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OG yTBepKACHHH
HOPSAKA Be[leHHs IOCyIapCTBEHHOr0 peecTpa
JeKAPCTBEHHBIX CPEACTB ISl MEHIHHCKOTO NPUMEHEHHM S

B coorercTBHH co crarbeil 33 @emepanbHOro 3aKOHa OT 12 ampens 2010 r.
No 61-®3 «O6 oOpalneHHH JIEKapCTBEHHBIX CPEICTB» (Cobpanue 3aKOHOIATEIBCTBA
Poccuiickoit ®Peneparum, 2010, Ne 16, cr. 1815; 2014, Ne 52, cr. 7540),
noamynkroMm 5.2.153 Ilonoxerus o MpuHuCTEPCTBE  3IPaBOOXPAHCHHA Poccuiickoii
®enepanuy, yTBEPXKICHHOTO MOCTaHOBICHHEM TTpasutenscrBa Poccuiickoi depepanuu
ot 19 mons 2012 r. Ne 608 (Cobpanue 3aKOHO/IAaTEIbCTBA Poccuiickoii ®enepauuu, 2012,
Ne 26, ct. 3526; 2013, Ne 16, ct. 1970; Ne 20, cT. 2477; Ne 22, ct. 2812; Ne 45, ct. 5822;
2014, Ne 12, cr. 1296; Ne 26, cr. 3577; Ne 30, cr. 4307; Ne 37, cr. 4969; 2015, Ne 2,
cr. 491; Ne 12, c1. 1763; Ne 23, cT. 3333),upUKa3bIBaIo; :

1. VIBepIUTh MOPAZOK BEEHWS TIOCy[JapCTBEHHOro peectpa JIeKapCTBEHHBIX
CPENCTB I MeMIMHCKOrO IPUMEHEHH)S COTTACHO NPUIIOXCHHIO.

2. llenapTaMeHTy ~ MH(OPMaIHOHHBIX texgonormii u ceasu  (E.JL Botixo),
JlemapTaMeHTy TOCYINapCTBEHHOTO PeryIupoBaHuA obpaleHys JeKapCTBEHHBIX CPEACTB
(AT. Lpiaasivees) obecrednTh BEICHUE rOCyJapCTBEHHOTO peecTpa JIEKapCTBEHHbBIX
CpEeCTB /Ul MEIMIMHCKOTO IPUMEHEHNs B COOTBETCTBHU C TIOPSIIKOM, YTBEPIKACHHBIM
HACTOAIIMM [IPHKA30M.

3. TIpusHaTh YTPAaTMBIIMM CHITy IpHKa3 MuHHCTEPCTBA 3APAaBOOXPAHECHUSA U
conMaibHOTO pasBuTHs Poccuiickodl @ezxepauuu OT 26 aprycra 2010 r. Ne 746n
«OB yTBep XIeHHH NOPsIKa BeJECHH roCy1apCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPENICTB
JUIi  MENUUMHCKOro IpHMeHeHWs» (3aperuCTpUpoBaH MHUHHCTEPCTBOM  FOCTHLUN
Poccuiickoii ®eneparuu 31 aprycra 2010 T, fpefhcfﬁﬁnﬂpHHbIﬁ Ne 18305).

4. HacTosimmif IpUKa3 BCTyNaeT B CHILy ¢ b anpem2916 roja.
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ITpunoxenue
K npuKa3sy MHUHHCTEPCTBA 3APaBOOXPAHEHHS
Poccuiickoit @enepannu

oT «___»Qﬁji/zgﬂ 2016 T. Ne /%Z

Hopsinox
BelleHHA roCy/IapCTBEHHOI'0 peecTpa JIeKapCTBEHHBIX CPEACTB
AJIA MeAMUIHHCKOro NpHMEHEeHHs

1. HacTosuii mOpANOK ompezenseT IpoLeAypy BeIEHHs ToCyAapCTBEHHOIO
peecTpa JIeKapCTBEHHBIX CPEICTB Al MEAUIIMHCKOTO IPUMEHEHHUS.

2. TocynapCTBEHHBI peecTp JEKapCTBEHHBIX CPEACTB Ui  MEAMIIMHCKOTO
npumeHnenus (nanee — Peectp) sBisercs ¢enepainbHOH HMHPOPMAIMOHHOM CHCTEMOW,
cofiepKalel CBeIeHUs O JIEKapCTBEHHBIX Ipenaparax Uil MEIHIHMHCKOrO IPHMEHEHUS,
NpPOLIEANMX TOCYJApCTBEHHYIO pEerducTpanyio, (apMaleBTHUECKHX CyOCTaHIMsX,
BXOIAIIMX B COCTAB JIEKAPCTBEHHBIX IPENapaToB Ui MEAMLIMHCKOIO IIPUMEHEHHS, H
(apmareBTHIeCKUX CyOCTaHIMAX, TPOU3BEACHHEIX /I PeaIH3alHH.

3. Peectp Bemercs B 3JIEKTPOHHOM BHJE C IPUMEHEHHEM aBTOMATH3MPOBaHHOM
CHCTEMEI ITyTeM BHECEHHS B PEECTP PEECTPOBBIX 3alMCEH.

4. Benenue Peectpa  ocymiecTBusieTcs B COOTBEICTBHHM C  €QUHBIMH
OpraHU3alMOHHBIMU, METOAOJIOTHYECKMMH M IPOrPaMMHO-TEXHHYECKMMH MPHHINIIAMH,
00ecIIeYHBaIOIIIMHA COBMECTUMOCTh M B3aMMOJENCTBHE JTOr0 peecTpa C HHBIMH
denepanbHEIMA HHGOPMaIMOHHBIMU CUCTEMAaMH U CETAMHU.

5.PeectpoBasi 3ammMch JIEKapCTBEHHOTO IIpemapara I  MEIUIMHCKOIo
IpUMEHEHHUS COAEPXKUT CIIEeYIONTYI0 HH(OpMaLHIO: ~

1) B OTHOIIIEHHUH JIEKAPCTBEHHEIX IIPENApaTOB:

a) HaMMEeHOBaHMe JIEKapCTBEHHOI0 Ipenapara (MeXIyHapOoJaHOE HENIATEHTOBAHHOE
WM TPYTIIMPOBOYHOE, I XUMUYECKOe U TOProBOe HAUMEHOBaHMA);

0) nekapcTBeHHas ¢opMa C yKa3aHWEM AO3MPOBKH JIEKAPCTBEHHOIO Ipernapara u
€ro KOJIMYeCTBa B IIOTPEOUTENBCKOHN YIIaKOBKE;

B) HAUMEHOBaHUE Jlep)KaTelnsl WIK Biafenblia peruCTPallMOHHOIO yAOCTOBEPEHHUS
JIeKapCTBEHHOIO IIpernapara;

I') HAaMMEHOBaHMe U aJipec IPON3BOIUTENS JIEKAPCTBEHHOI'O IIPENapara,

n) dhapMaKkoTepaneBTHYecKasd Ipylma, KOJ JIEKapCTBEHHOIO IIperapara Iio
aHATOMO-TepaleBTUIECKO-XUMUIECKON KIIacCH(UKAIMY, peKOMEeHI0BaHHOH BcemupHon
opraHu3anueil 3ApaBoOOXpaHEeHNs;

€) II0Ka3aHMs U IIPOTHBOIIOKa3aHUs K IIPUMEHEHHIO JIEKapCTBEHHOTO IIperapara;

) MoOOYHEIE AeWCTBHS JIEKAPCTBEHHOT'O IIperapara;

3) CpOK F'OTHOCTH JIEKapCTBEHHOTO IIpelapara,;

1) YCIIOBUS XpaHEHUS JIEKapCTBEHHOTO Mpernapara;

K) YCJIOBUSA OTITyCKa JIEKapCTBEHHOIO IIpeNapaTa;

1) HoMep (apMakomeHHOM CTaTbM MM B Cllydae €€ OTCYTCTBHA HOMEp
HOpPMAaTUBHOH JOKYMEHTAallUH;



M) laTa TOCYJApCTBEHHON perucTpalMy JIEKapCTBEHHOro Ipemapara U ero
PErMCTPAlMOHHBI ~ HOMEp, JaTa 3aMEHbl  PErHCTPAMOHHOrO  yIOCTOBEPEHHMA
JIEKapCTBEHHOTO  Iperapara Ha OecCpOYHOE  PErMCTPalldOHHOE  YIOCTOBEpeHHE
JIeKapCTBEHHOTrO Ipenapara, iaTa Molady 3asgBIeHHs O IOATBEPKIEHHA rOCy 1apCTBEHHOM
pEerucTpalyy JIeKapCTBEHHOTO IIpenapaTa, AaTa OTMEHB! IOCYJapCTBEHHONW perucTpanyuu
JIEKapCTBEHHOTO IIpernapara;

H) Ka4eCTBEHHBIH COCTaB U KOJMYECTBEHHBIM COCTAaB JEWCTBYIONIMX BEINECTB KU
KaueCcTBEHHBIH COCTaB BCIIOMOTAaTEIbHBIX BEIECTB JIEKAPCTBEHHOTO IIpernapara;

0) mHpopMalms 060 BCEX pPaspelleHHBIX BHIAX BTOPHYHOM (MOTpeOHTENHCKOMH)
yIaKOBKUY;

1) JaTa NPUHATHS PEIIeHUss O BO3MOXHOCTH pacCMaTpHBaTh JIEKApCTBEHHEBIM
IpenapaT IpU rocyJapCTBEHHOH PeTHCTpallud B Ka4eCTBE OP(aHHOIO JIEKapCTBEHHOTO
Ipernapara;

p) HalM4Ue JIEKApCTBEHHOTO IIpeliapaTra B NepedyHe XXUM3HEHHO HEOOXOAUMBIX H
Ba)KHEWINNX JIEKapCTBEHHBIX IIPENapaTos; \

C) HaJIWYKe B JIEKAPCTBEHHOM IIpenapaTe HAPKOTUYECKUX CPEJCTB, ICHXOTPOIHBIX |
BEIlECTB U MX IPEKypCOpoOB, MOANEeKamUX KoHTpomo B Poccuiickoit ®enepaunu, B
COOTBETCTBHH € 32KOHOJIATENBLCTBOM Poccniickoit delepal' , MeXTyHAPOTHBIME JOrOBOPAMH
Poccuiickoit @enepanvn, B ToM uyncie ENUHON KOHBEHIMEH 0 HADKOTHYECKHUX CPEACTBAX
1961 roga n Konuseniyeit o mcUXoTponHbIX BemecTBax 1971 roxna;

T) uHQoOpMaLUL O TOM, SBIAETCS JHM JaHHBIA JIEKapCTBEHHBIH Ipenapat
pedepeHTHBIM JIEKaPCTBEHHBIM IIPENIApaToOM,

y) CBelleHHs O IIofade 3asBlICHHA O BHECEHMHM M3MEHEHMHA B JOKYMEHTHI,
cojlepKaluecs B peruCTPaMOHHOM JOChE Ha JIEKAPCTBEHHBIN Mpenapar;

¢) cBefileHUs O B3aMMO3aMEHIEMOCTH JIEKapCTBEHHOro mpemapara (¢ 1 sHBaps
2018 roxa’);

X) CPOK BB€JI€HV JIEKAPCTBEHHOT'O IIpelapaTa B IpakJaHCKui 000poT;

2) B OTHOIIEHNY (hapMaIieBTHYECKUX CyOCTaHIMI:

a) HAMMEHOBaHUE (bapMaleBTHIECKON cybGcTaHIuK (MexayHapogHO€E
HeIaTeHTOBAHHOE MIIM IPYIIUPOBOYHOE, WIH XUMAYECKOE U TOPrOBOE HAHMEHOBAHMUA),

6) HaMMEHOBaHKE ¥ AIPec MPOU3BOMUTENA PapMalleBTHUECKON CyOCTaHIMY;

B) CPOK MOJHOCTH (hapMarieBTHIEeCKOH CyOCcTaHuy,

I') yCIOBUA XpaHeHUs GpapMaIieBTHIeCKONH CyOCTaHINH,;

1) HoMep (GapMakoIleiHOM cTaTbM MM B Cly4ae ee OTCYTCTBHiI HOMeEp
HOPMaTUBHOH JIOKyMEHTAIUY,

¢) HanuKre (apMalleBTUIECKOH CyOCTaHIMM B IIepeYHe HAPKOTHYECKUX CPENCTB,
TIICUXOTPOIHBIX BEIIECTB M KX IPEKypCcOpOB, IIOJNIEXKAIUX KOHTpoNo B Poccuiickoit
Denepany, B COOTBETCTBHH C  3aKOHOmaTenbcTBOM Poccuiickonn — Qenepanuy,

! Mocranosnenue Ilpasutensctea Poccumiickoit ®enepauun ot 30 mrons 1998 r. Ne 681 «O6 yTBepkaeHMM MEpedHA
Hapl(omqecxux CpeacTB, NMCUXOTPOIHEIX BELIECTB H HX ngexypcopOB HNoAjeXaumx KoHTposo B Poccuiickoit deaepauun»
(Co aHKe 3akoHOAaTenbCcTBa Poccuiickoit ®enepamn, 1998, Ne 27, cr. 3198; 2004, Ne 8, cT. 663; Ne 47, cT. 4666; 2006,

9PCT 3253; 2007, Ne 28, cT. 3439; 2009, Ne 26, cT. 3183; Ne 52, cT. 6572; 2010, .N'°3 cT. 314; Ne 17, cT. 2100; "Ne 24,
CT 3035; Ne 28, cr. 3703; Ne 31, cr. 4271, Ne 45, ct. 5864; Ne 50, cT. 6696, 6720 2011, Ne 10, cr. 1390; Ne 12, cT. 1635;
Ne 29, cr. 4466, 4473; Ne 42, cr. 5921, Ne 51, cr. 7534; 2012 Ne 10, cT. 1232 Ne 11, cT. 1295 Ne 19, cr. 2400 Ne 22,
CT. 2864 Ne 37, cT. 5002 Ne 48, cT. 6686 Ne 49 CT. 6861 2013 N°9 CT. 953 Ne 25 CT. 3159 Ne 29 CT. 3962; Ne 37,
cT. 4706; Ne 46, cT. 5943; Ne 51, ct. 6869; 2014, Ne 14, ct. 1626 e 23, cT. 2987 Ne 27 CT. 376.) Ne 44 cT. 6068; Ne 51,
LT 7430; 2015, Ne 11, cr. 1593; Ne 16, c1. 2368; Ne 20, cT. 2914; Ne28, cT. 4232; Ne 42, cr. 5805).

2Yacrs 3 crathn 3 (Denepanbﬂoro 3akoHa oT 22 nekabps 2014 r. Ne 429-03 «O BHeceHHH u3MeHeHUH B PenepaibHblA 3aKOH
«O6 obpaleHny flekapcTBeHHbIX cpeacTs» (Cobpanue 3akoHogaTenscTBa Poccuiickoit @enepaunn, 2014, Ne 52, cr. 7540,
2015, Ne 29, c1. 4367).



MeXIyHapoiHsIMH Jorosopamu Poccuiickoit ®Penepaiuy, B TOM YHCIE Enunon
KOHBEHIMEH 0 HapkKoTHdeckuX cpexctBax 1961 roma m KoHBeHuume# 0 NCHXOTPOIHBIX
BemecTtBax 1971 rona.

6. B orHomeHun (QapManeBTHIECKUX CyOCTaHLMM, MPONU3BEACHHBIX I
peanusanyy, B Peectpe comepxutes cueayromas nHGopMarius: \

1) HauMeHOBaHue bapManeBTHYECKOH cyOcTaHIMHU (MeXIyHapOIHOE
HEATEHTOBAHHOE WM IPYIIHPOBOYHOE, MM XUMUYECKOE M TOPrOBOE HAMMEHOBAHMU);

2) Ha¥MeHOBaHHKE U aJ(PeC IMPOU3BOAUTENS hapManeBTHIECKOH CyOCTaHIMH;

3) cpok rogHocTH hapManeBTHYECKO! CyOCTaHIMH,;

4) ycnoBus xpaHeHus ¢papMaleBTHIECKOH CyOCTaHINH,

5) goMep ¢apmakoneidHoi cTaThu JIHMOO B Cciy4ae ee OTCYTCTBI/IH HOMED
HOpMAaTHBHOH JJOKYMEHTALIUY,

6) nanuuue (apMaieBTHYeckodl cyOcraHuuu B I€peyHe HapKOTHYECKHX
CPENCTB, ICUXOTPOIHBIX BEMIECTB ¥ HX IPEKypCOpOB, IMOJJIEXKAIIMX KOHTPOIIO B
Poccuiickoii Pepepaniuy, B COOTBETCTBHH C 3aKOHOAATEIbCTBOM Poccutickoit
Denepaluu, MeXAyHapOIHBIME JHoroBopamu Poccuiickoit Penepanud, B TOM 4YHCIE
EnunHoi KOHBEHIHEH O HapKOTHYECKHX cpeacTBax 1961 roga m KosBeHuue#d o
IICUXOTPOIMHBIX BemecTBax 1971 rona;

7) nara BKIo4eHus (apManeBTHUECKOH cyOcTanimu B PeecTp, naTta BHECEHUA
W3MEHEHHH B JOKYMEHTHl (hapMameBTHUECKOd cyOcTaHuuu, JgaTa HCKIIOYCHMA
dbapmaneBTHUeCKOH cyOcTanuu u3 Peectpa.

7. Buecenue B PeecTp peecTpoBBIX 3alHCEH OCYINECTBIsAE€TCI B CPOK, HE
IpEeBBIIIAIOMHKH 0JHOTO paboyero qHA CO AHA: |

1) npuHATHS peuleHHs O TOCYAapCTBEHHOW pPErucTpanuy JIeKapCTBEHHOIO
npernapara JUisi MEAUIIMHCKOro MPUMEHEHHUS;

2) MOATBEPKAEHUS I'OCYyapCTBEHHON PETHCTPalUM JIeKapCTBeHHoro npernapara
JUIS METUITMHCKOTO IPUMEHEHHS;

3) NpUHSATUS PelIeHNs O BHECEHUU U3MEHEHHH B JOKYMEHTHI, COAECpXKAUECH B
PETHCTPAllHOHHOM [OChE Ha 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIH MNpemapar Uil
MEIUITUHCKOrO IIPUMEHEHM,

4) npuHATHA peIleHHus O BKIOYEHHH (apMaleBTHYeCKod CyOcTaHuuy,
IpOM3BENEHHOM U pealu3aliy, B TOCYAapCTBEHHBIN peecTp JICKapCTBEHHBIX CPEJICTB
JUIS MEIMLUIMHCKOTO NIPUMEHEHHA,

5) npuHATAS ~pelleHHs O BHECEHHMM H3MEHEHWH B  JOKYMEHTHl Ha
dapMaueBTHIECKYIO CyOCTaHIUIO, IIPOU3BEJCHHYIO JUIA pPeallu3allii U BKIIOYECHHYIO B
rocyJapCTBEHHBIH peecTp JEKAPCTBEHHBIX CPE/ICTB UL MEAUIIUHCKOIO IPUMEHEHUS .

8. CBeieHus © JIEKapCTBEHHOM IIpenapare Ijsf MEIHIIMHCKOro IPpUMEHEHU
noJuiexaT UcKiouenuto u3 Peectpa B ciydae’:

1) mpencrasnenus  DenepanbHOil  cayx6oifi  mo  Hamsopy B cdepe
3[paBOOXPAHEHMs 3aKJIOYCHHS O PHCKe HIH 00 yrpose 3/0pOBBIO, XKH3HH 4YE€/IOBEKA
TIpH IPUMEHEHUH JIEKAPCTBEHHOTO IIPenapara, MPEeBEIIalouX ero 3¢G(GeKTHBHOCTS, 110
pe3ylbTaTaM OCYIIECTBIIEMOr0 MM MOHHTOpHMHra O€30MacHOCTH JIeKapCTBEHHOIO
rpemnapara,

3 Crarbs 32 ®enepansHoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «O6 obpalueHuy NeKapCTBEHHBIX CPEACTBY (Cobpanue
3akoHomaTenbcTBa Poccuiickoit ®enepanuu 2010, Ne 16, cr. 1815; 2014, Ne 52, eT. 7540).
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2) nomauyu JepxareieM MIH BIaJeNbLEM PETUCTPAIMOHHOIO YAOCTOBEPCHMA
JIeKapCTBEHHOrO IIperapaTa WM YIOJHOMOYEHHBIM MM IPYIMM IOPHAWYECKHUM JIMIIOM
3asBIICHYs 00 OTMEHE roCy/IapCTBEHHON PETrUCTpalliy JIEKAPCTBEHHOI O NIpenapara;

3) HENIOATBEPXKICHUS IOCYy1apCTBEHHOM PEruCTpaliy JIeKapCTBEHHOro Mpernapara
10 UCTEYEHHH CpPOKa MEHCTBUS PETrHMCTPALMOHHOIO yIOCTOBEPEHMUs, BBINAHHOIO Ha IIITh
JET;

4) HempeICTaBICHHUS 3asBUTeNeM HHOpMallK, KOTopas MOJKET IOBJIeYh 3a CO0O0MH
HeoOX0IUMOCTh BHECEHHS U3MEHEHHH B IOKYMEHTBI, COJIEpXKaIlHeCs B peruCTpalliOHHOM
JIOChE Ha 3aperMCTPUPOBAHHBIN JIEKApCTBEHHEBIN MMpenapar, B T€YCHUE TPUALATH pabounx
ITHEeH cO JHA HACTYIUICHHS 3TUX U3MEHEHUH;

5) ocyliecTBIEHHS TOCYJApCTBEHHOH PETHCTpAlMy JICKapCTBEHHOro Ipenapara
[I0[ TOPrOBHIM HAWMEHOBAaHHEM 3apETUCTPUPOBAHHOIO paHee MO0 STHM TOProBBIM
HaMMEHOBAaHUEM JIEKAPCTBEHHOIO IIperapara, OTIMYarOlIerocss KaueCTBeHHBIM COCTaBOM
JEUCTBYIOIIUX BEIIECTB,

6) OCYLIECTBIEHHS rOCYIapCTBEHHON PErUCTPALUU 3asBUTENIEM OJHOIO M TOTO XK€
JIEKapCTBEHHOTO Mpelapara 10| pasIuYHbBIMUA TOPrOBEIMYA HAMMEHOBAHUAMH,

7) BEIHECEHHs CYJOM pellleHUs. 0 HapylIeHHH IIpaB IpaBoobnajarelis 06’I>CKTOB
MHTEJUIEKTYaIbHONH COOCTBEHHOCTH IIpH 0OpallleHUH JJeKapCTBEHHBIX CPEJICTB,

8) OTCyTCTBHS JIEKapCTBEHHOIo IMperapata B oGpameHHH B Pocculickoit
deprepanuu B TEYEHUE TpeX U Ooee IeT,

O) HEBBIITOJTHEHUSL ~ JAepXKaTeleM  WIM  BJIAJCNBIEM  PErUCTPAllHOHHOIrO
yIOCTOBEpEeHMs. JIEKapCTBEHHOro IIpenapara Ju0O0 YIOJHOMOYCHHBIM MMM JIpYIUM
IOPUIMYIECKHM JIMLOM MepOLpHITHi 110 obecredeHuio Ge30MacHOCTH JIeKapCTBEHHBIX
IIperaparoB,  yCTAaHOBJIEHHBIX  MUHHCTEPCTBOM  3JpaBOOXPaHCHHS Poccutickoi
desiepallid B COOTBETCTBHM € dYacTaMM 3 u 4 crarbu 64 CDezxepanLHoro 3aKOHa
or 12 anpens 2010 r. Ne 61-®3 «O6 obpaleHnn JeKapCTBCHHBIX CpeHCTB» B paMKax
oCyIecTBIeHHs hapMaKoOHaA30pa,

10) orkasa Jepxarenss MIM Blafelblla PETUCTPAIIOHHOIO  YJOCTOBEPEHHA
NIEKapCTBEHHOTO IIpernapaTa JH00 YIOJHOMOYEHHOTO MMM APYIOro IOpPUINYECKOTo JIMIA
OT BHECEHMS W3MEHEHHIl B WHCTPYKIMIO II0 IIPUMEHEHHIO JICKApCTBEHHOIO IIpenapara,
KACaIOLMXC HOBBIX IMOATBEPXKACHHBIX MAHHBIX O TOM, YTO PHUCK NPHYMHEHMA Bpeaa
3OpPOBBIO HEIIOBEKa BCIEACTBHE IIpHEMa JIEKApCTBEHHOTO IIpenapara IpEBBINIACT
3 GEKTUBHOCTD €0 IPUMEHCHHS.

9. ®apmareBTUUECKAS cy6CTaHun;1 IIpOI/I3Be)1€HHa$I IUIS peaiu3anyy, MOIJIEKUT
UCKIIoveHuIo U3 Peectpa B cnyqae

1) IpezcTapIeHns COOTBETCTBYIOINUM YIIONTHOMOYEHHBIM (peiepTbHBIM OPTaHOM
JCIIOJIHATEFHON BIIACTH 3aK/IIOYEHHS O PUCKE MM 00 yrpos3e XXM3HH WIH 3I0POBBIO
YeJIoBeKa IIPU MCIIONB30BaHUH JIEKAPCTBEHHOIO CPE/ICTBA;

2) rojiayn  pa3pabOTYMKOM JIEKapCTBEHHOIO CpEeNCTBa WM IPOU3BOJMTENIEM
JNIeKapCTBEHHOIO CPEJCTBAa JTHOO YIOJHOMOYEHHBIM MMH IPYTHM IOPHIMYECKMM JIMIIOM
3agBJeHUS 00 MCKIIOYEHHMHM HU3 TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEICTB
dapmaleBTHYECKOH CyOCTaHIIM, IPOU3BEACHHOM /UL pealu3aliH;

4 Co6panue 3akoHoaarenscTBa Poccniickoi ®enepaunu 2010, Ne 16, cT. 1815; 2014, Ne 52, ct. 7540.

*Yacte 13 craTbu 34 demepansHoro sakona ot 12 anpens 2010 r. Ne 61-®3 «O6 obpalleHuy JI€KapCTBEHHBIX CPENCTB»
(Co6panue 3axoHonaTenncTBa Poccuiickoii @enepainy 2010, Ne 16, cT. 1815; 2013, Ne 48, ct. 6165; 2014, Ne 52, cT. 7540;
2015, No 29, cT1. 4367).
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3) oTcyTcTBHS (apMalleBTHIECKOH cyOCTaHIIMH, IPOM3BENEHHON [JIs peallu3alluy,
B obpamenun B Poccuiickoii @enepaiiy B TeUeHUE TpeX H OoJiee JIET.

10.Ilpy mpuHsSTHM pelleHHs 00 OTMEHe TIOCYJapCTBEHHOW PEruCTpaliy
JEKapCTBEHHOTO mperapata Uil MEOHOUHCKOrO MNPUMEHEHHS ¥ UCKIIOYEHHH
JIEKapCTBEHHOro Mpenapara Uil MeAUIUHCKOTO MNpHMeHeHus u3 Peectpa, a Takxke
pellieHHs 00 HCKNIOYEHHH U3 TOCYJApCTBEHHOrO peecTpa JIeKapCTBEHHBIX CPEIACTB
dbapManeBTHIECKOH CyOCTaHIMH, MPOU3BEAECHHOM JJISA peajid3alii, COOTBETCTBYIOIIASA
3anuch MPOU3BOAUTCS B PeecTpe B CpOK, He NIPEBHIIIAIOMIKHA OTHOrO paboyero qHs cO AHA
IIPUHATHUSA TAKOTO PELIEHNs, C YKa3aHUEM JaThl IPUHATHS PEIICHUS.

11.Peectp  myOnmkyercds Ha  oduuuansbHOM  cadiTe  MuHHMCTEpCTBa
3apaBooxpanenus Poccuiickoit ®emepanyu B cetd FIHTepHET U OGHOBIISETCS €XEIHEBHO C
COXpaHEHMEM pa3MelleHHs Ha YyKa3aHHOM cafiTe BCeX NpPEABLIYIIMX pelaKuui
pPeecTpPOBBIX 3aIUCEN.

12. 3amura cBefeHwMii, cojepxammxci B PeecTpe, OCyIIECTBIAETCS B
COOTBETCTBUH C 3aKOHOIATENbCTBOM Poccuiickoit @enepaunn. PezepBHas konus Peecrpa
dbopMupyeTcs He pexe OQHOro pasa B MECHIL.

13. CBenmenus, conepxauecs B Peectpe, SABIAIOTCA  OTKPBITBIMU U
OOIIEIOCTYIMHEIMH ~ H  INPENOCTABIAIOTCS JIIOOBIM  3aHHTEPECOBAHHBIM  JIMLAM B
COOTBETCTBHH ¢ 3aKoHOAaTenbcTBOM Poccuiickoit Penepanuy.




