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06 yreepaaenun Ilopsiika BeJeHHs FOCYAapCTBEHHOr0 peecTpa
JeKAPCTBEHHBIX CPeACTB /I BeTePHHAPHOr0 NPHMEHECHU

B memsx peamusaumd  crated 33 QDenepaipHOro  3aKOHA
ot 12 ampems 2010 r. Ne 61-®3 «OG oOpalleHUH JIEKAPCTBEHHBIX CPENCTB»
(Cobpanue 3aKOHOAATENIECTBA Poccuiickoii ®enepanun, 2010, Ne 16, cr. 1815;
Ne 31, cr. 4161; Ne 42, ct. 5293; Ne 49, cr. 6409; 2011, Ne 50, ct. 7351; 2012,
Ne 26, c1. 3446; Ne 53, ct. 7587; 2013, Ne 27, cT. 3477;. Ne 48, ct. 6165; 2014,
Ne 11, ct. 1098; Ne 43, ct. 5797; Ne 52, ct. 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, cr. 9,
Ne 23, cr. 3287; Ne 27, ct. 4194, cr. 4238, cr. 4283) U B COOTBETCTBHH
¢ mommyHKTOM 5.2.25(36) mynkra 5 Ilomoxenus o MunHCTEPCTBE CENBCKOTO
xo3siictea  Poccuiickoit  ®Demepaiuy, YTBEPXAEHHOTO  IOCTAHOBICHHEM
[IpasuTenbcrea Poccuiickoit denepanuu OT 12 urons 2008 r. Ne 450 (Cobpanue
3akoHOJarenbcTBa Poccuiickoil ®enepauuy, 2008, Ne 25, cr. 2983; Ne 32,
cT. 3791; Ne 42, ct. 4825; Ne 46, cT. 5337; 2009, Ne 1, cr. 150; Ne 3, cr. 378;
N;z 6, ct. 738; Ne 9, ct. 1119, ct. 1121; Ne 27, ct1. 3364; Ne 33, ct. 4088; 2010,
No 4, c1. 394; Ne 5, c1. 538; Ne 16, cr. 1917; Ne 23, cr. 2833; Ne 26, cr. 3350; Ne 31,
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ct. 4251, cT. 4262; Ne 32, cr. 4330; Ne 40, cr. 5068; 2011, Ne 6, ct. 888; Ne 7,
cT. 983; Ne 12, c1. 1652; Ne 14, c1. 1935; Ne 18, ct. 2649; Ne 22, c1. 3179; Ne 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, cr. 4386; Ne 45, ct. 5822; 2014, Ne 4,
ct. 382; Ne 10, ct. 1035; Ne 12, ct. 1297; Ne 28, cr. 4068; 2015, Ne 2, ct. 491;
Ne 11, ct. 1611; Ne 26, ct. 3900; Ne 35, éT. 4981; Ne 38, cr. 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, ¢1. 6910), m p 1 Kk @ 3 Bl B @ 0!
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Y1BepauTh npuiaraeMbiil [Topsmox BeeHus rocy1apCTBEHHOTO peecTpa

JIEKapCTBEHHBIX CPEICTB JUIA BETEPHUHAPHOI0 NPUMEHCHHA.

-

MunucTp ‘ - A.H. TkaueB




YTBEPXIEH
npuxazoM MuHcenpxo3a Poccun

ot 9 mrong 2017 r. Ne 280

MNOPAJIOK
BeAeHHs rocyapcTBEHHOTO peecTpa JIeKapCTBEHHBIX CpeAcTB
/I BETepHHAPHOI0 NPAMEHEHHS

1. Hacrosumii  Ilopsmox  ompeneiiaeT npouenypy  BeICHHA
roCyapCTBEHHOrO peecTpa  JICKapCTBEHHBIX CpencTB Jjii  BETEPHHAPHOIO
IpUMEHEHUS (nanee - Peectp).

2. Peectp sBIgeTCA TOCYAapCTBEHHBIM HHPOPMAIMOHHBIM  PECYpCOM
QepepanpHOll  [OCYAapCTBEHHOMH MHQOPMALMOHHON CHCTEMBI B obnacTu
peTepUHApuy, IIpaBula CO3JAHWs, pasBUTHA M SKCIUTyaTalid  KOTOpOH
yTBEPXKACHBl ~ [IOCTaHOBJICHHEM [IpaBuTenbcTBa  PocCHHCKOH denepanvy
ot 7 Hosi6ps 2016 . Ne 1140'.

3. @enepalbHBLIM OpraHOM HCIOJIHUTENHHOM BJIacTH, YIIOJTHOMOYCHHBIM
Ha Benenue Peectpa, ABisgeTcsa Poccenpxo3Haasop.

4. Benenmne PeecTpa OCYyIIECTBIICTCA B 9NIEKTPOHHON (opMe, HOCTYII
K HeMy ofecleuuBaeTCs 4epes 1H(})OPMALIHOHHO-TENEKOMMYHHKAlIHOHHYIO CETh
«AnTepHeT».

5. Peectp siBiIsieTcs OOILEOCTYIIHEIM.

6. Pasmemenue cBemeHuit B PeecTpe OCYIIECTBIACTCA B ¢dopmare,
HO3BOJIAIOIEM  MH(DOpPMAlLMOHHBIM  CHCTEMaM 6e3 ydyacTus  4YejoBeKa
upeHTHUIMpPOBaTh, 06pabaThiBaTh, npeoGpa3oBEIBaTh Takue HAHHBIE W HX
COCTABHBIE YAaCTH (3JIEMEHTBHI), a TaKoke ofecrnednBaTh JOCTYII K HUM.

7. Benenue Peectpa OCYILIECTBIACTCS v HCIIOJIB30BaHUEM
UH(PaCTPYKTYPHI, oGecrevnBaroILeH HH(pOPMALOHHO-TEXHOJIOTHIECKOE
B3aMMO/ieiicTBIEe HHPOPMAIMOHHEIX CHCTEM, HCIIOIB3YCMbIX JUIA IpeAOCTaBICHUA
rOCY/[ApCTBEHHBIX ¥ MYyHHIMIAIBHBIX yCIyr M MCIHOMHOHHA rOCYIapCTBEHHBIX
¥ MYHHUIMIAIBHBIX (QYHKUHA B 3IeKTPOHHOM (opMe, BKIIOYAs HCIOJB30BAHHC
(e nepanbHOiA rocyIapCTBEHHON NH(OPMAITHOHHON CHCTEMBI «EauHBIA TIOpTAT
rocy/lapCTBEHHBIX ¥ MYHHIMIATBHBIX yCIIyT (byHKuMit)» U €IMHOH CHCTEMBEI
MeKBeJOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOZCHCTBHAL.

8. PeecTp COHEPXMT CBEJEHHA O JIEKAPCTBEHHBLIX npenapaTtax i
BeTepHHApHOTO IPHUMEHeHUs (manee — JNIeKapCTBEHHbIH Ipenapar), MPOIIeIIHnX
rocy/IapCTBEHHYIO PErHCTpaliio, dapMaleBTHIECKHX CyOCTaHIMsAX, BXOMAMIMX
B COCTaB JEKapCTBEHHEIX IIperapaTos, H (apManeBTHIEeCKHX CyOCTAaHIHMAX,
IIpOM3BEICHHBIX JUTA peau3aliy, B BU/E peeCTPOBRIX 3armce.

9. PeecTpoBas 3alKCh JOJDKHA CONEPKATH CISAYIOIIYIO HHPOPMAITHIO:

1) B OTHOILICHHH JIEKAPCTBEHHBIX NPENapaTos:

! Co6panne 3aKOHOATENBCTBA Poccuiickoii ®enepauud, 2016, Ne 46, cT. 6470.




a) Ha¥MEHOBaHHEC JIeKapCTBEHHOro  Iperapara (MeXIyHapoOIaHOE
HelaTeHTOBAaHHOE, WM TIPYNIUPOBOTHOS, WM XUMHYecKoe M TOproBoe
HauMEeHOBAHHA);

6) nexapCTBeHHas dopmMa ¢ YKasaHHEM JO3HPOBKH JIEKapCTBEHHOIO
Tpernapara u ero KoJIuiecTsa B OTpeOUTENBCKOH YTTAKOBKE,

B) HaMMeHOBaHWe Jepxarend Wi Blajenpla perucTpaloHHOro
yII0CTOBEPEHHs IEKAPCTBEHHOTO npenapara;

I') HaUMEHOBaHUE U a/IpeC IPOM3BOUTEIIS JIEKAPCTBEHHOTO penapara;

1) bapmakoTepaneBTHIecKast IpyIna;

) MOKa3aHhsi M IPOTHBONOKA3AHUA K INpUMEHEHMIO JIEKapCTBEHHOIO
npenapara;

) TI0GOUHbBIE JeHCTBHA TEKApCTBEHHOTO npenapara;

3) CpOK FOJHOCTH JIEKAPCTBEHHOTO mpenapara;

1) yCIIOBHS XpAHEHHs JIEKapCTBEHHOTO npernapara;

K) yCJIOBHSI OTITyCKa JIEKapCTBEHHOI'O mpenapara;

n) HoMep (apMaxoneiiHOW CTaTbM WX B clydae ee OTCYTCTBHsA HOMEP
HOpPMATHBHOI'O IOKYMEHTA;

M) JaTa Tocy[apCTBEHHOH perHcTpalyi JIeKapCTBEHHOTO Mpernapara 1 €ro
perucTpalMOHHBI HOMED, JaTa 3aMEHBI PETHCTPAI[MOHHOTO YAOCTOBEPEHIA
JleKapCTBEHHOTO Ipemapara Ha GeccpoYHOe PETrMCTPAlHOHHOC yIOCTOBEpEHHUE
JleKapcTBEHHOTO ~[pemapara, JaTa mojaud 3asBiAeHMS O TOATBEPXKICHHH
rOCyJapCTBEHHOM perucTpaliy leKapCTBEHHOrO Tpernapara, Jara OTMCHBL
rocyJapCTBEHHOM pErucTpanuu JIeKapCTBEHHOI'O TIPenapaTa;

H) Ka4yecTBEHHBIM COCTaB H KOJIMYECTBEHHBIN COCTaB IEHCTBYIOILHMX
BelIecTB M KadecTBEHHBIH COCTaB BCIOMOIaTENbHBIX BelleCTB JIEKapCTBEHHOTO
npenapara;

o) wundopmanms 060  BCEX paspellleHHbIX ~ BHIAX BTOPUYHOM
(IOTpeGUTENBCKOM) YIAKOBKH,

1) HamM4YWe B JIEKAPCTBEHHOM Iperapare HAapKOTHYECKHMX CPENCTB,
[ICHXOTPOIIHBIX BelIeCTB H  HX IPeKypcopoB,  TIOJUIEXa|x — KOHTPOIIO
8 Poccuiickoii ®enepanuy, B COOTBETCTBUH C 3aKOHOJATENBCTBOM PocchiCKOH
denepailiy, MEXIyHapPOTHBIMHA JOr0OBOpaMH Poccuiickoit ®Denepanyu, B TOM
gypcie EauHOM KOHBEHIHMEHW O HApKOTHIECKHX cpeactBax 1961 roma
¢ TOIpaBKaMH, BHECEHHBIMH B HEC B coorseTcTBuE ¢ IIpoTokomom 1972 rona
o mompapkax K EnuHOH KOHBEHLMH O HApKOTHYECKHX CPEACTBaX 1961 roma'
(nantee — EnuHas KOHBEHUHA O HapKOTHYECKHMX CpEeICTBaX 1961 roza)
i Konseniueii 0 ICHXOTPOIHBIX BEIIECTBAX 1971 ro,uaz;

p) mHpOpMAIHs O TOM, SBIACTCA JH JaHHBIA JEKapCTBEHHBIH Mpernapar
pedepeHTHBIM JICKApPCTBEHHBIM mpernapaTroMm;

¢) cBejieHUs O TOfade 3ajBJICHAL O BHECEHHH W3MEHEHHWil B JOKyMCHTHI,
colepyKaIuecs: B pETUCTPalliOHHOM J0CBe Ha JIeKapCTBEHHBIN IPEapar;

! Co6panne 3aK0HO/JATENBCTBA Poccutickoii ®eneparmu, 2000, Ne 22, CT. 2269.
2 C6opuUK AeHCTBYIOIMX I0TOBOPOB, corameHHMil 1 KOHBeHLIHH, 3aK/II0IeHHbIX CCCP ¢ uHOCTpaHHBIMH
rocyaapcTsamy, Beir. XXXV.-M,, 1981.
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T) CpOK BBEHCHUS JIEKApCTBEHHOTO TIpenapara B rpakIaHCKUH 000poT;

2) B OTHOIICHUHU dapMaLieBTHIECKHX cybcTaHumif, BXOJAIIMX B COCTaB
JileKapCTBEHHBIX MPEIapaTos:

a) HANMMEHOBaHHE (bapmaueBaneCKoﬁ cybcraHnum  (MeXAYHapOJHOE
HenaTeHTOBaHHOe, WIH TPYNNMPOBOYHOL, Wi XMMHAYECKOe M TOpProBo€
HayMEeHOBAHHA);

6) HaMMeHOBaHWE H  aJpec IIpOU3BOAUTEINA q)apMaueBanecxoﬁ
cyOcTaHIuY;

B) CpPOK F'OIHOCTH papMarLieBTHYECKOH cyOCTaHIMY,;

T) yCIIOBHS XpaHeHUA (bapMaueBaneCKoﬁ cyOCTaHIMHA;

1) HOMEp dapmaxoneHON CTaTbH nubo B ciydae ee OTCYTCTBUS HOMEP
HOpPMATHBHOI'O JJOKyMEHTa;

e) HaJIu4Me (bapmauequeCKoﬁ cyOCTaHIMH B IEpEYHE HAPKOTHYECKUX
Cpe/CTB, NICHXOTPONHBIX BEIIECTB ¥ HX NPEKypcOpoB, MOAJIEXAIIuX KOHTPOJIIO
B Poccuiickoii ®enepanyu, B COOTBETCTBHH C 3aKOHOJIaTE€JIHLCTBOM Poccuiickoit
denepauny, MEXIYHapOXHBIMU norosopamy  PocCHICKO#H depepaiv, B TOM
ypcae EauHOR KOHBEHIIME O HApKOTHYECKHX CpelCTBax 1961 rona
1 KonBenmueii o MCHXOTPONHBIX BEMECTBaX 1971 rona;

3) B oTHOMIEHHM (apMaIEBTHHSCKHAX cy6GcTanuuii, TTPOM3BEACHHBIX ML
peayu3aluu:

a) HaUMCHOBaHME dbapMaLeBTHIECKOH cyGcranua  (MeXITyHapoIHOe
HelaTeHTOBaHHOE, WIM TIPYNIHPOBOYHOS, WIIH XUMHUYECKOEe U TOpProBOe
HAVMEHOBAHUA);

6) HauMeHOBaHME H  a[pec IIPOU3BOJUTEISA dapMarLieBTHIECKOH
cyOcTaHIMH,

B) CPOK F'OJHOCTH dapMmareBTHYeCKOH cyOcTaHIIUH;

T) yCJIOBHS XpaHeHHs hapMareBTHIECKON CyOCTaHIIHY;

1) HOMEpP dapMaKoneHHON CTaThH nubo B ciydae ee OTCYTCTBUA HOMEp
HOPMATHBHOTO JIOKYMEHTa,

e) HaIu4ue dapmaneBTHYECKOH cybcTaHUMM B MEpedHE HApKOTHICCKUX
CpeAcTB, NCHXOTPONMHBIX BEIIECTB ¥ MX IPEKypPCOpOB, MOMIEKAIUX KOHTPOIIO
B Poccuiickoii ®enepanuy, B COOTBEICTBHAU C 3aKOHOJATEIILCTBOM Poccuiickoi
depepayy, MEXITyHApPOIHBIMU JIOTOBOpaMH Poccuiickoiit Penepanyy, B TOM
ypcie FEauHOW KOHBEHIMEH O HApPKOTHYECKHX cpeactBax 1961 roma
v KouBeHIme o ICUXOTPOMHBIX BEIICCTBAX 1971 rona;

%K) Jara BKIIIOYEHHA dapmaneBTHIECKOH cyOcTaHIMU B rocyAapCTBEHHBIN
peecTp JIEKapCTBEHHBIX CpENCTB, jara BHECEHWS H3MEHEHWH B JIOKyMEHTDI
dapMarieBTHIECKOH cybcTaHuuM, Jara  HMCKIOUCHHA dapMareBTHIECKOH
cy6CTaHIMK U3 TOCY JapCTBEHHOTO peecTpa JIeKapCTBEHHBIX CPEICTB.

10. Baecenue B PeecTp peecTpOBBIX 3ammcell OCYLIECTBISIETCS B CPOK,
He HPEBHILIAIOIIMI OTHOTO pabouero JHs CO AHA MPUHATHA peLIeHMA:

1) 0 rocyIapcTBEHHON PEeTHCTPAllHH JIEeKapCTBEHHOT'O TMpenapara;

2) 0 TOATBEPKICHAM TOCYlAPCTBEHHOH pPETUCTPaIlH JeKapCTBEHHOT'O
npenapara;

3o BHECEHMHM  H3MeHeHMii B JOKYMEHTEI, coepKaIuecs
B pPErMCTPAIOHHOM JIOChe Ha 3apemc*rp1/1p03aHHmif1 JleKapCTBEHHBIH Ipenapar;
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4) 06 oTMeHE rocyapCTBEHHOH periCTpalii JieKapCTBEHHOTO MpenapaTa,

5) 0 BKIIOYCHUH (bapmaueBaneCKoifI cyOCTaHIUH, TIPOM3BEZICHHON ISt
peanu3anuy, B Peectp;

6) 0 BHECEHUH H3MeHeHUH B JOKYMEHTBI (hapmalieBTHIECKOH cyOcTaHUMY,
[poH3BEICHHON [isl pealu3atiii u BKoueHHoit B PeecTp;

7) 06 HUCKIIOYEHHH M3 Peectpa (bapmaueamqecxoﬁ CcyOCTaHLIUH,
npou3BeeHHOH [isl peanu3aliy.

11. He nomyckaeTcs -BKIIOYECHHE B PeecTp OJHOM (bapmauesmqecxoﬁ
cyOcTaHIMH, Tpou3BeCHHON Ui peannsalht 1 BBLITYCKaeMO# OJIHUM M TEM XKE
[IpOM3BOAMTENEM, B BUAE IBYX 1 GoJee peeCTPOBBIX 3AIACEH.

12. JlexapcTBeHHBIH mpenapar [IOIJIEKNUT HCKIIOYCHUIO U3 Peectpa
B clydasX,  YCTaHOBJICHHBIX crateeit 32  QenepaibHOro - 3aKoHa
ot 12 ampens 2010 . Ne 61-®3 «O6 06paIIeHNH TeKapCTBEHHBIX CPELCTEY.

13. ®dapmareBTHYECKAsA cy6cTaHuys, TPOU3BENCHHAA [UIA peanu3alum,
MOUIEKAT HMCKIIOUEHHIO U3 PeecTpa B CiIy4asX, YCTaHOBICHHBIX vacTeio 13
ctathu 34 @enepanbHOro 3aKoHa OT 12 ampenst 2010 1. Ne 61-®3 «O6 obpalieHUuH
JIeKapCTBEHHBIX CPENCTB».




