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O6 yTBep:kaeHNH AZMHHHCTPAaTHBHOrO perjiaMmeHTa MHHHCTEPCTBA
sapaBooxpaHenus Poccuiickoii @esepannu no npeaocTaBiIeHHIO
rocy1apCcTBEHHOMH YCJYIH IO rocyJapcTBeHHOH perucrpanuu
npeaeJIbHbIX OTHYCKHBIX LleH Ha JIeKapcTBeHHbIe Npenaparhl,
BKJIIOYEHHDbIE B NepeYyeHb )KM3HEHHO HeoOXOANMBbIX U BaXKHeHIIHUX
JIEKAPCTBEHHBIX NIpenapaToB

B coorBerctBru ¢ PenepansHeiM 3akonoM ot 27 mons 2010 .
Ne 210-®@3 «O6 opraEu3anuy NOpefdoOCTaBlIEHUs TOCYJApCTBEHHBIX M
MyHUIMnNaneHeIX  ycayr» (CoOpaHue 3akoHOHATENBCTBA  POCCHIICKOM
®enepauun, 2010, Ne 31, c1. 4179; 2011, Ne 15, ct. 2038; Ne 27, cr. 3873,
3880; Ne 29, ct. 4291; Ne 30, ct. 4587; Ne 49, ct. 7061) ¥ MOCTaHOBIEHHEM
ITpasutenscTBa Poccuiickoit ®enepampm or 16 mas 2011 r. Ne 373
«O pa3spaboTke U YTBEPXKACHHH aJMHHHUCTPATHBHBIX pErIaMEHTOB
HCIIOJIHEHHS  TOCYNAapCTBEHHBIX  (QYyHKUMH W aJIMHHHCTPATHBHBIX
periaMeHTOB IIPENOCTaBIEHHS TrocyAapcTBeHHbIX yeiayr» (CobOpanue
3akoHozaTenbcTBa Poccuiickont @enepanuu, 2011, Ne 22, ct. 3169; Ne 35,
ct.5092) nmpuka3BBalo:

YTBEepaUTH MpUIaraeMeIi AIMUHHUCTPATHBHBIN periaMeHT
MunucrepcrBa 3paBOOXpaHEHUA Poccuiickoit ®enepanyu o
NOPEAOCTABJICHHUIO  FOCYJapCTBEHHON  yCIyrM 1O  rOCYJapCTBEHHOM
PETUCTpalyy IIpeNe/IbHBIX OTIYCKHBIX IIeH Ha JeKapCTBEHHEIE IperapaTsl,
BKIIIOYEHHBIE B I[I€pEYCHb JKU3HEHHO HEOOXOMMMBIX M  BaKHEHIIMX

JICKApCTBCHHBIX IperiapaToB.
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YTBEPXJIEH
MpUKa30M
MuHucTepcTBa 34paBOOXpaHEHU
Poccuiickoit @enepanyu
ot « Y »luorz2073. Ne NP4

AJIMHHHCTPATHBHBIN perjiaMeHT
MuuucrepcrBa 3apaBooxpanenusi Poccuiickoii ®enepannn
0 NPeAOCTABJIEHHIO FOCyIapCTBEHHOM YCJIYIH M0 rocyAapcTBeHHOMH
perncTpanMy npeaejbHbIX OTIYCKHBIX I{€H HA JleKapcTBeHHbIE NpenapaThl,
BKJ/IIOYUEHHbIE B NepedeHb ;KH3HEHHO He0OXOAUMBIX U BasKHeHIHX
JIeKapCTBEHHBIX NpenapaTos

1. O01mue nmoJ1oKeHus

Hpe,llMeT PEryIupOBaHUs AIIMI/IHPICTpaTI/IBHOFO periiaMmeHTa

1. AIMHMHHCTpaTHBHBIA pernmamMeHT MuHUCTEpPCTBA 30paBOOXpPAaHEHMS
Poccuiickoii ®@enepaunu (manee — MuHHCTEPCTBO) 1O NPEAOCTABICHUIO
rocyJapCTBEHHOM YCIyrH II0 TOCyJapCTBEHHON perucrpaludd IpelelbHBIX
OTHYCKHBIX LIEH Ha JIEKapCTBEHHBIE IIpenapaThl, BKJIOYEHHBIE B IIE€PEYEHb
XXU3HEHHO HEOOXONWMBIX M Ba)XXHEHIINX JIeKapCTBEHHBIX IIpenaparoB (naiee —
AIMUHHUCTPAaTUBHBIM perjiaMeHT), peryjupyeT IOCIeNOBaTeNbHOCTh ACHCTBHH,
OCYHIECTBIIIEMBIX IIPU TIOCYJApCTBEHHOHN PpErucTpaluy IpeeNbHBIX OTITYyCKHBIX
LIEH POCCHMCKHMX M HHOCTPAHHBIX I[IPOM3BOAUTENEH JIEKapCTBEHHBIX IIpenapaToB,
BKJIIOYEHHBIX B II€pEYEHb )XKU3HEHHO HEOOXOAMMBIX M BaXXHEHIIINX JTeKapCTBEHHBIX
IpenapaTos.

Kpyr 3asButenei

2. 3adBUTENAIMH Ha IIPEJOCTaBI€HHE TOCYAapCTBEHHOM YCIyTH IO
rocyapCTBEHHOH pETrucTpalyy IpeleNibHbIX OTIYCKHBIX IIEH Ha JIeKapCTBEHHBIE
IIpenapathl, BKJIIOYECHHBIE B IE€pPEUEHb JXU3HEHHO HEOOXOMMMEBIX M BaXKHEWIIHMX
JIeKapCTBEHHBIX [IpenaparToB (anee — 3asiBUTEIIN ), SIBISFOTC:

a) pocCHiiCKMe U MHOCTPaHHBIE IIPOU3BOUTEIH JIEKAPCTBEHHBIX MIPENApaToB,
BKIIIOYEHHBIX B IIEPEYEHD KU3HEHHO HEOOXOMUMEIX U BaXKHEHIIINX JIEKapCTBEHHBIX
IpenapaToB, MO0 YIOTHOMOYEHHBIE MU JTHIIA;

0) dusnyeckne M IOpUIMYECKHE JHLA, OOPAaTHUBINHECS 32 IOJyYEeHHEM
CBEJEHHM, COJEep)KalllUXCsi B TOCYINapCTBEHHOM peecTpe 3aperMCTPUPOBAHHBIX
NpeNeabHbIX OTIYCKHBIX ILI€H IPOM3BOJAUTENEH Ha JieKapCTBEHHbIE Mperaparsl,
BKJIIOUEHHBIE B IIEPEYEHb KU3HEHHO HEOOXOIUMBIX U BaXKHEUIIINX JIEKAPCTBEHHAIX
IIpenaparos.



TpebGoBanus Kk nopsiAKy HHOOPMHUPOBAHUS O MIPEAOCTABICHUM
rocy/apCTBEHHOH yCIyTU

3. HHdopmupoBaHue O MNpeAoCTaBIEHUU TIOCYJapCTBEHHONH YCIyrd IO
rOCyJapCTBEHHOM perucTpanuy NpeneibHbIX OTIYCKHBIX LI€H Ha JeKapCTBEHHBIE
Ipernaparsl, BKIIOUYEHHbIE B IepeYeHb JXKU3HEHHO HEOOXOOUMBIX U BaKHEHIIUX
JIEKapCTBEHHBIX IIperapaToB (llanee — rocyJapCTBEHHas YCiIyra), IpOH3BOIUTCS
MuHUCTEpCTBOM IO afipecy:

127994, I'CI1-4, r. MockBa, PaxmanoBckuii niep., a.3.

Bpems pabotsl: B Oynnue guu - ¢ 9-00 waco g0 18-00 yacos

(maTHUUA — ¢ 9-00 vacoB mo 16 4acoB 45 MUHYT).

O6enennsiil nepepsiB - ¢ 12-00 gacoB 10 12 yacos 45 MUHYT.

Tenedons! qys crpasok: (495) 739-70-01; dakc: (495) 606-15-42.

E-mail: starthDA@rosminzdrav.ru.

O61uas cnpaBoyHas ciyx6a: (495) 739-70-01.

Odunnansyeii caitt B cetrt IHTEepHET: www.minzdravsoc.ru.

Nudopmanus o0 TMOZAHHOM 3asBICHUH O PpErucTpallud IpeaeabHOM
OTIIyCKHOM LEHBI IIPOU3BOAMUTENS Ha JIEKApPCTBEHHBIE IIpenapaThbl, BKIIOYEHHBIE B
nepeyeHb XHU3HEHHO HEOOXOAMMBIX M Ba)XHEUIUX JIEKapCTBEHHBIX INpeNnaparos,
dopMa KOTOpOTO YTBep)XHEeHa IpHUKa3oM MUHHCTEPCTBA 3IPaBOOXPAHEHHS U
couuanbHoro pasBuTHA Poccuiickoit ®@eneparun ot 2 HosOps 2010 r. Ne 958n
«O6 yTBepxIeHUU (GOpPMBI 3asABJIEHHS O PErucTpalyy NpeAeIbHOH OTIIyCKHOM
IlEHBl MIPOM3BOAMUTENS Ha JIeKapCTBEHHbIE IIpenaparsl, BKIIOYCHHBIE B IEPECYEHB
’KM3HEHHO HEeOOXOIMMBIX M Ba)XKHEWIIMX JIEKapCTBEHHBIX IpernapaToB» (nanee —
3asBIIEHHE), X0l PACCMOTPEHHUs JTOKYMEHTOB M MPUHATHUHU peIlieHus JOKHA OBITh
JOCTyITHa  3asBUTENsIM Ha oduumansHOM cadWTte B cetd MHTepHer:
www.grls.rosminzdrav.ru.

4. B mpenocrtaBleHWH TOCYJapCTBEHHOH YCIyrM MNPUHHUMAET Yyd4acTHe
denepanbHas cryx0a mo Tapudam, HaxoAsAIascs o afapecy:

109074, r. Mocksa, Kuraitropoackuii npoesz, A.7, ctpoeHue 1.

Bpewms paboTsl: B Oyauue auu - ¢ 9-00 gacos no 18-00 yacos

(nsTHMnA - ¢ 9-00 vaco o 16 gacoB 45 MUHYT).

OO6enenHbIi nepepsiB - ¢ 12-00 gacoB 1o 12 yacoB 45 MUHYT.

Tenedons! s crpaBok: (495) 620-50-69; daxc: (495) 606-81-08.

O611as cripaBoyHas ciyxko6a: (495) 620-50-01.

Oduunanpabii caiiT B cetyt MuTepretr: www.fstrf.ru.

5. 3asBileHHe C TPHIOKEHHEM HOKyMEHTOB B (OpMe 3IIEKTPOHHOTO
JIOKyMEeHTa MOXXeT OBITh HampaBlieHO 3asBUTeNeM dYepe3 O(QUIMANbHBIM CcalT
Munnctepctsa B cetTn IHTepHeT: www.grls.rosminzdrav.ru.

Hcnonb3oBaHKWe 3JEKTPOHHOM TMOANMUCH IpU Iojade B MUHHCTEPCTBO
3agBlIeHHs] M MPUIaraeMbIx K HEMY 3JIEKTPOHHBIX JOKYMEHTOB OCYILECTBISETCS C
MOMEHTa CO3IaHUs COOTBETCTBYIOIIEH WH(POPMALIMOHHOM 7
TeJIEKOMMYHHUKaLIMOHHOHN CTPYKTYPBI.
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6. Ha nadopManMoHHbIX cTeHAax MUHHCTEPCTBA U HAa OQUIMAILHOM CaiTe
MunuctepctBa B ceTd VHTepHer www.grls.rosminzdrav.ru pa3MemaroTcs
clenyroiue nHbopMamusa U JOKYMEHTHI:

a) uHbOpManus O IOpAIKe MPeJOCTaBlIeHHsS TI'OCYyIapCTBEHHOH YCIYTH, B
TOM Yucie WHpopManus O MecTe NpueMa 3asBUTENIed W YCTAHOBJIEHHBIX IS
[pyeMa 3asiBUTENEN THIX U Jyacax;

6) nepedeHb HOPMAaTUBHBIX MPABOBEIX aKTOB, B COOTBETCTBHH C KOTOPBHIMH
OCYIIECTBIAETCS MPEeNOCTaBIeH)e roCyIapCTBEHHOH YCIyTH.

7. CeenmeHus o xoje (dTame) NpuUHATHS MUHHCTEPCTBOM pelIeHHs O
roCyJJapCTBEHHOM perucTpalyi IpeleNbHBIX OTIIYCKHBIX LIEH Ha JIeKapCTBEHHBIE
Ipenaparsl, BKIIOYECHHbIE B I€peYeHb >XU3HEHHO HEOOXOAMMBIX M BaKHEHIIHX
JEeKapCTBEHHBIX  I[IperapaToB,  pa3MelialoTcss Ha  EguHOM  mopraie
FrOCYapCTBEHHBIX M MYHHUIUNAIBHBIX yciyr (GyHKUHH), B COOTBETCTBHH C
IlonoxxeHneM o ¢enepanbHOM TroCyNapCTBEHHON HWHGOOPMAIMOHHOM CHCTEME
«EMuHBIA nTopTall rOCYyAapCTBEHHBIX U MyHHULMITAIBHEIX YCIyT (QyHKIwMiA)» (nanee
— Enuneli nopran rocygapCTBEHHBIX U MYHHULHUIAIBHBIX YCIHYT ((QYHKIHH),
YTBEpXKAECHHBIM I1ocTaHoBleHUeM [IlpaBurensctBa Poccuiickoit ®eneparmu
or 24 oxtia6ps 2011 r. Ne 861 (CobOpanme 3akoHOIATeNbCTBa Poccuiickoit
®enepanuy, 2011, Ne 44, ct. 6274; Ne 49, cT. 7284).

II. CranaapT npeaocTaB/ieHHs] FOCYAaPCTBEHHOH YCJIyrn

HanmMeHoBaHME rocy1apCTBEHHOHN YCIIyTH

8. HanMmeHOBaHUe rocyJapCTBEHHON YCIYT'H — IOCYJapCTBEHHAs yCIyra Ino
TOCYJapCTBEHHON pPEruCTpaliy NpeleNbHBIX OTIIYCKHBIX LIeH Ha JIeKapCTBEHHEIE
npenapaThl, BKIIOYECHHBIE B IIEpeYeHb >XKU3HEHHO HEOOXOJMMBIX U BaXKHEHIIHX
JIEKapCTBEHHBIX IIpeNapaToB (Jajee — JIeKapCTBEHHBIH ITpernapar).

HaumenoBanue QenepanbHOTo opraHa UCIIOJHUTEFHON BIIACTH,
IIPEOCTaBIAIOLIETO I'OCY AAPCTBEHHYIO YCIYTY

9. TocynmapcrtBeHHass  yciyra  IpefocTaBisieTcs  MHHHCTEPCTBOM
3apaBooxpaHeHus Pocculickoin Penepaunu. B npenocraBieHUH rocynapcTBeHHON
ycinyru yuactByeT Qenepanbaas ciayx0a no tapudam (PCT Poccun).

Omnucanue pesyibTara MIpeJoCTaBIeHUs rOCy IapCTBEHHOM YCITyTH

10. PesynpraramMu npenocTaBieHus TOCY IapCTBEHHOM YCITyTH SIBISIOTCS:

a) Ipuvka3 MUHHCTEpPCTBA O TOCYHapCTBEHHON pEerHcTpaliyl IpeaeibHOR
OTIIyCKHOHM LEHBI Ha JIeKapCTBEHHBIH Ipenapar (majlee — NpHUKa3 O perucTpalyu
LIEHBl) U BblIa4a (HampaBiieHHe) 3assBUTENIO BBIMMHCKH M3 IIPUKa3a O perucTpalun
IICHBI;
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0) pemenue MunncTepcTBa 00 OTKase B TOCYAapCTBEHHOH perucTpaluu
OpeleNbHOM OTIYCKHOM LIeHBl Ha JIeKapCTBEHHBIM IMpenapaT M Bblada
(BanpaBneHue) yBeOOMIIEHUS 00 OTKa3e B TOCYIApCTBEHHOW perucTpaiuu
IIpeJIeNbHOM OTIyCKHOM I[eHBI Ha JIEKapCTBEHHEIH npernapar;

B) BblJaua (HampaBJieHHWEe) BBIIUCKA M3 TIOCYJapCTBEHHOrO peecTpa
3apETHCTPUPOBAHHBIX  INPEAEHbHBIX OTIMYCKHBIX IIeH IPOU3BOJUTENCH Ha
NeKapCcTBEHHBIE NIpernapaThl.

Cpox npezfocTaBieHus FOCYAapCTBEHHOM yCIIYTH

11. MakcuManbHbpIli CpPOK TNPUHATHS peIleHHs O TOoCyJapCTBEHHON
PETUCTpalMi IpeeIbHON OTIyCKHOHM LIeHBl Ha JIeKapCTBEHHBIH mperapar (06
OTKa3e B TIOCYJapCTBEHHOM pETUCTpalyl MpeAeNbHOM OTIYCKHOM ILIeHB Ha
JIEKapCTBEHHBIN IIperapaT) ¥ O IepeperucTpaliy NpeaeIbHOW OTITyCKHON 1IeHbl Ha
JIEKapCTBEHHBIN MpenapaT (06 oTka3e B IepeperucTpalyy npeaeabHoi OTITyCKHON
LIeHBl Ha JIeKapCTBEHHBIN Ipemnapar) coctaBisieT 60 pabounx qHei.

MakcvManpHBI CPOK IIPEOCTaBIEHHS CBEIEHUH W3 TOCYOapCTBEHHOI'O
peecTpa 3aperuCTPUPOBAHHEIX NPENENbHBIX OTIYCKHBIX IIEH IPOU3BOAMTENEH Ha
JIEeKapCTBEHHBIE IIperapaThl COCTABISIET 5 HEH.

HepequL HOPMAaTHUBHBIX IIPABOBLIX aKTOB, PECTYJIHUPYIOMUX OTHOIICHH,
BO3HHUKAIOIIUE B CBA3U C IIPEAOCTABICHUEM I ocy,uapcheHHoﬁ YCIIYyI'u

12. IlpemoctaBneHue TroOCyNapCTBEHHOM YCIYTH OCYLIECTBISETCS B
COOTBETCTBHUHU C:

a) ®enepanbHBIM 3aKk0HOM OT 12 ampens 2010 r. Ne 61-®3 «O6 obpaieHuu
nexapcTBeHHBIX cpenctB» (Cobpanue 3akononarensctBa Poccutickoit denepanuy,
2010, Ne 16, ct. 1815; Ne 31, c1. 4161; Ne 42, ct. 5293; Ne 49 ct. 6409; 2011, Ne 50,
cT. 7351);

0) IIOCTAHOBJICHUEM [IpaButenscTBa Poccuiickoit Oepnepaunu
oT 24 oxra6ps 2011 1. Ne 861 «O (cenepanbHbIX T0OCYyIapCTBEHHBIX
MH(QOPMAITHOHHBIX CHUCTEMaX, 00eCrevnBalouX IPeIOCTaBICHUEe B 3JIEKTPOHHON
¢opMe rocyIapCTBEHHBIX W MYHHIMIIAIBHBIX yCIyT (OCyIeCTBIEHUE (QyHKIMHN)»
(Cobpanue 3akoHomarenbcTBa Poccuiickoit @eneparmmm, 2011, Ne 44, cr. 6274;
Ne 49, ct. 7284);

B) IOCTaHOBJIEHHUEM [IpaBuTenscTBa Poccutiickoit ®enepauuun
oT 29 okTsa6ps 2010 r. Ne 865 «O rocymapCTBEHHOM peryjJHpOBaHHM ILI€H Ha
JIeKapCTBEHHBIE IIpernaparhl, BKJIIOYEHHbIE B NepeYeHb )XU3HEHHO HEOOXOIUMBIX H
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BaXHEHIIMX  JIeKapCTBEHHBIX IIpemaparoB» (CoOpaHue 3aKOHOJATENbCTBA
Poccuiickoit ®enepanuu, 2010, Ne 45, ct. 5851; 2011, Ne 50, ct. 7390);

r) IIOCTAHOBJIEHUEM [IpaBuTtenscTBa Poccuiickoi denepanvu
oT 19 wmions 2012 r. Ne 608 «O6 yrtBepxaenuu I[lonoxeHus o MuHHCTEPCTBE
3apaBooxpaHeHuss Poccuiickoit ®epepaumu» (CobOpaHue 3aKOHOJATENLCTBA
Poccuiickoit @enepanuu, 2012, No 26, cT. 3526);

I) npuka3oM MUHHCTEpPCTBA 3[PaBOOXPAHEHUS U COI[HAIBHOIO pPa3BUTHUSA
Poccuiickoit  @enmepaumnn u  DenmepanpHoil  Cayx0Obpl  mo  Tapudam
oT 3 Hostops 2010 r. Ne 9611/527-a «O06 yTBepxeHUHM MeTONUKU yCTaHOBJIEHUS
IPOM3BOAUTEISAMH JIEKAPCTBEHHBIX IIperapaToB NpEeNeNbHBIX OTIYCKHBIX LE€H Ha
JIEKapCTBEHHBIE NpenapaThl, BKIFOYEHHBIE B MepeYeHb XU3HEHHO HEOOXOIUMBIX U
Ba)XHEHIINX JIEKApPCTBEHHBIX IIpenapaToB» (3aperucTpupoBaH MUHHCTEPCTBOM
roctumu Poccuiickoit ®enepanuu 19 HosOps 2010 1. Ne 18994);

e) mpukazoM MUHKCTEPCTBA 3IPABOOXPAHEHUS M COLMABHOIO Pa3BUTHS
Poccutickoit ®enepanuu ot 2 HosOpst 2010 r. Ne 9581 «O0 yTBepxneHUn POPMBI
3afBJICHUS O PETUCTpalii INpeAeTbHON OTIYCKHOM LIeHBl IPOM3BOAMTENS Ha
JIeKapCTBEHHEIE TIperapatsl, BKIIOUYECHHBIE B IepeUeHb XXU3HEHHO HEOOXOIUMBIX H
Ba)KHEHIINX JIEKapCTBEHHBIX IpEHapaToB» (3aperucTpupoBaH MUHHCTEPCTBOM
toctunny Poccuiickoit @enepanuu 25 Hos6ps 2010 r. Ne 19038).

VcuepnriBaroIuyii epedeHb JOKYMEHTOB, HEOOXOAUMBIX
B COOTBETCTBHU C HOPMAaTHUBHBEIMH IIPABOBEIMH aKTaMU
IUTS TIpeJOCTaBIIeHUs TOCY IapCTBEHHOH yCITyTH

13. JImg rocynapcTBEHHON perucTpanyuy IpefelbHON OTIyCKHOM ILIeHBI Ha
JIeKapCTBEHHBIH TpenapaT HeoOXOAMMEI CIeAyIOIKe JOKyMEHTHI:

a) 3asBIEeHUE, CoJleprKalllee CIeIyIoIINe CBEICHHS:

HaWMEHOBaHHE JIEKapCTBEHHOTO penapara (MexxTyHapOAHOE
HeNIaTeHTOBaHHOE MIIM XMMHYECKOe ¥ TOProBoe HAaMMEHOBaHH );

npenenbHas OTIyCKHAs 1IeHa MPOW3BOAUTEINS HA JICKAPCTBEHHBIN IIpelnapar,
paccuyuTaHHas B COOTBETCTBUM C METOIMKON YCTaHOBJIEHMs NPOM3BOIUTEIAMU
JIEKapCTBEHHBIX NpPENapaToB HNpPEAENbHBIX OTIYCKHBIX LEH Ha JIEKapCTBCHHEIC
Tpenapartsl, BKIIOYECHHBIE B II€pedYeHb XM3HEHHO HEOOXOMMMBIX M BaKHEHMIIMX
JIeKapCTBEHHBIX  IperapaToB, YTBEPXAECHHOM  IIpHKa3oM  MHMHHCTEPCTBA
3[PaBOOXPaHEHHUS M CONMaNbHOrO pa3BuTUs Poccuiickon @Denepanu |
DenepanbHO ciyx051 o Tapudam oT 3 HostO6ps 2010 r. Ne 9611/527-a (nanee —
Metomuka);

KOJ JIEKAapCTBEHHOro Ipemapara B coOTBeTCTBUH ¢ OOLIEpOCCHHCKUAM
KiaccupukatopoM  mpoaykumd u  (wium)  ToBapHOH — HOMEHKIIATYpOM
BHEIIHEAKOHOMUYECKOH NIeSTeNbHOCTH;

JeKapcTBeHHas (popMa ¢ yKazaHUEM JO3UPOBKH;

KOJIM4YECTBO BO BTOPUYHOM (IIOTPEeOUTENBCKOM) YIAKOBKE;



IITPUX-KOZ;

6) KoM JIMIIEH3UH Ha IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB;

B) KOIIMS PErUCTPAallMOHHOIO YIOCTOBEPEHUS Ha JIEKApCTBEHHBIN Npenapar.

14. JIng rocyJapCTBEHHOH perucTpauuy IIpeleiabHOW OTIIyCKHOHM IeHBI Ha
JIEeKapCTBEHHBI IIpernapar, He IOCTyINaBIIMA B oOpalleHHe Ha TEePPUTOPHUH
Poccuiickoii @enepanuy, U Ha OpPUTHHAIBHBIE JIEKapCTBEHHBLIE MpernapaThl
JOMOJHUTENBHO K JOKYMEHTaM, YKa3aHHbIM B IIyHKTe 13 AJIMHUHUCTpaTHUBHOIO
perjiaMeHTa, IpeACTaBIISIIOTCS:

a) POCCHMCKMMM INPOU3BOIUTENSIMH JIEKapPCTBEHHBIX IIpErapaToB - pacyeT
pacxomoB, CBSA3aHHBIX C  pa3paboTKoM, MPOM3BOACTBOM, pealu3alHei
JIEeKapCcTBEHHOTO IIpenapara, 1o ¢hopMe, npeaycMoTpesHoi MeTonukoii;

0) MHOCTpaHHBIMH NPOU3BOAUTENIIMH JIEKAPCTBEHHBIX IPEIapaToB - pa3Mep
MUHUMAJIBHOM OTIIyCKHOM LIEHBI MPOM3BOJUTENS JEKapCTBEHHBIX IpenapaToB Ha
JIEKapCTBEHHBIM IpemapaT B TIOCYJapCTBE IIPOU3BOIUTENS JIEKAPCTBEHHBIX
IpenapartoB U JpPYyTUX TOCYNapCcTBaX, IZle OH 3aperuCTpUpOBaH, C YYETOM
pPacxo/ioB, CBS3aHHBIX C TAMOXXEHHBIM OGOpMIIEHHEM (TaMOXXEHHBIX MOUUIUH H
cbopoB 3a TaMoXkeHHOe oopMIIeHHE), X TPAHCTIOPTHBIX PacXOIOB.

15. [Ins nepepeructpallvy IpeaeabHON OTIIYCKHOM HEHBI Ha JIEKapCTBEHHBIN
npernapat HeoOXOAUMEI CIIeAYIOIIHE JOKYMEHTHL:

a) 3asBJIEHUE, COiepXKalllee CIeqYIoIIUe CBEeIeHH:

HauMEeHOBaHHE JIEKapCTBEHHOT'O npenapara (MexyHapoIqHOe
HENaTeHTOBaHHOE WX XMMHUYEeCKOe U TOPrOBOe HaMEHOBaHUS );

IpeaesbHAasl OTIIyCKHas 1IeHa NMPOM3BOJIUTENs Ha JIEKapCTBEHHBIN Ipernapar,
paccuyuTaHHas B COOTBETCTBUM ¢ MeTonuKowM;

KO JIeKapCTBEHHOrO Iipermapara B COOTBETCTBUH ¢ OOmepoccuiickuM
KknaccupukaTopoM  npomykumd U (umm) — ToBapHOM — HOMEHKJIATypoOH
BHEIIHEOKOHOMHUYECKOH AeSITeTbHOCTH;

JexapcTBeHHas ¢popMa ¢ yKa3aHHEeM JO03UPOBKH;

KOJIMYECTBO BO BTOPHYHOM (ITOTPEOUTENBCKOM) YITaKOBKE;

INTPUX-KOZ;

0) KOIUs JTULIEH3UH Ha POU3BOACTBO JIEKAPCTBEHHBIX CPEICTB;

B) KOIIMsI PETUCTPALIHOHHOIO yIOCTOBEPEHHS Ha JIEKapCTBEHHBIN Ipenapar.

16. Jlns nepeperucTpaiiuy NpeaenbHBIX OTIYCKHBIX LIeH Ha OpUTMHaJIbHBIE
JIeKapCTBEHHBIE Mpernaparthl JONOJTHUTENbHO K JOKYMEHTaM, YKa3aHHbIM B ITyHKTE
15 AJMUHHCTPATHUBHOIO peErjlaMeHTa, [pPeACTaBIAETCA pacueT pacxoloB,
CBSI3aHHBIX C pa3pabOTKOW, IPOU3BOACTBOM, peajM3alliedl JeKapCTBEHHOIO
nperapara, o popme, npexycMOTpeHHOM MeToIUKOH.

17. JIns monydeHus CBeACHUMN, CONEPKAIIMXCS B FOCyJapCTBEHHOM peecTpe
3aperUCTPUPOBAHHBIX  NPENENbHBIX OTIYCKHBIX LE€H IPOU3BOAMTENEH Ha
JIeKapCTBEHHBIE IMpenapaThl, 3asiBUTENb NPENCTaBAeT (HallpaBiseT) NUChMEHHBIA
3a1poc O MPeI0CTaBICHUH TaKUX CBEACHUM.

18. JlokyMeHTHI, yKa3aHHble B IyHkTax 13 — 16 AIMHUHHCTPaTMBHOIO
periaMeHTa, TMpPEACTAaBIAIOTCA 3asBUTeNeM Ha OyMaxHOM HocuTene (B 2
DK3eMIUISIpax) M C HCIOJIB30BaHHEM HH(OPMALMOHHO-KOMMYHHKAIIMOHHBIX
TEXHOJOTui (B 3JIEKTPOHHOH GdopMe), B TOM YHCIe ¢ UCHoib3oBaHueM EnuHOro
fopTaja rocy1apCTBEeHHBIX 1 MyHHUIMIAIBHBIX YCIYT (QyHKIUI).
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Bce gokyMeHTBl IpH MNpeACTaBJeHMHM UX B MMHUCTEPCTBO C
HCIIOJIb30BaHUEM UH)OPMALIUOHHO-KOMMYHHUKALIMOHHEIX ~ TeXHonoru (B
3JIEKTPOHHOH (opMme), B TOM 4YHUCIE C HCHOIb30BaHHEM EnuHOoro moprana
rOCyJapCTBEHHBIX U MYHHULUITAIBHBIX yCIayT (PYHKIUHR), JODKHBI COOTBETCTBOBATh
TpeOOBaHUSAM HOPMATUBHBIX MPABOBBIX AaKTOB, PETyJHPYIOLIMX OTHOLUIEHHS B
00J1aCTH 3NIEKTPOHHOTO TOKYMEHTO000pOTa.

HcuepnbiBaroiuii nepedeHb JOKYMEHTOB, HEOOXOIUMBbIX
B COOTBETCTBHH C HOPMAaTHBHBIMHU IIPABOBBIMH aKTaMH ISl IPEeIOCTaBIEHUS
rOCYJIapCTBEHHOU yCIIyT'H, KOTOpBIE HAXOAATCS B PACHOPSKEHUU I'OCY JapCTBEHHBIX
OpraHoB, MHBIX OPTraHOB, yYacCTBYIOLLMX B MPEAOCTABIEHUN rOCY JapCTBEHHBIX
YCJIyT, U KOTOpPbIE 3asiBUTEJIb BIIpaBe MPeICTaBUTh

19. MuHHCTEpPCTBO He BIpaBe TpeOOBaTh IpPEAOCTaBICHUS HHBIX, HE
YCTaHOBJIEHHBIX [EHCTBYIOIIMM 3aKOHOAATeNbCTBOM Poccuiickoii Penepauuu
IOKYMEHTOB, a TaK)Xe JOKYMEHTOB, MPEIYCMOTPEHHBIX MOAMYHKTaMU «O6» U «B»
OyHKTOB 13 1 15 AJZMHHUCTPaTUBHOIO PErjIaMEeHTa, KOTOphle 3asBUTENb BIpPaBe
IIPEACTABUTH 110 COOCTBEHHOW MHHULIMATHBE.

20. B cmywae, ecnu 3asgBUTENb HE  IpEACTaBUI  JOKYMEHTHI,
NPEAyCMOTPEHHbIE  MONNYHKTaMH «0» M «B» TIyHKToB 13 m 15
AIMHHHUCTPATUBHOI'O perjamMeHTa, MUHHCTEPCTBO:

a) B Clyyae He MpPeNOCTaBJICHMs 3asBUTEJIEM KOIUH PErHCTPalOHHOTO
yIOCTOBEpEHUs] Ha JIEKapCTBEHHBIH IIpernapaT IpOBEpseT CBEIEHUS O
rOCYIapCTBEHHOM perucTpalyy JeKapCTBEHHOTrO Mpenapara Ha OCHOBaHHH JTaHHBIX
roCyJapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CpPEACTB I  MEIULHUHCKOro
IIPUMEHEHHUS;

6) B ciaydyae He INpPEJOCTaBICHHs 3asgBUTEJIEM KONWH JIMLIEH3UH Ha
HPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB 3alpalliiBacT M IOJy4YaeT B MOpAIKE
MEXBEJOMCTBEHHOIO HHGOPMALIMOHHOTO B3aUMOJEHCTBUS OT MUHHUCTEPCTBA
IPOMBILIIEHHOCTH ¥ Toproeiu Poccuiickoit ®enepauuy HHPOPMAIUIO O HATHUUU
10 AaHHBIM peecTpa JIUIEH3MH Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB AJIA
MEIWLIMHCKOTO IPUMEHEHUS COOTBETCTBYIOLUEH JIMLEH3HMH Yy MPOU3BOAUTEINS
JIEKapCTBEHHBIX TMpemnapaToB (B OTHOWIEHMM POCCHACKOTO IPOU3BOIUTEINSA
JIEKapCTBEHHBIX MPENapaToB).

I/IcqeanIBa}oumﬁ NEPEYCHDb OCHOBaHHUM JJIs OTKa3a B npuemMe JOKYMEHTOB,
HGO6XOJII/IMBIX JJIA TIpEAOCTaBJIICHUA FOCY,Z[apCTBeHHOﬁ yCiyru

21. OcHoBaHMsl 11 OTKa3a B MpUeMe HOKYMEHTOB, HEOOXOINMMBIX IJIs
NpeNOCTaB/IEHHsl TOCYAaPCTBEHHON yCIIyTH, HE MPENLyCMOTPEHBDI.

HcyepnrpiBaroiyii nepeueHb OCHOBAaHMH JJIs1 IPUOCTAHOBIICHUS MIIM OTKa3a
B IIPE0OCTABICHUH rOCy IapCTBEHHON yCIIyru

22. OcHOBaHHUs Ul MPHOCTAHOBIIEHHUS MPEIOCTaBIEHUs IOCYNapCTBEHHOH
YCIIYTH HE IIPeyCMOTPEHDI.
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23. OcHOBaHUSIMH U OTKa3a B TOCYNapCTBEHHON pervcTpanuy npeaeabHon
OTITYCKHOM LIEHBI Ha JIEKapCTBEHHBIM Ipenapar (B IepeperucTpalyy NpenesibHOR
OTITyCKHOM IIeHBI Ha JIEKapCTBEHHBIN Ipernapar) SBIAIOTCS:

a) MpeACTaBleHNe HeJOCTOBEPHBIX CBEJIEHUH O JIEKapCTBEHHOM IIperapare;

0) HENONMHOTa NMPEICTABICHHBIX JOKYMEHTOB;

B) IIpEBHINICHUE MPEICTABICHHON [UIi TIOCYJapCTBEHHOW perucTpaluu
(nepeperucTpaiiuu) npeneiabHOW OTIYCKHOM LIEHBI Ha JIEKApCTBEHHBIA IIperapar
IIEHBl, PaCCUUTAHHON B COOTBETCTBHH C MeTOTUKOM.

ITopsinok, pa3Mep ¥ OCHOBAHHUS B3NMaHUS
roCyAapCTBEHHOM MOULUTHHBI WIIX HHOM TUIATHI, B3UMaeMOH
3a IPeOCTaBIECHHE TOCYAaPCTBEHHOU YCIyTH

24. I'ocymapcTBeHHas yciyra IpeJocTaBisieTcs: 6ecIuiaTHO AT 3assBUTEN.

MaxkcuManbHBli CPOK OKUIAHMS B OUepeqH MPH Ioaqe 3ampoca
O [IPeIOCTaBIIEHUH I'OCYJTaAPCTBEHHOU YCITyTH U IIPU NOIyYEHUH pe3yNbTaTa
IIpeIOCTaBICHUs TaKOH yCIyTH

25. MakcuMaJIbHBIH CPOK OXHUIaHHS B OUepend IpH Iojadye JOKYMEHTOB,
HEOOXOIMMBIX JUIS TPEeNOCTAaBIIEHUS TOCYyNapCTBEHHOHM YCIyrH, a TakXe IIpH
IOMY4YEHHH pe3ynbTara MpeNOCTaBICHUs TOCYIapCTBEHHOH YCIyTH COCTaBIIsSET
2 4aca.

Cpok 4 IOpSIOK pErUCTpaliy 3arpoca
3asIBUTEJIS O MPEIOCTaBIEHNH ['OCYIapCTBEHHOM YCIIyTH,
B TOM YHCIIE B 3JIEKTPOHHOM hopme

26. JloKyMeHTHI, HEOOXOAWMBIE IJIsi NPEAOCTAaBIEHUS TOCYAApCTBEHHOH
YCIIyTH, perucTpupytorcs B JlemapramMeHTe ynpaBieHHs JenaMud MHUHHCTEPCTBA B
TeueHue 1 pabodero JHS ¢ JATHl UX MOCTYIUIEHUsS B MUHHCTEPCTBO.

TpeboBaHus K NOMELIEHUSAM, B KOTOPBIX PEAOCTABIIAECTCS
rocyIapCTBEHHAs yCIIyra, K MECTY OKHJaHHU U IIpHeMa 3asaBUTeNeH, pa3MELEHHIO
¥ 0OPMIICHHIO BU3yalbHON, TEKCTOBOM U MyJNbTUMENUIHON MH(OopMalyy
0 TIOpsJIKE MIPENOCTABICHUS TaKO! yCIyTH

27. IlomelieHne, B KOTOPOM IIPENOCTABIAECTCA [OCYNApCTBEHHas YCIyra,
obecrieunBaeTcss HEOOXOMUMBIMU [UIs1 NPEAOCTABIEHUS FOCYINAapCTBEHHOW YCIyTH
o0opyoBaHUeM, KaHUENAPCKUMH IPUHAIUIEKHOCTIMU, OGQUCHOH Mebensio,
CHUCTEMOM KOHIUIMOHHPOBAHHS BO3IyXa, CHCTEMOW OIOBeLIeHHs 00 odepenH,
TesieOHOM, KOMITBIOTEPOM C BO3MOXKHOCTBIO II€JaTH U BbIXOZa B ceTh MHTepHeT,
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JOCTYNIOM K rapaepo0y, a Takke MNeyaTHBIMH MaTepualaMU, COAEpXKallMMH
clieqytolue J0KyMEeHTHI:

a) INepeuyeHb HOPMAaTUBHBIX I[IpaBOBBIX aKTOB Poccuiickoit ®enepauuy,
peryJupyolyX [IpeloCcTaBleHUe rocy JapCTBEHHOH YCIIyTH;

6) AIMUHUCTPaTUBHBINA periaMeHT.

28. Bxon ¥ nepeBmKeHUE MO MOMEILEHHUSIM, B KOTOPBIX MPOBOIUTCS NPUEM
JNOKYMEHTOB, HEOOXOAMMBIX IJisl MpPEeNOCTaBIE€HUS [OCYAapCTBEHHOW YCIIyru, He
IOJDKHBI CO3[aBaTh 3aTPyAHEHUH [UIs JIML C OTPAHUYEHHBIMH BO3MOXXHOCTSIMH.

29. Bblmaya 3agBUTENSM BBINUCOK M3 IpUKa3a O pPETUCTPAlUK LEHBI
(u3 npukaza MUHHCTEpCTBa O NMEpeperucTpalluy NpeleIbHON OTIIYCKHON LIEHbl Ha
JIEKapCTBEHHBIM IpemnapaT), YyBENOMIIEHHH 00 oTkasze B TroCyAapCTBEHHOH
perucTpaluy IpeleNbHOM OTIYCKHOM IIeHbl Ha JIeKapCTBEHHBIH mnpenapar (06
OTKa3e B IIepeperucrpalyy IpeAelbHON OTIYCKHOM IIeHBl Ha JIeKapCTBEHHBIH
npenapar) M BBIIHCOK M3 TOCYIApCTBEHHOTO peecTpa 3aperuCTpHpPOBaHHBIX
NpeAeTIbHBIX OTIYCKHBIX LE€H IPOM3BOAUTENEH Ha JIEKapCTBEHHBIE IpEMNapaThl
OCYILECTBIISIETCS B IOPAJKE OUEPETHOCTH.

ITokxazatenu JOCTYMHOCTH U KayecTBa rocyAapCTBEHHOM
YCIIYTH, B TOM YHCJIE KOJMYECTBO B3aUMOJEHCTBU 3asIBUTENS C JOKHOCTHBIMU
JIMLIaMH TIPH [IPEXOCTaBICHUH rOCyJapCTBEHHOH yCIyTH

30. IlokazarenssMuM JOCTYIHOCTH M Ka4yecTBa TI'OCYAAapCTBEHHOH YCIyIH
SBJISIFOTCSL:

a) OTKPBITBIA JNOCTYN 3asBUTENed K HMHGOpMalUU O MOPAJKE M CPOKax
IPENOCTaBIeHUs TOCYHapCTBEHHOM YCIIyTH, Hopsake OO0XKajJoBaHMsA HEHCTBHM
(6e3neiicTBHS) NOMMKHOCTHBIX UL MUHHCTEPCTBA;

6) cobroieHre cCTaHaapTa NpeloCTaBIeHHUs rOCy IapCTBEHHOM yCIyIH;

B) OTCYTCTBHE XaJl00 3asBuTeNel Ha nefcTBus (6e3aeNcTBUE) NOHKHOCTHBIX
M1 MHHUCTEPCTBA [IPU NPEOCTaBIE€HHH FOCYAapCTBEHHOM YCIIyTH.

31. B mpouecce mnpenocTaBieHUs] TOCYAapCTBEHHOH YCIyId 3asBUTENb
B3aUMOJIEHCTBYET C JOJDKHOCTHBIMM JullaMU MuHKCTepCTBa:!

a) TNpH IpeACTaBIeHMH MOKYMEHTOB, YKa3aHHBIX B MNyHKTax 13 — 17
AJIMAUHHCTPAaTUBHOIO perjiaMeHTa, B TOM YHUCIEe C MCHONIB30BaHMEM EmuHOro
TopTaja rocyIapCTBEHHBIX U MyHULMIIAIBHBIX YCIyT (DYHKLM),

6) IIpU [OJTyYEeHMH BBIIUCKU U3 IIPUKa3a O PErUCTpalliy UEHB! (YBEAOMICHUS
00 OTKa3e B IOCYNApCTBEHHOW pPErucTpalMy MpeAENbHOM OTIYCKHOH LIEHBl HA
JIEKApCTBEHHBIA IperapaT) ¥  BBIMIMCKA M3  TOCYJApCTBEHHOrO  peecTpa
3apErHCTPUPOBAHHBIX  IPENENbHBIX  OTIMYCKHBIX 1I€H IPOM3BOJMTENEH Ha
JleKapCTBEHHBIE Ipenaparkl.



10

III. CocTaB, nocjieaoBaTeJbHOCTh H CPOKH BBINOJIHEHHSA
aIMHHHCTPATHBHBIX Npoueayp, Tpe0OOBaHUA K NOPAAKY HX BHINOJIHEHHS,
B TOM YHCJIe 0COOEHHOCTH BLINOJHEHHS aIMUHHCTPAaTHBHbBIX
npoueayp B 3JIeKTPOHHO# ¢dopme

VcuepnpiBaromyii epedeHs afMIHUCTPATUBHEIX IPOLELYP, OCYIIECTBIAEMBIX
MHUHHCTEPCTBOM IPH NPeIOCTaBIIEHUH TOCY IapCTBEHHOH YCIIyTH

32. Ilpm mnpenocTaBI€HHHM TOCYIapCTBEHHOM YCIYTH OCYILECTBIIAIOTCA
cneayoolye aAMUHACTPATUBHEIE POLELY DB

a) pacCMOTpeHHE OOKYMEHTOB M IPHUHITHE PEIIeHHUS O I'OCYyIapCTBEHHOH
perucTpalyii MpeAelbHOM OTITyCKHOW LEHBI Ha JIEKApCTBEHHBIH Ipenapar Ju6o
pemeHus o0 OTKa3e B IOCYAapCTBEHHOH perucTpalvy Mpefes]bHON OTITyCKHOH
IIEHbI Ha JICKapCTBEHHBIN IIpenapar;

0) paccMOTpeHHe IOKyYMEHTOB U IPHHATHE PELICHUs O IepeperucTpaunuy
IpefebHON OTITYCKHOW ILIeHBI Ha JIeKapCTBEHHBIH mpemapar jubo pemeHus o6
OTKa3e B IEPEpEerucTpalUy INpelei]bHOM OTIyCKHOW I€HBl Ha JIEKapCTBEHHBIN
[Ipernapar;

B) BHECEHHE PpEeCTPOBOM  3allHCHM B  TOCYIapCTBEHHBIM  peecTp
3aperMCTPUPOBAHHBIX INPENENbHBIX OTIYCKHBIX LEH IIPOM3BOAMTENEH Ha
JeKapCTBEHHBIE IIPEIaparkl.

AIIMHUHMCTpaTUBHas Ipoliefypa «PaccMOTpeHHe TOKYMEHTOB U IIPHHATHE
pelIeHys O rOCy JapCTBEHHOM PEruCTpaluy NpeeNbHON 0TIy CKHOM IEHEI
Ha JIEKapCTBEHHBIN mpernapat 6o perieHus 06 0TKase B roCy 1apCTBEHHOM
perucTpanuy npeaesnbHoN OTIyCKHOM 1IeHBI Ha JIEKapCTBEHHBIH MpernapaT»

33. AnMuHUCTpaTMBHas Inpoueaypa «PaccMOoTpeHHE JOKYMEHTOB H
NpUHATHE pElIeHUs O TOCYIapCTBEHHOHM PpETrHUCTpalyM IpeAeTbHOM OTIyCKHOR
IleHBl Ha JIEKapCTBEHHBIN mpemnapat jaubo pemeHus o6 oTkasze B rocyJapCTBEHHOM
pPETUCTpallMd NpeNeNbHOM OTIYCKHOM IIeHBl Ha JIEKapCTBEHHBIM IIpernapar
OCYIIECTBISETCSI B CBSI3M C IIOCTyIUIEHHEM B MUHHCTEPCTBO JOKYMEHTOB,
yKa3aHHBIX B ITyHKTax 13 u 14 AIMUHUCTPaTUBHOTO perjiaMeHTa, B COOTBETCTBHU
c Onok-cxeMOil HWCIONHEHHS aJAMWHHUCTPAaTUBHOM IpoLEAYpPHl  COINIacHO
IPUIOKEHHIO K AIMUHUCTPAaTUBHOMY PErNIaMEHTY.

34.  3aperucTpupoBaHHBIE B  COOTBETCTBMH €  IIyHKTOM 26
AJIMMHHMCTPaTHBHOTO perjiaMeHTa JOKyMEeHTHI B TedeHHe 1| pabouero mHA
HampaBiAroTCs U3 JlemapraMeHTa ynpaBieHUs JAenamMd MMHMCTEpCTBA B
JlemapTaMeHT TIOCYIapCTBEHHOTO peryJIupoBaHUs oOpalleHus JEKapCTBEHHBIX
cpenctB MuHuCTEPCTBA.

HadajgpHMK oOTHena perucTpalii LeH Ha J>KU3HEHHO HeOoOXOAMMBIE U
BaKHEeHINMe JIEeKapCTBEHHble Ipernaparhl JlemapTaMeHTa rocCyIapCTBEHHOTO
peryJvpoBaHus OOpallleHus] JIeKapCTBEHHBIX CpeAcTB MMHUCTepCcTBa (Janee
COOTBETCTBEHHO — OTHeN, JlemaprameHT) B TeueHwe | pabodero IHsS C JaThl
NOCTYIUIEHHMs] JOKYMEHTOB Ha3HadyaeT M3 4Yucia pabOTHUKOB  OTrela
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OTBETCTBEHHOI'O HCIIOJIHUTENs II0 UX PacCMOTPEHMIO (Iajee — OTBETCTBEHHBIN
HCTIOJTHUTEIIB ).

damMunus, UM U OTYECTBO OTBETCTBEHHOrO HCIIOJIHHTENS, €ro MeCTO
paboTsl ¥ TeNnehOH TOIKHBI OBITH COOOIIEHBI 3asIBUTEIO 10 €0 MHCHMEHHOMY HIIH
yCTHOMYy oOpallleHuio, a TakXe OIyOnuKoBaHE Ha O(QUIHAILHOM CcaiiTe
MunuctepctBa B cetu UHTEpHeT.

35. OTBETCTBEHHBI HCNONHUTENb B Te4deHHe 12 paboumx JHEH C OaThl
CBOEro0 Ha3sHAa4YEHHUs OCYILIECTBIAET IPOBEPKY MOJNHOTHI NpPeICTaBIEHHBIX
JOKYMEHTOB M COIEpP)XKAIUMXCS B HUX CBEJIEHUN, NPOBOJUT B COOTBETCTBHH C
Meronukoli NpoBepKy NpeAeNbHOH OTIYCKHOW II€HBI INPOM3BOAMTENS Ha
JIEKapCTBEHHEIH Mpenapar AJI pelieH!Us BOIIpOoca O €€ PErHCTpallyH.

36. B ciydae, ecnu 3asBUTENb HE IPENCTABHI KOMNHHM JIOKYMEHTOB,
HpPENyCMOTPEHHBIX TOANYHKTaMH «0» MyHKTOB 13 u 15 AJIMHHHCTPaTHBHOTO
periaMeHTa, OTBETCTBEHHBIM HCIIONIHUTENh 3allpallliBaeT M IOIY4YaeT CBEJCHHS,
yKa3aHHbl€ B MNOJANMyHKTe «6» myHKTa 20 AIMHHHCTPATHBHOIO pErjaMeHTa, Y
MunucrepcTBa IIPOMBIIUIEHHOCTH ¥ ToproBiuu Poccuiickoit ®epepanuu ImyTeM
MEXBEJOMCTBEHHOTO  MHOOPMAI[IOHHOTO  B3aMMOIEHCTBHA B  ITOPSAJIKE,
ycTaHoBlieHHOM ®enepanbHbM 3akoHOM oT 27 wmrong 2010 r. Ne 210-@3
«0O6 opraHu3anuy NpeACTaBIeHUs TOCY JAPCTBEHHBIX U MYHUIMIIANBHEIX YCIYD».

B ciydae, ecnm 3agBUTENh HE IPENCTaBHI KOMHH JTOKYMEHTOB,
NpenyCMOTPEHHBIX ITOAIYHKTAaMH «B» IYHKTOB 13 u 15 AIQMHHHCTpaTHBHOTO
perjiaMeHTa, OTBETCTBEHHBIN HCIIOIHHMTENb IIPOBEpSeT CBEJEHHUS, YKa3aHHBIE B
HOAIYHKTe «a» IMyHKTa 20 AIMHHUCTpaTHBHOTO perjiaMeHTa, Ha OCHOBaHHH
J@aHHBIX TOCYJapCTBEHHOIO peecTpa JE€KapCTBEHHBIX CPEINCTB OIS MEXUIIHHCKOTO
[IPUMEHEHUS.

37. B cimydae HeoGXOAMMOCTH YTOYHEHHS CBEAEHMH, COIEpXKAaIMXCS B
IPEACTaBIIEHHBIX [JOKYMEHTAaX, OTBETCTBEHHBIM MCIOIHMTENb 3alpalldBaeT Y
3asBUTEJI COOTBETCTBYIOIIYIO JJOKYMEHTAILHO O(pOopMIeHHYI0 HHpopManmio. [Ipu
3TOM CPOK paccMOTpeHuss MMHHCTEPCTBOM NOKYMEHTOB IO PEIEHHIO JUPEKTOpa
JenapramenTa (3aMecTuTens Iupekropa JlenapTaMenTa) yBeauyuBaeTcsl He Golee
yeM Ha 10 pabounx nueil.

38. Ilo pe3ynpTaTram MpoBENEHNUs IPOBEPKHU, IPELYCMOTPEHHOM IIYHKTOM 35
AJIMVHHCTPAaTHBHOTO periaMeHTa, B TedeHHe 1 pabouero IHA C Jarel ee
3aBEPIICHUS OTBETCTBEHHBIM HCIOIHHUTENb II0 COTJIaCOBAaHHIO C HAYAJILHHUKOM
oTzena:

a) B ClIy4ae YCTAaHOBJEHHS OTCYTCTBHS B IpPEICTaBIEHHBIX MOKyMEHTaX
TpeOyeMBIX CBEAECHMH WM BBIABJICHUS CONEpXKALUEHCs B HHMX HEIOCTOBEPHOM
MHQOpMalMy — BO3BpallaeT MpPEeACTaBlIeHHbIE JIOKYMEHTHl 3aSBHTEIIO0 C
IIICBMEHHBIM YBEJOMIICHHUEM;

0) B cIoy4ae YyCTAaHOBIEHHMS HaIWYUs B MPEACTABIECHHBIX IOKYMEHTaX
TpeOyeMBIX CBEJEHHHM U JOCTOBepHOH HHGOpMAalUU¥M — HalpaBiseT | 3K3eMIUIAp
MpeACTaBIeHHBIX  3agBuTeneM HOokymMeHTOB B OCT Poccum BMmecTe ¢
CONpPOBOAMTEBHEIM  ITMCBMOM, TOANUCAaHHBIM JupekTopoMm JlemapraMeHTa
(3amectuTenem nupekropa JlenaprameHTa).

39. ®CT Poccuu B Tedenme 15 pabGoumx AHEH C JaThl [OJyYeHHS
JOKYMEHTOB IIPOBOAMT B COOTBETCTBHUH ¢ METOAUKONW 3KOHOMHYECKHH aHaIu3
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IIpeAeNbHON OTITYCKHOM LICHBI Ha JIEKapCTBEHHBIN IIpenapar, MpUHUMAET pelleHne
O COIacOBaHMU YKa3aHHOM IleHbl MWIM 00 OTKa3e B ee corjiacoBaHud (C
U3JI0’)KEHUEM IPUYUH O0TKa3a) U HallpaBiiseT ero B MUHHCTEPCTRO.

40. B cmy4yae HeoOXOAMMOCTH YTOYHEHHS CBEJEHUH, COHEpPXKAIUXCA B
npencTaBieHHBIX JokyMeHTax, ®CT Poccum 3ampammBaer y  3asgBHTENS
COOTBETCTBYIOLIYIO IOKYMEHTaJIbHO 0(OpMIIeHHYI0 HHpopManuro. [Ipu 3ToM cpok
paccmotpenuss @CT Poccum noxymeHTOB yBenWuuBaeTcs He Oonee yem Ha 10
pabounx AHeH.

41. Ilpu HENOCTYIIEHUH B IpefieflaX yCTaHOBJIEHHOTO CPOKa 3allpoIleHHO
INOKyMeHTanbHO ogpopMieHHol uHpopmanuu OCT Poccun B TeueHue 5 pabGounx
JHEH C JaThl UCTEUYEHHUs] CpOKa €€ NpeACTaBIeHU IPUHIUMAET pellleHre 00 0TKasze B
COrJIaCOBaHMHM INPEIENIBHON OTIYCKHOM IIeHBl Ha JIeKapCTBEHHBIH IIpernapaT M
HalpaBisieT ero B MUHHCTEpPCTBO.

42. B ciydae OTCYTCTBHS OCHOBaHHH, IPEXyCMOTPEHHBIX IyHKTOM 23
AIIMUHHMCTPATUBHOI'O peErjlaMeHTa, U NOIydeHus MUHHUCTEPCTBOM peIleHUs
@®CT Poccum o cornacoBaHHMHM IpeNeNbHON OTIYCKHOM UEHBI Ha JIeKapCTBEHHBIN
[IpenapaT OTBETCTBEHHBIN UCIIOJIHUTENb IO COTJIaCOBaHHUIO C HAYaNbHHUKOM OTHEIa
B TedeHHe 3 pabouux AHEH TOTOBUT NPHKa3 O PETMCTPAllMH LIEHBI, KOTODHIM B
TedeHue 2 pabouyux [JHel mnoamuceIBaeTcst aupekTtopoM JlemaprameHta
(3amectuteneM gupekropa JlenapraMeHTa).

43. Tlocne mnoamucaHus IpHKa3a O PErHCTPalli¥ LEHBl JHPEKTOPOM
JlenmaprameHTa (3aMecTHTeneM JupekTopa JlemapraMeHTa) OTBETCTBEHHBIH
WICIIOJTHUTEIIb:

a) BHOCHT B IOCYAapCTBEHHBIH peecTp 3aperdCTPHUPOBAHHBIX MpPeNeIbHBIX
OTIIyCKHBIX IIeH NPOM3BOAMTENIEH Ha JIeKapCTBEHHBIE IpenapaThl WH(GOpPMAIHIO,
IIPeAyCMOTPEHHYIO ITYHKTOM 51 AJMMHHCTpaTHBHOIO perjiameHTa, B TedeHHe 1
pabouero JHs;

6) B TedeHue 3 pabodux IHEH BBINAET Ha PYKH 3asBUTENIO WIH HAIPABJISET
1o moure JIMO60 MOCPEACTBOM HH(POPMALHOHHO-KOMMYHHMKAIIMOHHEIX TEXHOJIOTHIA
(B 27eKTpOHHOH ¢opMe), B TOM YHCIe C HCIONb30BaHHeM EjpmHOro mopraia
TOCyAAapCTBEHHBIX M MYHMUHMINAIBHBIX ycIyr (GyHKUHIH), BHIIKCKY H3 IpHKa3a o
perucTpalMi IEHbBl W pPasMEIlaeT COOTBETCTBYIONIyI0 HHGOpMAIHMIo Ha
odunmansHOM calite MuHKCTEpCcTBa B ceTH VIHTEpHET.

44. B cmyyae HanuM4Ms OCHOBAaHUM, MpPEIYCMOTPEHHBIX MYHKTOM 23
AJIMUHHCTPATUBHOIO PETNIiaMeHTa, U (WJIK) MONy4eHHs MUHHUCTEPCTBOM peIlIeHHUs
®CT Poccum 06 oTKasze B COIVIACOBAaHUHU IIPENEIBbHOM OTIYCKHONW LEHHl Ha
JIEKapCTBEHHBIH IIpenapaT OTBETCTBEHHBIM HCIIONHUTENb [0 COTJIACOBAHHIO C
Ha4aJbHUKOM OTHeja B TeueHue 3 pabouux AHEH rOTOBHUT yBedoMieHHe 00 oTKaze
B TOCYJapCTBEHHOM  perucTpaly IpelelbHON  OTIYCKHOH IeHBI Ha
JIEKapCTBEHHBIA IIpenapar (C M3JI0)KeHHEeM IPUYUH 0TKa3a), KOTOpoe B TeYeHHE 2
pabounmx JHeH noANKCHIBaeTcs aUpekTopoM JlemaprameHTa (3aMecCTHTeNlEM
nupektopa [lenapramenTa).

45. Yeenomnenue o6 oTkaze B roCyJapCTBEHHOHN PErHCTpalviy IpeaeibHOM
OTIIyCKHOM II€HBI Ha JIEKapCTBEHHBIN Ipemnapar B TeueHue 3 pabodyux AHeid ¢ OaTbl
€ro IoJnmucaHus aupekropoMm JlemaprameHTa (3aMecTUTENleM —IUPEKTOpa
JlemaprameHTa) BbIAAeTCS Ha PYKH 3asSBUTENIO WM HaIpaBisgeTCs IO Mo4YTe OO
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IIOCPEICTBOM HH(OPMALMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTHI (B 3JIEKTPOHHOM!
¢dopMe), B TOM YHUCJIE C HCIOIB30BaHHEM EmuHOro moprajia rocyJapCTBEHHBIX H
MYHHIUNATBHBIX YCIyT ((YHKIHH).

46. JIoKyMeHTBI, CBA3aHHBIE C TOCYIapCTBEHHOM perucTpaiueil npeaeabHo
OTIYCKHOM IIeHbl Ha JIEKapCTBEHHBIH Mpermapar, IOAJIeXaT IOCTOSHHOMY
XpaHeHMI0 B MuHucrepctBe (mpukaz MuHHCTEPCTBa KyJNbTyphl Poccuiickoii
®Oenepaunu ot 25 asrycra 2010 r. Ne 558 «O6 yrBepxaeHnn «IlepeqHs THIOBBIX
YOPaBIECHYECKUX  apXUBHBIX JOKYMEHTOB, oOpasyrommxcs B  Ipoilecce
JIeATEeIbHOCTH IOCYIapCTBEHHBIX OpraHoB, OPraHOB MECTHOI'O CaMOYIIpaBJIEHHS U
OpraHM3alul, C yKa3aHUEM CPOKOB XpPaHEHHUI»).

AnMMHHCTpaTHBHAs npolenypa «PaccMoTpeHne JOKYMEHTOB M IPUHATHE
pEeLIeHHts O IIEPEPErUCTPAlNHY IpefeNbHOM OTITy CKHO# LIeHb! Ha JIEKapCTBEHHBIN
npenapar Jubo pemeHus 06 0TKase B IepeperuCTpaLUH MpeaeIbHOM OTIYCKHOM

LIeHBI Ha JIEKapCTBEHHBIN Iperapary

47. ApMmuHHCTpaTHBHas mpouenypa «PaccMoTpeHHe ITOKYMEHTOB U
IPHHATHE pELIEHWS O IMEPEePETUCTpali NOpeneslbHOM OTIYCKHON ULEeHB Ha
JEKapCTBEHHBIM Ipenapar Jubo pemeHus o0 OTKaze B IepeperuCcTpalyu
IIpeIeIbHOM OTITYCKHOHM LEHBl Ha JIEKapCTBEHHBIH MpernapaTy OCYLIESCTBILETCS B
CBA3H C IIOCTYIUIEHMEM B MUHHCTEPCTBO B CpoK Ko 1 OKTia0Opst Kaxkmoro ropa
JOKYMEHTOB, YKa3aHHBIX B IyHKTaX 15 1 16 AAMUHUCTPaTUBHOTO perjlaMeHTa.

48. Ilepeperucrpanusi MpeebHON OTIYCKHOW IIEHBI Ha JIeKapCTBEHHBIM
Iperapar OCYILUECTBIAETCS B IIOpPsAKE, IPEeLyCMOTPEHHOM IIyHKTaMH 34 — 45
AJIIMUHHCTPAaTMBHOIO perjlaMeHTa, HCXOIs M3 pacdeTa, MpedyCMOTPEHHOrO
Meroaukoii, He gaie 1 pasa B KaJeHAapHOM T'OAy:

a) B Cllydae M3MEHEHUS IIeH Ha ChIphe M MaTEepUallbl, a TAKKe H3MEHEHHUS
HaKJIaIHBIX PacXOOB;

6) MCXOoIsd M3 YCTAaHOBIEHHOIO (elNepalbHBIM 3aKOHOM O (eaepalbHoM
Ol0/pKeTe Ha COOTBETCTBYIOINMM (UHAHCOBBIA roJ W Ha IUIAHOBBIA IEPHON
IIPOTHO3UPYEMOTO YPOBHS HHGIIALHH.

AIIMI/IHI/ICTpaTPIBHaX nponeaypa «Bnecenune peCCTpOBOﬁ 3alIluCH
B I‘OCYI[&pCTBCHHI:IfI PEECTP 3aperuCTPUPOBAHHBIX ITPEACIBHBIX OTIIYCKHBIX IICH
HpOI/I3BOI[I/ITeJ'Ieﬁ Ha JICKapCTBEHHBIC ITpEIiapaThi»

49. AnmuHHCTpaTUBHas npoueaypa «BHeceHHe peecTpoBOM 3amucd B
rOCyJIapCTBEHHBIH pEeCcTp 3aperuCTPUPOBaHHBIX IMpPENelbHBIX OTITYCKHBIX IIeH
IIPOM3BOIMUTENEN Ha JIEKAapCTBEHHBIE Npenapatbl’ OCYUIECTBISAETCS B CBSA3H C
IIPUHATHEM pEIIEHUs O I'OCYJAapCTBEHHOU perucTpaiyul NpelelbHON OTITYyCKHOM
LIEHBl Ha JIEKapCTBEHHBIN Ipenapar (0 MepeperucTpaliy NpenelbHON OTIYCKHOM
I€HBI Ha JIEKapCTBEHHBIN Mpenapar).

50. BHecenne B TIOCYyJapCTBEHHBIH peecTp  3aperuCTPHPOBAHHBIX
NIPEACTbHBIX OTIYCKHBIX ILEH IIPOM3BOAMTENEH Ha JIEKapCTBEHHBIE Npenaparsl
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pPEECTPOBOI 3aIIUCH OCYIIECTBIISIETCS HA OCHOBAaHWH CBEACHHMH, IOTYYEHHBIX IPH
roCyIapCTBEHHOI perucTpalyy MpeaeiabHON OTIIyCKHOM IEHBI Ha JIEKapCTBEHHBIH
npernapatr (IpU  NepeperucTpallid INpeAeNbHOM  OTIYCKHOM  LeHBl Ha
JieKapCTBeHHBIN Npenapar) B TedeHue 1 pabodero qHs ¢ faThl:

a) TPUHATHA pEIUeHHss O TIOCyINapCTBEHHOM pErucTpallid IpeelbHON
OTIIyCKHOM LIEHHI Ha JIEKapCTBEHHBIN Nperapar;

6) NPUHATHS pPEleHUs O IEpEePETUCTPalvy IpeAe/IbHON OTIIyCKHOM LIEHEI Ha
NeKapCTBEHHBIN Mpenapar.

51. TocymapcTBeHHBIA  peecTp  3aperUCTPUPOBAHHBIX  MPENENbHBIX
OTITyCKHBIX 11€H [IPOU3BOIUTEINIEH Ha JIeKapCTBEHHbIE IpeIapaTsl BKI0YaeT B cebds
CIIEIYIONIYI0 HH(OPMAIIHIO IT0 KaXI0H peeCTpOBOH 3alKCH:

a) HauMeHOBaHMe NPON3BOIUTEINS JIEKAPCTBEHHOIO IIpernapara;

06) HaMMeHOBaHWe  JIEKAPCTBEHHOro  mnpemnapara (MeXIyHapoaHOE
HelaTeHTOBaHHOE WM XMMHYECKOEe ¥ TOPTOBOE€ HAaIMEHOBAHMUS);

B) HOMEP PErHCTPAIOHHOIO yAOCTOBEPEHMS JIEKAPCTBEHHOIO Nperapara;

r) JiekapcTBeHHass ¢opMa C YKa3aHHMEM JO3UPOBKH JIEKapCTBEHHOIO
npenapara ¥ ero KoJIu4ecTBa BO BTOPHYHOH (IIOTpeOUTENBCKOM) YIaKOBKE;

Jl) 3aperucTpUpOBaHHas IIpelelbHas OTIyCKHas LieHa Ha JIeKapCTBEHHBIH
npemnapar B pyoJisix;

€) JmaTa rocyJapCTBEHHOW pEerucTpauyy NpenesibHOM OTIIyCKHOHM LIEHBI Ha
JIEKapCTBEHHBIN IIpenapar.

52. TocynapcTBeHHBIM  peecTp  3aperHCTPUPOBAaHHBIX  IIPENENIBHBIX
OTIIYCKHBIX LI€H MPOU3BOJUTENEH Ha JeKapCTBEHHbIE IpenapaThl MyOIHKyeTCs Ha
ourmanbHOM caiite MuHUCTEpCTBA B ceTH MIHTEpHET 1 OOHOBIAETCS €XEIHEBHO C
COXpaHEHHEeM Ha caiiTe BceX NpeIblIyIIuX peAaKIHi rocy JapCTBEHHOIO peecTpa.

53. CsemeHums, coiepxkamuecss B  TOCyJapCTBEHHOM  peecTpe
3apErHCTPUPOBAHHBIX IPENENbHBIX OTIMYCKHBIX II€H IPOU3BOAMTENIEH Ha
JeKapCTBEHHBIE TIpenapathl, SBISIOTCS OTKPHITBIMH K OOIIENOCTYNHBIMH U
IIPeJOCTaBIIIIOTCS 3aMHTEPECOBAaHHBIM JIMLaM OeCIlIaTHO.

54. Tlo XeNaHUIO 3aWHTEPECOBAHHBIX JHI, OOpaTHUBIIMXCS 32 CBEICHUIMH,
coIepXKaIliIMUCS B TOCYJIapCTBEHHOM peecTpe 3aperucCTpUpPOBAaHHBIX MPENENbHBIX
OTIYCKHBIX 11€H [IPOM3BOMUTENEH Ha JIeKapCTBEHHBIE IperapaThl, OHU MOTYT OBITH
IpeACTaBlIeHbl II0 WX MNHCbMEHHBIM 3allpocaM B  BHAE  BBIIUCOK U3
roCyIapCTBEHHOI'O peecTpa B TeUeHHe 5 THEH C JaThl IOCTYIIJIEHHs TaKoro 3alpoca
(manee — 3ampoc), 3aperucTPUPOBAaHHOIO B MOPSJAKE, NPENyCMOTPEHHOM ITyHKTOM
26 ADMUHUCTPAaTUBHOTO perjlaMeHTa.

55. HavanpHuk oThena B TedeHHe | AHS ¢ Jarsl HOCTYIIEHUS 3aIpoca
Ha3HavyaeT H3 4YHClIa pPabOTHHKOB OTHENa OTBETCTBEHHOIO UCIOJIHUTENS IIO
IpeNCTaBICHHIO YyKa3aHHOW MHGQOpPMALMK, KOTOPBHIM TOTOBUT BBIIIUCKY U3
rOCyIapCTBEHHOT'O peecTpa 3aperMCTPUPOBAHHBIX IPENENBHBIX OTIIYCKHBIX ILIEH
IPOU3BOAUTENEH Ha IeKapCTBEHHEBIE NIPENaparThl B TeUeHue 4 qHEM.

Breimrcka U3 rocy1apCTBEHHOTO peecTpa 3aperuCTPUPOBAHHBIX MPENETbHBIX
OTIIYCKHBIX II€H MPOH3BOAUTENEH Ha JEeKapCTBEHHbIE IpenapaThl MOXET OBITh
BbIIaHa Ha pyKH, HampaBjleHa 10 IoYTe MWIM IIepelaHa I0CPEeACTBOM
UH(POPMALMOHHO-KOMMY HUKAIIMOHHBIX TEXHOJOTUH (B 3JIEKTPOHHOH ¢opMe), B
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TOM 4YHCJIE C HCIOJB30BaHMEM EMWHOro mopTaja TrOCyNapCTBEHHBIX U
MYHHILMITATBHEIX YCIyT (QyHKIHH).

IV. ®opMbI KOHTPOJIf 32 HCNOJIHEHHEM AJIMHHHCTPAaTHBHOIO pPerjiaMeHTa

ITopsimok ocymiecTBIEHHS TEKYLIEro KOHTPOJIS 3a COOJIOeHHEM
¥ MCIIOTHEHUEM OTBETCTBEHHBIMH JOJDKHOCTHBIMU JIMI[AMH [TOJIOKEHUH
AIMWHHCTPATUBHOIO perjlaMeHTa ¥ HHBIX HOPMATUBHBIX MPAaBOBBIX aKTOB,
yCTaHaBIMBAIOMMX TpeOOBaHM K IIPEIOCTABICHHIO FOCY IapCTBEHHON
YCIIyTH, a TaKXKe IPUHATHEM UMH pelIeHUuH

56. Texymmii KOHTpoNb 3a CcoOOMIOZEHHMEM IOpSAAKA HCIOTHEHHSA
rOCyJapCTBEHHONH YCIIYIH, TpPHHATHEM pEHIeHUH JOJDKHOCTHBIMH JIHLAMHU
MusucrepcTBa OCyIIECTBISETCS IIOCTOSHHO B  IIPOLECCE  OCYLIECTBIIEHUS
aAMUHUCTPATUBHBIX MPOLUEAYP YHNOJHOMOYEHHBIMH [OJDKHOCTHBRIMH JIMIAMH
MpunnucrepcTBa, OTBETCTBEHHBIMH 3a OpraHU3aIMIO0 pabOoTHI IO IMPEeIOCTABIECHHIO
rocyAapCTBEHHOM YCIyTH, B COOTBETCTBUU c YCTaHOBJIEHHBIMU
AIMUHUCTPaTUBHBIM pErIaMEHTOM COJAEp)XaHUEM JeHCTBUH M CpOKaMH HX
OCYWIECCTBJICHHUS, a TaK)Xe IIyTeM IPOBENEHHS NMPOBEPOK HCIIOJHEHUS IMOJIOKEHUIM
AIMUHHUCTPAaTUBHOIO pEINIAMEHTAa, WHBIX HOPMAaTHMBHBIX IIPaBOBEIX aKTOB
Poccuiickoit ®enepanuu.

OTBeTCTBEHHOCTH HOKHOCTHEIX JIUI] MUHHCTEPCTBA 3a pellleHns
u neiicTBus (Oe3neiicTBre), MPUHIMaeMble (OCYIIeCTBIIIEMBIE)
MMH B XOJie IPEAOCTaBIEHNs IOCY 1apCTBEHHON YCIyTH

57. IlepcoHasnbHas OTBETCTBEHHOCTH IOJDKHOCTHBIX JML MuHHCTEpCTBa
3aKpeIuIsAeTCsl B UX JOJDKHOCTHBIX perjaMeHTaX B COOTBETCTBHUH C TPeOOBaHHUIMH
3akoHozatenbcTBa Poccutickoit ®enepaumm.

VicnonuuTtens, OTBETCTBEHHBIA 3a OCYIIECTBIEHME aJMHHHUCTPATHUBHBIX
IpoUenyp, NPEeLyCMOTPEHHBIX AIMHUHHUCTPATUBHBEIM  pEriIaMEHTOM, HECET
IIEPCOHAIBHYIO OTBETCTBEHHOCTH 34!

a) COOTBETCTBHE PE3yJbTaTOB PACCMOTPEHUS TOKYMEHTOB, MPEACTAaBIEHHBIX
3asABUTEISIMHU, TpeOoBaHUSIM 3aKoHoAaTenbcTBa Poccuiickoit enepanuy,

0) cobmoneHne CpOKOB M IOpsJKa MpHeMa IOKYMEHTOB, NpeACTaBIEHHBIX
3asBUTEIISIMHU,

B) cOOMIONEHNE CPOKOB U IOPSAJKA BBIIAYM PE3yNbTATOB IPEHOCTABIEHUA
roCyIapCTBEHHOM YCIIyTH.

58. JIOJDKHOCTHBIE JMLa, OCYIIECTBISIOIINE TEKyIIMH KOHTpOJIb,
yCTaHaBIUBAIOTCS aKTaMU MUHHCTEPCTBA.
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ITopsimoK U NEepHOANMYHOCTE OCYILIECTBICHHS INIAHOBBIX
¥ BHEIUIAHOBBIX IIPOBEPOK ITOJHOTHI U Ka4eCTBa IIPEJIOCTaBIEHHA
rocyJapCTBEHHO YCIIyTH, B TOM YHCIIe IOPSAROK U (POPMBI KOHTPOJIS
3a IIOJTHOTOM M Ka4eCTBOM NPENOCTABIIeHUS [OCY IapCTBEHHOM YCIyTH

59. KoHTponb MONHOTH U KauecTBa IpPENOCTaBIEHUs IOCyIapCTBEHHOM
YCIIyTH OCYIIECTBIISETCS IIyTeM IIPOBENeHUS IPOBEPOK COOTIONECHHS M UCIIOIHEHHMS
OTBETCTBEHHBIMM  HOJDKHOCTHBIMH  JUIAaMH  MMHHHUCTEPCTBA  IONOXEHHMH
AIIMUHUCTPaTHBHOIO pPErjlaMeHTa, HOPMAaTUBHBIX IIPAaBOBBIX aKTOB Poccuiickoi
®deneparyu.

60. B MuHucrepcTBe NpOBONATCS IUIAHOBBIE M BHEIUIAHOBBIE MPOBEPKH
IIOJIHOTBI M KayecTBa MpeIOCTaBlIeHHUS TOCYyHNapCTBEHHON yciyru (mamee —
IIPOBEPKH).

Ilpy npoBedeHWM IUTAHOBOH IPOBEPKM MOTYT pacCMaTpUBAaThCA BCe
BOIIPOCHI,  CBSI3aHHBIE C  IIPEOCTaBI€HHMEM  TI'OCYJapCTBEHHOM  YCIyTH
(KOMILTIEKCHBIE IIPOBEPKHU), WIH BOIPOCH], CBA3aHHBIE C HCIIOJHEHHEM TOH HIIH
MHOM aJIMMHHCTPATHUBHON Npouenyps! (TeMaTHIECKHE IPOBEPKH ).

BuennaHoBsle IpOBEpKH IPOBOMATCS 10 KOHKPETHOMY OOpAIlEHHIO
(xanobe) 3asgBUTEIIEH.

IleproMYHOCTE OCYILECTBIEHUS IUIAHOBBIX IIPOBEPOK YCTaHABIHBAETCS
MuHucTepcTBOM.

II1aHOBBIE M BHEIJIAHOBBIE NIPOBEPKH NPOBOJATCS HAa OCHOBAaHUM IPHKA30B
MmunucrtepcTBa.

61. Ilo pesynpTaTaM mpoBeINeHHS TIPOBEPOK B CiIy4Yae BBIIBIEHUA
HapyIEeHUH NpaB 3asBUTEIIC BUHOBHBIE JIMIIA IIPUBIEKAIOTCS K OTBETCTBEHHOCTH B
COOTBETCTBHH C 3aKOHOAaTeNbCTBOM Poccuiickoit Denepanun.

IlonoxxeHus, xapaxkTepusytomue TpeOoBaHUs K TOPIAKY B hopMam
KOHTpOJIA 3a IPeOCTaBIeHHEM I'OCY JapCTBEHHOM YCIIYTH, B TOM YHCIIE
CO CTOPOHBI IPaXKJ1aH, UX 00BbEIUHEHNN U OpraHU3alUi

62. I'paxnane, uX 0OBEIMHEHUS M OpraHU3allMM BIIpaBe KOHTPOJIUPOBATH
IPEJOCTaBIEHHE TOCYNApCTBEHHOM YCIYrH MyTeM TNOJydeHHS HH(OpMAIMH 0
TeneQoHy, IO [UCBMEHHBIM OOpalleHHsAM, II0 OJJIEKTPOHHON MoYTe, Ha
obunuansHOM caiite MunuctepcTBa B cet MHTepHeT M depe3 Emuneli mopran
roCyIapCTBEHHBIX ¥ MyHHUIMNATBHBIX yCIyT (QyHKIIHIA).

63. I'paxnmaHe MOIyT NpUHMMATh YdacTHE B OJEKTPOHHBIX OIpocax,
dopyMax M aHKETHPOBaHHH IO BOIPOCaM VIOBJIETBOPEHHOCTH IIONHOTOM U
Ka4yeCTBOM  MNpENOCTaBIE€HHS  TIOCYJapCTBEHHON  YCIOyrd,  COONIOIeHUS
JOJDKHOCTHBIMH  JIMIIaMH  MMUHHCTEPCTBA CpPOKOB M IIOCJIEHNOBATETLHOCTH
aJIMMHUCTPATUBHBIX  IpOLENYyp, INPEeIyCMOTPEHHBIX  AIMHHHCTPATHBHBIM
periaaMeHTOM.
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V. locyneOublii (BHecyaeOHBIH) NOpsAIOK 00:Ka10BaHus JeiicTBUS
pemienuii u geiicTBuii (0e3aeilictBusa) MuHHCTEpcTBAa, a
TaKKe JOJLKHOCTHBIX JiMI MHuHHCcTepeTBa

64. 3agBuTeNM BOpaBe O00XaJIOBaTh peIleHHs, IMPUHATHIE B  XOJe
OpEeIOCTaBlIEeHUs TOCyAapCTBeHHOM yciuyrd (Ha mobOoM JTame), JedcTBUS
(be3neiicTBHE) NOKHOCTHBIX JTUIl MUHHCTEPCTBA B 10CY1€OHOM ITOPSIZKE.

65. 3asBuTEens MOXeET oOpaturbesi ¢ kanoboit Ha HapylleHHe MOpsAKa
IIpeIOCTaBI€HUsS I'OCYNapCTBEHHON yCiyru (nanee - xajmoba), B TOM 4HCIEC B
CJIe IyIOIIUX CITy4dasx:

a) HapyIIeHHe CpOKa PErHCTPalliy 3asBICHHU] U KOMIUIEKTa JOKYMEHTOB;

0) HapylIeHHe cpoKa IIPeAOCTaBIECHUS FOCyIapCTBEHHOM YCIyTH;

B) TpeOboBaHMEe y 3asBUTEN OOKyMEHTOB, HE IPEXyCMOTPEHHBIX
HOPMaTHBHEIMH [TPaBOBBIMY akTaMu Poccutickod ®Penepanuu 114 IpeJOCTaBICHH
roCyIapCTBEHHOU yCIIyTH;

I') OTKa3 B IpHeMe y 3asdBUTENs INOKYMEHTOB, IIPEIOCTaBICHHE KOTOPBIX
[IpeIyCMOTPEHO HOPMAaTHUBHBIMU ITpaBOBBIMU akTaMu Poccuiickoit denepauyu i
IIpeIOCTaBIEeHUs TOCYJapCTBEHHON YCIyTIH;

I) OTKa3 B IPEIOCTaBJIEHUH TI'OCYNAapCTBEHHOM YCIYTH, €CJIM OCHOBaHMSA
OoTKa3a He IpeayCMOTpeHBl (efepalbHBIMH 3aKOHAaMH U IPUHATHIMH B
COOTBETCTBHH C HHMH HHBIMH HOPMAaTHBHBIMU IIPaBOBBIMM akTaMH Poccuiickoi
®denepanuy;

e) 3aTpeboBaHKe C 3asdBUTEN IPH MPENOCTaBIEHHHM TOCYAapCTBEHHOM
YCIyrH TaThl, He IPeAyCMOTPEHHOM HOPMATMBHBIMU IIPABOBBHIMH aKTaMHU
Poccutiickoii ®expeparuu;

) OTka3  MuHuUCTepCcTBa, JOJDKHOCTHOrO jauua MuuucrepcrBa B
WCIPAaBJIEHUH JOIYIIEHHBIX ONe€YaTOK M OINMOOK B BBIJAHHBIX B pe3ylbTare
IPENOCTABIEHHs] TOCYHapCTBEHHOH YCIyrH JOKyMeHTax Jubo HapylueHue
YCTaHOBJIEHHOTO CPOKa TaKUX HCIIPaBJIEHHIA.

66. B ciyuae obOxanoBaHus fercTBhil (6e3neiicTBHUI) TOKHOCTHOIO JIHIA
CTPYKTYpPHOTO IoOzpa3feneHus MuHHCTepCTBa, »ajnoba I0JaeTcs Ha HMd
PYKOBOZUTENS COOTBETCTBYIOIETO CTPYKTYPHOrO NozpaseaeHus MuHucTepcTBa.

B cmyuae oOxanoBanmsa fedicTBuit  (Oe3medcTBHil)  PYyKOBOAMTENS
CTPYKTYpHOTO HOApa3feneHus MuHUCTepcTBa, Xanoba IIONaeTcs Ha MM
3amecTuTeNd ~ MuHHCTpa  3OpaBooxpaHeHus  Poccumiickont — Peneparm,
KYyPHUPYIOIIET0 JaHHOE CTPYKTypHOE IIOApasfieieHHe B COOTBETCTBHU C
pacmpeenieHreM 00S3aHHOCTEH, yCTaHOBIEHHBIM IPHKa3oM MUHKUCTEpCTBa.

XKanoba Ha  gedictBus  (Ge3meiicTBusa)  3amecturens — MuHHCTpa
3gpaBooxpanenusi Poccuiickoii ®enepauun mnogaercs Ha uMmsa  Munuctpa
3npaBooxpaHeHus Poccuiickon Denepaliuy.

67. Xanoba nomiexxuT o0sg3aTeNBHOM PervucTpalid B TedeHHe 3 pabouux
IHel ¢ MOMEHTa MOCTYIUIeH!s] B MUHUCTEPCTBO.

68. OcHOBaHMEM [UIi Hayaja MpoLexypsl nocynebHoro (BHecyneOHOro)
obxamoBaHus JIeWcTBHM (0e3melCTBUSA) MNODKHOCTHBIX JIML MUHHCTEPCTBA,
OTBETCTBEHHBIX 3a IPENOCTaBIIeHHE I'OCYJapCTBEHHOH YCIYTH, SABIAETCA Iojada
3asBHUTEJIEM JKaJI00BI.
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69. XKanoba momxHa comepxath:

a) HANMEHOBaHHE OpraHa, IPEeNOCTABIIOIIEI0 TOCYJApCTBEHHYIO YCIYTY,
m6o ¢aMuUITHIO, UM OTYECTBO (MOCHeqHee — MMPH HAINYHK) JOKHOCTHOrO JIHIA
MuHucrepcTBa, peleHus 1 AelicTers (be3nelicTBHEe) KOTOPBIX 00XKATYIOTCS;

0) pamunmio, uMs, 0TUYECTBO (TTOCIIeHEE - P HAJMYHHK), CBEJICHHSI O MECTE
KUTEIbCTBA 3aABUTENSA - (QU3MUECKOro JMIa JM60 HaUMEHOBaHHE, CBEAEHHS O
MeCTe HaXOXACHMs 3asBUTENS - IOPUAMYECKOro JIMIA, a Takke HoMep (HoMmepa)
KOHTaKTHOTO Tene(oHa, ajpec (aapeca) 3JIEKTPOHHOH MOYTH! (IIpY HAIWYHH) H
IIOYTOBBIN aZpec, 110 KOTOPHIM JIOJDKEH OBITh HallpaBJIeH OTBET 3asBUTEIIO;

B) cBeleHUsI 00 OOXanyeMBIX pelleHHIX H JeHcTBUAX (6e3medCcTBUM)
MunucrepcTBa, JOKHOCTHOTO JIUlla MUHHCTEPCTBa;

I') JOBOZABI, HA OCHOBAaHMM KOTOPBIX 3asBUTENb HE COTJIaCeH C pelICeHUEM H
nevicteueM (6e3neticTBremM) MUHHCTEPCTBA, JOIDKHOCTHOTO JIHlia MUHHCTEPCTBA.

70. 3asiBUTENEM MOTYT OBITH IpelAcTaBleHbl B MHUHUCTEPCTBO JOKYMEHTHI
(TIpu HaNMYWH ), TOATBEPKIAIOIIHE JOBOAB! 3asIBUTENIS, JIN0O UX KOIHH.

71. B nocyne6GHOM MOpsIIKE 3aIBUTEIH UMEIOT NPAaBO OOPATUTHCS C Kano0oH
B MMHHCTEPCTBO B MUCEMEHHOU GopMe 110 IIoUTe, Yepe3 MHOIOQYHKIMOHAIBHBIH
[EHTP TMpeAOoCTaBleHNs TIOCYJapCTBEHHBIX H MYHUIMIAIBHBIX YCIYT, CETb
WutepHer, Enunpiii mopran rocyJapCTBEHHBIX M MYyHHLMNAIBHBIX YCIYT
(bynknuit), a Tawke d>xamoba MoxeT OBITb NpPHUHATA NPU JHUYHOM I[IpHEME
3asBUTEIIS.

72. Ilpu obpamenun 3asBUTeNe C Xajnoboi B NMUCHMEHHOM (opme MM B
(dopMe BIIEeKTPOHHOTO JOKYMEHTa CPOK €€ PacCMOTPEHHS He NOJDKEH IPEBHIIIATH
15 paboumx mHEN cO IHS ee pEerucTpaliy, a B ciydae OOXKaloOBaHMs OTKasa
MuHHCTEPCTBa, HODKHOCTHOrO JiMlla MUHHUCTEPCTBA, B IpHEMEe JOKYMEHTOB Y
3asgBHUTEN TUOO B UCIpaBIeHUU JOIYIICHHBIX ONEYAaTOK M OMHMOOK MM B CiIydae
007XaJI0BaHKs HAPYIIEHHS YCTAaHOBJIEHHOTO CPOKa TaKUX HCIIpaBleHUH - 5 pabounx
mHeii co oHA ee peructpanud, eciu IlpasurensctBom Poccuiickont ®enepaunn He
YCTaHOBJICH UHOU CPOK.

73.Tlo pe3syibTaTaM paccMOTpeHHUS XanoObl MUHHCTEPCTBO IPUHHMAET
OJTHO U3 CIIEIYIOIMX PELICHH:

a) yIOBIETBOPSIET Xajlo0y, B TOM 4HcCIe B (opMe OTMEHBI INPHHATOTO
pellleH s, UCIpABJIEHNUs HOIYLUIEHHBIX MUHHCTEPCTBOM OIEYaTOK M OMHOOK B
BBIJAHHBIX B pe3yJIbTaTe IPeOCTaBIICHNs FOCYAAPCTBEHHON YCIYTH JOKYyMEHTaX,
BO3BpaTa 3asBUTENIO JEHEXHBIX CpPEJCTB, B3UMaHHe KOTOPBLIX HE IPEeXyCMOTPEHO
HOpPMAaTHBHBIMH IpaBoBbIMH axkTaMu Poccuiickoii ®enepanuu, a Takke B HHBIX
bopmax;

6) OTKa3bIBaET B YAOBIETBOPEHUH JKaJIOOHL.

74. He no3nuee 1 paGouero nHs, CIEAYOLIETO 3a JHEM NPUHATHS PEIICHNU,
3aABUTEINII0 HAMPaBISeTCSd MOTHBHUPOBAaHHBIM OTBET O PE3yNbTaTaX PacCMOTPEHHA
aJIOObI B THCEMEHHON GOpMe H, 110 XKEJNAHUIO 3asBHUTEN, B 3JIEKTPOHHOH (opMe.

75.B ciydae yCTaHOBJEHUs B XOJ€ MIIH I10 pe3yibTaTaM pacCMOTPEHHA
Xajobpl TMPHU3HAKOB COCTaBa aJMHHUCTPAaTHMBHOIO NpPAaBOHApYINEHWS HIH
OPECTYIUIEHWS  IOJDKHOCTHOE  JIMIO,  HAJEIEHHOE  IMOJHOMOYHMSMH  IIO
PacCCMOTPEHHIO JKajlob, HampapisgeT HMEIOIIUeCs Marepualbl B OpraHbl

POKYpaTypsl.
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76. OOxanmoBaHHe pelleHHs IO JXajnobe OCyIIEeCTBISETCS B HOPSIKE,
YCT@HOBJICHHOM ITyHKTOM 66 A IMUHHCTPAaTUBHOI'O perjiaMeHTa.

77. 3asgBUTENN UMEIOT MpaBo 0OpaTUThcs B MUHHICTEPCTBO 3a MOJyYEHHEM
uHGOPMalMd ¥ JOKYMEHTOB, HEOOXONHUMBIX JUIsI OOOCHOBaHUS U PacCMOTPEHHS
XKaoOBI.

78. NudopmupoBaHue 3agBuTeNlell O MOPSIAKE MONAa4Yd U PacCMOTPEHHUA
XaoOBbl OCYIIECTBIIIETCA B COOTBETCTBHM C IYHKTOM 4 AJIMHHHCTPaTUBHOIO
perjiaMeHra.
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