHee 4eM 3a CTo
BOCEMbOECAT [HENW [0 MWCTeYeHUs cpoka [OeNCTBUA pPerucTpaumoHHOro yAoCTOBEPEHUS
NeKapCTBEHHOro npenapaTta A BETEPUHAPHOrO NPUMEHEHUS U He MNo3gHee OKOHYaHuS
CpOKa ero 4eNcTBus.
3. [lloaTteepxgeHne rocydapCTBEHHOW perucTpauum rnekapCTBEHHOro npenapaTa
OCYyLLeCTBNAETCA NO pes3ynbTataM 3KCNepTU3bl OTHOLWIEHUA OXMAAeMOW Monb3bl K
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BO3MOXXHOMY PUCKY MPUMEHEHUSI NEeKapCTBEHHOro npenapata Ha OCHOBaHWM pe3ynbTaToB
MOHUTOPUHra 3PPEKTUBHOCTM N BE30MacHOCTM NeKapCTBEHHOro npenapaTa, NPOBOAUMOro
aepxaTtenem wnu  BnagenbueM  PerncTpaumoHHOro  yAOCTOBEPEHUS  NIEKAPCTBEHHOO
npenaparta NM6o ynosIHOMOYEHHbIM UMW OPUAMYECKUM JIMLIOM, @ TakKe COOTBETCTBYHLLUM
YNONHOMOYEHHbIM dheaeparibHbiM OpPraHoM WCMOSTHUTENbHOW BlacTM B COOTBETCTBUM C
TpeboBaHnamMu ctatbn 64 HacToswero PegepanbHOro 3akoHa.

MHdopmaLms 06 u3MeHeHusIx:
Yacmb 4 usmeHeHa ¢ 15 uroHs 2018 a. - @edeparsibHbit 3akoH om 4 utoHs 2018 2. N 140-©3

Cm. rpeodbidywyto pedakyuro

4. K 3asBrneHnio 0 NOATBEPXOEHUU TOCYdapCTBEHHOW perucrpauumn rnekapcTBeHHOro
npenaparta aAnsg MeguuuHCKOro NpUMeHeHns npunaratTcs:

1) [OOKyMeHTbl, coaepxawume pesynbTatbl MOHUTOPUHra 3MEEKTUBHOCTU U
BGe3onacHOCTM fiekapCTBEHHOro npenapaTta Angd MeauumHCKOro NpUMeHeHus!, NpoBeaeHHOro
aepxatenem unu  BrnagenbueMm  perucTpaumoHHOrO  yOOCTOBEPEHUA  NEKapCTBEHHOrO
npenapata Ans MeauMUMHCKOro npuMeHeHna nmbo YNONMHOMOYEHHbIM UM  HOPUAUYECKUM
nmyoMm, no  dopme,  YTBEPXOEHHOW  YNOMHOMOYEeHHbIM  beaepanbHbIM  OpraHoMm
NCNOSTHUTENbHOW BNacTy;

MHdopmaLmst 06 uaMeHeHusIx:

[MyHkm 2 usmeHeH ¢ 1 gHeaps 2021 e. - ®edeparibHbil 3akoH om 27 dekabps 2019 2. N
478-03

Cwm. npeodbidywyro pedaKyuro

2) cBefeHus O gaTe npefocTaBreHnd U perncTpauuoHHOM HOMepe NUUEH3UU Ha
NPON3BOACTBO JIEKAPCTBEHHbIX CPEeACTB WM CBedeHMs O pJaTe npefocTaBrieHus U
perncTpauuoHHOM HOMepe 3aKfYeHUs O COOTBETCTBMM MNPOU3BOAUTENS feKapCTBEHHbIX
cpeacTs TpeboBaHNsM npasun Hagnexatien NPOV3BOLACTBEHHON NPaKTUKN,
npefoCTaBEHHbIX YNOSTHOMOYEHHbIM beeparibHbIM OpraHoOM WCMOSTHUTENbHOW BNactu B
OTHOLLEHMM MPOM3BOACTBEHHOW MNIOLWAAKA NeKapCTBEHHOro npenapata ans MeauumnHCKOro
NPUMEHEHNSA, rocydapCTBEHHas perncrpaums KOToporo noaTBepXaaeTcs B crnyyae, ecnv
NPON3BOACTBO  JIEKAPCTBEHHOIro npenapata  Ans MeaMLMHCKOro NPUMEHeHNs
ocywectBndaetca B Poccuiickon enepaumu;

MHdopmaLms 06 n3MeHeHusIx:

[MyHkm 3 usmeHeH ¢ 1 aHeaps 2021 e. - ®edeparibHbil 3akoH om 27 dekabpsi 2019 2. N
478-03

Cm. npeodbidywyto pedakyuro

3) Konua npenocTaBrieHHOW YMNOMHOMOYEHHbIM OpraHOM CTpaHbl NPOM3BOAUTENS
NULEH3MM Ha NPOU3BOACTBO fIEKapCTBEHHOMo npenapara Ans MeauuuHCKOro NpuMeHeHns m
ee nepeBO Ha PYCCKMN £3blK, 3aBepeHHble B YCTAaHOBMIEHHOM MoOpsaaKe, a Takke Konus
3aKSII0YEHNs O COOTBETCTBUN NPON3BOAUTENS NEKAPCTBEHHbLIX CPeaCcTB TpeboBaHUAM npasun
Hagnexawen npous3BOACTBEHHOW MNPAKTUKW, BblAAHHOIO YMNOSTHOMOYEHHbIM beaeparibHbIM
OpraHoM  WCMOMHUTENbHOM BNAcTU B OTHOWEHUW NPOU3BOACTBEHHOW  MNNOLLaAKM
NeKapCTBEHHOro npenapara ans MeguUMHCKOro NPUMEHeHUs1, rocyfapCTBEHHAa perncrpauus
KOTOpPOro nogTBepXaaeTcs, UM KOMusa peLleHnst YNosTHOMOYEHHOro deaepanbHoro opraHa
NCMONHUTESTbHOW BMlaCTU O NPOBEAEHUN MHCMEKTUPOBAHUS NPOU3BOAUTENSA NeKapCTBEHHbIX
CpeAcTB B criyyae, ecrniv nNpou3BOACTBO FEKapCTBEHHOro npenapata Ans MeauuUMHCKOro
NpUMeEHeHNs ocyLLleCcTBsSeTca 3a npegenamu Poccuinckon denepaumn.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 29 dononHeHa Yacmbto 4.1 ¢ 15 uroHsa 2018 2. - @edeparibHbIl 3aKOH 0m 4 UtoHS
2018 e. N 140-®3
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4.1. B OTHOWEHNM OUOMOrMYECKUX NEKAPCTBEHHbIX NpenapaTtoB AN MeAWLMHCKOro
NPUMEHEHUs 3asiBUTENb  AOMNONHUTENbHO NpeacTaBnsieT pe3ynbTaTbl  MeponpuUaTUn,
NpeaycMOTPEHHbIX MNMaHOM  yrpaBlneHUss puckamu, YTBEpXXAEHHbIM  YNOMHOMOYEHHbIM
denepanbHbIM OpraHOM MCMONTHUTENBbHOW BRAacTM MpU OCYLLEeCTBINEHUM FOCyaapCTBEHHOW
perncTpaLummn nekapcTBEHHOro npenapara ans MeauLUHCKOro NpUMeHeHUs.

MHdopmaumsa 06 nameHeHusx:

Uacmb 4.2 usmeHeHa ¢ 13 agaycma 2019 a. - ®edeparsibHbIl 3akoH om 2 ageycma 2019 e.
N 297-03

Cm. rpeodbidywyto pedakyuro

4.2. K 3a9BneHnio 0 NoATBEPXOEHUU rOCYAapCTBEHHOM perucTpaumm nekapcTBeHHOro
npenapaTta pAns BeTEPUHAPHOrO MNPUMEHEHUSA MpunaralTca LOOKYMEHTbl, coaepXalme
pe3ynbTaTbl MOHUTOPUHIa 3PEKTUBHOCTM N BE30NACHOCTM NEKAPCTBEHHOMO Npenapara gns
BETEPUHAPHOro NPUMEHEHWS, NpoBOANMOrO aepxarenem nnm Bnagenbuem
perncTpauuoHHOro yaoCTOBEPEHUA eKapCTBEHHOro npenapata Ans  BeTepuUHapHOro
NPUMEHEHNSA NUOO YNOSTHOMOYEHHBIM UM OPULONYECKM NULIOM, MO opme, YTBEPXKOEHHOMN
YNONTHOMOYEHHbIM  dpefepanbHbiM  OpraHoM  WUCMOMHUTENbHOW BNactn, W OOKYMEHTHI,
yKasaHHble B nyHkTax 1, 2 - 2.2, nognyHkrax "a", "6", "k", "n" nyHkta 4 4yactu 3 ctatbn 17
HacTosiwero denepanbHOro 3akoHa. B OTHOWEHMM MMMYHOBMONOrMYECKMUX NEKAPCTBEHHbIX
npenapaToB ANs BETEPUHAPHOrO NPUMEHEHUS HE NPEeACTaBATCA CBEAEHUS, YKa3aHHbIe B
nognyHkre "k" nyHkta 4 yactn 3 ctatemn 17 HacToswero degepanbLHoro 3akoHa. B oTHoweHumn
NleKapCTBEHHbIX NpenapaToB AN BETEPMHAPHOIO NPUMEHEHUS, MOMYYEHHbIX C MPUMEHEHNEM
reHHO-MHXEHEPHO-MOANULMPOBAHHBLIX OPraHM3MOB UMW coAepXalluux Takume opraHu3mbl,
AOMNOSTHUTENBbHO MPEeACTaBnsATCA CBeLEHUS, YKaszaHHble B nyHkte 13 4vactu 3 ctaten 17
HacTosiwero PegepanbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:

Uacmb 4.3 usmeHeHa ¢ 1 aHeaps 2021 e. - ®edeparibHbll 3akoH om 27 dekabpsi 2019 2. N
478-03

CmM. npeodbidywyto pedakyuro

4.3. 3agBuTenb BnpaBe npeactaBUTb C  3asABNEeHMEM O  MOATBEpPXAeHUU
rocyfapCTBEHHOW  perucTpauumn  fieKapCTBEHHOro  npenaparta  KOMuK  JOKYMEHTa,
NoaATBEPXXAAOLLErO ynnaTty rocygapCTBEHHOM NOLUMNHbI 3a NnoaTBeEPXAeHne
rocygapCTBEHHOW perucTpauuMyM JekapCTBEHHOro npenaparta, a Takke BblgaBaeMble
(NnpepoctaBngemble) YNONHOMOYEHHbIMU  doedeparibHbIMM - OpraHaMm  UCMNOJSTHUTENBbHOM
BNacTn OOKYMEHTbl (CBeAEHUS), yKka3aHHble B MyHKTax 2 U 3 4Yactu 4 HacToswen cratbn. B
cnyyae uX HenpeacTtaBneHUs YMNONMHOMOYEHHbIM dedepanbHbI OpraH UCNOSTHUTENBHOMN
BNacTu 3anpallvBaeT yKa3aHHble OOKYMEHTbl (CBeAEHWUS) B MOPSAKE MEXBELOMCTBEHHOIO
MHGOPMAaLMOHHOIO B3aMMOAENCTBUS.

5. B TeyeHue gecatn pabounx gHen Co AHS NPUHATUS 3asiBIEHUS O NMOATBEPXOEHUN
rocygapCTBEHHOW perncrpaumm nekapcTBEHHOro npenaparta U OOKYMEHTOB, codepallmx
pesynbTtaTtbl MOHUTOPUHra 3EEKTUBHOCTU M BGE30MacHOCTM JNEKAapCTBEHHOro npenapara,
npoBOOMMOro  AepXxaTenem WnNu  BrnagenblueM  perncTpaumMoHHOro  yaoCTOBEPEHUs
fleKapCTBEHHOro npenapata MO0  YNOSIHOMOYEHHBIM UMW HOPUANYECKUM  NIULOM,
YNONTHOMOYEHHbIV (beaepanbHbI OpraH UCNOSTHUTENBHOW BNacTu:

1) npoBOAUT nNpPOBEPKY MNOSIHOTbI CBEAEHWW, COAEepXallMxcsi B NpeacTtaBneHHbIX
3asiBuTENEM AOKYMEHTaXx;

2) NpUHUMaEeT pelleHne o npoBefeHun unn o6 oTkase B NPOBEOEHUM IKCNEPTU3bI
OTHOLWIEHUS OXMAAeMOM MoJSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOTO
npenapata Ha OCHOBaHWW pPe3ynbTaTOB MOHUTOPUHra 3(EKTUBHOCTU M Be30macHOCTU
neKapCTBEHHOro npenapara, NPOBOANMOIO aepxatenem nnm Brnagenbuem
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pPerncTpaumoHHOro yaoCTOBEPEHMUS NEKAPCTBEHHOrO npenapata fiMbo ynosIHOMOYEHHbIM MU
IOpUANYECKMM  NMUOM, a Takke deaeparnbHbiM OpPraHoM WCMNOSIHUTENBbHOW BracTu B
cooTBeTCTBUMN C TpeboBaHuAMM cTaTbn 64 HacToswero ®egepanbHOro 3aKoHa;

3) yBegomMnsdeTr B 9NEeKTPOHHOM opme WM MNUCbMEHHON dopme 3asBuTens wu
9KCMNEPTHOE yUYpexXaeHne O NPUHATOM peLueHun Nnnbo B cryyae NpuHATUA pelleHnst 06 oTkase
B NPOBEOEHUM IKCNEPTU3bl YKa3biBAET NPUYUHBI TAKOro oTKasa.

6. B cny4ae BbIsIBNIeHUS HeQOCTOBEPHOCTU M (UNX) HEOOCTaTOYHOCTU MHOpMauuu,
cogepxallemcsa B NpeacTaBfieHHbIX — 3asiBUTENEM  JOKYMEHTaX,  YNOSIHOMOYEHHbIV
denepanbHbli  OpraH MUCMONHUTENBHOMW BNAcTU HanpaenseT 3asBuTento 3anpoc 06
YTOUYHEHUN YKa3aHHOW WHgopMauun. 3anpoc YNOSIHOMOYEHHOro heaepanbHOro opraHa
NCNOSNTHUTENbHOW BMacTn MOXeT ObiTb nepegaH YyNnosIHOMOYEHHOMY MpencTaBUTENto
3asBUTENSA NNMYHO NOL PacnucKy, HanpasfieH No No4yTe 3akasHbiM MMCbMOM UMW NepefaH B
3NEeKTPOHHOM POpMe MO TeNneKOMMYHUKAUVMOHHbLIM KaHanam cBa3n. B cnyvyae HanpaBneHus
3anpoca YMNoOSIHOMOYEHHOro defepanbHOro opraHa WCNOSIHUTENbHOW BflaCTU MO  MouyTe
3aKa3HbIM MUCbMOM OH CYMUTAeTCs MOJSlyYEHHbIM MO WCTEYEeHUM LWeCTu AHenW C AaThbl
HanpaBfieHMs1 3aKa3HOro nucbma.

7. 3asButenb o0643aH nNpeactaBUTb  OTBET Ha  3anpoc  YNOSIHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENBHOM BlacTU B CPOK, He MpeBbllalowmn geBsiHOCTa
pabounx gHen co gHA ero nonydeHus. Cpok, ykasaHHbIM B 4acTu 5 HacCTOsALWEN CTaTbMw,
npuocTaHaBnNMBaeTCss CO [OHA HanpasfeHusa 3asiBUTEN0 3anpoca  YNOSIHOMOYEHHOro
dbeepanbHOro opraHa MCMNOSIHUTENBbHOM BlacTW A0 AHSA NOSTyYeHUs UM COOTBETCTBYHOLLEro
OTBETA W HEe YYUTbIBAETCA MPU WUCYUCIIEHUM CpOKa MOATBEPXKOAEHUS TOCYOapCTBEHHOMN
perncTpauum nekapCcTBeHHOro npenapara.

8. OcHoBaHMeM [nsi oTKasa B MNPOBEAEHUM IKCMEPTU3bl OTHOLUEHUS OXnOaeMoWn
nosib3bl K BO3MOXHOMY PUCKY MPUMEHEHUs JleKapCTBEHHOro npenaparta sBrnseTcd
npeacTaBneHne AOKYMEHTOB, coepXalimx pesyfnbTaTbl MOHUTOPUHra 3QdEKTUBHOCTU U
Ge3onacHOCTM neKapCTBEHHOro npenapata, W (UnKM) B  OTHOWEHUM BUMONOrnMYecKmx
NeKapCTBEHHbIX NpenapaToB pe3yfibTaToOB OCYLLECTBIEHUS MEPONpUSTUA B COOTBETCTBUMN C
nnaHoM ynpaBneHus puckamn, yTBepXAeHHbIM YMNONHOMOYEHHbIM doefepalsibHbIM OpraHoM
UCMONHUTENbHOM  BracTU  NpWM  OCYLECTBNEHUM  rOCydapCTBEHHOM  perncrpauum
NEeKapCTBEHHOro  npenapaTta, B  HenorHoM ob6beme, OTCyTCTBME  WMHpopmauum,
noareepxgarowlen akt  ynnatbl rOCy4apCTBEHHOM MOWMWHBLI 33  noaTeepXaeHue
rocyaapCTBEHHOW peructpauum nekapcTBEHHOro npenaparta, nvbo HenpencraBneHve
3adBuUTENEM B YCTAHOBJSIEHHbIN CPOK OTBETa Ha YKa3aHHbIN B 4YacTW 6 HacTosLWeWn cTaTbu
3anpoc YnosIHOMOYEHHOro defeparnbHOro oOpraHa WCMONHUTENbHOM BRacTW, a Takxke
OTCYTCTBME B YKa3aHHbIX JOKYMEHTaxX MHGopMauumn, kKotopasi 40ShKkHa ObITb B HUX OTpaXKeHa.

9. OKcnepTv3a OTHOLLEHUS OXMOAeMOW MOfb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSN
fleKapCTBEHHOro npenapata B Uendax NOATBEPXAEHUA TOCyAapCTBEHHOM perncrpauumn
NeKapCTBEHHOro npenapara NpoBOAUTCA KOMUCCUEWN IKCNEPTOB 3KCMNEPTHOro yYpexxaeHusa B
CPOK, HE MpEBbILIALWMA COpoka pabounx gHen.

10. B cnyyae HegoOCTaTOYHOCTM MNpenCTaBlIEHHbIX 3KCNepTy MaTtepuarioB Ans Jayu
3aKnYeHnss  aKkcnepT obpawaeTcs K pyKOBOOUTENO  IKCMEPTHOrO  yypexneHuss o
npegocTaBneHnn eMy Heobxoammbix MatepuanoB. PyKOBOAMTENb SKCMEPTHOrO YYpeXaeHUs
obpallaetcsa C COOTBETCTBYHLMM 3arnpoCcoOM B YMNOSIHOMOYEHHbLIN defepanbHblii opraH
NCMNOSTHATENBHOW BRacTW, BblAaBLUMKA 3adaHMe Ha npoBedeHMe 3KCNepTU3bl OTHOLLEHUSA
OXMOaeMonm nosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUSI NEKapCTBEHHOro npenapara Ha
OCHOBaHWW [OKYMEHTa, coepXallero pesynbtartbl MOHUTOPUHra 3PEEKTUBHOCTU U
©e3onacHOCTM nekapcTBEHHOro npenapata. B TeyeHue natu pabounx OHen co AHA
NOCTYNNEeHUs 3anpoca pPyKoBOAMUTENHA SKCNEPTHOro yYpexaeHusa ykasaHHbl dpefeparnbHbiv
opraH MCMOSIHUTENBbHOM BRacTM HanpasnsieT 3asiBUTEN0 3anpoc O nNpeacTaBfieHun



HeobXoaMMbIX  MaTepuanoB, KOTOpPbIN MOXeT ObiTb nepegaH  YNOSIHOMOYEHHOMY
npeacTaBUTENO 3aaBUTENSA NUYHO NOA PacrnuckKy, HanpasreH Mo NoyTe 3akasHbiM NMUCbLMOM
Unu nepegaH B 9NeKTPOHHOW (hopmMe No TENEeKOMMYHUKALMOHHBLIM KaHanam csasn. B criyvae
HanpaBsneHusa 3anpoca YMNofIHOMOYEHHOro defiepanbHOro opraHa WUCMOMHUTENbHOW BNacTu
Nno noyTe 3akasHbIM NMUCbMOM OH CYMTAETCHA NOSyYEHHbIM MO UCTEYEHUUN LWEeCTU OHEN C AaTbl
HanpaBneHus 3aka3Horo nMcbma.

11. 3assutenbo o06s3aH npeactaBuTb OTBET HA  3anpoc  YNOMHOMOYEHHOrO
denepanbHOro opraHa WUCNOSHUTENLHOW BNAacTU B CPOK, HE MNPEBbILAKLWNKA LECTUOECATH
pabounx OHeW CO OHA MOMyvYeHMs yKasaHHOro 3anpoca. YNoSTHOMOYEHHbI deaepanbHbii
opraH UCNOJSTHUTENbHOW BNacTw, BblAaBLUNA 3aaHne Ha NpoBeaeHNe 3KCnepTU3bl OTHOLIEHNS
OXMaaeMonm nosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS FeKapCTBEHHOro rnpenapata Ha
OCHOBaHWW [OOKyMEHTa, coaepXallero pesynbTaTbl MOHUTOPUHra 3MEMEKTUBHOCTU U
6e3onacHOCTM fNeKapCTBEHHOro0 npenaparta, B TevyeHuve nATu pabounx [HenW CO  AOHSA
NOCTYNMEHNa OT 3asdABUTENs OTBeTa Ha 3anpoc YMNOMIHOMOYEHHOro deneparbHOro opraHa
NCMONHUTESNTbHOW BMNacTuW HanpasfseT 3TOT OTBET B 3KCMNepTHoe yypexaeHue. B cnydvae
HenpeacTaBNeHna no WUCTeYeHuU LWecTnagecatn pabouvmx AHeW 3asBuTenem oTBeTa Ha
yKasaHHbIN 3anpoc  YNOSHOMOYEHHbIN eaepanbHbid  OpraH WUCMOSMHUTENbHOM  BriacTw,
BblAaBWNA 3aJaHne Ha npoBefdeHMe 3KCNepTu3bl OTHOLUEHWUS OXuaaemon nonb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHUSA NEeKapCTBEHHOro npenapata Ha OCHOBaHUM [OOKYMEHTa,
cofepxallero pesynbTaTbl MOHUTOPUHIA 3PPEKTUBHOCTU U 6E30MacHOCTN NeKkapCTBEHHOro
npenapata, B TedyeHMe nNATM paboumx [OHENn HanpaBnsieT B 3KCNEPTHOE yypexaeHue
yBelOMSIEHWe O HenpeacTaBfieHun 3asiBUTENeM OTBeTa Ha 3anpoc yKasaHHOro opraHa.
Bpema co gHA HanpaBneHus 3anpoca SKCNEPTHOro YYpexXAeHUs B YNOSIHOMOYEHHbIN
denepanbHbli  OpraH  UCMOMHUTENbHOW BNactTM [0 AHA  MNONyYeHUA  3KCNepTHbIM
yypexaeHvem OTBeTa Ha 3anpoc Wnv yBeLOMSIEHUSI O HenpeacTaBneHuM OTBeTa Ha 3anpoc
He y4YnTbiBaeTCa NMpU UCHUCNEHUN CpoKa MPOBELEHMS SKCMEPTU3bl OTHOLLEHUA OXunaaemou
Nnosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA FeKapCTBEHHOro npenapata Ha OCHOBaHUMU
AOKYMEHTa, cofepxallero pesyrnbTatbl MOHUTOPUHra 3aPEKTUBHOCTM U BGesonacHoCTU
rniekapCTBEHHOro npenapara.

12. B cpok, He npeBbillarowmi gecatn pabounx gHeN Co AHA NOSyYEHUsT 3aKoYeHUs
KOMMUCCUM OKCMEpTOB MO pesyrbTaTaM 9KCMepTU3bl OTHOLUEHUS OXWOAeMOW Monb3bl K
BO3MOXHOMY  PUCKY MPUMEHEHUS  JIeKapCTBEHHOro npenapata, COOTBETCTBYIOLLMN
YNONTHOMOY€EHHbIV (beaepanbHbI OpraH UCNOSTHUTENBHOW BNacTu:

1) ocyuwlecTBNAeT OLEHKY 3TOro 3akntoyveHus Ons onpeneneHvus ero CooTBeTCTBUSA
3a[laHuIo Ha rNpoBeaeHNe ykadaHHOW 3KCNepTu3bl;

2) npuHUMaeT pelleHMe O MOATBEPXAEHUUM [OCYyOapCTBEHHOW permcrpaumu
NeKkapCcTBEHHOro npenapata wnnm o6 oOTKase B MOATBEPXOAEHUM TOCyLapCTBEHHOW
perncTpauumn nekapcTBeHHOro npenaparTa;

3) BHOCMUT Mpu NPUHATUN peLleHns O NOATBepXOeHUU rocyaapCTBEHHOW perncrpaumm
neKkapCTBEHHOro npenapaTta cBefeHUs B rocyfapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB
N BblgaeT 3aaBuTeEnt0 OeccpodHoe perMcTpaumMoHHOE YAOCTOBEPEHME JEeKapCTBEHHOro
npenapara.

MHdopmaLms 06 uaMeHeHusIx:

Yacmb 13 usmeHeHa ¢ 15 uwHs 2018 2. - ®edeparnbHbil 3akoH om 4 utwoHs 20182a. N
140-®3

Cwm. npeodbidywyro pedaKyuro
13. OcHoBaHvem p[ns OTKasa B MOATBEPXOAEHUM TOCYyOapCTBEHHOW perncrpauum
NeKapCTBEHHOro rnpenaparta ABnAeTCs 3akr4vyeHne COOTBETCTBYHOLLEro YNOSIHOMOYEHHOro
denepanbHOro opraHa WCMNOSTHUTENbHOW BRacTm O TOM, YTO PUCK MNPUYUHEHUS Bpeda
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340pOBbKD 4YerioBeKa WM >KMBOTHOFO BCMeACTBME MpueMa fekapCTBEHHOro npenapaTa
npeBblWwaeT 3PPEKTUBHOCTb EM0 MPUMEHEHUS.

14. B nepuog nposedeHWa npoueaypbl  NOATBEPXOEHUA  rocydapCTBEHHOM
perncTtpauum nekapcTBEHHOro npenaparta ero obpaweHune B Poccuinckon Pegepauum He
npUOCTaHaBNMBaETCS.

MHdopmaumsa 06 nameHeHusx:

Hacmb 15 usameHeHa ¢ 13 agaycma 2019 e. - ®edeparsibHbil 3akoH om 2 agaycma 2019 2. N
297-03

Cm. rpeodbidywyto pedakyuro
15. [Jonyckaetca obpalieHne nekapCTBEHHbIX MpenapaToB A0 WCTEYEHMS cpoka

rogHOCTW, NPOM3BEAEHHbIX B T€YEHMEe CTa BOCbMUAECATM KanengapHbliX OHeW nocrne gatbl
NPUHATUSA YNONHOMOYEHHbIM bedeparnbHbIM OpraHOM MCMOJSTHUTENBHOW BNAcTU pPeLUeHUs O
NOATBEPXOEHUN TOCY0apCTBEHHOW perucrpauuu, B COOTBETCTBUM C  UMHpopmaumen,
cogepxallencs B JOKYMEHTax perMcrpauuMoHHOro OOCbe Ha NekapCTBEeHHbIM npenapaT Ao
AaTbl NPUHATUSA TAKOro peLleHust.

FTAPAHT:

CM. KoMmeHTapum k ctaTbe 29 HacTosiero ®egepanbHOro 3akoHa

Cratba 30. BHeceHne nameHeHnn B JOKYMEHTLI, coaepXalimecs B perncTpauMoHHOM
A0Cbe Ha 3aperncTpmpoBaHHbIf NIEKAPCTBEHHBIN NpenapaT Ans MeOULMHCKOro
npPUMeHeHns

MHdopmaLms 06 uaMeHeHusIx:
Yacmb 1 usmeHeHa ¢ 15 uroHs 2018 a. - @edeparsibHbit 3akoH om 4 utoHs 2018 2. N 140-©3

Cm. npeodbidywyto pedakyuro

1. B uenax BHeceHUst NI3MEHEHU B JOKYMEHTbI, cogepXallunecs B pernctpaumoHHOM
AOCbE Ha 3aperncTpupoOBaHHbIN NIEKAPCTBEHHbIN NpenapaT Ans MeauLMHCKOro NpUMeHeHus,
aepxartenb unu Bragerney permMcTpauuoHHOro yooCTOBEPEHUS JIeKapCTBEHHOro npenapaTa
UM YNONIHOMOYEHHOE UM [pyroe lpuanyeckoe nuuo (ganee B HACTOAWEWN CTaTbe -
3asiBuUTenNb) npeacrtaBndeTr B YMNONHOMOYEHHbIM doefepalribHblii OpraH WCMNOSTHUTENBHON
BflaCTM 3asiBfieHNe O BHECEHUM TaknMX W3MEHeHMNn no ¢opmMe, YCTaHOBEHHOMN
YNONTHOMOYEHHbIM doefieparibHbIM OpraHOM UCMOSTHUTENBHOW BIAaCTU, U NpunaraeMble K Hemy
M3MEHEHNA B YyKal3aHHble [OOKYMEHTbl, a Takke [OKYMEHTbl, MNoATBepXaarowme
HeobXxoaUMOCTb BHECEHUSA TaKUX U3MEHEHUN.

MHdopmaumsa 06 nameHeHusx:

Uacmb 1.1 usmeHeHa ¢ 1 aHeaps 2021 e. - ®edeparibHbll 3akoH om 27 Oekabpsi 2019 2. N
478-03

Cm. npeodbidywyto pedakyuro

1.1. Tlpn Heob6xoOMMOCTM BHECEeHWss B  [OOKYMEHTbl, coAepxawmecd B
perncTpauuoHHOM [OOCbe Ha 3aperncTpupoBaHHbIA  NEKapCTBEHHbIW npenapaTt Aangd
MeANLMHCKOro NPUMEHEHUS, NU3MEHEHWI, YKa3aHHbIX B MyHKTe 3 4acTu 2 HaCTosILWen ctaTtbu U
Tpebylowmx npoBedeHUss JKCNEepTU3bl KavyecTBa JEKAapCTBEHHbIX CPeACTB, 3asiBUTESb
AOMNOSTHUTENBLHO NpeacTaBndeT B YNOJIHOMOYEHHbIN hefeparnbHbli OpraH UCMOMHUTESTbHON
BflacTM CBeAeHMs O gaTe MnpeaoCTaBfEeHUs U PErncTpauyMoHHOM HOMEpe IUUEH3UM Ha
NPOM3BOACTBO JIEKApPCTBEHHbIX CPeAcTB WM CBeaeHna O Jate npenocTaBreHus wu
pPerncTpaunuoHHOM HOMEpPE 3aKMYEeHUS O COOTBETCTBMM MPOU3BOAUTENSA NEKApPCTBEHHbIX
cpeactB TpeboBaHMAM NpaBunl Hagnexawen npOM3BOACTBEHHOW MPAKTUKW, BblOaHHbIX
(NpepocTaBneHHbIX) YNOTHOMOYEHHbIM doeaeparibHbIM OpraHoM WUCMOMHUTENBHOW BNacTn B
OTHOWEHUM  U3MEHEHHOW W  (Unn)  OONOMHEHHOW  MPOU3BOACTBEHHOM  MSIOWaaKu
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rekapCTBEHHOro rpenapaTa, B Criyvae, ecrnv nNpou3BOACTBO JIEKapCTBEHHOro rnpenapara
ocywectBndetca B Poccuickon depepaumm, nubo ceefeHust 0 gaTe npeaocTaBreHnsa m
perncTpauuoHHOM HOMepe BblAAHHOM YMOMHOMOYEHHbIM OpPraHOM CTpaHbl Npou3BoaUTENS
NULEH3MM Ha NPOM3BOACTBO fIEKAapCTBEHHOMO npenapata U ee NepeBOd Ha PYCCKUM A3bIK,
3aBepeHHble B YCTaHOBMEHHOM Mopsiake, a TakkKe CBefeHMs O AaTe npefocTaBneHus u
perncTpaumoHHOM HOMepe 3aKkflYeHWss O COOTBETCTBMM MPOU3BOOMUTENS fEKapCTBEHHbIX
cpeactB TpeboBaHMAM rMpaBusl Hagnexawen npou3BOLACTBEHHON MNPAKTUKK, BblOAHHOMO
YNONMHOMOYEHHbIM  dbefeparibHbiM  OpraHoM  UCMOMHUTENbHOW BRacTm B OTHOLUEHWUU
M3MEHEHHONW U (MnNW) [OOMONIHEHHOW NPOW3BOACTBEHHOW MNIOLWAAKA  JIeKapCTBEHHOro
npenapara, UnNn ceBedeHuss 0 Aate NpefocTaBneHna U perncTpaumoHHOM HOMepe peLUeHuUs
YNONTHOMOYEHHOro  dpefepanbHOro opraHa WUCMOMHUTENbHOM BfacTu O  MpoBedeHun
WMHCNEKTUPOBaHUA NPOU3BOAMTENS NEKapCTBEHHbIX CPeACTB B Cryvae, eCnu npousBOACTBO
neKkapCTBEHHOro npenapara ocyllecTsnseTcs 3a npegenamu Poccuiickon Pegepaumu.

MHdopmaumsa 06 nameHeHusx:

Uacmb 1.2 usmeHeHa ¢ 1 aHeaps 2021 e. - ®edeparibHbll 3akoH om 27 Oekabpsi 2019 2. N
478-03

CmM. npeodbidywyto pedakyuro
1.2. Tlpn Heob6xoOMMOCTM BHECEHWss B  [OOKYMEHTbl, coAepxalwmeca B

perucTpauuoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  FIEKAPCTBEHHbIM  npenapat  Ans
MeANLMHCKOro NpUMEHEHUS, NU3MEHEHWI, YKa3aHHbIX B MyHKTe 4 4acTu 2 HaCcTosILWen ctaTtbu U
Tpebylowmx npoBedeHNss IKCNEepTU3bl KavyecTBa JEKApCTBEHHbIX CPeACTB, 3asiBUTESb
AONOSTHUTENBHO NpeacTaBndeT B YNOJIHOMOYEHHbIN hefeparnbHbli OpraH UCMOMNHUTESTbHON
BNacTu CBeAEHUs O AaTe npedocTaBfeHUd U PErmcTpaumMoHHOM HOMEpEe JMUEH3UU Ha
NPOM3BOACTBO JIEKApPCTBEHHbIX CPeAcTB WM CBeaeHna O Jate npefocTaBreHus wu
pPerncTpauoHHOM HOMepEe 3akfIlYeHUs O COOTBETCTBMM MNPOM3BOAUTENS NEKapCTBEHHbIX
cpeactB TpeboBaHMAM nNpaBusl Hagnexawen npPOM3BOACTBEHHOW MPAKTUKW, BblOaHHbIX
(NpepocTaBneHHbIX) YNOMHOMOYEHHbIM doeaeparibHbIM OpraHoM WUCMOMHUTENBHOW BNacTn B
OTHOLIEHUM MPOU3BOACTBEHHOM MIOWALKU FleKapCTBEHHOro npenaparta, B criydae, ecnv
NPON3BOLCTBO JIEKAPCTBEHHOrO npenapaTta ocyulectensetca B Poccuiickon degepauumm,
nmbo cBedeHWa O pgaTte npegocTaBrneHuss U - PErncTpauMoHHOM HOMEpPE  BblAaHHOW
YNOSIHOMOYEHHBIM  OpraHoM  CTpaHbl  MNPOU3BOAUTENSA  JIMLUEH3UM Ha  NPOM3BOACTBO
NeKapCTBEHHOro npenapaTa u ee nepeBo Ha PYCCKUM A3blK, 3aBepPeHHble B YCTaHOBIIEHHOM
nopsgke, a Takke CBeAeHMst O [faTe npedoCTaBneHns U PermctpaumoHHOM Homepe
3aKM4YEHN O COOTBETCTBUM NMPOMN3BOANTENS NEKAPCTBEHHLIX CPeAcTB TpeboBaHNAM nNpaBun
Hagnexawen Npou3BOACTBEHHOW MNPAKTUKW, BblAAHHOIO YMNOSTHOMOYEHHbIM beaeparnbHbIM
OpraHoOM  WUCMOSIHUTENbHOM BNacTM B  OTHOLUEHWM  MPOU3BOLCTBEHHOMW  NIioWanKu
NleKapCTBEHHOro npenapaTa, UNu cBefeHuUs O AaTe NpefocTaBneHus U perncTpaumoHHOM
HOMepe peLleHUs YMNONMHOMOYEHHOro eaepanbHOro opraHa WCMOMHUTENbHOWM BRactu O
npoBeaEeHNN NHCNEKTUPOBaHUSA NPOM3BOAUTENS NIEKAPCTBEHHOIO CpeacTBa B criyvyae, ecnv
NPOU3BOACTBO JleKapCTBEHHOrO Mpenapata OCyLllecTBnseTca 3a npegenamu Poccunckon
depepaumn.

MHdopmaLmst 06 uaMeHeHusIx:

Cmamebs 30 dononHeHa Yacmbro 1.3 ¢ 15 uroHa 2018 a. - @edeparibHbIt 3aKOH 0m 4 UtoHS
2018 2. N 140-03

1.3. lNpuHATME peweHna O BHECEHUM W3MEHEeHWn unn o0 OTkasze BO BHECEHUU

M3MEHEHUN B  [OKYMEHTbl, codepXawmecd B  pPermcTpauMoHHOM  [OCbe  Ha
3aperncTpuMpoOBaHHbIN IEKAPCTBEHHLIN NpenapaT Ans MeguuUMHCKOro NpUMEHEHUS, B Criyyae
HeobX0AMMOCTM NPOBEAEHUS] 3KCMEPTM3bl KayeCcTBa JIEKapCTBEHHbIX CpeactB u  (Mnn)
3KCNepTM3bl OTHOLUEHUA OXWOAemMoM NOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA
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NeKapCcTBEHHOro npenaparta ans MeauUMHCKOro NMPUMEHEHMST OCYLLIeCTBNSIeTCA B CPOK, He
npeBblllaoWmMin  AeBsHOCTa pabounmx [Hel, a B OCTanbHbIX CInyyasix B CPOK, He
npeBblLLaoLWLMI TpuauaTn paboumx AHen co OHS NPUHATUS YNONHOMOYEHHbIM dheaepanbHbIM
OpraHoM MCMNOMHUTENbHOW BNacTX 3asiBNEHNSI O BHECEHUM TaKNX U3MEHEHUNA.

MHdopmaLms 06 uaMeHeHusix:

Cmambs 30 OornionHeHa Yacmbio 1.4 ¢ 1 mapma 2020 a. - @edeparibHbIt 3akoH om 27
Oekabps 2019 e. N 475-03
1.4. YnonHoMouYeHHbI pefeparnbHbii OpraH WCMNOMHUTENbHOW BracTm C y4eToMm
pe3ynbTatoB apmMakoHag3opa W MNpPOBEPOK COOTBETCTBUS feKapCTBEHHbIX CpPeacTs,
Haxo4AWNXCA B rpaxgaHckoM obopoTe, YCTaHOBIIEHHbIM TpebOBaHWAM K UX Ka4yecTBy B
TeyeHne pecAtn paboumx AHenW CO AHA MOCTYNNeHUs COOTBETCTBYHLWENW WHdopMauun
pasmeuwlaeT Ha cBoeM oduumanbHoM cante B cetn "MIHTepHeT" cBeaeHus o Heob6xoaMmMocCTu
BHECEHUSI B WHCTPYKUMIO MO MeOUUMHCKOMY TMPUMEHEHUIO JieKapCTBEHHOro npenapata
N3MEHEHUN B OTHOLUEHUN CBEAEHUN O NokasaHusx AN NPUMEHEeHUA U NPOoTMBOMNOKa3aHUAX
ANA  NPUMEHEHMS NEeKapCTBEHHOro npenapaTa, BbIABMAEHHbIX MOBOYHbIX OEeNCTBUSX,
HexernaTerbHbIX peakunsax npu npMMeHeHuM NekapcTBEHHOro npenapata v ysegomnseT ob
9TOM B 3MIEKTPOHHOM (hOopMe Unun NMcbMeHHon dopme (Ha BymaxHOM HocuTene) aepxarens
unu BRagenbua perncTpaLmoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro npenapaTta (unu
YNONMHOMOYEHHOE MM [OpYyroe lpuanyeckoe Ivuo), a TakKke AepxaTtener unu snagernbues
perncTpaunoHHbIX YAOCTOBEPEHUI NEKapCTBEHHbIX NpenapaTtos (MM YNOIHOMOYEHHbIX UMK
APYrx pUANYECKNX NNL), KOTOPble ABNAOTCA B3auMO3aMeHSEMbIMMU.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 30 OononHeHa Yacmbio 1.5 ¢ 1 mapma 2020 e. - ®edeparibHbil 3akoH om 27
Oekabps 2019 e. N 475-03
1.5. OepxaTenb vnu Bnagerney perucTpaumoHHOro yAoCTOBEPEHUS fNeKapCTBEHHOro
npenapaTta, a TakKkKe Jep)xatenun unu Bhagenblbl PEerucTpaumoHHbIX YAOCTOBEPEHUI
NEeKapCTBEHHbIX MNpenapatoB (MM YNOSTHOMOYEHHbIE MMW Opyrve puavyeckue nuua),
KOTOopble 4€BMAOTCA B3auMMO3aMeHsieMbiMU, 00s3aHbl NpeacTaBUTb B YNOSTHOMOYEHHbIV
deaepanbHbIl OpraH MCNOMHUTENbHOW BlacTU 3asBfeHUss O BHECEHUU W3MEHEHUN B
AOKYMEHTbI, coAepXawmeca B pPErmcTpaumMoHHbIX [O0Cbe Ha  3aperncTpupoBaHHbIE
NeKapCTBeHHble npenapaTbl AN MeOULMHCKOrO MPUMEHEHUsl, B OTHOLUEHUW CBeaeHUn,
yKa3aHHbIX B WHCTPYKUUM MO MEeLUUMHCKOMY MPUMEHEHMUIO NIEKAapCTBEHHbLIX MpenapaTos, B
TeyeHne copoka paboumx OHEeW CO AHS pa3MeLieHUst YNOSTHOMOYEHHbIM deaeparibHbIM
OpraHoM UCMONHUTENbHOW BracTu MHopmMaLmn, ykazaHHoM B 4Yactu 1.4 HacTodALwen cTaTbu.
[aHHoe TpeboBaHMe He pacnpOCTPaHSAETCSs Ha CryvyauM BHECEHUS B WHCTPYKUMIO MO
MeANLMHCKOMY MPUMEHEHMUIO NIEKAPCTBEHHOrO npenapaTta M3MEHEHUN B OTHOLUEHMM HOBbIX
nokasaHun pAns nNpUMEHEHUA feKapCTBEHHOro npenapata Ha OCHOBaHUM pe3ynbTaToB
COOTBETCTBYHOLUMX UCCIIEA0BAHNN.

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-©3 yacmb 2 cmambu 30
Hacmosiweao PedeparsibHO20 3aKOHa U3JI0XeHa 8 Ho8oU pedakyuu, scmyrarouel 8 cusy ¢
1 aHeaps 2016 e.

CmM. mekcm Yacmu 8 rpeodbidywiel pedakyuu
2. JkcnepTu3a JEKapCTBEHHbIX CPEACTB B 4YaCTWM  SKCNEepTu3bl  KayecTBa
NEeKapCTBEHHOrO cpeactBa W (MNW) 3KCNepTU3bl OTHOLUEHUA OXWOAeMOW Nomb3bl K
BO3MOXHOMY PUCKYy NPUMEHEHUs JieKapCTBEHHOro npenapata Ans  MeauLUMHCKOro
NPUMEHEHNS NPOBOAUTCA B CrlydYae BHECEHUSI U3MEHEHWA B AOKYMEHTbI, coaepKalinecs B
perncTpaumoHHOM OOCbE Ha 3apermcTpMpoBaHHbIN NEKAPCTBEHHLIN Npenapat, B OTHOLLEHWM:
1) cBedeHWn, YyKasaHHbIX B MHCTPYKUMM NO  MEAULMHCKOMY  NPUMEHEHUIO
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NeKkapCTBEHHOro npenaparTa:

a) nekapctBeHHasi opMa C ykasaHMEM HaMMEHOBaHUM U KONMYECTBEHHOINO COCTaBa
AENCTBYIOLUMX BELLECTB W Ka4yeCTBEHHOro coCTaBa BCNOMOraTesibHbiX Bellects (npu
HeoBX04MMOCTM KONMMYECTBEHHOIO COCTaBa BCMOMOraTesibHbIX BELLECTB);

6) capmakognHammnka u apMakoKMHETMKA (3a WCKNIYEHMEM (hapMaKOKUHETUKM
romMeonaTn4yecknx JieKapCTBEHHbIX MpenapatoB W pacTUTENbHbIX  FIEKApPCTBEHHbIX
npenapaTos);

B) NOKa3aHus Ans NPUMEHEHNS;

r) NPOTUBONOKAa3aHUA AN NPUMEHEHNS;

) Mepbl NPeAOCTOPOXHOCTU NPU MPUMEHEHUU;

€) ykasaHne BO3MOXHOCTU M OCOBEHHOCTEN NPUMEHEHUS NEeKapCTBEHHOro npenapara
AN MeOUMUMHCKOrO NpUMEHEHNS OepeMEeHHbIMU JKEHLUMHAMM, >KeHLWUHaMu B nepuog
rPYAHOro BCKapMIMBaHUA, 4ETbMW, B3POCNbIMU, UMEIOLLUMU XPOHMYECKNE 3aboneBaHns;

X) pexum O03MpOBaHWUA, CNocoObl BBEAEHUA U MPUMEHEHUs, NpU HeobXxoaMMOoCTu
BpeEMS npuemMa nekapCTBEHHOro npenapara, NpPogOSIKUTENbHOCTb fNIe4YeHns, B TOM 4ucrne y
JeTen 0o n nocne ogHoro roga;

3) BO3MOXHble MOGOYHbIE OENCTBMA M HeXenaTeslbHble peakuum npu nNpuMeHeHun
rfleKapCTBEHHOro npenapara;

1) CUMNTOMbI NEPEAO3NPOBKN, MEPbLI MO OKa3aHWIO MOMOLLM NPY NEpPefo3MPOBKE;

K) B3auMOAeNCTBME C APYrMMU fieKapCTBEHHbIMM npenapaTtamMmn 1 (MnNu) nUeBbIMA
npoayKkTamu;

n) dopMbI BbiNyCKa fIeKapCTBEHHOrO npenapara;

M) ykasaHue (Mpu HeobxoguMMocTM) OcOBEeHHOCTEN [AEeWCTBUSA NEeKapCTBEHHOro
npenapaTa npu nepeoM NpnemMe Unun npu ero OTMeHe;

H) CBEOEHUS O BO3MOXXHOM BIIMSIHUM FIEKapCTBEHHOro npenapara gns MeguuMHCKOro
NPUMEHEHNSA Ha CNOCOBHOCTb YNPaBNATb TPAHCNOPTHLIMU CPeACTBaMU, MEXaHU3MaMU;

0) CPOK FOAHOCTW M yKasaHue Ha 3anpeT NPUMMEHEHWsI NeKapCTBEHHOro npenapaTa no
NCTEYEHNN CpOoKa roAHOCTY;

M) YCrNoOBUSA XpaHEHUS;

p) ycnosus oTnycka;

2) cocTaBa flekapCTBEHHOro npenapaTta and MeanunuHCKOro npuMeHeHus;

3) namMeHeHna mecta Npou3BOACTBA NEKapCTBEHHOro npenapara Ansi MeguuMHCKOro
NPUMEHEHUS;

4) n3aMeHeHna nokasaTterien KayecTBa NekapCTBEHHOro npenapara gns MeguUMHCKOro
NpUMEHEeHNa wn (MnNn) MeToOOB KOHTPOMsS KayecTBa JieKapCTBEHHOro npenapaTta Ans
MeANLMHCKOrO NPUMEHEHNS;

5) M3MeHeHMs cpoka rOAHOCTM NEeKapCTBEHHOro npenaparta Ans MeAULMHCKOro
NPUMEHEHNS;

6) cBegeHUn O HeobBXOAMMOCTM BHECEHMSI WHbIX M3MEHEHUA B MHCTPYKUMIO MO
MeANLMHCKOMY MNPUMEHEHMUIO NEKApPCTBEHHOrO npenaparta, a Takke B MHble AOKYMEHTHI,
cogepxawmecs B pPerucTtpaumoHHOM [0Cbe Ha 3aperuCTpupOBaHHbIA  NEKAaPCTBEHHbIV
npenapart. [1pn 3TOM peLleHne o NPOBEAEHNN IKCNEPTU3bI KAYECTBA JIEKapPCTBEHHbIX CPeaCcTB
n (MnNn) aKcnepTU3bl OTHOLUEHUSA OXWMOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS
fleKapCTBEHHOro npenapara ansi Me4UUMHCKOro NPMMEHEHUs NPpMHMMaeTCsl B COOTBETCTBUM C
YTBEPXXAEHHOW  YNOMHOMOYEHHbIM  ddefepanbHbiM  OpPraHOM  WUCMOSTHUTENbHOW  BRacTu
Knaccudgukaumen n3aMeHeHU, BHOCUMbIX B JOKYMEHTbI, coaepXalumecs B pernctpaumoHHOM
A0Cbe Ha 3aperncTpupoBaHHbIN NIeKapCTBEHHbIN Npenapar.

MHdopmaLmst 06 uaMeHeHusix:

YHacmb 3 usmeHeHa ¢ 1 sHeapsi 2021 e. - ®edeparibHbil 3akoH om 27 dekabps 2019 2. N
478-®3
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Cwm. npeldbidywyro pedaKyuro

3. 3asBuTenb BnpaBe nNpeactaBuTb MO COOCTBEHHOW uvHMUMATMBE BMeCTe C
3asiBlieHNEM O BHECEHUU WU3MEHEHWN B [OOKYMEHTbl, COoAepallMeca B perucrpauyMoHHOM
A0Cbe Ha 3aperncTpupoBaHHbIN NEKAPCTBEHHbIN NpenapaT AN9 MeOULMHCKOro NpUMEHeHus,
KONnn OOKYMEHTOB, MOATBEPXAAKLWNX ynnaTy rocygapCTBEHHOW NOLWUSMHBLI 328 BHECeHuEe B
AOKYMEHTbI, CcoAepXawmeca B pPErmcTpaumMoHHOM [OOCbe Ha  3aperncTpyMpoBaHHbIN
NEeKapCTBEHHbIN npenapaT Ans  MeguUMHCKOrO NPUMEHEHUs, U3MEHEHWUN, TpebyoLlwmx
npoBeaeHNs 9KCNEePTU3bl NEKaApCTBEHHbIX CPeaCcTB B 4acTU  OKCNEpTU3bl KayecTea
NeKapCTBEHHOro cpeactsa M (MNKU)  3KCNepTU3bl OTHOLLIEHUS OXUAAeMOW MNosSib3bl K
BO3MOXHOMY PUCKY NPUMEHEHUS1 JeKapCTBEHHOro npenapata Ans  MeauuUHCKOro
NPUMEHEHNSA, rOCydapCTBEHHOM MOLWWMNHBLI 32 BHECeHWe B [JOKYMEHTbI, coepxalumecs B
perucTpaunMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA  FIEKAPCTBEHHbIM  npenapat  Ans
MEAVLUMHCKOrO MPUMEHEHMS, WU3MEHEeHUN, He Tpebyrwmnx npoBeaeHNa 3KCNepTU3bl
NeKapCTBEHHOro CpeacTBa, a Takke BblgaBaeMble (NpeaoCTaBnsieMble) YNOSTHOMOYEHHBIMU
deneparnbHbIMXU OpraHamu MCMOMHUTENBbHOW BracTu OOKYMEHTbI (CBEAEHWs), YKa3aHHble B
yactax 1.1 n 1.2 Hactosiwen ctatbn. B cnyyae ux HenpencrasrieHUs YNOSTHOMOYEHHbLIN
dpefepanbHbIi - OpraH MWCMNOSIHUTENbHOW BNacTW 3anpawmBaeT YyKa3aHHble [JOKYMEHTbI
(cBepeHus) B nopsaake MexBegoOMCTBEHHOMO MHGOPMALMOHHOIO B3aMMOLENCTBUS.

4. B TeyeHne pecatn paboumx OHEN CO AHS NOCTYNfEeHUs ykaszaHHoro B 4actu 1
HacTosWen CcTaTbW 3asBfEeHUss U HeobBXOoOUMbIX  OOKYMEHTOB  YNOSIHOMOYEHHbIN
deaepanbHbIN OpraH UCNOMTHUTENBHOW BrACTu:

1) npoBOAMT NPOBEPKY MNOSIHOTbI WU OOCTOBEPHOCTM CBEAEHWUN, COAEPKALMXCA B
npeacTaBneHHbIX 3agBUTeNneM MaTepuanax;

2) NpuMHMMaeT pelleHMe O MPOBEAEHUN YKa3aHHbIX B 4acTu 2 HACTOSLWEW CTaTby
COOTBETCTBYHOLLNX IKCNEPTU3 NIEKAPCTBEHHOIO CpeAcTBa Unm 06 oTkase B UX NPOBEAEHUN;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 8 nyHkm 3 yacmu 4 cmambsu 30
Hacmosiuje2o ®edeparibHO20 3aKOHa BHECEHbI U3MEHEeHUs, ecmynaroujue 8 cusy ¢ 1 urns
2015 a.

Cm. mekcm riyHKkma 8 rpeobioywel pedakuuu
3) yBeooMIsieT B ANEKTPOHHOW WM MUCbMEHHOW dopMme 3adBUTENS O MPUHATOM
pelweHnn UnNn B criyyae NpuHATUA peleHnss o6 OoTka3e B MPOBEOEHUN COOTBETCTBYHOLLEN

3KCNepTuM3bl C yKasaHMeM NPUYMH TaKoro oTkasa.

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHomM om 25 Hosibps 2013 2. N 317-©3 cmambss 30 Hacmosiwezo
®edeparsibHo20 3aKoHa 0orosiHeHa Yacmbio 4.1
41. B cnyyae BbisBNEHUss HEOOCTOBEPHOCTM CBEAEHMW, COAEpXKaLMXCsa B
npeacTaBneHHbIX 3asiBUTeNneM Marepuanax, YnoSITHOMOYEHHbIN peaepanbHbid - opraH
UCMONHUTENbHOM BRacTU HanpaensieT 3asiBUTENt0 3anpoc 06 YTOYHEHUWN yKa3aHHbIX
ceefeHun. [aHHbii 3anpoc MOXeT ObITb nepefaH YNoNHOMOYEHHOMY MpeacTaBUTENIO
3asBUTENSA NMYHO NOL PacnucKy, HanpasfieH No No4yTe 3akasHbiM MMCbMOM UMW NepefaH B
3NEeKTPOHHOM hOpMe MO TeNneKOMMYHUKAUVMOHHbIM KaHanam cBa3n. B cnyvyae HanpaBneHus
AAHHOro 3anpoca no no4yTe 3akasHbiM MUCbMOM OH CYMTaETCH MOSyYEHHbIM MO UCTEYEHUU
LWecTn OHEN C AaTbl HaNpaBfeHUs 3akas3HOoro NMcbma.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHoM om 25 Hosibpsi 2013 e. N 317-®3 cmambesi 30 Hacmosiweza0
®edepanbHo20 3aKkoHa 0ornosHeHa Yacmbko 4.2

4.2. 3asasutenb o006s3aH npeacTtaBuTb OTBET Ha 3anpoC  YNOSIHOMOYEHHOro

denepanbHOro opraHa WCMOMHUTENBHOM BlacTU B CPOK, He MpeBbllalowmn geBsiHOCTa
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pabounx AHen Co OHA nonyvyeHus AaHHoro 3anpoca. Cpok, yKasdaHHbIN B 4acTy 4 HacToALWen
cTaTbW, NPUOCTaHaBNMBAETCA CO OHA HanpaBneHus 3asiBUTEN0 3anpoca YnosIHOMOYEHHOro
beepanbHOro opraHa MCNOSIHUTENbHOM BriacTu A0 OHSA MOMyyYeHUs UM oTBeTa Ha AaHHbIN
3anpoc M He Y4uUTbiBAETCA MNPU MWCYUCIIEHUN CpOKa MPUHATUA pelleHnss O BHEeCEeHUU
M3MEHEHUN B  [OKYMEHTbl, codepXawmecsd B  pPermcTpauMoHHOM  [OCbe  Ha
3aperncTpuMpoBaHHbIM NekapCTBEHHbIV NpenapaT Ans MeAULUHCKOro NPpUMEHEHMS.

MHdopmaLms 06 u3MeHeHusIx:

®edeparnbHbiM 3akoHoM om 22 Oekabpsi 2014 2. N 429-®3 e wacmb 5 cmambu 30
Hacmosiweao ®edepasribHO20 3aKOHa BHECEHbI USMEHEHUS], acmyrnarouwue 8 cusy ¢ 1 urns
2015 a.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu

5. OcHoBaHMeM NSt OTKasa B NPOBEAEHUM yKa3aHHbIX B 4acTy 2 HACTosLWen CTaTby
3KCNepTn3 sBNSETCA nNpencTaBNeHne AOKYMEHTOB, MepeyucrieHHbix B dactax 1 wm 3
HaCcTosILLEeN cTaTbu, B HEMONMHOM o6beme, HenpeacTaBneHe 3asBUTENEM B YCTAHOBMEHHbIN
CpOK OTBeTa Ha ykKasaHHbIn B 4actu 4.1 HacToswen cTaTbM 3anpoc YMNoSIHOMOYEHHOro
beiepanbHOro opraHa MCMNOSIHUTENbHOM BIlacTU, a TakKke OTCYTCTBUE B NpeacTaBIiEHHbIX
AOKYMEHTax [AOCTaTOYHbIX CBEeAEHUW, NOATBEPXOAKWMX HeobXoauMOCTb BHECEHMS
W3MEHEHUN, uUnn  OTCYTCTBME  MHGOPMaLMK, nogTeepxgawowen  daxkt  ynnarbl
rocyapCTBEHHbIX NOLUSIMH, YKa3aHHbIX B 4acTu 3 HACTOSILLEN CTaTbMu.

6. YKkasaHHble B 4acTy 2 HacCTosilen cTtaTbM 9KCNepTU3bl NPOBOOATCHA B Mnopsagke,
YCTaHOBMEHHOM cTaTbeln 23 HacToswero ®eagepanbHOro 3akoHa.

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHomM om 22 Oekabpss 2014 2. N 429-®3 e vacmb 7 cmambu 30
Hacmosiweao ®edepasribHO20 3aKOHa BHECEHbI USMEHEHUS, scmyrnarouwue 8 cusy ¢ 1 urns
2015 a.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu

7. B cpok, He npeBbIlWakoWnin aecatn pabounx gHen Co AHS NOSTyYeHUsT 3aKNYeHUN
KOMMUCCUI SKCMNepPTOB MO pesynbTaTaM yKasaHHbIX B YacTy 2 HACTOSLWEW CTaTbU 3KCMepTus,
YNOMHOMOYEHHbIN (befeparibHbI OpraH UCNONHUTENBHOW BracTu:

1) NpyHUMaeT pelleHne O BHECEHUN U3MEHEHUW B OOKYMEHTbl, cofepXaliuecs B
perncTpauuMoHHOM [OOCbe Ha 3aperncTpupoBaHHbIA  NEKapCTBEHHbIM npenapaTt Aangd
MEANLMHCKOro NPUMEHEHMS, NN 00 OTKase BO BHECEHNN TaKNX UBMEHEHWUI;

2) BHOCUT B rOCY[apCTBEHHbIN pPEecTp JIeKapCTBEHHbIX CPEeACTB Ha OCHOBaHWUU
peleHns 0 BHECEHUN U3MEHEHNN B JOKYMEHTbI, coaepalimecs B permcTtpaumoHHOM JOCbe
Ha 3aperncTpupoBaHHbIN NEeKapCTBEHHbIN Mpenapat AN MeOUUMHCKOrO MNpPUMEHEHUS,
HeobxoauMble N3MEHEHNSA U BO3BpALLAET UX 3assBUTENIO;

3) BbldaeT 3adABUTEN0 HOBOE pPEerncTtpaumoHHoOe YAOCTOBEepeHue reKapCTBEHHOro
npenapaTa B crniy4yae M3MEHEHUS1 CBEAEHNIN, COAEPKALLMXCS B HEM.

8. OcHoBaHMeM ans oTkasa BO BHECEHUN N3MEHEHU B JOKYMEHTbI, CoAepalmecs B
perncTpauuoHHOM [OOCbe Ha 3aperncTpupoBaHHbIA  NEKapCTBEHHbIM npenapaTt Aangd
MeONUMHCKOrO MPUMEHEHUs, SBNSETCH 3aKkr4veHne YNoSITHOMOYEHHOro deaepansHoro
opraHa WCMOSIHATENbHOM BMNacTh O BO3MOXXHOCTM CHWXEHUsi 6e30nacHOCTU, Ka4vecTBa,
a(PPEKTUBHOCTM NEKAPCTBEHHOIO CPeACTBa B Cllydae BHECEHUSA TaKNX U3MEHEHUN.

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 uvacmb 9 cmambu 30
Hacmosuwe2o ®edeparibHO20 3aKOHa U3JIoXeHa 8 Hogol pedaKyuu, scmynaruwel 8 cusy ¢
1 urona 2015 a.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu
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9. [onyckaeTcs oOpalleHne neKapCTBEHHbIX MpenapaTtoB Ans  MeauUMHCKOro
NPUMEHEHNA 0O UCTEYEHNA CpoKa rogHOCTU, NPOU3BEAEHHbIX B TEYEHWE CTa BOCbMUAECATU
AHen nocne Aatbl NPUHATUS YMOMHOMOYEHHbIM heaepanbHbiM OpPraHoOM WCMOMHUTENbHON
BNacTU peLleHns 0 BHECEHUUN U3MEHEHNN B AOKYMEHTbI, COAepXaLlmMecs B pernctpauMoHHOM
Aocbe, B COOTBETCTBUM C MH(popMaumen, cogepxalenca B JOKYMEHTax perncrpauuoHHOro
AOCbe Ha NekapCTBEHHbIN NpenapaT 40 AaTbl NPUHATUS Takoro peLLeHus.

MHdopmaLms 06 u3MeHeHusIx:

Cmamebs 30 donosniHeHa Yacmeto 10 ¢ 8 mapma 2022 2. - ®edeparibHbIl 3aKkoH om 8 Mmapma
2022 2. N 46-03
10. TpasutenbctBo Poccunckon Pepepauum BrpaBe YCTAHOBUTbL OCOOBEHHOCTM

BHECEHNS W3MEHEeHWA B [OOKYMEHTbl, coAepXawuecs B pPerucrpaumMoHHOM [OCbe Ha
3aperncTpMpoBaHHbIV NEKapCTBEHHbIV NpenapaT Ans MeOUUUHCKOro NpUMEHEHUS, B cryyae
AedekTypbl Unn pucka BO3HUKHOBEHUS AedeKTypbl NieKapCTBEHHbIX NpenapaTtoB B CBA3N C
BBeJEeHneM B OTHoweHun Poccunckon depepaumm orpaHUYMTENBHLIX MEP 3KOHOMWYECKOrO
Xapakrepa.

FAPAHT:

CM. kommeHTapun k ctaTbe 30 HacToswero ®efepansbHOro 3akoHa

Cratba 31. BHeceHne namMeHeHnn B JOKYMEHTLI, coaepXalimecs B perncrpauMoHHOM
AoCbe  Ha  3aperncTtpupoBaHHbIA  fIEeKapCTBEHHbIM  npenapat  Ang
BETEPUHAPHOro NPUMeHeHns

MHdopmaLms 06 uaMeHeHusIx:

YHacmb 1 usmeHeHa ¢ 1 sHeapsi 2021 e. - ®edeparsibHbIl 3akoH om 27 dekabps 2019 2. N
478-®3

CmM. npeodbidywyto pedakyuro

1. B uenax BHeceHUs NI3MEHEHU B JOKYMEHTbI, cogepXallunecs B pernctpaumoHHOM
AO0CbEe Ha 3aperncTpmpoBaHHbIA NEKAPCTBEHHbIN Npenapart Ans BeTEPUHAPHOIro NPUMEHEHUS,
aepxartenb unu Bragerney pernMcTpauuoHHOro yooCTOBEPEHUS JIeKapCTBEHHOro npenapaTa
UM YNoNIHOMOYEHHOE UM [pyroe lpuanyeckoe nuuo (ganee B HACTOAWEWN CTaTbe -
3asiBuUTEnNb) npeacrtaBndeTr B YMNONMHOMOYEHHbIM doedeparibHblii OpraH WCMNOSTHUTENBHOW
BflaCTM 3asiBfieHNe O BHECEHUM TaknX W3MEHeHMn no ¢opMe, YCTaHOBEHHOMN
YNONTHOMOYEHHbIM doefieparibHbIM OpraHOM UCMOSTHUTENBHOW B1AaCTU, U NpunaraeMble K Hemy
M3MEHEHNA B YyKa3aHHble [OOKYMEHTbl, a Takke [OKYMEHTbl, MNoATBepxaarowme
HeobX0OMMOCTb BHECEHUS TAKNUX M3MEHEHUN. [1pn HeobxoaMMOCTM BHECEHUSA U3MEHEHUN B
AOKYMEHTbI, CcoAepXawmeca B pPErmcTpaumMoHHOM [OOCbe Ha  3aperncTpyMpoBaHHbIN
NeKapCTBEHHbIN npenapart A BETEPUHAPHOTO NPUMEHEHUS, B CnyyYasax U3aMeHeHna n (unm)
AOMOSIHEHMS NPOM3BOACTBEHHOM NMIOLLAAKM NIEKAPCTBEHHOIO CPEACTBA, a Takke U3MEHEeHUs
nokasaTterier kayecTBa NnekapCTBEHHOro npenapaTa Ang BeTepuHapHOro NpuMeHeHUs n (Mnm)
METOAOB KOHTPOSSI KadecTBa NeKapCTBEHHOro npenapaTta Ans BeTePUHAPHOro NpUMeHeHus
3asBuUTENb [JOMNOSIHUTENBHO nNpeacTaBnseT B YNONHOMOYEHHbIN defepanbHbii  opraH
NCMNONHNTENbHOW BNacTu cnegyouwmne AOKyMeHThl (CBeAEHUS):

MHdopmaLmst 06 uaMeHeHusix:

[MyHkm 1 usmeHeH ¢ 1 aHeaps 2021 e. - ®edeparibHbil 3akoH om 27 dekabpsi 2019 2. N
478-®3

Cwm. npeldbidywyro pedaKyuro
1) cBegeHnss o gate npefocTaBneHnss U perucTpaumMoHHOM HOMepe FNUUEH3UU Ha
NPOU3BOLCTBO JIeKapCTBEHHbIX CPeACTB, NPeoCTaBNeHHON NPOU3BOANTESIIO NEKapCTBEHHOIO
npenapata Ansg BeTepuHapHOro NpMMeHeHus, AN POCCUNCKUX NPOU3BOANTENEN;
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MHdopmaumsa 06 nameHeHusx:

[lyHkm 2 usmeHeH ¢ 1 AHeapsi 2021 e. - ®edeparsibHbIU 3akoH om 27 dekabps 2019 2. N
478-03

Cm. npeodbidywyto pedakyuro

2) cBegeHus O gaTe npefocTaBreHnd U perncTpauuoHHOM HOMepe NUUEH3UU Ha
npoun3BoACTBO NeKapCTBEHHbIX cpencTs, npenocTaBneHHON Npoun3BoOaUTENIO
dhapmaueBTU4eckon cybCcTaHuuKM, BXOASLWENW B COCTaB JleKapCTBEHHOro npenapaTta Ang
BETEPUHAPHOIO NPUMEHEHUS, NS POCCUNCKUX NPOU3BOANTENEN;

3) Konua OOKYMeHTa, BblAAaHHOMO YrNOMHOMOYEHHbIM OpraHOM CTpaHbl NPOU3BOAUTENS
ANA KaXKaon Npon3BOACTBEHHOW MNOLWALKM NEKapCTBEHHOIo npenapaTta Ans BeTepuHapHOro
NnPUMEHEHNa 1 NoaTBepXJalLwero COOTBETCTBME  MPOM3BOAUTENS  NEeKapCTBEHHOro
npenapaTa TpeboBaHUAM Npasu Hagnexalien NPpom3BoACTBEHHON NMPaAKTUKKU, N ero NepPeBos
Ha PYCCKUN A3blK, 3aBEPEHHble B YCTAHOBMEHHOM MopsigKe, a TakkKe KOMuA 3akfioyeHust o
COOTBETCTBUN NPOU3BOAMTENS NEKApPCTBEHHbIX CPeAcTB TpeboBaHMsAM NpaBusl Hagnexawemn
NPOU3BOLACTBEHHOW MNPAKTUKW, BbIAAHHOIO YMOSIHOMOYEHHbIM beaepanbHbiM  OpraHoM
UCMONHUTENbHOM BNactu AN KaXAoW MPOM3BOACTBEHHOM NoWanku NeKkapCcTBEHHOro
npenapata pAns BeTEepUHAPHOro npuMeHeHud, nMbo KOoMMs pelleHus O NpOBeAEeHUM
WHCMEKTMPOBaHMS MPOU3BOANTENS NEKAPCTBEHHbIX CPEeACTB, MPUHATOrO YMNOSHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMONHUTENbHOW BNAacTU AN KaX40W NPOM3BOACTBEHHOMW NoLWaaKku
NIeKapCTBEHHOro npenapaTta ANd BeTEePUMHApPHOro MNpPUMEHEHUs. YKa3aHHble [OKYMEHTbI
npeacTaBNATCA B Criydae, ecnv NPOU3BOACTBO JfleKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIo NPMMEHEHUS OCyLLEeCTBNAeTCA 3a npeaenammn Poccunckon ®epepauuu;

4) Konusa OOKYMEHTa, BblAAHHOMO YNOMHOMOYEHHbLIM OpPraHOM CTpaHbl Npon3BoaUTENS
hapmaueBTUdeckon cybcTtaHuMm U  NOATBEPXKAAOLWEro COOTBETCTBME Npon3BOaAMTENS
dapmaueBTU4eckon cybCcTaHuuKM, BXOASLWENW B COCTaB JleKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO MNPUMEHEHUs, TpeboBaHMAM npaBuIl  Hagnexawen nponsBoaCTBEHHOM
NpakTUKN, U ero nepesoj Ha PYCCKUM A3blK, 3aBEpPeHHble B YCTAHOBIIEHHOM MoOpsake, B
cnyyae, e€ecnv MpOM3BOACTBO (papmaueBTUYECKOM CyOCTaHUMM  OCyLLecTBnsieTca 3a
npegenamu Poccunckon denepaunu.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 31 dononHeHa Yacmbto 1.1 ¢ 15 uroHsA 2018 2. - @edeparibHbIU 3aKOH 0m 4 UtoHS
2018 2. N 140-®3
1.1. B cnyyae wu3MeHeHna u (MnNu) [OONOSTHEHUS NPOU3BOACTBEHHOW MoLlanKu
NeKapCTBEHHOIO CpeAcTBa [JOKYMEHTbl, YyKasaHHble B 4Yactu 1 HacTosiwen crtaTbw,
NnpeacTaBnAlTCA 3afABUTENEM B  OTHOLEHUM U3MeHseMon WU (unv)  OOnosiHAeMoun
NPOn3BOACTBEHHOM MNOLWAAKN NEKapPCTBEHHOro cpeacTea. PelweHne o BHECEHUN N3MEHEHUI
B [OKYMEHTbl, coAepXawuecd B perucrtpauuoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
neKkapCTBEHHbIN NpenapaT Ansg BETEPUHaApPHOro NpUMeHeHns, nnn ob otkase B MX BHECEHUU
npuHMMaeTCcsa B criydae HeobxoauMOCTN NPOBEAEHNS SKCMEPTU3bI NIEKAPCTBEHHOIO CpeacTBa
B CPOK, He MpeBbIWaLWMi AeBAHOCTa paboumx OHEW, a B OCTallbHbIX CrlydyasiX B CPOK, He
npeBbILWaoLWmn TpuguaTtn paboumnx gHen co AHS NPUHATUSA YNONMHOMOYEHHbIM heaeparnbHbIM
OpraHoM MCMOMHUTENBbHOW BNACTU 3asBNEHNSI O BHECEHUMN TakNMX U3MEHEHUN.

MHdopmaLmst 06 uaMeHeHusix:

Cmambs 31 dononHeHa Yacmbio 1.2 ¢ 13 aseycma 2019 2. - ®edeparibHbIl 3aKOH om 2
aszycma 2019 e. N 297-03

1.2. B cnyyae peopraHusaumm pgepxatens unuM Bnagenbua perncTpaumoHHOro
yOOCTOBEPEHUS  NEKApPCTBEHHOrO  npenapata [Ans  BETEPUHApPHOro  NPUMEHEeHUs,
paspaboTuMka wnNM NPOM3BOAUTENSA JEKAPCTBEHHOro npenapata And BeTepuHapHoOro
NPUMEHEHNA B 3asiBIEHUN O BHECEHMM W3MEHEHUN B [OKYMEHTbl, coAepxawumecs B
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pPErmcTpaumMoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN  NEKApCTBEHHbIM  npenapaTt  Ans
BETEPMHAPHOro MPUMEHEHWs, YKa3blBalOTCA [daHHble [JOKyMeHTa, noaTBepXgatoLlero
BHeCeHMe COOTBETCTBYIOLNX U3BMEHEHUN B EANHBIN rocygapCTBEHHbBIV PEECTp Hpuanyeckux
nuy, (ana opraHu3aumin, 3aperMcTpupoBaHHbIX Ha TeppuTopun Poccuiickon ®egepauun), nnm
WHOrO OOKyMeHTa, MNOATBEPXJalLWero peopraHusaumioo puagndeckoro nuua (ons
opraHuM3aunn, He 3aperncTpmMpoBaHHbIX Ha TeppuTopun Poccunckon ®egepaunn). 3asisneHme
O BHECEHUN W3MEHEeHUN B [AOKYMEHTbl, cofepXalimecss B pPermctpaumoHHOM [0Cbe Ha
3aperncTpuMpoBaHHbIA  fleKapCTBEHHbIM nNpenapaTt A1 BETEPUMHapHOro MPUMEHEHUs, W
npunaraemble K HeMy AOKYMEHTbI MPEeACTaBNATCA B YNONHOMOYEHHbIN doefepanbHbli OpraH
NCNOJSTHUTENbHOW BNAcTn He No3gHee YyeM Yepes TpyguaTb pabounx AHEn CO OHA BHECEHUS
COOTBETCTBYIOLLMX U3MEHEeHUN B EQMHBIM rocygapCcTBEHHbIM peecTp opuanyeckmx nuy (ons
opraHuMsauunn, 3aperncTpupoBaHHbIX Ha Tepputopumn Poccunckon depepauumn) mnm co AOHS
NPUHATUS COOTBETCTBYHOLLENO OOKyMeHTa, noaTBepXXaaroLLero peopraHu3aumio
lopugudeckoro nuua (Ans  opraHusaunin, He 3aperucTpuMpoOBaHHbIX Ha TeppuTopum
Poccunckon depepaumn). B cnyyae peopraHusauuu gepxaTtens  wunu - Bragenbua
pPErmcTpaunoHHOro  yAOCTOBEPEHUS FEKapCTBEHHOro npenapata And  BeTepuHapHOro
NPUMEHEHNA 3asiBfieHMe O BHECEHUU WU3MEHEHWA B [OOKYMEHTbl, coAepxawuecs B
perncTpaumoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN  JleKapCTBEHHbIM  npenapaTt  Ans
BETEPMHAPHOIO MNPUMEHEHUs, NOJAETCH PUANYECKMM  NULUOM, KOTOPOMY B XoAe
peopraHusaumm nepegaHo Npaso BrageHns TakuM perncTpaLmMoHHbIM YAOCTOBEPEHMEM.

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHomM om 22 Oekabps 2014 2. N 429-©3 e vacmb 2 cmambu 31
Hacmoswezo ®edepasribHO20 3aKOHa BHECEHbI USMEHEHUS, acmynarouwue 8 cusy ¢ 1 urns
2015 a.

CmM. mekcm Yacmu 8 rpeodbidywiel pedakyuu

2. B cnyyae BHeceHUs UBMEHEHUN B OKYMEHTbI, cogepXalumecs B peructpaLmMoHHOM
AO0Cbe Ha 3aperncTpmpoBaHHbIA EKAPCTBEHHbIN Npenapart Ans BETEPUHAPHOIrO NPUMEHEHUS,
B OTHOLUEHUW CBeAEeHWM, yKasdaHHbIX B roAnyHkrax “"e", "x", "k, "n", "n", "c", "x" nyHkra 7
yactn 3 ctatbu 17 HacTosiwero degepanbHOro 3akoHa, U3MEHeHUs U (UnnM) OONONHEHUS
NPOVN3BOACTBEHHOM NIOLWAAKN NIEKAPCTBEHHOrO CpeacTBa, a Takke B Cryvyae U3MEHEHUS
nokasaTternemn kayecTBa nekapCTBEHHOro npenapaTa Ang BeTePUHAPHOro NpUMEHEHUs N (Mnn)
METOOOB KOHTPOMA KayecTBa NeKapCTBEHHOro npenapaTta Ansi BETEPUHAPHOIO NPUMEHEHUS
NPOBOAUTCA 3KCNEepTM3a IEeKapCTBEHHOrO CpeacTBa ANs BEeTEPUHAPHOro npumeHeHus. B
crniydae HeobXOAMMOCTU BHECEHUSI WHbIX M3MEHEHWA B [OOKYMEHTbl, coaepXaiwimecs B
perncTpauuoHHOM [OOCbe Ha 3aperncTpupoBaHHbIA  NEKapCTBEHHbIM npenapaTt Aangd
BETEPUHAPHOIO MPUMEHEHUS, SKCMEpPTU3a NEKAPCTBEHHOINO CpeacTBa AN BeTEepUMHapPHOro
NPUMEHEHNA He NPOBOAUTCS.

MHdopmaLmst 06 uaMeHeHusix:

YHacmb 3 usmeHeHa ¢ 1 sHeapsi 2021 e. - ®edeparsibHbil 3akoH om 27 dekabps 2019 2. N
478-®3

Cwm. npeldbidywyro pedaKyuro

3. 3agBuTenb BApase nNpeacTaBuUTb MO COOCTBEHHOW WHULMATUBE BMECTE C
3asiBlieHNEM O BHECEHUU WU3MEHEHWN B [OOKYMEHTbl, COAepalimeca B perucrpaumoHHOM
AOCbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbIN Npenapar Ans BeTEPUHAPHOro NpUMeEHeHUs,
KONnn OOKYMEHTOB, MOATBEPXAAKLWNX ynnaTy rocygapCTBEHHOW NOLWWSMHbLI 328 BHECeHue B
OOKYMEHTbI, coepxalmeca B pPerucTpauMoOHHOM [0Cbe Ha  3aperncTpupoBaHHbIN
NEeKapCTBEHHbIN NpenapaT A BeTEepPUHAPHOro MNPUMEHEHUs, WU3MEHEHUN, TpebyoLwmx
npoBedeHUss 3KCMepTusbl JIEKapCTBEHHOrO CPeacTBa, WM U3MEHEeHUn, He Tpebyrowmnx
npoBeaeHnst aKCNepTn3bl NeKapCTBEHHOro cpeactea. B cnyyae He06X0AMMOCTU M3MEHEHMS
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CBeleHUN, coaepXallmMxcs B perucTpaLmMoHHOM yAOCTOBEPEHUN NEeKapCTBEHHOro npenapara
ANA BETEPUHAPHOIo NPUMEHEHWS, C 3asiBNeHNEM, YKa3aHHbIM B YacTu 1 HACTOsILLEN CTaTby,
3aaBUTENb BMpaBe npeacTtaBUTb MO  COOGCTBEHHOW WHUUMATMBE KOMUKO OOKYMEHTa,
noagreepXxgawoLlero ynnaty rocydapCTBEHHOW MOLWMMHBLI 3a Bblgady perncTpaunuoHHOro
yOOCTOBEPEHNA  NEeKapCTBEHHOro npenapata. 3asBuTenb BnpaBe MNpeacrtaBuTb MO
COBCTBEHHOM WHUUMATUBE CBEAEHUS O NUUEH3WNAX, yKasaHHble B nyHkTax 1 m 2 yactun 1
HacTosLLen cTaTbW, a Takke BblJaBaeMble YMNOSIHOMOYEHHbIMU (hbefepanbHbiMU OopraHamu
NCMNOJSTHUTENBHON BacTU OOKYMEHTbI, YKa3aHHble B MyHKTe 3 4actu 1 HacToswen cratbun. B
crnydae HenpeacTaBrieHuUs  YKas3aHHbIX  JOKYMEHTOB  (CBeAeHWW)  YNOSTHOMOYEHHbIN
deneparnbHbli  OpraH MCMOMHUTENbHOW BNacTyM 3anpawvBaeT YKa3aHHble [JOKYMEHTbI
(cBepeHus) B nopsagke MexXBegoOMCTBEHHOMO MHAPOPMALMOHHOIO B3aMMoOLeNnCTBUSA.

4. B CpoK, He npeBbIlWaoLWLnin ecaTtn paboumnx gHen co AHA NOCTYNMEHNSA yKa3aHHOro
B Yacty 1 HaCcTosILLen CTaTbW 3asaBMEHMS U HEOBXOOUMbIX OOKYMEHTOB, YNOSTHOMOYEHHbIV
doenepanbHbIA OpraH UCNONMHUTESNBHOM BNacTu:

1) npoBOAMT NPOBEPKY MNOSIHOTbI WU OOCTOBEPHOCTUM CBEAEHWW, COAepXKaliuxcs B
npeacTaBeHHbIX 3adBUTENEM JOKYMEHTaX;

2) npMHMMaeT pelueHue O MpPOBedEeHUN 3IKCNepTU3bl NeKapCTBEHHOro cpeacTsa Ans
BETEpPMHapPHOro NpUMeHeHnsa nnn ob oTkase B ee NpPoBeaAEHUM;

3) yBegomMnseT B MMCbMEHHOW dopMe 3asiBUTENSA O NPUHATOM peLUEeHUN UNn B criydae
NPUHATUA peleHna ob oTkase B NpoBedeHUM 3KCNepTu3bl NeKapCTBEHHOro cpeacTtsa Ans
BETEPUHAPHOro NMPUMEHEHUS C yKa3aHUeM NpUYMH Takoro oTkasa.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 31 dononHeHa Yacmbto 4.1 ¢ 15 uroHsa 2018 2. - @edeparibHbItU 3aKOH 0m 4 UtOHS
2018 e. N 140-®3
4.1. B cnyyae BbIABNEeHUS HeOOCTOBEPHOCTU W (MNKW) HeOOCTaTOMHOCTU CBeAeHUH,
cogepxawmxcs B NPEACTaBEHHbIX  3adABUTENEM  JOKYMEHTaX,  YNOSIHOMOYEHHbIV
denepanbHbli  OpraH WCMONHUTENBHOMW BNAacTW HanpaenseT 3asBuTento 3anpoc 06
YTOUYHEHUN YKa3aHHbIX CBedeHun. 3anpoc MoXeT ObiTb nepegaH YyNnorHOMOYEHHOMY
npeacTaBUTESNO 3asBUTENS MO PacnucKy, HanpasrfieH No Mno4vTe 3aka3HbIM NMUCbMOM WUIU
nepefaH B 9NeKTPOHHOW oopMe Mo TeNnekoMMYHMKauWOHHbIM KaHanam cBasu. B crniydae
HanpaBneHus 3anpoca 06 YTOYHEHUN YKa3aHHbIX CBEAEHU NO NOYTE 3aKa3HbIM MMCbMOM OH
cyMTaeTCcs NoslyYeHHbIM N0 UCTEYEHMM LLIECTN OHEN C AaTbl HAanpaBneHNsa 3aKka3Horo n1ucbma.

MHdopmaLms 06 n3MeHeHusIx:

Cmamebs 31 dononHeHa Yacmbio 4.2 ¢ 15 uroHa 2018 2. - @edeparibHbIl 3aKoOH 0m 4 UtoHS
2018 2. N 140-®3

4.2. 3aasutenb o006s3aH npeacTtaBuTb OTBET Ha 3anpoc  YNOSTHOMOYEHHOro
beepanbHOro opraHa WCMNOSIHUTENbHOW BNacTu B CPOK, He MNpeBbllalroWwnn OeBsHOCTa
paboymx AHen COo [OHA nonyyeHus gaHHoro 3anpoca. Cpoku, ykasaHHble B 4actu 1.1
HacTosLLen CcTaTbW, NPUOCTAHABNUBAKOTCA CO [AHA HanpaBneHus 3asiBUTento 3anpoca
YNONMHOMOYEHHOro hedepanbHOro opraHa MWCMOMHUTENbHOM BRAcTU [0 OHA Mony4YeHus
OTBEeTa Ha [daHHbI/ 3arnpoCc N He YYUTLIBAOTCH NPU UCHUCIIEHUN CPOKa NPUHATUSA peLueHns o
BHECEHUN W3MEHEHUN B [OOKYMEHTbl, codepxawuecs B pPerucTpaumoHHOM [oCbe Ha
3aperncTpupoBaHHbIN IeKapCTBEHHbIN nNpenapaT Ang BeTEPUHAPHOIo NPUMEHEHUS.

MHdopmaumsa 06 nameHeHusx:
Hacmb 5 usmeHeHa ¢ 15 uroHs 2018 a. - ®edeparibHbit 3akoH om 4 utoHs1 2018 e. N 140-®3

Cwm. npeldbidywyro pedaKyuro
5. OcHoBaHVeM 518 oTKasa B NpOBefeHUN SKCNepPTU3bl TIEKapCTBEHHOrO cpeacTBa Ang
BETEPUHAPHOro NpUMeHeHUs ABNAeTCH npeacTtaBrneHne JOKYMEHTOB, YKa3daHHbIX B YacTax 1 1
3 HacTosllen cTaTby, B HENOSTHOM O6beMe MUy OTCYTCTBME B NPeAcTaBEHHbIX JOKYMeHTax
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AOCTaTOYHbIX CBEOEHUN, NOATBEpPXOAKWMX HeobXxoaMMOCTb BHECEHUSI U3MEHEHUN, Nnbo
HenpeacrasfieHNe 3asiBUTENIEM B YCTAHOBJSIEHHbIN CPOK OTBETa Ha YyKasaHHbliM B 4yactu 4.1
HacTosLLen cTaTbM 3anpoc YNONHOMOYEHHOro deaeparibHOro opraHa MWCNOSIHUTENbHOM
BracTu.

6. OKcnepTu3a fNekapCTBEHHOrO CpeacTBa ANA BETEPUMHAPHOrO NMPUMEHEHUS B LIENSX
BHECEHMS] W3MEHEHWA B [OOKYMEHTbl, coAepXallmecs B perucTpauuoHHOM [OoCbe Ha
3aperucTpupoBaHHbIN  NEKapCTBEHHbIM  npenapaTt ans  BEeTEPUHAPHOrO  MPUMEHEHUS,
OCYyLLEeCTBNAETCA B nopsgke, yCTaHOBNEHHOM cTtatben 24 Hactoswero ®PepepanbHOro
3aKoHa.

MHdopmaumsa 06 nameHeHusx:

Uacmb 6.1 usmeHeHa ¢ 13 agaycma 2019 2. - ®edeparsibHbIl 3akoH om 2 ageycma 2019 e.
N 297-03

CmMm. npedbidywyto pedakyuro

6.1. B cpok, He npeBblwaoWwmnn gecatn pabounx gHen co OHA NONyYeHUs 3aKIoyYeHns
KOMUCCUWN 3KCNEepTOB MO pesynbTaTaM yKaszaHHOW B 4acTy 2 HacTOsALWEN cTaTby IKCnepTussbl,
YNONTHOMOY€EHHbIV (beaepanbHbI OpraH UCNOSTHUTENBHOW BNacTu:

1) NpUHUMaEeT pelleHne O BHEeCEHUU U3MEHEHWA B JOKYMEHTbl, coepKalinecs B
perucTpauuoHHOM [0Cbe Ha 3aperucTpupoBaHHbIA  FIEKapCTBEHHbIM npenapat  ans
BETEPMHaPHOro NPUMeHeHns, nnn ob oTkase BO BHECEHUN TaKUX UBSMEHEHWUI;

2) BHOCWUT B rOCYOApCTBEHHbIN peecTp IeKapCTBEHHbIX CPeAcTB Ha OCHOBaHUMU
peLleHns 0 BHECEHUN U3MEHEHUN B JOKYMEHTbI, cCoAepXalmecs B perncTpaumoHHOM A0Cbe
Ha 3aperucTpMpoBaHHbIN NEKapCTBEHHbLIN npenapaTt ANd BeTepUHApPHOro MNpUMEHEHUS,
HeobXxoaMMble U3SMEHEHWS U BO3BPALLAET 3T AOKYMEHTbI 3asBUTENIO;

MHdopmaLms 06 uaMeHeHusIx:

Yacmb 6.1 OononHeHa riyHkmom 3 ¢ 13 asaycma 2019 e. - ®edeparibHbil 3aKOH om 2
aszycma 2019 e. N 297-03

3) BblJaeT 3asBUTENO HOBOE PErncTpauuoHHOe YOOCTOBEPEHME IeKapCTBEHHOro
npenapata Ans BEeTEPUHAPHOro MpPUMMEHEHMS B Cryvyae HeobBXoAMMOCTM W3MEHEHUS
CcBedeHun, coepXalmxca B HeM, C COXpaHeHMeM HoMepa paHee BblOAaHHOro
perucTpauuoHHOro yaoCTOBEPEHUA NeKapCTBEHHOro npenapata Ans  BeTepuHapHOro
NPUMEHEeHUS.

MHdopmaLms 06 uaMeHeHusix:

Cmamebs 31 dononHeHa Yacmbio 6.2 ¢ 15 uroHs 2018 2. - ®edeparibHbIl 3aKOH om 4 UOHS
2018 2. N 140-@3
6.2. B cnyyae BHeCeHMSs U3MEHeHUN B [OOKYMEHTbl, coepXalimecsa B
perncTpaunMoHHOM [OOCbe Ha 3aperncTpupoBaHHbIA  NEKapCTBEHHbIM npenapat ang
BETEPUHAPHOINO MNPUMEHEHMS], B 4acTu, Kacawwenca WU3MeHeHna u (Unm) [OnoSTHEHUS
NPOM3BOACTBEHHOM NSOLLAAKM NEKAPCTBEHHOrO nNpenapaTta, Npu npeacTtaBneHnn 3asiBUTENEM
B COOTBETCTBMM C MYHKTOM 3 4YacTu 1 HaACTOsLWEN CTaTbW KOMUM peLLEeHUsT YNONIHOMOYEHHOIO
dedepanbHOro opraHa WUCMOMHUTENbHOM BflacTM O NPOBEAEHUM  MHCNEKTUPOBAHUS
NPOM3BOOMTESNS JIEKAPCTBEHHbBIX CPeACTB CPOK, YKasdaHHbIM B YacTn 6.1 HacToAWen cTaTby,
NpUocTaHaBNMBaETCH CO AHA NOSTyYeHNS 3aKNYeHUS KOMUCCUN SKCNEPTOB A0 OHS MPUHATUS
YNOSTHOMOY€EHHbBIM doefieparnibHbIM OpraHOM MCMNOSTHUTENBHOM BNACTU PELUEHNS O Bblgaye unm
00 oTKase B Bblgaye 3aKNKYEHUS O COOTBETCTBUM NMPOU3BOANTENS NIEKAPCTBEHHbLIX CPEACTB
TpeboBaHNAM rpaBus Hagnexawien npou3BOACTBEHHOW MPaKTUMKK, HO He Bonee 4Yem Ha CTo
BOCEMbAECAT pabounx gHen.

MHdopmaumsa 06 nameHeHusx:
Hacmb 7 usmeHeHa ¢ 15 uroHs 2018 e. - ®edeparibHbit 3akoH om 4 utoHs1 2018 e. N 140-®3
Cwm. npeodbidywyro pedaKyuro
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7. OcHOBaHMeM s OTKa3a BO BHECEHUM U3MEHEHUN B JOKYMEHTbI, cofepXxalimecs B
perucTpaLmMoHHOM [OCbe Ha 3aperucTpupoBaHHbIM  JleKapCTBeHHbIN npenapat  Aans
BETEPUHAPHOIO MNPUMEHEHUs, B Cryyasdx, He Tpebywwux npoBedeHUss 3KCnepTu3bl
reKapCTBEHHOro CpeAcTBa, ABNAETCS NpeacTaBrieHne JOKYMEHTOB, YKa3aHHbIX B 4acTsax 1 u
3 HacTosLen cTaTbu, B HEMOMHOM OBbeme UM OTCYTCTBME B NpeacTaBEeHHbIX JOKYMEHTax
CBeEeHWI, KoTopble AOMKHbI BbITb B HUX OTpaxeHbl, NMMBO HenpeacTaBreHne 3asBUTENeEM B
YCTaHOBMNEHHbIM CPOK OTBEeTa Ha ykasaHHbIn B 4acty 4.1 HacToswen ctaTbu 3anpoc
YMOJSTHOMOYEHHOrO dhefepanbHOro opraHa UCNoMHUTENBHOW BNACTW.

MHdopmaLms 06 uaMeHeHusix:

Cmamebs 31 donosnHeHa Yacmbio 7.1 ¢ 15 uroHs 2018 2. - ®edeparibHbIl 3aKOH om 4 UOHS
2018 2. N 140-03
7.1. OcHoBaHMeM Anis oTKa3a BO BHECEHUN U3MEHEHN B AOKYMEHTbI, CoaepXallmecs
B pPerncTtpaunmoHHOM [OCbe Ha 3aperncTpupoBaHHbIA JIEKApCTBEHHbIN npenapaT ang
BETEPUHAPHOIO  MPUMEHEHUs, B  crydasax, TpeOywwux nNpoBeAeHus  dKCnepTu3bl
NeKapCTBEHHOro CpeacTBa, ABMNAETCSA 3aKnoveHne ynosITHOMOYEHHOro oefeparibHOro opraHa
UCMONHUTENbHOM  BMlAaCTM O  BO3MOXHOCTU  CHMXeHWa  6e3onacHOCTW,  Ka4yecTBsa,
3(PPeKTUBHOCTM NEKApPCTBEHHOrO npenapara BCreAcTBUue BHECEHNA U3MEHEHUN B YKa3aHHbIEe
AOKYMEHTbI, OTKa3 YMNOSIHOMOYEHHOro heaepanbHOro opraHa WCMNOSIHUTENbHOW Bnactu B
Bblaye 3aKYeHUss 0 COOTBETCTBUM NMPON3BOANTENS NNEKAPCTBEHHbIX CPeaACcTB TpeboBaHUAM
npaBun  Hagnexawen npou3BOACTBEHHON MPAKTUKM B Cclyyvae W3MEHeHna u  (unu)
AOMOSHEHMS NPOM3BOACTBEHHOM NSIOLLALKM NIEKAPCTBEHHOMO npenapara, ecnv Nnpou3BoacTBO
NleKapCTBEHHOro npenapata Ans  BEeTEepUHaApHOro MpUMMEHEHUs1 OCyLecTBdeTcs 3a
npegenamu Poccunckon degepaumm, unm OTCyTCTBUE TOrO 3aKNIOYEHNS.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 yacmb 8 cmambu 31
Hacmosiuje2o ®edepanibHO20 3aKoHa U3/I0XKeHa 8 Ho8oU pedaKkyuu, ecmynatoueli 8 cusny ¢
1 urons 2015 a.

Cm. mekem 4yacmu 8 rpedbidywet pedakyuu
8. [onyckaetcsa obpalleHne neKapCTBEHHbIX MpenapaTtoB [Ans BeTepUHapHOro

NPUMEHEHNA 0O UCTEYEHUS CpoKa rogHOCTU, NPOU3BEAEHHbIX B TEYEeHNe cTa BOCbMUOECATU
AHen nocne AaTbl NPUHATUSA YNOMHOMOYEHHbIM doedeparibHbiM OpraHoOM WCMOSHUTENbHON
BNacTu peLleHnsi 0 BHECEHUN N3MEHEHUI B IOKYMEHTbI, coaepalimecs B pernctpaumoHHOM
OOCbe Ha NeKapcTBEHHbIN npenapaTt, B COOTBETCTBMW C MHMOpMauuen, coaepxalenca B
AOKYMeHTax perucTpauuoHHOro [OCbe Ha JleKapCTBEHHbIN rnpenapart A0 AaTbl NPUHATUSA
TaKoro peLueHms.

FTAPAHT:

CMm. kommeHTapum k ctatbe 31 HacTosiero ®eaepanbHOro 3akoHa

Cratbsa 32. OTMeHa rocyfapCTBEHHOW perucTpaumm nekapcTBEHHOro npenapara

PeweHne 06 oTmMeHe rocygapCTBEHHOW pernctpauuu NnekapCTBEHHOro npenapata u
UCKMIOYEHNN NEeKapCTBEHHOrO npenapata M3 rocygapCTBEHHOrO peectpa feKkapCTBEHHbIX
cpencTB NPUHUMAaETC YNOSTHOMOYEHHbIM befeparibHbIM OpraHOM UCMOMHUTENbHOM BNacTu
B criyyae:

1) npeacrtaBneHuMsi COOTBETCTBYIOLLUMM YMNOMHOMOYEHHbLIM (hbeaepanbHbiIM  OpraHoM
NCMONHNTENbHOW BACTU 3aKNOYEHNa O pucke unm o6 yrpose 340POBbLIO, XKMU3HU YeroBeKa
UAN  KMBOTHOMO MpPW MNPUMEHEHUN FEKApPCTBEHHOro npenapara, npeBbialowmnx ero
3(PPEKTUBHOCTb, MO pe3ynbTataM OCYLWECTBASEMOro WM MOHUTOPUHra 6e3onacHoCTU
rnekapCTBEHHOro npenapara;

MHdopmaLmst 06 uaMeHeHusix:
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®edepasibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 2 cmambu 32
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynarouwue & cuny ¢ 1 utons
2015 e.

CmM. mekcm riyHkma 8 rnpedbidyuwel pedakyuu

2) nogadn pgepxartenem wunuv  BrnagenbueM  perncTtpaumMoHHOro  yooCTOBEPEHUS
NeKapCTBEHHOro rnpenapata WnyM  YNorHOMOYEHHbIM WM  APYrUM  OPUONYECKUM  JTULIOM
3asBreHnsa 06 oTMeHe rocygapCTBEHHOW perncTpaunmn nekapCTBEHHOro npenaparTa;

3) HenoATBepXOAEeHNS rocyfapCTBEHHON perncrpaumm rnekapCTBEHHOro npenapara no
NCTEYEHMM CpoKa OENCTBUA PEMMCTPALMOHHOIO YOOCTOBEPEHNS, BbIAAHHOMO Ha NATL NET;

4) HenpeacTaBneHnsa 3asiBUTenemM MHopMaLlMu, KoTopas MOXeT noBnedb 3a cobown
HeobX04MMOCTb BHECEHUSI M3MEHEHWA B LOKYMEHTbl, COAep)almeca B pernctpaumoHHOM
AOCbEe Ha 3apermcTpuMpoBaHHbIA NEKAPCTBEHHbIN Npenapart, B TeyeHue Tpuauatn paboumx
OHen COo OHSA HaCTYnMeHNa 3TUX N3MEHEHUN;

MHdopmaLms 06 u3MeHeHusIx:

@eldeparibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-®3 & nyHkm 5 cmambu 32
Hacmosiwe2o PedepasibHO20 3aKOHa BHECEHbI UBMEHeHUs, ecmynarouwue 8 cuny ¢ 1 urns
2015 a.

CM. mekcm niyHkma e rnpedbidywel pedakyuu
5) ocyuwecTBneHns rocyaapCTBEHHOW perucrTpauumn nekapcTBeHHOro npenaparta nog
TOProBblIM  HaMMEHOBAHMEM  3apPErncTpupoBaHHOrO paHee nog 3TUM  TOProBbIM
HaMMeHOBaHMEM JeKkapCTBEHHOro npenapara, OTMIMYaloLWeroca KavyeCTBEHHbIM COCTaBOM
AEeNCTBYIOLNX BELECTB;
MHdopmaLms 06 u3MeHeHusix:

[yHkm 6 usmeHeH ¢ 15 uroHsa 2018 2. - @edeparbHbit 3akoH om 4 utoHss 2018 2. N 140-®3

CwMm. npeodbidywyto pedakyuro
6) ocyLLeCTBNEHNSI TOCYOapCTBEHHON perncTpaumm 0gHOro 1 TOro Xe fekapcTBEHHOro
npenaparta B OTHOLUEHUW OLHOIO M TOrO Xe AepXaTens wunu Bragenbla pernctpaunoHHOro
yOOCTOBEPEHNSA NEKApCTBEHHOrO npenapata B Buae [AOBYX M 0Oonee nekapCcTBEHHbIX
npenapaTtoB Nog pasfn4yHbIMY TOProBbIMU HAMMEHOBAHNSIMU;
7) BblHECEHMSI CYAOM peELUeHUA O HapylleHuuM npaB npaBoobrnagaTtenss o6bekToB
WHTENMEeKTyanbHON COGCTBEHHOCTM NpU obpaLLeHnN NeKapCTBEHHbIX CPEACTB;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 32 Hacmosiweao
®edepasnibHO20 3aKoHa orosiIHeHa ryHkmom 8, ecmynarouwum 6 cuny ¢ 1 urons 2015 a.
8) oTcyTCTBMA NEeKkapCTBEHHOro npenaparta B obpalleHnn B Poccuiickon ®enepaumm B
TeyeHune Tpex n bonee neT;

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 cmambs 32 Hacmosuwezo
®edepasibHO20 3aKoHa doriosiIHeHa ryHkmom 9, ecmynarouwum 8 cusy ¢ 1 urons 2015 a.

9) HeBbINOMHEHUA AepXxaTenem UM BnagenbLuem perncTpaumMoHHOro yaoCTOBEPEHUS
NeKapCcTBEHHOro npenapata NMB0 YNONMHOMOYEHHbIM UMW APYrUM  IOPUOANYECKUM FMLIOM
MeponpuaTuin No obecneyeHnto 6e30MacHOCTN NeKapCTBEHHbIX NpenapaToB, YCTAHOBMEHHbIX
YNONTHOMOYEHHbIM (peaepanbHbiM OpraHOM WUCMOMHUTENTbHOW BlacTM B COOTBETCTBUU C
yactamn 3 n 4 crtatenm 64 Hactoswero denepanbHOro 3akoHa, B pamMKax OCYLLECTBEHUS
drapmakoHag3opa;

MHdopmaumsa 06 nameHeHusx:
®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 32 Hacmosiweao
®edeparnibHo20 3aKoHa dornosiHeHa riyHkmom 10, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
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10) oTkasa pJepxatens wnu Bnagensua pPerucTpauuoHHOro  YAOCTOBEPEHUS
nekapcTBEHHOro npenaparta nMbo ynomHOMOYEHHOro UMW OPYroro HpuanYeckoro nuua ot
BHECEHUS] WU3MEHEHUW B MHCTPYKUMIO MO MNPUMEHEHUIO JieKapCTBEHHOro rnpenapara,
KacaloLUMXCs HOBbIX NOATBEPXAEHHbIX AAaHHbBIX O TOM, YTO PUCK MPUYNHEHUS Bpeaa 340POBbIO
yerioBeka WM >XMBOTHOrO BCMNEeACTBME NpuemMa NekapCTBEHHOro npenapata npesblaeT
3¢ (PEKTUBHOCTb €ro NPUMEHEHNS.

MHdopmaLms 06 u3MeHeHusIx:

Cmambs 32 donosnHeHa riyHkmom 11 ¢ 1 aHeaps 2026 2. - ®edepasibHbIl 3aKoOH om 27
Oekabps 2019 a. N 475-03 (8 pedakyuu PedeparsibHo20 3akoHa om 28 uwHsa 2022 e. N
204-®3)

Cwm. 6ydywyro pedakyuro
FTAPAHT:

CM. KommeHTapum Kk ctaTbe 32 HacTosiero ®eaepanbHOro 3akoHa

CtaTtba 33. [ocyfapCTBEHHbIV peecTp NekapCTBEHHbIX CPEACTB
FTAPAHT:

Cwm. lMonoxeHne o FocygapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeacTB, YTBEPXOEHHOe
MwuH3gpasom P® 1 gekabpa 1998 r. N 01/29-15
1. TocymapCTBEHHbIN peecTp JIeKApCTBEHHbIX CPEeACTB COOEPXUT MepeveHb
NEeKapCTBEHHbIX MNpenapaTtoB, Npoweawnx rOoCy4apCTBEHHYK perncrpauuio, nepeveHb
dapmaueBTUYECKUX CyOCTaHUMIA, BXOASAWMX B COCTaB JIEKApPCTBEHHbIX NpenapaToB, WU
cnenyoLLyo NHpopMaumio:
1) B OTHOLLEHMM NEKAPCTBEHHbIX NpenapaTos:

MHdopmaLms 06 n3MeHeHusIx:

@eldeparibHbIM 3akoHoM om 22 Oekabpsi 2014 2. N 429-®3 8 nodnyHkm "a" nyHkma 1
yacmu 1 cmambu 33 Hacmosiwezo @edepasibHO20 3aKoHa BHECEHbl U3MEHEHUS,
ecmynatowjue 8 cusny ¢ 1 urons 2015 .

CmM. mekcm nodrnyHkma 6 rnpedbidyuwied pedakyuu
a) HaMMeHOBaHWe NeKapCTBEHHOro npenapaTta (MexayHapoaHoe HenaTeHTOBaHHOE,
UNW rpynnUPOBOYHOE, NN XMMUYECKOE M TOProBOE HaMEHOBaHMS);
6) nekapcTBeHHas hopma C ykaszaHMeM LO3MPOBKM NEKapCTBEHHOro npenapaTta u ero
Konu4yectBa B NOTPeOUTENbCKOM YNaKkoBKeE;

MHdopmaLmsi 06 u3MeHeHusIx:

n_n

[ModnyHkm "8" usameHeH ¢ 1 sHeaps 2018 e. - ®edepasibHbIU 3akoH om 28 Oekabps 2017 a.
N 425-03

CmM. npeodbidywyto pedakyuro

B) HaMMeHOBaHMEe AepXxaTensa Wnu Bragenbua perucTpaumoHHOro yaooCTOBEPEHUS
nekapCTBEHHOro npenapata W CBeAEHUst O pernctpaumm gepxartena wnv Bnagenbua
pPEerMcTpauuoHHOro yaoCTOBEPEHUA NEKapCTBEHHOro npenapata  Ans  MeauuUHCKOro
NPUMEHEHNA B Ka4yecCcTBe Haroronnartesblinka B CTpaHe perncrpaumm (ans poCCUMCKUX
IOPUANYECKNX UL - UWAEHTUMUKAUMOHHBIM HOMep Hanoronnatenbwuka (MHH), ans
WHOCTPAHHbIX PUANYECKUX NUL, - CTpaHa perncrtpaunn, HauMeHoBaHWe perncTpupyroLLero
opraHa, pPermcTpauMoHHbIN HOMEpP, KOA HamnoronnaTenbluMka B CTpaHe perucrpauunm
(MHKOpPMNOpauuKn) nnu ero aHanor);

MHdopmaumsa 06 nameHeHusx:

nn

[TodnyHkm "2" usameHeH ¢ 1 ssHeapsi 2018 2. - ®edeparsibHbIlU 3akoH om 28 Oekabps 2017 a.
N 425-03
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CwMm. npeodbidywyto pedakyuro
r) HaUMEHOBaHWe 1 afpec NPoOM3BOAUTENS NEKAPCTBEHHOrO npenapaTta u CBeAeHns o
perucrtpauum nponsBoauTens fiekapCTBEHHOro rnpenapara angd MeguumMHCKOro npuMeHeHus B
KayecTBe HanoronnaTenbliMka B CTpaHe perncrpaumnm (4ns poOCCUNUCKUX HPUANYECKUX N, -
NOEHTUMPUKALMOHHBIM HOMep Hanoronnatenswmka (MHH), ana nHocTpaHHbIX PUaNYECKUX
nuy - CTpaHa perucrpauun, HaMMeHOBaHuWe PerncTpupyrowero opraHa, perMcTpaumoHHbIN
HOMep, Ko HanoronnaTesbLuka B CTpaHe perncrpaumm (MHKopnopauumn) nnv ero aHanor);

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbIM 3aKkoHOM om 22 0ekabpsi 2014 . N 429-®3 nodnyHkm "0" nyHkma 1 yacmu
1 cmambu 33 Hacmoswezo ®edeparibHO20 3aKOHa U3/IOXEeH 8 HOo8oU pedaKkyuu,
ecmynarowieu 8 cury ¢ 1 urons 2015 a.

CmM. mekcm nodriyHkma 8 rpedbidyuiel pedakyuu

A) apmakoTepaneBTMYeckas rpynna, Ko JfieKapCTBEHHOro npenapata no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Krnaccudukaumn, pekoMmeHgoBaHHOW BcemupHomn
opraHusauunen 3agpaBoOXpaHEHUS;

€) NnokasaHusa 1 NPOTUBOMNOKa3aHUA K NPUMEHEHUIO NeKapCTBEHHOro nNpenaparTa;

X) noboYHble AENCTBMS NEKAapCTBEHHOMo npenapara;

3) CPOK rogHOCTM flekapCTBEHHOrO npenapara;

1) YCrOBUSA XpaHeHUs NekapCTBEHHOro npenapara;

K) yCrnoBus OTMNyCKa fiekapCTBEHHOro npenapara;

1) HOMep hapMakonenHon CTaTbl UK B Criyd4ae ee OTCYTCTBUA HOMEpP HOPMaTMBHOM
AOKyMeHTauum nmbo HOPMaTUBHOIO LOKYMEHTA;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkOHOM om 22 Oekabpsi 2014 2. N 429-®3 e nodnyHkm “M" nyHkma 1
yacmu 1 cmambu 33 Hacmoswezo @edepasibHO20 3aKoOHa BHECEHbl U3MEHEHUS,
ecmynarowjue 8 cusny ¢ 1 urons 2015 a.

CmM. mekcm nodryHkma 8 rpedbidyuel pedakyuu
M) [fJaTa rocydapCTBEHHOW perucrTpauumM rekapCTBEHHOro npenapata W ero
perncTpaLnoHHbI HoMep, AaTa 3aMeHbl PerMcTpaumoHHOro yaOCTOBEPEHUS NeKapCTBEHHOMO
npenapata Ha 6eccpoyHoe perMcTpaunmoHHoe yoOCTOBEpeHue rnekapCTBEHHOro npenapaTa,
Aarta nofgayu 3asBreHus 0 NoaATBEPXOEHUN rocyfapCTBEHHON perncTpauun nekapcTBEHHOro
npenapaTta, fAaTta OTMeHbl rOCyAapCTBEHHOW perncTpaumm nekapcTBeHHOro npenapara;

MHdopmaLmst 06 uaMeHeHusIx:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmoswe2o @edeparibHO20 3aKoHa 0orosIHeH nodrnyHKmMom “H", ecmynarowum 6 cusy ¢ 1
urons 2015 a.
H) Ka4yeCTBEHHbIN COCTaB W KOMWYECTBEHHbLIN COCTaB [LEWCTBYHOLLMX BeLWEeCTB W
KayeCTBEHHbI/ COCTaB BCMOMOraTesbHbIX BELLECTB JIeKapCTBEHHOrO npenapara;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosweao @edeparibHO20 3aKoHa 0orosiHeH nodrnyHkmom “0", ecmynarowum 6 cusy ¢ 1
urons 2015 a.
0) uHdopmaums o000 BCex paspelleHHbIX BUAax BTOPUYHOM (MOTPEOUTENBLCKOW)
YNaKOBKMU;

MHdopmaumsa 06 nameHeHusx:

[TodnyHkm "n" usmeHeH ¢ 1 mapma 2020 2. - ®edeparibHbil 3aKoH om 27 Oekabps 2019 a.
N 475-03

CmM. npeodbidywyto pedakyuro
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n) QaTa nNpUHATUS peLlleHnss O BO3MOXHOCTU paccMaTpuBaTb JleKapCTBEHHbIN
npenapaT Mnpu rocydapCTBEHHOW perucTpauumM B KadyecTBe OpgpaHHOro JeKapCTBEHHOMO
npenapata (ans nekapcTBeHHbIX NpenapaToB AN MEANLMHCKOrO NPUMEHEHNS);

MHdopmaumsa 06 nameHeHusx:

n.n

[TodnyHkm "p" usmeHeH ¢ 1 mapma 2020 2. - @edeparibHbIl 3aKoH om 27 Oekabps 2019 a.
N 475-03

Cm. npeodbidywyto pedakyuro
p) HanuMume neKapCTBEHHOro npenapaTta B MepeyHe >XU3HEHHO HeobXxoaumbiX u
BaXHEWNLMX JeKapCTBEHHbIX MpenapaTtoB (4NA  NeKapCTBEHHbIX nNpenapaToB AN
MEANLMHCKOrO NPUMEHEHUS);

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmoswe2o ®edeparibHO20 3aKoHa 0ornosiHeH NodrnyHKmMom "c”, ecmynarowum 6 cusy ¢ 1
urons 2015 a.

C) HanuMyue B NeKapCTBEHHOM npenapate HapKOTUYECKUX CpeacTB, MCUXOTPOMHbIX
BELeCTB M WX [MPEeKypcopoB, noanexawmx KoHTponwo B Poccuiickon depepauun, B
COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuiickon depepaumn, MexagyHapoLHbIMU
porosopamn Poccunckon degepaumn, B TOM vncne EOMHOM KOHBEHUMEN O HAPKOTUYECKUX
cpeactBax 1961 roga n KoHBeHLMeN 0 NCUXOTponHbIX BewecTBax 1971 roaa;

MHdopmaLms 06 uaMeHeHusIx:

®edepasibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmoswe2o ®edeparibHO20 3aKoHa 00rosIHeH nodrnyHKmMom "m”, ecmynatowum 6 cusy ¢ 1
urons 2015 a.
T) wuHdopmauMss O TOM, SBNSIETCA NM  AaHHbIA  NIEKAPCTBEHHbIN  npenapart
pedepeHTHbIM NIEKAaPCTBEHHbIM NpenapaToMm;

MHdopmaLms 06 u3MeHeHusix:

®edeparibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiwezo PedeparibHO20 3aKoHa 00ronHeH nodnyHkmom "y", ecmynarouwum 6 cusy ¢ 1
urons 2015 a.
y) cBedeHuss O nojadve 3asBfeHUss O BHECEHUM W3MEHEHWA B [OOKYMEHTbI,
coaepXxalumecs B permctTpaumoHHOM A0CbE Ha NeKapCTBEHHbIN Npenapar;
@) ytpatun cuny ¢ 1 mapta 2020 r. - ®egepanbHbii 3akoH oT 27 gekabps 2019 r. N
475-03

MHdopmaumsa 06 nameHeHusx:
CwMm. npeodbidywyto pedakyuro

®edepasibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosuwe2o ®PedeparibHO20 3aKkoHa 0oMosiHeH NodrnyHKmMom "x", ecmynarowum 6 cusy ¢ 1
urornsg 2015 a.

X) CPOK BBEEHUS NekapCTBEHHOrO npenapaTa B rpaxgaHckuin o6oporT;

2) B OTHOLWEHUN (hapmaueBTUYECKNX CyOCTaHLMI:

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®03 & nodrnyHkm "a" nyHkma 2
yacmu 1 cmambu 33 Hacmoswezo @edepasibHO20 3aKoOHa BHECEHbl U3MEHEHUS,
ecmynarowjue 8 cusny ¢ 1 urons 2015 a.

CmM. mekcm nodriyHkma 8 rpedbidyuiel pedakyuu
a) HanmeHoBaHue dapmaueBTUYECKomn cybcTaHumm (MmexxgyHapoaHoe
HenaTeHTOBaHHOE, N rpynNnNMpPOBOYHOE, NN XMMUYECKOE U TOProBOE HAMMEHOBAHNS);
0) HauMeHoBaHMe 1 agpec NPoM3BoOANTENS hapMaLeBTUYECKON cybcTaHuuu;
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B) CPOK rogHOCTH hapMaLleBTMYeCKon cybcTaHumm;

r) ycnosusa xpaHeHunsa bapmaueBTnyeckon cybctaHumm;

A) Homep dpapmakonemHon ctaTtbu UNKN B Criydae ee OTCYTCTBUS HOMEpP HOPMaTUBHOM
AOKyMeHTauum nmbo HOpMaTUBHOIO JOKYMEHTa;

MHdopmaLms 06 uaMeHeHusix:

®edepasibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 2 yacmu 1 cmambu 33
Hacmosiweao PedeparibHO20 3aKoHa 0orosiHeH nodnyHkmom "e", ecmynarowum 8 cusy ¢ 1
urons 2015 a.

e) Hannume dapmaleBTUYEeCKON CybCTaHuMM B MepeyHe HapKOTUYECKUX CPEeAcTB,
NMCUXOTPONMHbLIX BELECTB M WX MPEKypcopoB, Moasiexawmx KOHTponi B Poccunckon
depepaumm, B  COOTBETCTBMM C  3akoHogaTenbcTBOM  Poccuinckon  Pegepauuu,
MexayHapogHbiMn gorosopammn Poccuiickon depepaumm, B TOM Ynucne EAMHON KOHBEHLMEN
0 HapkoTuyeckux cpencrtsax 1961 roga n KoHBeHUMEN O MCUXOTPOMHLIX BewectBax 1971
roga.

MHdopmaLmst 06 uaMeHeHusix:

®edeparnbHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-©3 yacmb 2 cmambu 33
Hacmosiuwezo ®edeparibHO20 3aKOHa U3/10XeHa 8 HogoU pedakuyuu, ecmyrnarowed 8 cusy ¢
1 urona 2015 a.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu

2. ®apmaueBTnyeckas cybcrtaHums, nNpomsBefeHHas And peanu3auuu, MoxeT ObiTb
BKMNOYEHA B rOCYy[apCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBaHUM 3asiBrIEHUS
pa3paboTymka Mnv NpoM3BOaUTENS NEKapCTBEHHOro cpeacTBa nNMbo ynosIHOMOYEHHOTO UMK
IOPUMANYECKOrO Nnua npu yCnoBUM NPOBEAEHUA B OTHOLLUEHMM Takon bapmaueBTUYECKOn
cybCcTaHumMm  3KcnepTM3bl kayecTBa  papmaueBTUYECKOM cybCcTaHumm B Nopsiake,
YCTaHOBMEHHOM cTaTbenn 34 Hactoswero ®depgepanbHOro 3akoHa. B oTHoweHun
dhapmaueBTU4eCKNX CcybCTaHUMn, NPOM3BEOEHHbIX ANS peanu3auuun, B rocyaapCTBEHHOM
peecTpe nekapCTBEHHbIX CPEACTB COOAEPXKUTCA crieaytoLlas nHopmMmauus:

1) HanuMmeHoBaHue (hapmaueBTUYECKON cybcTtaHumm (MexxgyHapoaHoe
HenaTeHTOBaHHOE, U rPYNMNMPOBOYHOE, UM XMMUYECKOE U TOProBOE HaMMEHOBaHUS);

MHdopmaLmst 06 uaMeHeHusix:

[MyHkm 2 usmeHeH ¢ 1 sHeaps 2018 a. - ®edeparnbHbil 3akoH om 28 dekabps 2017 a.
N 425-03

Cwm. npeodbidywyro pedaKyuro

2) HauMeHOBaHWe, agpec npou3soanTensa papmMmaueBTUYecKon cybcTaHLmmn, a Takke B
OTHOLUEHMM JIEKAPCTBEHHbIX CPeacTB Ans MeAUUMHCKOrO MNPUMEHEHUST CBEeAEHus O
perucrpauuu npounssoauTens drapmaueBTUYeCcKomn cybecTaHumm B KayecTBe
HanoronnaTenbliuka B CTpaHe pernctpaumm (Ons pPOCCUACKUX OPUONYECKUX vl -
NOEHTUMPUKALMOHHBIN HOMep Hanoronnatenswmka (MHH), ana nHocTpaHHbIX pUaNYEeCcKuX
Ny, - CTpaHa perucrTpauuu, HaMMmeHoBaHWe PEerMcTpupyrollero opraHa, permctpaunoHHbIN
HOMep, Ko HanoronnaTesbluka B CTpaHe perncrpaumm (MHKopnopauumn) nnv ero aHanor);

3) CpOK rogHoOCTK hapmaLeBTMYECKOM cybCcTaHLmu;

4) ycnoBusi XxpaHeHus hapmaLeBTU4ECKOM CybcTaHLmm;

5) Homep cbapmakonenHon ctaTbn NMMBO B criydae ee OTCYTCTBUA HOMEP HOPMaTUBHON
AOKyMeHTauuMu Unm HopMaTUBHOIO JOKYMEHTa;

6) Hanuuue dapmaueBTUYEeCKoM CyOCTaHUMM B rnepeyHe HapKOTMYECKUX CPeacTs,
NCUXOTPONHLIX BELECTB W WX NPEeKypcopoB, Mnoanexawmx KoHTposn B Poccunckon
depepaumm, B COOTBETCTBMM C  3akoHogaTenbcTBomM  Poccuinckon  Pegepauun,
MexayHapoaHbiMn gorosopamun Poccuiickon depgepaumm, B TOM Yucne EAnHON KOHBeEHLMeN
0 HapkoTu4yeckux cpeacrtsax 1961 roga n KoHBeHUMEN O MCUXOTPOMHLIX BewectBax 1971
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roga;

7) paTta BKMYeHust dpapmaleBTMYEeCKOM CyOCTaHLUMM B rOCYyAapCTBEHHLIM peecTp
NEeKapCTBEHHbIX CPeACTB, faTa BHECEHWA W3MEHEHWW B [OKYMEeHTbl dhapMaueBTUYEeCKOW
cybcTaHuuM, pata MUCKNoYeHns apmMaueBTMYeCcKOM CyOCTaHUMM U3 rocy4apCTBEHHOMO
peecTpa nekapCcTBeHHbIX CPeaCTB.

3. [lMopsagok BedeHus rocygapCTBEHHONO peecTpa NeKapCTBEHHbIX CPencTB Ans
MeANLMHCKOro NpMMEHeHUs N rnopsiaok Be4eHUs rocygapCTBEHHOrO peecTpa NnekapcTBEHHbIX
cpeactB  ANA BETEPUHAPHOro  MPUMEHEHUS  YTBEPXKOAKTCA  COOTBETCTBYHOLUM
YNOSTHOMOYEHHbIM dhefiepanbHbIM OPraHoOM UCMONHUTESTbHOW BiacTu.

FAPAHT:

CM. koMmeHTapumn K ctaTbe 33 HacToswwero ®egepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-03 HaumeHogaHue cmambu 34
Hacmosiweao PedeparibHO20 3aKOHa U3JTOXEeHO 8 HogoU pedaKyuu, scmynarouwel 8 curly ¢
1 urons 2015 a.

Cm. mekcm HaumeHogaHus 8 npeodbidywel pedakyuu
Cratba 34. BknioyeHwe B rocygapCTBEHHbIA peecTp feKapCTBEHHbIX CPeacTB W
UCKIIOYEeHNe ©3 TOCYyAapCTBEHHONo peecTpa JeKapCTBEHHbIX CPeacTB
dhapmaLeBTUYECKOM CyGCTaHUMM, MPOM3BEAEHHON ANA peanv3aumm

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 e vacmb 1 cmambu 34
Hacmosweao PedepasibHO20 3aKOHa BHECEHbI UBMEHeHUs, ecmynarouwue & cuny ¢ 1 utons
2015 e.

Cm. mekem 4acmu 8 rpedbidywet pedakyuu
1. Ona BknoveHna apmaueBTuyeckor  cybcTaHumMu, NPOM3BEAEHHOW  AOns
peanusauuun, B rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeaCcTB, MPOBOAUTCH IKCnepTu3a
ee KayecTBa.

MHdopmaLmsi 06 u3MeHeHusix:

Yacmb 2 usmeHeHa ¢ 1 aHeaps 2021 a. - ®edepanbHbili 3akoH om 27 dekabps 2019 2. N
478-03

Cwm. npeldbidywyro pedaKyuro
2. JKcnepTu3a kayecTBa yKkasaHHOM B 4YacTu 1 HacTosdLen ctaTbm papMaueBTUHECKON
cybCcTaHumMmM, CcoCTaBNeHMEe KOMUCCUEN JKCMNEepPTOB 3aKMoYeHUMn no pesynbTaTaMm  3Town
3KCnepTusbl U UX HanpasfieHNe B YNOSITHOMOYEHHbIN (hefeparbHbli OpraH UCMONMHUTENbHON
BNacTU OCYLLIECTBNAOTCA B CPOK, HE MpeBbllaloWnin WecTnaecatn paboynx AHen co AHS
NMONyYeHNs 3KCNEepPTHbIM YyYpexxaeHMeM COOTBETCTBYHOLWEro 3adaHus  YNONIHOMOYEHHOro
deneparbHOro opraHa UCMoNHUTENBHOW BNacTU U Cnegyowmnx AOKYMEHTOB (CBeAeHUN):

MHdopmaumsa 06 nameHeHusx:

[NyHkm 1 usmeHeH ¢ 1 AHeapsi 2021 e. - ®edeparibHbIl 3akoH om 27 dekabpsi 2019 2. N
478-03

CmMm. npedbidywyto pedakyuro
1) cBegeHnss o gaTe NpenocTaBfeHUst U PerucTpauLmoHHOM HOMepe NULEH3UN Ha
NPOU3BOACTBO JIEKApPCTBEHHbIX CPeaCTB WNU CBedeHuss O pJaTte npefocTaBneHus u
pPerncTpaumMoHHOM HOMepEe 3akKfIlYeHUs O COOTBETCTBMM MNPOM3BOAUTENS NEKapCTBEHHbIX
cpeactB TpeboBaHMAM nMNpaBusl Hagnexawen npOM3BOACTBEHHOW MPAKTUKA, BblOaHHbIX
(NpepocTaBneHHbIX) YNONHOMOYEHHBIM doeeparibHbIM OpraHOM UCMOMHUTENBHOW BRacTu, B
crnyyae, ecnu npousBOACTBO JIEKAapCTBEHHOro cpeacTtBa ocyllectensetca B Poccunckon
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depepaumm;

MHdopmaumsa 06 nameHeHusx:
[NyHkm 2 usmeHeH ¢ 15 uroHs 2018 2. - @edeparsibHbil 3akoH om 4 utoHs 2018 2. N 140-03

Cwm. npeldbidywyro pedaKyuro
2) Konusa OOKYMEHTa, Bbl4AHHOMO YNOSIHOMOYEHHbLIM OpPraHOM CTpaHbl NPOM3BOAUTENS
NeKapCTBEHHOIO cpeancrtea n noaTBepXaarLero paspeLueHne npousBoAcTBa
NleKapCTBEHHOro CpeacTBa, U ero nepeBo Ha PYCCKUM A3blK, 3aBEPEHHbIE B YCTAHOBIEHHOM
nopsigke, a TakkKe KOMus 3akmiovyeHUs O COOTBETCTBUM MPOM3BOAUTENS NEKAPCTBEHHbIX
cpeacTB TpeboBaHWAM npaBuil Hagnexalien npou3BOACTBEHHOM MNPAaKTUKK, BblAAHHOIO
YNOMHOMOYEHHbIM (heaepanbHbiM OpraHOM MCNOSHUTENBHOM BRacTn, NMbo Konust pelueHns
YNOSIHOMOYEHHOrO  pefepanbHOro opraHa WUCMOMHUTENbHOM BRacTu O MpPOBEAEeHUn
WHCNEKTUPOBAHUA MPOU3BOAMTENS FEKApPCTBEHHOrO0 CpeacTBa. YKasaHHble [LOKYMEHThI
nNpeaCcTaBNATCA B Cnyyae, ecnmn nNpoM3BOACTBO NIeKapCTBEHHOIO CPeACcTBa OCYLLECTBSETCA
3a npegenamu Poccuickon ®eaepaunu;
3) OOKYMEHT, coaepxalumi cnegyowme ceeaeHnsa o papmMmaueBTUYECKON cybcTaHumu:
a) HaMMeHoBaHMe hapmMaLEeBTUYECKOM CyOCTaHUmK, ee CTPyKTypa, obLume CBOUCTBA;
0) HauMeHoBaHWe 1 agpec NPOM3BOAUTENS;
B) TEXHOMOrMs npouM3BOACTBA C ONWCaHMEM CTaauvi NPOU3BOACTBA M METOAOB
KOHTPONS Ha BCeX cTagusix NpoM3BOACTBa;
r) onucaHue pa3paboTkm npoLuecca NPON3BOACTBA;
A) OnuMcaHMe KOHTPONA KPUTUYECKMX CTagui npouecca npou3BoactBa U
NPOMEXYTOYHOWN NPOAYKLNN;
€) OOKYMeHTanbHOe NOATBEpPXKAEHME (BanugaLmsi) NpoLeccoB 1 (UNn) UX OLEHKa;
X) CBOMCTBa M CTPYKTypa AENCTBYIOLNX BELLECTB;
3) XapakTepucTmka NpuMecen;
n) cneundmrkauma Ha hapmaueBTUYecKyto cybcTaHumioo n ee 060CHOBaHME;
K) aHanMTn4eckne MeToauKu, UCMNOoNb3yeMble NPU OCYLLIECTBIIEHMM KOHTPONS KavyecTBa
hapmaLeBTUYECKOM CyBCTaHUmK;
n) [JOKyMeHTanbHOe noAaTBepXaeHwe (Banupaumsd) aHanuMTUYecKUx MeToOMuK,
NCNOoNb3yeMblX MPU OCYLLECTBNEHNN KOHTPOMSA KavyecTBa papMaLeBTU4ECKOM CyOCTaHUnK;
M) pe3ynbTaTbl aHanu3a cepun gapmaueBTUYeCKON CyOCTaHLmMK;
H) nepeyeHb CTaHAApTHbIX o06pas3uoB WUNM  BELWEeCTB, WCMNOMNb3yeEMbIX Mpu
OCYLLECTBMNEHUN KOHTPOIS Ka4YecTBa;
0) OonucaHWe XapaKTEpPUCTUK MU CBOMCTB YMAKOBOYHbIX MarepuarioB U YKYNOPOYHbIX
CpeacrTs;
n) AaHHble 0 CTAabMNBbHOCTM hapMaLeBTUYECKOW CyOCTaHUMK;
p) CPOK rOAHOCTY;
MHdopmaLmsi 06 u3MeHeHusIx:
Hacmb 2 dononHeHa nyHKmom 4 ¢ 1 sHeaps 2018 e. - ®edeparibHbil 3akoH om 28 0ekabps
2017 2. N 425-03
4) [OKYMEHT, coaepKallmi CBeeHUs 0 pernctpaumnmn npon3BoanTenst nekapCTBEHHbIX
CpeacTtB AN MEOVMUMHCKOrO MNPUMEHEHUS B KadecTBe Hamnoronnatenbliuka B CTpaHe

pernctpauumn (ons POCCUMCKUX  HOPUOMYECKMX §NUL -  WOEHTUAUKAUMOHHBIA  HOMeEp
Hanoronnatenswuka (MHH), ons MHOCTpaHHbLIX PUOMYECKUX NUL, - CTpaHa perucrpauumu,
HanmeHoBaHue perncTpupyroLero opraHa, perncTpaunoHHbIv HoMmep, ko4

HarnoronnaTesnbLlUnKa B CTpaHe perncrpaumm (MHKoprnopaumn) Unn ero aHanor).

3. [Ans npoBefeHUs SKCNepTU3bl KadecTBa yKasdaHHOW B 4YacTu 1 HacTosLWen ctaTbu
dapmaueBTudeckon  cybcTaHuum  3asBUTENb  NpeacTaBnsdeTr B YNOSHOMOYEHHbIV
doenepanbHbIA OpraH UCNONMHUTESNBHOW BNacTu:
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1) 3agBneHne O BKIKOYEHUM B TOCYAApPCTBEHHbLIN PEEecTp NeKapCTBEHHbIX CpeacTB
AaHHOW dhapmaLeBTUYECKON CyOCTaHLMK;

MHdopmaLms 06 u3MeHeHusix:

®edeparibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 2 yacmu 3 cmambu 34
Hacmosiweao @edepasibHO20 3aKOHa U3J/10XKeH 8 Hogou pedakyuu, ecmynarouwel 8 cusy ¢ 1
urons 2015 a.

CM. mekcm riyHkma e rnpedbidywel pedakyuu

2) konua OOKyMeHTa, MOATBepXAaloLwero ynnaTy rocygapCTBEHHOW MOLUMWHBI 3a
BKIIOYEHNE B TOCYOAPCTBEHHbLIM peecTp JlIeKapCTBEHHbIX CpeacTB  dpapmMaueBTUYEeCKON
cybCcTaHumn, npousBedeHHOW [Ons  peanusaumm, nmMbo nNo COBGCTBEHHOW WHUUMATUBE
yKasaHHbI OOKyMeHT. B cnyvae ero HenpeacrtaBneHusa 3asiBUTeNnemM YMNOMHOMOYEHHbIN
befiepanbHbI OpraH MUCMNONHUTENBHOM BNacTyu NpoBepaeT (akT ynraTtbl rocyaapCTBEHHOM
MOLWMMHBLl 3asBUTENEM C UCMOMb3oBaHWMEM UWHGopMaumm o6 ynnate rocyaapCTBEHHOM
NOWMWUHLI,  codepxawenca B [ocygapcTBeHHOM  MHAPOPMAUMOHHOM  cuUcTemMe O
rocyadapCTBEHHbIX W MyHMUMMAnbHbIX nNnaTexax, Ha OCHOBaHMM MpeacTaBieHHOM
3asiBUTENEeM KONUM OKyMeHTa, NoATBEPXKAatoLero ynnaTy rocyaapCTBeHHOMW MOLWSVHbI;

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 3 yacmu 3 cmambu 34
Hacmosiuje2o ®edeparibHO20 3aKOHa BHECEHbI U3MEHEeHUs, ecmynaroujue 8 cusy ¢ 1 urns
2015 a.

Cm. mekcm riyHKkma 8 rnpeobioyuwel pedakuuu
3) OOKYMEHTbI, YKa3aHHble B 4acTy 2 HACTosALWEN cTaTby;

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3akoHOM om 22 Oekabpss 2014 2. N 429-O®3 uvacmb 3 cmambu 34
Hacmosiwezo PedeparnibHO20 3aKoHa OO0rosiHeHa MyHKmMom 4, ecmynarowum 6 cusny ¢ 1
urons 2015 a.
4) 3asgBneHne o0 Bblgaye paspelleHns Ha BBo3 B Poccunckyto denepaumio KOHKPETHOM
napTuM He3aperucTtpupoBaHHOIO fEeKapCTBEHHONO CpeacTBa, MpefHa3HayeHHoro Ans
npoBeaeHUs1 YKadaHHOW 3KCrnepTusbl.

MHdopmaLmst 06 uaMeHeHusix:

Cmampbs 34 OononHeHa 4Yacmbio 3.1 ¢ 1 sHeaps 2021 2. - @edeparibHbili 3aKOH om 27
Oekabps 2019 e. N 478-03
3.1. B cnyyae HenpeactaBneHusi C 3asBNEHNMEM O BKIIHOYEHUM B rOCYAApPCTBEHHbIN
peecTp NeKapCTBEHHbIX CpeAcTB  hapmaueBTUYeckom  cybCcTaHuMM  OOKYMEHTOB,
noaTBepXaarLwmnx ynnaTty rocygapCTBEHHOM MOLUMMHBI U yKa3aHHbIX B MNyHKTe 2 4actu 3
HacTosWwen cTaTbM, a Takke BblgaBaeMblx (NpegocTaBnAeMblX) YMNOMHOMOYEHHbIMU
deaepanbHbIMKM OpraHamn UCMONHUTESNbHON BNAacTU AOKYMEHTOB (CBEAEHWUN), yKa3aHHbIX B
nyHkTax 1 M 2 4actm 2 HacTosiwen cTaTbW, YNOSTHOMOYEHHbIN diefdeparibHbIi opraH
UCMONHUTENbHOM BNacTW 3anpawmnBaeT YyKasaHHble OOKYMEHTbl (CBedeHus) B nopsiake
MEXBEeAOMCTBEHHOIO MHGOPMALMOHHOIO B3aMOAENCTBUS.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 e vacmb 4 cmambu 34
Hacmosweao PedepasibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynarouwue & cuny ¢ 1 utons
2015 e.

Cm. mekem 4acmu 8 rpedbidywet pedakyuu
4. B TeyeHne pecatn paboumx AHEN CO AHA MPUHATUS 3asiBEHUSI O BKNHOYEHUN
ykazaHHom B 4Yactm 1 Hactoswen cTaTbM apmMaueBTU4ecKoW cybcTaHumMmM B
rocyapCTBEHHbIN peecTp fekapCTBEHHbIX CPEeACTB U AOKYMEHTOB, NepevnCrieHHbIX B YacTu 1
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N MyHKTEe 2 YacTu 3 HacToswen craTbu, YMNOMHOMOYEHHbIN defepanbHblii  opraH
NCMNONHUTENbHOW BRacTu:

1) npoBoAMT MpPOBEPKY MOMHOTbI W [OOCTOBEPHOCTU [aHHbIX, coAepXalmxca B
npeaCcTaBNeHHbIX 3adBUTENEM AOKYMEHTAX;

2) NpUHUMaeT pelleHne O HarnpaBNeHUM B 3KCMEepPTHOE ydpexaeHwe 3afaHus Ha
npoeBejeHMe 9KCNepTu3bl KavecTBa yKasaHHOM B 4Yactm 1  HacTosilen craTbu
hapmaneBTU4eckon cybectaHumm unm o6 oTkase B TaKOM HarnpasneHuu;

3) yBeooMMsieT B 3NEKTPOHHOW WNW MUCbMEHHOW dopMe 3adBUTENS O MPUHATOM
peLleHnn unm B criydae oTkasa C ykazaHneM NpUYnH Takoro oTkasa.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHoM om 25 Hosibpsi 2013 e. N 317-®3 cmambsi 34 Hacmosiueao
®edeparnbHo20 3aKkoHa 0orosiHeHa Yacmbro 4.1
41. B cnyyae BbiSBNEHUA HEOOCTOBEPHOCTU CBEOEHUW, COAepXalluMxca B
npeacTaBfeHHbIX 3asBUTeneM Marepuanax, YMNONHOMOYEHHbIN bedepanbHbIn - opraH
NCNOSNTHUTENbHOW BMacTU HanpaenseT 3asBUTENto0 3anpoc 006 YTOYHEHWW yKa3aHHbIX
cBegeHun. [laHHbIM 3anpoc MOXeT ObiTb nepefaH YNorTHOMOYEHHOMY MpeacTaBuUTENto
3asBUTENS NNYHO NOL PacnucKy, HanpasefieH No MNo4yTe 3akasHbIM NMMCbMOM WUNU nepefaH B
3NEKTPOHHOW hopMme MO TeNeKOMMYHUKaLUMOHHbLIM KaHanam cBsasn. B cnyyae HanpasneHus
AaHHOro 3anpoca no no4yte 3akasHbiM MUCbMOM OH CYMTaETCHA MOSYYEHHbIM MO UCTEYEHUU
LWeCTN OHeWN C AaTbl HaNpaBreHMs 3aka3Horo NUCbma.

MHdopmaLms 06 n3MeHeHusIx:

®edeparnbHbiM 3akoHomM om 25 Hosibps 2013 2. N 317-©3 cmambsi 34 Hacmoswezo
®edeparibHo20 3aKoHa 0orosiHeHa Yacmbiho 4.2
4.2. 3agsutenb o00s3aH nNpeacTaBuTb OTBET Ha 3anpoc  YNOAHOMOYEHHOro
beiepanbHOro opraHa WCMNOSIHUTENbHOW BNacTU B CPOK, He MNpeBbllaloWwnn OeBsHOCTa
paboymnx AHEN CO OHSA NONyyYeHus gaHHoro 3anpoca. CpokK, yka3aHHbIN B YacTu 4 HacTosLen
cTaTbu, NPUOCTaAHABNUBAETCH CO AHS HanpaBrieHUs 3asiBUTENO 3anpoca YrnosIHOMOYEHHOro
defepanbHOro opraHa MCNOSIHUTENBHOW BRacTu A0 OHSA MOfyYeHus UM oTBeTa Ha AaHHbIN
3arnpoc 1 He y4YUTbIBAEeTCHA NPU UCYUCIIEHUM CPOKa IKCMEePTU3bl KavyecTBa papMaueBTUYECKON
cybcTaHuumM, HeMcnonb3yemon nNpu NPoM3BOACTBE SIEKAPCTBEHHbIX NpenapaTos.

MHdopmaLms 06 n3MeHeHusIx:

®edeparnbHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-©3 yacmb 5 cmambu 34
Hacmosiwezo ®edeparibHO20 3aKOHa U3/10XeHa 8 HogoU pedakuyuu, ecmyrnarowed 8 cusy ¢
1 urona 2015 a.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu

5. OcHoBaHMeM Ans oTkasa B HanpaBfieHUN B SKCMNEPTHOE yYpexaeHwe 3afaHus Ha
npoeBeieHMe 9KCNepTu3bl KavecTBa yKasaHHOW B 4Yactm 1 HacTosilenm craTbu
dhapmaLeBTU4ECKO CybCTaHuMM SBNAETCA HenpeacTaBreHne AOKYMEHTOB, YKa3aHHbIX B
YacTu 2 HacTosdlen cTaTbW, OTCYTCTBME WHOpMauuuK, noaTeepxgatwolwen dgakt ynnathbl
rocyaapCTBEHHOM MOLUMNHBI 3@ BKITOYEHNE (hapMaLeBTUYEeCKON cybCcTaHummn, Npon3BeaeHHOM
Ana peanusauuu, B rocyfapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeaCTB, HenpeacTaBreHne
3asiBUTENEM B YCTaAHOBIIEHHbIA CPOK OTBETa Ha yKasaHHbIN B 4acTu 4.1 HacToswen ctaTby
3anpoc  YMNOSIHOMOYEHHOro  dpefepanbHOro  opraHa  WCMOMHUTENbHOW  BRactTm  unm
npeacraBneHne AOKYMEHTOB, He coAepKalimx MCHeprbiBaloLero nepeyvyHs Heobxoanmbix
CBEEHUN.

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-©3 e vacmb 6 cmambu 34
Hacmosweao ®edepasribHO20 3aKOHa BHECEHbI USMEHEHUS], acmynarouwue 8 cusy ¢ 1 urons
2015 a.
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Cm. mekem 4acmu 8 rpedbidywelt pedakyuu

6. B TeyeHue naTHaguatM pabounmx OHEN CO AOHA  MNOSyYEHUS  peLleHus
YNONTHOMOYEHHOro befeparibHOro opraHa WCMOMHUTESNIbHOW BNacTM O HanpasfieHUUM B
3KCNepTHOE yuypexaeHue 3agaHnsa Ha NpoBefeHne IKCNePTM3bl Ka4ecTBa yKa3aHHOM B 4acTu
1 HacTosilen cTaTbn apMaueBTMYECKON CyOCTaHuMM 3asBuTenb NpeacTaBnsdeTr B
3KCNepTHOE yYpexaeHne Onsi NpoBeAeHnsa JaHHOM aKenepTm3abl 06pasubl hapmMaueBTUYECKON
cybCcTaHuMmM B Konu4yecTtBe, HeobxoaMMOM Ans BOCMPOM3BEAEHMS METOAOB KOHTpONA
KayecTBa. OKCMEpTHOE YyypexaeHue npu nonyyvyeHun o6pasuoB yka3aHHOM B 4actn 1
HacToswen cTatbn dapmaueBTUYeckorm cybCcTaHuMn BblgaeT 3asBUTEN0  LOKYMEHT,
noaTBepXaarLwmnin nonyvyeHne atux obpasLoB, U B CPOK, HE MPEBbILAKOWMIA TpeX paboumnx
AHeW, yBeoOMNSAEeT B 3fIEKTPOHHOM WAW NUCbMEHHON dopmMe 06 3TOM YNOSHOMOYEHHbIN
degepanbHbIl  OpraH WUCMOSTHATENBbHOW BfacTu. 3TU CPOKM He BKNKYAKTCA B CPOK
npoBefeHUst aHHOW SKCNepTU3bI.

7. [JOKyMeHTbI, NOCTYNMBLUME B AKCMEPTHOE yupexaeHue Ans NpoBeAeHNsa aKCnepTusbl
KayecTBa ykaszaHHOM B 4acTm 1 HacTosilen ctatbh papMaueBTMYECKON CyOcTaHumum,
noanexar BO3BpaTy B YNOMHOMOYEHHbLIM defepasribHbi OpraH WCMOSIHUTENbHOW BRacTu
OLHOBPEMEHHO C 3aKNYeHUsMU No pesyrnbTaTaM NpoBegeHHOM 3KCNePTU3bI.

8. B cpok, He npeBbiwawowmi NATM paboymx AHENn CO AHS MNOSTyYEHUs 3aKIHYeHus
KOMUCCUM SKCMNEePTOB MO pesynbTaTtam 3KCnepTusbl KavecTBa YKaszaHHOW B 4actn 1
HacTosLLen cTaTbk hbapmaLeBTMYeckon cybcTtaHumm, yNoNHOMOYEHHbIN dheaeparnbHbIn opraH
NCMONHUTESTbHOW BracTu:

1) oCyLLeCcTBRSET OLEHKY Takoro 3akmntoueHusa Ang onpeerieHus ero CoOOTBETCTBUSA
3a[laHuIo Ha npoBeaeHne JaHHOW 3KCrNepTusbl;

2) NPUHUMAET pelleHne O BKIHYEHUM YKas3aHHOW B 4acTh 1 HACTOALWEWN CTaTbu
dhapmaLeBTU4ECKOM CyBGCTaHLUMM B FOCYAApCTBEHHbLIN PEECTP NEeKapCTBEHHbLIX CPeACTB UNn
pelweHne 0b oTkase B TaKOM BKIHOYEHUN;

MHdopmaLmsi 06 u3MeHeHusIx:

[MyHkm 3 usmeHeH ¢ 28 dekabpsi 2019 e. - ®edeparibHbIl 3akoH om 27 O0ekabps 2019 a. N
462-03

Cwm. npeldbidywyro pedaKyuro
3) BHOCUT NPU MPUHATUN pEeLUeHUs O BKIIOYEHUN YKa3aHHOW B 4acTy 1 HacTosilen
cTatb (papmaueBTMYECKON CyOCTaHUMM B roCydapCTBEHHbIA pPeecTp JeKapCTBEHHbIX
CpencTB nNpenyCMOTPEHHYD 4acThbio 2 craTteym 33 Hactoswero PepgepanbHOro 3akoHa
NHpopmauuio n ysegomnsaeT 06 3TOM B 3MEKTPOHHON NN NMCbMEHHON hopme 3aaBuTens.

MHdopmaumsa 06 nameHeHusx:
Hacmb 9 usmeHeHa ¢ 15 uroHs 2018 a. - ®edeparibHbit 3akoH om 4 utoHs1 2018 e. N 140-®3

Cwm. npeodbidywyro pedaKyuro
9. OcHoBaHueM p[nsi OoTka3a BO BK/OYEHUW YyKa3aHHOM B 4actu 1 HacTosiwen
cTaTbk hapmaueBTUYECKOM CyOGCTaHUuMM B TOCYOAPCTBEHHbIN  PEECTP  JleKapCTBEHHbIX
CpeacTB SBMSIETCA 3aKNiYEeHWe COOTBETCTBYHOLLErO YNONTHOMOYEHHOro doeaepanbHOro
opraHa WMCNOMHUTENBHOW BfacTM O TOM, YTO KayecTBO (papmMaueBTMYECKON cybCcTaHuun He
noaTBEPXAEHO NONyYEHHbIMU LaHHBIMMN.

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 cmambss 34 Hacmosuwezo
®edeparnibHo20 3aKkoHa dornosiHeHa Yacmeto 10, ecmynarowel 6 cuny ¢ 1 urons 2015 e.
10. He gonyckaeTca BKIOYEHME B rOCYJapCTBEHHbIM PeecTp fekapCTBEHHbIX CPeacTB
OAHOW (hapMaLeBTUYECKOW CybCTaHUMKM, NPOou3BEeLEHHOW ANs peanu3aumm U BbiycKaeMomn
OLHUM 1 TEM Xe Npoun3BoauTENEM, B BUAE ABYX U Bonee peecTpoBbIX 3anncen.

MHdopmaLmst 06 uaMeHeHusix:
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®edepasibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 34 Hacmosiweza0
®edepasnibHo20 3aKoHa dorosiHeHa Yacmeto 11, ecmynarowed 6 cuny ¢ 1 urons 2015 e.

11. BHeceHue u3MeHeHM B [JOKyMEHTbl Ha bapMaueBTMYECKyO cybcTaHumtio,
NpoOM3BEdEHHYD AN peanu3auuMnm U1 BKIKOYEHHYHD B FOCYOApCTBEHHbIA  peecTp
NeKapCTBEHHbIX CPeACTB, OCYLeCcTBRAsgeTCa B nopsgke, yctaHoBrneHHoM crtaTtbsamu 30 n 31
HacTosiwero  degepanbHOro  3akoHa, C  ynNnAatoM  rocygapCTBEHHOW  MOLUMWHBI,
npeaycMoTpeHHOM 3akoHoaaTensctBoM Poccuinckon ®egepaumm o Hanorax n cbopax.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 34 Hacmosiweao
®edepasnibHO20 3aKoHa dornosiHeHa Yacmetro 12, ecmynarowel 6 cuny ¢ 1 urons 2015 e.

12. Jonyckaetca obpawieHne dapmaueBTUYECKMX CyOCTaHUMA, NPOM3BEOEHHbIX ANs
peanusauuun, B Te4eHMe CTa BOCbMUAECATM OHEW OO W MOCMe NPUHATUS YNONHOMOYEHHbLIM
deaepanbHbIM OpraHOM UCMOSTHATESNbHOW BNacTU peLlleHns O BHECEHUU W3MEHEHUN B
AOKYMEHTbl Ha dhapMaueBTUYECKYD CyOCTaHUMIO, NPOM3BEAEHHYID ONs peanu3auun Wt
BKIMIOYEHHYIO B rOCYapCTBEHHbIN pPeecTp fiekapCTBEHHbIX CPeACTB.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 34 Hacmosiwezao
®edeparnibHo20 3aKoHa dornosiHeHa Yacmero 13, ecmynarowed 6 cuny ¢ 1 urons 2015 e.

13. PeweHune 06 MCKNoYeHUN N3 rocyaapCTBEHHOIO peecTpa NeKkapCTBEHHbIX CPeaCTB
hapmaueBTUYECKOM  CyOCTaHuuKM, MNPOM3BEAEHHOW AN peanu3aumnm, nNpUHUMaeTCA
YNONTHOMOYEHHbIM dhefepanbHbiM OPraHoOM UCMOMNHUTESNTbHOW BlaCT B Criyvae:

1) npeacrTaBneHna COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM doefeparibHbiM OpraHoMm
WCNOSNTHUTENbHOW BMAacTU 3aKMOYEeHUs O pucke unm 06 yrpose >XM3HKM WUnuM 300POBbHO
Yyenoseka nMMbo XMBOTHOIO NPU NCNOSMb30BaHUUN NIEKAPCTBEHHOIO CPeacTBa;

2) nogauynm pas3paboTyYMKOM NEKapCTBEHHOrO0 CpeAacTBa WNM  Mpou3BOAUTENEM
NeKkapCcTBEHHOro cpeacTBa MO0 YNOMHOMOYEHHBIM UMK OAPYrUM  HOPUOUYECKM  FULIOM
3aaBneHna o6 WCKMIYEeHUNn U3 roCyJapPCTBEHHOrO peecTpa JieKapCTBEHHbIX CpeacTs
dhapmaueBTUYECKON CyOCTaHUMK, NPON3BEAEHHON AN peanu3auuu;

3) oTcyTcTBMS hapmaueBTUYECKOM cybCcTaHuuKn, NPpOM3BEOEHHON ANSA peanu3auuu, B
obpaweHnn B Poccunckon degepauum B Te4eHne Tpex n bonee ner.

FTAPAHT:

CM. KommeHTapum k ctaTbe 34 HacTosiero ®egepanbHOro 3akoHa

Cratba 35. YTtpatuna cuny ¢ 1 nonsa 2015r.

MHdopmaumsa 06 nameHeHusx:

CmMm. mekcm cmambu 35

Cmamebs 36 usameHeHa ¢ 1 mapma 2020 2. - ®edeparnbHbili 3akoH om 27 dekabps 2019 e. N
475-03

Cwm. npeodbidywyro pedaKyuro

Ctatba 36. O6GxanoBaHue peweHna o6 OTKaze B Bblgave paspelleHust Ha
npoBedeHe KIMHUYECKOTO UCCNeaoBaHWs fekapCTBEHHOro npenaparta,
peweHns o6 oTKase B rOCyA4apCTBEHHOW perncTpauumn rnekapCcTBEHHOro
npenapara, 3aKo4YeHNss KOMUCCUM IKCNEPTOB IKCNEPTHOrO YYpEXOEeHUA Unm

3aKn4YeHNsa coBeTa Nno aTuKe
PeweHne COOTBETCTBYIOLLETO YNOSIHOMOYEHHOI0O denepanbHoOro opraHa
NCMONHUTENbHOW BriacTu o0 OTKase B Bbljaye paspelleHusi Ha NpoBeAEeHne KITMHUYECKOro
nccnepoBaHNs NEeKapCTBEHHOro npenapara, pelleHuMe ykasaHHOro defeparnbHOro opraHa
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NCNONMHUTENbHOW BnactTn 06 OTkase B rOCyAapCTBEHHOM perncrpauum nekapCTBEHHOro
npenapaTta, 3akni4YeHne KOMUCCUM IKCMEPTOB IKCMEPTHOrO YYPEXAEHUS UMK 3akrtoyeHue
coBeTa Mo 3TUKe MOXeT ObiTb 06XanoBaHO B Nopsake, yCTaHOBIEHHOM 3aKOHOAATENbCTBOM
Poccunckon depepaumn. 3akroveHMEe KOMUCCUM IKCNEPTOB IKCMEPTHOrO YYpexaoeHust o
B3aMMO3aMEHSAEMOCTM NIEKAPCTBEHHbIX NpenapaTtoB A8 MEeAULUMHCKOro NpMMeHeHus nmbo o
TOM, 4YTO JEKapCTBEHHbIN npenapaTt AN MeOUUMHCKOrO MPUMEHEHUs He sBhseTcs
B3aMMO3aMeEHSEMbIM, MOXET OblTb 00XanoBaHO AgepxaTtenem unM  Bragenbuem
PEerMcTpaunoHHOro  yoOCTOBEPEHUS FNEKAapCTBEHHOro npenapata B YNOSIHOMOYEHHbIV
deaepanbHbI OpraH WMCMAOSTHUTESNTbHOM BMNacTh, KOTOPbIA MPUBIIEKAET K PacCMOTPEHMIO
yKaszaHHOWN >xanobbl nogBefOMCTBEHHbIE €My HaydHble OopraHu3auum n obpasoBaTerbHble
opraHusauun Bbicliero obpasoBaHus, OCyLLIECTBASIOWNE AEATENbHOCTb B cdhepe obpalleHns
NEeKapCTBEHHbIX CPeAcTB. 3akrto4YeHne KOMUCCUM IKCMEPTOB IKCMEPTHOrO YyuYpexaeHus,
0dOpMIIEHHOE MO UTOoraM nepecmoTpa 00KanoBaHHOIO 3aKMOYEHNA 3KCnepTa, MOXET ObiTb
OCMOpPEHO  gepxaTenem nnu Bnagenbuem PErMcTpaumoHHOro  yaoCTOBEPEHUS
neKkapCcTBEHHOro npenapara fmbo ynosIHOMOYEHHBbIM UMW NIMLIOM B nopsigke, YCTaHOBIEHHOM
3aKoHo4AaTeNbCTBOM Poccuinckon depepauun. Mpw obxanoBaHuu pelueHus
YNONTHOMOYEHHOro dpefeparnbHOro opraHa MCMNOMMHUTENBHOW BNAcTW, 3akNiOYeHUs aKcnepTa
UM KOMWUCCUN SKCMEPTOB IKCMNEPTHOrO YYpEeXOEeHUs, 3akfloyeHust coBeTa Mo  3TUKe
aepxartenb unu Bragerney pernMcTpauuoHHOro yooCTOBEPEHUS JeKapCTBEHHOro npenapaTa
nmMbo  yNoNMHOMOYEHHOE UMM  NUUO  BnpaBe nNpeacTaBUTb pes3ynbTaTbl  9KCNEepPTU3bl
NeKapCTBEHHOro npenapara, NPOTOKOSbl MOMYyYeHHbIX akkpeaAUTOBaHHbIMU UCMbITaTEeNbHbIMA
nabopatopusimu (LeHTpaMn) pe3ynbTaToB UCCIEeA0BaHNIN, UCMbITAHUNA.
FTAPAHT:

CM. KommeHTapum k ctaTbe 36 HacTosiero ®egepanbHOro 3akoHa

Cratea 37. WVIHdopmauus, cBsi3aHHass C OCYLLECTBMEHVWEM roCcyAapCTBEHHOM
perucrpauuu neKapCTBEHHbIX npenapaTos, MHdopmMauusa o]
3aperncTpupoBaHHbIX  JIEKAPCTBEHHbIX nNpenapatax W NleKapCTBEHHbIX
npenapaTax, MWCKMIOYEHHbIX U3 roCcydapCTBEHHOro peectpa feKapCTBEHHbIX
cpencTts

MHdopmaumsa 06 nameHeHusx:
Uacmb 1 usameHeHa ¢ 13 asaycma 2019 2. - ®edeparibHbit 3akoH om 2 agaycma 2019 e. N
297-03

Cm. npeodbidywyto pedakyuro

1. CooTBeTCTBYHOLWMI YNONHOMOYEHHbIN edeparbHbIi  OpraH WUCMONHUTENbHOM
BflacTm pasmMmellaeT Ha cBoeM odwuumanbHoM cante B cetun "UHTepHeT" unHdopmauunio,
CBSI3aHHYIO C OCYLLECTBNEHNEM rocyapCTBEHHON perncTpaunm nekapCTBeHHbIX npenapaTos,
B TOM 4uUCfe NpOBEeAEHNEM IKCNEPTU3bl NTEKAPCTBEHHbIX CPeACTB (BKMNtovaa pesynbTaTbl ee
nposefeHust), uHGOPMaLMIO O 3aperucTpupoBaHHLIX JEKapCTBEHHbIX MpenapaTtax u
NeKapCTBEHHbIX Npenaparax, UCKMYEHHbIX N3 roCcy4apCTBEHHOIO peecTpa feKapCTBEHHbIX
CPeACTB, He Nno3gHee Yem yepes nATb paboumx gHen Co AHS NOMyvYeHUst YNONHOMOYEHHbIM
doeaepanbHbIM OpraHoOM MUCMNOSHUTENBHOW BacT COOTBETCTBYOLLEN MHGOPpMaLUN.

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3aKkoHoM om 22 Oekabps 2014 2. N 429-©3 e yacmb 2 cmambu 37
Hacmosiwezo PedepasibHO20 3aKOHa 8HECEHbI USMEHEHUS, ecmynaruwue e cuny ¢ 1 urons
2015 a.

Cm. mekem 4acmu 8 rpedbidywelt pedakyuu
2. Cpokun UM nopsiAoK pasMmelleHus yKasaHHOW B 4acTu 1 HacTodAwen cTaTby
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nHdopmauum yCTaHaBMBalTCA YNONTHOMOY€EHHbIM denepanbHbIM opraHom
NcnosTHUTENbHOM BNacTn. MHgopmauus, ykasaHHas B 4act 1 HacTosLen ctaTbn, ABNSETCA
OTKpbITOM M 00LLEeA0CTYNHOW 1 NpeaoCTaBNAeTCa 3anHTepeCcoBaHHbIM ML aM B COOTBETCTBUU
C 3akoHogaTenbcTBoM Poccumnckon degepauuu.

FAPAHT:

CMm. KommeHTapum k ctatbe 37 HacTosiero ®egepanbHOro 3akoHa

MnaBa 7. KnuHnyeckune nccnegoBaHusA NeKapcTBEHHbIX NpenapaToB AN
MeaAULMHCKOro NpUMeHeHUs, AOroBop 06 Mx npoBeaeHUU, NpaBa NaLueHToB,
yy4yacTBYHOLUMX B 3TUX UccrnengoBaHUAX

Cratba 38. KnuHudeckue wuccrnegoBaHWA feKkapCcTBEHHbIX MpenapaTtoB  Ans
MEeANLMHCKOro NpMMeHeHUs

MHdopmaLms 06 u3MeHeHusIx:

®edeparnbHbiM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 e wvacmb 1 cmambu 38
Hacmosiwezo ®edepasribHO20 3aKOHa BHECEHbI USMEHEHUS, scmyrnarouwue 8 cusy ¢ 1 urns
2015 a.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu

1. KnuHuyeckme wuccnegoBaHusl NEKapCTBEHHbIX MpenapaToB Ans MeAMLMUHCKOro
NPUMEHEHNA, B TOM 4YUCNe MeXAyHapoAHble MHOrOUEHTPOBblE, MHOrOLEHTPOBbIE,
NOCTPEerncTpaLmoHHble, NPOBOASTCA B OOHOM UITM HECKONbKUX MEOUUMHCKUX OpraHM3aumnsx B
COOTBETCTBUM C TMpaBunamMu Hagnexawien KrIMHUYECKOW MpPakTUKW, YyTBEPXKOEHHbIMU
YNOSTHOMOYEHHbIM beaeparibHbIM OpPraHOM WCMOSHUTENbHOW BRacTW, COOTBETCTBEHHO B
cnegylowmnx Lenax:

1) yctaHoBneHne 6e30NacHOCTU fEeKapCTBEHHbLIX MNpenapaTtoB AN 340pPOBbIX
pobpoBonbLeEB U (MNK) NEPEHOCMMOCTU UX 300POBbIMM JOOPOBOMbLAMM, 32 UCKITHOYEHNEM
TakMx WCCnefoBaHMM JEKapCTBEHHbIX MpenapaTtoB, MPOM3BEAEHHbIX 3a npeaenamu
Poccuinckon ®egepaunu;

2) noadop onTMarnbHbIX 4O3MPOBOK NIEKAPCTBEHHOMO NpenapaTa 1 Kypca fnevyeHns ans
naunveHToB C onpegeneHHbiM 3aboneBaHMeM, OMTMMarbHbIX 003 W CXEM BaKuuHauuu
UMMYHOBNONOrMYEeCKNMIM NIEKAPCTBEHHBIMM NpenapaTamMmu 340p0BbIX JOOPOBOSbLEB;

3) yctaHoBneHme 6e30nacHOCTM NEKapCTBEHHOro npenapata u ero 3deKTUBHOCTH
AN nauMeHToB C onpegeneHHblM 3aboneBaHueM, NpodunakTuyeckon 3dpdPEKTUBHOCTHU
NMMYHOBNONOrM4YeCKNX NekapCTBEHHbIX NpenapaToB 4S8 300p0BbIX 4OOPOBONbLEB;

4) n3yyeHne BO3MOXHOCTM pacLUMPEHUSI MOKa3aHUN AN MEAULMHCKOrO NPUMEHEHNS 1
BbISIBIEHNSA paHee HEMU3BECTHbIX MOBOYHbIX ENCTBUN 3aperMCTPUPOBaHHbIX NEeKapCTBEHHbIX
npenapaTos.

2. B oTHOLIEHMM BOCNPON3BEAEHHLIX NEKAPCTBEHHbIX NpenapaToB Ans MeaAnUMHCKOro
NPUMEHEHNA NPOBOAATCA MCCefoBaHNA OMO3KBMBANEHTHOCTU U (MNWN) TepaneBTUYECKOn
9KBMBANeHTHOCTM B Mnopsake, YCTAHOBMIEHHOM YMNONIHOMOYEHHbIM defeparnbHbiM OpraHom
NCMONHUTENbHOW BRacTu.

3. OpraHuszauuio npoBedeHns  KNMHUYECKUX  MUCCReaoBaHUMM  NIEKapCTBEHHOro
npenaparta aAns MeguLUHCKOro NpuMeHeHNs BnpaBe OCyLLEeCTBNATD:

1) pa3paboTymk nekapCTBEHHOro npenapara Unn ynosiIHoOMOYEHHOE UM NNLIO;

MHdopmaLms 06 uaMeHeHusix:

®edepasnbHbiM 3akoHoM om 2 uronsa 2013 e. N 185-03 nyHkm 2 yacmu 3 cmambu 38
Hacmosiwezo ®edepasibHO20 3aKOHa U3/I0XKEH 8 Hoeoul pedakyuu, ecmynarouwed 8 cuny ¢ 1
ceHmsibps 2013 a.
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Cm. mekcm riyHKkma 8 rpeobioywel pedakuuu
2) obpasoBaTenbHble oOpraHuM3aumMm  Bbicllero  obpasoBaHuWd,  opraHuM3aumm
AONOMNHUTENBHOIO NpodeccMoHanbHOro obpasoBaHms;
3) Hay4YHO-UccnegoBaTenbCKMe opraHmMsaunu.

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHom om 13 urona 20152. N 241-©3 e wvacmb 4 cmambu 38
Hacmosiweao ®edepasribHO20 3aKOHa 8HECEHbI U3MEHEHUS

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

4. KnuHuyeckue wccnegoBaHUs JeKapCTBEHHOro npenapata ansg MeauuuHCKOro
NPUMEHEHNA MNPOBOAATCA Ha OCHOBaHMM paspelleHus Ha npoBedeHue  KITMHUYEeCKOro
nccnegoBaHns NekapcTBEHHOro npenapaTta, BblAAHHOrO YMNOfHOMOYEHHbIM hbeaeparnbHbIM
OpraHoM MCMNOSTHUTENBHOM BNacTu. YNOMHOMOYEHHbIM dpefepanbHbld OpraH UCNOSTHUTENbHOM
BNacTu BeAeT peecTp BblAaHHbIX paspelleHnin Ha NpoBeAeHe KIMHUYECKMX nccnenoBaHum
NekapCTBEHHOro npenapara, cogepXallun ykazaHme Ha ux uenb unuv uenu, B yCTaHOBIIEHHOM
3TUM OpraHoM nopsake.

5. Ytpatuna cuny ¢ 1 nonsa 2015.

MHdopmaumsa 06 nameHeHusx:

CmMm. mekem yacmu 5 cmambu 38

6. K opraHusaumm npoBeaeHust KITMHUYECKUX WCCnegoBaHUM JieKapCTBEHHOro
npenapaTta ans MeOUUMHCKOrO MNpUMEHEHNa pas3paboTymkoMm JiekapCTBEHHOro npenaparta
MOryT MpuMBREKaTbCA lopuandeckne nvua nbor opraHn3auMOHHO-NPaBoBOKM (hopMbl Mpu
ycrnoBun obecnevyeHnss COOTBETCTBUS 3ITUX MCCneaoBaHuMn TpeboBaHMsIM  HaCTOSLEro
depepanbHOro 3akoHa.

7. KnunHuyeckne wuccnenoBaHUa JEKaApCTBEHHbLIX MNpenapaTtoB And MeauMuMHCKOro
npPUMeHeHns NPOBOAATCS B MeONLUHCKNX opraHusaumsx, aKKpeANTOBaHHbIX
YNONTHOMOYEHHbIM  (pefepanbHbiM  OpraHOM  UCMOSIHUTENbHOW  BracTu B NOpsdke,
ycTaHoBneHHoM [paButensctBom Poccuiickon depepaumm.

FAPAHT:

C 1 anBaps 2021 r. akkpeguTauuss MeOULUMHCKMX OpraHu3auunM Ha npaBoO NPOBEAEHUs

KIMMHUYECKMX MUCCNeaoBaHUM NeKapCTBEHHbIX NpenapaToB And MEOULMHCKOrO NMPUMEHEHUS

OTMEHeHa

8. lNepeyeHb MeaMUUMHCKMX opraHmsauuin, UMerLmx npaBo NPOBOAUTL KIMHUYECKuNe

nccneaoBaHUs NeKapCTBEHHbIX NpenapaTtoB Ans MeEOUUMHCKOrO MNPUMEHEHUS, U peecTp
BblJA@HHbIX pa3pelleHn Ha nNpoBedeHue KIMHUYECKMX WCCReoBaHUN NneKapCTBEHHbIX
npenapaToB ony6nMKoBbIBAOTCA M pa3MeLlaroTca YNnorHOMOYEHHbIM heaepanbHbIM OpraHoM
NCMONHUTESTbHOW BIlaCTU B YCTAHOBMEHHOM MM Mopsiake Ha CBOEeM oduuManbHOM cante B
cetn "IHTepHeT".

FAPAHT:

CMm. KommeHTapum k ctaTbe 38 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 e. N 429-©3 cmambsi 39 Hacmosiwezao
®edeparibHO20 3aKOHa U3/I0XKeHa 8 Hoeol pedakyuu, ecmyrnaruwed e cuny ¢ 1 urons
2015 .

Cm. mekem cmamabu 8 rnpedbidywel pedakyuu
Cratbsa 39. PelwweHne o npoBegeHUN KIMHUYECKOrO UCCNeaoBaHUsS NeKapCTBEHHOro
npenapaTta ans MeanuuHCKoro npuMeHeHus
1. KnuHuyeckoe wuccnegoBaHue neKapCTBEHHOro npenapaTta ans MeauvuuHCKOro
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NPUMEHEHNA NPOBOAMTCA Ha OCHOBaHMM paspelleHus Ha npoBefeHue  KITMHUYECKOro
nccnegoBaHnsa NekapcTBEHHOrO npenapaTa, Bbl4aHHOrO YNoSTHOMOYEHHbIM dheaeparbHbIM
OpraHoM MCMOSHUTENBbHON BacTy MO pe3ynbTaTaM 3KCNepTusbl AOKYMEHTOB, HEOBXO4MMbIX
ANS NonyYeHnsa paspeLleHns Ha NpoBeaeHne KITMHMYECKOro nccnenoBaHus nekapcTBEHHOro
npenapaTa 1 3TU4ECKON IKCNepTU3bI.

2. [Ons nonyyeHuss paspelleHns Ha MpoBeAEHNE KIMHUYECKOro unccrneaoBaHus
NeKapCTBEHHOro npenapara ans MeguUMHCKOro NPUMEHEHUs 3asBuTeNlb npeacTaBnseT B
YNONHOMOYEHHbIN (befeparibHbI OpraH UCNONHUTENBHOW BracTu:

1) 3asBneHve 0 Bblgade paspelleHus Ha NpoBefeHne KIIMHUYECKOro nccnenoBaHus
rfleKkapCTBEHHOro npenapara ans MeauLMHCKOro NpUMEHEHNS;

MHdopmaLms 06 uaMeHeHusIx:

[MyHkm 2 usmeHeH ¢ 1 aHeaps 2021 e. - ®edeparibHbil 3akoH om 27 dekabpst 2019 2. N
478-03

Cwm. npeodbidywyro pedaKyuro

2) KOMMM [OKYMEHTOB, MNOATBEPXAAloWMX ynnaTy rocygapCTBEHHOW MOLUMAWHBI 3a
npoBeAeHne 3TUYECKOM IKCMEPTU3bI, IKCMEPTM3bl JOKYMEHTOB Ha NeKapCTBEHHbINM npenapart
ANS NonyYeHnsa paspeLlleHns Ha NpoBeaeHne KITMHMYECKOro nccnefoBaHus fekapCcTBEHHOo
npenapata Ans MeOUUMHCKOrO MPUMMEHEHMS, 3a Bblgayy paspelleHuss Ha npoBeaeHue
KITMHMYECKOro MUCCrneaoBaHnsa fnekapcTBEHHOro npenapaTta gns MeguLMHCKOro NpUMEHEHMS,
3a npoBedeHne 3KCnepTusbl AOKYMEHTOB Ha JeKapCTBEHHbIM npenapaT Ans nonyyYyeHus
paspelleHnss Ha npoBefeHVMEe  MEeXAYHapOAHOro  MHOFOLEHTPOBOrO  KIIMHMYECKOro
nccnepoBaHnsl NeKapCTBEHHOrO npenapata Ans MeauMUMHCKOro NpUMEHeHus, 3a Bblgady
paspelleHnss Ha npoBefeHVME  MEeXAyHapOAHOro  MHOFOLEHTPOBOrO  KIIMHMYECKOro
nccrnegoBaHNA NekapCTBEHHOMO npenapara ans MeauumMHCKOro NpMMEHeHUs, 3a NpoBeaeHne
3TUYECKOM 3IKCNEepTU3bl, IKCNepTU3bl [LOKYMEHTOB Ha JEeKapCTBEHHbIM npenapart Aans
NnonyyYyeHMs  paspelleHnss Ha  npoBedeHue  MOCTPErNCTPALMOHHOIO  KITMHUYECKOro
nccnegoBaHnsa nekapcTBEHHOro npenaparta gngd MeauvuMHCKOro NPUMEHEHUs, 3a Bblgady
paspeleHns Ha nNpoBeAeHME MOCTPErMCTPaLMOHHOIO  KITMHMYECKOro  UccrneaoBaHus
rfieKkapCTBEHHOro npenapara ans MeauLMHCKOro NpUMEHEHNS;

3) nNpOTOKON KIMHMYECKOro WCCReAOBaHUA IeKapCTBEHHOro npenapaTta Ang
MeANLMHCKOrO NPUMEHEHNS;

4) 6poLutopy nccnenosartens;

5) HPOPMALMOHHBIN NIUCTOK NALMEHTA;

6) cBegeHus 06 onbiTe paboTbl uUccnepoBaTene  MNo  COOTBETCTBYHOLLMM
crneumnanbHOCTSM U UX OnbiTe paboTbl N0 NPOBEAEHMUIO KITMHUYECKUX NCCNELOBaHWN;

7) cBeAeHNss 0 MEAULIMHCKMX OpraHmM3aumsix, B KOTOPbIX npegnonaraeTca npoBeaeHve
KIMHMYECKOro UCCneoBaHus NekapcTBEHHOro npenapata And MeAMUUHCKOro NpUMeHeHUs
(nonHOEe W© CcoKpalleHHOe HaMMeHOBaHWs, OpraHuM3auMoHHO-NpaBoBas ¢opma, MecTo
HaxOXOeHUsT U  MEeCTO OCYLIECTBMEHNA AeATenbHOCTU, TenegoH, Tenedakc, agpec
3NIEKTPOHHOM NOYTbI KaXXA0W MEeANLUNHCKON OpraHn3aumm);

8) cBegeHus o npeanofiaraemblX CpPoOKax NPOBEAEHUSA KITMHUYECKOro MCCcrenoBaHus
NleKapCTBEHHOro npenapara ans MeauLMHCKOro NPUMEHEHNS;

9) konuto goroeBopa obsA3aTenbHOr0 CTPaxoBaHWA, 3aKIOYEHHOrO B COOTBETCTBUM C
TMNOBLIMW Npasmnamm 06a3aTenbHOro CTpaxoBaHWA, C yKazaHMeM NpeaenbHOM YUCNEHHOCTH
nauneHToB, y4acTBYIOLMX B KITMHUYECKOM MCCreaoBaHUM NeKapCTBEHHOro npenaparta gns
MEANLMHCKOro NPUMEHEHNS;

10) wmHdOpMauMo O CcoOCTaBe JeKapCTBEHHOro npenapata Anad  MeauuUHCKOro
NPUMEHEHNS;

11) OOKYMEHT, COCTaBIEHHbIA MPOM3BOAUTENEM JIEKAPCTBEHHOrO Mpenapata Ans
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MeOMUMHCKOrO MPUMEHEHUST U CoAepXallnin nokasaTtenu (XapakTepucTukn), a Takke
CBeLEeHMa O fneKkapCTBEHHOM npenapaTte Afs MeOULUHCKOro NpUMEeHeHus, npousBedeHHOM
ANa NpoBefeHNs KNMHUYECKUX NccnesoBaHum;

MHdopmaumsa 06 nameHeHusx:

[NyHkm 12 usmeHeH ¢ 1 sHeapsi 2021 2. - ®edeparsibHbil 3akoH om 27 Oekabpsi 2019 e. N
478-03

Cm. npeodbidywyto pedakyuro

12) cBegeHus o gaTe nNpefoCcTaBrieHUs U pPerucTpaumMoHHOM HOMepe NULEH3UWN Ha
NPOUN3BOACTBO JIEKAPCTBEHHbLIX CPEACTB B Clyyae, ecnv MNpoM3BOACTBO J1IEKapCTBEHHOro
npenapata ocyuwectenaerca B Poccunckon depepaummn, wunuv  ceBedeHns o - gate
npegocTaBneHnsa N perucTpaumoHHOM HOMEpPE 3aKIMoYeHNa O COOTBETCTBUM NPOU3BOAMTENS
NEeKapCTBEHHOrOo npenapata TpeboBaHWAM MpaBunil  Hagnexawen npov3BOLACTBEHHON
NpakTUKK, MNPedoCTaBNEHHOro  YrNOSIHOMOYEHHbIM  OpraHoM  CTpaHbl  NPOW3BOAUTENS
rfiekapCTBEHHOro npenapara.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 39 OdornonHeHa Yacmbto 2.1 ¢ 1 saHeaps 2021 2. - ®edeparibHbIt 3akoH om 27
Oekabps 2019 e. N 478-®03

2.1. B cnyyae HenpeacTtaBneHuMss C 3asiBieHMEM O Bblgavye paspelleHuss Ha
npoBeaeHne KIMHUYECKOro MCCrefoBaHUsA NekapCTBEHHOro npenapaTta ang MeauvumMHCKOro
NPUMEHeHNA JOKYMEHTOB (CBeAeHu), NoOATBepXAaoLWmxX ynnaTy rocyaapCTBEHHOW MOLLUSNHBI
N yKasaHHbIX B TyHKTe 2 YacTu 2 HacCTosWweWn CcTaTbM, a Takke BblgaBaeMblX
(NnpepocTtaBngemMblX) YNONHOMOYEHHBIMU ddefiepanbHbIMU OpraHamMmun UCMNOSTHUTENBHOM BNacTu
AOKYMEHTOB (CBEAEHWUN), yKa3aHHbIX B nNyHkTe 12 4yactym 2 HacTosIlen cTaTby,
YNONTHOMOYEHHbIN beeparbHbI OpraH UCMOMHUTENbHOW BIiacTu 3anpalmBaeT yKa3aHHble
OOKYMEHTBbI (cBepeHus) B nopsiake MEeXBeLOMCTBEHHOIO NHOPMaLNOHHOIO
B3anMOJEeNCTBUS.

3. B cpok, He npeBbiwawowmi natn paboumx AHen CO AHSA NPUHATUS YKa3aHHOro B
nyHkTe 1 4YactM 2 HacToswen cTaTbM 3asaBfeHMs U HeobOXOAWMbIX [LOKYMEHTOB,
YNOMHOMOYEHHbIN befeparibHbI OpraH UCNONHUTENBHOW BracTu:

1) npoBOAMT NPOBEPKY MNOSIHOTbI WU OOCTOBEPHOCTUM CBEAEHWW, COAepXKaluxcs B
npeacTaBeHHbIX 3adBUTENEM JOKYMEHTaX;

2) NpUHUMaeT pelleHne O NpPoBedEeHUWN 3KCrepTU3bl AOKYMEHTOB AS1 NOMyYeHus
paspeLleHns Ha NpoBeaeHue KIMHUYECKOTO NCCneaoBaHMs fekapCTBEHHOro npenapaTa gns
MEAVLUMHCKOrO MPUMEHEHNS N 3TUYECKOM IKCnepTusbl mnu 06 OTKase B MNpOBEAEHMM
YKa3aHHbIX 3KCNepTus;

3) yBegomnseT B 3NEKTPOHHOW ¢hopme mnn Ha OymakHOM HocuTene 3asBuTtensd o
NPUHATOM pelleHMn nNnbo B cryvae NpUHATUA pelleHns o6 oTkase Takke C YyKa3aHuem
NPUYNH TaKoro oTkKasa;

4) nogrotaenuBaeT W HanpaBnAeT B 3KCNEPTHOE YYpexaeHue U COBEeT Mo ITuKe
3ajjaHune Ha npoBefeHne COOTBETCTBYHOLLMX SKCNEPTU3.

4. B cny4yae BbISIBIEHUS HEMOMHOTbI WM (MNN) HEAOCTOBEPHOCTU WHAOPMaLUW,
cogepxallemca B NpeacTaBfieHHbIX — 3asBUTENEeM  JOKYMEHTaX,  YNOSIHOMOYEHHbIV
degepanbHbIl - OpraH WCMOMHUTENbHOW BMAacTW  HanpaenseT 3asBuTento 3anpoc 06
YTOYHEHUN  YyKa3aHHOWM  uHGopmaumu. [daHHbii  3anpoc  MoxeT ObiTb  nepenaH
YNONHOMOYEHHOMY MNpeAcTaBUTENIO 3asBUTENS NIMYHO MOA PacnuCKy, HanpasrieH Nno noyTe
3aKka3HbIM MUCbMOM WM nepefdaH B 9NEeKTPOHHOW ¢opme No TeneKoMMYHUKaLMOHHBLIM
KaHanam cBaA3n. B cnyvyae HanpasneHnsa gaHHOro 3anpoca Mo noyte 3aka3HbIM NMUCbMOM OH
cyMTaeTCs rnosfyyYeHHbIM MO UCTEYEHUN LeCTU OHEN C AaTbl HanpaBneHns 3akas3Horo nucbma.
3asButens 06s3aH NpeacTaBnTb OTBET HA 3anpoc YNONHOMOYEHHOro peepansHOro opraHa
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NCNOSTHUTENbHOW BRacT B CPOK, HE MpEeBbIWAWMIA AeBAHOCTa paboymx AHEn CO OHSA ero
nonyyeHus. CpokK, ykasaHHbI B YacTu 3 HaAcTosWen cTaTbW, NPUOCTAHaBMBAETCA CO AHS
HanpaBrieHMst  3asBUTEN0  3anpoca  YNorHOMOYEeHHoro  degeparibHOro  opraHa
UCMONHUTENbHOM BRacTM A0 [AHSA MONyYeHMss MM  COOTBETCTBYHOLLEro oOTBeTa M He
YUUTbIBAETCA MPU UCHUCHIEHUN CPOKa MPUHATUSA YNOHOMOYEHHbIM doefiepalibHbIM OpraHoMm
NCMONHUTENbHOW BNacTu pelleHnst 0 NpPoBeAEeHMM IKCNEPTU3bl AOKYMEHTOB ANs NOSyYeHUs
paspelleHnst Ha NpoBedeHne KIMHUYECKOro UccregoBaHns fieKapcTBEHHOro npenapara gng
MeANLMHCKOrO NPUMEHEHMS.

5. OcHoBaHveM Ona OTkasa B NPOBEAEHUM 3KCMepTU3bl AOKYMEHTOB AN NOMyYeHus
paspeLleHns Ha NpoBeaAeHne KIMHUYECKOro NccnefoBaHns nekapcTBEHHOro npenaparta gns
MeANLMHCKOro NPUMEHEHUS N 3TUYMECKOW 3KCNepTU3bl ABNSEeTCA npeacTaBneHne JOKYMEHTOB,
NpPeayCMOTPEHHbIX YacTbl 2 HACTOALLEN CTaTbW, B HEMONMHOM obbeme, HenpeacTaBlieHne
3asiBUTENEM B YCTAHOBMEHHbLIN CPOK OTBETa Ha YKasaHHbI B 4YacTy 4 HacToswen cTaTbu
3anpoc ynosIHOMOYEHHOro doeeparibHOro opraHa UCNoSTHUTENBHOM BRiacTn Nnbo oTcyTcTBmE
B NpeAcCTaBEeHHbIX JOKYMEHTaX McYepnbIiBaloLWwero nepevHss Heob6xoaumon nHpopmaumm nnm
MHopMaUuKM, KoTopas LOSMKHA ObiTb OTpaXeHa B HUX, a Takke OTCyTCTBME MHGOpMaLmK,
nogTeepxagarowen dakTt ynnaTbl rocyfapCTBEHHOW MOLWMWHBI 32 MPOBEAEHWEe 3TUYECKOM
3KCNepTu3bl, 9KCNEPTU3bl AOKYMEHTOB Ha JieKapCTBEHHbIA npenapat And nonyyYeHus
paspelleHns Ha NpoBedeHne KIMHUYECKOro NccregoBaHna fieKapcTBEHHOro npenapara gng
MEOMLMHCKOrO MPUMEHEHMUs, 3a Bblgady paspelleHns Ha npoBedeHMe  KITMHUYECKOro
nccrnegoBaHUs NekapcTBEHHOro npenapara ans MeauumMHCKOro NpMMeHeHus, 3a npoeegeHmne
3KCNepTM3bl LOKYMEHTOB Ha JieKapCTBEHHbIM Npenapart Ans MofnyyYyeHus paspeLleHust Ha
nposegeHve MeXayHapogHoro MHOrOLIEHTPOBOIrO KIMHNYECKOro nccnegoBaHmns
fleKapCTBEHHOro npenapaTta gnsi MeAuLMHCKOrO NMpMMEHEHUs!, 3a Bbl4ayy paspelueHusl Ha
nposegeHve MeXayHapoaHoro MHOrOLIEHTPOBOIrO KIMHUYECKOro nccnegoBaHmns
fleKapCTBEHHOro npenapaTta Ans MeguuMHCKOro MPUMEHEHMUs, 3a MpOBeAEeHnEe 3TUYECKON
3KCNepTu3bl, 9KCMEepTU3bl [OOKYMEHTOB Ha JleKapCTBEHHbI npenapart and nonyyYeHus
paspelleHnss Ha npoBefeHuMe MNOCTPErncTpaLMoOHHOrO  KIIMHMYECKOro  UccrnegoBaHus
NeKapCTBEHHOro npenapaTta Ans MeAuUUHCKOro NpUMEHeHUs, 3a Bblgady paspelleHuss Ha
nposegeHne  MNOCTPErucTpPaLMOHHOIO  KIMHMYECKOrOo  UCCNefoBaHuUs  JleKapCTBEHHOIO
npenapaTta ans MeanumMHCKOro NnpuMeHeHus.

6. lNMpoBeaeHne aKcnepTM3bl AOKYMEHTOB 45151 NOSyYEeHUs pa3peLleHnsa Ha NnpoBeaeHne
KITMHUYECKOro UccneaoBaHus NIeKapCTBEHHOro npenapaTa Ang MeauuMHCKOro NpUMMEHEHUs n
3TUYECKOM OKCNEepTU3bl, COCTaBNEHME KOMMUCCUMEWN IKCMNEPTOB W COBETOM MO 3TUKE
3aKNIYEHNN O BO3MOXHOCTM WM HEBO3MOXHOCTM MNPOBEAEHUS TaKOro KNMHMYECKOro
nccnefoBaHUA M HanpaefieHne 3TUX 3aKNYeHUN B YNONMHOMOYEHHbIM dpeiepanbHbli OpraH
NCNOSTHUTENbHOW BNAcTWM OCYLLECTBIAKTCA B CPOK, HE NpeBbiatowmi Tpuguatn pabounx
OHEN CO [OHA NOMyYEeHUA IKCNEPTHbIM  yypexaeHuem 3afaHust  YNosIHOMOYEHHOro
beiepanbHOro opraHa UCNOSTHUTENBHOW BNACTU C MPUMOXEHUEM JOKYMEHTOB, YKa3aHHbIX B
nyHktax 3, 4, 10 m 11 4yactm 2 HacTosAwen cTaTtbM, U COBETOM MO 3TUKE 3ajaHus
YNONTHOMOYEHHOro befeparibHOro opraHa WCMOMHUTENbHONW BNAacTu C  MPUIOXEHUEM
AOKYMEHTOB, YKa3aHHbIX B NyHkTax 3 - 6, 8 1 9 yacTtu 2 HacToALen CTaTbM.

7. B cpok, He npeBbiWwaoWmMin NATU pabounx gHEW CO OHA MNOMyYeHUsT 3aKIHYEHUN,
yKasaHHbIX B 4Yactm 6 HacTosuwen cTaTbW, YMNONMHOMOYEHHbIN deaepanbHbI  opraH
NCMNOJSTHATENBHOW BACTMU:

1) ocywecTBnseT OUEHKY MOCTYMMBLUMX 3aKMOYEHWn Ons  onpegeneHus  ux
COOTBETCTBUA 3aaHUSIM Ha NpoBefeHne COOTBETCTBYIOLLNX IKCMNEPTUS;

2) nNpuUHMMaeT pelleHMe O Bblgade paspelleHns Ha NpoBeAeHME  KIMHUYECKOro
nccrneaoBaHNs NEKapCTBEHHOIO nNpenapaTa ans MeguumMHCKOro NpMMeHeHus unm ob otkase B
Bblaye yKa3aHHOro paspeLLeHus;



3) BbldaeT paspelleHne Ha NpoBedeHue  KIIMHUMYECKOro  uccriegoBaHus
fleKapCTBEHHOro npenapara gns MeauvuUMHCKOro MpUMEHeHust unn peweHne ob oTkase B
Bbldaye YKa3aHHOro paspeLleHns ¢ ykasaHnem npuymH otkasa.

8. OcHoBaHMeM Ans oTKasa B Bblgaye paspelleHns Ha npoBeAeHne KIMHUYECKOro
NCcrnegoBaHNsa JEKapCTBEHHOrO npenapaTta Ans MeOUUMHCKOrO MNPUMEHEHUs SIBNsSieTcs
HanuMyme 3akflYeHUs KOMMCCUM SKCMEPTOB WM 3aKMYEeHMst coBeTa Mo 3Tuke O
HEBO3MOXXHOCTM MPOBEAEHUS KITMHMYECKOro MCCneaoBaHns NekapcTBEHHOro npenaparta onsg
MEANLMHCKOrO MpPUMEHEHUs MO pes3yrbTaTaM MPOBEAEHHbIX 3KCMEPTU3, NpPeayCMOTPEHHbIX
YyacTblo 6 HACToALLEN CTaTbM.

9. PeweHne o6 oTkasze B nNpoBedeHUN IKCNEPTU3bl AOKYMEHTOB AN MNOMyYeHus
paspeLleHns Ha NpoBEeAEHNE KITMHUYECKOro MCCneaoBaHns NekapcTBEHHOro npenaparta ans
MEeONLMHCKOrO NPUMEHEHNA W 3TUYECKOW 3IKCNepTM3bl M B Bblgave paspelleHus Ha
npoBeaeHNE KIMHUYECKOTO WUCCNeaoBaHUS NEKapCTBEHHOro npenaparta anst MeauuUHCKOro
NPUMEHEHNA MOXeT ObiTb 06XanoBaHO B MNopsaake, YCTAHOBNEHHOM 3aKOHOAATENbCTBOM
Poccunckon ®enepauuu.

FAPAHT:

CM. kommeHTapumn K ctaTbe 39 HacToswero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-O@3 Hacmoswulu ®PedeparibHbiU
3aKkoH dornosiHeH cmameed 39.1, ecmynarowet 6 cusy ¢ 1 urons 2015 a.

Cratbs 39.1. 3Tnyeckas akcnepTmsa

1. OTuyeckaa akcnepTmsa NPOBOAUTCS COBETOM MO 3TUKE, CO34aHHbIM B nopsake,
YCTaHOBMEHHOM YMOSIHOMOYEHHbIM doefieparibHbIM OpPraHoOM WCMNOSIHUTENbHON BracTu, B
Lensax Bblgadn 3aknoveHust od aTmyeckom OOOCHOBAHHOCTM BO3MOXHOCTM NpoBedAEeHUSN
KITMHNYECKOro nccrnenoBaHna fiekapCTBEHHOMo npenaparta Ans MeauumMHCKOro NpUMeHeHns.

2. JkcneptamuM coBeTa MO 9TMKE MOryT OblTb nNpeacTaBUTENUM  MEAMLMUHCKUX
opraHusauuin, HaydHblX OpraHudauun, obpasoBaTenbHbIX  OpraHuM3auuMi  BbICLUErO
obpasoBaHuMs, a Takke npeactaBuTENM OOLWECTBEHHbIX OpraHuM3auun, pPenurmosHbIX
opraHvMsauun n cpeacTs MaccoBon MHopMaunn. [laHHble 3KCNepTbl He OOMKHbI HAXOAUTBLCA
B Kakon-nmbo 3aBUCMMOCTM OT pa3paboTyMKOB FEKAPCTBEHHbLIX NpenapaTtoB U APYrux nuu,
3aMHTEepeCOBaHHbIX B pe3yribTaTax 3TUY4EeCKOM IKCNepTU3bl.

3. Onnarta ycnyr 9KkCcnepToB coOBeTa MO 3TMKE OCYLLUECTBISETCA Ha OCHOBaHWUU
Aoroeopa, 3aKITHO4YEHHOro mMexay YNONTHOMOY€EHHbIM deaepanbHbIM opraHom
NCMNOJSTHATENBbHOW BNACTW, KOTOPbIM CO34aH COBET MO 3TMKE, U IKCMEPTOM COBETa Mo 3THKE, 3a
cyeT OHOOXKETHbIX aCCUrHOBaHWA, NPEeAYCMOTPEHHbLIX YMNOMHOMOYEHHOMY deaepanbHOMY
opraHy WCMOMHUTENbHOM BRacTW, KOTOPbIM CO34aH COBET MO 3Tuke, B deaepanibHOM
OlogKeTe Ha COOTBETCTBYHWOLWMA rog Ha obecneyeHne ero AesTenbHOCTW, B pa3mepax,
ycTaHoBneHHbIX Npasutensctsom Poccurickon ®epepaunu.

4. OkcrnepTbl coBeTa MO 3TUKE HEeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenscTtBom Poccurickon ®egepaumn.

5. CocTtaB coBeTa Mo 3TUKe, NosfoxeHne ob 3TOM coBeTe, NOPSAA0K €ro AesATENbHOCTH,
TpeboBaHna K kKBanudukaumMm un onbiTy paboTbl MO 3KCNEPTHOM OUEHKE Hay4HbIX,
MEOULMHCKMX U  OTUYECKUX acCheKTOB KIMUHMYECKMX WUCCeaoBaHUM  NeKapCTBEHHbIX
npenapaToB ANs MeOMLUWHCKOro MpUMEHEHUs, NpeabsiBfsieMbie K 3KcrnepTaMm coBeTa Mo
3TUKE, MOpPSALOK OpraHu3aumm 1 NPoBEeAEHUS ITUYECKOW IKCNepTUsbl, hopma 3akKmnoyeHus
coBeTa MO 3TUKE YCTaAHaBMMBAKTCA  YNOMHOMOYEHHbIM  drefepanbHbiM  OpraHoMm
NCNOSTHUTENBbHOM BRacTtn. Yucno npeacraBuTenen MeOUUMHCKUX OpraHmsaumini He MOXeT
npeBbllaTh NOMOBMHY OT 00LLEro YMcrna aKCnepToB coBeTa Mo 3TUKE.
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6. WHdopmaums o coctaBe coBeTa MO 3TUMKe, NNaHax ero paboTbl M TeKyllewn
AeATenbHOCTN pasMellaeTcsd Ha oduumanbHOM cauTe YNorHOMOYEHHOro deneparibHoro
opraHa UCnosiHUTeNbHOM Bnactu B ceTn "VIHTepHeT" B yCTAaHOBNEHHOM UM MOPSIKE.

FAPAHT:

CM. kommeHTapum K ctaTbe 39.1 HacTosdwero ®eaeparnbHOro 3akoHa

Cratbsa 40. NpoBedeHne KINMHUYECKOro UCCreaoBaHUA NeKapCTBEHHOro npenaparta
Anst MeAULMHCKOro NnpuMeHeHns

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 1 cmambu 40
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynarouwue & cuny ¢ 1 utons
2015 e.

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

1. PykoBoguTenb MeOWUWHCKOW oOpraHu3aumm, KoTopas npoBOAUT KIUHUYEecKoe
nccrniegoBaHue nekapcTBEHHOro npenaparta gng MeavuuHCKOro NpUMEHeHus, HasHadaeT
nccnegoBartensi, OTBETCTBEHHOrO 3a MPOBEAEHME TakKoro WUCCrnegoBaHUs U UMEKLLEro
ne4vyebHylo cneunanbHOCTb, COOTBETCTBYIOLLYO NPOBOAUMOMY KIMHUYECKOMY WUCCEeA0BaHMIo
NEKApCTBEHHOrO npenapaTta, CO CTaxem paboTbl MO nporpaMmmamM  KITMHUYECKUX
nccrnegoBaHUM NEKapCTBEHHbBIX NpenapaTtoB HE MEHEE YeM TP rogda v no ero npeasiokKeHuto
Ha3Ha4aeT couccnenoBaTenen U3 Yncna Bpadvyen 3Tom MeguUMHCKON opraHmM3aunu.

2. Wccneposatenb ocyllecTBnsieT BblOOp MauUMEHTOB, KOTOpble MO MeAULMHCKAM
nokasaHmsaM MOryT OblTb MpMBMEYEHbl K Y4aCcTUO B  KIAMHWYECKOM UCCrneaoBaHum
nekapCTBEHHOro npenaparta ans MeamuuHCKOro NnpuMeHeHus.

3. iccnepoBatenb u conccnegoBatenn A0SMKHbI ObITb 03HAKOMIEHbI C pe3ynbTaTtamu
AOKIMMHNYECKOro MCCNeaoBaHUsl NEeKapCTBEHHOro CPeacTBa, codepXawumuca B Opolutope
nccrnegoBartensi, MNPOEKTOM MNPOTOKOMA  KIIMHMYECKOrOo WUCCNedoBaHUA  NEeKapCTBEHHOIO
npenapata Ana  MEOUMUMHCKOIrO  MPUMEHEHUS, pa3paboTaHHbiM  pa3paboTynkom
NeKapCTBEHHOro Npenaparta UM UHbIM KPUANYECKUM NULIOM, MPUBFIEKAEMBLIM K OpraHmM3aumnm
NPOBEAEHUs KITMHNYECKOro MCCNeaoBaHUsl NEKapCTBEHHOro npenapara Afsi MeguUMHCKOro
NPUMEHEHNS, N APYrMMU MaTepranamm Takoro UccrieoBaHus.

MHdopmaLms 06 n3MeHeHusIx:

®edeparnbHbiM 3akoHoM om 29 Hos6ps 2010e. N 313-©3 cmambss 40 Hacmoswezo
®edeparnibHo20 3aKoHa dorosiHeHa Yacmabro 3.1, ecmynarowel 6 cuny ¢ 1 aHeaps 2011 e.
3.1. PykoBogutenb MeOVUMHCKOW OpraHu3auuMmM B CPOK, He NpeBbIWakwWnn Tpex
paboynx OHEeW Co OHA Havana NpoBeAeHWUS KIMMHUYECKOro UCCredoBaHUs JeKapCTBEHHOro
npenapata Ans MeauUMHCKOrOo npuMeHeHnd, coobuwaetr o6 9TOM B YNOSTHOMOYEHHbIV
denepanbHbIM OpraH MCMOSTHUTENLHOW BacTW, BblAaBLUMK paspelleHne Ha npoBedeHue
TaKoro nccnegoBaHus, NO YCTaHOBMEHHOW UM oopMe.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHoM om 11 okmsbpss 20102. N 271-®3 e yacmb 4 cmambu 40
Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI U3MEHEeHUS

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu
4. OpraHuzaumn, OCYLLEeCTBMSOWME OpraHusauuio npoBedeHna  KIMHUYECKOro
nccnegoBaHna nekapCTBEHHOro npenapaTta angd MeauuMHCKOro NPUMEHEHNS U yKasaHHble B
yactn 3 ctatbn 38 Hactoswero ®enepanbHOro 3akoHa, B criyyae Heob6x0ANMMOCTM BHECEHNSA
N3MEHEHNN B MPOTOKON KINMHMYECKOro WCCreaoBaHUA JleKapCTBEHHOro npenapara angd
MEAMLMHCKOro npuMMeHeHus coobwatoT 06 3TOM B YNOSTHOMOYEHHbIM doefepanbHbIi opraH
NCMNOSTHUTENBbHON BNACTW, BblAaBLLUMA pa3pelleHne Ha NpoBeaeHne Takoro uccneaoBaHust, no
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YyCTaHOBMEHHOW UM hopme.

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbiM 3akoHoM om 11 okmsbpsi 2010e. N 271-©3 cmambs 40 Hacmosiweao
®edeparnbHo20 3aKkoHa 0orosiHeHa Yacmbio 4.1
4.1. dopma coobleHns O BHECEHMM WU3MEHEHUM B MNPOTOKON  KIMHWUYECKOro
nccrnegoBaHUs NEeKapCTBEHHOro npenapata  Ans MeAUUMHCKOrO NPUMEHEHUs  OOJSMKHa
cogepxaTtb cnegyoLime cBegeHus:
1) HammeHoBaHWe, NOEHTUMPUKALMOHHBLIN HOMEP M AaTa MNpPOTOKONa KIIMHMYECKOro
nccnenoBaHus;
2) haTa BHECEHNSA N3MEHEHNIA B MPOTOKOS KITMHMYECKOro NccnefoBaHus;
3) HauMeHoBaHNEe N MECTO HaxXOXOeHUs 3asiBUTENS;
4) HanMeHOBaHuMe opraHuM3aumn, MpUMBMAEYEHHON pa3paboTyMKOM FeKapCTBEHHOIO
npenapara K opraHMsaumm NpoBeaeHUs KNMHUYECKOro nccnegoBaHns (Npy Hannu4mm);
5) HanmeHOBaHMS W MecTa HaxOXOEHUS MEOULUMHCKMX OpraHu3auui, B KOTOPbIX
NPOBOAMTCH KIMNHNYECKOE UCCrea0OBaHNE;
6) gata Bblgaun paspelleHusi Ha NpoBefeHME KITMHMYECKOro MccnefoBaHust U HOMepP
3TOro paspeLLeHms;
7) NU3BMEHEHNSH, BHOCUMbIE B MPOTOKOS KIMHNUYECKOro UCCreaoBaHus.

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3aKkoHoM om 22 Oekabpss 2014 2. N 429-®3 e wacmb 5 cmambu 40
Hacmoswezo ®edepasribHO20 3aKOHa BHECEHbI USMEHEHUS], acmyrnarouwue 8 cusy ¢ 1 urns
2015 a.

CmM. mekcm Yacmu 8 rpeodbidywiel pedakyuu

5. B cpok, He npeBblaloLWnn TpuauaTn pabounx gHen Co AHA NOMNyYeHUss Yyka3aHHOro
B 4Yactm 4 HacTosilen cTaTtbM COOOLUEHUS, YMNOMHOMOYEHHbIN heaepanbHbid opraH
NCNOSTHUTENbHOW BacTM paccMaTpuBaeT 3TO COOOLLEHWE B YCTAHOBMEHHOM MM MOpPSaKe U
NPUHUMAET peLUeHNe O BHECEHUW WU3MEHEHWA B MPOTOKOS KIMHUYECKOrO WUCCredoBaHus
flekapCTBEHHOro npenapara gns MeaMUUHCKOro NpuMeHeHUs unm ob oTka3e BO BHECEHUU
Taknx nameHeHun. MNpun paccmMoTpeHumn coobLleHmns 0 HeobxoaMMOCTN BHECEHUSI UBMEHEHWUI B
NPOTOKOS KIIMHUYECKOrO UCCreaoBaHUA NeKapCTBEHHOrO npenapata gna MeauuMHCKOro
NPUMEHEHNSA B LensiX OUeHKn 06OCHOBaHHOCTU MpeafiaraeMbiX U3MEHEHUN N onpeaeneHus
CTeNeHn pucka Ans naumeHToB, NPUHUMAaKLWMX ydYacTue B KIMHUYECKUX WUCCNedoBaHUsX,
YNOSTHOMOYEHHbIM dhefepanbHbiM OpPraHoOM WCMOMHUTENBHON BRlacTU MOryT MNpuBReKkaTbCs
3KCnepTbl COBETA MO 3TUKE.

6. KnuHuyeckoe wuccnegoBaHue IeKapCTBEHHOroO mnpenapata Ans MeauUMHCKOro
NPUMEHEHNA MOXET ObiTb MNPUOCTAHOBMIEHO MWW MpEeKpaweHo, ecnu B npouecce ero
nposefeHnst obBHapyXeHa OnacHOCTb AN KU3HKW, 340pOoBbA nauueHtoB. B cnyvae
BO3HWKHOBEHNSA OMACHOCTU ANSA XWU3HW, 300POBbS NauMeHTa, Y4aCTBYIOLWEro B KIMHUYECKOM
nuccrnegoBaHMM  NIEKApCTBEHHOro  npenapata  angd MEAMUNHCKOrO  MPUMEHEHMUS,
nccnepgosatenn o065a3aHbl  NPOUHOPMUPOBaTL 06 3TOM PYyKOBOAUTENHA MELMULMHCKOM
opraHuM3auun 1 opraHu3aumio, NnonyYmBLLYIO paspeLleHne YNONHOMOYEHHOro dpegepanbHOro
opraHa UCMOSTHUTESNbHOM BACTU Ha OpraHn3aunio NPoBeAeHUsT KITIMHUYECKOro UccnegoBaHus
rfiekapCTBeHHOro npenaparta. PelweHne 0 NpUOCTaHOBMNEHUM KAMHWYECKOrO MCCrnenoBaHuUs
NeKapCTBEHHOro rnpenaparta Ang MeAuuUMHCKOro MNpUMEHEHUA MNPUHUMAalT PYKOBOAUTESb
MEeOMLUMHCKOW  opraHmsaumm 1M (unu)  opraHus3auusi, nosfyumBlU@sl  paspelueHue
YNONTHOMOYEHHOro  dpefepanbHOro opraHa MCMNOSMHUTENbHOM BRacTM Ha opraHu3auumio
npoBeaeHNsT KIMMHUYECKOTO UCCNefoBaHUsS NeKapCTBEHHOro npenaparta Anst MeamuuHCKOro
NPUMEHEHNSA, peLleHne O NpekpaLLeHn Takoro nccnegoBaHns NpUHUMaeT YNoSTHOMOYEHHbIN
degepanbHbIl OpraH UCMOSTHUTENTIbHOW BNAacTU Ha OCHOBAHUM COOOLLUEHUSI B NMUCbMEHHOM
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dopme pykoBoaMTENA MEAMUUHCKOM OpraHu3auuMM Wnu opraHu3aums, nonyyusLllas
paspelleHne ynonHOMOYEHHOro defeparnbHOro opraHa WCMNOMHUTENbHOW BRacTu Ha
opraHuMsaumio npoBefeHnsa KIMHUYECKOro MUccrnefoBaHUs NeKapCTBEHHOro npenaparta gns
MEeAMLMHCKOro NpUMeEHEHUS.

7. B cpok, He npeBblawWui nNATM paboumx AOHEN CO [OHS 3aBeplleHus,
NPUOCTAHOBMNEHNS UMW NPeKpalleHns  KIMHUYECKOro WUCCneaoBaHus  NIeKapCTBEHHOro
npenapata pAgns MeguuMHCKOro npuMeHeHnsa, coobueHne o6 3ToM HanpaBnsieTcs
opraHuMsaumsamMm, ykasaHHbIMM B Yactu 3 ctaTbn 38 HacTtoswero denepanbHOro 3akoHa, B
YNONTHOMOYEHHbIN dbefiepalribHbI OpraH WMCNOSTHUTENBLHOW BNacTu MO YCTAHOBIIEHHOW UM
doopme.

8. ®opma coobuwieHnss O 3aBeplUeHMM, MPUOCTAHOBMEHUM WNU  MpeKpaLleHun
KNMMHNYECKOro MCCrefoBaHUsA NekapCTBEHHOro npenapara Ans MeauvuMHCKOro NpUMeEHeHUs
OOJDKHa coaepKaThb:

1) wHdopmauMilO O MeOUUMHCKOM opraHu3auun unv MeauvuMHCKUX OpraHmsaumsx,
NPoOBOAMBLUNX AAHHOE UccreaoBaHune;

2) onvcaHne AaHHOro UccreaoBaHus;

MHdopmaLms 06 u3MeHeHusIx:

®edeparibHbiM 3akoHoM om 11 okmsabps 2010 2. N 271-®3 8 nyHkm 3 yacmu 8 cmambu 40
Hacmosuwe2o PedepasibHO20 3aKOHa 8HECEHbl USMEHEeHUs

Cm. mekcm riyHKma 8 rpeobioyuwel pedakuuu

3) OaHHble uccneposaTens (pamunus, UMsi, OTY4ECTBO, MeCTO paboTbl, 3aHMMaemas
AOJDKHOCTb, CneuManbHOCTb, CTaxX paboTbl MO nporpamMmMam KIMHUYECKUX MCCreaoBaHUN
NeKapCTBEHHbIX MpenapaTtoB, MNepeyYeHb KINMHUYECKUX WCCNedoBaHUA JIeKapCTBEHHbIX
npenapatoB, B KOTOPbIX OH MNpPWUHUManN y4vactne (nepuogbl yyacTusl) B KadecTBe
nccnegoBartensa unm couccnegosaTens);

4) pesynbTaT [AaHHOrO MCCrNegoBaHUsA (3aBeplueHMe, MNPUOCTaAHOBMEHWE  UNN
npekpalleHne OaHHOro MUCCreaoBaHUs C yKa3aHMEM UX MPUYMH N BIIMSIHUS Ha OLEHKY €ero
pe3ynbTaToB, OOLLYI0 OLEHKY pUcka U OXMOAEMOW NOMb3bl OT NPUMEHEHUA UCCNeayemMoro
NleKapCTBEHHOrOo npenapara, a Takke npegnonaraemMble ganbHenwmne JeENCTBnS).

MHdopmaLmst 06 uaMeHeHusIx:

®edepasnbHbiM  3akoHoM om 13 uronsa 20152. N 241-©3 vacmb 8.1 cmambu 40
Hacmosiweao PedepalsibHO20 3aKOHa U3/lIoXXeHa 8 Hogou pedaKkyuu

Cm. mekem 4yacmu 8 rpedbidywelt pedakyuu

8.1. [llpn BbigBNeHUn degepasribHbIM  OpraHOM  UCMOMHUTENIbHOW  BracTy,
OCYLLECTBNAWNM (PYHKUUM MO KOHTPOMIO UM Haasopy B cdepe 34paBOOXpPaHEHUS,
HapyLeHWA MpaBu Hagnexawen KIMHUYECKOW MPaKTUKM MpU NPOBEAEHUN KITMHUYECKOro
nccrnegoBaHna fiekapCTBEHHOro npenaparta, BAUALWNWX Ha NOSTHOTY U (M) AOCTOBEPHOCTb
AAHHOIo KIIMHUYECKOro UcCrefoBaHWA, YKasaHHbI doeepanbHbii opraH UCMOSTHUTESTbHOM
BNacTu npuocTaHaBnuBaeT NpoBedeHWe OaHHOrO KIIMHMYECKOro UccnenoBaHUs U BbIHOCUT
MeONLMHCKON OpraHu3aumu, B KOTOPOW MNPOBOLMTCA OaHHOE KIMHUYECKOe UccnenoBaHue,
npegnucaHne o6 yCTpaHEeHWW BbIABMEHHbIX HapyweHwuin. [Mpu HeycTpaHeHun MeguUMHCKON
opraHusauunen BbIIBIEHHbIX HapyLleHUA B YCTAHOBSIEHHbIN B NMPeanucaHnumM CPOK YKasaHHbIN
dpefepanbHbIi  OpraH WCMOMHUTENIbHOW BNacTM MNPUHUMAaET pelleHMe O rMpekpalleHumn
npoBeaeHNsT KIMHUYECKOTO MCCreaoBaHUs FfIeKapCTBEHHOro npenaparta W HanpasnsieT B
denepanbHbIi OpraH UCMNOSTHUTENbHOW BlAaCcTW, OCYLLECTBASOWMI (PYHKUMM NO BbipaboTke n
peanu3auun rocygapCTtBEHHON MONMUTMKM W HOPMATMBHO-NPABOBOMY pPErynMpoBaHuMio B
cbepe 30paBOOXpPaHEHUS, 3aKkryeHMe O BbISIBIEHUW Mpu  NpoBedeHUMUM  OaHHOro
KIMHMYECKOro UCCeaoBaHNs HapyLLeHWA NpaBui Hagnexallen KIMHUYeCKOW NpakTuKM ons
NPUHATMA pelleHnss o6 OTMeHe paspelleHMs Ha OpraHuMsaumilo NpPoBEAEHUS AaHHOro
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KITMHUYECKOro UccneaoBaHust ¢ AaTbhl NPUHATUSA peLleHust O NPUOCTaHOBNEHMN NPOoBeaEHNSA
KNMHMYECKOro nccnefoBaHus fekapCTBEHHOMo npenapara.

9. YNnonHoMo4YeHHbIN beaepanbHbIi OpraH UCMNONMHUTENBbHON BRacTn onybnukoBbiBaeT
N pasmMellaeT Ha cBoeM oduumanbHoM cante B ceTn "UHTepHeT" coobLlueHne o 3aBepLleHnn,
NPUOCTAHOBMNEHNUN UMW NPEKPaLLEeHUM  KIMHUYECKOro UCCneaoBaHUs  NeKapCTBEHHOIO
npenapaTa Aans MeguuMHCKOro NPUMEHEHUS B CPOK, HE MpeBbIaoWmMn NATn paboymx gHen
CO OHSA ero noryvYeHns, B yCTaHOBIEHHOM UM NOPSAKE.

10. YNONHOMOYEHHbIN (heaepanbHbii opraH UCNONHUTENBbHOW BaCcTU OCYLLECTBISET
BeJeHue peecTpa wuccriegoBaTernen, MPOBOAAWNX UMW MNPOBOAMUBLUUX  KITMHUYECKMEe
nccnegoBaHMa  NEeKapCTBEHHbIX  MpenapaTtoB  And MeOUUMHCKOro  MPUMEHEHUsl, B
COOTBETCTBUU C YTBEPXKAEHHBIMM UM MpaBuiamMm U pasMeLLaeT ero Ha cBoem oduunarbHOM
cante B cetn "WHTepHeT" B YCTAHOBMEHHOM WM MOpsaKe. YKasaHHbIA peecTp coaepXuT
MHOpMaUUIO, NPeayCMOTPEHHYIO MYHKTOM 3 4acTu 8 HaCcTOosILWEeN cTaTbMy.

11. OTyeT 0 pesynbTaTax KIMUHUYECKOrO MCCreaoBaHUSA NEeKapCTBEHHOro npenaparta
AN MeJUUMHCKOro NPUMEHEHUSI COCTaBIISIETCHA OpraHu3aumen, ykasaHHoOM B YacTu 3 cTaTby
38 Hactosiwero ®egepanbHOro 3akoHa, Ha OCHOBaHUW  3aKMOYEHUN  MEOULMHCKUX
opraHuMsauun, NpoBOAUBLUMX ITO MUCCrefoBaHWe, U npeacrtaBnaeTcs B YNOSIHOMOYEHHbIN
denepanbHbIA OpraH MCMOSTHUTENLHOW BacTW, BblAaBLUMK paspelleHne Ha npoBeaeHue
3TOro MUCcrnegoBaHus, B CPOK, He MpeBbIlAalWnn Tpex MecsueB CO OHS ero 3aBeplueHus,
NPUOCTAHOBMNEHUA WM MNpeKpaweHnsl, B nopsigke, YCTAHOBMEHHOM  YNOSHOMOYEHHbIM
deaepanbHbIM OPraHoOM UCNOSHUTENBHON BRACTU.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 8 wvacmb 12 cmambu 40
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynarouwue & cuny ¢ 1 urons
2015 e.

Cm. mekem 4acmu 8 rpedbidywel pedakyuu
12. HapyweHune npaBun Hagnexawen KIMHWYECKOMW npakTukn, danbcudpukaums
pes3ynbTaToB KIMHUYECKOro MUCCreaoBaHUsA flekapCTBEHHOro npenapaTta ana MeamuuuHCKOro
NPUMEHEHNA BReKyT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOL4ATENbCTBOM
Poccunckon ®epepaunn.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 8 yacmb 13 cmambu 40
Hacmosiuje2o ®edeparibHO20 3aKOHa BHECEHbI U3MEHEHUs, ecmynarouwjue 8 cusy ¢ 1 urns
2015 a.

Cm. mekem 4acmu 8 rpedbidywet pedakyuu
13. lMpn NpoBeaeHUM KIMHUYECKOrO UCCedoBaHUA NeKapcTBEHHOro npenaparta Aans
MEAMLMHCKOro NpuMMeHeHusa gonyckaetca 3abop y naumeHToB OMONorMyeckux matepuanoB
(obpasubl BMONOrMYECKUX XMAOKOCTEN, TKAHEW, CEKPETOB U MPOAYKTOB XU3HEAEATENIbHOCTU
JyenoBseka, PU3NONMOMMYECKUX N MATONOrMYEeCKUX BblOENEHMN, Ma3KoB, COCKOOOB, CMbIBOB,
MUKPOOpPraHn3mMoB, BMONCUNHBIN MaTepuan) ana nx ndydyexHmst B Poccunckon depepaumm um

(vnn) 3a npegenamu Poccuinckon denepaumn.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 8 yacmb 14 cmambu 40
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI USMEHeHUs, ecmynarujue 8 cusny ¢ 1 urons
2015 e.

CM. mekcm yacmu 8 ripeobidywieli pedakyuu
14. lNMopsagok BBo3a B Poccuickyto Pefepaumio M BbiBo3a 3a npeernbl Poccunckon
depepaumn BGUONOrMYECKNX MaTepuanoB, MOMYYEHHbIX MNPWU MNPOBEOEHUN KIMHUYECKOro
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nccnenoBaHus neKapCTBEHHOroO npenaparta ans MeOULIMHCKOro NPUMeEHeHN4,
ycTaHaBsnmBaetcs Npasutensctsom Poccurickon ®epepaunu.
FAPAHT:

CmMm. kommeHTapum k ctaTbe 40 HacTosiero ®eaepanbHOro 3akoHa

Cratba 41. [loroBop O MpoBeAEHUM KITMHUYECKOro MUccnenoBaHUsl NeKapCTBEHHOro
npenapaTa ans MeanuUHCKOro NpuMeHeHus

1. KnuHnyeckoe wnccnegoBaHMe fEKApCTBEHHOro npenaparta Aans MeaMuUMHCKOro
NPUMEHEHNS NPOBOAUTCA B COOTBETCTBUM C AOrOBOPOM O MNPOBEAEHUU KITMHMYECKOro
nccrnegoBaHNa nekapcTBEHHOro npenaparta Ansg MeauuuHCKOro NpUMeHeHus!, 3akniovaembimM
MeXay opraHusaumen, NosiyuYmBlLLIEN paspeLleHne YrnofIHOMOYEHHOro efepasnibHoro opraHa
WCMONHUTESNIbHOW BfacTM Ha oOpraHu3auuio NpoBedeHUs Takoro uccnefoBaHus, U
MeOMLMHCKOW opraHn3aumen, OCcyLLLeCTBNAOLLEN NPOBeAEeHME TaKoro nccrneaoBaHus.

2. [loroBop 0 NpoBeAEeHUM KITMHUYECKOro MUCCreaoBaHUs fnekapcTBEHHOro npenapara
AN MeQULIMHCKOro NPUMEHEHNS OOMMKEH coaepXaTb:

1) ycrnoBusi 1 Cpoku npoBefeHUss AaHHOIo UCCIea0BaHNS;

2) onpefgeneHne obLen CTOMMOCTU NporpaMmMbl JAHHOIO UCCReAoBaHUSA C YyKasaHUeM
CyMMbI, NpefHasHavarLencsa ang BoinnaTt nccnegosatensdam, conccnenoBartensm,;

3) onpegeneHve ¢opmbl NpPeAcTaBneHUs pesynbTaTOB AaHHOrMo MccnegoBaHus B
YNONTHOMOY€EHHbIV (beaepanbHbI OpraH UCNOSTHUTENBHOW BNacTu.

FAPAHT:

CM. koMmmeHTapumn K ctaTbe 41 HacToswero ®efepansbHOro 3akoHa

Crartbsa 42. duHaHcoBOe obecneyeHne KNMHNYECKOro UCCeaoBaHNA NeKapCTBEHHOIO
npenapaTa ans MeanuUHCKOro NpuMeHeHus

dunHaHcoBoe obecneyeHne KNMHUYECKOro UCCNeanoBaHus NekapcTBEHHOro npenapaTa
AN MeQULIMHCKOrO NPUMEHEHNSA OCYLLIECTBIISIETCA 3a CYET:

1) cpeacTB beaepanbHOro GraXeTa;

2) cpeAcTB opraHuMsaumin, NOMyYMBLUMX pas3pelleHne Ha OpraHmsauuvio npoBeaeHus
AaHHOro uccrnegoBaHus, B COOTBETCTBUM C YCITOBUSIMW JOroBOpa O ero npoBefeHuu;

3) UHbIX HE 3anpeLLEeHHbIX 3akoHo4aTenbCcTBOM Poccuinckon denepanmm MCTOYHUKOB.

FAPAHT:

CM. koMmMeHTapumn K ctaTbe 42 HacToswero ®efepansbHOro 3akoHa

Crates 43. [lpaBa nauueHTOB, Y4YacCTBYIOLWMX B KIWHUYECKOM WCCNeoBaHUU
riekapcTBEHHOro npenapaTa ans MeauuMHCKOro npuMeHeHus
1. Yyactue naumeHToB B KIMHWYECKOM WCCIielOBaHUN JIeKapCTBEHHOro rnpenaparta
AN MeANLMHCKOro NPpUMEHEeHNst ABNseTcs JOOPOBOSIbHBLIM.
FAPAHT:

O6 opraHusaumMm OTAENEHUA KIMHUYECKUX MWCMNbITAHUA JIEKapCTBEHHbIX MpenapaToB Ha
300poBbIX fobpoBonbuax cMm. npukas Munagpasa P® ot 25 aBsrycta 1992 r. N 235
2. lNaumMeHT mnu ero 3aKkOHHbIM MNpeacTaBuTENb AOMMKEeH ObiTb MH(OPMUPOBaH B
NMUCbMEHHOWN hOpME:
1) 0 nekapcTBeHHOM nMpenapaTe ANA MeOUUUHCKOrO MPUMEHEHUS U CYLLHOCTH
KNWHMYECKOro nccnegoBaHus 3TOro fiekapCTBEHHOro npenapara;
2) o 6e30MacHOCTN fekapCTBEHHOro npenapaTa Ans MegUUUHCKOro NpUMeHeHus, ero
oxngaemon apPEKTUBHOCTU N CTENEHU pUCKa ANA NauneHTa;
3) 06 ycrnoBusAxX y4acTus naumeHtTa B KIMHWUYECKOM WUCCNeOoBaHUW JeKapCTBEHHOro
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npenapaTa ans MeanLUHCKOro NPUMEHEHWS;

4) 0 uenM wunuM uenax Wu NpPOOOSMKUTENBbHOCTU  KIMHUYECKOrO UCCnenoBaHus
NleKapCTBEHHOro npenapara ans MeauLUMHCKOro NPUMEHEHNS;

5) o0 penctBuMsx nauMeHTa B ChnyyYyae HenpeaBuAEHHbIX 3EEKTOB BUAHUSA
NIeKapCTBEHHOro npenapara ans MeguuUMHCKOro NPUMEHEHNS HA COCTOSIHNE ero 340pPOBbS;

6) 06 ycrnoBusix 0683aTeNbHOr0 CTPaxoBaHWs XN3HNU, 300POBbS NALNEHTA;

7) O rapaHTUaX KOHWMOEHUMAnbHOCTU y4vyacTuss naumMeHTa B KIMHUYECKOM
nccrnegoBaHuKM NeKkapCTBEHHOroO npenapara ang MeaMuUUHCKOro NpMMeHeHus.

3. [dobpoBonbHOE cornacue nauueHTa Ha ydacTve B KIMHWYECKOM WccrnegoBaHum
NekapCTBEHHOro npenaparta [Ana MeOUUMHCKOrO MNPUMMEHEHUs NOATBEPXOaeTcs ero
noanucbd UMM MOAMUCLID €ro 3aKOHHOro npeacTaBUTENst Ha WMH(POPMALMOHHOM JIUCTKE
naumneHTa.

4. MNMaumeHT unun ero 3aKOHHbIN NpeacTaBUTENb MMEET NPaBO OTKa3aTbCsA OT y4acTus B
KITMHNYECKOM MCCNeaoBaHuUM NeKapCTBEHHOro npenapaTa Anst MeauLMHCKOro NpuMeHeHns Ha
nobor cTagmMm NpoBeAEHUS TAaKOro CCreaoBaHNS.

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3akoHOM om 22 okmsbpss 2014 e. N 313-©3 & wacmb &5 cmambu 43
Hacmosweao ®edepasibHO20 3aKOHa BHEeCeHbl U3MEHEHUs, ecmyrarouwue 8 cusy [0
ucmeyeHuu mpuduyamu OHeU rocrne OHS oguyuarbHo20 orybrukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CM. mekcm Yacmu 8 rpeodbidywiel pedakyuu

5. [llpoBeneHve KIMHNYECKOTO WCCNedoBaHWSA feKapCTBEHHOro npenaparta Aans
MeAMLMHCKOro NPYMEHEHUS C y4acTUEM B Ka4yeCTBe NauMeHToB AeTeln JoMnyckaeTcs TOMbKO C
cornacms B NUCbMEHHOW dopMe UX poauTenen, YycoliHoBuUTenen. [[etn  moryt
paccMmaTpmBaTbCA B KayecTBe MNOTeHUManbHbIX MauMeHTOB TakKoro MCCregoBaHusi, TOSbKO
ecnn ero npoeseaeHve HeobxoauMO ANsA yKpenneHus 300poBbs AeTer UM NpoUMNaKkTUKM
NMHEKLUMOHHbIX 3aboneBaHnin B AeTCKOM BO3pacTe nMbo ecnu Uenbio Takoro nccnegoBaHus
ABMSETCA MNosiydeHne [aHHbIX O Haunydwewn OO03UPOBKE fleKapCTBEHHOro npenapaTta ang
neyeHns peten. B aTMX cnyyadx TakoOMy WCCNedoOBaHWIO [OOIMKHO npewecTBoBaThb
KNUHWYecKoe nccnegoBaHve fiekapCTBEHHOro npenapara ans MeguunHCKOro NpUMeHeHus Ha
COBEPLUEHHONETHUX rpaxgaHax, 3a WCKMIOYEeHMEM CriyyaeB, ecnu  uccnegyembiv
NeKapCTBEHHbIN npenapaT ANd MeOWUMHCKOro NpUMEHeHUs npegHa3HayvyeH UCKMIOYUTESbHO
ANSA NCNOMb30BaHUSA HECOBEPLLUEHHONETHUMIN rpaxgaHamu.

6. 3anpewaeTca npoBedeHUEe KIIMHWYECKOro UccnefoBaHWUs  NeKapCTBEHHOro
npenapara aAnsg MeguuuHCKOro NpUMeHeHns ¢ y4acTueM B KavyecTBe NauneHToB:

1) neTen-cupoT n geTen, octaBlumxca 6e3 noneyeHnsa poantenen;

2) >XeHLWWH B nepuog 6epeMeHHOCTH, XEeHLNH B Nepuo rpyaAHOro BCKapMnmnBaHus, 3a
UCKIMIOYEHNEM CrlydaeB, ecnu MpOBOAUTCH KIMHUYECKOe WCcrefoBaHue nekapcTBEHHOro
npenaparta, npegHas3Ha4YeHHOro AN YKa3aHHbIX >KEHLWH, Npu YCroBUM HeobXoaAMMOCTU
nosly4eHnss MHoOpMauumn TOSbKO BO BpPeMS MPOBEeAEHUS COOTBETCTBYIOLUMX KIUHUYECKUX
nccnegoBaHui N NPUHATUA BCEX HEOOBXOANMBIX MEP MO UCKITIOYEHNI0 pyUcKa HaHeCeHNs Bpeaa
XeHWwmHe B nepuno 6epeMeHHOCTU, XEeHLWMHe B Nepuoa rpygHOro BCKapMIiMBaHWUA, Mroay
nnu pebeHky;

3) BOEHHOCNyXalux, 3a UCKIMIOYEeHNneM CcriydaeB npoBefeHUs  KIMHUYECKOro
nccnegoBaHns NekapCcTBEHHOro npenapara, cneumnansHo pas3paboTaHHOro Ans NpUMeEHeHUs
B YCNOBUAX BOEHHbIX OEVWCTBUW, 4Ype3BbldavHbIX CUTyauun, MNPOMUNAKTUKM U nevYeHUs
3aboneBaHMN N MOPaXeHUn, MOSyYEeHHbIX B pes3yrbTate BO34eNCTBUA HebnaronpusaTHbIX
XUMUYECKNX, Bronornyecknx, pagnaunoHHblx aktopoB. KnnHnyeckoe nccneagoBaHme Takoro
NeKkapCTBEHHOro npenaparta MOXeT MpOoBOAMTLCA C Yy4yacTMEM B KavecTBe MNauMeHTOB
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BOEHHOCHNYXaLUMX, 3@ WCKIHYEHNEM BOEHHOCHYXALUUX, NPOXOOALUMX BOEHHYK Cnyxby no
npu3biBy, C cobnogeHnem TpeboBaHU, yCTaHOBMEHHbIX HacToAwnM PeaepanbHbIM 3aKOHOM
B OTHOLUEHUWN rpaXkaaHCKUX NuLL;

4) COTPYAHWNKOB NPaBOOXPAHUTENBbHbLIX OPraHoB;

5) nuy, oTbGbIBalOWMX HakasaHMe B MecTax nuweHuss cBoboabl, a Takke nuu,
HaxXo4ALNXCH MOA CTPaXen B CNefCTBEHHbIX U30nAaTopax.

7. [donyckaetca npoBedeHue KIIMHUYECKOro  UccrnefoBaHus  fleKapCTBEHHOro
npenaparta ans MeauvuMHCKOro NpuMeHeHus, NpeaHasHayYeHHoro s neyYeHnsa ncuxmyecknx
3aboneBaHun, C y4acTMemMm B KayeCTBe MNAUMEHTOB NUL, C MNCUXMYECKMMU 3aboneBaHnaAMH,
NPU3HaHHbIX  HedeecnocobHbiIMM B MNOPSiAKE, YCTaHOBIIEHHOM  3aKOHOAATENbCTBOM
Poccunckon ®epepaumn. KnuHundeckoe uccrnegoBaHue nekapCTBEHHOro npenapaTta B 3TOM
crlydae MpoBOAMTCSH MPU  HanmuMyuum corfnacua B MUCbMEHHOW OpPME  3aKOHHbIX
npeacraBuTenien ykasaHHbIX JnL.

FAPAHT:

CM. koMmmeHTapumn K ctaTbe 43 HacToswero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 29 Hosibps 2010 e. N 313-©3 cmambesi 44 Hacmosiwezao
®edeparnibHO20 3aKOHa U3JIoXeHa 8 HosoU pedakyuu, ecmynaruwel 6 curny ¢ 1 sHeaps
2011 .

Cm. mekem cmambu 8 rpedbidywed pedakuyuu
CraTtbs 44. Ob6da3aTenbHOe CTpaxoBaHME XU3HKU, 300POBbS NauUeHTa, y4acTBYOLWEro
B KIMHMYECKOM  WCCredoBaHMM  fIeKapCTBEHHOro  npenapata  Ansg
MEANLMHCKOro NpMMeEHEHMS

1. OpraHusaumsa, nonydmMBllas paspelleHMe Ha opraHuMsauuio  nposefeHus
KNMHNYECKOro nccnenoBaHust NekapCTBEHHOro npenapara Ans MeguuMHCKOro NpUMeEHEHNs,
obs3aHa B KayeCcTBe CTpaxoBaTens CTpaxoBaTb PUCK NPUYMHEHUS Bpeda >XU3HW, 340POBbIO
naumeHta B pes3ynbTate nNpoBeAEHUs KIMHUYECKOro UCCnenoBaHus eKkapCTBEHHOro
npenapata Ang MeauUMHCKOro MpUMEHEHUs 3a CBOWM CYeT MyTeM 3akriyeHus [orosopa
06a3aTenNbHOro CTpaxoBaHus.

2. Ob6bekToM 00s53aTeNbHOr0 CTpPaxoBaHUS SBMSIETCA WMMYLLECTBEHHbLIN UHTEpPeC
naumeHTa, CBS3aHHbIA C MPUYMHEHWEM Bpeda €ro XW3HW UnuM 300POBbI0 B pesynbrate
npoBeaeHUst KNMHUYECKOro MCCrefoBaHUsA fekapCTBEHHOro npenaparta aAng MeauumHCKOro
NPUMEHEHUS.

3. CTpaxoBbIM criydaem no JOroBopy o6s3aTenbHOro CTpaxoBaHWUs SIBMSIETCA CMepTb
naumeHTa unu yxyglweHue ero 3gopoBbsi, B TOM 4uCre Briekywee 3a cobon ycTaHoBneHue
WHBanNMAHOCTU, NPU HanMYun NPUYNHHO-CNEACTBEHHOW CBA3M MEXAY HACTynfieHMeM 3TOro
cobbITMA U yyacTMeM naumeHTa B KNMHUYECKOM UCCreaoBaHMmM NekapCcTBEHHOrO npenaparTa.

4. TpeboBaHNa 0 BO3MELLEHUM Bpeaa, MPUYUHEHHOIO XU3HN UM 340POBbLI0 NaUUEHTa,
npeabsaBnsOTCA B TEYEHWE CPOKOB MCKOBOWM [AaBHOCTW, YCTAHOBMEHHbIX rpPaXaaHCKUM
3aKoHO4AaTENbCTBOM.

5. Pasmep cTpaxoBon BbinfiaTbl MO A0roBopy 00683aTeNbHOr0 CTpaxoBaHUS
COCTaBnseT:

1) B cnyyae cmepTu nauueHTa ABa MUINMoOHa pybren Ha Kaxaoro nauueHTa,
y4aCTBOBABLLErO B KIMHUYECKOM UCCREeA0BaHUN NIEKAapPCTBEHHOrO nNpenapaTa;

2) Npu yxyALwweHun 300poBbs NauneHTa:

a) nosnekwem 3a cobon ycTaHOBMAEHWE WHBaNMAHOCTM | rpynnbl, OOWUH MWISMOH
NATbCOT ThiCAY pybrenm Ha Kaxgoro nauueHTa, Yy4acTBOBaBLUEro B KIUMHUYECKOM
nccnepoBaHMM NeEKapCTBEHHOMO nNpenapara;
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6) noBnekwem 3a cobon ycTaHOBneHue uHBanugHocth Il rpynnbl, OAWH MUMMOH
pybne Ha Kaxgoro nauueHTa, ydacTBOBaBLUEro B  KIMHUYECKOM  MUCCnegoBaHWUU
nekapCcTBEHHOro npenaparTa;

B) noBrekwem 3a cobon ycTtaHoBneHue uHBanugHoctu Il rpynnbl, NSTbCOT TbICAY
pybnen Ha Kaxgoro nauueHTa, ydacTBOBaBLUErO B  KIMHUMYECKOM  MUCCNegoBaHWU
nekapcTBEHHOro npenaparTa;

MHdopmaLms 06 u3MeHeHusIx:

@eldeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nodnyHkm "2" nyHkma 2 yacmu
5 cmambu 44 Hacmosiweeo @edepasibHO20 3aKOHa U3JI0XeH 8 HogoU pedakyuu,
ecmynatowjed 8 cusny ¢ 1 urons 2015 .

CmM. mekcm nodrnyHkma 6 rpedbidywed pedakyuu

r) He noBnekwem 3a cobon yCTaHOBMEHUS WHBANMOHOCTM, He 6Gonee 4em Tpucta
ThicAY pybnenm Ha Kaxgoro naumeHTa, ydacTBOBaBLLUErO B KIMHWYECKOM UCCreaoBaHum
NeKapCTBEHHOro npenaparta, UCXOAs M3 HOPMATUBOB, OTpaXaloLMx XapakTep U CTeneHb
NoBpeXAEHNA 300pOBbsl, a TakkKe (PaKTUYEeCKM TMOHECEHHbIX MNaLMEHTOM pPacxXo4oB,
BbIl3BaHHbIX MOBPEXOAEHMEM 340POBbSA, Ha MEAMUMHCKYI MNOMOLb, npuobpeTeHne
fleKapCTBEHHbIX NpenapaTos.

6. Ytpatuna cuny ¢ 1 nonsa 2015.

MHdopmaumsa 06 nameHeHusx:

Cm. mekcm yacmu 6 cmambu 44
7. Cpok poroBopa 006s13aTeNbHOr0 CTpaxoBaHUA He MOXET ObiTb MeHee, YeM CpPOK
npoBeaeHMsT KMMHNYECKOro UCCreaoBaHNA NekapcTBEHHOro npenapara.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHoOM om 22 Oekabps 2014 2. N 429-©3 e vacmb 8 cmambu 44
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI USMEeHeHUs, ecmynaroujue 8 cusny ¢ 1 urons
2015 e.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu

8. Ycnoeusa goroBopa 06s3aTeNbHOr0 CTpaxoBaHUs, B TOM YMUCe CTpaxoBblie Tapudbl
no o6s3aTenbHOMY CTpaxoBaHUIO, NepevYeHb HeOBX0ANMbIX AOKYMEHTOB AN OCYLLECTBIEHMS
CTpaxoBOM BbiNnaTbl, MOPSAOK  YCTAHOBMEHWS  CTpaxoBaTenem  WHAWBMAYaIbHOro
NOEHTUMUNKAUMOHHOIO Koda naumMeHTa, nopsgok  MHAOPMUPOBaHMS  CTpaxoBaTenem
CTpaxoBLiMKa O MPUBMIEYEHHbIX K KIMMHUYECKOMY UCCea0BaHMIO NeKapCTBEHHOrO npenapara
ANs MEAULMHCKOrO NPUMEHEeHUs nauueHTax, nopsaok ynnatbl CTPaxoBOW NpemMuu, Nopsaok
peanuaauumn onpegeneHHbix Hactosawmum degepanbHbiM 3aKOHOM U ApyruMmn beaepanbHbIMU
3aKkoHamu npaB U 0693aHHOCTEN CTOPOH MO AOroBopy 06s3aTenbHOro CTpaxoBaHUs, a Takke
HOpMaTUBbI, OTpaXaloLmMe XapakTep U CTeneHb NOBPEeXOEeHNa 300pOBbs, YCTaHaABNMBAKOTCA
TUNOBbLIMW NpaBuamn 06a3aTenbHOro CTpaxoBaHUS.

9. B cnyyae npuvyvMHeHUsa Bpeda XW3HW NauMeHTa, y4acTBOBAaBLUErO B KIMHUYECKOM
nccnegoBaHUM  NekapcTBEHHOro npenaparta, BblrogonpuobpeTtaTensmMuM Mo AOroBopy
00s13aTeNbHOr0 CTPaxoBaHUA ABMAIOTCA rpaXaaHe, UMeoLMe nNpaBo Ha BO3MELLEHME Bpeda
B Crny4yae CMepTU KOpMUIbLa B COOTBETCTBUM C rPaK4aHCKMM 3aKOHOAAaTerbCTBOM, Mpw
OTCYTCTBUM TaKUX rpaxkgaH - poauTenu, cynpyr, 4eTu yMmepLuero naumMeHTa, y4acTBOoBaBLUEro
B KMMHMYECKOM MWCCrefOoBaHUN NeKapCTBEHHOro npenapara, B Crydyae CMepTu nauumeHTa,
y4aCTBOBABLLUErO B KIMHUYECKOM MCCNeOBaHWUM NIEKapCTBEHHOrO npenaparta n He MMEBLLETO
CaMOCTOATENBHOrO A0Xo4a, - rpaXaaHe, Ha WKAMBEHUM KOTOPbIX OH Haxoguncs, B
OTHOLUEHMM BO3MELLEHUA pacxodoB Ha norpebeHve nauveHTa, Yy4yacTBOBaBLUETO B
KNMHNYECKOM 1CCcreaoBaHMmM NekapCTBEHHOro npenaparTa, - NM1uUo, NOHeCLLee Takne pacxoabi.

10. CtpaxoBas Bbinnarta B cHeT BO3MELLEHUS Bpeaa, NPUYNHEHHOTO XU3HU NauueHTa,
y4yacTBOBaBLUErO B KMMHMYECKOM  WUCCredoBaHMM — NeKapCTBEHHOro  npenapaTa,
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pacnpefensieTcs Mexay BblirogonpuobpertaTensamMum nNponopuUMOHanbHO WX KONMYECTBY B
paBHbIX 4ONAX.

11. MNpn HacTynneHnn CTpaxoBOro criyvas naumeHT, y4acTBOBABLUMW B KITMHUYECKOM
nccnegoBaHnMM nekapcTBEHHOro npenapata, BbirogonpuobpertaTtens BnpasBe nNpeabsBUTb
HEenoCpeaCTBEHHO CTPaxOBLUKy TpeboBaHWe O BO3MELLEHUM MPUYUHEHHOrO Bpeaa.
CtpaxoBas Bbinsata OCYLECTBNAETCS CTPaxOBLUMKOM B TeyeHwe Tpuauatu OHEen cO AHS
npeacTaBneHns HeobXxoaMMbIX AOKYMEHTOB. [laumeHT, y4acTBOBaBLUMKA B  KIMHUYECKOM
nccrnegoBaHUKM NeKapCTBEHHOro npenaparta, unu Bbirogonpuobpetarens 06a3aH coobwnTb
CTPaxoBLUMKY ans OCYyLLEeCTBMeHNs CTpaxoBoWw BbINNaThbl MHOMBUAYANbHbIN
NOEHTUMPUKALMOHHBIN KOA MaumMeHTa, YCTaHOBIEHHbIN CTpaxoBaTeneM B COOTBETCTBUU C
TUMNOBLIMY NpaBunamMmmn 0b6s3aTenbHOro CTpaxoBaHus.

12. [o nonHOro onpegeneHns pasMmepa nognexawero BO3MELLEHUIO Bpena
CTPaxoBLUK MO 3asBMEHU0 MauueHTa, yyacTBOBaBLUEro B KIMHUYECKOM WCCregoBaHUn
fleKapCTBEHHOro npenapara, Unu 3asiBfieHno BbirogonpuodpeTtaTtens BrnpaBe OCYLECTBUTb
YacTb CTpaxOBOM BbIMfaTbl, COOTBETCTBYIOLLYIO (PaKTUYECKM onpedeneHHoOn 4actu
NPUYNHEHHOrO Bpeaa.

13. CtpaxoBas BbInnata B COOTBETCTBUN C AOrOBOPOM 00A3aTENbHOrO CTpaxoBaHUA
OCYLLECTBNAETCS HE3aBMCUMO OT BbINMaT, MPUYMTaOLLMXCA N0 APYIMM BUAAM CTpaxoBaHUs.

14. He ponyckaeTcs yyacTue naumeHTa B NpoBedeHUN KIMHUYECKOro MccrnenoBaHus
fleKapCTBEHHOro npenapara npu OTCyTCTBUM JOroBopa 0643aTefibHOro CTpaxoBaHus.

15. KoHTponb 3a wucCnornHeHWemM opraHusauuen, nonyyYuBlUEN paspelleHne Ha
opraHuM3aumio NpoBeAeHNsa KIMHUYECKOro UCCNenoBaHUs NeKapCTBEHHOro npenaparta gns
MEAVLUMHCKOrO NPUMEHEHUs, YCTAHOBMNEHHOW HacToswen cratberd 06s3aHHOCTU Mo
0bs13aTenNbHOMY CTPaxoBaHMIO XXMU3HW, 300POBbS NauUMeHTa, yd4acTByroLwero (y4acTBOBaBLLErO)
B KIMMHWYECKOM  UCCnedoBaHWW  NeKapCTBEHHOro  npenapaTta,  OCYLUeCTBISeTcH
YNOSTHOMOYEHHbIM  doefiepalnibHbIM ~ OpraHOM  UCMOJSIHUTENbHOW  BNacTW,  BblAaBLUMM
paspelleHne Ha NpoBefeHNEe KIMHUYECKUX UCCReLOoBaHUN NekapCTBEHHbIX npenapaTtoB Angd
MeANLMHCKOro NPUMEHEHMS.

FTAPAHT:

CM. KoMmmeHTapum k ctaTbe 44 HacTosiero ®egepanbHOro 3akoHa

MnaBa 8. NMpon3sBoacTBO U MapKUPOBKa JNIeKapCTBEHHbIX CPpeacTB

Cratbsa 45. [1pon3BOACTBO NeKapCTBEHHbIX CPeACcTB

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3akoHoM om 22 Oekabpsi 2014 2. N 429-©3 e vacmb 1 cmambu 45
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynaruwue & cuny ¢ 1 utons
2015 e.

Cm. mekem 4yacmu 8 rpedbidywet pedakyuu

1. [pon3BOACTBO fieKapCTBEHHbLIX CPeACTB AOSMKHO COOTBETCTBOBATb TpeboBaHMAM
npaBun Hagnexaiwlen npou3BOACTBEHHOW MPAKTUKK, YTBEPXAEHHbIM YNOMHOMOYEHHbIM
deneparnbHbIM OpraHoM ucnonHuTenbHon Bractn. OcobeHHOCTU nepexoda npou3BoAcTBa
OTAENbHbIX NIeKapCTBEHHbIX CPEACTB K MX MPOM3BOACTBY B COOTBETCTBUM C TpeboBaHusMU
npaBun Haanexawien npou3BOLACTBEHHOW MNPAKTUKW YyCTaHasnuealoTcs [lpaBUTENbCTBOM
Poccunckon ®depepaumn. Bblgada 3aknioueHUWM O COOTBETCTBUM  MPOU3BOAUTENS
NeKapCTBEHHbIX cpeacTB TpeboBaHUAM npaBun Haanexawlen npovusBOLACTBEHHOW MPAKTUKK
OCyLLeCTBNAeTCcsa Mo pesynbTaTaM MWHCMNEKTUPOBAHUA NPOU3BOAUTENEN JleKapCTBEHHbIX
cpenctB B nopsgke, yctaHoBrneHHom [paButenbctBoMm Poccurickon depepaummn. Pasmvep
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nnaTbl 3a Bblga4dy 3akMiOYeHUs O COOTBETCTBMM MPOU3BOAUTESNS JIEKAapCTBEHHbIX CPeAcTB
TpeboBaHMAM npaBun  Haanexawemn npouM3BOACTBEHHON MPaAKTUKM  yCcTaHaBnMBaeTCs
lMpaButensctBoMm Poccuinickon degepaumn. [lopsgok  opraHMsauun W nNpoBefeHus
WMHCNEKTUPOBAaHUA NPON3BOANTENEN NIeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHUAM
npaswusil Hagnexawen npou3BOoACTBEHHOMW NpPaKTUKM ycTaHaBnuBaetcs [lpaButenscTBoM
Poccuinckon ®egepaunn.

MHdopmaLms 06 u3MeHeHusIx:

®edeparnbHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-®3 e vacmb 2 cmambu 45
Hacmosiweao ®edepasribHO20 3aKOHa BHECEHbI USMEHEHUS], acmyrnarouwue 8 cusy ¢ 1 urns
2015 a.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu
2. [lpou3BoACTBO  NeKapCTBEHHbIX cpeactB B Poccunckon  Pegepaunn
OCYLLECTBNAETCA NPOM3BOAUTENSAMU NEKApPCTBEHHbLIX CPEACTB, UMEKLWWUMU JIULEH3NIO Ha
NPOn3BOACTBO JIEKAPCTBEHHbIX cpeacTB. [loaTBepxaeHne COOTBETCTBUS nNuUeH3vaTta
npasBunam Hagnexaiwen npousBOACTBEHHOMW MNPAKTUKM  OCYLLECTBSIETCA B paMKax
NNLEH3NOHHOIO KOHTPOSS B COOTBETCTBUM C 3aKOHOAaTeNbLCTBOM Poccuickon ®epepaumm ¢
y4eTOM 0COBEHHOCTEN, yKa3aHHbIX B YacTy 1 HAcCTosALWEN CTaTbW.

MHdopmaLmst 06 uaMeHeHusIx:

Cmamebs 45 dononHeHa Yacmbto 2.1 ¢ 25 urons 2022 e. - ®edeparnbHeil 3akoH om 14 urons
2022 e. N 311-®3
2.1. Ona uenenm nuuUeH3MpoOBaHMSA MNPOM3BOACTBA JIEKAPCTBEHHbLIX CPeacTB AOns
MEAMLMHCKOrO MPUMEHEHUS U WHCNEKTUPOBaHUA CyObekToB obpaleHus nekapCTBEHHbIX
CpeAcTB Ha cooTBeTcTBME TpeboBaHMAM NpaBui Haanexallen NnpoMsBoACTBEHHON MPAKTUKK
pefepanbHbIi - OpraH  UCMOJSIHUTENbHOW  BacTW, OCYLECTBNAWNA  rOoCyaapCTBEHHYIO
perncTpauuio nekapcTBeHHbIX NpenapaToB Afs MEAULMHCKOro NpuMeHeHus, npegocTaBnsaeT
begepanbHOMY OpraHy WCMNOSIHUTENbHOW BMacTu, ocywecTensawwemMy denepanbHbiv
rocy4apCTBEHHbIN NULEH3MOHHbIN KOHTPOMb AEeATENbHOCTU NO NPOU3BOACTBY NEKapCTBEHHbIX
cpeacTB Ans MeaMUMHCKOro MpUMEHEHUs], Mo ero 3anpocy B pamkKax MeXBeOOMCTBEHHOro
MH(OPMAaLNOHHOIO B3aUMOAEWNCTBUS B MopsiKke, YyCTaHOBMNEHHOM deaepasibHbiM OpraHom

NCMNONHUTENbHOM BMacTu, OCYLLIECTBNSOLLMM NULEH3npoBaHne NpoOu3BOACTBA
NeKapCTBEHHbIX CPEeACTB AN MeAMUMHCKOrO MNpUMeEHeHus, 1 deaepanbHblM  OpraHoMm
NCMNONHUTENbHOM BMNacTu, OCYLLECTBNSOLLNM rocyapCTBEHHYHO permcTpaumio

NeKapCTBEHHbIX MpenapaToB ANns MEeAULMHCKOrO NPUMEHEHUS!, CBEAEHUS O NeKapCTBEHHbIX
cpeacTBax, ykasaHHble B YacT 5 ctaTbk 18 HacTosiwero ®egeparnbHOro 3akoHa, B TOM Yucre
B Cry4yae, ecnv Takue CBeeHUs1 COCTaBNSAT KOMMEPYECKYIO TailHy.

3. Tpou3BoAcTBO NEKapCTBEHHbIX CPEeACTB OCYLIEeCTBNsSeTCs C coGnioaeHvem
TpeboBaHMIN MPOMBILLNIEHHOINO PErnamMeHTa, KOTOpbli YTBEpPXOaeTcs pPyKOBOAMTENEM
Npon3BOANTENS NeKapCTBEHHbIX CPeacTB W BKMYaeT B cebs nepeyvyeHb UCMOoMNb3yeMblX
hapmaueBTUYECKMX cybCTaHUMA U BCNOMOraTesbHbIX BELLECTB C YKa3aHMEM KONM4YecTBa
KaXxgoro U3 Hux, AaHHble o6 ucrnonb3yeMom o6opyaoBaHWM, OnMcaHue TeXHONOrM4eckoro
npouecca 1 MeTo0B KOHTPOISA Ha BCEX aTanax NPou3BOACTBA NIeKapCTBEHHbIX CPeaCTB.

MHdopmaLmst 06 uaMeHeHusix:

Yacmb 4 usmeHeHa ¢ 29 0ekabps 2020 a. - @edepasibHbIl 3aKoH om 27 O0ekabps 2019 a. N
481-03

Cwm. npeodbidywyro pedaKyuro
4. lNMpn npounsBoaCcTBE NeKapCTBEHHbIX CPEeACTB MCMNOMb3YTCA (hapMaueBTUdeckue
cybcTaHummn, cBegeHns 0 KOTOPbIX COAepXaTcsa B rocyJapCTBEHHOM peecTpe fekapCTBEHHbIX
CPEACTB, 3a WUCKNYEHMEM apmMaLeBTUYECKMX CybCTaHuun, NPOU3BOAUMbBIX  ANS
npoBedeHUss KIUHUYECKUX uccnepoBaHMi u gns akcropta. K npoueccy npousBoacTBa
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dhapmaueBTU4EeCKO cybCcTaHumm OTHOCATCA Nobble CTagun TEeXHONOrM4Yeckoro npouecca,
nossonsLme nosy4nTb roTOBbIN NPOAaYKT, COOTBETCTBYHOLLMI TpeboBaHnaM
dapMakonenHon ctatbM, B TOM 4Yucne epMeHTaumd, IKCTpPakums, O4YuCTKa, BblOerneHue,
nepekpuctannmMsaumd, BbiCyluMBaHue, u3MenbvYeHne. B cnyyae  HeobGxoguMmocTu
NCNoNb30BaHMA 3TUIIOBOrO CNMpTa, B TOM 4ucne dapmaueBTudeckon cybctaHuumn cnmprta
aTunosoro (dTaHona), npuv NPOM3BOACTBE JlEeKApCTBEHHbIX CPeACTB B KadecTBe
Aencteyowero n (unv) BCcnoMoraTesibHOro BellecTBa, a TakkKe B MHbIX TEXHONOrM4YecKunx
uensix AofmkHa OblTb MCNonb3oBaHa TOMNbKO apMaueBTUdeckas CcyocTaHuus cnupTa
3TUnoBoro (ataHon).

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIiM 3akoHoM om 14 Oekabpsi 2015 2. N 374-®3 uwacmb 4.1 cmambu 45
Hacmoswe2o PedeparibHO20 3aKOHa U3/10XKeHa 8 Hogou pedaKkyuu

CmM. mekcm Yacmu 8 rpeodbidyweli pedakyuu

4.1. lNepevyeHb nekapCcTBEHHbLIX NpenapaTtoB ANA MEOULMHCKOrO MNPUMEHEHUs, B
OTHOLLEHMM KOTOPbIX YCTaHaBnMBalTCA TpeboBaHus K 0ObeMy Tapbl, YynakoBke W
KOMMNMEKTHOCTN, NepeYeHb NeKapCTBEHHbIX NpenapaToB A1 BETEPMHAPHOIO NPUMEHEHUS, B
OTHOLLIEHMM KOTOpPbIX YCTaHaBNMBaKTCA TpeboBaHNA kK 06beMy Tapbl, a Takke TpeboBaHus K
o6beMy Tapbl, yNakoBKE W KOMMIEKTHOCTM NeKapCTBEHHbIX NpenapaTtoB ANs MeAULMHCKOro
npuMeHeHns, TpeboBaHns K 06bEMY Tapbl NEKAapPCTBEHHbIX NpenapaToB Afs BeTepUHapHOro
NPUMEHEHNA  ONPefensaTCs COOTBETCTBYIOWMMM  YNOSTHOMOYEHHbIMN  dbeaeparnbHbIMU
opraHamu  WCMOMHUTENbHOM BRacTM B NOPsiAKe, YCTAHOBMNEHHOM  [1paBUTENbCTBOM
Poccunckon ®epepauun.

MHdopmaumsa 06 nameHeHusx:

Uacmb 4.2 usameHeHa ¢ 29 dekabpsi 2020 2. - ®edeparibHbil 3akoH om 27 dekabpsi 2019 a.
N 481-03

Cm. npeodbidywyto pedakyuro

4.2. OpraHusaumm, oCcyLeCcTBNsALWmne Npon3BoaCcTBO hapmaLeBTMYECKOM CyOCTaHL MM
cnvpTta 3TUMOBOro (3TaHorna) Ans npous3BOACTBA CNUPTOCOAEPXaLUMX NeKapCTBEHHbIX
npenapaTtoB, 065s3aHbl OCYLLUECTBMATbL y4eT B MNopsigke, YCTaHOBNEHHOM cTtaTbamu 8 n 14
depepanbHOro 3akoHa oT 22 Hos6pa 1995 rogpa N 171-03 "O rocymapCTBEHHOM
perynupoBaHum npom3BoacTBa M obopoTa  3TUMIOBOrO  CNMPTa,  arnkorofibHOM U
cnvpTocoaepXallen npoaykumm n o6 orpaHnveHum notpebneHusa (pacnutmnsa) ankorosibHOu
npogykumn". MNponsBoacTBo hapmaleBTMYECKOM CybCcTaHuMK cnupTa 3TUMAOBOro (3TaHona)
AOMNyCKaeTCs TONbKO OpraHu3auuen, OCyLeCTBASLWEN NPOM3BOACTBO PEKTUGUKOBAHHOIO
3TUIIOBOrO CNUpTa M3 MULLLEBOrO CbIPbA HA OCHOBaHUU NULIEH3UN HA NPOU3BOLCTBO 3TUMOBOIO
cnvpTa ansa npovsBoAcTBa (bapmaLeBTMYECKOM CcybCcTaHuuM cnupTta 3TUNOBOro (dtaHona) B
cooTBeTCTBUMN C TpeboBaHuAMN DegepansHoro 3akoHa ot 22 Hos6ps 1995 roga N 171-903 "O
rocyfapCTBEHHOM perynmpoBaHun Npon3BoacTBa 1 06opoTa 3TUIIOBOro CNnpTa, ankorosibHOM
N cnupTocogepXxalen npoaykumm n o6 orpaHnyeHnmn notpebneHns (pacnnuTtnd) ankoronbHOM
npoaykumn", MeToOoOM pasBedeHUs BOAOW OYULLEHHOW Takoro 3TWUMOBOro  CnupTa,
npou3BefeHHOro [daHHOW opraHu3auvMend no MeCTy OCYyLeCTBeHus npous3BoacTeBa
hapmaueBTUYECKON CyBCTaHUMKM cnnpTa 3TUNOBOroO (3TaHona).

MHdopmaLms 06 uaMeHeHusix:

Cmambs 45 dononHeHa Yacmebio 4.3 ¢ 1 aHeaps 2018 e. - ®edeparibHbil 3aKOH om 29
urons 2017 e. N 278-®3
4.3. lngusuayaneHble npegnpuHMMaTeny u opuguyeckme nvua, ocyllecTBnsawowme
3aKynKy M UCMonb30oBaHMe (hapMaueBTUYECKON CyOCTaHLMM cnupTa 3TUMOBOro (d3TaHona), a
TaKke NpoM3BOACTBO, U3rOTOBMEHUE U (MNK) 0BOPOT (3a UCKNIOYEHMEM PO3HUYHOW NPOSAXKN)
cnvpTocofepXallumx neKkapCTBEHHbIX npenapaTtoB, 00A3aHbl OCYLWeCTBNATb WX yyeT U
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AeknapvpoBaHue B nopsgke, yCTaHOBNEHHOM cTaTbsamu 8 n 14 degepanbHOro 3akoHa oT 22
Hos6psa 1995 roga N 171-®3 "O rocygapCTBEHHOM perynmpoBaHnmn NpoM3BoAcTBa 1 obopoTa
3TUNOBOrO CNMpTa, arnkoroflbHOM W CAMPTOCOAEepXKallen npoaykuum m o6 orpaHnyeHun
noTpebneHnsa (pacnuTnsa) ankorosibHOW NpPoayKuun®.

MHdopmaLms 06 uaMeHeHusix:

Cmambs 45 dononHeHa Yacmbio 4.4 ¢ 13 aseycma 2019 2. - ®edeparibHbIl 3aKOH om 2
aszycma 2019 e. N 297-03

4.4. [pu Npom3BOACTBE NeKapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOIro NPUMEHEHUS
AOMNycKaeTCs MCMNoNb3oBaHWe nNpou3BedeHHbIX Ans  peanu3aumm  apmMaueBTU4eCKnX
cybCTaHUMN, BKMIOYEHHbIX B  rOCYJApCTBEHHbIA pPEeecTp JeKapCTBEHHbIX CPeacTB
YNONTHOMOYEHHbIM (beaeparnbHbiM OpraHOM WUCMOSIHUTENbHOM BIlaCTW, OCYLLECTBIISIOWMM
BeJeHNe TrocydapCTBEHHOrO peecTpa NeKapCTBEHHbIX CpeacTB And  MeOuUMHCKOro
NPUMEHEHUS.

5. 3anpeuwaeTtcsa npon3BoaCTBO:

1) nekapCTBEHHbIX CpPeAcCTB, He BKMYEHHbIX B rOCYOapCTBEHHbIN  peecTp
NeKapCTBEHHbIX CPEACTB, 3a WUCKIHOYEHWEM NeKapCTBEHHbIX CPeacTB, NMPOU3BOAMMBIX ANS
npoBefeHUs KIMHNYECKNX UCCreaoBaHUN U AN 9KCNopTa;

2) hanbcnnLMpOBaHHbIX NEKAPCTBEHHbIX CPEACTB;

3) nekapCTBEHHbIX cpeacTB 6e3 NMUEeH3nn Ha NPOM3BOACTBO JIEKAaPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPeACTB C HapyLleHMeM npasusi OpraHusauuu npou3BOACTBa U
KOHTPOJSIS Ka4eCTBa fleKapCTBEHHbIX CPeACTB;

5) ytpaTtun cuny c 29 gekabpsa 2020 r. - egepansHbii 3akoH oT 27 aekabpsa 2019 1. N
481-03

MHdopmaumsa 06 nameHeHusx:
Cwm. npeodbidywyro pedaKyuro

Cmamebsi 45 dononHeHa nyHkKmom 6 ¢ 29 Oekabpsi 2020 2. - ®edeparibHbil 3aKoH om 27
Oekabps 2019 e. N 481-®03
6) cnupTocoAaepXalimMx HeKapCTBEHHbIX npenapaTtoB MO MECTy OCYLLEeCTBNEHNS
npoun3BoACcTBa hapMaueBTUYECKON CyOCTaHuMM cnupTa 3TUMOBOro (3taHona) m (unu) no
MECTY OCYLLIECTBMEHMSI NPON3BOACTBA ATUMOBOrO CNUPTa;

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 45 dononHeHa nyHkmom 7 ¢ 29 Oekabpsi 2020 2. - ®edeparibHbIl 3aKoH om 27
Oekabps 2019 e. N 481-®03
7) apmaueBTnyeckon cybCcTaHuMM cnvpTa STUMAOBOro (3TaHomna) wu  (unwu)

CMMPTOCOAEPXKALMX  JIEKAPCTBEHHbIX MpenapatoB Ha OCHOBHOM  TEXHONOMMYecKoM
obopyaoBaHuMM Ans NPou3BOACTBA 3TMMOBOrO CNMPTA, yKazaHHOM B nyHkTe 1.1 ctaTtbn 14.1
depepanbHoro 3akoHa oOT 22 Hosi6psa 1995roga N 171-03 "O rocymapCTBEHHOM
perynupoBaHun npousBoactea UM obopoTa  STUMOBOrO  CAMPTA,  ankoroflbHOM  u
cnvpTocoaepKawen npoaykumMm n ob orpaHnvyeHnn noTpebneHnsa (pacnuTtusi) ankoronbHOM
npoaykuun®.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 6 cmambu 45

Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI USMEeHeHUs, ecmynaroujue 8 cusny ¢ 1 urons

2015 e.

CM. mekcm yacmu 8 rpeobidywieli pedakyuu
6. Npun BBOAE NEKapCTBEHHbIX CPEACTB B rpaXXaaHCKnii 060poT yNOSTHOMOYEHHOE NULLO
NpPoOn3BOAMTENSA FEKAPCTBEHHbIX CPEACTB OCYLECTBNAeT MOATBEPXAEHME COOTBETCTBUSA
NEeKapCTBEHHbIX CpeacTB TpeboBaHWSIM, YCTAHOBMEHHbIM MNpPU  UMX OCY4apCTBEHHOW
perucrtpauumn, n rapaHTMpyeT, YTO fieKapCTBEHHbIE CpeacTBa NPoM3BeaeHbl B COOTBETCTBUN C
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Tpe6OBaHI/IFIMVI npaBurn Hagnexawen I'IpOI/I3BO,EI,CTBeHHOI7I NPaKTUKN.

MHdopmaumsa 06 nameHeHusx:

Uacmb 7 usameHeHa ¢ 13 asaycma 2019 2. - ®edeparibHbit 3akoH om 2 agaycma 2019 e. N
297-03

Cm. rpedbidywyto pedakyuro

7. YNONHOMOYEHHbLIM JIMLIOM MPOU3BOAUTENSA NEKapCTBEHHbLIX CPEACTB SABNAETCA ero
paboTHUK, aTTEeCTOBaHHbIN B YCTAHOBMEHHOM YMNONIHOMOYEHHbIM deaeparnbHbIM OpraHoM
WCMNOMHUTENbHOM BNAcTU NOpsSiAke U UMEeKLWMA cTax paboTbl He MeHee 4eM NATb feT B
obnactu npomssBoacTBa W (MNM) KOHTPOMA KayecTBa NEKapCTBEHHbIX CPEACTB, BbiCLLee
obpasoBaHMe COOTBETCTBEHHO NO OAHOW U3 cneumanbHocTen W (MNn) OJHOMY U3
HanpasneHumn NMOArOTOBKM: Buonorus, BuotexHonorus, BETEpuHapus,
BETEepMHapHO-CaHUTapHas 3KcnepTn3a, KNMHM4Yeckas meguumHa, paamaumoHHas, XmMmmyeckas
n Ouonornveckas 3awmTa, dapmaums, dQyHOaMmeHTanbHas MeauuMHa,  XuMmmudeckas
TEXHOMOMNSA, XUMUS.

MHdopmaumsa 06 nameHeHusx:

Uacmb 8 usmeHeHa c¢ 1 sHeapsi 2018 2. - ®edeparibHbil 3akoH om 29 uronsa 2017 e.
N 278-03

CmM. npeodbidywyto pedakyuro

8. lNpounsBoanTenn nekapCTBEHHbIX CPeAcCTB (3a UCKMYeHMeEM dapMaueBTUYECKON
cybCcTaHuMm cnuvpTa 3TUNOBOro (dTaHona) MOryT OCYLECTBMATb MPOAaxXy IeKapCTBEHHbIX
CpencTB UNu nepedasaTtb MX B YCTAHOBIIEHHOM 3akoHOoAaTenbCcTBOM Poccuinckon denepaumm
nopsigke:

1) AOpyrMm  NpomM3BOOUTENSIM  NIEKApCTBEHHbIX CpPeacTB AN NpouM3BOACTBa
neKapCTBEHHbIX CPEACTB;

2) opraHm3aumsam onToBOW TOProBnn NekapcTBEHHLIMU CPeACTBaMU;

3) anTeyHbiM  OpraHmMsauusM,  BeTepuHapHbIM  anTeYyHblM  OpraHu3auusM,
WHOMBMAYANbHLIM  NpeanpuHUMaTenaM, WUMEKWNM  JIMUEH3UI0 Ha  dapMaueBTUYECKYHO
AeATerIbHOCTb UMW NIMLEH3NI0 HA MEOVULIMHCKYIO AEATENbHOCTb;

4) Hay4dHO-uccrnegoBaTeNbCKMM  OpraHM3aumam Ans  Hay4yHO-uccreaoBaTesibCKoMn
paboThbl;

5) MeanumMHCKNM opraHmM3aumnsam u BeTePUHapPHbBIM OpraHu3aunsam;

MHdopmaumsa 06 nameHeHusx:

[lyHkm 6 usmeHeH ¢ 13 agaycma 2019 . - ®edeparibHbIl 3akoH om 2 agaycma 2019 2. N
297-03

Cwm. npeldbidywyro pedaKyuro
6) opraHuzauMsm n uHAMBUAOYaANbHbIM NpeanpuHMMaTENsM, OCYLLECTBISIOWMM
pasBedeHne, BblpaliMBaHNE W COOEPXKaAHWE XXMBOTHbLIX (3@ WCKMOYEHUEM NPOAaXM WM
hapmaueBTUYECKUX CyBCTaHLUM UNn UX nepenadn).

MHdopmaLmsi 06 u3MeHeHusIx:

Yacmb 9 usmeHeHa ¢ 29 dekabps 2020 2. - @edepasibHbIl 3aKoH om 27 Oekabps 2019 a. N
481-03

Cwm. npeodbidywyro pedaKyuro
9. lMpowusBoguTenu apmaueBTUYECKON CyOCTaHUMM CnupTa 3TUNOBOro (3TaHona)
065a3aHbl OCyLeCTBNATbL peanusauunio (nepegadyy B YCTAHOBMEHHOM 3aKOHOAATENbCTBOM
Poccunckon depgepaumm nopsgke) dapmaueBTUYEeCKOM CyOoCTaHuuM cnupta 3TUIIOBOro
(aTaHona) Npom3BOAMTENSIM NEKapPCTBEHHbIX CPEeACTB Ans MPOM3BOACTBA JEKAPCTBEHHbIX
cpencTB, Npom3BOAUTENAM (M3roTOBUTENAM) MEAUUMHCKUX U3genuin Ons Npou3BoAcTBa U
N3roTOBNEeHMs MeaUUMHCKUX U3gennuin B eMKocTax obbemom He Bonee 1 nutpa un (Mnu) He
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MeHee 1000 nuTpoB, a opraHusauusaM, ykasaHHbIM B MyHKTax 3 - 5 4actu 8 HacTtoswen
cTtaTbW, B Tape o6bemom He 6onee 1 nutpa.

MHdopmaLms 06 u3MeHeHusix:

Cmamebs 45 donosnHeHa Yacmbio 10 ¢ 29 Oekabps 2020 e. - @edeparibHbIl 3aKOH om 27
Oekabps 2019 e. N 481-03
10. Peanusaumsa (nepefaya B YCTaAHOBMIEHHOM 3akoHOoAaTenbCTBOM Poccumnckon
depepaummn nopsigke) apmaueBTMYECKONM CyBCTaHUMM cnvpTa  3TUMOBOrO  (3TaHona)
opraHvMsaumnsam onTOBOW TOProBNM SIEKAPCTBEHHBIMU CPEACTBAMUN HE LOMYCKAETCA.

MHdopmaLms 06 n3MeHeHusIx:

Cmambs 45 donosnHeHa Yacmbio 11 ¢ 29 Oekabps 2020 e. - @edeparibHbIl 3aKOH om 27
Oekabps 2019 e. N 481-03
11. TlepeBo3kn apmaueBTMYECKOM CcybCcTaHuMn cnupTa 3TUNIOBOro (dTaHona)

ocyLLeCcTBNATCA ¢ cobntogeHnem TpeboBaHUN, yCTaHOBMNEHHbIX ab3alem YeTBepThIM NyHKTa
3 ctaTtbn 9 PepgepanbHOro 3akoHa ot 22 HosAbpsa 1995 roga N 171-03 "O rocyaapCTBEHHOM
perynupoBaHun npousBoactea UM obopoTa  STUMOBOrO  CAMPTA,  ankoroflbHOM  u
cnvpTocoaepKalen npoaykumMm n ob orpaHnvyeHnn noTpedneHnsa (pacnuTtusl) ankoronbHOM
npoaykuun®.

FAPAHT:

CM. kommeHTapumn K ctaTbe 45 HacToswero ®enepanbHOro 3akoHa

CraTtbsa 46. MapkupoBka fnekapCTBEHHbIX CPeacTB
FTAPAHT:

Cm. [llonoxeHne O nNpoBedEHUN IKCMEPMMEHTA MO MapPKMPOBKE  KOHTPOSbHbLIMU
(MOEHTUUKALMOHHBIMW)  3HAKaMW W MOHUTOPUHIY 3a 06OpPOTOM OTAEfbHbIX BMAOOB
nexKapcTBeHHbIX MpenapaTtoB  And  MeOUUMHCKOro  MPUMEHEHUs,  YTBEepXAeHHoe
noctaHosneHnem MNpasutensctea P® ot 24 aHueaps 2017 r. N 62

MHdopmaLms 06 uaMeHeHusix:

®edepasnbHbivM 3akoHoM om 11 okmsbps 2010e. N 271-®3 e yacmb 1 cmambu 46
Hacmosiwe2o PedepasibHO20 3aKOHa BHECEHbI U3MEHEeHUS

CmM. mekcm yacmu 8 rpeobidyuwiet pedakyuu
1. JlekapcTBeHHble npenapaTtbl, 3a MWCKMOYEHUMEM JieKapCTBEHHbIX MpenapaTos,
N3roTOBJSIEHHbIX anTe4YHbIMW OpraHM3aunamMu, BeTEPUHAPHBIMU anTeYHbIMU OpraHn3auusaMu,
MHOUBMAYanbHbIMU NpegnpuHUMaTeNnaMu, UMELWUMU NULEH3NI0 Ha apmaueBTUYECKyHo
AEeATEeNbHOCTb, AOMKHbI NOCTYNaTb B 0bpalleHne, ecnu:

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 6 nyHkm 1 yacmu 1 cmambu 46
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouwue & cuny ¢ 1 urons
2015 e.

CmM. mekcm riyHkma 8 rnpedbidyuwel pedakyuu
1) Ha nx NnepBUYHOM ynakoBKe (3a UCKITHOYEHNEM MEPBUYHOM YNAKOBKN NEKapCTBEHHbIX

pacTUTENbHbIX MpenapaTtoB) XOPOLWO YUTaeMbiM LIPUAPTOM Ha PYCCKOM £A3blke YyKasaHbl
HaMMeHoBaHWe NeKapCTBEHHOro npenapata (MexayHapodHOe HenaTeHTOBaHHOe, WIn
rpynnMpoBOYHOE, UMM XMMUYECKoe, UMW TOProBoe HavMeHOBaHWe), HoOMep cepuu, faTa
BbiNyCcka (4N189 MMMYHOOMONOrMYECKMX JeKapCTBEHHbIX MpenapaToB), CPOK rOL4HOCTH,
A031POBKa UMM KOHUEHTpauns, o6beM, akTUBHOCTb B €AuHMLAX AENCTBUSA UMM KONMNYECTBO
Ao3,;

MHdopmaLmsi 06 u3MeHeHusIx:

®edeparibHbIM 3akoHOM om 22 dekabps 2014 2. N 429-®3 e nyHkm 2 yacmu 1 cmambu 46
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Hacmosuwe2o ®edepasibHO20 3aKOHa 8HECEeHbI U3MEeHeHUs, ecmynaroujue e cusy ¢ 1 urons
2015 e.

CM. mekcm niyHkma e rnpedbidywel pedakyuu

2) Ha nx BTOpUYHOWN (MOTPEOMTENLCKON) YyNakOBKE XOPOLIO YMTaeMbIM LIPUPTOM Ha
PYCCKOM £3blke YyKasdaHbl HavMeHOBaHMEe feKapCTBEHHOro npenapata (MexayHapoaHoe
HenaTeHTOBaHHOE, WNW TPYNMNMPOBOYHOE, UM XMMWYECKOEe U TOProBOoe HauMMeHOBaHUS),
HanMeHoBaHWe NPOU3BOAMTENS NEeKapCTBEHHOro npenapaTta, HOMep cepuu, Aata Bbinycka
(Bna  mMmyHOBMOMOrMyecknx rekapCcTBEHHbIX MNpenapaTtoB), HOMEpP pPerncTpaunuoHHOro
yOOCTOBEPEHNS, CPOK FTOAHOCTN, CNOCOD NPUMEHEHUS, JO3UPOBKA UMW KOHUEHTpauus, obbem,
aKTUMBHOCTb B eQuHULAxX Aenctensa nnbo KonnyecTBo 403 B YNAKOBKE, NekapcTBeHHasa hopma,
yCIioBUSA OTMycKa, YyCrNoBUS XpaHeHus, npeaynpeanTerbHble Haanucu.

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHoM om 22 Oekabpss 2014 2. N 429-®3 e vacmb 2 cmambu 46
Hacmosiweao ®edepasribHO20 3aKOHa BHECEHbI USMEHEHUS, acmyrnarouwue 8 cusy ¢ 1 urns
2015 a.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu

2. ®apmaueBTMyeckme CcybCcTaHUMM OOSMKHbI NOCTynaTb B obpalieHue, ecnn Ha ux
NMEepBMYHON YMAKOBKE XOPOLWIO YUTaeMbiM LIPUPTOM Ha PYCCKOM A3blke yKasaHbl
HavMeHOBaHVe apmaueBTUYeckon cybcTaHumMm (MexayHapoaHOe HenaTeHTOBaHHoe, Wnn
rpynnMpoOBOYHOE, UM XMMUYECKOE U  TOProBOE HaMMEHOBaHWs), HauMMeHoBaHue
npousBoanTens dapmaueBTU4ecKon CcybCcTaHumMmM, HOMep cepun WU gata M3roTOBMEHWUS,
KONMMYEeCTBO B YNakoBKE W eOUHULUblI U3MEPEHUSI KONuyecTBa, CPOK FOAHOCTU U YCIOBUS
XpaHeHus.

3. JlekapcTBeHHble cpecTBa B KayeCTBe CbIBOPOTOK AOSMKHbI NOCTynaTh B obpalleHve
C YKasaHMeM >XMBOTHOrO, M3 KPOBW, MnasmMbl KPOBW, OpPraHOB M TKaHEW KOTOPOro OHU
NONyYeHbl.

4. Ha BTOpUYHYI0 (MOTPEOUTENBCKYI0) YNAKOBKY NEKAPCTBEHHbIX CPEACTB, NMOMNyYEeHHbIX
M3 KpOBW, NNasmbl KPOBW, OPraHOB M TKaHeW 4erioBeka, AOSMKHA HAHOCUTbCA HaAnuehb:
"AHTuTena k BUY-1, BNY-2, k Bupycy renatmta C M NOBEPXHOCTHbLIN aHTUreH Bupyca
renatuta B oTcyTcTBytOT".

5. Ha nepBunYHyi0 ynakoBKy W BTOPUYHYHO (NOTPEOMTENbCKYK)  YyNakoBKY
pagvoapmMaleBTUYECKUX — JIEKAPCTBEHHbLIX — CPeACTB  OO/MKEH  HAHOCUTbCS  3HakK
pagnaumoHHOM ONacHOCTW.

6. Ha BTOpu4YHYyO (NOTPEOMTENbCKYH) YNakoBKYy roMeonaTu4ecKkmx IekapCTBEHHbIX
npenapaToB AOSHKHA HAHOCUTbLCSA HagnNuck: "lfomeonaTnyeckun”.

7. Ha BTOpu4YHyO (NOTPebuTENbCKYy) YNaKoBKY J1EKAPCTBEHHLIX PaCTUTENbHbIX
npenapaTtoB OOSMKHA HAHOCUTBLCA Haanuck: "lMpoayKums npoLna paguaumoHHbIN KOHTPONb".

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 8 cmambu 46
Hacmosiuje2o ®edeparibHO20 3aKOHa BHECEHbI U3MEHEeHUs, ecmynaroujue 8 cusy ¢ 1 urns
2015 a.

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

8. Ha nepBu4Hyt0 ynakoBky (ecrnv gns 3TOro CywecTByeT TEXHUYecKass BO3MOXHOCTb)
N BTOPUYHYIO (MOTPeBbUTENbCKY) YNakoBKY NeKapCTBEHHbIX NpenapaTos, npegHa3HauYeHHbIX
ONs  KNWHUYECKNX UccneagoBaHWW, [OOMmkKHa HaHOCUTbCA Haanucb: "[Ons  KNUHUYECKUX
nccnegosaHnn'.

9. YnakoBka neKapCTBEHHbIX CpPeacTB, nNpeaHasHavyeHHbIX WCKIIYUTENbHO AN
3KCMnopTa, MapKMpyeTcsa B COOTBETCTBUMU C TPeDOBaHNAMU CTpaHbI-MMnopTepa.

10. Ha TpaHcnopTHyto Tapy, KOTOpas He npegHasHadyeHa nns notpebutenen n B
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KOTOpPYIO TMOMELLEHO feKapCTBEHHOe CpeacTBO, [AOSPKHA HaHOCUTbCA WHopmauusa o
HaMMeHOBaHWW, cepun NeKapCTBEHHOro cCpeacTBa, AaTe BblMycka, KONMYeCcTBE BTOPUYHBIX
(noTpebuTenbCcKknx) ynakoBOK NeKapCTBEHHOro cpeacTBa, npowusBoguTene rnekapcTBEHHOro
CpeAcTBa C yka3aHMeM HauMeHOBaHUA 1 MECTOHaXOXOEeHNA NPoM3BOaUTENS NIEKapCTBEHHOIO
cpeactea (agpec, B TOM 4ucne cTpaHa W (MnvM) MecTO MNpPOM3BOACTBA J1I€KapCTBEHHOro
CpeacTBa), a TaKke O CpOKe rof4HOCTU feKapCTBEHHOro cpeAactsa M o6 ycrnoBusiXx ero
XpaHeHns 1 nepeBO3kn, Heobxoaumble npegynpeauTenbHble HAaAnUCKU U MaHUNynsSTOPHbIE
3HaKu.

11. Ha nepBu4YHYlO YynakoBKy W BTOPUYHYIO (NOTPEOMTENbCKYK) — YNakoBKY
NeKapCTBEHHbIX CPeACTB Afs BETEPUHApHOro NpUMEHEHWa AOSMKHA HaHOCUTBbCHA HaAnUCh:
"[Na BeTEpUHAPHOro NPUMEHEHUs".

12. Ha BTOpuYHyl0 (NoTpebuTenbCkyld) YMNaKOBKY JfleKapCTBEHHOro npenapara
HaHOCUTCS LUTPMUXOBOM KOA,.

FAPAHT:

CM. koMMeHTapumn K cTaTbe 46 HacToswero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHOM om 6 Oekabpsi 2011 2. N 409-0©3 e HaumeHosaHue arnaebl 9
Hacmosiweao ®edepasribHO20 3aKOHa BHECEeHbl U3MEHEHUSs, ecmyrarowue 8 cusny Mo
ucmeyeHuu mpuduyamu OHeu rocre OHS oguyuarbHo20 orybrukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CM. mekcm HaumeHogsaHUs 8 rpeodbidywel pedakyuu

MnaBa 9. BBo3 nekapcTBeHHbIX cpeacTB B Poccumnckyro Pepnepaumio 1 BbIBO3
neKapcTBeHHbIX cpeacTB U3 Poccumnckon ®epepauyumn

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHoOM om 6 dekabpsi 2011 2. N 409-03 8 HaumeHogaHuUe cmambu 47
Hacmosiweao ®eldepasribHO20 3aKOHa BHeCeHbl U3MEHEeHUs, ecmyriarouwue 8 cusy o
ucmeyeHuu mpuduyamu OHel rocre OHA ouyuanbHo20 orybrnukosaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CM. mekcm HaumeHogaHUsi 8 rpeodbidywel pedakyuu
Cratba 47. lNopagok BBO3a NekapcTBEHHbIX cpeacTB B Poccunckyo degepaumio u
BblBO3a NeKapCTBEHHbIX cpeacTs U3 Poccuickon ®eaepaumm

MHdopmaumsa 06 nameHeHusx:

@edepasnibHbiM 3akoHoM om 6 Oekabpss 2011 2. N 409-®3 e vacmb 1 cmambu 47
Hacmosweao ®@edepasibHO20 3aKOHa BHEeCeHbl U3MEHEHUs, ecmyrarouwue 8 cusy 1o
ucmeyeHuu mpuduyamu OHeU rocre OHS oguyuarbHo20 orybrnukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CM. mekcm yacmu 8 rpeobiOywieli pedakyuu
1. BB03 nekapcTBeHHbIX cpenctB B Poccuickyto degepauumio ocyLlecTBnseTcs B
nopsigke, ycraHosneHHom [lpaButenbctBom Poccuiickon ®epepauumn, B COOTBETCTBUM C
TaMOXeHHbIM 3aKOHOOAaTerNnbCTBOM TaMOXeHHoro cow3a B pamkax EBpA3OC (panee -
TaMOXeHHbIN cot3) 1 (Mnn) 3akoHopatenscteoM Poccurckon degepaumm 0 TaMOXEHHOM
aene.

MHdopmaumsa 06 nameHeHusx:

Uacmb 2 usmeHeHa ¢ 28 Oekabpsi 2019 a. - ®edeparibHbit 3akoH om 27 dekabpsi 2019 2. N
462-03
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Cwm. npeldbidywyro pedaKyuro
2. Beosnmble B Poccuinckyto Pegepauunio  nekapcTtBeHHble CpencTBa  LOSMKHbI
coepxaTbCH B rocy4apCTBEHHOM peecTpe NekapCTBEHHbIX CPeaCTB.

MHdopmaumsa 06 nameHeHusx:

@eldepasnibHbiM 3akoHoM om 6 Oekabpss 2011 2. N 409-®3 e vacmb 3 cmambu 47
Hacmosweao ®@edepasibHO20 3aKOHa BHEeCeHbl U3MEHEHUs, ecmyrnarouwue 8 cusy [0
ucmeyeHuu mpuduyamu OHeU rocre OHS oguyuarbHo20 orybrnukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CM. mekcm yacmu 8 rpeobidywieli pedakyuu

3. [Honyckaetca BBO3 B Poccunckyto defepaumio  KOHKPETHOM  napTum
3aperncTpupoBaHHbIX U (MNKW)  HE3apPermcTpMpoBaHHbIX  JIEKApPCTBEHHbIX  CPEACTB,
npegHasHa4yeHHbIX ONA  MPOBEAEHUS  KMMHUYECKMX  UCCNEAOBaHWA  NEKapCTBEHHbIX
npenapaTtoB, NPOBEOEHUS 3KCNEepPTU3bl JIEKAPCTBEHHbIX CPEeACTB ANA  OCYLIECTBEHUS
rocyaapCTBEHHOW  perucTpaumMm  NeKapCTBEHHbIX nNpenapaTtoB  uMAM  ANs oKasaHus
MEANLMHCKON MOMOLLM MO XU3HEHHbIM MOKa3aHUSIM KOHKPETHOro nauMeHTa Ha OCHOBaHuu
paspeLleHnsi, BbIAHHOIO YMOMHOMOYEHHbIM beaepanbHbiM - OpPraHOM  UCMOMNHUTENBHOM
BNacTn No 3asiBfEeHMsIM N1U, YKa3aHHblIX B cTaTbe 48 HacTosiwero denepanbHOro 3akoHa.
PaccMoTpeHne Takoro 3asiBNeHUs U NPUHATUE PELleHUs O Bblgaye paspelleHusl Ha BBO3
KOHKPETHOW NapTuM 3aperncTpupoBaHHbIX U (MNK) HE3apPEerMCTPUPOBAHHbLIX NEKapCTBEHHbIX
CpeacTB, NpeaHasHadeHHbIX AN NPOBEAEHUSA KIMHUYECKUX UCCNedoBaHUA NeKapCTBEHHbIX
npenapaTtoB, NPOBEOEHUS 3KCNEepPTU3bl JIEKAPCTBEHHbIX CPEeACTB ANA OCYLIECTBMEHUS
rocyaapCTBEHHOW  perucTpaumMm  feKapCTBEHHbIX NpenapaTtoB  uAM  ANs oKasaHus
MEANLMHCKON NOMOLLIM NO XXM3HEHHbIM MOKa3aHUsIM KOHKPETHOro nauneHTa nnbo o6 oTkase B
Bbldaye YKa3aHHOro paspeLleHus NpoM3BOOATCA B CPOK, He MpeBblaloWwmnn natm paboyumnx
AHen. NnaTta 3a Bblgayvy yka3aHHOro paspeLllueHns He B3nMaeTCs.

MHdopmaLms 06 uaMeHeHusix:

Cmamebsi 47 OononHeHa 4Yacmbio 3.1 ¢ 1 mapma 2020 a. - ®edeparibHbIt 3akoH om 27
Oekabps 2019 e. N 475-03
FAPAHT:

Monoxenna yactn 3.1 npumeHsatoTca go 31 gekabpsa 2023 r.

3.1. [Honyckaetca BB03 B Poccuinckyto ®Pegepauunio  KOHKPETHOM  napTum
He3aperMcTpupoBaHHbLIX  FIEKapCTBEHHbIX MNpenapaTtoB, coAepXalmx  HapKoTU4yeckue
cpeAcTBa UM MCUXOTPOMNHbIE BewecTBa, B ropsake, yCTaHOBNEHHOM [lpaBUTENnbCTBOM
Poccunckon ®epepauunn, Ana okasaHUs MeOULMHCKOW MOMOLUM MO XU3HEHHbIM MOKa3aHUAM
KOHKPETHOro nauueHTa wnu rpynnbl NaunMeHToB B Clyyae, ecnv WUMmeeTcs peLlleHue
BpayebHON KOMUCCUN MEOULMNHCKON OpraHmM3aumm 0 Hed(EKTUBHOCTU UM HEBO3MOXHOCTM
NPUMEHEHNA Yy KOHKPETHOro naumMeHTa WHbIX 3aperucTpupoOBaHHbIX NeKapCTBEHHbIX
npenapatoB, B TOM 4uCre coepxawmx gpyrve [eucTsyloulMe BewectBa, U O
Heob6XxoAMMOCTN BBO3a ONpeaenieHHOro He3aperncTpupoBaHHOIO NekapCTBEHHOro npenapara
C YyKasaHnmem ero MexayHapoOHOro HenaTeHTOBAHHOro (UM XMMUYECKOro,  unm
rpynnMpOBOYHOr0) HaMMEHOBaHUA, POopMbI BbiNycka U konuyecTtBa. NepeyeHb 3abonesaHui
N COCTOSIHUM U COOTBETCTBYIOLLMX NEKAPCTBEHHbIX NpenapaTos, CoAepXallmx HapKoTu4Yeckme
cpeacTBa M MCUXOTPOMHbIE BELLECTBA, B LEeSisaX OCYLEeCTBNEHNA NX BBO3a B COOTBETCTBUM C
TpebOBaHUAMMN HACTOSLLEN YaCTM YTBEPXKAAETCS YNOMHOMOYEHHbIM dheaeparibHbIM OpraHoMm
NCNOSTHUTENbHOW BMNAaCTW.

MHdopmaLmsi 06 u3MeHeHusIX:

Hacmb 3.2 usmeHeHa ¢ 1 aHeaps 2023 e. - ®edeparibHbil 3akoH om 19 dekabps 2022 2. N
519-03

Cwm. npeodbidywyro pedaKyuro
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3.2. Jo 31 pekabps 2024 roga ponyckalTcss BBO3 Ha Tepputoputo Poccuiickon
depepaumm n  obpaweHme B Poccuinickon depepaumm € y4eToM  0COBEeHHOCTEN,
ycTtaHoBneHHblx  [MpaButensctBom  Poccunckon  depepaumn,  3aperncTpupoBaHHbIX
NEeKapCTBEHHbIX  MpenapaTtoB AN MEOUUMHCKOrO  NPUMEHEHWA B ynakoBKax,
npegHasHa4vyeHHbIX Ans obpalleHna B MHOCTPaHHbIX rocyaapcTBax, B cnyyae AedekTypbl
NeKapCTBEHHbIX MNpenapaToB WM pucka €€ BO3HWKHOBEHUSI B CBSA3NM C BBEOEHMEM B
oTHoweHun Poccurckon degepaumm orpaHNYnTENbHBIX MEP 9KOHOMUYECKOro XapakTepa npu
yCrNOBMM  COOTBETCTBMSI  BBO3UMbIX  JIEKAPCTBEHHbIX  MNpenapaToB  TpeboBaHuAM,
YCTaAHOBMEHHbBIM NPU UX perncTpaunn, 3a UCKYeHnem TpeboBaHmi K NepBNUYHON yNakoBKe,
BTOPUYHON (NOTPEOMTENBbCKOM) ynNakoBKe, a Takke nNpu Hanuydum Ha BTOPUYHOM
(noTpebuTenbCKon) ynakoBKe FEeKapCTBEHHbIX MNpenapaToB, HaxogAwMxcs B obpalleHuu,
caMokKnesilencs 9TUKETKWU, codepxawen uHgopmauuo O fekapCTBEHHOM npenapaTte Ha
PYCCKOM A3bIKE.

MHdopmaumsa 06 nameHeHusx:

@eldepasibHbiM 3akoHoM om 6 Oekabpss 2011 2. N 409-®3 e vacmb 4 cmambu 47
Hacmosweao ®@edepasibHO20 3aKOHa BHEeCeHbl U3MEHEHUs, ecmyrnarouwue 8 cusy 10
ucmeyeHuu mpuduyamu OHeU rocrne OHS oguyuaribHo20 orybrnukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu
4. B Poccuickyto defepaumio MOXHO BBO3UTb JleKapCTBEHHbIE CpeacTBa, KayecCTBO
KOTOPbIX MOATBEPXKOEHO CcepTUdUKATOM MPOU3BOAUTENS  NIEKAPCTBEHHbIX  CPEeACTB,
yOOCTOBEPSAOLMM  COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbIX CpPeAcTB  TpeboBaHusM
dhapMakonenHblx cTtaTen nNUMBO B criydae MX OTCYTCTBUS HOPMATUBHOW LOKYMEHTauum unu
HOPMaTUBHOIO JOKYMEHTA.

MHdopmaumsa 06 nameHeHusx:

@eldepasnibHbiM 3akoHoM om 6 Oekabpss 2011 2. N 409-®3 e vacmb 5 cmambu 47
Hacmosweao ®edepasibHO20 3aKOHa BHEeCeHbl U3MEHEHUs, ecmyrarouwue 8 cusy [0
ucmeyeHuu mpuduyamu OHeU rocre OHS oguyuarbHo20 orybrukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu
5. 3anpewaetca BB0o3 B Poccunckyio depepauunio  hanbcudpurumMpoBaHHbIX
NEKapCTBEHHbIX CPeacTB, HeQOOPOKAaYECTBEHHbLIX NEKAPCTBEHHbLIX CPEACTB, KOHTpadaKTHbIX
NeKapCTBEHHbIX CPEACTB.

MHdopmaumsa 06 nameHeHusx:

®eldepasnibHbiM 3akoHoM om 6 Oekabpss 2011 2. N 409-®3 e vacmb 6 cmambu 47
Hacmosweao ®edepasribHO20 3aKOHa 6HEeCEeHbl U3MEHEHUS, ecmyrnaruue 8 cusy o
ucmeyeHuu mpuduyamu OHel rocre OHA oguyuanbHo20 orybrnukosaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

6. danbcMuuMpoBaHHbIE JEKapCTBEHHblE CpeacTBa, HeaobpokayecTBEHHbIE
NeKapCTBEHHble cpeAcTBa noanexar U3bATUIO U NocreayowemMy YHUHTOXEHUIO NN BbIBO3Y
n3 Poccunckon Pegepaunmn, KoHTpadakTHble IEKAPCTBEHHbIE CpeacTBa - M3bATUIO U
nocrnegywemMy YHUYTOXEHUIO. YHUYTOXeHWe wunu BbiIBO3 U3 Poccuinckon Pepepaumm
anbCnMUUNPOBAHHbLIX NEeKapCTBEHHbIX CPeACTB, HeAobpOKaYeCTBEHHbIX feKapCTBEHHbIX
CpencTB, KOHTpaA(aKTHbIX JIeKapCTBEHHbIX CPenCTB OCYLEeCTBMsSeTCAa 3a cuveT Jnvua,
OCYLLECTBMBLUENO MX BBO3. [lOpPSAOK YHUYTOXEHUS U3BATLIX anbCUdULMpoBaHHbIX
NEeKapCTBEHHbIX CPeacTB, HeAOOPOKAYECTBEHHbIX NTEKAPCTBEHHbIX CPEeACTB, KOHTpadaKTHbIX
neKapCTBEHHbIX CpeaCcTB ycTaHaBnueaeTcs [paButensctBom Poccurickon egepauum.

MHdopmaLmsi 06 u3MeHeHusIx:
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@edepasnbHbiM 3akoHoM om 6 Oekabpss 2011 2. N 409-®3 e vacmb 7 cmambu 47
Hacmosweao ®edepasibHO20 3aKOHa BHEeCeHbl U3MEHEHUs, ecmyrnarouwue 8 cusy [0
ucmeyeHuu mpuduyamu OHeU rocre OHS oguyuarbHo20 orybrnukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu
7. Jlnya, ocyuwectensawouwme BBo3 B Poccuickyto Penepauunio hanbcupuumpoBaHHbIX
NeKkapCTBEHHbIX CPeacTB, HeAOOPOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPeAcCTB, KOHTpaaKTHbIX
NEeKapCTBEHHbIX CPeacTB, HeCYyT OTBETCTBEHHOCTb B COOTBETCTBUM C  TaMOXEHHbIM
3aKoHOAaTENLCTBOM TaMOXEHHOro cok3a U (unu) 3akoHogartensctBoM Poccumnckon
depepaumm 0 TaMOXEHHOM gene.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-©3 e vacmb 8 cmambu 47
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI UBMEHeHUs, ecmynarouwue & cuny ¢ 1 utons
2015 e.

CmM. mekcm yacmu 8 rpeobiOyuwiel pedakyuu
8. BbiB0O3 nekapcTBeHHbIX cpeacTts m3 Poccuiickon Penepaumm ocywectenseTca 6e3
NPUMEHEHUSA OrpaHNYeHniA, YCTaHOBNEHHbIX TAMOXEHHbLIM 3aKOHO4ATENBCTBOM TaMOXEHHOro
cow3a wun (M) 3akoHogaTenbctBoM Poccunckon depepaumm O rocyaapCTBEHHOM
perynMpoBaHnUn BHELLHETOProBOM AEATENbHOCTH.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 47 OornoniHeHa Yacmbto 9 ¢ 29 Hosi6ps 2019 2. - @edeparsibHbiU 3aKkoH om 28
Hos16ps1 2018 2. N 449-03
9. Beoa B rpaxgaHckum 0OOpPOT feKapCTBEHHbIX MpenapatoB Ans MeOULUMHCKOro
npumeHeHnsa, BBe3eHHbIX B Poccuiickyio degepauunio, ocyulecTBnsieTcs ¢ cobniogeHnem
TpeboBaHWUI, YCTaHOBMNEHHbIX cTaTbeln 52.1 HacToswero PegepanbHOro 3akoHa.

MHdopmaLms 06 n3MeHeHusIx:

Cmamebs 47 OononHeHa Yacmbto 10 ¢ 1 ceHmsbps 2023 e. - ®edeparibHbIl 3aKOH om 2
urons 2021 e. N 317-®3

Cwm. 6ydyuwyro pedakyuro
FAPAHT:

CM. koMmeHTapumn K ctaTbe 47 HacToswero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHoM om 6 Oekabpsi 2011 2. N 409-®3 6 cmambio 48 Hacmosiweao
®eldeparibHO20 3aKOHa BHEeCEeHbl U3MEHeHUs, ecmyrnarwue 8 cusy Mo ucmedyeHuu
mpuduyamu OHeu rocrie OHs ohuyuaribHo20 orybriukogaHusi Ha3gaHHo20 PedepalsibHO20
3aKoHa

CmMm. mekcm cmamabu 8 rpeodbidywel pedakyuu
Cratbsa 48. Opuandeckme nuua, KOTOPbIM paspeLleH BBO3 NIEKapCTBEHHbIX CPEACTB B
Poccunckyto degepaumio

JlekapcTBeHHble cpeacTBa B Poccurickyto degepaumio MoryT BBO3UTb:

1) npou3BoaAUTENN NEKAPCTBEHHbIX CPeACTB ANnA Lenen cobCTBEHHOro nNpon3BoacTBa
NeKapCTBEHHbIX CPEACTB;

2) WHOCTpaHHble pa3paboTymkm feKapCTBEHHbIX CPeACTB M MHOCTPaHHbIE
NPON3BOAMTENN JEKAPCTBEHHbIX CPEACTB WU ApYyrue puandeckne nvua no nopyyvyeHuto
pa3paboTumka NEeKapCTBEHHOrO0 CpeAacTBa ANs NPOBEAEHMS KIMHUMYECKUX WCCneaoBaHum
neKapCTBEHHOro npenaparTa, OCYyLLECTBEHNSA rocynapCTBeHHOM perncrpaumm
neKapCTBEHHOro npenaparta, BKIHOYEHNS dhapmaueBTU4ECKOM cybcTtaHumm B
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rOCyLapCTBEHHbIA PEECTp JeKapCTBEHHbIX CPEACTB, KOHTPONS KayecTBa eKapCTBEHHbIX
CpeacTB  MNpU  HanMuuM  paspelleHust  YNoNHOMOYEHHOro  dpedeparnibHOro  opraHa
NCNONHUTENbHOM BNAacTN Ha BBO3 KOHKPETHOWM NapTUM JIEKAPCTBEHHbLIX CPEACTB;

3) opraHusaLmm oNTOBOW TOProBnv NekapCTBEHHbIMY CPeACTBaMMU;

MHdopmaLms 06 uaMeHeHusix:

®edeparibHbIM 3akoHoM om 2 utonsi 2013 2. N 185-03 8 nyHkm 4 cmambu 48 Hacmosiw,e2o
®edepalsibHO20 3aKOHa 8HECEHbI U3MEeHeHUs, ecmynarowue 8 cusny ¢ 1 ceHmsbps 2013 e.

CmM. mekcm riyHkma 8 rnpedbidyuwel pedakyuu

4) Hay4dHO-uUccregoBaTenbCKMe oOpraHusaumm, obpasoBaTesbHble OpraHusauum
Bbicllero o6pa3oBaHnda, MNPOU3BOAMTENMN JNEKApCTBEHHbIX CPeacTB Ana paspaboTky,
nccrnegoBaHuM, KOHTponsa ©e3onacHOCTW, KadvecTBa, 3MMEKTUBHOCTU NEKapCTBEHHbIX
CpeacTB  NpU  HanmuMyuu  paspelleHus  YrNoriHOMOYEeHHOoro  dpefepanbHoro  opraHa
NCMONHUTENBbHOW BRacTy;

MHdopmaLms 06 uaMeHeHusIx:

@eldeparibHbiM  3akoHOM om 12 mapma 2014 e. N 33-®3 & nyHkm 5 cmambu 48
Hacmosuwe2o PedepasibHO20 3aKOHa 8HECEeHbl U3MEHEeHUs

CmM. mekcm riyHkma 8 rnpedbidyuwiel pedakyuu
5) MegnuuHCKMe opraHmMsauuu, MHble yKasaHHble B nyHkTax 1 -4 HacToswen ctaTbu
opraHusauun ang okasaHus MeaMUMHCKOW NMOMOLLM NO XU3HEHHbIM NMOKa3aHUAM KOHKPETHOro
nauveHta npu Hanuydum  paspelleHnsa  YrNorHOMOYEHHOro  dpefepanbHOro  opraHa
WCNOSTHUTENbHOW BNacTM Ha BBO3 KOHKPETHOM MapTUM FeKapCTBEHHOro npenaparta,
BblJAHHOIO B YCTaHOBJIEHHOM nopsake B dOpMe 3MNEeKTPOHHOro AOKYMEeHTa, NoAnmMcaHHOro
YCUNEHHOWN KBaNMMUUMPOBAHHOWN SIIEKTPOHHOW MOAMNUCHIO;

MHdopmaLms 06 uaMeHeHusix:

Cmambsi 48 dononHeHa nyHkmom 6 ¢ 1 mapma 2020 2. - ®edeparibHbIl 3aKkoH om 27
Oekabps 2019 e. N 475-03
FAPAHT:

MonoxeHna nyHkTa 6 npumeHsaoTca oo 31 gekabpsa 2023 r.

6) rocyaapCTBEHHblE YHUTapHble NPeanpusaTUs, UMYLLECTBO KOTOPbIX HaxoguTcs B
denepanbHon cobCcTBEHHOCTU, onpeaendemblie MNMpaButenbctBoM Poccurickon degepaumm, B
yactm BBo3a B Poccunckyio degepaumio  He3apeErmCTPUPOBAHHBLIX  NleKapCTBEHHbIX
npenapaToB, coAepXawux HapKOTUYeCcKMe CpeacTBa WM MNCUXOTPOMHbIE BewecTBa, And
OKasaHusi MEeOULUMHCKON MOMOLLM MO XXM3HEHHbIM MOKa3aHUSIM KOHKPETHOro nauueHta vnu
rpynnbl NaunMeHToB B COOTBETCTBUM C 4YacTbio 3.1 ctateu 47 Hactoswero denepanbHOro
3aKkoHa.

FAPAHT:

CM. KommeHTapum k ctaTbe 48 HacTosiero ®egepanbHOro 3akoHa

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHoM om 6 Oekabps 2011 2. N 409-03 e HaumeHogaHue cmambu 49
Hacmosiweeo ®edeparnibHO20 3aKOHa BHECEHbl U3MEHEHUSs, ecmyrarouwue 8 cusmy Mo
ucmeyeHuu mpuduyamu OHel rocrne OHA oguyuanbHo20 orybrnukosaHuss Ha3eaHHO20
®edeparsibHO20 3aKOHa

CM. mekcm HaumeHogaHUsi 8 rpeodbidywel pedakyuu
Cratba 49. [lokymeHTbl, nNpeactaBndemMble B TaMOXeHHble opraHbl Poccunckon
depnepaumn nNpu BBO3€e NeKapCTBEHHbIX cpeacTB B Poccunckyto degepaumio

MHdopmaumsa 06 nameHeHusx:
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®edeparibHbiM 3akoHoM om 6 Oekabpss 2011 2. N 409-®3 e vacmb 1 cmambu 49
Hacmosweeo ®edepasibHO20 3aKOHa 6HEeCeHbl U3MEHEHUS, ecmyrnaroujue 8 cusy 1o
ucmedyeHuUu mpuouamu OHel rocrie OHA oghuyuaribHo20 orybrukoeaHuss Ha3g8aHHO20
®edeparibHO20 3aKOHa

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu

1. MNpu BBO3e nekapcTBeHHbIX cpeacTB B Poccunckyio Pepepaumio B TaMOXEHHbIE
opraHbl Poccuinckon ®Pepepauumn Hapsgy € AOKYMEHTamMu, MpeacTtaBneHne  KOTOpbIX
npegyCMOTPEeHO  TaMOXEHHbIM  3aKoHOAATesNlbCTBOM  TaMOXEHHOro cotwsa U (Mnn)
3akoHogartensctBoMm Poccurickon degepauum O TaMOXEHHOM [ene, npeacTaBnslTCs
cnegywowmne JOKYMEHTbI:

1) cepTudumkat npousBOAUTENS JIEKAPCTBEHHOIO CpeAcTBa, YAOCTOBEPSHLMA
COOTBETCTBME BBO3MMOIO JIEKAPCTBEHHOrO cpeactsa TpeboBaHUAM (hapMakonenHom cTaTbu
nnbo B cnyyae ee OTCYTCTBUA HOPMATUBHOW JOKYMEHTALMN NN HOPMATUBHOMO LOKYMEHTA;

2) paspeLueHue ynorHOMOYeHHOro oeepasibHOro opraHa UCNonHUTENbHOW BriacTu Ha
BBO3 KOHKPETHOW MapTUM NeKapCTBEHHOrO CpeacTBa B CryyasiX, YCTAHOBMEHHbIX YacTbio 3
ctaTbk 47 HacTodwero ®enepanbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIiM 3akoHoM om 6 Oekabpss 2011 2. N 409-®3 e vacmb 2 cmambu 49
Hacmosiujeeo ®edepanibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmyrnaruwue 6 cusy o
ucmeyeHuu mpuduyamu OHeU rocrie OHSA ouyuarbHo20 orybrukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu
2. [okyMeHTbl, YyKasaHHble B TnyHktax 1 M 2 4Yactm 1 HacTodAWwen cTaTtbM,
NPeacTaBnsAlTCA B TaMOXeHHble opraHbl  Poccuiickon degepaumm npu npudbiTim
nekapcTBeHHbIX cpeacTtB B Poccunckyto degepauuio.
FAPAHT:

CM. koMmmeHTapumn K ctaTbe 49 HacToswero ®efepansbHOro 3akoHa

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHom om 29 urwHsA 2015 a. N 160-®3 e HaumeHosaHue cmambu 50
Hacmosiweao PedepasribHO20 3aKOHa 8HECEHbI U3SMEHEHUS

CM. mekcm HaumeHogaHUsi 8 rpeodbidywel pedakyuu
Cratba 50. BB0O3 nekapcTBeHHbIXx npenapaTtoB B Poccuickyio Pepepauuio ans
NINYHOTO WCMOSIb30BaHUA W WHbIX HEKOMMEPYEeCKUX Lenen, a Takke aAns
NCNOSIb30BaHMS Ha TEPPUTOPUN MEXOYHAPOAHOro MEQULMHCKOrO KnacTtepa

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHom om 6 Oekabps 2011 2. N 409-©3 e yacmb 1 cmambu 50
Hacmosiweao ®eldepasibHO20 3aKOHa BHeCeHbl U3MEHEeHUs, ecmyriarouwjue 8 cusy o
ucmeyeHuu mpuduyamu OHel rocrne OHSA ouyuabHo20 orybrnukogaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm yacmu 8 rpeobiOyuwiel pedakyuu
1. IlekapcTBeHHbIE nMpenapaTbl MOryT ObiTb BBE3eHbl B Poccuickyto Pegepaumio 6e3
yyeta TpeboBaHui, NpeayCMOTPEHHbIX Yactamu 1-4 crtaten 47, crtatbamm 48 wn 49
HacToswwero ®efepansHOro 3akoHa, ecnv OHW npeaHasHavyeHbl Ans:

MHdopmaLmst 06 uaMeHeHusix:

®edepasibHbIM 3akoHoM om 2 uwHs 2016 e. N 163-®3 nyHkm 1 yacmu 1 cmambsu 50
Hacmosweao PedepasibHO20 3aKOHa U3/10KeH 8 HOBOU pedaKkuuu
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Cm. mekcm riyHKkma 8 rpeobioywel pedakuuu

1) NUYHOro wCNonb3oBaHUS U3MYECKUMU NULAMKU, NpUBLIBLLMMK B PoCcuinckyto
depepaumio. pu atom BBO3 B Poccuickyto degepauumio nekapCTBEHHbIX MpenapaTos,
cogepxawmx  cunbHogeucTBywwme u - (Mnu)  900BUTbIE  BELLECTBA,  BKIHOYEHHbIE
COOTBETCTBEHHO B CMUCOK CUMbHOAEUCTBYIOWNX BewecTB [ANd Uenen YrosfioBHOro
3akoHogartenscTBa Poccuickon degepaumm M B CNMCOK SIAOBUTbIX BELLECTB AN uenen
YyrosioBHOro 3akoHogartensctBa Poccunckon depepaumn, ytBepxaeHHble [1paBUTEnbCTBOM
Poccunckon denepaumm, OCyLLeCTBNSAETCSA NPU HaNMYUM OOKYMEHTOB (3aBEPEHHbIX KOMUK
OOKYMEHTOB WNW  3aBEpeHHblX BbIMUCOK W3 HUX), MOATBEPXOAKLWNX Ha3HayYeHue
PU3MYEeCKOMY NULY  YKasaHHbIX JIEKApPCTBEHHbIX nNpenapatoB (3@  UCKIOYEHUEM
nekapCTBEHHbIX MpenapaTtoB, 3apernctpmpoBaHHbix B Poccuinickon ®epgepaummn  u
oTnyckaembix B Poccunckon ®Pepepaumm 6e3 peuenta Ha NEKapCTBEHHbIM npenapar).
MoaTBepxaarowme AOKYMEHTbl (MX 3aBEpPEeHHble KOMUU UMW 3aBEpPEHHble BbINMUCKU U3 HUX)
AOSDKHbI  coAaep)XaTb CBEAEHUS O HaMMEHOBaHMM U KONMYECTBE  Ha3HAYeHHOro
nekapCTBeHHOro npenaparta. B cnyyae, ecnu noareepXxgatowime JOKYMEHTbl (UX 3aBEepPeHHbIe
KOMMWU WM 3aBepPEHHbIE BLIMUCKM M3 HUX) COCTaBfEHbl HAa MHOCTPAHHOM 43blke, K HUM
npunaraeTca HoTapuanbHO 3aBepPeHHbIV NepeBo Ha PYCCKUM A3bIK;

2) NCcnonb3oBaHusa paboTHMKaMM AUNIOMATUYECKOrO KOpryca unv npeacraBuTensMm
MeXOyHapoOHbIX OpraHn3auumn, akkpeanToBaHHbIx B Poccunckon ®enepauuu;

3) nevyeHus NaccaXxMpoB W YNEHOB IKUMAXEW TPaHCMOPTHbIX CPeAcTB, MOE3aHbIX
Opurag v BoguTenemn TpaHCNOPTHbIX CPEACTB, NPUOLIBLLMX B Poccuinckyto deaepaumio;

4) nevyeHnsa y4aCTHMKOB MeEXOYHapOAHbIX KYNbTYPHbIX, CAOPTUBHbLIX MEPOMNPUATUN U
YYaCTHUKOB MeXOyHapOaHbIX 3KCneauuni;

MHdopmaumsa 06 nameHeHusx:

[lyHkm 5 usmeHeH ¢ 13 agaycma 2019 . - ®edeparibHbil 3akoH om 2 agaycma 2019 2. N
297-03

CmM. npeodbidywyto pedakyuro
5) neyeHns KOHKPETHbIX XXMBOTHbIX B 300Mapkax, 300cajax, LuMpkax, okeaHapuymax,
aenbuHapusx, nevYeHna AOUKUX KUBOTHbIX, MOCTOSIHHO WAW BPEMEHHO HacensaoLwmx
Tepputopuio Poccurickon degepaumm, Haxoosawmxcs B COCTOSIHAM €CTECTBEHHOM cBOGoabI n
npuHagnexawmx K Bugam, 3aHeceHHolM B KpacHyto kHury Poccunckon depgepaumm n (mnn)
KpacHble KHUrM cybbektoB Poccunckon degepauumn, a Takke XUBOTHbIX, BBO3WMbIX B
Poccunckyto Pegepaumio ans y4actnsa B CNOPTUBHBIX U 3PENULLHBIX MEPONPUATUSX;

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHoM om 29 utoHs 2015 e. N 160-@3 yacmb 1 cmambu 50 Hacmosweao
®edepasibHO20 3aKoHa QoriosIHeHa ryHKmMom 6
6) UCnonNb30BaHWS Ha TEPPUTOPUN MEXKOYHAPOAHOrO MEeANLMHCKOro Krnacrtepa.

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHom om 6 Oekabps 2011 2. N 409-©3 e yacmb 2 cmambu 50
Hacmosiweeo ®edeparnibHO20 3aKOHa BHECEHbl U3MEHEHUSs, ecmyrarouwue 8 cusmy Mo
ucmeyeHuu mpuduyamu OHel rocre OHA oguyuanbHo20 orybrnukosaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

Cm. mekem 4acmu 8 rpedbidywel pedakyuu
2. B cnyyasx, npegyCMOTPEHHbIX YacTbio 1 HacTosLwen ctaTtbu, OOMYyCKaeTCa BBO3 B
Poccunckyto depepaumio  nekapcTBEHHbIX MpenapaToB, He 3aperucTpupoBaHHbIX B
Poccunckon ®epepaunu.

MHdopmaLms 06 uaMeHeHusix:

®edeparnbHbiM 3akoHom om 6 Oekabps 2011 2. N 409-©3 e yacmb 3 cmambu 50
Hacmosweeo @edepaslbHO20 3aKOHa 6HEeCeHbl U3MEHEHUS, ecmyrnaroujue 8 cusy 1o
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ucmeyeHuu mpuduyamu OHeU rocre OHS oguyuarbHo20 orybrukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CM. mekcm yacmu 8 rpeobidywieli pedakyuu

3. JlekapcTBeHHble npenapaTbl, MpeAHasHadYeHHble AN TYMaHUTapHOM MOMOLUU
(cogencteunsa) mMnu NOMOLLUM MNPU  Ype3BblMaMHbLIX CUTyauusix, BBO3ATCA B PoOCCUCKYHO
depepaumo B rnopsagke, yctaHosrneHHom [lpaButenbctBoMm Poccuickon ®depepaumn.
3anpewaeTtca BBO3 B Poccuiickyio Pefepaumio Hes3aperMcTpupoBaHHbIX JeKapCTBEHHbIX
npenaparos, rnpeaHasHavYeHHbIX AN r'yMaHUTapHOM NomoLun (COAEeNCTBMSA) U NOMOLLU MpK
Yype3BblYarHbIX CUTyaUUNAX.
FTAPAHT:

CMm. kommeHTapum k ctatbe 50 HacTosiero ®eaepanbHOro 3akoHa

Cratba 51. CoTpygHudecTBo pbeaepanbHOro opraHa WCNOSTHUTENbHOW BracTy,
YNOIHOMOYEHHOro B 061aCTM TaMOXEHHOMo Aena, u Apyrux yrnorHOMOYEHHbIX
denepanbHbIX OpraHoOB UCMNOSHUTESNBHOW BNAacTu

1. YnonHomo4eHHble pefeparnbHble opraHbl UCNONTHUTENBHOM BNAacTU NpeaoCcTaBnsaioT

B pacnopseHue deaepanbHOro opraHa WCMOMHUTENbHOM BRacTu, YMNOSHOMOYEHHOro B
obnactn TaMOXeEHHOro fena, rocyfapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB, a Takke
MHOPMaUUKD O BblAaHHbIX paspelleHnax Ha BBO3 KOHKPETHOW MapTUKM NeKapCTBEHHbIX
CpeacTB B CnyyasiX, YCTaAHOBIEHHbIX 4YacTbto 3 craTteum 47 Hactoswero PepepanbHOro
3aKoHa.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIiM 3akoHOM om 6 Oekabpss 2011 e. N 409-®3 & uvacmb 2 cmambu 51
Hacmosweao ®edepasribHO20 3aKOHa BHEeCEeHbl U3MEHEHUS, ecmyrnarouwue 8 cusy o
ucmeyeHuu mpuduyamu OHel rocrne OHA ouyuanbHo20 orybrnukosaHusi Ha3eaHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm yacmu 8 rpeobiOywiet pedakyuu
2. ®epepanbHbli OpraH MWCMNOSHUTENBHOM BNAcTW, YMNOSIHOMOYEHHbLIN B obnactm

TaMOXEHHOro aena, WHQOpPMUPYeT yKasaHHble B 4actu 1 HacToswen cTraTbu
YNOSTHOMOY€EHHbIE heaepanbHble OpraHbl UCMOMHUTENBbHOW BAaCTM O BBO3€ JIEKAPCTBEHHbIX
cpenctB B Poccuinckyio denepaumio M BbiBO3€ JleKapCTBEHHbIX cpedcTB M3 Poccuickon
depgepaumm no copme 1 B nopsagke, KoTopble ycTtaHoBneHbl [paButensctBom Poccumnckon
depepaumn.

FAPAHT:

CM. KoMmeHTapum k ctaTbe 51 HacTosiero PegeparnbHOro 3akoHa

MnaBa 10. PapmMaueBTMYECKana AeATESNIbLHOCTb

FAPAHT:

Cm. locypapcTtBeHHyo nporpammy P® "Passutne apmaueBTUYeCKONn U MeOULMHCKON
npombiwsieHHocTn" Ha 2013 - 2020 rr., yTBepXOeHHy noctaHoBreHnem [lpasBuTenscTea
P® ot 15 anpena 2014 r. N 305

Cratbsa 52. OcyuwlecTBneHve apmaLeBTUYEeCKON AeATeNTbHOCTH

MHdopmaumsa 06 nameHeHusx:
®edepasibHbIM 3akoHOM om 25 Hosibps 2013 2. N 317-@3 e yacmb 1 cmambu 52
Hacmosiwezo ®edeparibHO20 3aKOHa 8HECEHbI UBMEHEHUS

CM. mekcm yacmu 8 rpeobiOywieli pedakyuu
1. dapmaueBTmyeckas AOesaTerbHOCTb OCYLECTBSAeTCS oOpraHu3aumsiMm OMTOBOW
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TOProBNN nNeKapCTBEHHbIMM CPeACTBaMW, anTevHbiMW OpraHus3aumaMun, BeTepUHapHbIMA
anTeyHbiIMM  OpraHusauvsamMu, MHAMBUAOYyaNbHbIMU  NPeanpUHUMATENAMKU,  UMEHLLMMU
NMUEH3NI0  Ha dapMaueBTUYECKYID OeATeNbHOCTb, MEAUUMHCKAMU  OpraHnsaumsiMu,
UMEKLWMMN NULEH3NI0 Ha apMaLeBTUYECKYID OEeATEeNbHOCTb, U UX 060CO6NEeHHbIMU
nogpasgeneHuamm (ambynatopmsmn, Qenbawepckumn  n - enbalepcKo-akyLwepcKumm
nyHKTamn, uUeHTpammn (oTgeneHnamu) obwen BpadebHoM (CeMenHon) NpPakTUKK),
pPacnosioXXEHHbIMU B CEfbCKUX HACENeEHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYHOT anTeuYHble
opraHvM3auun, W  BeTepUMHapHbIMM  OpraHM3auvsaMu,  MMELMMU  FIMLEH3N0  Ha
hapmaueBTUYECKYIO OeATENbHOCTb.

FAPAHT:

CM. meToamyeckme ykasaHuUs MO OCYLLECTBIIEHMIO OpraHaMmy rocygapCTBEHHOW BriacTu
cybbektoB PO nepefaHHbiXx nosiHOMounn PO no nuueHampoBaHuio apmMaueBTUYECKON
OEeATeNbHOCTU, YTBEpPXAEeHHble npukazom MwuH3gpascoupassutus Poccun OT 6 uioHS
2008 r. N 263H

MHdopmaLms 06 n3MeHeHusIx:

®edeparnbHbim 3akoHoM om 27 utons 2010 e. N 192-@3 yacmb 2 cmambu 52 Hacmosiuweao
®edeparsibHO20 3aKOHa U3/10XeHa 8 Hogoul pedakyuu

Cm. mekem 4acmu 8 rpedbidywel pedakyuu
2. dusmndeckne nvmua MOryT OCYLWECTBMATb papMaueBTUYECKYD OeATerbHOCTb Mpu

HanuuMM BbICWEro WNU cpegHero dapmMauesTudeckoro obpasoBaHua W cepTudukaTta
crneuvanucTa, BbICLLIEro WM CcpefHero BeTepuHapHoro obpasoBaHua W cepTudukarta
crneuvanucTa, a Takke BbICLUErO UMW CpedHero MeanumnHCKoro obpasoBaHud, ceptudumkaTa
crneuvanicTa n AOMOSHUTENbHOrO NpodeccnoHansHoOro obpasoBaHMs B 4acTU PO3HUYHOWN
TOProBNU feKapCTBEHHbIMX MpenapaTtamyM nNpyu ycnosum ux paboTbl B 060COBNEHHbIX
nogpasgenieHnsix MeanUUHCKUX opraHM3aunin, ykasaHHbIX B 4acTu 1 HacTosLen cTaTbu.

FAPAHT:

CM. KoMMmeHTapum Kk ctaTbe 52 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbll 3aKoH dorosiHeH cmameel 52.1 ¢ 29 Hos6ps 2019 2. - @edepasibHbIlU 3aKOH
om 28 Hosi6psi 2018 2. N 449-03
Cratba 52.1. BBog B rpaxgaHckmi 06OpOT nekapCTBEHHbIX nNpenapaTtoB Ans
MeANLMHCKOro NpUMeEHEHUs

1. lNepen BBOOOM B rpakgaHCKM OBOPOT KaXOOM Cepun UMM Kaxgow napTuum
npousBeneHHoro B Poccurckon degepaumm nekapcTBEHHOro npenapara angd MeguumHCKOro
NPUMEHEHNH, 3a MWCKMYEHMEM WUMMYHOOMONOrMYECKMX FNEKapCTBEHHbIX Mpenapartos,
Npou3BoAMTENb TaKOro NIEKapCTBEHHOro npenapara npeacraBnseT B deaepanbHbin opraH
NCMONHUTESTbHOW BIiacTu, OCYLLEeCTBNAWNA (PYHKLMM MO KOHTPOM W Haasopy B cdepe
34paBOOXpPaHEHNS, AOKYMEHT NMPOU3BOANTENS NIEKAPCTBEHHOMO CpeacTBa, NOATBEPXKAAOLLNIA
Ka4eCTBO FEeKapCTBEHHOro npenaparta, W MoATBepXAeHue  YNONHOMOYEHHOro nuua
Npou3BOAMTENSA NeKapCTBEHHbIX CPEACTB COOTBETCTBMS JFIEKApPCTBEHHOro npenaparta
TpeboBaHUAM, YCTAHOBIEHHbIM NPU €ro rocyaAapCTBEHHOW perncTpaLmm.

2. lNepeg BBOOOM B rpaKAaHCKMA OOOPOT KakOOW Cepun WUNK Kakaow napTum
BBo3umoro B Poccunckyo ®defepauuio nekapCTBeHHOro npenaparta Ans MeauuuHCKOro
NPUMEHEHNSA, 3@ UCKMIOYEHNEM MMMYHOBNONMOrNMYECKNX JIEKapCTBEHHbBIX MNpenapaTos,
opraHuMsaums, OCYyLLeCTBNsALWAsa BBO3 JleKapCTBEHHOro npenapata B Poccunckyro
depepaumo, npeacrtaBnsieT B edepanbHbii OpraH  UCMOMHUTENbHOM  BNacTwy,
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OCYLLECTBNALWNA  (PYHKLUMXU MO KOHTPOSMKO W Had3opy B cdepe 30paBOOXPaHEHUS,
cepTudukaT Npom3BOANTENS NEKAPCTBEHHOrO CpPeacTBa, YAOCTOBEPSHOLWMIA COOTBETCTBUE
BBO3MMOrO eKapCTBEHHOro npenaparta TpeboBaHuaM hapmakonernHon ctaTbu, a B criyvyae
OTCYTCTBMS papMakonerHon ctaTbn TpeboBaHMAM HOPMATMBHOM [LOOKYMEHTauunm, u
noaTBepXxaeHne npeacTaBuTens opraHusauuun, OCYLEeCTBNAKLWEN BBO3 NeKapCTBEHHOro
npenapata B Poccuiickyto Pegepaumnto U ynosIHOMOYEHHON MHOCTPaHHbLIM NPOU3BOAUTENEM
NEeKapCTBEHHbIX  CPeacTB, COOTBETCTBMA  BBO3MMOrO  NEeKapCTBEHHOro  npenaparta
TpeboBaHNAM, YCTAHOBMEHHbBIM NPW €ro rocyaapCTBEHHOW perncTpaumn.

3. lNMopsagok npencraBneHna B COOTBETCTBMM C YacTamum 1 UM 2 HaCTosILWEN cTaTbW
AOKYMEHTOB U CBEAEHWUIN O NIEKapCTBEHHbIX npenapartax, BBOAMMbIX B rpaxgaHCcKkuin 0b6opoT,
yctaHasnueaetcs Npasutensctsom Poccurickon ®enepauuu.

4. B OTHOWEHMN nNepBbIX TPEX CEpUn WUNKU MapTUA JIeKapCTBEHHOro npenapara,
BnepBble rnpousBedeHHoro B Poccunckon depepaumm wnu  BnepBble BBO3MMOIO B
Poccunckyto  depepaumto, B defepanbHbidi  OpraH  UCMNOMHUTENBHOW  BRacTw,
OCYLLECTBNAWNA  (PYHKLUMXU MO KOHTPOSMKO W Had3opy B cdepe 30paBOOXPaHEHUS,
AONOSTHUTENBHO NPEACTaBMSAETCA NPOTOKOM UCMAbITAHUA O COOTBETCTBUN CEPUN UM NAPTUK
NeKapCTBEHHOro npenapaTta Ansg MeauUUHCKOro NPUMEHEHUs rokasaTendm KadvecTsa,
npegyCMOTPEHHbIM  HOPMAaTUBHOW  OOKYMeHTauuen (ganee - nNpPOTOKON  UCMbITaHWN),
NPOBOAUMBIX aKKpeAUTOBaHHbIMM B COOTBETCTBUM C 3aKOHOLATENLCTBOM Poccuinckon
depepaumm 06 akkpeguTauMm B HaUMOHanbHOWM CUCTEME akkpeuTauuun denepanbHbIMn
rocyaapCTBeHHbIMU  OOIKETHBIMU  yYpEeXOeHUAMN, NOABEAOMCTBEHHbIMU dheaepanibHOMY
opraHy MCMNOSTHUTENBbHOM BNAcTU, OCYLLECTBASALWEMY OYHKUMN NO BbipaboTke U peanusaumm
rocygapCTBEHHOW MOMUTUKM U HOPMAaTMBHO-NPABOBOMY perynupoBaHuio B cdepe
34paBooxXpaHeHns, n defepanbHOMY OpraHy MCMOMHUTENbHOW BNacTW, OCYLLECTBNSAOLWEMY
PYHKLUMN NO KOHTPOJSTHO N HAaA30py B cdpepe 3apaBooxpaHeHuns. Nopsgok Bblaadm ykadaHHbIMA
deaepanbHbIMM FOCYOAPCTBEHHBIMU BHOKETHBIMU  YUPEXOEHUAMW OAHHOro MNpoTOKoNna wu
pasmMep nnaThbl 3a ero Bbigady ycrtaHasnmearoTcs [pasutensctsom Poccurickon ®enepaumn.

5. BExxerogHo He nosgHee 1 deBpans Npou3BOAUTENN NEKAPCTBEHHbIX CPeaCTB unm
opraHuMsauuun, OCyLeCTBNALWmne BBO3 JleKapCTBEHHbIX rpenapatoB B Poccunckyro
depepaumo, npeactaBnaAldT B peaepanbHbii OpraH  UCMNOSTHUTENbHOW  BNacTy,
OCYLLECTBNALWNN PYHKLMN MO KOHTPOSIKO U HaA30py B cepe 34paBOOXpaHEHUs], NMPOTOKON
UCMbITaHWA NOCTYNMBLLErO B TEYEeHWe roga B rpaxgaHCKkui o06OopOT nekapCcTBEHHOrO
npenapaTta KOHKPETHOro Npou3BoanTeNs (Ha O4HY CEePUI0 KaX4oro TOproBoro HauMeHoBaHUS
C Y4YeTOM JIeKapCTBEHHOW (POpMbI W [O3MPOBKM), MNPOBOAUMBIX aKKpeAUTOBAHHbIMK B
COOTBETCTBUM C 3akoHogaTensctBom Poccuinckon dPepepaumm o6 akkpegutaumm B
HaLMOHaNbHOM CUCTEME aKKpeanTauumn ncnblitatensHbiMu nabopaTtopusamMmm (LeHTpamm).

FTAPAHT:

IMyHKT 6 BCTynaet B cuny ¢ 28 Hoabpsa 2018 .

6. lNpousBoauMTeENU rekapCTBEHHbIX CPeACTB WM OpraHusauuu, OocyLlecTBnfAwLmne
BBO3 fleKapCTBEHHbIX NpenapaTtoB B Poccunckyto denepaumio, He MeHee YeM 3a OAWUH rog o
nnaHMpyemMbiX MPUOCTAHOBIIEHNA WU MpeKpalleHna Mpou3BOACTBa  JleKapCTBEHHbIX
npenapaTtoB unu nx Beo3a B Poccunckyto degepaumo ysegomnsaot 06 aTom defepanbHbii
opraH WUCMOMNHUTESNIbHOW BMNAacTW, OCYLUECTBASAWUA PYHKUUX MO KOHTPOSIKO U Haas3opy B
chepe  3gpaBooxpaHeHMa U dedeparnbHblii OpraH  UCMOMHUTENBbHOWM  BRacTu,
OCYLLEeCTBNALNN PYHKUMN NO NULIEH3NPOBAHNIO NPOU3BOLCTBA JleKapCTBEHHbIX CPeACTB.

7. BBog B rpaxgaHCKmin 00OOpPOT KaXOOW Cepunm  WNM  Kaxkaowm naptum
MMMYHOBNONOrM4YECKOro NEeKapCTBEHHOrO npenaparta, npou3sedeHHoro B Poccuiickon
depnepaumm nnu Beo3umoro B Poccunckyto degepaumio, OCyLLECTBSIETCA Ha OCHOBaHUK
paspeLueHus, BblJaHHOIO denepanbHbIM opraHom NCMONHUTENbHOMN BacTu,
OCYLLECTBNAWNM (YHKUMN MO KOHTPOM M Haa3opy B cdepe 340paBOOXPaHEHUs, Ha
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OCHOBaHUWN BblOAHHOrO doefeparibHbIMU rOCy4apCTBEHHBIMU OOIKETHBIMU YUpPEXOAEHNSMN,
yKa3aHHbIMM B 4acTu 4 HACTOsILLEN CcTaTbM, 3aKMOYEHNA O COOTBETCTBMM CEPUM MU NapTUK
MMMYHOBNONOrM4eCcKoro nekapcTBEHHOro npenapaTa TpeboBaHNsM, YCTaHOBMAEHHbLIM NPU €ro
rocygapcTBeHHoM pernctpaumn. Mopagok Bbligauvm paspelleHna Ha BBOL B IPaKOaHCKUN
0o6opoT cepun MNU NapTMM UMMYHOBMONOrMYECKOro NEKapCTBEHHOro npenapara, a Takke
nopsaoK Bbl4ayM yKa3aHHOMO 3aKYeHUss U pasMep nnathbl 3a ero Bblgavy ycTaHaBNMBakTCs
MpaButenscTtBoM Poccuinckon denepaumn.

8. 3a HenpegctaBneHne WM HECBOEBPEMEHHOE MpeacTaBfeHne OOKYMEHTOB W
cBeleHUN, NpeaycMoTpeHHbIX Yactamu 1, 2, 4, 5 1 6 HacToswen crtaTtbu, NpousBoauTENU
NEKapCTBEHHbIX CPEeACTB WM OpraHvM3auun, OCYLLUECTBRSKOWME BBO3  JIEKAPCTBEHHbLIX
npenapatoB B Poccunckyto degepaumioo, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenbcTtBoM Poccuinckon ®egepaunn.

MHdopmaLms 06 n3MeHeHusIx:

Yacmb 9 usmeHeHa ¢ 1 mapma 2020 a. - ®edeparbHbil 3akoH om 27 O0ekabps 2019 a. N
475-03

Cwm. npeldbidywyro pedaKyuro

9. lNpepncraBneHne OOKYMEHTOB W CBeAEHUW, MPefyCMOTPEHHbIX Yactamun 1, 2 n 4
HacTosLWwen cTaTtbX, M MNOJfydeHne npeayCMOTPEHHOro 4YacTbld 7 HacToswen craTbu
paspeLleHns Ha BBOL MMMYHOOMOMNOrMYECKOro NIEKapCTBEHHOrO npenapaTta B rpaxgaHCKuin
060poT He TpebylTCAa B OTHOLUEHMM NEKApCTBEHHbLIX MpenapaToB, NpeAHasHa4YeHHbIX ANnS
npoBeAEeHNsT  KIMMHUYECKUX UCCReaOBaHUN JEeKapCTBEHHbIX NpenapaTtoB, NpoBeAeHUs
3KCNepTu3bl NeKapCTBEHHbIX CPeaCcTB AN OCYLWEeCTBEHUA rocyaapCTBEHHOW perncrpauuu
NeKapCTBEHHbIX NpenapaToB, a Takke B OTHOLLIEHUN HE3apPErnCTPUPOBaHHbIX JIEKAPCTBEHHbIX
npenapaTtoB, MpefHa3Ha4YeHHbIX AN OKa3aHUs MeOMUUHCKOM MNOMOLUM MO KU3HEHHbIM
NnoKasaHUsIM KOHKPETHOro naumeHTa Wnu rpynnbl NaumeHToB, BBO3UMbIX B Poccuiickyro
depepaumo B cootBeTcTBUMM € 4Yactamum 3 M 3.1 ctatem 47 Hactodwero PenepanbHOro
3aKoHa.

10. MNpwn BbISBNEHUN B rpaxgaHckom obopoTe cepum MNu NapTum feKapCTBEHHOMO
npenapaTta, AOKYMEHTbl M CBeLEHMSI O KOTOpbIX, NPeayCMOTPeHHble 4Yactavmn 1, 2 un 4
HacTosLLen cTaTbu, He npeacTaBrieHbl B hegepanbHbiA OpraH WUCMONMHUTENbHOW BRnacTu,
OCYLLECTBNALWNA (DYHKLUMXU MO KOHTPOMK W Haas3opy B cdepe 3apaBooxpaHeHus, nmbo
cepuM unM naptTum UMMYHOOMOMOrMYEcKoro neKkapCTBEHHOro npenaparta, He WUMEeoLmnX
paspelleHns Ha BBOA B rpakgaHckun obopoT, npesyCMOTPEHHOro 4actbk 7 HacToswen
ctatbu, denepanbHbid OpraH WCNOSHUTENbHOW BriacTu, OCYLLECTBNAKWUMA (yHKUMM NO
KOHTPOMIO W Hag3opy B cdepe 34paBOOXpaHEeHusi, B nopsgke, yCTaHOBIEHHOM
lMpaButensctBoMm Poccuinckon ®depepauun, nNpUHUMAET pelleHMe O  npekpaweHuu
rpaxxgaHckoro obopoTa Takux cepum Unm napTum 4o NpeacTaBrieHnst YKkasdaHHbIX AOKYMEHTOB
1 cBegeHUN nMbo NonyYeHns yKkasaHHOro paspeLueHus.

MHdopmaumsa 06 nameHeHusx:
®eldeparsibHbll 3aKoH OdorosiHeH cmameel 52.2. ¢ 1 ceHmsbps 2023 e. - ®edeparsibHbIlU
3akoH om 2 urons 2021 2. N 317-@3

Cwm. 6ydywyro pedakyuro

Cmambsi 53 uameHeHa ¢ 1 sHeapsi 2018 2. - ®edepasibHbIU 3akoH om 29 utons 2017 e.
N 278-03

CmM. npeodbidywyto pedakyuro
Cratbsa 53. lNpogaxa, nepefada nekapCTBEHHbIX CPeACTB OpraHn3aumsiMm OnTOBOW
TOProBNW NeKkapCTBEHHLIMU CpeacTBaMum
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MHdopmaumsa 06 nameHeHusx:

Uacmb 1 usmeHeHa ¢ 29 Oekabpsi 2020 2. - ®edeparibHbit 3akoH om 27 dekabpsi 2019 2. N
481-03

Cm. npeodbidywyto pedakyuro

1. OpraHmsauum ONTOBOM  TOProBMM  JfIEKAPCTBEHHbIMM  CpeacTBaAMM  MOTYT
OCYLLECTBNATb NPOAaXy IleKapCTBEHHbIX CPeacTB MW nepedasBaTb UX B YCTAHOBMEHHOM
3aKoHOAAaTesIbCTBOM Poccunckon depepaunn nopsgke (3a NCKIOYEHNEM
hapmaueBTUYECKON CyBCTaHUMKM cnnpTa 3TUNOBOro (3TaHona):

1) opyrum opraHu3aumsim onTOBOW TOProBsiv NekapcTBEHHLIMU CpeacTBaMu;

2) npousBoOMTENAM  FEeKapCTBEHHbIX CpeacTB And  uenen  npousBOACTBa
NeKapCTBEHHbIX CPeACTB;

3) anTeYHbIM OpraHM3aumsiM N BETEPUHAPHbLIM anTeYyHbIM OpraHu3aunsam;

4) Hay4dHO-uccregoBaTesNibCKMM  OpraHuM3aumam Ans  Hay4yHo-uccriegoBaTesibCKom
paboThl;

5) NHONBMAYaNbHbIM npeanpuHUMaTensam, nMeroLnm NNUEH3NI0 Ha
hapmaLeBTUYECKYI0 OeATENBHOCTb UMY NULUEH3NI0 HA MEeOULMHCKY AeATEeNbHOCTb;

MHdopmaLms 06 u3MeHeHusIx:

lMyHkm 6 usmeHeH ¢ 6 aszycma 2019 2. - ®edeparibHbIU 3akoH om 26 uwns 2019 2. N
240-03

Cwm. npeodbidywyro pedaKyuro
6) MegUUMHCKUM OpraHM3aumsam, B TOM YUCEe CO34aHHbIM U 3apermcTpupoBaHHbIM B
COOTBETCTBUM C 3aKOHOOATENbCTBOM WMHOCTPAHHOro rocygapcrea - udneHa OpraHusaumm
9KOHOMMYECKOrOo  COTPpyAHMYEeCTBA W PasBUTMS  WMHOCTPAHHBIM  OPUOMYECKM  nULam,
MHOMBUAYaNbHLIM NpeanpuHUMaTenam, ABNALWNMCA y4aCTHUKaMU NpoeKkTa B COOTBETCTBUMU
c ®epepanbHeivM  3akoHoM "O  MeXOyHapoOHOM MEAUMLMHCKOM KnacTepe W BHECeHUMU
N3MEHEHNN B OTAENbHble 3akoHodaTeNbHble akTbl Poccuinckon depepaumn”, wu

BETEPUHAPHbLIM OpraHn3aunsam;

MHdopmaLmst 06 uaMeHeHusIx:

lMyHkm 7 usmeHeH ¢ 13 asaycma 2019 a. - ®edeparsibHbit 3akoH om 2 agaycma 2019 2. N
297-03

Cwm. npeodbidywyro pedaKyuro
7) opraHusaumsMm W UHOUBMAYanbHbIM  NpeanpuHUMaTENsAM, OCYLLEeCTBNALWUM
passefeHne, BblpallMBaHWE W codepXaHue XMBOTHbIX (32 WCKMIYEeHWEM MpoJaxun UM
dapmaueBTU4EeCKUX cybCcTaHUMm Unu ux nepegaydn).

MHdopmaumsa 06 nameHeHusx:

Hacmb 2 usmeHeHa ¢ 29 dekabps 2020 2. - ®edeparibHbit 3akoH om 27 dekabpsi 2019 2. N
481-03

CmMm. npedbidywyto pedakyuro
2. OpraHumsaumm ONTOBOW TOProBNM feKapCTBEHHbIMW CpeacTBaMu He Brnpase
OCyLLeCTBNATb Npogaxy (nepegadvyy B YCTAHOBIEHHOM 3akoHogaTenbCTBOM Poccuickon
depepaumn nopagke) dapmaueBTMYECKON cybCTaHLmMmM cnupTa STUOBOIO (3TaHona).
FAPAHT:

CM. koMMeHTapumn K ctaTbe 53 HacToswwero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 54 usmeHeHa ¢ 26 mapma 2022 2. - QedeparibHbIl 3akoH om 26 mapma 2022 2. N
64-03
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Cwm. npeldbidywyro pedaKyuro

Cratbs 54. [1lpaBvna onToBOW TOProBv NeKapCTBEHHbIMU CPeACcTBaMMU

1. OntoBass  TOproBnA  JieKapCTBEHHbLIMU cpeactBaMm  OCyLLECTBNAETCS
NPON3BOAUTENSAMM  NIEKAPCTBEHHbLIX CPEACTB W OpraHuM3aumMsiMum  ONTOBOWM  TOProBnu
NeKapCTBEHHbIMX CpeACTBaMMU MO MNpasBuiam Hagnexawen ANCTPUOBLIOTOPCKOM MPaKTUKU ©
npaBunam Hagnexawen MpakTUKU XpaHeHUs U MepPeBO3KM fEeKapCTBEHHbIX MpenapaTos,
yTBEPXOEHHbIM  COOTBETCTBYIOLUUMU  YMNOSIHOMOYEHHbIMM  dpefepanbHbiMKU  OpraHamMmm
NCMONHUTENBbHOW BRacTu.

2. OpraHusaumMsi ONTOBOW TOPrOBMM JEKapCTBEHHbIMM CpeacTBamMn  0b6s3aHa
cobniogatb npeferibHble  CPOKM  OTrpy3kM  3aTpeboBaHHbIX anTeYHOW opraHu3aumen
NeKapCTBEHHbIX MpenapaTtoB AN MeOUUMHCKOrO NPUMEHEHWA W He BrnpaBe OTKasblBaTb
anTe4yHown opraHusaumm, C KOTOPOM Y Hee 3aKNYeH COOTBETCTBYIOLMIM AOroBOP O NocTaBkax
NeKapCTBEHHbIX MpenapaTtoB Afs MeAUUUHCKOro NPUMEHEHUs, B MOCTaBKe J1IeKapCTBEHHbIX
npenapaTtoB And MeAULMHCKOro NPUMEHEHNSA NPU HanMymMm 3aTpeboBaHHbIX NeKapCTBEHHbIX
npenapatos AN MeAUUMHCKOrO MPUMEHEeHUs Yy opraHuv3aumMm OrfTOBOW  TOProsnuv
nekapcTBeHHbIMU cpeacrtBamu. [llpenenbHble CPOKU OTrPy3kn 3aTpeboBaHHbIX anTeyYHOW
opraHusaumen fekapcTBeHHbIX npenapaToB A4S MegULMHCKOrO NPUMEHEHUS B 3aBUCUMOCTU
OT pacnonioXeHus MecTa OTIpy3KM JeKapCTBEHHbIX MpenapaTtoB And MeOULMHCKOro
NPUMEHEHNSA YCTaHaBMMBAKOTCA YNONTHOMOYEHHbIM beeparibHbIM OpraHOM MUCMNONHUTENBHOM
BNacTu.

FTAPAHT:

CM. KoMmeHTapum Kk ctaTbe 54 HacTosiero ®eaepanbHOro 3akoHa

Cratba 55. [lopagok po3HUYHOM TOProBnn fiekapCTBEHHbIMU NpenapaTtamm

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 1 cmambu 55
Hacmosweao PedepasibHO20 3aKOHa BHECEHbI UBMEHeHUs, ecmynarouwue & cuny ¢ 1 urons
2015 e.

Cm. mekem 4acmu 8 rpedbidywelt pedakyuu

1. PO3HM4YHas TOpProBns NEKaApCTBEHHbIMW  MpenapaTtamuM B KONMYeCcTBax,
HeobXoaMMBbIX ANS BbINOMIHEHUS BpayebHbIX (henballepcknx) HasHavyeHu Unu HasHavyeHum
crneuvManucToB B 00MacTm BeTepuMHapuW, OCYLLECTBASETCHA anTeyHbIMU  OpraHu3aumsmMu,
BETEPUHAPHLIMU aNTEYHbIMU OpraHu3auusaMn, WNHOMBUAYANbHLIMU NpeanpUHUMaTENSaMM,
UMELWUMMA  JNIMUEH3NI0  Ha  apMaueBTUYECKYD  AEeATENbHOCTb,  MEAULUHCKUMM
opraHusauusamMn, MMEKLWMMN JNULEH3NI0 Ha ¢apMaueBTUYECKYIO AEATENbHOCTb, U KX
060cob6neHHbIMN noapasaeneHnamm (ambynaTtopusamu, denbaLepcKkumm n
denbalepcKko-akyLepckMMn  MyHKTamn, UeHTpamu (oTaeneHusmn) obuwen BpavebHon
(cemenHoOn) NpaKTUKK), PacCMOSIOXKEHHbIMU B CENbCKMX HaCeNeHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHu3auun, n BeTEepUHaPHbIMU OpraHM3auus My, MMELLMMN
NNUEH3NI0 Ha dhapMaLeBTUYECKYI0 AEATENbHOCTb. PaspelueHa po3HMYHas TOProBnsa TOSbKO
neKapCTBEHHbIMM NpenapaTtamu, 3apernctpupoBaHHbiMu B Poccuickon ®depepaumm mnm
N3roTOBSIEHHLIMW anTeYHbIMM OpraHM3aunamMn, BETEPUHAPHBIMU anTeYHbIMU OpraHn3aunsamMm,
MHOUBMAYaNbHbIMU NpeanpuHUMaTENAMU, UMEKLWUMU NULEH3NIO Ha (hapmaueBTUYECKYHO
AeaTenbHOCTb. PO3HMYHas TOproBnsa fnekapcTBEHHbLIMW MpenapatamMu OCyLLeCTBNsSeTCs no
npaBuvnaMm  Hagnexawiem anTeyHOW  MpPakTUKW,  YTBEPXKAEHHbIM  YMOHOMOYEHHbIM
denepanbHbIM OpraHoOM UCNONTHUTENbHOW BAcTH.

MHdopmaLmsi 06 u3MeHeHusIx:

Cmambs 55 dononHeHa yacmbio 1.1 ¢ 3 anpens 2020 a. - ®edepasibHbIl 3akoH om 3
anpens 2020 2. N 105-©3
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1.1. Po3HM4YHass TOpProBns rekapcTBEHHbIMW npenapataMu Ans  MeauuuHCKOro
NPUMEHeHNsa (3a UCKIIYEHNEM JleKapCTBEHHbIX MpenapaToB, OTMNyCKaeMblX MO peuenTty Ha
NeKapCTBEHHbIN NpenapaT, HapKOTUYECKUX NeKapCTBEHHbIX MpenapaTtoB U MNCUXOTPOMHbIX
NeKkapCTBEHHbIX MpenapaToB, a Takke CnMpTocodepXalmx NeKapCTBEHHbIX npenapaTtoB C
o6beMHON [0Mfen 3TUMOBOrO CnMpTa CBble 25 NPOUEHTOB) MOXET OCYyLLEeCTBIATLCA
anTeyHbIMM  OpraHM3aumsaMn  OUCTAHUMOHHBIM ~ CNOCOOOM.  PO3HMYHYIO  TOProBriO
nekapcTBEHHbIMY npenapaTtaMmv Ans MeAULMHCKOro NPUMeHeHUs AUNCTaHLMOHHBbIM CNoCco6oM
MOTYT OCYLLECTBMIATb anTeYHble OopraHM3auuun, MMeroLmMe NUUEH3no Ha hapmaueBTUYECKYHO
AEATEeNbHOCTL U COOTBETCTBYIOLLEE paspelleHne egepansHOro opraHa WCMOSTHUTENbHON
BNacTW, OCYLLECTBIAIOWEro YHKUUN MO KOHTPOM U Haa3opy B cepe 3opaBOOXpaHEHUS.
[Mopsagok Bblgayun paspelleHuUs Ha OCyLecTBreHNe PO3HUYHOM TOProBNU feKapCTBEHHbIMMU
npenapataMmv AUCTaHUMOHHbLIM Cnocobom, TpeboBaHNA K anTe4YHbIM OpraHn3aunsam, KoTopble
MOTyT OCYLLECTBMATb TaKyl0 TOProBro, M MOPSAOK €e OCYLIECTBMEHUs, a Takke npasuna
AOCTaBKM JeKapCTBEHHbIX MNpenapaTtoB rpaxgaHam ycrtaHasnuealoTca [1paBUTENLCTBOM
Poccunckon ®depepauun. NHdopmaums o6 onnadveHHbiX (OTAYLWEHHbIX) W MOMyYeHHbIX
NeKapCTBEHHbIX Mnpenapatax BHOCUTCH B CUCTEMY MOHUTOPUHra ABUMXEHWUS NeKapCTBEHHbIX
npenapaTos ANA MeAULUHCKOro NpUMeHeHUs B Nopsake, npeayCMOTPEHHOM YacThio 7 cTaTbu
67 HacToswero ®egepanbHOro 3akoHa.

MHdopmaLms 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHOM om 25 Hosibps 2013 2. N 317-®3 e yacmb 2 cmambu 55
Hacmosiweao ®edepasribHO20 3aKOHa 8HECEHbI U3MEHEHUS

Cm. mekem 4acmu 8 rpedbidywet pedakyuu

2. Buagpbl anTeyHbIX opraHuMsaumi n npasuna oTnycka nekapcTBeHHbIX NpenapaTos Ans
MeANLMHCKOro NpUMEHEHNS anTeYyHbIMM opraHusauusamu, NHONBMAYaNbHBIMK
npegnpuHMMaTenamMu, MMeKLWMMN NULEH3NI0 Ha dapMaueBTUYEeCKy0 OeATeNbHOCTb, a
TaKke npaBuna OTMyCcKa NeKapCTBEHHbIX MpenapaTtoB And MeauUMHCKOro NpUMEHEHUs
MEAVUMHCKAMW  OpraHmsaumsaMun,  UMEerWwuMuM  NUUEH3NK  Ha  (bapmaueBTUYEeCKyto
AEeATEeNbHOCTb, U X 060Ccob6neHHbIMY Nogpa3geneHmamm (ambynatopuamm, enbaepCckMMm
N henbawepcko-akyLLepCKMMN MNyHKTaMU, LeHTpamu (otaeneHusimun) obwien BpayvebHoun
(cemenHoON) MNpaKTUKK), PacrofIOXXEHHbIMU B CEeNbCKUX HacCesieHHbIX MyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeudHble opraHusauuu, yTBepXOatTcs YNONMHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMNOMHUTENBHON BNACTMW.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHoM om 3 utons 2016 2. N 305-03 e vacmb 3 cmambu 55 Hacmosiweao
®edeparsibHO20 3aKOHa 8HECEHbI USMEHEHUS

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu
3. [lpaBuna oTnycka HapKOTUYECKMX CPEenCTB UM MNCUXOTPOMHbIX  BELLECTB,
3apermcTpMpoBaHHbIX B KA4eCTBE NEKAPCTBEHHbIX NpenapaToB, JIeKapCTBEHHbIX NpenapaTos,
cogepxalimx HapKOTMYECKMe CpeacTBa W MCUXOTPOMHbIE BELWECTBa, YTBEpXOarTcd
YNOSIHOMOYEHHbIM hbeaepanbHbIM OpraHoM WCMNONTHUTENbHOW BNacTU MO COrnacoBaHWKO C
denepanbHbIM OpraHoM MCMNOMHUTENBHOM BNACTU, YNOSIHOMOYEHHbIM B cdhepe BHYTPEHHMUX
aen.

MHdopmaLms 06 uaMeHeHusix:

Uacmb 4 usameHeHa ¢ 13 agaycma 2019 e. - ®edeparsibHbit 3akoH om 2 aseycma 2019 2. N
297-03

CmMm. npedbidywyto pedakyuro
4. JlekapCTBeHHble npenapaTtbl AN BETEPMHAPHOIO NPUMEHEHUN noanexaTt OTnyCcKy
BETEPUHAPHLIMX  anTeYHbIMW  OpraHM3auuMsiMM,  BETEPUHApPHbIMW  OpPraHM3aLUAMWU,
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UHAMBMAYaNbHLIMX NPeanpuHMMaTENns MK, MMERLMMU NULEH3NI0 Ha dapMaLeBTUYECKYH
pestenbHocTb. OTMNYCK nekapCTBEHHbIX npenapaToB Ansi BETEPUHAPHOrO MNpPUMEHEHUS
OCYLLECTBNSIETCA B COOTBETCTBMM C rpaBuramMu Hagnexailen anTeyHoW MpaKTUKK
NeKapCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOIO  MPUMEHEHUs,  YTBepPXXOeHHbIMU
YNONHOMOYEHHbIM (heaepanbHbIM OpraHOM UCMOMHUTENbHOW BMNacTu.

MHdopmaumsa 06 nameHeHusx:

Uacmb 5 usmeHeHa ¢ 3 anpens 2020 e. - ®edeparbHbil 3akoH om 3 anpens 2020 e. N
105-®3

Cm. rpeodbidywyto pedakyuro

5. [MepeyeHb  MEAVUMHCKMX  OpraHu3auumu, NMELWNX  NIULEH3NIO Ha
hapMaueBTUYECKYD LeATEeNbHOCTb, U X 060CcObMeHHbIX nogpasgeneHun (ambynatopun,
denbalwepckmx 1 denbalepcko-akyLepCckMx MNyHKTOB, LEeHTpPoB (oTAeneHun) obLien
Bpa4yebHON (CeMenHOM) MpPaKTUKK), PaCrnoOSIOXKEHHbIX B CEfIbCKMX HaCEeneHHbIX MyHKTax, B
KOTOpPbIX OTCYTCTBYIOT anTeyHble opraHmsaumm, a Takke nepedeHb JleKapCTBEHHbIX
npenapaTtos, NpoAaxa KOTOPbIX MOXeT OCYLLEeCTBAATLCA yKa3aHHbIMU OpraHn3aumsMmn n nx
060cobneHHbIMN NogpasfgeneHusiMm, YCTaHaBnMBaKTCA OpraHaMm UCMOMHUTENBbHON BRactu
cybbekToB Poccurickon ®epepauuu.

MHdopmaLmst 06 uaMeHeHusIx:

®edeparnbHbiM 3akoHoM om 25 Hosbps 2013 2. N 317-0©3 vacmb 6 cmambu 55
Hacmosiweao PedepalsibHO20 3aKOHa U3/lIoXXeHa 8 Hogou pedaKkyuu

Cm. mekem 4acmu 8 rpedbidywel pedakyuu
6. AnTeyHble oOpraHusauuu, WHOuBUAyarbHble nNpeanpuHUMaTenu, uMmelwune
NULEH3NI0 Ha hapMaLeBTUYECKY0 AesATenbHOCTb, 0083aHbl obecnevnBaTb YTBEPXAEHHbIN
MpaButensctBoMm Poccurckon denepaumm n oopmMmpyemMbid B YCTAHOBIEHHOM UM MOpsake
MUHUMarbHbIN aCCOPTUMEHT JEKapCTBEHHbLIX MpenapaToB, HeobxoAuMMbIX ANA OKas3aHus
MeOULMHCKOMN NOMOLLN.

MHdopmaLmsi 06 u3MeHeHusIx:

Yacmb 7 u3smeHeHa ¢ 3 anpensa 2020 e. - ®edeparnbHbil 3akoH om 3 anpens 2020 2. N
105-03

CmM. npeodbidywyto pedakyuro

7. AnTeuyHble opraHuszaumn, WHAMBUAYyanbHble NpeanpuHUMaTenu, uMetolme
NULEH3NI0 Ha bapMaLEeBTUYECKYIO AEATENbHOCTb, Hapsay C NeKapCcTBEHHbIMU NpenapaTtamm
umMerT npaBo npuobpetatb M nNpogaBaTtb, B TOM 4uCNe AUCTAHUWOHHBIM CrocoGoM,
MeOVUUHCKME un3genus, Ae3vHduumpylowme CcpeacTtsa, npegMeTbl M cpeactsBa  fIMYHOM
TMrneHbl, Nocyay ANna MeauUUHCKUX uenen, npeameTbl U cpeacTBa, npeaHasHayeHHble Ons
yxoda 3a O0nbHbIMW, HOBOPOXAEHHBIMW U OETbMW, HE AOCTUILUMMMK BO3pacta Tpex neT,
OYKOBYID OMTMKY WM CpeacTBa yxoda 3a HeW, MUHepasnbHble BOAbl, NPOAYKTbl fieyebHoro,
AETCKOr0 U OUEeTUYECKOro nuTaHus, Guonornyeckm aktuBHble o6aBku, nNapdOMepHble U
KOCMETUYECKMe CpeacTBa, MeOuMUMHCKME W CaHUTaPHO-NPOCBETUTESNbHbIE  NeYaTHbIe
n3gaHusa, NpeaHasHayveHHble AN nponaraHabl 300p0oBoro obpasa XusHu.

MHdopmaLmst 06 u3MeHeHusIX:

®edeparnbHbiM 3akoHom om 13 urona 20152. N 262-©3 e wvacmb 8 cmambu 55
Hacmosweao ®edeparnibHO20 3aKOHa BHECEHbl U3MEeHeHusi, ecmynarouwue e cuny c¢ 1
siHeaps 2016 a.

CM. mekcm yacmu 8 rpeobidywieli pedakyuu

8. [HeaTenbHOCTb anTeyHbIXx oOpraHudaumi BoopyxeHHbix Cun  Poccuinckon
depepaummn, Opyrux BOWCK, BOUHCKMX (OPMUPOBAHUM W OpPraHoB, B  KOTOPbIX
3akoHopaTtenbcTBoM Poccuiickon degepaumm nNpegycMOTPEHO MPOXOXAEHWE BOEHHOW
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cnyx06bl unu degepanbHON rocyaapCTBEHHON CAYXObl, CBA3AHHOW C MPaBOOXPaHUTESbHOM
AEeATEeNbHOCTbLIO, pernameHTupyeTcs HacToawmm deaepanbHbiM 3aKOHOM U YTBEPXKOEHHBIMU
COOTBETCTBYHOLWMMU defepanbHbiMU OpraHaMn UCMOMHUTENBHOW BacTU MONOXEHUSAMN.
KoHTponb 3a cobnwogeHnem ykasaHHbIMM  anTEeYHbIMW  OpraHn3aumsaMn  MOSIOXEHUN
HacToswero degepanbHOro 3akoHa OCYLLECTBNAETCH COOTBETCTBYHOLWMMU dbeaepanbHbIMU
opraHamu UCMOMHUTENbHOW BNacTu.

9. He npumeHsietca ¢ 1 aHBaps 2021 r. - ®epepansHeli 3akoH oT 3 anpens 2020 r. N
105-93

MHdopmaLms 06 uaMeHeHusix:

CmM. npeodbidywyto pedakyuro
FTAPAHT:

CM. KoMmeHTapum Kk ctaTbe 55 HacTosiero ®eaepanbHOro 3akoHa

MHdopmaLms 06 u3MeHeHusIx:

®edeparbHbil 3aKoH OorioniHeH cmameel 55.1 ¢ 1 mapma 2023 2. - ®edeparibHbIl 3aKOH
om 20 okmsbps 2022 2. N 405-®3

Cwm. 6ydyuwyro pedakyuro

CraTtba 56. N3aroToBneHne n oTnyck nekapCTBEHHbIX NpenapaToB
FAPAHT:

CMm. EgmHble npaBunia ooopMneHns NekapcTs, NPUroTOBASIEMbIX B anTeYHbIX yYpexaeHnax
(NpeanpuaTnAX) pasnuyHbiX GOPM COBCTBEHHOCTU, YTBEPXAEHHble MuHUCTEepCTBOM
3apaBooxpaHeHus P® ot 24 uiona 1997 r.

MHdopmaumsa 06 nameHeHusx:

Uacmb 1 usmeHeHa ¢ 1 mapma 2025 2. - ®edeparbHbil 3akoH om 30 dekabpsi 2021 2. N
463-®3

Cwm. 6ydywyro pedakyuro

Yacmb 1 usameHeHa ¢ 1 ceHmsbps 2023 e. - @edepasibHbIl 3akoH om 5 dekabps 2022 2. N
502-03

Cm. 6ydywyro pedakyuro

1. W3rotoBneHMe neKkapCTBEHHbIX MpenapaTtoB anTevyHbiMM  OpraHusaunamu,
BETEPUHAPHBLIMX anTeYHbIMW OpraHM3auusaMn, WHAUBMAYANbHBIMW NpeanpuHUMaTENSMU,
UMELWUMM  NIULEH3NI0 Ha apMaueBTUYECKYD OeATenbHOCTb, OCYLLEeCTBASeTCs Mo
peLenTam Ha fekapCTBEHHble npenapatbl, No TpeboBaHWSM MEOULMHCKUX OpraHu3auum,
BETEPMHApPHbIX OpraHuM3aumMi B COOTBETCTBUM C MpaBuriaMy WU3roTOBMEHUS W OTMycKa
NeKapCTBEHHbIX MpenapaToB, YTBEPXAEHHbIMU YNOMIHOMOYEHHbIM doeaeparnbHbIM OpraHoM
NCNOSTHUTENbHOW BNACTW.

MHdopmaumsa 06 nameHeHusx:

Uacmb 2 usameHeHa ¢ 1 ceHmsbps 2023 e. - ®edeparibHbil 3akoH om 5 Oekabpsi 2022 2. N
502-03

Cwm. 6ydywyro pedakyuro

2. lMpn wn3roToBneHMM neKapCTBEHHbIX MpenapaToB anTeYHbiMUM OpraHu3aumsiMu,
BETEPUHAPHBLIMU  anTeYHbIMW  OpraHvu3aunsaMn, WHOUBMAYaANbHbIMU NpeanpuHUMaTenamm,
UMELWUMMA  NULEH3N0  Ha  papMaueBTUYECKYID  AEeATENbHOCTb,  UCMOMb3YHTCS
dapmavueBTUdeCkne cybcTaHuUm, BKIOYEHHbIE COOTBETCTBEHHO B rOCYAAapCTBEHHbIA peecTp
NEKapCTBEHHbIX CPEACTB AN MEAULMHCKOrO MNPUMEHEHUSS U TFOCYLapCTBEHHbIN peecTp
NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOrO NPUMEHEHUS B YCTaHOBMEHHOM nopsiake. He
AOMNyCcKaeTCs W3roTOBMEHME anTeYHbIMM OpraHM3aumnsMn, BeTEePUHAPHbIMU  anTEeYHbIMU
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opraHusauusamu, WHAMBMAYaNbHbIMW NpeanpUHUMaTENsS MU, UMEKLWUMK  JIMLEH3NIO  Ha
dhapmaueBTUYECKYl0 AeATENbHOCTb, NIEKAPCTBEHHbLIX NpenapaToB, 3aperncTpMpoBaHHbIX B
Poccunckon ®epepaunu.

MHdopmaumsa 06 nameHeHusx:

UHacmb 3 usameHeHa ¢ 1 ceHmsbps 2023 e. - ®edeparibHbil 3akoH om 5 Oekabpsi 2022 2. N
502-03

Cwm. 6ydywyro pedakyuro
3. MapknpoBka  NekapCTBEHHbIX  NpenapaTtoB,  W3rOTOBMEHHbIX  anTeYHbIMU
opraHvM3auusamn, BEeTEePUHapPHbIMW  anTEeYHbIMW  OpraHuM3auusaMK,  UHAUBUAYaNbHBIMU
npegnpuHMMaTensamMm, UMEKLWMMN NIMLEH3NI0 Ha dapMaueBTUYECKY0 OeATENbHOCTb, U
ochopMrneHne Taknx npenapaToB AOSMKHbI COOTBETCTBOBATL NpaBuiiam, yka3aHHbIM B YacTu 1
HacTosLLEen cTaTbu.

MHdopmaumsa 06 nameHeHusx:

UHacmb 4 usameHeHa ¢ 1 ceHmsbps 2023 e. - ®edeparibHbil 3akoH om 5 Oekabpsi 2022 2. N
502-03

Cwm. 6ydywyro pedakyuro
4. AnTeyHble opraHm3auuun, BEeTEPUHAPHbIE anTeYHble oOpraHn3auum, UHOMBMAYanbHbIE
npegnpvHuMaTeny, MMelLwme InUUEH3NI0 Ha dapMaueBTUYECKYD OeATerbHOCTb, HeCyT
OTBETCTBEHHOCTb 3a HecobniogeHne npaBun WU3rOTOBMEHMST U OTMyCKa JNeKapCTBEHHbIX
npenapaToB B COOTBETCTBUM C 3aKOoHOAAaTeNbLCTBOM Poccurickon denepaumn.
FAPAHT:

CM. KoMMeHTapumn K cTaTbe 56 HacTosLwero ®enepansHOro 3akoHa

Cratbsa 57. 3anpelieHne npogaxun danbcnuumMpoBaHHbIX NEKapPCTBEHHbIX CPEeACTB,
HegoBOpoKa4YeCTBEHHbIX neKkapCTBEHHbIX CpeacTs, KOHTpadaKTHbIX
NeKapCTBEHHbIX CPeACTB

Mpopaxa danbCcudULMpPOBaHHbLIX NEKAPCTBEHHbLIX CPencTB, HeaAobpOKayYeCTBEHHbIX

NeKapCTBEHHbIX CPEACTB, KOHTPaaKTHbIX fIeKapCTBEHHbIX CPEACTB 3anpeLlaeTcs.
FTAPAHT:

CM. KoMmeHTapum Kk ctaTbe 57 HacTosiero ®egepanbHOro 3akoHa

Cratbsl 58. XpaHeHne nekapCcTBEHHbIX CPeaCTB

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3akoHOM om 22 okmsbpss 2014 e. N 313-©3 e wacmb 1 cmambu 58
Hacmosiweao ®edepasribHO20 3aKOHa BHeCeHbl U3MEHEeHUs, ecmyriarouwjue 8 cusy o
ucmeyeHuu mpuduyamu OHeU rocre OHS oguyuarbHo20 orybrnukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu

1. XpaHeHne neKapCTBEHHbIX CPEeACTB  OCYLIECTBNSETCA  NPOU3BOAUTENSAMMU
NEeKapCTBEHHbIX CPeACTB, OpraHM3aunsaMm ONTOBOW TOProBIM NIEKAPCTBEHHbIMU CPeaCTBaMy,
anTevHbIMun opraHusauusimu, BETEPUHAPHbIMU anTey4HbIMun opraHusaumsimMu,
MHOMBMAYanNbHbIMU NpeanpuHUMaTENAMU, UMEKLWUMU NMUEH3NIO Ha (hapmaueBTUYECKYHO
OEATENbHOCTL UMW JIMUEH3NK0  Ha  MEOUUMHCKYK  OeATeNbHOCTb,  MeAUMLMHCKAMMU
opraHmM3aumnsamu, BETEPUHAPHBbIMMA  OpraHn3aumMsiMm 1M WHbIMKM  OpraHusauusiMu,
OCYLLECTBNALWMMN ObpalleHne neKkapCTBEHHbIX CpeacTB. XpaHeHWe IeKapCTBEHHbIX
CPeACTB [Onsi  BETEPUHAPHOro MNPUMEHEHWS  OpraHM3aumsMm W MHAMBUAYaNbHbIMU
npeanpuHMMaTensaMm B criyvasix, eCriiv OHU UCMNONb3YITCA UCKNIOYUTENBHO NPU pa3BeaeHUN,
BblpalnBaHUN, COOEPXKAHUN U NIEYEHNN XKMBOTHBIX, MOXET OCyLLecTBNATbCA 6e3 nonyvyeHus
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NNUEH3nn Ha (bapmMaLeBTUYECKYIO AeATENbHOCTb.

2. lNpaBuvna xpaHeHusi NeKapCTBEHHbIX CPEACTB YTBEPXKOAKTCA COOTBETCTBYHOLLMM
YNOSTHOMOYEHHbIM dhefiepanbHbIM OPraHoOM UCMONHUTESTbHOW BIacTu.

3. XpaHeHne HapKOTUYECKMX NEKAPCTBEHHbBIX CPEACTB, MCUXOTPOMHbLIX NEKapCTBEHHbIX
cpenctB, pagvodhapmaueBTUYECKUX — NeKapCTBEHHbIX  CPeACTB  OCYLUEeCTBSeTCA B
COOTBETCTBUM C 3akoHogaTenscTBoM Poccuickon ®egepaunn.

FAPAHT:

CM. KommeHTapum k ctaTbe 58 HacTosiero ®eaepanbHOro 3akoHa

MHdopmaLms 06 u3MeHeHusIx:

®edeparnbHbiM 3akoHOM om 25 Oekabps 2012 2. N 262-©3 enasa 10 Hacmoswezo
®edeparnibHo20 3aKoHa dorosiHeHa cmameel 58.1, ecmynatowelt 8 cusly o ucmedyeHuu
cma eocbmulecsimu OHel rocre OHA oguyuanbHo20 orybrnukosaHuss Ha3eaHHO20
®edeparsibHO20 3aKOHa
Cratba 58.1. [lpeoMeTHO-KONMMYECTBEHHbIN Y4YeT FEeKapCTBEHHbIX CPeacTB Ans
MEANLMHCKOro NpUMEHEHNS
1. MNepeyeHb NeKapCTBEHHbIX CPEACTB AN MeANLMHCKOro NpUMEHEHUs1, noanexawmx
NpeaMeTHO-KONMYECTBEHHOMY  Y4YeTy, YTBepXaaeTca YNoNHOMOYEHHbIM dbeaepanbHbIM
OpraHoM UCMOJSTHUTENIbHOW BNacTu.

MHdopmaLms 06 uaMeHeHusIx:

®edepanbHbiM 3akoHoM om 3 uwnsa 2016 e. N 305-©3 e yacmb 2 cmambu 58.1
Hacmosiweeo PedepasibHO20 3aKOHa BHECEHbI UBMEHEHUS

CM. mekcm yacmu 8 rpeobidywieli pedakyuu

2. lNopsagok BKMKOYEHNA NEKAPCTBEHHbIX CPeAcTB ANnd MEOUUMHCKOrO NMPUMEHEHUS B
nepevyeHb JIEKapCTBEHHbIX CPeacTB [ANd  MEeOVMUMHCKOro NPUMEHEHUs, noanexaiumx
npeaMeTHO-KONMMYECTBEHHOMY Y4eTy, YCTaHaBfMBaETCHA YMNOMHOMOYEHHbIM heaepanbHbIM
OpraHOM WUCMOMHUTENbHOW BflAaCTM NO  CcOrfnacoBaHuMi € dpegepanbHbiM  OpraHom
NCMONHUTESTbHOW BIIacTU, YNONMHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

3. lNpeoMeTHO-KONNYECTBEHHbIN YyYeT NneKapCTBEHHbIX CPeacTB ANA MeLULUMHCKOro
NnPUMEHeHNa BeayT MNPOU3BOAUTENU FEKAPCTBEHHbIX CPeacTB, OpraHu3auuu OnTOBOM
TOProBAM nNeKapcTBEHHbLIMW  CPEeACTBaMMW, anTeYyHble OpraHu3aumnm, WHOuBUAYyasbHbIE
npeanpvHuMaTeny, WUMerWmne JIUMUEH3NI0 Ha dapMaLeBTUYeCKyo OesTeNnbHOCTb WUnu
NNLUEH3NI0 HA MEANLMHCKYI0 AeATENbHOCTb, U MEOUUMHCKME OpraHM3aunmn, ocyLecTBAsaoLWmne
obpalleHne NekapCTBEHHbIX CPeacTB ANA MEOULMHCKOrO NPUMEHEHUs, NyTEM perucrpaumm
nobbIX CBA3AHHLIX C MX ObpalleHneM onepaunin, Npu KOTOPbIX MBMEHAETCS X KONTMYECTBO U
(unn) cocTosiHMe, B crneumarnbHbIX KypHanax yyeTa onepaumin, CBA3aHHbIX C obpalleHnem
NeKapCTBEHHbIX CPEACTB AN MEOULMHCKOrO NPUMEHEHUSN (Oanee - cneunarnbHble XXypHarnbl).

4. [MpaBuna perucTpaumm onepaumn, cBA3aHHbIX C obpalleHMeM neKapCTBEHHbIX
cpencTB Anst MeAULMHCKOrO NPUMEHEHNS, BKITHOYEHHbIX B NepeYeHb NIEKapCTBEHHbIX CPeaCTB
AN MeAMUUHCKOro MpuUMeHeHus, nognexawux npeamMeTHO-KONIMYEeCTBEHHOMY Y4eTy, B
cneumanbHbIX >KypHanax W rnpasuia BeOEHUA W XpaHeHus cneuuanbHbIX KypHanos
yTBEPXKOAKTCA YNONMHOMOYEHHbLIM (hefeparnbHbIM OpraHoM UCMNOMHUTENBHOW BNACTW.

5. KoHTponb 3a cobntogeHnem npaBuil perucTpaumm onepaumn, CBA3aHHbIX C
oOpalleHnemM nekapCTBEHHbIX CPEACTB ANA MEAMUMHCKOrO MNPUMEHEHUS, BKMOYEHHbLIX B
nepedyeHb JEKApCTBEHHbIX CpPeacTB Ans  MeAMUMHCKOrO MpPUMEHEeHUs, nognexawmx
npeaMeTHO-KONMYECTBEHHOMY y4eTy, B CreumarnbHbIX XypHanax, a Takke 3a cobniogeHnem
npaBusl BEOEHUS N XpaHEHUs1 cneuumanbHbIX XXypHanoB Bo3naraetcs Ha YNONIHOMOYEHHbIE
degepanbHble oOpraHbl WUCMAOSIHUTENbHOM BNacTM W OpraHbl  UCMOSIHATESNTIbHOW BNacTu
cybbekToB Poccurickon ®Pepepauun, OCyLecTBASAOLWMNE JMUEH3NPOBaAHME NPOM3BOACTBA
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NeKapCcTBEHHbIX cpeacTs, hapMaLeBTUYECKON AEATENBHOCTM U MEAULIMHCKON AeATENbHOCTH,
N OCYyLLIECTBNSIETCA B pamMKax JIMLEH3MOHHOIO KOHTPOSS.
FAPAHT:

CMm. AOMUHUCTPATUBHBLIA pernameHT ucrnonHeHus denepanbHon cnyxbor no Haasopy B
cbepe 34paBOOXPaAHEHMS rOCYSapCTBEHHON (DYHKLUWU MO OCYLLECTBIIEHUIO NULIEH3VOHHOIO
KOHTpONS papMaueBTUYEeCKOM [LOeATENbHOCTU, YTBEPXAEHHbIN npukasom MwuH3gpasa
Poccun ot 1 ceHTs16pst 2017 r. N 585H

CM. kommeHTapun K ctaTbe 58.1 HacTosdwero ®eaeparnbHOro 3akoHa

MnaBa 11. YHUUYTOXEeHue neKkapCTBEHHbIX CpeacTB

Cratbsa 59. OcHOBaHUA 1 NOPSAOK YHUUTOXEHUS NTeKapCTBEHHbIX CPeacTB

MHdopmaLms 06 n3MeHeHusIx:

®edeparnbHbiM 3akoHom om 22 Oekabpsi 2014 2. N 429-®3 e wacmb 1 cmambu 59
Hacmosiwezo PedepasibHO20 3aKOHa 8HECEHbI USMEHEHUS, ecmynaruwue e cuny ¢ 1 urons
2015 a.

Cm. mekem 4acmu 8 rpedbidywel pedakyuu
1. HepobpokayeCTBEHHbIE NEKAPCTBEHHblIE CpeacTBa, danbcuduumpoBaHHbIE
NeKapCTBEHHbIE CpeacTBa nogsnexar U3bATUI0O U3 0OpalLeHMs U YHUYTOXEHUIO B ropsiake,
ycTaHoBneHHoM [pasuTtensctBom Poccuinckon denepaumm. OCHOBaHNEM AN YHUUTOXEHUS
neKkapCTBEHHbIX CPEeACTB SBMSETCSH pelleHne Brnagenbla nekapCTBEHHbIX CPEACTB, peLlleHne
COOTBETCTBYHOLLErO YNOSHOMOYEHHOro (heaepanbHOro opraHa MCNOSTIHUTENBHOW BNAcTn Unu
pelleHve cyaa.

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-©3 e yacmb 2 cmambu 59
Hacmosiweao PedepasibHO20 3aKOHa BHECEHbI U3MEHeHUs, ecmynarouwue & cuny ¢ 1 utons
2015 e.

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

2. KoHTpadhakTHble nekapcTBeHHble CpeacTBa noanexart U3bAaTUIo M3 obpalleHus n
YHUYTOXEHUIO MO pelleHunto cyda. [1opsaaok YHUUTOXEHUS KOHTpadlakTHbIX NleKapCTBEHHbIX
cpencTB ycTaHaBnmBaeTtcs NpasutensctBom Poccuiickon ®egepaunu.

3. Pacxoapl, cBA3aHHble C YHUYTOXEHUEM KOHTpadaKTHbIX JIeKapCTBEHHbIX CPeacTB,
HeaobpoKa4YeCTBEHHbBIX NEKapCTBEHHbIX CPeacTB, (hanbCcnuUUMpOBaHHbIX NEKapCTBEHHbIX
CpeacTB, BO3MELLAOTCA UX BNagesibLemM.

4. Bnapgeneu nekapcTBEHHbIX CPEeACTB LOSMKEH MpeactaBuTb B YMNOSIHOMOYEHHbIN
dbefiepanbHbI OpraH UCNOSTHUTENBHOW B1aCTU AOKYMEHT UIM 3aBEPEHHYIO B YCTAHOBNEHHOM
nopsiake ero Konuk, NOATBEpPXKAALWME PaKT YHUUYTOXEHUS NEKAPCTBEHHbIX CPEACTB.

5. CoOTBEeTCTBYIOLWNN YMNONMHOMOYEHHbLIN defeparnbHblii  OpraH  WUCMOMHUTESTbHON
BNacTu, NPUHABLUNA pelieHne 06 YHUYTOXEHMU JEeKapCTBEHHbIX CPEenCTB, OCyLlecTBnsieT
KOHTPOJSIb 3@ UX YHUYTOXEHMEM.

6. YHMUYTOXEHME NeKapCTBEHHbIX CPEeACTB NPOM3BOANTCS OpraHn3aumamMm, MMELnUMn
COOTBETCTBYHOLLYIO NULEH3NI0, HA cneumanbHo 060pyaoBaHHbIX NoLlagkax, NofmMroHax n B
cneumanbHO 000pyAOBaHHbLIX MOMELLEHUAX ¢ cobnogeHmem TpeboBaHui B 0611acTu oxpaHbl
OKpyXatoLen cpebl B COOTBETCTBUN C 3akoHoaaTernbcTBoM Poccunckon ®epepauuu.

7. HapkoTunyeckne nekapCTBEHHble CpPeacTBa, MCUXOTPOMHbIE JIEKAPCTBEHHbIE
cpenctBa, paguodapmMaueBTUYECKME  NleKapCTBEHHble  CpPeAcTBa  YHUYTOXAKTCA B
COOTBETCTBUM C 3akoHoaaTenscTBoM Poccuickon ®eagepaunn.

TAPAHT:
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CM. koMmMeHTapumn K ctaTbe 59 HacToswero ®efepansHOro 3akoHa

MaBa 12. Focy,qapCTBeHHoe perynnpoBaHue LeH Ha NNeKapCcTBeHHbIe npenapartbl AnNA
MeaAUUUHCKOro npuMmeHeHusA

Cratba 60. [ocygapCTBEHHOEe perynupoBaHue LEeH Ha feKapCTBEHHble npenapaTbl
AN MeANLMHCKOro NpUMEHEHNS

MHdopmaLms 06 u3MeHeHusIx:

Yacmb 1 usmeHeHa ¢ 26 mapma 2020 2. - ®edeparbHbiti 3akoH om 26 mapma 2020 2. N
67-03

Cwm. npeodbidywyro pedaKyuro
1. locyoapcTBeHHOe perynMpoBaHWe LUeH Ha JiekapCTBEHHble npenapatbl Aris
MEeAMLMHCKOro NPUMEHEHUS OCYLLIECTBNSAETCHA NOCPEACTBOM:

MHdopmaumsa 06 nameHeHusx:
[MyHkm 1 usmeHeH ¢ 13 urons 2020 2. - @edeparibHbit 3akoH om 13 urons 2020 e. N 206-®3

Cm. npeodbidywyto pedakyuro

1) ytBepxaeHunsa [lpaButenbctBoM Poccunckon Pefepauumn nepeyHs >XU3HEHHO
HeOBXOAMMBIX U BaXXHEWNLLMX NeKapCTBEHHbIX NMpenapaToB, KOTOPLIN (POPMUPYETCH U HE pexe
OOHOrO pasa B rof mnepecMmaTpuBaeTcsd B YCTAHOBMIEHHOM WM [OpPsSOKE Ha OCHOBE
KOMMNMEKCHON OUEHKM NeKapCTBEHHbIX MpenapatoB, BKIKYAA aHanuM3 CBedeHun o
CPaBHUTENBHON KNUHMYECKOW 3PPEKTUBHOCTM M OE30MacHOCTU NeKapCTBEHHOrO CpeacTea,
OLEHKY 3KOHOMWYECKUX MOCNeaCTBUN MPUMEHEHUS fEeKapCTBEHHOIo Cpeactsa U U3dyyeHue
AONOJSTHUTENbHbBIX NOCNEeaCTBUA NPUMEHEHUS NeKapCTBEHHOIO CPeaCTBa;

MHdopmaumsa 06 nameHeHusx:
[1yHkm 2 usmeHeH ¢ 7 utoHsi 2019 a. - @edeparsibHbil 3akoH om 6 utoHs 2019 2. N 134-03

Cwm. npeldbidywyro pedaKyuro
2) yTBEPXOEHUS METOAMKM pacyeTa npefenbHbIX OTMYCKHbIX LieH Npou3sBoanTenen Ha
NeKapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MNepevYeHb >KU3HEHHO HeobXxoauMbiX W
BaXXHENLLMX NEeKapCTBEHHbIX NpenapaToB, a Takke BHEAPEHUS MEeXaHU3MoB (POpMUPOBaHMUS
CUCTEMbBI pe(PEPEHTHbIX LIEH;

MHdopmaumsa 06 nameHeHusx:
[NyHkm 3 usmeHeH ¢ 7 utoHsi 2019 a. - @edeparsibHbil 3akoH om 6 utoHs 2019 2. N 134-03

Cwm. npeodbidywyro pedaKyuro

3) rocygapCTBEHHOW peructpauum npefesibHbIX OTMYCKHbIX LieH npou3sBoguTenen Ha
NeKapCTBEHHble npenapaTtbl, BKMAOYEHHbIE B MEPEYEeHb XU3HEHHO HeobxoauMbIX W
Ba)KHEMLUMX NEKapCTBEHHLIX NpenapaTos.;

4) BeeHnNsa rocyaapCTBEHHOIO peectpa npeaenbHbIX OTMNYCKHbIX LIEH Npou3BoanTenen
Ha IeKapCTBEHHble npenapartbl, BKMOYEHHbIE B MEpeYeHb XMU3HEHHO HeobxoouMbIX W
Ba)KHEWNLUNX NIEKAPCTBEHHbIX NPenapaTos;

5) yTBepXOeHua MeToaMKM YCTaHOBMEHMSI OpraHamu MWCMNOMHUTENbHOW BriacTu
cybbektoB Poccuinckon ®Pepepauumn npedenibHbIX  pa3MepoB  ONTOBbIX HanbaBoK W
npegenbHbiX pPa3MepoB  PO3HMYHbIX HagbaBoK K (pakTUYECKMM  OTMYCKHbIM  LieHam,
YCT@HOBMEHHBbIM  NPOM3BOAUTENAMU  NIEKAPCTBEHHbIX MNpenapaToB, Ha JleKapCTBEHHbIE
npenapaTtbl, BKMIOYEHHbIE B MNEPEYEHb IKM3HEHHO HEOoOXOAUMbIX W BaXKHEWLWUX
NEKapCTBEHHbIX NPenapaTos.;

6) yCTaHOBMEHMUS NpeferibHbIX pa3mMepoB ONTOBbLIX HAA0aBOK M NpeaesibHbIX pa3mepoB
PO3HUYHbIX HaAbaBOK K haKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOM3BOAUTENAMM
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nekapCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEHHble Mpenapatbl, BKIOYEHHblIE B MNepeveHb
YXU3HEHHO HEOOXOOMMbIX U BaXKHEWLLMX NTEKAPCTBEHHbIX NpenapaTtos.;

7) yTBEpXAeHUsa nopsaka Bblgavu rpeanucaHvuii opraHam MCMNONHUTENbHOM BracTu
cybbekToB Poccuiickon degepaumm 0 npuBegeHMM B COOTBETCTBME C 3aKOHOAATESbCTBOM
Poccuiickon ®depepauun peweHni 06 yCTaHOBMEHUM NpeneribHbIX pPa3MepoB ONTOBbIX
HafbaBOK M NpefernbHbIX Pa3MepoB PO3HUYHBIX HAAOABOK K (haKTUYECKMM OTMYCKHbIM LieHaM,
YCTaHOBMEHHbIM NPOU3BOAUTENAMU  NIEKApCTBEHHbIX MNpenapaToB, Ha JeKapCTBEHHbIe
npenapaTtbl, BKMIOYEHHbIE B MNEPEYEHb IKMU3HEHHO HEOoOXOAUMbBbIX W BaXKHEWLWUX
NEeKapCTBEHHbIX MpenapaTtoB, €CNU OHUM MNPUHATLI C HapylweHWeM 3akoHoAdaTeNnbCTBa
Poccunckon depgepaumn, B nopsagke, ycTaHoOBreHHOM [lpaBuTtensctBoMm Poccumnckon
depepauymm;

8) HanpaBneHusi YNoTHOMOYEHHbIM defepanbHbiM OPraHoOM UCMOMHUTENBHON BacTu
opraHam WCNONHUTENbHOM Briactn cybbektoB Poccuiickon Pepepaumm npegnucaHuin o
npuBedeHMN B COOTBETCTBME C 3akoHoaaTenbCTBOM Poccuickon degepaumm NpUHATBIX C
HapyweHnem 3akoHopatenbctBa Poccunckon depepauumn pewweHnin 06 yCTaHOBMEHUM
npeaenbHbiX pa3MepoB ONTOBbIX HAAOABOK N NpeaerNibHbIX Pa3MepPoB PO3HUYHbLIX HaA0aBOK K
LEeHaM Ha NnekapCcTBEHHbIE Npenapartbl, BKIKOYEHHbIE B NEPEYEHb XM3HEHHO HEOOXOANMbLIX U
Ba)KHEWMLUNX NIEKAPCTBEHHbIX NPenapaTos;

MHdopmaLms 06 uaMeHeHusIx:

®edeparibHbiM 3akoHom om 25 utoHs 2012 2. N 93-®3 nyHkm 9 cmambu 60 Hacmosiweao
®edepasibHO20 3aKOHa U3/10)KeH 8 Ho8oU pedakyuu

Cm. mekcm riyHKkma 8 rpeobioyuwel pedakuuu
9) ocywecTBneHus enepanbHOro rocygapCTBEHHOro Hag3opa B cepe obpalleHus
NEeKapCTBEHHbIX CPeaCTB U permoHarnbHOro rocyaapCTBEHHOro KOHTPOSiS 3a MpUMEHEeHUEM
LEeH Ha IeKapCTBEHHble npenapaTbl COOTBETCTBEHHO YMNOSIHOMOYEHHbIMU beaepanbHbIMU
opraHamu MWCMNOMHUTENbHON BNAacTM M OpraHaMyn WCMNONHUTENBHOW BRacTn cybbekToB
Poccunckon depgepaumm cornacHoO UX  KOMMETEHUMM B Mopsgke, YCTaHOBMEHHOM
MpaBuTtenbcTBoM Poccunckon degepauunm;

MHdopmaumsa 06 nameHeHusx:

[lyHkm 10 usmeHeH ¢ 1 mapma 2020 e. - ®edeparibHbit 3akoH om 27 Oekabpsi 2019 e. N
475-03

CmM. npeodbidywyto pedakyuro

10) npumeHeHns npenyCMOTPEHHbIX 3akoHogaTenscTtBoM Poccunckon depepaumm
Mep OTBETCTBEHHOCTM 3a HapylleHue nopsigka ueHoobpas3oBaHMS Ha NeKapCTBEHHbIE
npenapaTbl, BK/HOYEHHbIE B MNEpeYeHb KU3HEHHO HEOOXOAMMLIX W BaXKHEMWLMUX
NeKapCTBEHHbIX NpenapaToB.

MHdopmaLms 06 uaMeHeHusix:

Cmambsi 60 donosiHeHa Yacmbio 2 ¢ 26 mapma 2020 e. - @edeparibHbili 3aKOH om 26
mapma 2020 a. N 67-®3
2. B ycnosuax 4pesBbiMavHOM cuTyaumm u  (MNn) NpU BO3HUKHOBEHUW Yrpo3bl
pacnpocTpaHeHust 3aboneBaHuns, NpeacTaBnAoLWLEro ONAaCHOCTb AN OKpYXaloLWuX, a Takke B
crnyyae, ecnv B TeyeHue TpuauaTu KaneHAapHbIX AHeW nocne npuHATUA [NpaBuTensCTBOM
Poccuinckon ®depepaumn peweHns O MPoOBEAEHUN MOHUTOPUHra PO3HUYHBIX LEH Ha
NeKapCTBEHHble MpenapaTbl, He BK/MOYEHHbIE B MNepeyYeHb >KU3HEHHO HeobXoauMMbIX W
Ba)XHEMLUMX JIEKapCTBEHHbIX MNpenapatoB, Ha Tepputopuax cybbekToB Poccunckon
depnepaumn BbISIBIEH POCT PO3HUYHBIX LIEH Ha yKa3aHHble fieKapCTBEHHble rnpenapartbl Ha
TpuauaTb NpoueHToB 1 bonee, NMpaButenscTBo Poccuinckon egepaumm BnpaBe yCTaHOBUTL
npefenbHble OTNYCKHbIE LieHbl MPON3BOAUTENEN Ha YKa3aHHble NekapcTBeHHble rnpenaparhl,
npegenbHble pa3mepbl ONTOBbIX HA40aBOK N NpefenbHble pa3mMepbl PO3HUYHbIX HAAbaBOK K
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pakTU4eCckuM OTMYCKHbIM LUeHaM npom3BoauTene Ha YKasaHHble JleKapCTBEHHbIe
npenapaTbl. [lepevyeHb NekapCTBEHHbIX NPenapaToB, HE BKMNIOYEHHbIX B NepeYvYeHb XU3HEHHO
HEOOX0OMMbBIX N BaXKHEMLUMX NEKAPCTBEHHbLIX NpenapartoB, U Nopsgok ero opmMmpoBaHus
onpegenstTca MNpasutensctBom Poccuiickon ®eaepaunn.

MHdopmaLms 06 uaMeHeHusix:

Cmambsi 60 donosiHeHa Yacmbto 3 ¢ 26 mapma 2020 2. - @edeparibHbili 3aKOH om 26
mapma 2020 e. N 67-®3
3. B TeyeHue geBsHOCTa KaneHO4apHbIX OHEW CO OHA yTBepXaeHus [MpaBuTensCTBOM

Poccunckon ®epepauum nepeyvHs, ykasaHHOro B 4acTu 2 HacCTosWeWn cTaTbW, He
AONyCKalTCs peanusauus U OTNYCK BKIHOYEHHbLIX B HEro feKapCTBEHHbIX NpenapaTtoB Mo
ueHaMm, rnpeBbllalWUM npeaenbHble OTMYCKHble LeHbl Npou3BoAuMTENen Ha YykasaHHble
nekapCTBEHHble npenapaTbl, npegernbHble pa3Mepbl ONTOBbLIX HaadaBOK WM npederibHble
pasmepbl PO3HMYHbIX HaabaBOK K (pakTUYECKMM OTMYCKHbIM LeHam npou3BoauTEnen Ha
yKa3aHHble fiekapCTBEHHbIE NpenapaTtbl C y4eTOM Hanora Ha Job6aBneHHY CTOUMOCTb.

FAPAHT:

CMm. KommeHTapum k ctaTbe 60 HacTosiero ®egepanbHOro 3akoHa

MHdopmaLmst 06 uaMeHeHusix:

Cmambs 61 usmeHeHa ¢ 7 uwHsA 2019 e. - ®edepanbHbil 3akoH om 6 uroHs 2019 e.
N 134-@3

Cm. npeodbidywyto pedakyuro
Cratba 61. [ocygapcTBeHHas pernctpaums u nepepernctpauma  npegenbHbIX
OTNYCKHbIX LEH NpouM3BOaUTENEN Ha  NeKapCTBEHHble  npenaparhbl,
BKIMIOYEHHbIE B MEPEYEHb KMU3HEHHO HEOoOXOAUMBbIX W BaXKHEMLWUX
fleKapCTBEHHbIX NpenapaToB

1. lpepenbHas oOTNyckHas UuUeHa NpPOU3BOAUTENS Ha feKapCTBEHHbIN npenapar,
BKIMIOYEHHbIN B repeyeHb XKU3HEHHO HEOBXOAMMBbIX W  BaXXHEWWINX NeKapCTBEHHbIX
npenapaTtoB, NOAMNEXWUT rOCyAapCTBEHHOM perucrpaumMm B ropsake, YCTaHOBMNEHHOM
MpaButenbctBom Poccuickon  depgepauum, Ha  OCHOBaHMM  MPEOCTaBIEHHONO B
YNONTHOMOYEHHbIV hefepanbHbl OpraH UCMOMHUTENbHOW BNAacTy 3asBreHna gepxatens unm
Bnagenbua perncTpaunoHHOro yOOCTOBEPEHUS neKapCcTBEHHOro npenapaTta
(YnosITHOMOYEHHOro UM nNuua).

2. 3apeructpuypoBaHHas npegenibHas OTMNyCKHAast LeHa Mpou3BOAUTENS  Ha
NEeKapCTBEHHbIN NpenaparT, BKIOYEHHbINA B NepeyeHb XXU3HEHHO HEOOXOOUMBIX N BaXKHEWLLIMX
NeKapCTBEHHbIX MpenapaTtoB, MOXET ObiTb MNepeperucTtpupoBaHa B CTOPOHY YBENMYEHUS
OOVH pa3 B KaneHgapHOM rofy Ha OCHOBaHUM MpeacTaBrieHHOro B YNOSIHOMOYEHHbIV
degepanbHbIl OpraH UCMONHUTENbHOM Bnactu Ao 1 okTabpsa Kaaoro roga 3asiBlieHus
aepxartens unv Bnagernbla perMcTpaunoHHOro yaoCTOBEPEHUSA NIeKapCTBEHHOMO npenapaTa
(YnosITHOMOYEHHOro UM nNuua).

3. 3apeructpypoBaHHasa npeferibHas OTNyCKHas LUeHa npous3BoauTens Ha
NeKapCTBEHHbIN Npenapart, BKIIYEHHbIN B NepeyeHb XU3HEHHO HEOBXOOUMBIX N BaXKHEWLLIMX
NEeKapCTBEHHbIX MpenapaToB, MOXeT ObiTb MepeperncTpMpoBaHa B CTOPOHY CHMKEHMS Ha
OCHOBaHUWN MpeacTaBfieHHOro B YMOSMIHOMOYEHHbIM dhefeparnbHbli OpraH MCNOMHUTENbHON
BNacTn 3asiBfeHna Jepxatend unu Bragenbla perucTpauymoHHOro  yaoCTOBepeHUs
riekapcTBeHHoro npenaparta (YnofIHOMOYEHHOIo UM nnua).

4. [epxaTenb wunu Bnageney perucTpauuoHHOro yAOCTOBEPEHUS FeKapCTBEHHOro
npenapaTta (ynonHOMOYEHHOE WM nuUUo) o00s3aH NpeactaBuTb B YNOSTHOMOYEHHbIN
dedepanbHbI - OpraH  UCMOMHUTESNTbHOW  BlacTU  3asdBfeHne O  nepeperucrpaumm
3aperucTpupoBaHHON MNpeaernibHOM OTMYCKHOM LieHbl NPOU3BOOUTENS Ha JeKapCTBEHHbLIN
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npenapaT, BKMIOYEHHbIA B NeEPeYEeHb XU3HEHHO HEOOXOANMbBIX N BaXKHEULLMX NEKAPCTBEHHbIX
npenapaToB, B CTOPOHY CHWXXEHUS B CeQYOLWNX CnyYasx:

1) CHWKeHue UeHbl B MHOCTPAHHOW BasnioTe Ha NeKapCTBEHHbIM npenapat B CTpaHe
npounssoauTens u (Unn) B CTpaHax, B KOTOPbIX JIEKAPCTBEHHbIM NpenapaT 3aperncTpupoBaH 1
(Mnn) B KOTOpPBIE NOCTaBNAETCA NPOU3BOAUTENEM;

2) CHWXEHME LEeH Ha pedepeHTHble JleKapCTBEHHbIE npenapaTbl B COOTBETCTBUN C
nyHkTOM 1 HacTosiwen yactn (ons COOTBETCTBYHOLUMX BOCNPOU3BEAEHHbIX, BMOaHanoroBbIx
(6ronogobHbIX) NekapcTBEHHbLIX NpenapaToB);

3) npeBblleHne npeaenbHOM OTMYCKHOW LEeHbl Ha nepBblid BOCMPOU3BEOEHHbLIN,
OuoaHanoroBbin (6UoNogO6GHbBIN) NEKAPCTBEHHbLIM Npenapat WMHOCTPaHHOrO MNpon3BOACTBA
Hag npedenibHOM OTNYCKHOW LEHOW Mpou3BOoAUTENS Ha BTOPOW BOCNPOU3BELEHHbIN,
BuoaHanoroBbIn (6UonogobHbIN) NekapCcTBEHHLIW Npenapar, pacCYNTaHHOW B COOTBETCTBUN C
MeToaukon, yteepxaeHHou NpasutensctBom Poccuinckon denepaumu;

4) npeBblleHMe npenenibHOM OTMYCKHOM LEeHbl Ha MNepBblil BOCMPOU3BELEHHbLIN,
GuoaHanorosbii (6nonogobHLIN) NekapCTBEHHBINM MpenapaT NpPou3BOAUTENdA rocyaapcTea -
yrieHa EBpasnMCKOro 3KOHOMMYECKOro Cok3a Hag npefdernbHOM  OTMYCKHOW  LIEHOW
npousBOAMTENS Ha BTOPOW  BOCMPOM3BEAEHHbIM, ©OuoaHanoroBbii  (6MONO4OOHbLIN)
nekapCTBeHHbIM npenapat npou3BoaAuTena rocygapcrea - uneHa Espasuinckoro
9KOHOMMYECKOro COl3a, pPacCYMTaHHOM B COOTBETCTBUM C METOAUKOW, YTBEPXOEHHOW
MpaBuTenbcTBOoM Poccunckon degepaumn.

5. lNopsagok nepeperucTpaumMm 3aperMcTpupoBaHHbIX MNpedernbHbIX OTMYCKHbIX LeH
npou3BoaMTENEN Ha nekapCTBEHHble npenapaTbl, BKIOYEHHbIE B MepevYeHb KU3HEHHO
HeOOXOAMMBIX N BaXXHEWLWINX NEKApPCTBEHHbIX MpenapaTtoB, B Cry4vasix, NpeayCMOTPEHHbIX
yactamn 2 - 4 HacTosien crtaTbW, ycTaHaeBnuBaeTca [lpaButenbCcTBOM PoCCuUncKon
depgepaumn.

6. OKOHOMWYECKMWN aHanu3 npeaenibHOM OTMYCKHOM LUEHbl MNpou3BoaMTENa Ha
NeKapCTBEHHbIN Npenapart, BKIOYEHHbINA B NepeyeHb XU3HEHHO HEOOXOOUMBIX N BaXKHENLLIMX
NeKapCTBEHHbIX NpenapaToB, NPU ee rocyfapCTBEHHOW perncTpaumm unum nepeperncrpauumn
ocywiecTBndetTca denepanbHbiM OpPraHoOM WCNOMHUTENBHOW BNacTW, OCYLLECTBAIOLWMUM
YHKUMN MO NPUHATUIO HOPMAaTUBHBLIX MPABOBbLIX aAKTOB WM KOHTPOM 3a cobrnogeHnem
3aKkoHoAaTenbCcTBa B cdepe rocygapCTBEHHOrO perynvpoBaHus LeH (TapudoB) Ha ToBapsbl
(ycnyrn).

7. PacyeT npepernibHbIX OTNYCKHbIX LUEeH, yKa3aHHbIX B YacTtax 1 1 2 HacToswen craTtby,
npu WX TrOCyOapCTBEHHOW perucTpauuMmM wunuv  nepeperucrpauum  OcCyLllecTBnsieTcs B
COOTBETCTBUM C MeToauKoWu, yTBepxaeHHown [lpasutenbctBom Poccunckon Pepepauuun u
yUMTbIBaOLLEN B TOM YUCHE:

1) cobniogeHne 6GanaHca WHTepecoB noTpebutenen nekapcTBEHHbIX MNpenapaTtos,
BKIMIOYEHHbIX B MNepeyYeHb JKU3HEHHO HeoOXOoAMMbIX W BaXXHEWLWUX NeKapCTBEHHbIX
npenapaToB, U MNPOU3BOAUTENEN FNEKAPCTBEHHbIX MpenapaTtoB, BKMHOYEHHbIX B MEpPeYeHb
XN3HEHHO HEOBXOANMBIX Y BaXKHENLUNX NIEKAPCTBEHHbIX Npenaparos;

2) dpakTMYecKyto OTMYCKHYK LeHYy Ha JekapCTBeHHble npenapatbl B Poccunckon
depnepaummn, LeHy BBO3a NeKapCTBEHHbIX NpenapaTtoB B Poccunckyio Pepepaunio, a takke
LUEeHbl Ha aHanornMdHble JeKapCTBEHHblE Mpenapartbl, Haxogswwueca B obpalweHun B
Poccuinckon ®egepaunu;

3) 3artpatbl Npou3BOAMTENA JeKapCTBEHHOro mnpenaparta Ha npou3BoACTBO WU
peanusauunio NekapCTBEHHOMO npenapaTa;

4) uUeHy Ha nekapCTBEHHbIW npenapaTt, ero LeHy B CTpaHe npou3BoauMTeNns U B
CTpaHax, B KOTOpPbIX JIEKAapCTBEHHbIN npenapaT 3aperncTtpupoBaH M (MnNn) B KOTOpble
NnocTaBfsieTCs NPON3BOAUTENEM.

8. He gonyckatoTcs peanusaumsi 1 OTNYCK NeKapCTBEHHbIX NpenapaToB, BKNOYEHHbIX B
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nepevyeHb XU3HEHHO HEOOXOOUMbBIX U BaXKHENLLMX NeKapCTBEHHbIX NpenapaToB, Ha KOTopble
NpOM3BOANTENSIMM  NIEKAPCTBEHHbIX MNpPenapaToB He 3apeructpupoBaHa npegernbHas
OTMyCKHasi UeHa, peanusauusi Npou3BOAUTENSIMU JeKapCTBEHHbIX MpenapaToB MO LEeHaM,
NpeBbILaoLWLMM 3aperMcTpMpoBaHHbIE UNN NepPepPerMcTpUpoBaHHble NpeaenbHble OTMNYCKHbIe
LieHbl Ha NekapcTBeHHble NpenapaTbl C y4eTOM Harnora Ha 4o6aBneHHY CTOMMOCTb.

MHdopmaumsa 06 nameHeHusx:

Uacmb 9 usmeHeHa ¢ 8 mapma 2022 2. - ®edepasbHbil 3akoH om 8 mapma 2022 2. N
46-®3

Cm. rpeodbidywyto pedakyuro

9. OcobeHHOCTM rocygapCTBEHHOro perynupoBaHus npefesnbHbIX OTNYCKHbIX LeH
npounsBoauTENen Ha NneKkapCTBEHHble npenapaTtbl, BKIOYEHHble B MepeyeHb XU3HEHHO
HeobXOAMMBIX U BaXXHEWLLMX NEKapCTBEHHbIX NpenapaToB, B 3aBUCMMOCTU OT 9KOHOMUYECKNX
n (MnNn) coumanbHbIX KpUTEpPUEB (M3MEHEHME YCITOBUIN, NOpPsiAKa U CTOMMOCTU NPOU3BOACTBA
NEeKapCTBEHHbIX NpenapaTtoB, WCMNOMNb30BaHWE HOBbIX (OPM, METOAOB U Cnocobos
rocy4apCTBEHHOro perynupoBaHus LEH Ha fekapCTBEHHble npenapaTbl, B TOM 4ucre Ha
OCHOBE MexaHu3Ma pedepeHTHOro ueHoobpa3oBaHUA, W3MEHEHWW Mopsaka OKasaHus
MEAVLUMHCKOM MOMOLLUM, W3MEHEeHWe Kypca WHOCTPaHHOM BankoTbl U MHble U3MEHEHWUS)
ycTaHasnmBatTcs [paButensctBom Poccuiickon enepaumm.
FAPAHT:

CM. koMMeHTapumn K ctaTbe 61 HacToswero ®egepansHOro 3akoHa

Cratba 62. [ocygapcTBeHHbIM peecTp npefesibHbIX OTMYCKHbIX LeH Npou3BoauTenen
Ha JIeKapcTBEHHble npenapaTbl, BKIMOYEHHble B MepeyYeHb XXU3HEHHO
Heo6X0AMMBIX U BaXXKHENLLMX NEKapCTBEHHbIX NpenapaToB

MHdopmaumsa 06 nameHeHusx:
Hacmb 1 usmeHeHa c 7 uroHs 2019 e. - ®edeparibHbit 3akoH om 6 utoHs1 2019 2. N 134-@3

Cwm. npeldbidywyro pedaKyuro
1. 3apernctpmpoBaHHbie UM NepeperncTpupoBaHHble NpeaenbHble OTMNYCKHbIE LiEHbI
npoussBoauTenen Ha nekapcTBeHHble npenapaTbl, BKIIOYEHHble B MepeyvYeHb KU3HEHHO
HEOOXOOMMbBIX U BaXHEWLIMX JIeKapCTBEHHbIX nNpenapaTtoB, MNOANEeXaT BKMAYEHUIO B
rocyapcCTBeHHbIV peecTp npeaesnbHbIX OTNYCKHbIX LeH Nponu3BoguTenen Ha nekapcTBeHHbIe
npenapaTbl, BKMHOYEHHbIE B NEepeYeHb KU3HEHHO HEOOXOAWMBLIX W BaKHEMWLINX
neKapCTBEHHbIX NpenapaTos.
2. [ocypapCTBeHHbIN peecTp npedesibHbIX OTMNYCKHbIX LEeH npousBogutenen Ha
NeKapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MNepevYeHb >KU3HEHHO HeobxoauMbiX W
Ba)KHEMLLNX NeKapCTBEHHbLIX NpenapaToB, COAEPXUT B cebe cnenytoLlyo nHpopmaumio:

MHdopmaLms 06 uaMeHeHusix:

[MyHkm 1 usmeHeH ¢ 1 sHeaps 2018 2. - ®edeparnbHbil 3akoH om 28 dekabps 2017 a.
N 425-03

Cwm. npeodbidywyro pedaKyuro

1) HanmeHoBaHve OepxaTensa wnu BriagenbLa perncTpaumMoHHOro YAOCTOBEpPEHUSs
NeKapCTBEHHOro npenaparta, HaMMeHOBaHWe MPOU3BOAUTENS feKapCTBEHHOro npenapara,
CBeLEeHMa O perucTpaumu gepxarens vnv Bnagenbla perncTpauuoHHOro yaooCTOBEepeHus
NeKapCTBEHHOro npenapaTa, CBeJeHus O perucrpauum npou3BoauTens JekapCTBEHHOro
npenapata AN MeOULWHCKOro MNpUMEHEeHWs B KadecTBe Hamnoronnartenbliuka B CTpaHe
peructpauum (ONA POCCUNUCKUX  KOPUANYECKUX NUL -  UOEHTUPUKALMOHHBIA  HOMeEp
Hanoronnatenswmka (MHH), ANS MHOCTPaHHbIX PUANYECKUX UL - CTpaHa perucrpaumu,
HauMeHoBaHwue perucTpupytoLLero opraHa, perncTpaunoHHbIN HOoMep, Kog
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HarnoronnaTenblnka B CTpaHe perucrpaumMm (MHKopropauuu) wnn ero adarnor), MecTo
HaxXoXAeHUs NPOW3BOACTBEHHbLIX NMOWAA0K, Y4YacTBYHOLWMX B Mpouecce nNpou3BOACTBa
rNekapCTBEHHOro npernapara, ¢ ykazaHuemM ctagum npouecca npon3BoacTBa;

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 8 nyHkm 2 yacmu 2 cmambu 62
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHeHUs, ecmynarouwue & cuny ¢ 1 utons
2015 e.

CmM. mekcm riyHkma 8 rnpedbidyuwel pedakyuu
2) HaMMeHOBaHWe NneKkapCTBEHHOro npenapaTta (MexayHapoaHOe HenaTeHTOBaHHOeE,
UIn rpynNNMPOBOYHOE, NITU XMMUYECKOE N TOProBoe HauMeHOBaHNSA);
3) HoMep perncTpaunoHHOro yaqocToBepeHns nekapCTBEHHOro npenapara;

MHdopmaLms 06 uaMeHeHusIx:

®edeparibHbIM 3akoHOM om 22 dekabps 2014 2. N 429-®3 e nyHkm 4 yacmu 2 cmambu 62
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI USMEeHeHUs, ecmynarujue 8 cusny ¢ 1 urons
2015 a.

CM. mekcm niyHkma e rnpedbidywel pedakyuu
4) nekapcTBeHHas popma C ykaszaHueM A03MPOBKWN NeKapCTBEHHOro npenapara u ero
KOnu4yecTtBa BO BTOPUYHOW (NOTPEBUTENBCKOW) YNakoBKe, a Takke KOMMNNEKTHOCTb;

MHdopmaumsa 06 nameHeHusx:

[lyHkm 5 uameHeH ¢ 1 mapma 2020 2. - ®edepasibHbil 3akoH om 27 dekabpsi 2019 2. N
475-®3

Cm. npeodbidywyto pedakyuro
5) 3apernctpmpoBaHHas npegenbHaa OTNYCKHas LeHa Ha nekapCTBEHHbIN npenapaT B
pybnsx;

MHdopmaLms 06 uaMeHeHusix:
[MyHkm 6 usmeHeH ¢ 7 utoHs 2019 a. - @edeparsibHbilt 3akoH om 6 utoHs 2019 2. N 134-03

CmMm. npeodbidywyto pedakyuro
6) gaTa n HoMep npukKasa yrnorIHOMOYEHHOro doeeparnibHOro opraHa UCMOMHUTESTbHON
BflaCTM O roCyJapCTBEHHOW perucTpaumm wunv nepeperncrpauum npenenbHou OTMYCKHOM
LUEHbl Ha NEKapCTBEHHbIA NpenapaT, BKMOYEHHbIA B NEpeYeHb XMU3HEHHO HEeobXoauMMbIX U
Ba)KHEMNLLNX NeKapCTBEHHbLIX NpenapaTos;

MHdopmaLms 06 uaMeHeHusix:

Hacmb 2 donosnHeHa riyHkmom 6.1 ¢ 7 uroHs 2019 e. - ®edeparbHbil 3aKOH om 6 UKHS
2019 2. N 134-@3
6.1) gata BCTynneHus B CWUNYy npukasa YrNorHOMOYEHHOro deaepansHOro opraHa
WCMONHUTENTbHOW BNacTM O TOCYyOJapCTBEHHOW perucrpauMm  unum  nepeperncrpaumm
npegenibHOM OTNYCKHOM LieHbl NPON3BOANTENS Ha JNIEKapCTBEHHbIN Npenapar, BKIIHOYEHHbIN B
nepeyeHb XU3HEHHO HEOOXOANMbIX U BaXKHEWNLLMX NEKapCTBEHHbIX NpenapaTos.;

MHdopmaumsa 06 nameHeHusx:

®eldepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 uvacmb 2 cmambu 62
Hacmosiweao ®edeparsibHO20 3aKoHa OorosiHeHa rMyHKmom 7, ecmynarowum 8 cusny ¢ 1
urornis 2015 a.

7) LWTPUXOBOW KOA, HaAHECEHHbIW Ha BTOPUYHYK (NOTPEBUTENbLCKYK) YNakoBKY
nekapCcTBEHHOro npenaparTa;

MHdopmaLmsi 06 u3MeHeHusIx:

®edeparnbHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-©3 yacmb 2 cmambu 62
Hacmosiweao ®edeparsibHO20 3aKoHa OorosiHeHa rnyHKmom 8, ecmynarowum 8 cusy ¢ 1


garantf1://70726338.1432/
garantf1://70726338.41/
garantf1://57403072.6222/
garantf1://70726338.1433/
garantf1://70726338.41/
garantf1://57403072.6224/
garantf1://73255325.1016/
garantf1://77591574.6225/
garantf1://72162044.1421/
garantf1://77582038.6226/
garantf1://5656200.1111/
garantf1://72162044.1422/
garantf1://5656200.1111/
garantf1://70726338.1435/
garantf1://70726338.41/
garantf1://70726338.1435/
garantf1://70726338.41/

urons 2015 a.
8) Koo nekapCTBEHHOro nmnpenapata MO aHaTOMO-TepaneBTUYEeCKO-XMMUYECKOM
Knaccudgukaumm, pekomeHgosaHHon BcemupHon opraHusauven 3apaBooxXpaHeHns.

MHdopmaumsa 06 nameHeHusx:
Hacmb 3 usmeHeHa c 7 uroHs 2019 e. - ®edeparibHbit 3akoH om 6 utoHs1 2019 e. N 134-®3

Cwm. npeodbidywyro pedaKyuro
3. FocypapcTBeHHasa pernctpauus unv nepeperucTpaumsa npegenbHblX OTNYCKHbIX LieH

Ha nekapCTBEHHble npenapaTtbl, BKIKOYEHHbIE B MepevYeHb XU3HEHHO HEeobOXOAWMbIX |
BaXKHENLLMX NeKapCTBEHHbIX NpenapaToB, BeJeHue rocy4apCTBEHHOro peecTpa npeaenbHbIX
OTNYCKHbIX LUEeH Npou3BoauTenen Ha nekapCTBEHHble npenaparbl, BKIIOYEHHbIE B NepeYeHb
XN3HEHHO HEOOXOOAUMbBIX U BaXKHEWLUMX JeKapCTBEHHbIX MpenapaToB, OCYLLECTBASKTCHA B
nopsigke, yctaHosrneHHoM [NpasutensctBom Poccuiickon ®eaepaunu.

FAPAHT:

Cm. AOmuHucTpatmBHbIA  pernameHT MwuH3gpaBa Poccun no  npegocTaBrieHuio
rocygapCTBEHHOWM YCIyrn MO rocyAapCTBEHHOW pPerncTpaumm npeneribHbiIX OTMYCKHbIX LiEH
Ha nekapCTBEHHble MpenapaTtbl, BKIOYEHHblE B MNepeyYeHb XW3HEHHO HeobXxoauMbiX W
Ba)XHENLUNX JIEKAapCTBEHHbIX MNpenapaTtoB, YTBEPXAEHHbIM npukasom MwuHucTepcTBa
3apaBooxpaHeHuns ot 24 uionsa 2012 r. N 42H

CM. KoMMeHTapumn K cTaTbe 62 HacToswwero ®efepansHOro 3akoHa

MHdopmaLms 06 u3MeHeHusIX:

HaumeHosaHue usmeHeHo ¢ 1 mapma 2020 e. - ®edeparibHbil 3akoH om 27 Oekabps
2019 2. N 475-®3

Cwm. npeldbidywyro pedaKyuro
Ctatba 63. YcraHOBneHWe opraHamMm WUCMNOSHUTENbHOM BRactu CyObekToB
Poccuiickon ®epepaumm npegenbHbiX pasMepoB  OMNTOBbIX HaabaBoOK U
npegenbHbiX pasmMepoB PO3HUYHbLIX HaAbaBoOK K (PaKTUYECKMM OTMYCKHbIM
LueHaM, yCTaHOBJSIEHHbIM MPOU3BOAUTENSMU JIEKAPCTBEHHbLIX NpenapaTtosB, Ha
NeKkapCcTBEHHble  npenapaTbl, BKMIOYEHHble B  MEPEeYeHb  KMU3HEHHO
Heo6XOAMMBIX U BaXKHENLLMX NEKapCTBEHHbIX NpenapaToB

MHdopmaumsa 06 nameHeHusx:

Uacmb 1 usmeHeHa ¢ 1 mapma 2020 2. - ®edeparibHbil 3akoH om 27 dekabpsi 2019 2. N
475-03

Cm. npeodbidywyto pedakyuro

1. OpraHbl  ucnonHuTenbHoW Bractu cybbektoB Poccuinckon  dPepepaumm
yCTaHaBNMBAlOT MpedenbHble pas3mepbl OMNTOBbIX HaabGaBOK W npefenbHble  pa3mMepbl
PO3HUYHbIX HaAbaBOK K (haKTUYECKNMM OTMYCKHbIM LieHaM (6e3 ydeTa Hanora Ha fo6aBneHHyo
CTOMMOCTb), YCT@HOBMEHHbIM  MPOM3BOOUTENAMM  NEKApPCTBEHHbIX  NpenapaTtoB, Ha
NeKkapCTBEHHble MpenapaTbl, BKIOYEHHble B MNepevYeHb >KU3HEHHO HeobxoauMblX W
Ba)XKHENLLMX FEKapCTBEHHbIX MNpenapaTtoB, B COOTBETCTBMM C YTBEPXAEHHOW B MNOPSAAKeE,
ycTtaHoBneHHoMm [lpaButensctBom Poccuinckon Pepepaumm, MeTOOUKOW YyCTaHOBMEHUS
opraHamu UCNonHUTENbHOM Bnactu cybbektoB Poccuiickon ®Penepaumm npegenbHbiX
pasmepoB ONTOBbIX HaAbaBOK W npedenbHbIX pPasMepoB  PO3HUYHbLIX HaabaBoK K
aKTM4eCckMM OTMYCKHbIM LeHaM, YCTAHOBMEHHbIM MNPOU3BOAUTENSIMN  JEeKapCTBEHHbIX
npenapatoB, Ha neKapCTBEHHble npenapaTbl, BKMOYEHHblE B MepeyeHb XKU3HEHHO
HeOBXOAMMBIX U BaXXHEWLUMX JleKapCTBEHHbIX npenapaTtoB. [1poekTbl pelleHud opraHoB
ncnonHuTensHoM Bnactu cybbektoB Poccuiickon ®degepauun 06 yCTaHOBREHUM U (UNn)
N3MEeHeHUN npeaenbHbIX pa3mMepoB ONTOBbIX HAABAaBOK U NpeaernbHbIX Ppa3mMepoB PO3HUYHBIX
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HanbaBoK K aKTUYECKMM OTMYCKHbIM LUEeHaM, YCTaHOBIIEHHbIM MNPOM3BOAMTENAMMU
NeKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble MpenapaTtbl, BKOYEHHblE B MepeyeHb
XU3HEHHO HEeOoOXOAMMbIX W  BaXHEWWMX JEeKapCTBEHHbIX MpenapaTtoB, noanexar
COrnacoBaHuMl0 C YMOSIHOMOYEHHbLIM bedeparnbHbIM  OpPraHOM WCMOSHUTENbHOW BRacTw,
OCYLLECTBNALWNM (PYHKUMM MO NPUHATUIO HOPMAaTMBHbLIX MPAaBOBbIX aKTOB M KOHTPOSO 3a
cobniogeHnem 3akoHogjatenbCcTBa B cdepe roCyaapCTBEHHOrO perynmpoBaHnsa  LIEH
(TapudpoB) Ha TOBapsbl (ycnyru), B nopsiake, ycraHoBrneHHoM [lpaButensctBoMm Poccuiickon
depepaumn.

MHdopmaLms 06 uaMeHeHusix:

Yacmb 2 usmeHeHa ¢ 1 mapma 2020 a. - ®edeparbHbil 3akoH om 27 O0ekabps 2019 a. N

475-03

Cwm. npeldbidywyro pedaKyuro
2. OpraHusaumm ONTOBOM TOPrOBMM fIEKAPCTBEHHLIMU CpeacTBamMu, anTeyHble

opraHusauum, UHOMBMAyanbHble  NpeanpuHUMaTeny,  UMelwue  JNIMUEH3UID  Ha
hapmMaLeBTUYECKYIO OeATeNbHOCTb, MeOMLUMHCKME OpraHu3auuu, MMerowme MNUUEH3NI Ha
hapmaLeBTUYECKYI0 OeATeNbHOCTb, U X 0b6ocobneHHble nogpasgeneHus (ambynatopuw,
denbaliepckne un  penbawepcko-akyllepckme MNyHKTbl, LUEeHTpbl (OTAeneHus) obuwen
BpayebHON (CeMeWNHON) NpPakTUKK), PacroNOXeHHble B CENbCKMX HacCeneHHbIX MyHKTax, B
KOTOpPbIX OTCYTCTBYIOT anTeYHble OpraHn3auumn, OCyLLeCTBISI0T peann3aunio nekapCTBEHHbIX
npenapatoB, BK/MIOYEHHbIX B MepeyYeHb JKU3HEHHO HEeOoOXOAMMbBbIX U BaXXHEWLWKX
NeKkapCTBEHHbIX MpenapaToB, MO LUeHaM, KoTopble (OPMUPYIOTCA B COOTBETCTBUMU C
nopsaKkoMm, yctaHoBneHHbIM lNpaButensctsom Poccuiickon degepaumm, n ypoBeHb KOTOPbIX
(6e3 ydvyeta Hanora Ha p[obaBneHHy CTOMMOCTb) He [OSDKEH npeBbiwaTb CyMMy
daKkTM4eckon OTMYCKHOW LEHbl, YCTaHOBMEHHOM MPOU3BOAMUTENEM  JIEKapCTBEHHOro
npenaparta, He npeBbIWAWEN 3aperncTpMpoBaHHOM UMW NEepeperncTpmMpoBaHHON
npegenbHOM OTNYCKHOM UeHbl npousBoautensa (Ha QaTty peanu3aumm NekapCTBEHHOro
npenapaTta nNpov3BOAUTENEM), U pasmepa ONToBOM HagbaBkm M (M) pasmepa PO3HUYHOM
HanbaBkW, He NPEBbIWAOLWMX COOTBETCTBEHHO pasmepa npeaenbHOM ONTOBOWM HagbaBkum v
(vnn) pasmepa npenenbHOM PO3HMYHOW HagbaBKW, YCTAHOBMEHHbLIX B cybbekTe Poccumnckon
depepaumn.

MHdopmaumsa 06 nameHeHusx:

Yacmb 3 usmeHeHa ¢ 1 mapma 2020 2. - @edeparsibHbit 3akoH om 27 Oekabps 2019 2. N

475-®3

Cm. npeodbidywyto pedakyuro

3. OpraHbl ucnonHUTenbHON BnactTu cybbekToB Poccurckon depepaumm pasmeLlarot
B ceTn "MIHTepHeT" uHOpMauuio O 3apermcTpupoBaHHbIX MpefenbHbIX OTMYCKHbIX LieHax
npoussoauTenen Ha nekapcTBeHHble npenapaTbl, BKIIOYEHHblE B MepeyvYeHb KU3HEHHO
HeOBXOAMMBIX U BaXHEWLLMX NeKapCTBEHHbIX NnpenapaTtoB, 00 YCTAHOBMEHHbLIX B CyObekTe
Poccuiickon ®Pepepaumm npegenbHbiXx pasMepax OnToBbiX HAg0aBoOK U (Unn) npegenbHbIX
pasmepax PO3HWYHbIX HaAbaBOK K YCTAHOBMEHHbIM MPOU3BOAUTENAMMU NEeKapCTBEHHbIX
npenapaToB (PaKkTUYECKMM OTMYCKHbIM LieHaM Ha fekapCTBEHHble npenapaTthl, BKIOYEHHbIE B
nepeyeHb XM3HEHHO HEeOOXOANMbLIX U BaXHEWLLMX NEeKapCTBEHHbIX NpenapaTtoB, a Takke O
CyMMe  3aperucTpupoBaHHbIX MpefesibHbIX  OTMYCKHbIX LUeH rnpousBoguTernen  Ha
NeKkapCcTBEHHble MpenapaTbl, BKIOYEHHble B MNepevYeHb J>KU3HEHHO HeobXxoauMblX W
BaXXHENLIMX JNeKapCTBEHHbIX MNpenapaToB, YCTaHOBMNEHHbIX B cybbekte Poccunckon
depepaumn npegenbHbIX pa3mepoB ONTOBLIX HAA0aBOK U NpeferbHbIX pa3MepoB PO3HUYHbIX
HanbaBoK M Hamora Ha [JobaBneHHy CcToMMocTb. WHdopmauus, npeaycMoTpeHHas
HaCTOSILLEN YacTblo, JOSMKHA HAaXoOUTLCA Takke B anTeyvHblX OpraHM3aumsx B JOCTYMNHOW ANs
BCEX 3aMHTEpPecOBaHHbIX NUL, hopmMe M OBHOBMATLCA MO Mepe ee pasMeLLeHUss opraHamu
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ncnonHuTenbHom BnacTtn cybvektoB Poccuiickon ®egepaunm B cetn "UHTEepHeT".
4. Ytpatuna cuny ¢ 1 mapta 2020 r. - ®egepansHbii 3akoH oT 27 gekabps 2019 r. N
475-03

MHdopmaumsa 06 nameHeHusx:

Cwm. npeodbidywyro pedaKyuro
FAPAHT:

CM. koMMeHTapumn K ctaTbe 63 HacTosLwero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 e HaumeHosaHue erasebl 13
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI USMEHeHUs, ecmynarujue 8 cusny ¢ 1 urons
2015 e.

CM. mekcm HaumeHogsaHUs 8 rpeodbidywel pedakyuu

Maea 13. MoHuTOpPUHTr 3chPEeKTUBHOCTU N 6e30NacHOCTU NeKapCTBEHHbIX NpenapaTos,
HaxogsAwmxca B obpaweHumn B Poccumnckon depgepaunm

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabps 2014 e. N 429-©3 cmambsi 64 Hacmosiwezao
®edeparnibHO20 3aKOHa U3/I0KeHa 8 Hoeol pedakyuu, ecmynaruwed e cuny ¢ 1 urons
2015 .

Cm. mekem cmamabu 8 rnpedbiOywel pedakyuu
Cratbsa 64. PapmakoHaasop

MHdopmaLms 06 n3MeHeHusIx:

Uacmb 1 usameHeHa ¢ 13 agaycma 2019 e. - ®edeparsibHbit 3akoH om 2 aseycma 2019 2. N
297-03

Cwm. npeodbidywyro pedaKyuro

1. JlekapcTBeHHble npenapaTbl, Haxogswumecs B obpaweHun B Poccunckon
depnepaumm, nognexar MOHUTOPUHTY 3PFEKTUBHOCTM N BE30MacHOCTM B LIENSX BbISIBIEHUS
BO3MOXHbIX HEraTUBHbIX NOCNEACTBUA UX NMPUMEHEHUS, HONBUAYaNTbHON HENEPEHOCUMOCTH,
npegynpexaeHna MeauuuHCKMX paboTHMKOB, crneumanuctoB B ob6ractu BeTepuHapuu,
NnaumMeHToOB UK BragenbLEB XMUBOTHbBIX U UX 3aLUNTbl OT NPUMEHEHNSA TakUX NeKapCTBEHHbIX
npenapaTos.

2. ®dapmakoHag3op  OCyWeCTBNAeTCs  COOTBETCTBYHOLWWM  YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoM MWCMNOSIHUTENBHOW BlaCTU B YCTAHOBMIEHHOM MM nopsgke nyTem
aHanusa npegocTtasnsemon cybbektamm obpalleHnst neKkapCTBEHHbIX CpeacTB nHdopmMaumm
0 NOBOYHbIX OENCTBUSAX, HEXEeNaTeNbHbIX peakumsaX, Cepbe3HbIX HeXenaTenbHbIX peakumsx,
HenpeaBUAEHHbIX HeXenaTelbHbIX peakumsx npyu NpUMMEHEeHUn NekapCTBEHHbIX NpenapaTos,
06 wvHAMBMAYyanNbHOW HENEepPeHOCUMOCTM, OTCYTCTBUM I(PPEKTUBHOCTU NEKapCTBEHHbIX
npenapaToB, a Takke 06 MHbIX dhakTax U 0BCTOATENLCTBAX, NPEACTABMASAOLWNX YIPO3Y XKNU3HU
UNn 3400pOBbLI0 YeroBeka NMBO XUBOTHOIO NMPU NPUMEHEHUM NEeKapCTBEHHbIX NpenapaToB U
BbISBNEHHbIX HA BCex 3Tanax obpalleHns neKapCTBEHHbIX MpenapaTtoB B Poccurckon
depnepaumm n gpyrnx rocygapcraax.

3. CyObekTbl ObpalleHus nekapCTBEHHbIX CPeacTB B Mopsiake, YCTaHOBIEHHOM
YNONHOMOY€EHHbIM (heaepanbHbiM OpraHoOM MCMNOSHUTENBbHOM BRacTn, 06a3aHbl coobwaTth B
YNOSTHOMOYEHHbIN doefeparnbHbii OpraH UCMOMHUTENbHOM BNacT O NOBOYHLIX OEWCTBUSX,
HexxenaTesibHbIX peakuusiX, Cepbe3HblX HeXenaTernbHblX peakumnax, HenpeaBuaeHHbIX
HexenaTernbHbIX  peakumsax npu  NPUMEHEHUM  NEeKapCTBEHHbIX  npenapartoB, 06
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WHOMBUAOYANbHOW  HEMNEepPeHOCUMOCTWU,  OTCYTCTBUM  IPAEKTUBHOCTUM  NleKapCTBEHHbIX
npenapaToB, a Takke 06 MHbIX dhakTax U 0BCTOATENLCTBAX, NPEACTABMASAOLWNX YIPO3Y XKNU3HU
Un1 300pOBbLI0 YenoBeka NMMbBO KMBOTHOrO NpU NPUMEHEHUN NIEKAPCTBEHHbIX NpenapaToB 1
BbISBNEHHbIX HA BCex 3Tanax obpauleHns neKapCTBEHHbIX npenapaTtoB B Poccurckon
depnepaumm n gpyrnx rocygapcraax.

4. [epxaTtenu unu Bnagenblbl PeruMcTpaumoHHbIX YOOCTOBEPEHUA NEKAPCTBEHHbIX
npenapaToB, lOpUANYECKne nuua, Ha MMSA KOTOPbIX BblgaHbl paspelleHMs Ha npoBefeHue
KNUHMYecknx nccnegosanum B Poccunckon ®eagepaumm, nmbo ynosTHOMOYEHHbIE UMW Apyrve
opuandeckne nuua B pamkax obecrneyeHus 6€30nacHOCTU NeKapCTBEHHLIX NpenapaTtoB B
nopsgke, YCTaHOBMEHHOM COOTBETCTBYHOLMUM YMNOSHOMOYEHHLIM defeparnbHbiM  OpraHoM
NCNOSNHUTENbHOW BracT, 00s3aHbl OCYWECTBNATb MNpueM, y4veT, o6paboTky, aHanus u
XpaHeHne NocTynawLmnx B UX agpec oT cybbekToB obOpalleHns NeKapCTBEHHbIX CPeacTB U
OpraHoB rocyaapCTBEHHOM BMacTu coobLlieHMrn O NOBOYHbIX OENCTBUAX, HexenaTenbHbIX
peakumsix, Cepbe3HbIX HexenaTesibHbIX U HeNnpeaBUAEHHbIX HeXenaTefbHbIX peakuuax npu
NPUMEHEHNN NEeKapCTBEHHbIX NpenapaToB, 06 0COBEHHOCTAX MX B3aUMOLENCTBUSA C APYrUMuU
NeKapCTBEHHbIMM MpenapaTtamu, MHANMBMAOYanNbHOW HEenepeHOCUMOCTU, a Takke 00 WHbIX
dakTax n obcTosaATenbCTBaX, NPEACTABMAIOWNX YrPO3Y XMU3HU UNN 340POBbLI0 Yenoseka nmbo
XUBOTHOMO MM BAUSAIOWNX HA U3MEHEHWE OTHOLUEHUS OXMAAEMOW MOSb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNA NeKapCTBEHHbIX NpenapaToB.

5. lpn BbISABAEHMN UMHMPOPMaAUMN O CePbE3HbIX HEXeNaTerbHbIX peakumax W
HenpeaBUAEHHbIX HeXenaTemnbHbIX peakunsax npu NpUMeHeHUN nekapcTBEHHbIX NpenapaTos,
06 0CoBeHHOCTAX WX B3aMMOOENCTBUSA C APYrMMU  NeKapCTBEHHbIMKW  MpenapaTamu,
MHOUBMOYANbHON HEMNEepeHOCUMOCTU, a Takke 00 WHbIX aktax u 0bCcToATenbCTBaXx,
BNUSAIOWMX HA WU3MEHEHME OTHOLIEHUS OXWOAEMOW MNOSb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNSA NEKapCTBEHHbIX NpenapaToB, AepXaTenu Unu Bragenblbl perMcTpaunoHHbIX
yOOCTOBEPEHUIN NEKAPCTBEHHBIX NpenapaToBs, opuanyeckne nuua, Ha MMs KOTopbIX BblaHbI
paspelleHns Ha NPoBeAEHME KIMHUYECKMX uccrnegoBaHnin B Poccuinckon ®eagepauumn, nnbo
YNOSTHOMOYEHHbIE MU ApYrue topuanyeckme nuua obssaHbl NPUHATL Mepbl, HanpaBfeHHbIe
Ha yCTpaHeHWe HeraTUBHbIX MOCNEeACTBUMA NPUMEHEHUS TakUX NeKapCTBEHHbIX Mpenapartos,
npegynpexaeHne npuYnHEeHUs Bpeda >XM3HW UM 340POBbH YerioBeka NMOO XMBOTHOrO,
3aWUTY MX OT NMPUMEHEHUSI TaKUX NEKaApCTBEHHbIX NpenapaTtoB, Ha OOMNOMHUTENbHbIA cOop
AaHHbIX 06 3P EKTUBHOCTM N BE30MNACHOCTM TaKMX SIEKAPCTBEHHbIX NpenapaTos.

6. 3a HecoobuieHMe unuM COKpbITUE WHOPMaUUK, NPEeaAyCMOTPEHHOM 4acTblo 3
HacTosWen CcTaTbW, gepXaTenu Wnu Bragenblbl PerucTpauyoHHbIX  YAOCTOBEpPEHUN
nekapCTBEHHbIX NpenapaTtoB, pUandYeckne nuua, Ha UM KOTOPbIX BblAaHbl paspeLlleHns Ha
npoBegeHne KNMHNYEeCKUX nccnegosaxHmi B Poccunckon ®epepauumn, nmbo ynonHOMOYEHHbIE
UMW gpyrve opuguvyeckme nuua, a Takke OO0SDKHOCTHbIe Nvua, KOTOpbIM 3Ta MHgopmaums
cTana u3BecTHa no pogy Mx nNpodecCUoHanbHOW AEATENbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUU C 3akoHoAaTenbCcTBOM Poccuiickon enepaumm.

7. Tlpn nony4yeHun YynosITHOMOYEHHbIM dbeaeparibHbiIM OpraHOM WUCMOSTHUTENBHOMN
BNacTM B pamMKax OCYyLIeCTBMeHNa UM dpapMakoHaa3opa [OoKa3aTesnibCTB O HECOOTBETCTBUMU
NIeKapCTBEHHOro npenapata YCTaHOBMEHHbIM  TpeboBaHUAM  MNU  NpU  MOSyYEeHUN
WHpopMauunm O HEeCOOTBETCTBUM AaHHbIX 06 addekTmBHocTM M o0 ©HesonacHocTu
fleKapCTBEHHOro npenapaTta AdaHHbIM O JIeKapCTBEHHOM MpenapaTe, cogepXawmumca B
WHCTPYKUUM MO €ero nNpUMEHEHUI0 (B TOM YUCre BbISBMEHHbIX B XO4€ OCYLeCTBeHUs
hapmakoHag3opa  KOHTPOSIbHO-HAA30pPHbIMW  OpraHamMuM  MHOCTPaHHbIX — rocydapcTB),
YNONTHOMOYEHHbIN dpefepanbHbii OpraH WCMNOMHUTENbLHOW BfacTu B YCTAHOBIEHHOM UM
nopsgke paccmaTpuBaeT BOMPOC O MPUOCTAHOBIEHUN MPUMEHEHUS TaKOro fekapcTBEHHOro
npenapara.

TAPAHT:
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Cm. Metognyeckme pekomeHgaumn "OpraHusdaumsa cnyx0bl MOHUTOPUHra 6Ge3onacHoCTU
NeKapCTBEHHbIX  cpeactB  (tbapmakoHag3opa) B KOMMAHUAX — NPOU3BOAMTENAX
NeKapCTBEHHbIX CPeacTB  UnuM  JepXaTensx  pPerncTtpaumoHHbIX  yaocToBepeHumn",
yTBepXaeHHble Poc3apaBHaa3opoMm oT 25 oktabpsa 2008 r.

CM. KoMMmeHTapum k ctaTbe 64 HacTosiero ®egepanbHOro 3akoHa

MHdopmaLms 06 u3MeHeHusIx:

®edeparnbHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-©3 cmambss 65 Hacmoswezo
®edeparibHO20 3aKOHa U3/I0XKeHa 8 Hoeol pedakyuu, ecmynaruwed e cuny ¢ 1 urons
2015 .

Cm. mekem cmamabu 8 rnpedbiOywel pedakyuu

Cratbs 65. [NpnoctaHoBneHne NpMMEHEHNS IEKAPCTBEHHOrO Npenapara

1. Tlpu nonyyeHun wuHGOPMaUMM O HexenaTesfbHbIX peakunax Mnpu MpUMeHeHUn
NeKkapCTBEHHOro npenapara, He ykasaHHbIX B MHCTPYKUUKU MO MPUMEHEHUIO NIeKapCTBEHHOMO
npenapara, cepbe3HbIX HeXenaTesnbHbIX peakumsix, 06 0COBEHHOCTAX ero B3aMMoaencTans ¢
APYrMMU nekapcTBeHHbIMW NpenapaTtamu, KoTopble MOryT NpeacTaBnsaTh Yrpo3y XU3HU UNn
300pOBbI0  YerioBeka NMOO JKMBOTHOrO, a TakkKe O HeCOOTBETCTBMM [aHHbIX 006
appekTUBHOCTN M O BEe30NacHOCTU feKapCTBEHHOrO npenaparta AaHHbIM O NleKapCTBEHHOM
npenapaTte, coAepXxawumcss B WHCTPYKUMM MO €ro rMpuUMEHEeHuto, B TOM 4ucne oT
YNONMHOMOY€EHHbIX OPraHOB WMHOCTPAHHbIX rocygapcTB, OOMEH KOTOPOW OCyLLEeCTBRSEeTCS B
COOTBETCTBMM C COrnaweHnsasMu Mexay YnorIHOMOYEHHbIM  dedepanbHbiM - OpraHoMm
WCNOSTHUTESNTbHOW BNactTu W  YNOSIHOMOYEHHbIMW OpraHamMuM WHOCTPaHHbIX FOCYAapCTB.,
YNONMHOMOYEHHbIV defepanbHbii OpraH UCMOMHUTENBHOW BNacTuU paccMaTpyvBaeT BOMPOC O
BO3MOXHOCTU NMPUOCTaAHOBMEHUS 0bpaLleHnsa Takoro fekapCTBeHHOro npenapaTa B Nnops/ke,
YCTaHOBMEHHOM YMNOSIHOMOYEeHHbIM dhefepanbHbiM OPraHoOM UCMONHUTESTbHOW BiacTu.

2. [lpy HeucnosmHeHUM wNN HeHagnexawlem WCMNOMHEeHUN AepxatensaMmn  unu
Bnagensuamu perncTpaumoHHbIX yOOCTOBEpPEHUI neKkapCTBEHHbIX npenapaTos,
IOPUONYECKMMU NTMLIAMN, HA UMS KOTOPbIX BblAaHbl pa3peLleHns Ha NpoBeAeHNe KIMHUYECKNX
nccnepgosaHnn B Poccuiickon  Pepepaumu, UM YNOSTHOMOYEHHBIMU UMW OPYrUMU
IOpUANYECKMMM  NMUaMK  0BSA3aHHOCTEN, YCTAHOBMAEHHbIX 4Yactamu 3 M 4 cratbm 64
HacTosiwero ®depepanbHOro 3akoHa, nNMMBO B cryvasix NpeacTaBfeHUs COOTBETCTBYHLLUM
YNONMHOMOYEHHbIM  doefieparnbHbIM - OPraHOM  UCMOJSTHUTESNbHOW  BMAAcTU  3aKMioYeHus o
HeJOCTOBEPHOCTU pe3ynbTaToB KIIMHMYECKOro WUCCrefoBaHWA ekapCTBEHHOro npenaparta
ANA MeAULUMHCKOro NpUMEHEHMUs, KOTOPOe OCHOBaHO Ha pesyrbTaTax NpoBepKN MeaULMHCKON
opraHusauuun, NPoOBOAMBLLEN YKa3aHHOE KIMMHUYEeCKoe UccrnegoBaHve ¢ HapyLleHUeM rpasusl
Hagnexawen KIMHUYEeCKOM NpakTUKn, N NPUBESIO K NOSTyYEeHUIO HeJOCTOBEPHbIX Pe3yribTaTos,
nnbo B criyyae HeBbINOSHEHUS NPeAnuMcaHns, Bbl4AHHOTO YNOMTHOMOYEHHbIM doeaeparibHbIM
OpraHoM MCMOMHUTENBbHON BNacTM NO UTOram OCYLLUECTBNEHUS BbIBOPOYHOro KOHTPONSA
KayecTBa  JleKapCTBEHHOro  npenaparta, YMNoOfHOMOYEHHbIN  defdeparibHbIn - OpraH
MCNOSTHUTENbHOW BMacTM B YCTAHOBMEHHOM WM [Opsake paccMmaTpuBaeT BOMPOC O
NPUOCTAHOBMNEHUN NPUMEHEHUSA TAKOro SiekapCTBEHHOrO npenaparTa.

FTAPAHT:

O npepocTaBneHun TepputTopuanbHbiMm YnpasneHmsamm Poc3gpaBHaa3opa nHdopmauum o
HegobpokavyecTBEHHbIX N (hanbCUULMPOBAHHbBIX NIEKAPCTBEHHbIX CPEeACTBax CM. Mpukas
depepanbHom cnyx0bl N0 HAaA30py B chepe 30paBOOXPaAHEHMS U COLMANbHOIO pasBnTUSA oT
8 dpeBpans 2006 r. N 255-1p/06

MHdopmaLmst 06 uaMeHeHusix:

Cmamebs 65 OorionHeHa Yacmbio 3 ¢ 15 uroHs 2018 a. - @edeparibHbIl 3aKOH om 4 UOHS
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2018 2. N 140-®3

3. YnonHoOMoO4YeHHbIn doefepanbHbiA - OpraH  UCMOSIHUTENbLHOM  BRactu  npwu
npeacTaBneHun emy CBeleHUn O HECOOTBETCTBUM NPOU3BOAUTENSA JIEKAPCTBEHHbIX CPeacTB
TpeboBaHnAM npaBusi Hagnexawen npou3BOACTBEHHOM MNPaKTUKM U (UNM) O HapyLleHUn
NMNUEH3NOHHBLIX  TpeboBaHuMn, KoTOopble ObiNM  BbISABNEHBI B X04e  MPOBEAEHUS
WHCMEKTMPOBaHMUS  MPOU3BOAUTENS  NIEKaApCTBEHHbIX CPEeACTB UMM OCYLLECTBIEHUS
NNUEH3NOHHOro KOHTPOSA B cdepe Npou3BoACTBa JIeKapCTBEHHbIX CPeaCTB U NpUBENn uUnm
MOryT MpMBECTU K MPOU3BOACTBY JIEKAPCTBEHHbLIX npenapaTtoB Ans  MeAMLUHCKOro
NPUMEHEHNS, NPUYNHUBLLMX MU CMOCOBHBIX MPUYMHUTL BPEA KU3HU UNN 300POBbLIO FpaXaaH,
paccMaTpmBaeT BOMNPOC O MPUOCTAHOBIIEHUN NPUMEHEHNSA NEKapCTBEHHbIX NpenapaToB And
MeANLMHCKOro NpUMEHEHUS B YCTAHOBMEHHOM UM NopsaKke B Credyowmnx cnyyasx:

1) coctaB u (MnNKM) TEXHONOrNMS MPOU3BOACTBA JfEeKapCTBEHHOrO npenapaTta Ans
MeONLUMHCKOrO NpUMEHeHna (C onucaHueMm CTaguin NpOU3BOLCTBA) OTNMYalTCA  OT
3asiBfEHHbIX B PEMMCTPALMOHHOM O0ChE;

2) nekapCTBEHHbIN npenapaTt Ansa MeOuUMHCKOro MpUMEHEHUs npou3BedeH Ha
NPON3BOLCTBEHHOW NNOLWAAKE, HE yKa3aHHOW B perMcTpauuoHHOM JOCHE;

3) Yy npousBOAUTENS  NEKapCTBEHHbIX CPeaCTB  OTCYTCTBYKT  LOKYMEHTHI,
nogTeepxaalrLme COOTBETCTBME KayecTBa feKapCTBEHHOro npenapara ans MeamuuHCKOro
NPUMEHEHNs, BBOAMMOrO B rpakaaHckui obopoT, TpeboBaHWsIM, YCTaHOBIEHHbIM MpPU €ro
rocyfapCTBEHHOWN perncrpauunm;

4) npousBoanUTESIEM NEeKapCTBEHHbIX CPELCTB B COrflacoBaHHbI C COOTBETCTBYIOLLNM
YNOSIHOMOYEHHbIM beaeparibHbIM OpPraHoOM WCMOMHUTENbHOM BNAacTM CPOK HE YCTPaHeHbI
HapyweHnss TpeboBaHUM rpaBusl Hagnexaiwlen npon3BOACTBEHHON MPaKTUKM W (4nn)
NNUEH3NOHHbLIX  TpeboBaHui, KoTopble ObiNM  BbISIBNIEHBI B X04e  NpOBeAeHus
WHCMEKTUPOBaHUSA  MPOU3BOAUTENS  NEeKapCTBEHHbIX CPeACTB UMM OCYLLECTBIIEHUS
NNUEH3NOHHOrO KOHTPOSS B cdepe Npou3BoACTBa SIEKAPCTBEHHbBIX CPEACTB U NPUBENN Un
MOryT TMpMBECTU K MNPOU3BOACTBY JleKapCTBEHHbIX npenapaTtoB Ans  MeAUUUHCKOro
NPUMEHEHNSA, NMPUYNHUBLLMX UITN CNIOCOBOHBIX NMPUYNHUTDL BPE KU3HWU U 30OPOBbLI0 rpaxaaH.

MHdopmaLms 06 uaMeHeHusix:

Cmamebs 65 OorioniHeHa Yacmbio 4 ¢ 15 uroHs 2018 e. - @edeparibHbIl 3aKOH om 4 UOHS
2018 2. N 140-®3

4. YNONHOMOYEHHbIN doefepanbHbIi OpraH UCMNOSTHATENBHOW BIlAaCTU MPU Hanuuumn y
Hero cBefeHUn O HeCOOTBETCTBUM NMPOU3BOAUTENS JEeKApCTBEHHbIX CpeacTB TpeboBaHuAM
npasur Hagnexawen nNpousBOACTBEHHOM MPAKTUKM U (MNK) O HapyLUEHUN NULEH3UOHHbIX
TpeboBaHuN, KoTopble ObiNM BbISABNEHbI B XO4€ MPOBEOEHUA  UHCNEKTUPOBAHUSA
NPOuN3BOANTENS NEKapCTBEHHbIX CPEACTB MMM OCYLLECTBIIEHUS NIULEH3NOHHOIO KOHTPOsS B
chepe nNpom3BOACTBA JIEKAPCTBEHHbLIX CPeacTB M NPUBENW WM MOryT MpUBECTU K
NPOW3BOACTBY NEKapCTBEHHbIX NpenapaToB ANA BeTePUHAPHOro NPUMEHEHUSs, NMPUYNHUBLLNX
NN CNOCOBHBIX MPUYNHUTD BPE XXM3HU UNN 340POBbLI0 XXUBOTHLIX, paccMaTpmBaeT BONPOC O
NPUOCTaAHOBMNEHNN peanu3aumMm W MNPUMEHEHUs feKapCTBEHHbIX rnpenapaToB  Ans
BETEPUHAPHOro NPMMEHEHUs B YCTAHOBIEHHOM UM MOPS/Ke B CriedyroLwmx cryyasax:

1) coctaB u (MnNKM) TEXHONOrMS MNPOU3BOACTBA JEeKapCTBEHHOrO npenapaTta Ans
BEeTEpPUHaApHOro npuMeHeHna (C onucaHnem CcTagun MpOUM3BOACTBA) OTAMYaKTCa  OT
3asBNEeHHbIX B PerMcTpaumoHHOM OOCbe;

2) nekapCTBEHHbIN npenapaT ANs BeTepUHApPHOro MNpUMEHEHUs Npou3BedeH Ha
NPON3BOACTBEHHOM NSioLaake, He yka3aHHOM B permcTpaumoHHOM LOChE;

3) Yy npousBOAUTENS  NEKapCTBEHHbIX CPeaCcTB  OTCYTCTBYKT  LOKYMEHTHI,
noagTreepXxjatoLLne COoTBETCTBME KadeCTBa fNiekapCTBEHHOro npenapara Ang BeTepuHapHoro
NPUMEHEHNs, BBOAMMOrO B rpakaaHckui obopoT, TpeboBaHWsIM, YCTAaHOBIEHHbIM MpPU €ro
rocyaapCTBEHHOM permcrpaumu;
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4) npousBoaUTENIEM NEKapCTBEHHbIX CPELCTB B COrflacoBaHHbI C COOTBETCTBYIOLLNM
YNONMHOMOYEHHbIM (hbefepanbHbiM OpraHOM WUCMOSHUTENbHOW BlaCTM CPOK He YCTpaHEeHbI
HapyweHnss TpeboBaHUM rpaBusl Hagnexaiwlen npou3BOACTBEHHON MPaKTUKM W (4nn)
NULUEH3NOHHBLIX  TpeboBaHuW, KoTopble OblMM  BbISABNEHbI B Xo4e  NpoBedeHus
WHCMEKTUPOBaHUSA  MPOU3BOAUTENS  NIeKapCTBEHHbIX CPeACTB UMM OCYLLECTBIIEHUS
NULIEH3MOHHOIO KOHTPONSA B cpepe NpoM3BOACTBA fIEKapCTBEHHbLIX CPEACTB U NPUBENU UNn
MOryT TMNpMBECTM K MNPOU3BOACTBY JieKapCTBEHHbIX MpenapaTtoB Afis BeTepuHapHOro
NPUMEHEHNHA, MPUYUHUBLUMX WMAW  CMOCOOHBLIX MNPUYMHUTL Bped XU3HW WNU  300POBbHO
XWBOTHBIX.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 65 doronHeHa Yyacmsmu S u 6 ¢ 1 sHeapsi 2026 2. - @edepasibHbIU 3aKOH om 27
Oekabpsi 2019 2. N 475-®3 (8 pedakuyuu PedepanbHO20 3akoHa om 28 urwHs 2022 e. N
204-®3)

Cwm. 6ydywyro pedakyuro

Cmamepsi 65 OornoniHeHa Yacmbio 7 ¢ 1 ceHmsabps 2023 2. - @edepasibHbIlU 3aKOH om 2
urons 2021 e. N 317-@3

Cwm. 6ydywyro pedakyuro
FAPAHT:

CM. KoMMeHTapumn K ctaTbe 65 HacToswwero ®efepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

Cmamabsi 66 usmeHeHa ¢ 1 mapma 2020 2. - ®edeparsibHbil 3akoH om 27 0ekabpsi 2019 e. N
475-03

Cm. npeodbidywyto pedakyuro

CraTtbsa 66. MIHdopmauuma o pesynbrtatax dpapmakoHagsopa

YNONHOMOYEHHbIN (beaepanbHbI OpraH UCNOSTHUTENBHOW BIlaCTW, OCYLLECTBNAIOLNNA
hapmakoHag3op, no ero pesynbTaTaMm pasMellaeT Ha CcBoeM oduvumaribHOM canTe B CeTu
"MHTepHeT" nHdopMaLmio O:

1) BbISIBNEHWM HOBbIX MOATBEPXKAEHHbLIX [OaHHbIX O MOOOYHbIX AENCTBUSIX,
HeXenaTenbHbIX peakumsax, Cepbe3HbIX HexenaTemnbHbIX peakuusix, HenpeaBuaeHHbIX
HeXxenaTtesibHbIX peakumsx npu MpUMEHEHUMM FEKaApCTBEHHOro npenaparta, B TOM 4uche
BNUSAIOLMX HA OTHOLUEHWE OXMAAEMOW MOJSIb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS LaHHOro
nekapCTBEHHOro npenapara,;

2) NPUHATBIX PELUEHUSX O BHECEHUN WU3MEHEHUA B WHCTPYKUMIO MO NPUMEHEHUIO
nekapCTBEHHOro npenapaTta, 0 NPMOCTAHOBIIEHNN MPUMEHEHUS NEKapCTBEHHOMO npenapara,
00 n3vATMM N3 obpalleHns nekapCTBEHHOro npenapara uinn o BO30O6HOBNEHUN NMPUMEHEHUS
nekapCTBEHHOro npenapara.

TAPAHT:

CM. KOMMeHTapun K cTaTbe 66 HacToswwero ®efepansHOro 3akoHa

MHdopmaLms 06 uaMeHeHusix:

HaumeHosaHue uameHeHO ¢ 1 siHeaps 2018 e. - ®edeparibHbIl 3akoH om 28 dekabps
2017 2. N 425-@3

Cwm. npeldbidywyro pedaKyuro

MnaBa 14. UHpopmaumsa o nekapcTBEeHHbIX npenapartax. Cuctrema MOHUTOPUHra
ABWXEHUA neKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpuMeHeHus
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MHdopmaumsa 06 nameHeHusx:

HaumeHoesaHue uameHeHO ¢ 1 siHeapsi 2018 e. - ®edeparibHbIl 3akoH om 28 Oekabpsi
2017 e. N 425-®3

Cm. rpedbidywyto pedakyuro
Cratba 67. VHdopmauua o nekapcTBeHHbIX npenapatax. Cuctema MOHUTOPUHra
ABWXEHUS NeKkapCTBEHHbIX NpenapaTos A1 MeANLMHCKOrO NpUMEHEHUS

MHdopmaLms 06 u3MeHeHusIx:

Uacmb 1 usameHeHa ¢ 13 agaycma 2019 e. - ®edeparibHbit 3akoH om 2 aseycma 2019 2. N
297-03

Cwm. npeodbidywyro pedaKyuro

1. WHdopmauua o nekapcTBEHHbIX Mpenapatax, OTnyckaemblX MO peuenTty Ha
fleKapCTBEHHbIN npenapar, AOSMKHa COAEepPXKaTbCs TOSbKO B CNeumanmn3npoBaHHbIX N30aHusX,
npegHasHa4YeHHbIX AN MeOuMUMHCKMX, (hapMaueBTMYecknx paboTHWMKOB, cCneuuanuctoB B
obnactn BeTtepuHapun. MHdopmauma O nekapCTBEHHbIX NpenapaTtax Afis cneunanvcToB B
obnactn obpalleHnsi NeKapCTBEHHbIX CPeACTB MOXeT CcoAepXaTbCsa B MOHorpadusix,
CcnpaBOYHMKAX, HAaY4YHbIX CTaTbsX, B AOKNa4ax Ha KOHrpeccax, KOHhepeHUmsax, CUMNo3nymax,
Hay4HbIX COBeTax, a Takke B MHCTPYKLMUAX MO NPUMEHEHUIO NeKapCTBEHHbIX NpenapaTos.

2. NHdopmaumss O nekapCTBEHHbIX Mpenapatax, OThnyckaeMblx 6e3 peuenta Ha
NeKapCTBEHHbIN Npenapart, MOXeT codepXaTbCa B nybnukaumax n obbsABNEHUsSX CpeacTs
MaccoBOW MHOpMaLN, Cneumnanm3nmpoBaHHbIX U OBLLMX NeYaTHbIX U3OaHUAX, UHCTPYKLUUAX
Mo MPUMEHEHNIO NEKapCTBEHHbLIX MpenapaTtoB, MHbIX U3gaHWsax cybbektoB obpalleHus
NeKapCTBEHHbIX cpeacTB. PeknamHble MaTepuanbl O JfeKapCTBEHHOM Mpenapare,
oTnyckaemMom 6e3 peuenta Ha neKapCTBEHHbI npenapaT, LOMKHbl COOTBETCTBOBaTb
WHCTPYKLUUKM MO NPUMEHEHUIO NIEKapCTBEHHOIO npenapara.

3. Jonyckaetca ucnonb3oBaHuMe nObbIX MaTepuarnbHbIX HOCUTENEWN, NO3BOMSOLLMX
XpaHUTb, NepedaBaTb M UCMNOMb30BaTb MHGOPMALMIO O NIEKAapCTBEHHbIX Npenapartax 6e3 ee
NCKaXXEeHNS.

MHdopmaLms 06 uaMeHeHusix:

Cmamebs 67 OornoniHeHa Yacmabto 4 ¢ 1 urons 2020 a. - ®edeparibHbil 3akoH om 28 dekabps
2017 e. N 425-®3 (8 pedakyuu ®edeparnbHo20 3akoHa om 27 0ekabpsi 2019 2. N 462-03)

CmM. npeodbidywyto pedakyuro

4. [Ona uenen wuaeHTUdUKaALMM YNAKOBOK JleKapCTBEHHbIX MpenapaToB Ans
MEONLMHCKOIO MPUMEHEHUS MPOU3BOAUTENM  NEKAPCTBEHHbIX CPeACTB B MOpPsKe,
yctaHoBneHHoM [lpaButenbctBom Poccunckon dPegepaumm, HaHOCAT Ha MNEpPBUYHYIO
yNakoBKy (B OTHOLUEHUM NeKapCTBEHHbIX NpenapatoB Ans MeAULUHCKOro NPUMEHEHUs, Ans
KOTOpbIX He mMpeaycMOTpeHa BTOPMYHASA YynakoBKa) W BTOPUYHYIO (MOTpebuTenbckyto)
YNaKoBKY JEKApCTBEHHbIX MNpenapaTtoB ANd MEeAUMUMHCKOrO MNPUMEHEHUs CcpeacTBa
naeHTudmKaumm, 3a WUCKIIYEHMEM JeKapCTBEHHbIX npenapaToB Ans  MeOULMHCKOro
NPUMEHEHNSA, NPOM3BOANMbBIX LA NPOBELEHUS KIIMHMYECKUX MWCCReaoBaHUKW, 3KCnopTa,
NeKapCTBEHHbIX MNpenapaToB ANs MeOUUMHCKOro MPUMEHEHUs], yKa3aHHbIX B 4acTsax 5 u 8
ctatbh 13 HacTtosiwero degepanbHOro 3akoHa, pagvodapmMaueBTUYECKMX JTEKAPCTBEHHbIX
npenapaTos, MMABOK MEAULMHCKMUX U ra3oB MEOULIMHCKNX.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 67 OornoniHeHa Yacmbeto &5 ¢ 1 sHeapsi 2018 e. - ®edepasibHbIl 3akoH om 28
Oekabps 2017 2. N 425-®3

5. Xapaktepuctukun cpeacrea ngeHTudmkaumm, nopsagok ero HaHeceHus n TpeboBaHns

K CTpyKType un dopmaTy WMHGOpMaLUK, KOTOPYH COLEPXUT CPeacTBO uaeHTUdukauumu,
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onpegenstotca MNpasutenscTtBomM Poccuickon ®eaepaunn.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 67 OornoniHeHa Yacmbeto 6 ¢ 1 sHeapsi 2018 e. - ®edepasibHbIl 3akoH om 28
Oekabps 2017 2. N 425-@3
6. Nopsagok cosgaHna, pa3suTus, BBOAA B SKCMNyaTauuio, dkcnnyartauum n sbisoga u3
aKcnnyaTaumMm CUCTEMbl  MOHWUTOPWHra ABWMXKEHUS JIeKapCTBEHHbIX npenapaTtoB Ans
MEOMLMHCKOIO MPUMEHEHUs, MOpsaoK MNpenocTaBneHuss uHdopmMauuu, cogepkallencss B
CUCTEME MOHUTOPWUHra [OBMXXEHUSA JIeKapCTBEHHbIX npenapaTtoB And  MeOULMHCKOro
NPUMEHEHNSA, N NMOPSL0K B3aUMOOENCTBUS YKa3aHHOW CUCTEMbI C UHBIMU FrOCYAapCTBEHHbIMU
WHPOPMALMNOHHBIMU CUCTEMaMU U MHEAOPMALMOHHBIMWA CUCTEMAMU HOPUONYECKUX NUL, U
MHOMBUAYaANbHbLIX NpeanpuHUMaTenen, ykasaHHbiX B 4actax 7 m 10 HacToswen craTbw,
ycTtaHasnmBatTca [lpaButensctsom Poccuinckon Pegepaumn. OnepaTopamn  CUCTEMBbI
MOHUTOPUHIra [OBWXKEHUS JeKapCTBEHHbIX npenapaToB AnNs MEOUUMHCKOrO MNpPUMEHEHNS
ABNATCA  (penepanbHbI - OpraH  UCMOMHUTENbHOM BracTu wn  (Mnn)  opraHuMsaums,
ynonHomMmo4eHHble [NpasutensctBoM Poccuinckon denepaumn.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 67 dornonHeHa Yacmbto 7 ¢ 1 utonsi 2020 e. - @edeparibHbilU 3aKOH om 28 Oekabpsi
2017 a. N 425-®3 (8 pedakyuu ®edeparbHo20 3akoHa om 27 0ekabpsi 2019 2. N 462-03)
7. KOpngndeckve nuua v wnHOUBMAYyanbHble NpeanpuUHUMaTEnu, OCyLLEeCTBNSAKLME
NpoOun3BOACTBO, XpaHeHune, BBO3 B Poccuinckyto ®egepauuio, oTryck, peanusauuio, nepegavy,
NPUMEHEHNE N YHUUYTOXEHUE NEKapCTBEHHbIX NpenapaTtoB ANs MeAULMHCKOro NpUMeEHeHUs,
obecneynBaloT B nopsgke U B cCOCTaBe, KOTOpble ycTaHoBNeHb! MpaButensctsom Poccuiickom
depnepaumm ¢ y4eTOM BuAa OCyLLECTBNAEMON UMW OeATeSNIbHOCTU, BHECEHUE MHdopMauun o
NeKapCTBEHHbIX MpenapaTtax And MeOUuLUHCKOro MNPUMEHEHUS B CUCTEMY MOHUTOPWUHra
ABWXXEHWS1 NEeKapCTBEHHbIX NpenapaToB ANt MEANLNHCKOIO NPUMEHEHNS.

MHdopmaumsa 06 nameHeHusx:

Uacmb 7.1 usmeHeHa ¢ 13 utornia 2020 2. - ®edeparibHbit 3akoH om 13 utonsg 2020 2. N
206-03

Lelicmeue nonoxeHud Yacmu 7.1 (8 pedakyuu ®edeparnibHo20 3akoHa om 13 urons 2020 a.
N 206-®3) pacripocmpaHsiemcsi Ha rnpasoomHoweHuUsi, 603HUKwWue ¢ 1 urons 2020 a.

Cwm. npeodbidywyro pedaKyuro

7.1. JlekapcTBeHHble npenapaTbl ANd MeAUUUHCKOro NpUMEHEHUs, NpegHa3HayYeHHble
ans obecneveHuns nuu, 60MnbHbIX reMounuen, MykoBMCUNA030M, rMNodn3apHbiM HAHU3MOM,
6onesHbio owe, 3nokayecTBEHHbIMU HOBOOOPA30BaAHUAMU NMMGONOHON, KPOBETBOPHOWN Wt
POLCTBEHHbBIX UM TKaHEWN, pacCesiHHbIM CKIepOo30M, 1L Mocne TpaHCcnnaHTauun opraHos u
(unn) TkaHen, npowusBedeHHble 0o 31 gekabps 2019 roga, a Takke MHble NeKapcTBEHHble
npenapaTtbl AN MeaMUMHCKOro npumeHeHuns, npoussedeHHble go 1 wmona 2020 roaa,
noanexar XpaHeHuto, nepeBO3Ke, OTMYCKy, peanusauun, nepegade, npumeHeHuro 6e3
HaHeceHNsa cpeacTB MAeHTUdUKaLMM 0O UCTEYEHUs1 CpoKa MX rogHocTu. [paBuTenbCTBO
Poccuiickon ®epepaumm BnpaBe yCTaHOBUTb OCOBEHHOCTM BBOAA B rpaxkgaHckuin obopoT
NleKapCTBEHHbIX NpenapaToB A4S MeANLNHCKOro NPUMEHEHNS, NPOM3BeAEHHbIX B nepuog ¢ 1
monsa 2020 roga no 1 oktabpa 2020 roga. B uenax BBoga B rpaxgaHckui o6opoT
NeKapCTBEHHble npenapaTtbl AN  MEAUUUHCKOrO  MPUMEHEHUs, 3a  UCKITHYEHMEM
NEeKapCTBEHHbIX MpenapaTtoB, MpeAHasHayeHHblx Ans  obecnevyeHns nud, OGOMbHbBIX
remocpununen, MYKOBUCLMA030M, rmnounsapHbIM HaHN3MOM, bonesHbto  [owe,
3110Ka4YeCTBEHHbIMM HOBOOOpPa3oBaHNAMN NIMMEOMAHON, KPOBETBOPHOM M POACTBEHHBLIX UM
TKaHEW, pacCesiHHbIM CKIepo30M, NUL, Nocre TpaHCnfaHTauMm opraHoB U (Unu) TKaHewn,
npouvsBedeHHble 3a npegenamun Tepputopum Poccuinckon Pepepaumm o 1 oktabps
2020 roga, moryT 6bITb BBe3eHbl B Poccuickyto depepaumo o 1 sHeaps 2021 roga B
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nopsiake, yctaHoBneHHom [lpaButenbctBoMm Poccunckon Pepepaumn, 6e3 HaHeceHus
cpeacTB naeHTudmkaumm.

MHdopmaLms 06 u3MeHeHusix:

Cmambsi 67 OonosiHeHa 4Yacmbeto 8 ¢ 1 aHeaps 2018 a. - ®edeparibHbil 3akoH om 28
Oekabpsi 2017 2. N 425-@3

8. OpraHusauuss WHPOPMALMOHHOIO B3aUMOOEWUCTBUS CUCTEMbI  MOHUTOPMHra
OBWXKEHUS NeKapCTBEHHbIX MpenapaToB AN  MEeAUUUHCKOrO MNPUMEHEHUA C  UHbIMU
rocyfapCTBEHHbIMM  MH(POPMALMOHHBIMKM  cucTeMamMn obecneymBaeTcd B TOM  4ucne
nocpencTBoOM  WMH(pacTpykTypbl, obecneuvvBatowen MHPOPMaLMOHHO-TEXHOOrMYECKOe
B3aMMOAENCTBME  WUHMPOPMALMOHHBLIX CUCTEM, WUCMONb3yeMbiX ANd NpeaoCTaBreHus
rocyfapCTBEHHbIX W MyHUUMNANbHbIX  YCAYr W WUCMNOSIHEHUS  FOCYOAapPCTBEHHbIX U
MYyHULMNANbHbIX OYHKLMA B 9NEKTPOHHOW bopMeE.

MHdopmaLms 06 u3MeHeHusix:

Cmamsbsi 67 OonosiHeHa 4Yacmbeto 9 ¢ 1 aHeaps 2018 a. - ®edeparibHbil 3aKkoH om 28
Oekabpsi 2017 2. N 425-@3
9. O6wenoctynHasa nHpopmaums, cogepxallasiCa B CUCTEME MOHUTOPUHIa ABMKEHUS
NEeKapCTBEHHbIX MpernapaTtoB AN  MEeOUUMHCKOTO  NPUMEHEHWs, pasMellaeTcs B
MHOPMALNOHHO-TENEKOMMYHUKALUNOHHON ceTn  "MHTepHeT" (B TOM uucne B dopme
OTKPbITbIX AaHHbIX) B NOpsike, ycTtaHoBNeHHOM [MpaButensctBoM Poccunckon denepaumn.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 67 OornonHeHa Yacmbio 10 ¢ 1 sHeapss 2018 e. - ®edeparibHbil 3akoH om 28
Oekabps 2017 2. N 425-®3
10. MNMpoussoguTenn nekapCTBEHHbIX CPeACTB MOSlyvarT coAepXallytocs B cucteme
MOHUTOPUHIa [ABWXEHUS NEeKapCTBEHHbIX MpenapatoB ANs MeOUUUHCKOro MNpUMEHEHUS
MHpopMaUUnIo O cepusix MU MNapTUSX NEeKapCTBEHHbIX NpenapaTtoB, MPOU3BOAMMBIX UMW U
HaxoasLWwmMxca B rpaxaaHckom obopote B Poccurickon ®eagepaummn, 6€3803mMe34HO.

MHdopmaLms 06 uaMeHeHusix:

Cmamebsi 67 dononHeHa Yacmbro 11 ¢ 1 uronsa 2020 e. - ®edeparnbHbil 3akoH om 28
Oekabpsi 2017 2. N 425-®03 (8 pedakyuu PedepasibHo20 3akoHa om 27 Oekabps 2019 a.
N 462-03)

11. 3a npon3BoACTBO UNY NPOAaXy feKkapCTBEHHbIX npenapaToB ANs MeaUUUHCKOro
npumeHeHna 6e3 HaHeceHMs CpencTB MAEHTUdUKaUUW, C HapyleHUEM YCTaHOBMEHHOro
nopsgka WX HaHeceHusl, a Takke 3a HeCBOEBPEMEHHOE BHeCeHMe [aHHbIX B CUCTEMY
MOHUTOPUHIa OBWXEHUS NEeKapCTBEHHbIX npenapaTtoB ANA MEeOUUUHCKOrO MPUMEHEHUS UIn
BHECEHNE B Hee HeOOCTOBEPHbIX [aHHbIX HpUaMYeckue nvua W uHanBMAOyanbHble
npegnpuHUMaTeny, ykasaHHble B 4acTax 4 U 7 HACTOsILWEN CTaTbW, HECYT OTBETCTBEHHOCTL B
COOTBETCTBUU C 3aKoHoAaTenbCcTBOM Poccuiickon enepaumm.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 67 OornonHeHa Yacmbio 12 ¢ 1 saHeapss 2018 e. - ®edeparibHbil 3akoH om 28
Oekabps 2017 2. N 425-@3

12. TpasutenbctBo Poccunckon Pepepauum BrpaBe YCTaHOBUTb OCOOEHHOCTM
BHEAPEHNST CUCTEMbl  MOHWUTOPWUHra [OBWXKEHUS  NeKapCTBEHHbIX MpenapaToB  Ans
MeONLMHCKOrO NMPUMEHEHUs!, BKIOYas CPOKU ee BHeApPEHUSA, B OTHOLLUEHUU NEeKapCTBEHHbIX
npenapatoB Ans MEeOUUMHCKOrO MNPUMEHEHUS, BKITOYEHHbIX B NepeyvYeHb XU3HEHHO
HEOOXOAMMBIX W BaXKHEWLIMX JeKapCTBEHHbIX MpenapaToB, JleKapCTBEHHbLIX MpenapaTos,
npegHasHayeHHbIX Ana  obecnedyeHns nud, O0MNbHbIX remodunmen, MyKOBUCUULO3OM,
rmnoomsapHbIM - HaHM3MOM, ©onesHbio [owe, 3noKavyeCcTBEHHbIMWU HOBOOOGPA30BaAHUAMM
NMMMAONOHON, KPOBETBOPHOM W POACTBEHHLIX MM TKaHEW, pacCesiHHbIM CKepo3oM, vy,
nocrnie TpaHCrmaHTauun opraHoB U (MNM) TKaHEW, WHbIX NeKapCTBEHHbIX npenapaToB Ans
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MeOJUNUNHCKOIo NpuMeHeHu4.
FAPAHT:

CM. KOMMeHTapum K ctaTbe 67 HacTosilero PegeparnbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 25 Hos6ps 2013 2. N 317-®3 Hacmoswult ®PedeparibHbiU
3aKkoH dorosiHeH anasou 14.1

naBa 14.1. OrpaHnyeHus, HanaraemMmble Ha opraHM3auum, ocyLecTeRAWMe
AeATeNbHOCTb MO ObpaLleHnIo NeKapCTBEHHbIX CPeacTB

Cratba 67.1. OrpaHuYeHus, Hanaraemble MNpU OCYLLUECTBMEHUMN AEATENbHOCTM B

chepe obpalleHnss NnekapCTBEHHbLIX CPEACTB

1. Opranunsauuu, 3aHumMatromecs paspaboTkon, NPon3BoACTBOM U (MNK) peanusaumen
NEeKapCTBEHHbIX NpenapaTtoB Ans MEeAULUHCKOrO NPUMEHEHUs, opraHusauuu, obnagaroLime
npaBamMu Ha WCMONb30BaHME TOProBOro HaMMEHOBaHUA NEKapCTBEHHOro npenapata ang
MEANLMHCKOro NPUMEHEHNS, OpraHn3auum oNTOBOW TOProBv NIEKAPCTBEHHBLIMU CPeaCTBaMM,
anTeyHble opraHms3auumn (UX npeactaBuTeENN, MHble U3NYECKME W topuauyeckme nuua,
OCYLLECTBNAOLME CBOK [OeATENbHOCTb OT WMMEHW 3TUX OpraHmsauun) B OTHOLUEHWMU
MeANLMHCKNX pabOoTHMKOB 1 pyKoBOAUTENEN MEANLMHCKMX OpraHM3aumin He BnpaBse:

1) Bpyd4aTb nogapku, BbiNNadYMBaTh [OeHEXHble cpeacTtBa  (3a  UCKMOYeHueM
BO3HAarpaXXgeHunm no [[oroBopam MNpu  MNPOBEAEHUM  KITMHUYECKUX  UccregoBaHuin
NEKapCTBEHHbIX NpenapaToB ANl MEAULMHCKOrO NMPUMEHEHUS1, BO3HArpaXxaeHum, CBA3aHHbIX
C OCYLECTBNEHMEM MeEOULMHCKMM paboTHMKOM negarormdyeckon wn  (Mnm) HayvyHoW
AEATENbHOCTM), B TOM 4YMCIEe OnfadMBaTb pasBrievyeHuns, oTablX, Npoe3a K MecTy oTabixa, a
Takke npuBnekaTb K y4acTulo B pasBriekaTenbHbIX MepOonpuATUAX, MPOBOAUMBIX 3a cCYeT
CBOMX CPeACTB;

2) 3aknyaTb COrnaweHuMsi O Ha3Ha4YeHUn WnNn  pekoMeHgaumm naumMeHTam
NeKapCTBEHHbIX NpenapaToB AN MeAMLMHCKOrO NpMMEHEHUs (3a UCKITOYEHNEM AOrOBOPOB O
NPOBEAEHUN KINHUYECKNX UCCNeaoBaHUM NEKapCTBEHHbIX NMpenapaTtoB Anst MeOULMHCKOro
NPUMEHEHNS);

3) npepocTaBnAaTb 00pasubl NIEKAPCTBEHHbIX MNpenapatoB Ans  MeOULMHCKOro
NPUMEHEHNA B LENsX BPyYEHWA nauueHTam (3a WCKNIOYEHUMEM CrydaeB, CBA3a@HHbIX C
NpPoBeAEHMEM KIMHUYECKUX UCCNeAoBaHUM NIEKAPCTBEHHbIX NpenapaTtoB A MeAULUMHCKOro
NPUMEHEHNS);

4) npeaocTaBnsaATb HEAOCTOBEPHYIO U (UNIN) HEMOSHY MH(OPMaLNIO O NEKAPCTBEHHbIX
npenapaTax ansi MegMUMHCKOro NPUMEHEHNS;

5) nocewatb nx B paboyee BpeMsa Ha paboymx MecTax, 3a UCKMYEHMEM CIy4aes,
CBSI3aHHbIX C NPOBEAEHMEM KIMHUYECKUX UCCNEeOOBaHWA NEKapCTBEHHbLIX MpenapaTtoB Ans
MEONLMHCKOrO MPUMEHEHUs, C Yy4YacTUeM B MOpPsiAKe, YCTAHOBIIEHHOM pPYyKOBOAMTENEM
MeANLMHCKOWN OpraHusaumm, B cOOpaHnax MeguuUMHCKNX paboTHUKOB U UHBLIX MEPONPUATUSIX,
HanpaBfieHHbIX Ha MOBbILWEHNE UX MPOCECCMOHANbLHOIO YPOBHSA WM Ha NpeaocTaBreHue
MHpopMauuK, CBA3AHHOW C OCYLLECTBEHMEM MOHUTOPWUHra 6e30MacHOCTN NeKapCTBEHHbIX
npenapaTos;

6) nobyxgaTb K BbIMUCbIBAHUMIO NEKAPCTBEHHbIX MpenapatoB AN MeAULMHCKOro
NnpPUMeHeHNs Ha OnaHkax, cogepkalmx MHpopMaumio peknaMmHOro xapakrepa, a Takke Ha
peuenTypHbIXx GnaHkax, Ha KOTOPbIX 3apaHee HanevyataHo HaMMEHOBaHWEe eKapCTBEHHOro
npenapaTta ans MeanuMHCKOro NpuMeHeHus.

2. OpraHusauun, ykasaHHble B absale nepBoM 4acTy 1 HacTosAWen cTaTbU, U UX
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npeacTaBUTENN B OTHOLIEHMM bapMaueBTMYECKMX pabOTHMKOB U pyKOBOAUTENEN anTeYHbIX
opraHmsauunmn He Bripase:

1) BpyyaTb MoAapku, BbiNflayMBaTb OEHEXHble CPeACTBa, B TOM 4YMCMe OnnaynBaTtbhb
pasBneyeHus, oTAblX, Npoe3a K MecTy OTAbIXa, U NpuBneKaTb K y4acTuio B pa3BriekaTenbHbIX
MEpPONPUATUSAX, MPOBOAMMbIX 3a CHET CBOMX CPEACTB;

2) npepocTaBnATb o06pasubl fleKapCTBEHHbIX MpenapaToB And  MeauuUMHCKOro
NPUMEHEHNSA ANsa BPyYEHMS HAaCENEHMUIO;

3) 3aknw4atb COrMaweHuss O MpeanoXeHUWW  HaceneHulo  onpefeneHHbIX
NeKapCTBEHHbIX NpenapaToB A5 MEAULNHCKOrO NPUMEHEHWS;

4) npeaocTaBnsATb HEAOCTOBEPHYIO U (UNN) HEMOSHY MH(OPMaLNIO O NEKAPCTBEHHbIX
npenapatax And MeOUUWHCKOrO MPUMEHEHNS, B TOM 4uCle WMEKLWUX OAMHAKOBOE
MeXayHapogHoe HenaTeHTOBaHHOE HavMeHOBaHue.

FTAPAHT:

CM. KommeHTapum K ctaTbe 67.1 HacToswero PegepanbHOro 3akoHa

Cratbsa 67.2. TpeboBaHus K opraHmsaumm M MPOBELEHUID HAYYHbIX MEPONPUATUN,
WHbIX MEPONPUATUIN, HanpaBfiEHHbIX Ha MOBbLIWEHNE MNPOECCUOHANTBHOIO
YPOBHA MeOULMHCKMX PpabOTHWKOB WM Ha npegocTaBrieHne WHgopmauuu,
CBSI3@aHHOW C OCYLLEeCTBIEHMEM MOHUTOPUHra 6e30MacHOCTM NeKapCTBEHHbIX
npenapaTos

1. MNpwn npoBeaeHNN HayYHbIX MEPOMPUATUIN, NHBIX MEPOMPUATUIN, HaNpPaBEHHbIX Ha
noBbIlEHNE  NMPOGECCUOHANBHOMO  YPOBHA  MEOUUMHCKMX  paboTHMKOB  wmnn  Ha
npefocTaBfieHMe  CBSI3AaHHOM  C  OCYLUECTBIEHMEM  MOHMTOpMHra  ©e3onacHocTu
NeKapCTBEHHbIX MpenapaToB WHGOpPMauuK, OpraHndyembliX OpraHMsauusMy, ykasaHHbIMU B
absaue nepeom 4actm 1 cratenm 67.1 Hactosiwero degepanbHOro 3akoHa, UX
npegcrasutenaMmm un (unv) UHaHCUpyeMblX 3a CYET CPeAcTB 3TUX opraHusauum n ux
npegcraBuTenen, 3anpeLaeTca NPenaTCTBOBaTb Y4aCTUIO B YKa3aHHbIX MEPONPUATUSX UHbIX
opraHuMsauun, KoTopble NPOU3BOOAT WMNW peanu3yloT JeKapCTBEHHble npenapaTbl Ans
MeANLMHCKOrO NMPUMEHEHUSI CO CXOXMM MEXaHM3MOM (bapMaKonorm4yeckoro encTems, nnMbo
co3faBaTb OUCKPUMUHALMOHHbBIE YCNOBUA ONA OOHUX YYACTHUKOB MO CPaBHEHUIO C APYruMu
y4yacTHUKaMn, a UMEHHO:

1) npepocTtaBnATb pasfiMyHOE KOMMMYECTBO BPEMEHU ANS BbICTYMNSIEHUA YYaCTHUKOB,
pasnuyHble MO pasMepy 3aHMMaemon nnowagnm Mecrta Ana AeMOoHCTpauuum obpasuos
nekapCTBEHHbIX NpenapaToB A1 MeAULMHCKOro NPUMEHEHNS U PEKNaMHbIX MaTepuanos o
NeKapCTBEHHbIX NpenapaTax Ana MeOULMHCKOrO NMPMMEHEHUs Ha 3KCMNo3numsx, cTeHaax, 3a
NCKIMIOYEHNEM CIlyvaeB, eCriv Takme YCrnoBUA 3akpenneHbl B CornalleHnax aTux opraHnsauum,
UX npeacTasuTenen o ((PUHAHCMPOBAHUM YKa3aHHbIX MEpPOnpuUATUA U 0BYyCrOBMEHbI
pasnuyHbIMK 3aTpaTaMy y4aCTHUKOB Ha UX OpraHu3aumio;

2) ycTaHaBnuBaTb pas3mep B3HOCA ANA YYaCTHMKOB MEPONPUATUA, YKa3aHHbIX B
ab3aue nepBOM HaCTOAWEW 4YacTW, MpeBbIAKWMIA CyMMY 3aTtpaT Ha opraHusauumio
yKa3aHHbIX MepOonpuUATUA 1 Beaywun K HeobOCHOBAHHOMY OFpaHMYEHUI0 4ucrna ux
Y4aCTHUKOB.

2. OpraHusaumn, ykasaHHble B absaue nepsom 4actm 1 crtatbm 67.1 HacToswero
depnepanbHOro 3akoHa, WX nNpeacTaBUTENW, OCYLWEeCTBASLWMe opraHmsauuio mn (unu)
PUHaHCUPOBaHNE MEPOMNPUATUA, YyKasaHHbIX B 4Yacty 1 Hactodawen craTbn, 0643aHbl
obecneunBatb AOCTYN K MHGPOpPMauMm O AaTte, MecTe U BPEMEHN NPOBEAEHUS yKa3aHHbIX
MEpPONPUATUIA, NnaHax, nporpaMmmax MnpoBEeAEHUS YKa3aHHbIX MEpPOonpuUsaTUA U Temax,
nnaHvpyemMblix AOns pacCMOTPEeHusi, COCTaBe WX Yy4YaCTHUKOB MNyTeM pasMeLleHus
COOTBETCTBYIOLEN WHGOPMaUMM Ha CBOUX oduumnanbHbiX cantax B cetun "MHTepHeT" He
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nosgHee ABYyX MecdUeB 40 Havarna npoBeAeHns yka3daHHbIX MepPONpUSaTUN.

3. NHopmauusa o npoBefeHUN MeEPONPUATUN, YKasaHHbIX B 4acTu 1 HacTosuwen
CTaTbW, B CPOK, YCTAHOBMNEHHbIA YacTbio 2 HACTOSILLEN CTaTbW, AOIMKHA ObITb HanpasneHa B
doeaepanbHbIN OpraH UCNOMHUTENBHOW BNAacTW, OCYLLECTBNAIOLWMA OYHKUUM NO KOHTPOSIO U
Hag30py B chepe 3apaBOOXpaHeHNd, AN nocnenylLwero pasMmeLlleHns ee Ha ouunanbHOM
caunTe aTOro opraHa B cetn "IHTepHeT".

FTAPAHT:

CM. KommeHTapum K ctaTbe 67.2 HacTosiwero PegepanbHOro 3akoHa

MnaBa 15. OTBeTCTBEHHOCTb 3a HapyLueHue 3aKkoHoaaTenbcTBa Poccuinckon
®depepaumm npu obpaweHMn NeKapcTBEHHbIX CPeACTB U BO3MeLLeHue Bpeaa,
NPUYUHEHHOrO 340POBLIO rPaXxaaH BcreacTBMe NPUMEHeHUs NeKapCcTBeHHbIX

npenapatoB

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-©3 e cmambto 68 Hacmosiweao
®edepasnibHO20 3aKOHa 8HECEHbI USMEHEHUS, ecmynarouwue 6 cusny ¢ 1 urons 2015 e.

CmM. mekcm cmamabu 8 rpeodbidywel pedakyuu
Crtatba 68. OTBETCTBEHHOCTb 3a HapyleHue 3akoHogaTtenbcTBa Poccunckon
depepaunm npu obpalleHnn nekapcTBEHHbIX CPeacTB
1. HapyweHne 3akoHogaTenbctBa Poccuiickon ®epepauumn npu  obpaleHum
NEKApPCTBEHHbIX CpeacTB BneyeT 3a CcoboM OTBETCTBEHHOCTbL B COOTBETCTBUM C
3akoHogartenbcTtBoM Poccuickon ®egepaunn.

MHdopmaLmsi 06 u3MeHeHusIx:
Yacmb 2 usmeHeHa ¢ 15 uroHs 2018 a. - @edeparsibHbit 3akoH om 4 utoHs 2018 2. N 140-©3

Cm. npeodbidywyto pedakyuro
2. 3a HenpegcTaBneHne NN HeCBOEBPEMEHHOE npeacTaBneHne nHopmaumm n (unu)
AOKyMeHTOoB nnbo npeacTaBneHne HeOOCTOBEPHbIX WMHopmMauun u (Mnv) OOKYMEHTOB,
npeaycMoTpeHHbIX  HacTosawmm  degepanbHbiM  3aKOHOM,  CyObekTbl  obpalleHus
NeKapCTBEHHbIX CPeACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUWM C 3aKOHOAATENbCTBOM
Poccunckon ®epepaunn.
FAPAHT:

CM. koMMeHTapumn K ctaTbe 68 HacToswwero ®efepansHOro 3akoHa

Cratba 69. Bo3mellueHne Bpeda, NPUYMHEHHOrO 340POBLI0 rpaXkaaH BCNeacTsBue
NPUMEHEHNA NIeKapCTBEHHbIX NpenapaToB

1. [llpousBoauTens rekapCTBEHHOro rnpenapata o6s3aH BO3MeCTUTb  Bpes,
NPUYMHEHHbBIN 300POBLI0 FpaxdaH BCNeaCTBME NPUMEHEHUS NEeKapCTBEHHOro npenaparta,
€eCnun JoKasaHo, YTo:

1) nekapcTBeHHbIN npenapat MNPUMEHSANCA NO Ha3Ha4YeHU0 B COOTBETCTBUU C
WHCTPYKUMEN NO NPUMEHEHMIO NIEKAPCTBEHHOIO npenapaTa 1 NpuYnHON Bpena siBUICS BBOJ, B
rpaxkgaHckum o6opoT HegoOpoKayeCTBEHHOIO NeKapCcTBEHHOrO Npenapara;

2) Bped 300pOBbHO  MPUYMHEH  BCNeACTBME  HEOOCTOBEPHOM  MHpopMaumu,
cogepxallemcsa B WMHCTPYKUMM MO MNPUMEHEHUIO JleKapCTBEHHOro npenapata, u3gaHHOu
npoun3BoauTENeEM fNieKapCTBEHHOrO nNpenapara.

MHdopmaLmsi 06 u3MeHeHusIx:

®edeparnbHbiM 3akoHOM om 25 Hosibps 2013 2. N 317-®3 e yacmb 2 cmambu 69
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HacmosAuw,eeco wedepaanoeo 3aKOHa 8HeCeHbl USMEeHEeHU-A

Cm. mekem 4acmu 8 rpedbidywelt pedakyuu

2. B cnyyae, ecnu Bpeq 300pOBbIO rpaxgaH NPUYMHEH BCNeACTBME MNPUMEHEHUS
NeKapCTBEHHOro npenapara, npuliealero B HErogHOCTb B pe3yrbTaTe HapylleHUs npasun
XpaHeHUs NeKapCTBEHHbIX CpeacTB, MNpaBuil  OMNTOBOW TOProBfvM  NeKapCTBEHHbIMU
npenapataMmy, npaBun OTMyCKa JEKapCTBEHHbIX MpenapaTtoB, MpaBuil U3rOTOBIIEHUA U
OTNyCKa fekapCTBEHHbIX NpenapaToB, BO3MeLLeHNe Bpeaa OCYLLEeCTBNAETCA COOTBETCTBEHHO
opraHusauunen onToBOW TOProBIiM JfIEKAPCTBEHHbIMW CpeacTBaMu, anTe4yHOW opraHusaumen,
nHOuBMAYyanbHbIM NpeanpuHUMaTeneM, WUMeLWUMU NULEH3UI0 Ha dapMaueBTUYECKYHO
AEATENbHOCTb UMW NINLEH3NIO Ha MEOULMHCKYIO0 OeATENbHOCTb, MEOULIMHCKON OpraHm3aumen,
UMeloLWen nuueHsno Ha dapmaueBTMYecKyo aesTenbHocTb (ee  060cob6eHHbIM
nogpasgeneHvnem (ambynatopuen, oenbaepckum n enbalepcKo-akyLWepCKUM NyHKTaMu,
ueHTpom (oToeneHnem) obuwien BpayebHOM (CEMEWHOWN) MNPaKTUKM), PaCMONOXEHHbIM B
CENnbCKOM HaCeneHHOM MNyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHad opraHu3auus),
AOMNYCTUBLLMMW NPOAAXY MM OTMYCK Takoro NnekapCTBEHHOro npenapara.

3. BoamelleHne Bpena, NPMYMHEHHOrO 300POBbLIO rpaXKaaH BCNeacTBMe NpUMEHEHUS
NEeKapCTBEHHbIX MpenapaTtoB WM COBEPLUEHUA MNPOTUBOMPABHbLIX AENCTBUMA CcybObekTtamm
obpalleHna  fekapCTBEeHHbIX  CPedCcTB,  OCYLIeCTBNSeTCA B COOTBETCTBUM  C
3akoHogartensctBom Poccurickon ®egepaumn.

FTAPAHT:

CM. KoMmeHTapum Kk ctaTbe 69 HacTosiero ®eaepanbHOro 3akoHa

MnaBa 16. 3aknouuTeribHbie NONoXeHus

Cratbsa 70. O npu3sHaHWM yTpaTUBLLUMMW CUNY OTAENbHbIX 3aKOHOOATESbHbIX aKTOB
(nonoxxeHu 3akoHoaaTenbHbIX akToB) Poccunckon ®epepauum

Mpu3HaTb yTpaTUBLLUUMK CUNY:

1) ®epepanbHbii 3akoH oT 22 wuoHa 1998 roga N 86-®3 "O nekapCTBEHHbIX
cpeactBax" (CobpaHue 3akoHogaTenbcTBa Poccunckon ®epepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbln 3akoH oT 2 aHBaps 2000 roga N 5-03 "O BHeCEHUM M3MEHEHUS U
pononHeHnn B depepanbHbln  3akoH  "O  nekapcTtBeHHbiX cpeactBax”  (Cobpanue
3akoHopaTtenbcTBa Poccuiickon ®epepaumm, 2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa oT 10 aHBaps 2003 roga N 15-9©3 "O BHeceHUU
N3MEHEHNN 1 OOMONHEHMN B HEKOTOPbIE 3akoHodaTenbHble akTbl Poccunckon degepaumm B
cBaA3n ¢ npuHatnem ®PegepanbHoro 3akoHa "O nMUEH3NPOBaHMM OTAENbHbLIX BUAOOB
peatenbHocTn" (CobpaHne 3akoHogatenscTBa Poccunckon ®egepaumn, 2003, N 2, cT. 167);

4) crateto 31 depepanbHoro 3akoHa ot 30 uioHa 2003 roga N 86-d3 "O BHeceHuu
N3MEHEHNN WU OOMNOSIHEHM B HEKOTOpble 3akoHoAaTenbHble akTbl Poccuiickon depepaumn,
NpU3HaHUM  yTPaTUBLUMMW  CWUy OTAENbHbIX  3aKOHOAATEfNbHbIX akToB  Poccuickon
depnepaumm, NnpeaocTaBneHn OTAENbHbIX rapaHTU COTPYAHMKAM OpraHoB BHYTPEHHUX Oen,
OpraHoB MO KOHTPOSIK0 3a 0OOPOTOM HAPKOTUYECKUX CPEACTB U MCUXOTPOMHbLIX BELLECTB U
ynpasgHsaeMblx doeaeparnbHbIX OpraHOB HANOroBoW NONULMK B CBA3W C OCYLLIECTBIIEHUEM MEP
Mo COBEPLUEHCTBOBAHUIO rocydapcTBeHHoro ynpaeneHus" (CobpaHue 3akoHogaTenbCcTBa
Poccunckon ®egepaunn, 2003, N 27, c1. 2700);

5) crateto 101 ®PepepanbHoro 3akoHa oT 22 asrycta 2004 rogpa N 122-03 "O
BHECEHMM W3MEHEeHMN B 3akoHodaTenbHble akTbl Poccuirickon ®depepaumm 1M NpusHaHUK
yTpaTUBLLUMMMK CUIY HEKOTOPLIX 3aKOHOAATerbHbIX akToB Poccunckon denepaumm B CBA3U C
npuHaTMEM deaepanbHbiX 3akoHOB "O BHECEHUN N3MEHEHM U OononHeHnn B ®eaepanbHbin
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3akoH "O6 o6wmx npuHUMNax opraHuM3auuy 3akoHodaTemnbHbIX (NpeacTaBUTENbHbIX) U
NCMONHUTESNbHBLIX OPraHoB rocyAapcTBEHHOM Bnactu cybbekToB Poccuickon ®egepauun” m
"O6 o6Wnx NpMHUMNax opraHn3aunun MecTHOro camoynpasnenunsa B Poccunckon ®egepauyun”
(Cobpanue 3akoHogaTenbcTBa Poccuiickon ®eagepaumm, 2004, N 35, ct. 3607);

6) ctaTbto 28 ®epepanbHoro 3akoHa oT 18 gekabpsa 2006 roga N 231-d3 "O BBegeHumn
B AenctBue 4actu yetBepton [paxgaHckoro kogekca Poccunckon depepaumn” (CobpaHue
3akoHogaTenscTea Poccuickon ®epepaunn, 2006, N 52, ct. 5497).

TAPAHT:

CM. KoMmmeHTapum k ctaTbe 70 HacTosilero PefeparnbHOro 3akoHa

Cratba 71. BctynneHue B cuny Hactosuero ®egepanbHOro 3akoHa

1. Hactoawwun ®epepanbHbii 3akoH BCTynaeT B cuny ¢ 1 ceHtabpa 2010 roaa.

2. JlekapcTBeHHble CpeacTBa, 3aperMcTpupoBaHHble A0 AHA BCTYNMEHUS B CuUNy
HacToswero ®defepanbHOro 3akoHa, nognexaT BKIHYEHUK B rocydapCTBEHHble peecTpbl
neKapCTBEHHbIX CPeaCTB C BHECEHWEeM yKasaHHbiX B 4Yactu 1 cratem 33 HacToAwero
depepanbHOro 3akoHa cBefeHuMn 06 3TUX NEeKapCTBEHHbIX cpeacTBax 06e3 npoxoxaeHus
BHOBb NpoLeaypbl rocyaapCTBEHHOW peErncTpaumm nekapcTBeHHbIX NpenapaTos.

MHdopmaLmst 06 uaMeHeHusIx:

®edepasnbHbivM 3akoHoM om 11 okmsbpss 2010e. N 271-@3 6 yacmb 3 cmambu 71
Hacmosiwe2o PedepasibHO20 3aKOHa BHECEHbI U3MEHEeHUS

Cm. mekem 4acmu 8 rpedbidywel pedakyuu
3. locypapctBeHHasi peruncrpaumsa fekapCTBEHHbIX NpenapaTtoB, 3a WCKITHYEHUEM
NeKapCTBEHHbIX nNpenapatoB AN  MeOUUUHCKOro MNPUMEHEeHUs, npeacTaBneHHbIX Ha
yKa3aHHyl0 pernctpauuio Ao AHA BCTynneHus B curny Hactosiwero ®efepanbHOro 3akoHa,
OCYLLIEeCTBNAETCA B COOTBETCTBUM C HacTosawmm degeparnbHbiM 3aKOHOM Ha OCHOBaHWMU
OOKYMEHTOB M [aHHblX, MpeAcTaBreHHblX A0 [AHA BCTYNNEHUss B CWUITy HAaCTOSLLEro
depepanbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM  3akoHOM om 29 Hosbps 20102. N 313-©3 vacmb 3.1 cmambu 71
Hacmosiweao PedeparsibHO20 3aKOHa U3/I0XeHa 8 HOo8oU pedakuyuu, ecmynarouwel 8 cusy
co OHA oquyuanbHoz2o ornybrukoeaHus Ha3geaHHO20 ®edepaslbHO20 3aKoHa U
pacrnpocmpaHsiroulelcs Ha rnpasdoomHoweHusi, 803HUKwue ¢ 1 ceHmsbps 2010 e.

Cm. mekem 4acmu 8 rpedbidywet pedakyuu

3.1. TocynapCTBEHHaAsA perncTpaumst nekapCTBeHHbIX NpenapaTtoB And MeguuUMHCKOro
NPUMEHEHNS, NPeaCTaBEHHbIX HA rOCYNapCTBEHHYK perncrpauuio A0 AHSA BCTYMMeHus B
cuny Hactosiwero ®enepanbHOro 3akoHa, U rocyaapCTBEHHAsi perncTpaumst nekapcTBeHHbIX
npenapatoB ANs  MEOUUWHCKONO  MPUMEHEHMS, MNpeACTaBMNEHHbIX Ha  9KCNepTusy
NeKapCTBEHHbIX CPeacTB OO0 OHS BCTYMMeHus B cuny Hactoswero denepanbHOro 3akoHa B
Luenax ux nocnenylowen rocyaapCTBEHHOM perncTpaumm, OCyLeCTBASAIOTCA HA OCHOBaHUK
AOKYMEHTOB M [aHHbIX, MNpPeAcCTaBfeHHbIX A0 AHA BCTYNSIEHWSS B CUITY HaCTOsILWEro
depepanbHOro 3akoHa, a TakkKe 3asiBNEeHUs O rocydapCTBEHHOM  perucrpaumm
NeKapCTBEHHOro  npenaparta, MPeAcTaBfeHHOro  NPOU3BOAUTENEM  JIEKAPCTBEHHbIX
npenapaTtoB UM YNONHOMOYEHHBIM UM FMLIOM B COOTBETCTBUM C HacTtoswmm degepanbHbim
3aKOHOM B YMNOJSIHOMOYEHHbIN bedepanbHbI OpraH MCNOSHMTENbHOW Bractu o 1 mapTta
2011 roga, 6e3 TpeboBaHusa ynnaTbl rOCYy4APCTBEHHOW MOLWMMHBLI, NPesyCMOTPEHHON
3akoHogartenscTtBom Poccuiickon ®eagepaumm o Hanorax u cbopax.

MHdopmaLmsi 06 u3MeHeHusIx:

®edeparnbHbiM 3akoHOM om 29 Hosibps 2010e. N 313-©3 vacmb 3.2 cmambu 71
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Hacmosiweao PedeparsibHO20 3aKOHa U3J/I0XeHa 8 HO8oU pedakuyuu, ecmynarouwel 8 cusy
co OHA oquyuanbHoz2o ornybrukoeaHuss Ha3eaHHO20 ®edepasilbHO20 3aKoHa U
pacrnpocmpaHsirouelcs Ha rnpasdoomHoweHusi, 803HUKwWue ¢ 1 ceHmsbps 2010 e.

Cm. mekem 4acmu 8 rpedbidywel pedakyuu

3.2. NoateepxaeHne rocygapCTBEHHOW pernctpaumm nekapcTBeHHbIX NpenapaToB ANnA
MeONLUMHCKOrO NPUMEHEHNdA, npeacTaBneHHbIX AN MOATBEepXAeHUs rocyaapCTBEHHOM
peructpauum [[O [AHSA BCTyNreHuss B cuny Hactodwero ®denepanbHOro 3akoHa, U
noaTBepXAeHne rocydapCTBEHHOMW  peructpauun  nekapCTBEHHbIX npenapaTtoB  Ans
MEANLMHCKOrO MPUMEHEHUs, NpeacTaBreHHbIX Ha 3KCNepTu3y fNekapCTBEHHbIX CPeacTB [0
OHA BCTynneHna B cuny Hactoswero ®defepanbHOro 3akoHa B Lenax nocnegylowero
noaATBEPXOEHNA WX TOCYAapCTBEHHOM perncrpauumn, OCYLECTBAAITCA Ha OCHOBaHUM
OOKYMEHTOB M [aHHblX, MpeAcTaBrieHHbIX A0 [AHA BCTYNNEHUS B CWUITy HaCTOSLLEro
depepanbHOro 3akoHa, a Takke 3asBfeHUs O MOATBEePXOAEHMM rocyaapCTBEHHOM
perucrpauuu neKapCTBEHHOro npenapara, npencraBneHHoro npounssoguTenem
NeKkapCTBEHHbIX NpenapaToB UK YNOSTHOMOYEHHbIM UM SIMLOM B COOTBETCTBUM C HACTOSALLMM
depeparnbHbIM 3aKOHOM B YNOSTHOMOYEHHbIN pefeparnbHblii opraH UCNONMHUTENBHOW BNacTu
po 1 wmapta 2011roga, ©6e3 TpeboBaHua ynnatbl roOCy4apCTBEHHOW  MOLUSUHLI,
npeaycMoTpeHHOM 3akoHogaTensctesomM Poccuinckon ®egepaumm o Hanorax n cbopax.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIiM  3akoHOM om 29 Hosbps 20102. N 313-©3 vacmb 3.3 cmambu 71
Hacmosiwezo PedeparibHO20 3aKOHa U3/I0XeHa 8 HO80U pedakuyuu, scmynarouwel 8 cusy
co OHA ouyuanbHoz2o orybrukosaHusi Ha3eaHHO20 ®edepallbHO20 3aKoHa U
pacrnipocmpaHsuwelcs Ha npasoomHoOWeHuUs, 803HUKwWuUe ¢ 1 ceHmsbps 2010 e.

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu

3.3. lpuHATME pelleHna O BHECEHUN U3MEHEHWW B LOOKYMEHTbl, coAepalumecss B
perncTpauMoHHOM [0Cbe Ha 3aperncTtpupoBaHHbIN  JleKapCTBEHHbIM  npenapaTt  Ans
MEAMLMHCKOrO NPUMEHEHUS1 N NMpeAcTaBfeHHble 0O OHA BCTYMNSIEHUS B CUIY HACTOSLLEro
denepanbHOro 3akoHa, WM MPUHATUE pELUEHUS O BHECEHUN W3MEHEHWA B [OKYMEHTHI,
cogepxawimecs B pPerncTtpauMoHHOM [OCbe Ha 3aperucTpupoOBaHHbIN JleKapCTBEHHbIV
npenapat Ans  MeOUUMHCKOrO  MNPUMEHEeHWA U NpeacTaBrieHHble Ha  9KCnepTusy
NEeKapCTBEHHbIX CPeAcTB A0 AHA BCTYNSeHUs B cuny Hactosdwero denepanbHOro 3akoHa,
OCYLLECTBNAITCA Ha OCHOBAHWW [OOKYMEHTOB W [aHHbIX, NpeacTaBrieHHbIX [0 [AHS
BCTyNneHus B cuny Hactosiwero deneparnbHOro 3akoHa, a Takke 3asBreHWs O BHECeHUU
M3MEHEHUN B  [OOKYMEHTbl, cojepxawuecs B  pPerucTtpauMoHHOM  [OoCbe  Ha
3aperMcTpMpoBaHHbIA  NEKApPCTBEHHbIM  npenapat  Ans  MeAUUMHCKOrO  NMPUMEHEHUS,
npeacTaBneHHOro NPoOu3BOAUTENEM NeKapCTBEHHbIX NpenapaTtoB UM YNOIHOMOYEHHBIM UM
nMUoM B COOTBETCTBUM C HacToAwum defepanbHbiM  3aKOHOM B YMOSHOMOYEHHbIN
degepanbHbIl opraH ucnonHutenoHon Bnactm go 1 maprta 2011 roga, 6e3 TpeboBaHus
ynnartbl rocyAapCTBEHHOM MOLLUMWHBLI, NPeAyCMOTPEHHOM 3akoHopaTternscTsoM Poccunckon
depepaumm o Hanorax n cbopax.

MHdopmaLmsi 06 u3MeHeHusIx:

®edeparnbHbiM 3akoHOM om 29 Hosibps 2010e. N 313-©3 vacmb 3.4 cmambu 71
Hacmosiweao PedeparsibHO20 3aKOHa U3J/I0XeHa 8 HO8oU pedakuyuu, ecmynarouwel 8 cusy
co OHA oquyuanbHoz2o ornybrukoeaHuss Ha3geaHHO20 ®edepaslbHO20 3aKoHa U
pacrpocmpaHsiroulelcs Ha rnpasdoomHoweHusi, 803HUKwue ¢ 1 ceHmsbps 2010 e.

Cm. mekem 4acmu 8 rpedbidywel pedakyuu
3.4. Bblgada paspelleHMrM Ha NpoBedEeHME  KIUHUYECKUX  UCCreaoBaHui
NeKapCTBEHHbIX NpenapaToB ANns MegUUMHCKOro NPUMEHEHUS MO 3asiBNEeHUSM, NOAaHHbIM A0
OHA BCTynneHna B cuny Hactosiwero defepanbHOro 3akoHa, a Takke MO 3asiBlEeHUsM,


garantf1://12080682.1702/
garantf1://12180682.0/
garantf1://12080682.1704/
garantf1://5658667.7132/
garantf1://10800200.200253/
garantf1://12080682.1311/
garantf1://12080682.1702/
garantf1://12180682.0/
garantf1://12080682.1704/
garantf1://5658667.7133/
garantf1://10800200.200253/
garantf1://12080682.1311/
garantf1://12080682.1702/
garantf1://12180682.0/
garantf1://12080682.1704/
garantf1://5658667.7134/

nodaHHbIM Nocne OHA BCTYNneHus B cuny Hactosawero degepanbHOro 3akoHa Ha OCHOBaHUK
3KCMepTun3, NPOBEAEHHbIX A0 AHA BCTYMNMeHus B cuny Hactoswero degepanbHOro 3akoHa,
OCYLLECTBNAETCA B COOTBETCTBUM C HacToawmm degepanbHbiM 3aKOHOM Ha OCHOBaHWM
AOKYMEHTOB W [aHHbIX, NPEeACTaBMEHHbIX UMM MOSyYEHHbIX OO0 OHSA BCTYNMEHWS B cuny
HacTosiwero PefepanbHOro 3akoHa, a TakKe Ha OCHOBaHUM KOMUW npeaBapuTeSibHOro
AoroBopa 00s3aTenbHOr0 CTPaxOBaHUSA KM3HW, 300POBbS MALMEHTOB, Y4YacTBYKOLLMX B
KNMMHNYECKOM MCCneaoBaHMM NEKapCTBEHHOrO npenapaTta Ans MeauUUHCKOrO NMpPUMEHEHNS,
unn konuu goroopa 0643aTENbHOMO  CTPaxOBaHWUS  >KU3HW, 300POBbA  NALMEHTOB,
YyYacCTBYIOLLMX B KIMHUYECKOM UCCEeA0BaHUMN NIEKAPCTBEHHOrO NpenapaTa Anst MEQULUHCKOMO
npMMeHeHusa, nubo npeacTaBneHHOW Konmuu aoroBopa o06s13aTenbHOro  CTpaxoBaHus,
3aKIIHOYEHHOrO0 B COOTBETCTBMM C TUMOBbIMU MpaBunamum o06A3aTenbHOro CTpaxoBaHus, C
yKa3aHMeM npefenbHOM  YUCIIEHHOCTM MaLMEeHTOB, YYacTBYKOLMX B KIIMHUYECKOM
nccnegoBaHMM  NIEKAapCTBEHHOMO  MpenapaTta  Ans  MeguuMHCKOro  npumeHeHus, 6es3
TpeboBaHusA ynnaTbl rOCygapCTBEHHOW MOLUWHBI, MPegyCMOTPEHHOW 3akoHO4ATEeNbCTBOM
Poccuiickon ®egepaunm o Hanorax un céopax.

MHdopmaumsa 06 nameHeHusx:

®edeparsibHbiM 3akoHoM om 11 okmsbpsi 2010e. N 271-©3 cmambsi 71 Hacmosiweao
®edepanbHo20 3aKkoHa dorosHeHa Yyacmbko 3.5
3.5. 3apeructpmpoBaHHble B WHOCTPAHHOW BanioTe OO AHSA BCTYNSIeHUs B CuUry
HacTosiwero ®degepanbHOro 3akoHa npefernbHble  OTMYCKHblEe  LEeHbl  MHOCTPaHHbIX
npoussoauTenen Ha nekapcTBeHHble npenapaTbl, BKIIOYEHHble B MNepevYeHb KU3HEHHO
HeoBXOAMMBIX N BaXXHENLUMX NeKapCTBEHHbIX NpenapaTtos, noanexart nepecyeTy B pybnu no
kypcy LUeHTpanbHoro 6aHka Poccuickon degepaumm Ha gaTty, YCTaHOBIIEHHYHO
MpaButenbctBom Poccuinckon depepauumn, 6e3 npeacrtaBneHnsa 3asiBieHUs O nepecyeTte
LUeHbl C BHECEHMEM COOTBETCTBYHOLLUMX U3MEHEHUN B roCyLapCTBEHHbIN peecTp npenenbHbIX
OTNYCKHbIX LUEH Npou3BoanTeNen Ha nekapCcTBeHHble npernapaTtbl, BKMOYEHHbIE B NepeyeHb
XN3HEHHO HEOBXOAUMbIX U BaXKHENLLMX NIeKapCTBEHHbIX NpenapaTos.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHoM om 11 okmsbpsi 2010e. N 271-©3 cmambsi 71 Hacmosiweao
®edepanbHo20 3aKkoHa dorosHeHa Yacmbho 3.6
3.6. 3apeructpmvpoBaHHble OO0 AHSA BCTynrieHust B cury Hactoswero degeparnbHOro
3aKoHa npeferibHble OTMNYCKHblE LEeHbl POCCUNCKMX MNPOM3BOAUTENEN Ha NeKapCTBEHHbIEe
npenapaTbl, BK/MIOYEHHbIE B MNEPEeYeHb KU3HEHHO HEOOXOAMMLIX W BaXKHEMWLIMNX
nekapCTBEHHbIX MpenapartoB, nognexart uHaekcaumm ¢ 1 Hosdpsa 2010 roga mcxoos w3
NMPOrHO3MPYEMOro YPOBHS MHANALMMK, YCTaHOBNEHHOro ®efepanbHbiM 3akoHOM OT 2 Aekabps
2009 roga N 308-93 "O cdenepanbHom 6tomkeTe Ha 2010 roa n Ha nnaHoBbIv nepuog 2011 u
2012 ropoB" Ha 2011 rop.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 6 Oekabpsi 2011 2. N 409-®3 8 wyacmb 3.7 cmambu 71
Hacmosweao ®@edepasibHO20 3aKOHa BHeCeHbl U3MEHEHUs, ecmyrarouwue 8 cusy [0
ucmeyeHuu mpuduyamu OHeU rocrne OHS oguyuarbHo20 orybrukogaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa

CM. mekcm yacmu 8 ripeobiOywieli pedakyuu
3.7. Nocne 1 mapta 2011 roga He gonyckalTcs NPON3BOACTBO U BBO3 B Poccumnckyro
depgepaumio nekapCcTBEHHbIX MpenapaTtoB B YNakoBKax C MapKUMPOBKOW, KOTopasi Obina
HaHeceHa [0 OHA BCTynreHus B cuiy Hactosiwero degepanbHoro 3akoHa. o ncreyeHun
yKa3aHHOrO  CpoOKa  daHHble  feKkapcTBEeHHble  npenapatbl  MOryT  OTnycKaTbCs,
peanu3oBbIBaTbCS, NepeaaBaTbCsa U MPUMEHATHCS 40 UCTEYEHUST NX CPOKa rOgHOCTM.
4. Co gHA BCTynneHua B cuny Hacrtosdwero ®efepanbHoro 3akoHa n no 30 anpens
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2011 roga BKNIOYUTESNBHO OOMNycKaeTcs NpoBefeHue 3KCNepTU3bl JIeKapCTBEHHbIX CPeacTB
3KCnepTamMm 3IKCNEePTHOrO YYpEeXaAeHUs OO0 MNPOXOXAEHUS UMW aTTecTauuum B nopsgke,
YCTaHOBMEHHOM YMNOSIHOMOYEHHbIM dhefepanbHbiM OPraHoOM UCMONHUTESTbHOW BIiacTu.

5. Co gHa BcTynneHus B cuny Hactosdwero denepanbHoOro 3akoHa m no 31 gekabps
2013 roga BKMYUTENBHO OCYLLECTBNAETCA Nepexod K MPOU3BOACTBY JIeKapCTBEHHbIX
CpeacTB B COOTBETCTBUM C MpaBuiiaMmy OpraHu3aumm Npou3BOACTBA M KOHTPONSA KayecTsBa
NeKapCTBEHHbIX CPeacTB, yKa3aHHbIMW B 4dactu 1 crtatem 45 Hactoswero denepanbHOro
3aKkoHa, B NMofnHoM obbeme. Cpokn nepexoga Npov3BOACTBA NIEKAPCTBEHHbIX CPEACTB K UX
NPOU3BOACTBY B COOTBETCTBUW C KOHKPETHbIMW TpebOoBaHUAMM [aHHbIX MpaBui, BKHOYas
CPOKM aTTecTaummn ynofTHOMOYEHHbIX JUL, YKa3aHHbIX B YacTax 6 U 7 ctaTbu 45 HacTosLLEro
depepanbHOro 3akoHa, yctaHasnmearTcs [paButensctBoMm Poccurickon ®egepauuu.

6. JlMueH3um Ha npon3BOACTBO NEKAPCTBEHHbIX CPEACTB, BblAaHHble OO 1 sHBapA
2014 ropa, pencteyoT nocne 1 aHBapsa 2014 roga OO UCTeYEHMsI Cpoka UX OEUCTBUA MNpwu
YyCroOBMM COOTBETCTBUA JNMUEH3MaTa npasuriam oOpraHmsauum npou3BOACTBA M KOHTPONS
KayecTBa JleKapCTBEHHbIX CPeACcTB, YyKa3aHHbIM B 4Yactu 1 cratem 45 HacToswero
depepanbHOro 3akoHa.

MHdopmaLmsi 06 u3MeHeHusIx:

®edeparnbHbiM 3akoHoM om 29 Hos6ps 20102. N 313-©3 cmambss 71 Hacmoswezo

®eldeparnbHO20 3aKOHa O0MOSIHEHa Yacmbto 7, ecmynarouwel 8 cusly co OHA oguyuanbHO20

onybrnukosaHusi HazgaHHo20 ®edeparibHO20 3aKOHa

7. ®dopmMmunpoBaHMe rocydapCTBEHHOMO 3aJaHus Ha npoBedeHVWe  SKCnepTusbl

NeKkapCTBEHHbIX CpeacTB (beaepanbHOMY rocyaapCTBEHHOMY BHOKETHOMY YUPEXAEHUIO MO
NPOBEAEHMIO  JKCMEPTU3bl NEKAPCTBEHHbIX CcpeactB UM (hmHaHcoBoe obecneveHve
BbIMOJSTHEHUA 3TOr0 3aJaHusA OCYLLECTBNATCA B nopsigke, ycTaHoBNeHHOM PeneparnbHbim
3akoHoM oT 12 aHBapa 1996 roga N 7-93 "O HekoMMepyecKnx opraHmsaunax”.

FAPAHT:

CM. KoOMMeHTapum Kk ctaTbe 71 HacTosilero PeaeparnbHOro 3akoHa

Mpe3ngeHT Poccuiickon ®eagepaummn [. MeoBenes

Mocksa, Kpemnb
12 anpensa 2010 .
N 61-03
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