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nopsigka BeJeHUs rocCyAapCTBEHHOI0 peecTpa
JIEK2APCTBEHHBIX CPeACTB AJISI MeHNHHCKOro NpHMeHEeHHs

B coorserctBuM co cratbeii 33 PenepanbHoro 3akona oT 12 ampensa 2010 r.
Ne 61-®3 «O6 oOpameHnn JeKapCTBeHHBIX cpeacTB» (CobpaHue 3aKOHONATENLCTBA
Poccuiickoii ®enepanuu, 2010, Ne 16, cr. 1815; 2014, Ne 52, cr. 7540),
noanyakrom 5.2.153 TlonoxxeHus o MuHucrepcTBe 3apaBooxpaHeHHs Poccuiickoin
Depeparyu, yTBEPKAEHHOrO nocraHosieHHeM [IpaButensctBa Poccuiickoit Penepanuu
ot 19 mons 2012 r. Ne 608 (Cobpanue 3axoHonarensctBa Poccuiickoit @enepanun, 2012,
Ne 26, cr. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 45, c1. 5822;
2014, Ne 12, cT. 1296; Ne 26, ct. 3577, Ne 30, ct. 4307; Ne 37, ct. 4969; 2015, Ne 2,
cT. 491; Ne 12, cT. 1763; Ne 23, c1. 3333),ipu K a3 BI B aI0:

1. VTBepIuTs MOPSAOK BeOeHUs TIOCYHapCTBEHHOI'O peecTpa JIeKapCTBEHHBIX
CpeICTB U MEAULIMHCKOTO NPUMEHEHHs COITIaCHO NIPHIIOKEHHMIO.

2. lenapramenTy uH(pOpManMOHHBIX TexHonorud u cBsa3u  (E.JL Boiiko),
JleniapTaMeHTy TOCyAapCTBEHHOIO pEryJIMpOBaHHs OOpallleHMs JIEKaPCTBEHHBIX CPEICTB
(AT. LpiaopiMeeB) oOecreyuTh BeleHHE IOCYAapCTBEHHOIO peecTpa JIEKapCTBEHHBIX
CpeICTB i1 MEAULIMHCKOIO IPHUMEHEHHs] B COOTBETCTBHUHU C MOPAJIKOM, YTBEPKIACHHBIM
HACTOSIIIIAM IIPHAKa30M.

3. Ilpu3HaTh YTpaTUBIIMM CHJIy IIpHKa3 MuHHCTEpPCTBa 34paBOOXpaHEHHS U
corasibHoro pasBuTHs Poccuiickoit Penepanmu ot 26 abrycta 2010 1. Ne 746H
«O06 yTBEpXXASHUHU NTOpsIKa BeACHUS rOCyIapCTBEHHOIO peecTpa JeKapCTBEHHBIX CPEICTB
Ul  MEOUUMHCKOTO0 IpUMEHEHUus» (3aperucTpupoBaH MMHHCTEPCTBOM  IOCTHULIMHU
Poccuiickoit ®eneparuu 31 aBrycra 2010 r., peructpaunonssiit Ne 18305).

4. Hacrosmuii mpuKas BCTynaeT B cuity ¢ 1 anpens 2016 roza.
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IIpunoxenue
K IIprKa3sy MUHHCTEPCTBA 3PaBOOXPaHEHUS
Poccutickoit ®enepannu

oT «_»Qﬁ;’éﬁﬂ 2016 r. Ne /ﬂ[[

Hopsnok
BeJleHHS FOCYAapPCTBEHHOr0 peecTpa JeKapcTBEHHBIX CPeJCTB
AJISi MEAHIIHHCKOIO IPHMEHEeHNn

1. Hacrosmuii mnopsooK oOmpefenseT Npouenypy BeAeHHs ToCyapCTBEHHOIO
peecTpa JIeKapCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO IPUMEHEHHS.

2.TocymapcTBEHHEIl peecTp JIEKapCTBEHHBIX CPEACTB UL MEIUIMHCKOIro
npuMeHeHUs (nanee — PeecTp) sBisercs ¢enepaibHoOi MHGDOPMALMOHHON CHUCTEMOH,
coJiep)Kallledl CBEACHHUs O JICKapCTBEHHBIX ITpenaparax i METUIMHCKOIO MPUMEHEHUS,
OpOINENIIUX TIOCYHApCTBEHHYIO pETUCTpanuio, GapMaleBTHYECKUX CyOCTaHIMAX,
BXOJUIIIINX B COCTaB JIEKAPCTBEHHBIX IpeIapaToB AN MEIUIMHCKOTO NpPUMEHEHHUs, U
dapMalleBTHIeCKIX CyOCTaHIUAX, TPOU3BEACHHBIX /IS peau3alyy.

3. PeecTp BezieTcsi B 3JEKTPOHHOM BHJ€ C NPUMEHEHMEM aBTOMATU3HUPOBaHHOM
CHCTEMBI ITyTEM BHECEHHUSI B PEECTP PEECTPOBEIX 3alMCEi.

4. Benenue Peectpa  ocymiecTBIsieTCSs B COOTBETCTBHM C  €AMHBIMH
OpraHM3alHOHHBIMH, METOJNOJIOTHYECKUMHU U NPOrpaMMHO-TEXHUYECKUMHU NPUHIMIIAMH,
o0ecrieynBalOIIMM  COBMECTUMOCTh M B3aUMOJEWCTBHE 3TOr0 peecTpa C HHBIMH
¢benepanbHEIMYA HHGOPMaIMOHHEIMU CUCTEMaMH U CETAMH.

5.PeecTpoBas  3amHCh  JIEKapCTBEHHOro Ipenapata A  MEIUIMHCKOro
HMpPUMEHEHHS COEPXXUT CleIyIONIyI0 HHPOpMAaLHIO:

1) B OTHOMIEHUH JIEKApCTBEHHBIX NPEIIapaToB:

a) HaMEHOBaHMe JEKapCTBEHHOIO IpenapaTa (MeXIyHapoqHOE HEMAaTEeHTOBAHHOE
JUIA TPYyIIIIEPOBOYHOE, UM XMMUYECKOE ¥ TOProBO€ HAaUMEHOBAHH );

6) nexapcTBeHHas ¢opMa ¢ yKa3zaHHEM JO3MPOBKM JIEKAPCTBEHHOTO Mpenapara u
ero KOJHMYEeCTBa B MOTPeOUTENBCKON YIIaKOBKE;

B) HAMMEHOBaHUE AepXaTelll WM Blafesblia PeruCTPalliOHHOIO YAOCTOBEPEHHS
JIEKapCTBEHHOI'O IIpernapara;

') HaUMEHOBaHUE Y aJipec IPOU3BOAUTEIS JIEKapCTBEHHOT'O Npernapara,

I) papMakoTepaneBTHYecKas TIpyIna, KOJA JIEKapCTBEHHOIO Ipemapata [o
aHaTOMO-TEpaIeBTHYECKO-XMMHYECKOH Kilaccu(UKalMK, peKOMeHIoBaHHON BceMupHOi
OpraHusanyeil 31paBOOXpaHEHUS;

€) IOKa3aHMs ¥ IPOTHBOIIOKA3aHUs K IPUMEHEHHUIO JIEKapCTBEHHOTO Ipenapara;

K) N060YHbIe NeHCTBUS JTeKapCTBEHHOT'O Npernapara;

3) CPOK FOJHOCTH JIEKapCTBEHHOTO IIpenapara;

1) YCIIOBUS XpaHEeHMs JIeKapCTBEHHOTO Npemnapara;

K) YCIIOBHS OTIIyCKa JIEKapCTBEHHOTO IIpernapara;

1) HoMep (apMaKkONeHHOM CTaTbM MIM B CiIy4ae ee OTCYTCTBHSA HOMEp
HOpPMAaTHUBHOH JTOKyMEHTALMH;
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M) JlaTa TOCYHApCTBEHHOHM pErHcTpalli¥ JIEKapCTBEHHOIO Iperapara M €ro
PEruCTPAlMOHHBIH  HOMEp, JaTa 3aME€Hbl  PErHCTPaUMOHHOIO  YAOCTOBEPEHHS
JIEKapCTBEHHOr0 Tpemapara Ha OecCPOYHOE pPEruCTPalMOHHOE — YAOCTOBEpPEHHE
JNIEKapCTBEHHOr0 MpenapaTta, J1aTa I0Ja4y 3asBICHUS O TOATBEPKIECHHUH rOCYAapCTBEHHOM
PErHCTpalUyy JeKapCTBEHHOrO Mpernapara, JaTta OTMEHbl FOCYJapCTBEHHON PErMCTpalyy
JIeKapCTBEHHOI'O IIpeIapara,

H) KaYeCTBEHHBIH COCTaB M KOJHYECTBEHHBIM COCTaB ACHCTBYIOIIMX BEIIECTB H
KaueCTBEHHBIM COCTAaB BCIIOMOTaTENbHEIX BEILIECTB JIEKAPCTBEHHOIO IIpenapara;

o) uaopmanust 000 BCeX pa3pellleHHBIX BUIAX BTOPHYHOH (IOTpeOHTeNbCKOM)
YIIaKOBKH;

) JaTa TNPHHATHS pEIleHHs O BO3MOXHOCTH paccMaTpHBaTh JI€KApCTBEHHBIN
npernapar NpH roCyJapCTBEHHOH PErucTpallMd B KayecTBE OP(AHHOIO JIEKAPCTBEHHOIO
Ipernapara,;

p) HaJlM4Ke JIEKapCTBEHHOIO IIpenapara B IepeyHe >KU3HEHHO HeOOXOMMMBIX U
Ba)KHEHIMX JIEKAPCTBEHHBIX IIPENaparoB;

C) HaJIMYHe B JIEKApPCTBEHHOM IpenapaTe HapKOTUYEeCKUX CPEICTB, IICHXOTPOIHBIX
BEIIECTB M HMX NPEKypCOpOB, HOMJIEXaIIUX KOHTpoiro B Poccuiickod ®Penepauus, B
COOTBETCTBHH ¢ 3aKOHONATENBCTBOM Pocciiickoit Deepamn’, MeXTyHaPOIHEIME JOrOBOPAMH
Poccuiickoit ®enepauuy, B TOM 4ucie EQUHON KOHBEHIMEN O HAPKOTHYECKUX CPEACTBAX
1961 rona n KodBeHUKER 0 IICUXOTPONHBIX BemecTBax 1971 roxa;

T) uHGOpMaMsE O TOM, SBIAETCA JIM JaHHBIA JIEKAPCTBEHHBIH IIpenapar
pedepeHTHBIM JIeKapCTBEHHBIM IIpENaparoM,;

y) CBeleHHs O TIOAade 3asBleHHs O BHECEHUHM HU3MEHEGHHH B JOKYMEHTEHI,
cozieprKalifecs: B peruCTpallMOHHOM JIOChE Ha JIEKapCTBEHHBIN IIPENapar;

¢) cBeleHHs O B3aMMO3aMEHAEMOCTH JIeKapCTBEHHOro Ipenapara (¢ 1 sHBaps
2018 roga’);

X) CPOK BBEJIEHUS JIEKapCTBEHHOI'O IIperiapaTa B rpakJaHCKUi 060poT;

2) B OTHOILIEHUH (apMalleBTUYECKHX CyOCTaHLIMMI:

a) HAMMEHOBaHUE (bapMaleBTHYECKOM cyOCTaHITUH (MeXIyHapoIHOE
HENATEHTOBaHHOE WK I'PYTIIIMPOBOYHOE, UM XUMHUECKOE U TOProBOe HAUMEHOBAHHUS );

0) HauMEeHOBaHME U aApec NPOU3BOIUTENA PapMaleBTUIECKON CyOCTaHIUM;

B) CpPOK rOJHOCTU ¢apMaleBTHYECKOH CyOCcTaHIuy;

I') yCIIOBHUS XpaHeHUs (hapMalleBTUIECKON CyOCTaHInmy;

n) Homep (apMakoneHHOW CTaTbd MJIM B CIy4yae €€ OTCYTCTBHS HOMeEp
HOPMAaTHBHO! JIOKyMEHTALIHH;

€) Hauume (apMalleBTHYecKoil cyOCTaHLUM B IepedyHe HapKOTHYECKHX CPEelCTB,
IICUXOTPOIHBIX BEIIECTB M HMX IIPEKypCcOpoB, IOUIEXAHIMX KOHTpomo B Poccuifckoii
denepanyy, B COOTBETCTBUHM C  3aKOHOIATENLCTBOM Poccuiickodt Pepepanuy,

' Mocranosnenune IlpaBurtensctBa Poccuiickodi @enepaumu ot 30 moHs 1998 r. Ne 681 «O6 yTBEpKAEHHH NepeyHs
HapKOTHUYECKUX CPENCTB, MCHMXOTPOMHBIX BELIECTR M MX NPEKYPCOPOB, MOEXaIUX koHTponto B Poccuiickoit denepanum»
(Cobpanue 3akoHoaarenscTBa Poccuiickoit ®enepammu, 1998, Ne 27, cr. 3198; 2004, Ngrg, cT. 663; Ne 47, c1. 4666, 2006,
Ne 29, cT. 3253; 2007, Ne 28, cT. 3439; 2009, No 26, ct. 3183; Ne 52, c1. 6572; 2010, Ne 3, ct. 314; Ne 17, c1. 2100; Ne 24,
cT. 3035; Ne 28, cr. 3703; Ne 31, c1. 4271; Ne 45, c1. 5864; Ne 50, cT. 6696, 6720; 2011, Ne 10, cr. 1390; Ne 12, cr. 1635;
Ne 29, cT. 4466, 4473; Ne 42, cT. 5921; Ne 51, ct. 7534; 2012, Ne 10, c1. 1232; Ne 11, cT. 1295; No 19, cr. 2400; Ne 22,
cT. 2864; Ne 37, cT. 5002; Ne 48, cT. 6686; No 49, ct. 6861; 2013, Ne 9, ct. 953; Ne 25, cr. 3159; Ne 29, cr. 3962; Ne 37,
cT. 4706; Ne 46, cT. 5943; Ne 51, c1. 6869; 2014, Ne 14, cT. 1626; Ne 23, c1. 2987; Ne 27, ct. 3763; Ne 44, ct. 6068; Ne 51,
cT. 7430; 2015, Ne 11, cT. 1593; Ne 16, cT. 2368; Ne 20, cT. 2914; Ne 28, cT. 4232; Ne 42, cT. 5805).

2 YacTe 3 crathby 3 OeaepanbHoro 3akoHa ot 22 nekabps 2014 r. Ne 429-®3 «O HeceHun usmeHenuit B denepanbHblii 3aK0H
«O6 obpauenun nexapcTBeHHbIX cpencts» (Cobpanune zakoHomatensctBa Poccuitckoit @enepaunu, 2014, Ne 52, ct. 7540;

2015, Ne 29, cT.4367).



MeXIyHapolHeIMi qoroBopamu Poccuiickoit ®enepaumn, B ToM uucie Epunon
KOHBEHIIMEH 0 HapKOTH4ecKux cpeactBax 1961 roma m KoHBeHILue#d O ICHXOTPOIHBIX
BemecTBax 1971 rona.

6. B orsomeHun d¢apMaueBTUYECKUX CyOCTaHUUN, IPOM3BENEHHBIX IJis
peanusanuu, B Peectpe comepxxurcs cnelyromas HHGpOpMalus:

1) HaumeHoBaHHE (bapManeBTHYECKO cyOcTaHIIuu (MexayHapoJHOe
HeMaTeHTOBAHHOE HJIM IPYIIIUPOBOYHOE, HIIH XHMHYECKOE U TOPrOBOE HAUMEHOBAHHS );

2) Ha¥MEHOBaHHUE U aipec IPOU3BOIUTENS (apMalleBTHUECKOH CyOCTaHIINY,

3) cpok rogHOCTU (papMaLeBTUYECKOH CyOCTaHIHY;

4) ycnoBus xpaHeHUs papMaleBTHIECKOR CyOCTaHINH;

5) nomep (apmakoneiiHod cTaThu JIHMOO B cCilydae €€ OTCYTCTBHA HOMEp
HOpPMaTHBHOM JOKYMEHTALHH,

6) nanmuuyre ¢GapManeBTUYECKOH CyOCTaHUMM B IE€peYHE HAPKOTHYECKUX
CPENCTB, ICHXOTPOIHBIX BEHIECTB M MX IPEKYpPCOPOB, IOJUIEKAMMX KOHTPOIK B
Poccuiickoii @Penmepaunu, B COOTBEICTBHH C 3aKOHOAATENbCTBOM Poccuiickon
denepanyi, MeXIyHapooHBIMU porosopamu Poccuiickoll ®enepauuu, B TOM YHCIIE
Enunoll KoHBeHIMEH O HapKOTHYeCKUX cpeactBax 1961 roma m KoHBeHuuen o
IICHXOTPOIHBIX BemecTnax 1971 rona;

7) nara Bkiro4deHHs (papmaneBTHYECKOH cybcTaHumu B PeecTp, JaTa BHECEHHA
U3MEHEHUH B JOKYMEHTHl (apMaleBTHUECKOH CyOCTaHIMH, Jara HMCKIOYECHUS
¢apmaneBTHYECKOH cyOcTanuuy U3 Peectpa.

7. Buecenue B PeecTp peecTpoBBIX 3amucedl OCYIIECTBIAETCA B CPOK, HE
TNpEBHIIAIOMUN OJJHOTO paboYero AHA CO AHS:

1) npuHATHS pelIeHHs O TOCYJapCTBEHHONM pErucTpaluy JIEKapCTBEHHOIrOo
npernapara A MEIUIMHCKOrO NPUMEHEHHUS;

2) MOATBEPXKICHUS rOCyAapCTBEHHON pPErMCTpalyy JIEKapCTBEHHOIO Ipernapara
IUISL MEMITHHCKOTO TIPUMEHEHUS;

3) NpUHATUS peLIeHNss O BHECEHUH M3MEHEHUH B NOKYMEHTHI, COEpKallUecs B
pEricTpallMOHHOM JOChE€ Ha 3aperHMCTPUPOBAHHBIA JIEKApCTBEHHBIM Ipenapar s
MeIUIMHCKOTO IPUMEHECHU;

4) NpUHATHS pelmeHUus O BKIIOYEHHM ¢apMaleBTUYeCKOH cyOcTaHIuH,
IpOM3BEIC€HHOM AJis peajlu3alliy, B TOCYJapCTBEHHBIM peecTp JIEKAPCTBEHHEBIX CPEACTB
171 MEQULMHCKOTO NPUMEHEHUS,

5) npuHATHS  pelIeHus O BHECEHHMM H3MEHEHUM B  JOKYMEHTBHl Ha
(papManeBTHYECKYIO CyOCTaHIMIO, IPOU3BENCHHYIO IS pealH3aldy ¥ BKIIOYEHHYIO B
roCy/IapCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEACTB U1 MEAMIMHCKOI0 IPHUMEHEHHS.

8. CBeneHus O JIGKapCTBEHHOM IIpelapare sl MEIMIMHCKOIO HpHUMEHEHUS
noJIexaT UCKIIo4YeH o u3 PeecTtpa B ciyudae’:

1) npencrasnenuss  PenpepansHoit  cnyx06oif 1mo  Hamsopy B coepe
3[paBOOXPAHEHNS 3aKIIOYEHHUS O PHCKE WIH 00 Yrpose 3/I0pOBBIO, XM3HM YEJIOBEKa
IIpY IPUMEHEHHUH JIEKapCTBEHHOTO IpenapaTa, IpeBhIaomuX ero 3G(GeKTUHBHOCTD, 110
pe3yiabTaTaM OCYIECTBISAEMOr0 HM MOHHUTOpPHHIra 0€30IaCHOCTH JIEKapCTBEHHOTO
nperapara;

5 Crarps 32 denepanbroro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 «O6 ofpawenyn nekapcTBeHHbIX cpeacTs» (Cobpanue
3akoHopareNnbcTBa Poccuiickoit ®enepaunn 2010, Ne 16, cr. 1815; 2014, Ne 52, c1. 7540).



2) nojnayu JepxareieM UM BIaAelblieM PErucTpallMOHHOTO YIOCTOBEPEHUA
JIEKApCTBEHHOTO TIpenapaTa MM YIOJHOMOYEHHBIM HM [IPYTUM IOPHIMYECKHM JTHIOM
3asgBJIeHUs 00 OTMeHE TOCYAAapCTBEHHON PErUCTpalMK JIEKapCTBEHHOIO MIpenapara;

3) HEMOATBEPXKIAECHHUS rOCyJapCTBEHHON PErHMCTpalyy JIEKapCTBEHHOIO Mpenapara
[I0 UCTEYEHWH CPOKa JEMCTBHUS pEruCcTPalMOHHOIO YAOCTOBEpEHUS, BBIIAHHOTO Ha IATh
JeT;

4) HempeACTaBJICHUA 3asgBUTENIeM HHGOPMAIMK, KOTOpas MOXET IOBJIeYh 3a COOOH
HeoOXOMMOCTb BHECEHHUS U3MEHEHUN B JOKYMEHTEI, COAEPXKaIIUecs B PErHCTPAlMOHHOM
JI0Che Ha 3aperuCTPUPOBAHHbIN JIEKapCTBEHHBIH NpenapaT, B TeUeHHe TPUILATH pabourx
IHEH cOo JHA HACTYIUIEHUS 3TUX U3MEHEHUH;

5) oCylIeCcTBIEHUS TOCYJapCTBEHHON PpErHCTpallM JIEKapCTBEHHOIO Ipenapara
04 TOPrOBHIM HAaMMEHOBAaHMEM 3apPETMCTPHUPOBAHHOrO paHee II0J 3THM TOProOBBIM
HaUMEHOBaHHUEM JIEKapCTBEHHOIO Ipenapara, OTJIMYarolerocs KaueCTBEHHBIM COCTaBOM
NEVCTBYIOIIUX BENIECTB,

6) oCylIECTBIEHUS I'OCYJapCTBEHHON PETHCTPalMU 3aiBUTEJIEM OJTHOTO U TOr'O XK€
JIEKapCTBEHHOTO NIpernapara [1ojl pa3iiYHbIMUA TOProBEIMH HAMMEHOBaHUSIMY,

7) BIHECEHMS CYIOM pElIeHHs O HapyIIeHHd IpaB NpaBoobiafarens oObEeKTOB
MHTEIIEKTYaIbHOH COOCTBEHHOCTH IIPH 00pallleHUH JIEKapCTBEHHBIX CPEJICTB,;

8) OTCYTCTBHS JIeKapCTBEHHOTO IpenapaTa B oOpameHud B Poccuiickoi
Denepanny B TEYEHUE TpeX U Oollee JeT;

O) HEBLITIOJNIHEHUST  Jep)KaTeleM MY BIafeNbleM  PErucTpallHOHHOIO
YIOCTOBEPEHUS JIEKaPCTBEHHOIO Ipelapara JuO0 yNOITHOMOYEHHBIM HMH JApYIHUM
JOPUIMUECKMM JIUIIOM MEPOIIPUATHH Io obecledeHnio 6€30NacHOCTH JIEKapCTBEHHBIX
I[peraparoB,  YCTaHOBJIEHHBIX  MMHHCTEDCTBOM  3/paBOOXpaHeHHMs  PoCCHACKOH
Qenepani B COOTBETCTBMM C vacTsaMu 3 u 4 crateu 64 DenepalbHOro 3axkoHa
or 12 anpens 2010 1. Ne 61-®3 «O6 obpameHun JexapCTBEHHBIX cpeicTy»’, B paMkax
OCyIIeCTBIIEHUS (apMaKoHaA30pa,

10) oTka3za Jdep)xaTens WM Blafenbla pPerucTpPalMOHHOIO  YIOCTOBEPEHHUSA
JIEKapCTBEHHOT'O NperiapaTa JH0O0 yIOJIHOMOYEHHOTO MMM JPYIOro IOPHAMYECKOrO JIMIA
OT BHECEHUS W3MEHEHUM B MHCTPYKIMIO II0 IPUMEHEHMIO JIEKapCTBEHHOIO IIpenapara,
KacCarollMXCs HOBBIX INOATBEPXKACHHBIX JNAHHBIX O TOM, YTO PUCK INPUYMHEHHUs Bpela
3J0POBBIO UCJIOBEKA BCIECACTBUE IIPHEMAa JIEKApCTBEHHOIO IIpenapara IIPeBbIIAeT
3 HEeKTUBHOCTD €ro IPUMEHEHU.

9. ®apmareBTHYECKas CyOCTaHIMs, IPOU3BEACHHAS Ul pealu3alyy, MOJISKHUT
HCKIIOUeHHIo U3 PeecTpa B cnyqaesz

1) mpelicTaBIeBUsT COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (eNepabHbIM OpPraHoOM
MCIIOJIHUTEILHOM BIIACTH 3aKJIIOYEHHUS O PUCKe WM 00 yrpose XH3HHU HIM 3J0POBBIO
yeJI0BeKa IIpY UCIIOIb30BaHHUH JIEKAPCTBEHHOI'O CPENCTBA;

2) iojlaun  pa3paboTYMKOM JIEKapCTBEHHOI'O CpPENCTBAa WM IMPOH3BOAUTEIEM
JIEKapCTBEHHOI'0 CpelcTBa JIMOO yNOJHOMOYEHHBIM MMH OPYIHM FOPDHAMYECKHM JHMIOM
3agBlicHHs 00 HCKIIOYEHUMU W3 TOCYJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CpeACTB
(hapManeBTHYeCKOH CyOCTaHIUy, IPOU3BEAECHHOMN Ul peallu3aliiy;

4 Co6panue 3akononarenscTBa Poccuitckoii @enepaunu 2010, Ne 16, cr. 1815; 2014, Ne 52, ct. 7540,

*Yacts 13 craThy 34 denepanpHoro 3akoHa or 12 ampens 2010 r. Ne 61-®3 «O6 obpaimeHny NeKapcTBEHHbIX CPeacTB»
(Cobpanve 3akoHonatenbctsa Poccuiickoit @enepaunn 2010, Ne 16, cT. 1815; 2013, Ne 48, ct. 6165; 2014, Ne 52, c1. 7540;
2015, Ne 29, c1. 4367).



3) oTcyTcTBUSA (papMalleBTUYECKON CyOCTaHIY, IPOU3BEACHHON Ul pealn3aluy,
B oOpameHnu B Poccuiickoi ®enepaliui B TEUEHUE TpEX U Ooiee JieT.

10.Ipu npuHsTHM pemeHds 00 OTMEHe TOCYJapCTBEHHOH perucTpauuy
NeKapCTBEHHOro0 Ipenapara [Ulss MEOULIMHCKOTO IIPUMEHEHHS M HCKIIOYEHHH
NIeKapCTBEHHOro Ipenapara Ui MEJULMHCKOro npuMeHeHuss u3 Peectpa, a Taxke
pelieHUss 00 HCKIIIOYEHHH U3 TIOCYIapCTBEHHOIO peecTpa JEKApCTBEHHBIX CpEICTB
dapmaneBTHYECKON CyOCTaHLIMHM, NIPOU3BENECHHON AN pealu3aliiy, COOTBETCTBYHOILAS
3alUCh MPOU3BONUTCA B PeecTpe B CpOK, HE MIPEBHIIAIOIIUN 0HOTO paboyero IHS cO IHA
NPUHATHS TAKOI'0 pelIeHMs], ¢ YKa3aHUEM JaThl IPUHATHS pEeLUCHU.

11. Peectp  nybmukyercs Ha  oduuHManbHOM  caifite  MuMHHCTepCTBa
3apaBooxpaHeHus: Poccuiickoil @enepanun B cetu IHTepHET H OOHOBNAETCS €XENHEBHO C
COXpaHEHHEM pa3MeILleHUsT Ha YKa3aHHOM calTe BCeX MNpelblIylIUX peAaKkuuit
PEECTPOBBIX 3aITUCEH.

12. 3ammra cBegeHuil, conaepxaummxcs B Peectpe, ocymecTBiaseTcs B
COOTBETCTBHH C 3aKoHoHaTesbcTBOM Poccuiickoi ®exnepauun. PesepBHas xonus Peectpa
dbopmupyeTcs He pexXe OOHOIO pa3a B MecALl.

13. CBenenusi, copepxamuecs B  Peectpe, SBISIOTCA  OTKPBITBIMH |
OoOIIeNOCTYIHBIMU UM MPENOCTABIAIOTCA  JIOOBIM  3aWHTEPECOBAaHHBIM  JIMIAM B
COOTBETCTBUH C 3aKOHOAaTenbcTBOM Poccuiickoit @enepanmm.



