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MockBa

06 yrBepaaennn Ilopsiika BeeHHs rocy1apcTBEHHOrO peecTpa
JAeKapCTBEHHLIX CPEACTB /il BETEPHHAPHOr0 NPHMEHCHH

B nmemix peammsauuu  crated 33 DejepaipHOrO  3aKOHA
ot 12 anpens 2010 r. Ne 61-®3 «OG6 obpalleHHH JEKAPCTBEHHBIX CPEACTB
(CobGpanue 3aKOHOAATENBCTBA Poccuiickoit @eneparmu, 2010, Ne 16, cT. 1815;
Ne 31, ct. 4161; Ne 42, cr. 5293; Ne 49, cr. 6409; 2011, Ne 50, ct. 7351; 2012,
Ne 26, c1. 3446; Ne 53, ct. 7587; 2013, Ne 27, crT. 3477;' Ne 48, ct. 6165; 2014,
Ne 11, ct. 1098; Ne 43, ct. 5797; Ne 52, cr. 7540; 2015, Ne 10, ct. 1404; Ne 27,
cT. 3951; Ne 29, ct. 4359, ct. 4367, CT. 4388; Ne 51, ct. 7245; 2016, Ne 1, cT. 9;
Ne 23, cr. 3287; Ne 27, ct. 4194, cr. 4238, ct. 4283) u B COOTBETCTBUHM
¢ mopmyHkToM 5.2.25(36) mynkra 5 Ilomoxenus o MHUHHCTEPCTBE CEJIBCKOTO
xo3siictBa Poccuiickoit ®Pemepainuy, YTBEPXKICHHOrO  IOCTAHOBICHUEM
IIpasutensctBa Poccuiickoit denepanyu ot 12 urons 2008 r. Ne 450 (Cobpanue
3akoHomaTenscTBa Poccuiickoil ®enepanyy, 2008, Ne 25, c1. 2983; Ne 32,
cr. 3791; Ne 42, cr. 4825; Ne 46, ct. 5337; 2009, Ne 1, ct. 150; Ne 3, ct. 378;
Né 6, cT. 738; Ne 9, cr. 1119, cr. 1121; Ne 27, ct. 3364; Ne 33, ct. 4088; 2010,
Ne 4, ct. 394; Ne 5, cr. 538; Ne 16, cr. 1917; Ne 23, cr. 2833; Ne 26, cr. 3350; Ne 31,
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cr. 4251, ct. 4262; Ne 32, cr. 4330; Ne 40, ct. 5068; 2011, Ne 6, ct. 888; Ne 7,
cT. 983; Ne 12, ct. 1652; Ne 14, ct. 1935; Ne 18, ct. 2649; Ne 22, c1. 3179; No 36,
ct. 5154; 2012, Ne 28, ct. 3900; Ne 32, ct. 4561; Ne 37, ct. 5001; 2013, Ne 10,
cr. 1038; Ne 29, ct. 3969; Ne 33, ct. 4386; Ne 45, cr. 5822; 2014, Ne 4,
ct. 382; Ne 10, c1. 1035; Ne 12, ct. 1297; Ne 28, ct. 40638,; 2015, Ne 2, cT. 491;
Ne 11, ct. 1611; Ne 26, ct. 3900; Ne 35, éT. 4981; Ne 38, ct. 5297; Ne 47,
ct. 6603; 2016, Ne 2, cT. 325; Ne 28, ct. 4741; Ne 33, cT. 5188; Ne 35, cT. 5349;
Ne 47, ct. 6650; Ne 49, ct. 6909, c1. 6910), n p ¥ K @ 3 BI B A 10!

Y1Bepauth npuiaraeMsiii [Topssox BeleHUs: roCyAapCTBEHHOTO peecTpa

<

JIEKapCTBEHHEBIX CPEACTB JUIA BETCpHUHAPHOr0 NPUMEHCHHA.

-

Munuctp ‘ - A.H. Tkaues




YTBEPXXJIEH
npuxazoM MuHCenbx03a Poccun
ot 9 mros 2017 . Ne 280

MNOPSIAOK
BeieHHS FOCYAaPCTBEHHOTO peecTpa JeKapcTBEeHHBIX cpeacTB
/ISt BeTePHHAPHOr0 NPAMEHEHHH

1. Hacrosmmii Ilopsmok  ompeAeisieT npouenypy — BEACHHA
rocyJapCTBEHHOTO ~peecTpa JIeKapCTBEHHBIX CpelCTB [Uid BETEPUHAPHOTO
IpUMEHEHUA (manee — Peectp).

2. PeecTp fBIsETCA TOCYAapCTBCHHBIM HHPOPMALUOHHEIM PECYypCOM
degepalbHOM rocyapCTBEHHOM uHGOpPMALIOHHOH  CHCTEMBI B obnacTu
BeTepUHApDUHM, I[paBUia CO3NAHMA, pasBUTHA  H SKCILTyaTallid  KOTOPOH
yTBEPXKACHB  IIOCTAHOBJICHHEM [IpaBuTensctBa  PoccHiiCKoH denepalvn
ot 7 Hosi6ps 2016 T. Ne 1140,

3. denmepalbHBIM OpraHOM HACIIOJIHUTENBHOM BJIACTH, YIIOJHOMOYCHHBIM
Ha Benenue Peectpa, sBisercsa Poccenbxo3Haa30p.

4. Benmerue PeecTpa OCYIIECTBIICTCA B 9NIeKTPOHHO# (opme, NOCTYII
K HeMmy obecrieumBaeTcs 4epes ¥H(bOPMALOHHO-TEJIEKOMMYHHKAIIHOHHYIO CETh
«lHTEepHET».

5. Peectp siBiseTCs OOIEOCTYTIHBIM.

6. PasmemeHue cpencHHit B PeecTpe OCYIIECTBIACTCA B dopmare,
Ho3sosigiomieM ~ MHGOpPMAlMOHHBIM  CHCTEMaM 6e3 yyacTusl  4ejoBeKa
MIEHTHQUIIIPOBATH, 00pabaTEIBaTh, npeoOpa3oBsIBaTh Takue NaHHBIE M HX
COCTABHBIE YacTH (37€MEHTBHI), a TaKke 00ecriednBaTh HOCTYI K HUM.

7. Bepenune Peectpa OCYIIECTBIISETCS c HCIIOIb30BaHHEM
UH(PPaCTPYKTYPHI, obecrevnBaoLe MH(POPMALFIOHHO-TEXHOJIOTHIECKOS
B3aMMOieCTBYE HHPOPMAIHOHHEIX CHCTEM, MCTIOIB3YEMbIX JUIA [peIOCTaBIICHI]
rOCY/[ApCTBEHHBIX M MYHHIUMATBHBIX YCIYT M MCIOMHOHHA roCyIapCTBEHHBIX
¥ MYHHIHUIAIGHEX GyHKUMH B 3IEKTPOHHOM (opMe, BKIIOYad HCHOJB30BAHME
dbenepanbHO# rocyIapCTBEHHOM nH(GOPMALMOHHON CHCTEMBI «EnuHbBIi mOpTal
roCyJJapCTBeHHBIX X MYHHIHMIATBHBIX YyCIyT (pyHxumit)» ¥ €IUHOH CHCTEMBI
MEKBEJOMCTBEHHOT'O JEKTPOHHOTO B3aUMOJCHCTBHL.

8. Peectp comepXHT CBeleHMs O JEKapCTBEHHbIX mpenapatax Ajd
BeTepHHAPHOIO NpUMEHeHus (manee — JIeKapCTBEHHBIN Tpernapar), MPOLIeIHX
rocyIapCTBEHHYIO PETrHCTPALMIO, hapmaneBTHIECKHX CYOCTAHIMAX, BXOIALIMX
B COCTaB JIEKAPCTBEHHBIX IPEHapaTos, H (hapManeBTHIECKHX CyOCTRHIHMAX,
IPOM3BEACHHBIX JUIS pealu3alni, B BUIe peecTpOBbIX 3alHCeH.

9. PeectpoBas 3aICh JOJDKHA COACPXKATH CISAYIOLIYIO UHQOPMAIIHIO:

1) B OTHOLICHHH JIEKApCTBEHHBIX NpenapaTos.

! Co6panye 3aKOHOATENBCTBA Poccuiickoii ®eneparu, 2016, Ne 46, cT. 6470.




a) HaUMEHOBaHHC JIeKapCTBEHHOro  Iperapara (MexXayHapOIHOE
He[aTeHTOBAHHOe, WIH TPYNMIUPOBOTHOL, Wi XHMHYECKOe M TOpProBoe
HauMEHOBAHHA);

6) JeKkapcTBeHHad dopma ¢ yKasaHHEM JIO3HPOBKH JIEKapCTBEHHOI'O
Tpernapara ¥ ero KojuiecTsa B OTPeOUTENHECKON YIIAKOBKE;

B) HaMMEHOBaHWe JepxKaTeld WIH BJlajelbplla pEerucTpalMoHHOro
yIOCTOBEPEHHUSE TEKAPCTBEHHOTO mpernapara;

r) HaMMEeHOBaHKUe 1 aipec TIPOHM3BOUTEIIS JISKAPCTBEHHOTO Ipernapara;

1) bapMaKoTepaneBTAIecKas rpynmna;

e) [OKa3aHWs M MPOTHBOMOKASAHWA K INpAMEHEHHIO JIEKapCTBEHHOIO
npenapara;

) TI0OOUHbIE JeUCTBUS JIeKapCTBEHHOTO Npenapara,

3) CPOK FOJJHOCTH JIEKapCTBCHHOTO npernapara;

1) yCJIOBHUS XPaHEHHS JIEKAPCTBEHHOTO npernapara;

K) yCJIOBHS OTIyCKa JIEKapCTBEHHOTO npenapara;

) HoMep (hapMaxonmeHHOH CTaThH MM B clIydae ee OTCYTCTBHS HOMCD
HOpMAaTHBHOI'O JIOKyMEHTa,

M) [aTa roCyAapCTBEHHOH perucTparyi JeKapCTBEHHOTO Ipernapara U ero
perucTpalioOHHEI HOMED, Jara 3aMeHbl PETHCTPALOHHOTO YOCTOBEPEHHA
JIeKapCTBEHHOro Ipenapara Ha GeccpouHOE PErUCTPalOHHOE yIOCTOBEpEHHE
JleKapCTBEHHOTo IMpenapara, Jara mojauM 3asBIeHHs O HOATBEPXICHHH
rOCyapCTBEHHON perucTpalun JIeKapCTBEHHOTO TIperapara, xara OTMCHEI
rocyIapCTBEHHOM peruCTpaliu JIeKapCTBEHHOI0 MPENnapara;

H) Ka4yeCTBEHHBI COCTaB H KOJMYECTBEHHBIA COCTaB JIEHCTBYIOIIUX
Bel[eCTB W KauecTBEHHBIH COCTaB BCIIOMOrATENLHBIX BelLIECTB JIEKapCTBEHHOI'O
npenapara;

0) wuHdopmauua o6o BCEX  PpaspellCHHBIX BHIAX  BTOPHYHOH
(OTpeOHUTeNHCKO#H) YAaKOBKH;

1) HamuYde B JIEKapPCTBEHHOM IIperapare HApPKOTHYECKUX CPEICTB,
IICHXOTPOINHBIX BEWeCTB M  HX IPeKypcopoB,  HOMIEKAIMMX — KOHTPOIO
B Poccuiickoit ®enepanivy, B COOTBETCTBUH C 3aKOHOIATEIHCTBOM Poccuiickoit
denepauun, MeXTyHAPOIHBIMA noropopamu Poccuiickoi depnepauyy, B TOM
gpciae EauHOM KOHBEHIMEH O HApKOTHHECKHX cpeactBax 1961 ropa
¢ MOIpaBKaMH, BHECEHHBIMH B HEE B cootsercTBuE ¢ ITpotokomom 1972 roxa
o mompaBkax K EquHOM KOHBCHIMH O HApPKOTHUYECKUX CPENCTBaX 1961 roma'
(nanee — Epunas KOHBEHIMA O HapKOTHYECKUX CPEeNICTBAX 1961 roxa)
i KoupeHige# 0 ICHXOTPOIHBIX BELIECTBaX 1971 roz[az;

p) uHdopmanys O TOM, ABILICTCA JIM JAHHBIA JIeKapCTBEHHBIN Mpenapar
pedepeHTHBIM JIEKapCTBEHHBIM npernapaToMm;

c) cBefieHUd O Mozaye 3asBICHUI O BHECEHMH W3MEHCHHH B JOKYMEHTBI,
coziepKaIuecs B PETUCTPALUOHHOM J0CHE Ha JIeKapCTBEHHBIH Npenapar;

! Co6panue 3aKOHOAATENCTBA Poccutickoi ®enepauuu, 2000, Ne 22, cT. 2269.
2 C6opuuK AelicTBYIOMUX A0TOBOPOB, corIalieHuit ¥ KOHBEHLMHA, 3aKMOUSHHBIX CCCP ¢ MHOCTpaHHBIMH
rocymapcTsamH, Beir. XXXV .- M., 1981.
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T) CpOK BBeJICHUsI JISKaPCTBEHHOTO npernapara B rpaaaHcKuit 060poT;

2) B oTHomeHHH (apMaeBTHHCCKuX cybcTaHIui, BXOMAIIMX B COCTaB
JleKapCTBEHHBIX NPenapaTos:

a) HaMMEHOBaHHE hapMaLEeBTHIECKOH cy6eTaHiuE  (MEXTyHAPOXHOC
HelaTeHTOBAHHOE, WM TPYNIHPOBOYHOE, HIH XUMHUYECKOE M TOproBO€
HayMEeHOBaHHA);

6) HauMeHoBaHWe H  aJpec IIPOU3BOJUTENS dapMaleBTHIECKOH
CyOCTaHIHH,

B) CPOK I'OJIHOCTH hapMaLeBTHYECKOH CyOCTaHIIMH,

r) yCIOBHS XpaHEHHU (hapMarLeBTHYECKOH cyOcTaHIuH;

1) HoMep ¢apMmaKoreiHoH CTaTbH nubo B ciydae €¢ OTCYTCTBHsS HOMED
HOPMATHBHOI'O JIOKYMEHTZ;

e) HamuuMe (hapMaLIeBTHYECKOH CyOCTaHIMH B TepedHEe HAPKOTHHECKHX
CpeJICTB, IICHXOTPOMHBIX BEMICCTB M HX [PEKypCOPOB, MOJIeKAIIIX KOHTPOIIO
B Poccuiickoii Demepanuy, B COOTBETCTBHHA C 3aKOHOJIATEILCTBOM POCCHHACKOH
deepauyy, MeXTyHapOIHBIMH JOroBOpaMi Poccuiickoii Penpepaiiid, B TOM
gqucie EquHOM KOHBEHIMEH O HAPKOTHUECKHX cpenctBax 1961 rona
1 KonseHimeii 0 ICUXOTPOTHEBIX BEILECTBAX 1971 rona;

3) B oTHOLIeHMH (apMaIeBTHIECKUX cy6cTaHLwmii, TPOU3BEACHHBIX JUIA
pean3alyH:

a) HAMMEHOBaHUE hapMalieBTHIeCKOH cybcranuy  (MeXIyHapOJHOS
HeMaTeHTOBAHHOe, WM TPYIIHMPOBOYHOE, WM XHMUHYECKOS U TOproBoe
HAVMEHOBAHMA);

6) HauMeHOBaHME X aJpeC MPOH3BOAUTEIA (apmarieBTHIECKOH
cyOCTaHIHMH;

B) CPOK T'OJJHOCTH (hapMaIeBTHYECKOH CyOCTAHIMY,

I) yCJIOBHSA XPaHEHUA dhapMareBTHIECKOH CyOCTaHIHN;

1) HOMep (apMaKomeHHOH CTaTbH nubo B coydae ee OTCYTCTBHS HOMEP
HOPMATHBHOTO IOKYMEHTa,

e) Halu4ue (hapmaneBTIHYeCKOi CyOCTAHIMHM B MEPETHE HAPKOTHUYECKHX
CpeNCTB, IICHXOTPOMHBIX BEIIECTB M HX IIPeKypCcOpPOB, NOIEKAIMX KOHTPOJIO
B Poccuiickoii Dezepaliiy, B COOTBECTCTBHU C 3aKOHOJATEIHECTBOM Poccutickoit
denepanuy, MeXTyHApOIHBIMU IIOrOBOpaMH Poccuiickoit ®enepaniv, B TOM
upcae FEjuHOM KOHBEHLHMEH O HApKOTHHCCKHMX cpeactBax 1961 roma
1 Konpenuueil 0 ICUXOTPONHBIX BEIIECTBAX 1971 rona;

%K) JaTa BKIIOYESHHUA (hapMareBTHYECKOH CyOCTaHIMH B rocyIapCTBEHHBIH
peecTp JIEKapCTBEHHBIX CDEACTB, Jara BHECEHMsI HW3MeHeHuii B JOKYMEHTHI
dapmarieBTHIECKOH cybcTaHuMH, [aTa MCKIIOHCHHA dapMarieBTHIECKOH
CyGCTaHLMY U3 TOCYAapCTBEHHOTO peecTpa eKapCTBEHHBIX CPEICTB.

10. Buecenue B PeecTp peecTpOBBIX 3amucel OCyLIECTBIISIETCS B CPOK,
He TIpeBBILIAIONIUA OTHOTO paboyero Hs CO JIHSA IMPUHATHA peuIeHus:

1) 0 rocyapcTBEHHOH PETHCTpalyH JIEKapCTBEHHOTO MPeTapara;

2) 0 MOATBEP)KACHHH rOCy[apCTBEHHOH perucTpaut JIEeKapCTBEHHOTO
npenapara;

3)0  BHECEHHH J3MeHeHW B JIOKyMEHTBI,  COZIEpXalluecst
B PETHCTPAlIOHHOM JI0CBe Ha 3apEerMCTPUPOBAHHBIN JleKapCTBEHHBIN Mpenapar;




4) 06 OTMEHE rOCYapCTBEHHOM PETUCTPAIIH JieKapcTBEHHOTO TIpenapara,

5) 0 BKIIIOUYEHUH (bapmauesmqecxoﬁ cyOcTaHIuMY, TIpOM3BECHHON Ui
peanu3alu, B Peectp;

6) 0 BHECEHHUHU W3MEHEHHH B JOKYMCHTBI hapMaLeBTHIECKOH cyOCTaHIHUH,
[poK3BECHHOM I pealu3alii n BKmrodeHHo# B PeecTp;

7) 06 HUCKIIOYCHMH U3 Peectpa (bapMaueBaneCKoﬁ cyOcTaHIVH,
pou3BEIeHHON /I pean3aliiy.

11. He momyckaercs BKIIOYCHHE B PeecTp OJHOM hapMaLeBTHIECKOH
cyOcTaHIAH, TpOM3BECHHOM UL peanusaitl 1 BBIILyCKAaeMOH OJHHM M TEeM XC
[IpOM3BOAHMTEINEM, B BUAC BYX 1 Goee PeeCTPOBBIX 3aIUCEH.

12. JlexapcTBeHHBI MpenapaT [IOIEKHT HCKIIOYCHHIO U3 Peectpa
B CiydasX,  YCTaHOBJICHHBIX crateeit 32  @efepalpHOTO  33KOHA
ot 12 ampens 2010 1. Ne 61-®3 «O6 oGpaIIeHkH TeKapCTBEHHBIX CPENICTE

13. dapMaueBTHYECKAA cyOCTaHLMs, MPOM3BEACHHAT IUIA pea3aLiy,
[ONeXAT HcKmoueHmo u3 Peectpa B CIlyd4asX, yCTaHOBJCHHBIX [aCTBIO 13
cTathi 34 ®enepalbHOrO 3aKOHA OT 12 ampenst 2010 1. Ne 61-®3 «O06 obpalleHHH
JIeKapCTBEHHBIX CPENICTB».




