006 yTBep>xaeHuu AgGMUHUCTPATUBHOIO periaMeHTa

MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon depepaumm no
npenocTaB/IEHUIO rOCYyAapPCTBEHHOM YCJIYIry Mo rocyaapCcTBeHHOMU
perucTpauum sieKkapCTBeHHbIX NpenapaToB AN MeAULUHCKOro

npuMeHeHus

Mpuka3 MuHucTepcTBa 34paBooxpaHeHns Poccuinckon ®epepaumm - Ne 725H « o1 21.09.2016 - JencTayeT C
N3MEHEeHNAMM

MWHWUCTEPCTBO 3PABOOXPAHEHNSA POCCUACKOW ®ELEPALIAN
MPUKA3
MOCKBA

21 ceHTAb6ps 2016 r. Ne 725H

06 yTBEpPXAEHUN AOMUHUCTPATUBHOIO perjameHTa MmHucTepcTBa
3[paBooxpaHeHus Poccuinckon denepaunm no npesocTaBaeHnto
rocyapCTBEHHON YCyri No rocyjapCTBEHHON perncrpauum
JIeKapCTBEHHbIX NpenapaTos Ans MegUUNHCKOrO NPUMeEHEHNS

3aperuncTpuposaH MuHtocTom Poccun 23 aHBaps 2017 r.
PernctpaunoHHbin Ne 45357

B cooTBeTCTBUN C PefepanbHbIM 3aKOHOM OT 27 ntonsd 2010 r.

Ne 210-®3 "O6 opraHu3aLmm NpefoCcTaBAeHUS roCyAapCTBEHHbIX U
MyHuUumMnanbHbix ycayr" (CobpaHne 3akoHoaaTenbCTBa Poccumnckom
®epepaumm, 2010, Ne 31, cT. 4179; 2011, Ne 15, cT. 2038; Ne 27,

CT. 2873, 3880; Ne 29, cT. 4291; Ne 30, cT. 4587; Ne 49, cT. 7061;

2012, Ne 31, cT. 4322; 2013, Ne 14, cT. 1651; Ne 27, cT. 3477, 3480,

Ne 30; cT. 4084; Ne 51, cT. 6679; Ne 52, cT. 6961, 7009; 2014, No 26,

CT. 3366; Ne 30, cT. 4264; 2015, Ne 1, cT. 67, 72; Ne 10, cT. 1393;

Ne 29, cT. 4342, 4376; 2016, Ne 7, cT. 916), NOCTAHOBJIEHNEM

MpasuTenbcTBa Poccuiickon Pegepaunm oT 16 mas 2011 r. Ne 373

"0 pa3paboTke 1 yTBEPXKAEHUN aAMUHNCTPATUBHBIX PErSTAMEHTOB UCMONHEHNS
roCyapCTBEHHbIX (YHKLMA U @ JMUHNCTPATUBHbIX PErflaMeHTOoB
npenocTaBieHns rocyaapcTBeHHbix ycayr" (CobpaHue 3akoHO4ATENbCTBA
Poccunckon ®egepaumm, 2011, Ne 22, cT. 3169; Ne 35, cT. 5092; 2012,

Ne 28, cT. 3908; Ne 36, cT. 4903; Ne 50, cT. 7070; Ne 52, cT. 7507;

2014, Ne 5, cT.506) npunKa3biBalto:

1. YTBEpANTL NpunaraemMbii AGMUHUCTPATUBHbBIN pernaMmeHT

MuHmncTepcTBa 34paBooxpaHeHns Poccminckon ®egepaunm no npeaocTaBaeHnio
roCyapCTBEHHON yCAyri N0 rocyLapCTBEHHON perncTpauum nekapCTBeHHbIX
npenapaTos Aas MegnLUMHCKOrO NPUMEHEHUS.

2. Mpn3HaTb yTpaTMBLUUMU CUNY:

npvkas MnHUCTepcTBa 34paBooxpaHeHns Poccminckon ®epepaunm oT

22 okTa6psa 2012 r. Ne 428H "0O6 yTBEp)XAEHNN AOMUHNCTPATUBHOMO
pernameHTa MnHMCTEpCTBa 34paBooxpaHeHus Poccuinckon ®epepaumm no
npefoCTaBeHNIO FOCYAAPCTBEHHOW YCAYr NO FOCyAapCTBEHHOM
perncTpaumm neKapCTBEHHbIX NpenapaToB AN MeANLMHCKOrO NpuMeHeHns"
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(3apeructpmnpoBaH MUHUCTEPCTBOM toCcTULMK Poccuinckon ®egepaumnm 3 nons
2013 r., perncTpaumoHHbIin Ne 28972);

NYHKT 4 N3MEHEHWI, KOTOPble BHOCATCA B HEKOTOPbIE MPUKa3bl
MuHMCcTepcTBa 34paBooxpaHeHns Poccuinckon depepaunm, yTeepKAeHHbIX
nprKa3oM MuHnCTepcTBa 34paBooxpaHeHuns Poccunckon depepaunm oT

7 okTA6psa 2013 r. Ne 704H (3aperunctpupoBaH MUMHUCTEPCTBOM OCTULIAN
Poccuiickon ®epepaummn 14 Hoabpsa 2013 r., pernctpaunoHHein Ne 30377);
MYHKT 2 N3MEHEHUI, KOTOPble BHOCATCA B HEKOTOPbIE MPUKa3bl
MuHMCTepCTBa 34PaBOOXPaHEHNS N COLMNAJNIBHOrO pa3BUTUSA POCCUICKON
depnepaumm 1 MUHUCTEPCTBaA 34paBooXpaHeHus Poccniickon degepaunn,
YyTBEPXAEHHbIX NPUKAa30M MUHUCTEPCTBA 34paBOOXPaHEHUS POCCUACKOW
®epepaunm ot 3 anpens 2014 r. Ne 152H (3apeructpuposaH MUHNCTEPCTBOM
tocTuuum Poccuninckon ®epepaunn 10 nioHs 2014 r., perncTpaumoHHbIN

Ne 32648).

Bpno MuHuctpa H.A.XopoBa

YTBEepxaeH

nprKa3oM MUHUCTEPCTBa 34PaBOOXPAHEHUS
Poccninckon ®depepaunmn

0T 21 ceHTabpa 2016 r. Ne 725H

AOMNHNCTPATMBHLIN pernaMmeHT

MuHmncTepcTBa 34paBooxpaHeHus Poccminckon ®egepaumm no
npenoCcTaB/IEHMIO FOCYAaPCTBEHHOW YCAYr NO roCyAapCTBEHHON
perncTpaummn neKapCcTBEHHbIX NpenapaTos

ana MmeagnynHCKoro npnMeHeHuA

|. ObLme nonoXxeHns
MpeaMeT perynmpoBaHuns periaMmeHTa

1. ADMVHUCTPATMBHbIN perfaMeHT MUHUCTEPCTBA 34PaBOOXPaHEHNS
Poccuinckon ®egepalim no NpefoCcTaBAEHNIO FOCYAapCTBEHHOW YCAYTri No
roCyAapCTBEHHOW PerncTpaunm JekapCTBEHHbIX NpenapaTos 4N
MeOMLUNHCKOro NpUMEHeHns (fanee COOTBETCTBEHHO - AOMUHUCTPATUBHBbIN
pernameHT, rocyfapCTBEHHas ycnyra) ycTaHaBAMBAET CPOKN U
nocnegoBaTesIbHOCTb aAMMHUCTPATMBHbLIX Npoueayp (4encTeun)
MuHncTepcTBa 34paBooxpaHeHns Poccuinckon ®Pepepaunn (panee -
MWHNCTEPCTBO), OCYLWECTBASEMbIX MO 3aMpoCy PUANYECKOro mua nmbo ero
YMNOJIHOMOYEHHOI 0 NPeACTaBNTENS, MOPAAOK B3aMMOAENCTBUA Mexay
CTPYKTYPHbIMUK nogpa3aesneHnsaMmm MUHUCTepCTBa, ero 4O/MKHOCTHLIMY ML amMu
npv NpefoCTaBJIEHUN rOCYAAaPCTBEHHOW YCAyri,

Kpyr 3asButenei

2. 3a8BUTENEM Ha NpefoCTaB/ieHNE roCyJapCTBEHHON yCyr no
roCyapCTBEHHON perncTpauun nekapcTBeHHbIX NPenapaTos 4s
MeAULNHCKOro MPUMEHEHNS ABNSETCS pUaNYEeCcKoe Lo, AeACTBYIOLLEe B
COBCTBEHHBIX MHTEPECcaxX UMM YNOJIHOMOYEHHOE NPEeCTaBNATbL MHTEPECH
APYroro lpUANYecKoro MLa 1 3a8BnsioLLee IEKapCTBEHHbIN NpenapaT ans
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MeOVLMHCKOro NPMMeHeHNs Ha rocyapCTBEHHYI0 perucTpaumio (nanee
COOTBETCTBEHHO - 3a9BUTE/b, IEKAPCTBEHHBIA Mpenapar).

TpeboBaHMA K NOPAAKY MHPOPMUPOBAHNS O MPELOCTaBNEHUN
roCyaapCTBEHHOMN YCAYyrn

3. NHopMupoBaHme o nopsake npeaocTaBieHNs rocyaapCcTBEHHON
ycnyru ocyliecTsaseTcs MMHUCTEPCTBOM:

1) nocpenCcTBOM pa3MeLLeHNst HoOpMaL MK Ha oPULMaIbHOM CanTe
MuHucTepcTBa B ceTn VIHTepHeT: www.rosminzdrav.ru (panee -
oduLManbHbIN CalT MUHUCTEPCTBA), B TOM YMCse MHopMaumm o rpaguke
nprveMa 3asBuTenen n HoMepax TenedoHOB A1 CMPABOK (KOHCYAbTaLMRA);
2) Ha nopTaJie No BeAEHWIO rOCyAapCTBEHHOIO peecTpa

JleKapCcTBeHHbIX cpelcTBs: http://grls.rosminzdrav.ru (oanee - noptan

no BeAEeHWI0 roCylapCTBEHHOr0 peecTpa 1EKapCTBEHHbIX CPEeACTB);

3) B hepepanbHOM rocygapCTBEHHON NHOPMALIMOHHON CUCTEME
"EQUHBIA NOpTan rocyLapCTBEHHbIX U MyHULIMNANbHBLIX YCAYT (PyHKLUMA)":
www.gosuslugi.ru (nanee - EGuHbI nopTan roCyaapCTBEHHbIX 1
MYHULUMNANbHBIX YCIYT ((PYHKUMRA);

4) no HomepaM TenedoHOB A5 CMPaBOK;

5) nocpencTsom onyb6anKoBaHUS B CpeACcTBaX MaCCOBOM MHGOPMaL M.

4. HdopMupoBaHue o Nopaake NpefocTaBeHUs rocyaapCTBEHHON
yCAyrn Nnpom3soanTcs MMHMCTEPCTBOM MO afgpecy:

127994, MockBa, PaxMaHOBCKUI nep., 4. 3.

Bpems paboTbi: B bygHue gHu ¢ 9-00 vacos o 18-00 yacos

(maTHMua ¢ 9-00 yacos oo 16 YacoB 45 MUHYT). ObeaeHHbIN NepepbIB €
12-00 yacos 00 12 Yacos 45 MUHYT.

TenedoH ona cnpasok: +7 (495) 628-44-53, (495) 627-29-44.

TenedoH oTAeNa perncTpaumumn NeKapCTBEHHbIX NpenapaTos:

+7 (495) 627-24-00, pob6. 2020, 2021, 2022, 2023.

TenedoH oTaena perynnpoBaHnsa obpalleHns 3aperncTpmpoBaHHbIX
NeKapCTBEHHbIX MpenapaTos:

+7 (495) 627-24-00, pob. 2030, 2031, 2033, 2035.

5. ®opMbl 3a5BNEHNA U NHbIX OKYMEHTOB, 0(hOpMJISEMbIX
HenocpeaCcTBEHHO 3a8BUTENAMN, NPpeacTaBaseMblx B MUHUCTEPCTBO AN
Noay4YeHUs rocyAapCTBEHHON YCAYr B 3/IEKTPOHHOM BUAE, AO/KHbI BbITh
AOCTYMHbl 419 KONMUPOBaHWA 1 3anoJIHEHMS B 91EKTPOHHOM BUAE Ha:

1) opmumansHoM canTe MUHUCTEPCTBA;

2) EanHoM nopTasie rocygapCTBEHHbIX Y MyHULMUNAAbHbIX YCayr
(byHKUNIA).

/icnonb30BaHMe 3N1eKTPOHHONM LIMPOBOA NOANUCKA NPK NOLaYe B
MWHNCTEPCTBO 3aABJEHNS N NPUAraeMbiX K HEMY 3JIEKTPOHHbIX JOKYMEHTOB
OCYLLECTBJIAETCA C MOMEHTA CO3[aHMNA COOTBETCTBYIOLEN MHPOPMALMOHHON 1
TeIEKOMMYHMWKALMOHHON CTPYKTYpbI.

6. Ha nHhopMaLMOHHbIX CTeHAaX MUHMCTEPCTBA N Ha OPULINANBHOM

caiiTe MMHMCTEPCTBa pa3MeLlatoTcs cieayioline MHPOPMaLMOHHbIE MaTepuabl:

1) uHdopmMaLms 0 NopsKe NPefoCTaBeHUs FOCYyAapCTBEHHON YCayry,
B TOM YucJie MHOPMaLIMA O MecTe NpmemMa 3asaBUTENEN U YCTAaHOBIEHHbIX
015 NpyYeMa 3asBUTENeN HAX 1 Yacax;
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2) nepeyeHb HOPMaTMBHbIX MPaBOBbLIX aKTOB, PErIaMEHTUPYIOLLMX
npefocTaBjieHne rocyaapCTBEHHOW yCayriu.

7. CBepeHus, cogepxallmnecs B rocylapCTBEHHOM peecTpe

NeKapCTBeHHbIX CpeACTB AJ1d MeANLMHCKOro npuMeHeHns, pa3MeLllaoTca Ha
nopTaJse rno BeleHWI0 roCyJapCTBEHHOr0 peecTpa JIeKapCTBEHHbIX CPeACTB.

Il. CraHOapT npegocTaBieHNs rocy4apCTBEHHON yCayrn
HavMeHoBaHMe rocyapCTBEHHON yCyru

8. l'ocynapcTBEHHas yc/yra no rocyfapCcTBEHHON perncrpaumm
JIeKapCTBEHHbIX NPenapaToB Aas MeauLUMHCKOr0 NpuMeHeHuns (ganee -
rocyfapCTBEHHas ycayra).

HaumeHoBaHMe pefiepasbHOr0 opraHa UCNOHUTENbLHON BRacTy,
NPenoCTaBNSAOWEro rocy1apCTBEHHYIO YCIyry

9. locypnapcTBeHHana ycnyra npefocrasnseTca MMHUCTEPCTBOM.

10. Npu NpefoCTaBAEHUMN FOCYAAPCTBEHHON YyCAyrn MUHUCTEPCTBO He
BNpaBe TpeboBaTb OT 3aABMTENS OCYLLECTBAEHNS OENCTBUIA, B TOM Y1CNIe
COrnlacoBaHuin, HeobXoANMbIX ONS NOJNYYEHUS rOCYLapPCTBEHHON YCAYrn 1
CBAI3aHHbIX C 0bpaLLeHMEM B UHblE FOCYAAPCTBEHHbIE OpraHbl 1 OpraHu3aumm,
3a NCKNlo4YeHneM nonyyeHna ycnyr, BKAK4YeHHbIX B nepeYvyeHb ycnyr,
KOTOpble SBAAOTCA HeobxoanMbIMKU 1 06A3aTeNbHbIMK 415 NPefoCTaBleHns
roCyAapCTBEHHbIX YCIYT, yTBEPXAEHHbIN [TpaBnTeNbCTBOM POCCUICKON
®epnepaumm.

OnuncaHwue pesynbTaTa NPefoCTaBAEHNs rOCyAapCTBEHHON yCyru

11. Pe3ynbTaTaMu NpenoCTaB/IEHNS TOCYAapCTBEHHOW YCayrn

ABNSAOTCA:

1) BbiAava (HanpaBaeHme) 3a89BUTENIO PELLEHNS O FOCYAapPCTBEHHOM
perncTpaumm nekapCTBEHHOrO NpenapaTa A58 MeguLMHCKOro NPUMEHEHNS,
pPerncTpaumoHHOro y4oCTOBEPEHNS NEKAPCTBEHHOMO NpenapaTa CPOKOM
LENCTBUA NATb JIET, COMrTAaCOBAHHbBIX HOPMAaTUBHOW AOKYMEHTaumK,
WNHCTPYKLMM N0 MEANLNHCKOMY MPUMEHEHMIO JIEKAPCTBEHHOI0 NpenapaTta u
MaKeTOB MePBMNYHON YMaKOBKN 1N BTOPUYHON (MOTpebnTenbCkon) yrnakoBKY;
2) Bblgada (HanpaBneHne) 3adBMTENIO PELUEHNS O BKJIOYEHUN
thapMaueBTNYECKON cybCTaHL MM, NPOM3BEAEHHON ANs peannsauuu, B
rOCY[apCTBEHHbLIN PeecTp JIeKapCTBEHHbIX CPeACTB A1 MegULMHCKOro
npuMeHeHus (ganee - rocyfapCTBEHHbIV PeecTp SIeKapCTBEHHbLIX CPeACTB);
3) Bbiga4va (HanpaBneHne) 3ad9BUTENIO PELLEHNS O HEBO3MOXKHOCTHU
pacCMaTpuMBaTb JIEKAPCTBEHHbIN NpenapaT Npw rocyaapCTBEHHON
permcTpaumm B Ka4ecTse opdhaHHOro JIeKapCTBEHHOro nNpenapaTa;

4) Bblgaya (HanpaBfieHNe) 3a8BUTENIO pelleHns 06 oTKase B
roCyfapCTBEHHOW pPerncTpauumn JeKapCTBEHHOro NpenapaTta C YKasaHneMm
MPWYUH 0TKa3a, B TOM YMCe B OTHOLLEHWW IeKapCTBEHHOr 0 npenapaTa, no
KOTOPOMY MOCTYMMUO 3aKJIl0YEHNE KOMUCCUN SKCMEPTOB O HEBO3MOXXHOCTHU
paccMaTpuBaTb JIeKapCTBEHHbIN NpenapaT nNpw rocy4apCTBEHHON
perncTpaumm B Ka4ecTBe opdhaHHOro JIeKapCTBEHHOro NpenapaTa;

5) Bblgayva (HanpasneHwe) 3asaBmTento 6ecCpo4HOro perncTpaLMoHHOro
YyL0CTOBEPEHMS SIeKapCTBEHHOr 0 NpenapaTa;
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6) Bblgadva (HanpaBneHne) 3ad9BUTENIO PELLEHNS O BHECEHUWN U3MEHEHNIA

B AOKYMEHTbI, COAepKaLlnecs B perncTpaLnoHHoOM focke Ha
3apernucTpMpoBaHHbIN IeKapCTBEHHLIN Npenapar;

7) BblAaYa (HanpaB/ieHNe) 3a9BUTESIIO PELLIEHNS O BHECEHWNN U3MEHEHWI

B LOKYMEHTbI Ha hapMaLeBTNYecKyto CybCcTaHUMoO, NPOM3BEAEHHYIO ANS
peannsauny 1 BKIOYEHHYIO B rOCY4apCTBEHHbIV PeecTp JieKapCTBEHHbIX
CPeLcTs;

8) Bbigaya (HanpaBneHne) 3adBMTENIO pelleHns 06 oTkase BO

BHECEHWNW N3MEHEHWI B AOKYMEHTbI, COep Kallnecs B PerncTpaLoHHOM
L0Cbe Ha 3aperucTprpoBaHHbI NEKAPCTBEHHLIN Npenapar;

9) Bblgayva (HanpaBneHNe) 3a9BMTENIO peLleHmns 06 oTKase BO

BHECEHUWN N3MEHEHWI B JOKYMEHTbI Ha (hapMaLeBTUYECKYI0 cybcTaHLmIo,
NPOM3BELAEHHYIO NS peann3aunn 1 BKIKYEHHYIO B FOCYAapCTBEHHbIN peecTp
JIEKApPCTBEHHbIX CPEACTB;

10) ohopmneHme (Bpy4eHue) pelueHns 06 0TMeHe rocyaapCcTBEHHON
perncTpaumm 1eKapCTBEHHOr0 NpenapaTa U UCKJIKYEHNN IEKapCTBEHHOI 0
npenapaTta 13 rocyfapCTBEHHOI0 peecTpa JieKapCTBEHHbIX CPeACTB;

11) ohopmneHmne (BpyveHue) peleHns ob NCKAYEHNN 13
roCyapCTBEHHOIr0 peecTpa NeKapCTBEHHbIX CPEACTB (hapMaLleBTNYECKON
cybCcTaHuMW, NPOM3BEAEHHOW ANS peasin3aumm;

12) BHeceHWe B rocyiapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB
CBEAEHUIN 0 3aperncTpupoBaHHOM NeKapCTBEHHOM npenapaTe, B TOM Yucie
0 (hapmaLieBTMYeCcKom cybcTaHUMM, BXOASALLEN B COCTaB
3aperncTpupoBaHHOro NEKAPCTBEHHOrO NpenapaTa, 0 (hapMaLeBTUYeCcKon
cybCcTaHUMW, NPOM3BEAEHHOW AN1A peasin3aLmnm, 0 NOATBEPKAEHNN
roCyapCTBEHHON perncTpaumnmn n1eKapCTBEHHOr0 npenapaTa, 0 BHECEHHbIX
N3MEHEHUSX B LOKYMEHTbI, COAEpXKaLLMecs B perncTpaunoHHOM AOCbe Ha
JIeKapCTBEHHbIV NpenapaT (Npy HeobXoANMMOCTH), 0 BHECEHHBLIX U3MEHEHUSX
B LOKYMEHTbI Ha hapMaLeBTUYeCcKyo CybCcTaHUuMo, NPOM3BEAEHHYIO ANS
peanusaunn (Npu HeobxogumocTu), 06 oTMeHe rocynapCTBEHHOM
perncTpaumm n1eKapcTBEHHOro npenapaTa, 06 NCKAYeHNN
thapmaueBTU4eCKon cybCcTaHumMm, MPOM3BEAEHHON A8 peaan3aunn, ns
roCyZLapCTBEHHOIr0 peecTpa NEeKapPCTBEHHbIX CPEACTB.

Cpok npeaocTaB/eHNs rocy4apCTBEHHON yCayrn

12. Cpokun npenoCcTaBeHNs roCy4apCTBEHHON yCayri:

1) ocbopmneHwne, BblAada (HanpaBaeHNe) 3a89BUTESIO PELLIEHNS O
rocylapCTBEHHON perncrTpaLmm JekapcTBEHHOro npenapaTa 1
pPerncTpaLmoHHOro yL0CTOBEPEHNS SIekapCTBEHHOr0 NpenapaTa Wan peLueHns
06 0TKa3e B rocyfapCTBEHHOWN perncTpaumm nekapCTBEHHOM O

npenapaTa - 160 (cTo wecTbaecaT) paboynx gHEN Co AHA NPUHATUS
3asBNeHNS 0 FOCYLapPCTBEHHON perncTpauumn NekapCTBEHHOMO NpenapaTa;
2) ohopmMneHue, Bblfada (HanpasaeHue) 3aaBuTeNt0 pelleHns ob

0TKa3se B roCyapCTBEHHOW perncTpaumm JekapcTBEHHOro npenapaTa, B
OTHOLLEHUM KOTOPOro MoJly4eHOo 3aKJIl4eHne KOMUCCUM IKCMNEepPTOB 0
HEBO3MOXXHOCTW paccMaTpUBaTh JIEKAPCTBEHHbLIN NpenapaT npu
rocyLapCTBEHHON perncTpaumm B Ka4ecTse 0phaHHOro NEKaPCTBEHHOMO
npenaparta - 45 (copok naTb) pabo4mx OHeN CO AHA NPUHATNA 3asaBEHNS
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0 roCyAapCTBEHHON perncTpauny ekapcTBeHHOro npenapaTa;

3) ohopMaeHmne, Bblgavya (HanpasaeHNe) 3aaBUTENO PeLLEHNS O
BKJItOYEHUM (hapMaLeBTUYECKON CybCTaHL MK, Npon3BeaeHHON A4
peanunsaunu, B rocy0apCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB - 75
(cembpecaT naTb) paboymx OHEN CO AHA NPUHATUA 3a9BJEHUS O BKIOYEHNN
hapMaLeBTMYeCKON cybCTaHL MK, MPON3BEAEHHON ANS peann3auum, B
roCyAapCTBEHHbLIN peecTp JIeKapCTBEHHbIX CPEACTB;

4) ohopmneHne, Bbldadya (HanpaBJieHNE) 3asBUTENIO PELLEHNS O

BHECEHWNW N3MEHEHWI B AOKYMEHTbI, COep Kallnecs B PerncTpaLoHHOM
[A0Cbe Ha 3aperncTpMpoBaHHbLIN NEKAPCTBEHHbLIN NpenapaT uin peleHmns 0b
0TKa3e BO BHECEHMMW U3MEHEHWIN B AOKYMEHTbI, COAEpXalLmecs B
perncTpaumMoHHOM JOCbe Ha JIeKapCTBEHHbIN npenapaT - 90 (aeBsAHOCTO)
paboynx OHEN CO AHA MPUHATUA 3asBIEHNS O BHECEHWNMN TaKNUX N3MEHEHWNA;
5) ocbopmneHue, Bolgada (HanpaBaeHNE) 3a9BUTENIO PELLEHNS O

BHECEHWW N3MEHEHWI B JOKYMEHThI Ha hapMaLeBTUYeCKyto cybcTaHuuio,
NPOW3BEEHHYIO A5 peann3aunn 1 BKIKOYEHHYIO B FOCY1apCTBEHHbIN peecTp
JIEKapCTBEHHbIX CPeacTB, - 90 (aeBAHOCTO paboymx) AHEN CO AHSA

NPUHATNA 3a9BJIEHUSA O BHECEHUW TaKUX N3MEHEHW;

6) ocbopmneHue, Belaadva (HanpaeneHne) 3aaBuTento 6eccpoyHoro
perncTpaumoHHOro yaoCTOBEPEHNS NEKAPCTBEHHOMO npenapaTta npu
NOLATBEPXKAEHUN FOCYAAPCTBEHHOW perncTpauny - 90 (LeBaHOCTOo) paboynx
AHEN Co OHSA NosyyeHns 3aaBaeHns 0 MOLTBEPKAEHUN FOCYAAaPCTBEHHOW
perncTpaumnm nekapCTBEHHOro npenaparTa;

7) ohopMmneHne, BbiAada (HanpaBieHne) 3asBUTENIO peLwleHns 06

OTMEHe rocyfapCTBEHHON perncTpaLmm neKapcTBEHHOMO npenapaTa u
NCKJIIOYEHNWN NIEKaPCTBEHHOIO NpenapaTta U3 rocyapCTBEHHOr0 peecTpa
JleKapCTBeHHbIX cpeacTs - 30 (TpuauaTh) paboynx gHen co AHS nogaym
AepxaTeneM U Blagesblem perncTpauoHHOro yao0CcTOBEPEHNS
JIeKapCTBEHHOrO npenapaTa Wan YNnoJIHOMOYEHHbIM UM APYTrUM IOPUANYECKUM
JIMUOM 3asBeHNs 06 OTMeHEe rocyLapCTBEHHON perncrTpauum
JIeKapCTBEHHOr0 NnpenaparTa;

8) ohopMmneHue, Bblgava (HanpaBaeHUe) 3a9BUTENO peleHns 06
NCKJIIOYEHUMN U3 FOCYAapPCTBEHHOr0 peecTpa JIeKapCTBEHHbLIX CPeAcCTB
thapMaueBTNYeCKOn cybcTaHU MK, NpoM3BeAEeHHON Ans peanm3sauun, - 30
(TpnaouaTb) paboymx OHeN Co AHA Nodayn pa3paboTYMKOM SIeKapCTBEHHOMO
CcpencTBa WM NPOM3BOANTENEM SIEKaPCTBEHHOro cpeacTsa Ambo
YMOJHOMOYEHHBIM UMW APYTUM IOPUANYECKUM JIMLOM 3asBJIEHNS 06 NCKIOYEHUN
hapMaLeBTNYECKON CybCTaHL MM, NPOM3BEAEHHON ANs peann3auum, nus
roCyfapCTBEHHOr0 peecTpa SeKapCTBEHHbIX CPeACTB.

9) ocbopMneHue, Bblgada (HanpaeaeHne) oybnankaTa perncTpaumoHHOro
Yy[0CTOBEPEHMSA IeKapCTBEHHOro NpenapaTa - 10 (aecaTtb) paboynx gHewn
CO OHSA Nojayn gepXxaTenem Wim BlagenbleM perncTpaLMoHHOro
YyAO0CTOBEPEHMSA IEKAPCTBEHHOIO NpenapaTa Uan yrnosHOMOYEHHOr0 UMK
APYroro puanyeckoro anua 3aasneHns o Bblgave gybnvkata
PerncTpaLmoHHOro y0CTOBEPEHNS NEKAPCTBEHHOMO NpenapaTa.

CpoKW, yKa3aHHble B N04NYyHKTax 1 - 6 HacToAWero NyHKTa, MoryT

6bITb NPUOCTAHOBNEHBLI B COOTBETCTBUM CO CTaTbaMK 16, 19, 29, 30, 34
depnepanbHOro 3akoHa ot 12 anpend 2010 r. Ne 61-®3 "06 obpalyeHunn
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JleKapCTBEHHbIX cpeacTB" (nanee - PenepanbHbln 3aK0H OT 12 anpens
2010 . Ne 61-03).

MepeyeHb HOPMATUBHbLIX MPABOBbIX aKTOB, PEryNPYIOLLNX
OTHOLUEHUS, BO3HMKAKOLWMe B CBA3U C NPefoCTaBeHNEM
roCyLapCTBEHHON yCayru

13. MepeyeHb HOPMATUBHbLIX NPABOBbLIX aKTOB, PEryMPYIOLLMNX
OTHOLLEHWS, BO3HUKAKOLLME B CBA3M C NPefoCTaBeHNEM roCyAapCTBEHHOWM
ycnyru:

1) ®epepanbHbiin 3aKoH 0T 27 nona 2010 r. Ne 210-03

"06 opraHun3auumn NpeaoCcTaBAeHNS FOCY4apPCTBEHHBIX Y MYHULMNAbHbIX
ycnyr" (CobpaHue 3akoHogaTenbcTBa Poccminckon depepaunn, 2010, Ne 31,
CT. 4179; 2011, Ne 15, cT. 2038; Ne 27, cT. 2873, cT. 3880; Ne 29,

CT. 4291; Ne 30, cT. 4587; Ne 49, cT. 7061; 2012, Ne 31, cT. 4322;
2013, Ne 14, cT. 1651; Ne 27, cT. 3477, 3480; Ne 30, cT. 4084; N 51,
CT. 6679; Ne 52, cT. 6961, cT. 7009; 2014, Ne 26, cT. 3366; Ne 30,

CT. 4264; 2015, Ne 1, cT. 67, 72; Ne 10, cT. 1393; Ne 29, cT. 4342,
4376; 2016, Ne 7, cT. 916; Ne 27, cT. 4293) (Banee - GefepanbHbin
3aKOH 0T 27 mions 2010 r. Ne 210-93);

2) ®epepanbHbI 3akoH oT 12 anpens 2010 r. Ne 61-®3 (CobpaHue
3aKoHogaTenbCcTBa Poccunckon ®epepaumm, 2010, Ne 16, cT. 1815; Ne 31,
CT. 4161; Ne 42, cT.5293; Ne 49, cT. 6409; 2011, Ne 50, cT. 7351;
2012, Ne 26, cT. 3446; Ne 53, cT. 7587; 2013, Ne 27, cT. 3477; N: 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,
4388; Ne 51, cT. 7245; 2016, Ne 1, cT. 9; Ne 23, cT. 3287; Ne 27,

CT. 4238, 4283);

3) HanoroBbin kogekc Poccuinckon ®epepaumm (4acTb BTOpas)
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2000, Ne 32,
CT. 3340, 3341; 2001, Ne 1, cT. 18; Ne 23, cT. 2289; Ne 33, cT. 3413,
3421, 3429; Ne 49, cT. 4554, 4564; Ne 53, c1. 5015, 5023; 2002, Ne 1,
CT. 4; Ne 22, ¢T. 2026; Ne 30, cT. 3021, 3027, 3033; Ne 52, cT. 5132,
5138; 2003, Ne 1, cT. 2, 5,6, 8, 11; Ne 19, cT. 1749; Ne 21,

CT. 1958; Ne 22, cT. 2066; Ne 23, cT. 2174; Ne 26, cT. 2567; Ne 27,

CT. 2700; Ne 28, cT. 2874, 2879, cT. 2886; Ne 46, cT. 4435, 4443,
4444; No 50, cT. 4849; Ne 52, cT. 5030; 2004, Ne 15, cT. 1342; Ne 27,
CT. 2711, 2713, 2715; Ne 30, cT. 3083, 3084, 3088; Ne 31, cT. 3219,
3220, 3222, 3231; Ne 34, cT. 3517, 3518, 3520, 3522, 3523, 3524,
3525, 3527; Ne 35, cT. 3607; Ne 41, cT. 3994; Ne 45, cT. 4377; Ne 49,
CT. 4840; 2005, Ne 1, cT. 9, 29, 30, 34, 38; Ne 21, cT. 1918; Ne 23,

CT. 2201; Ne 24, cT. 2312; Ne 25, cT. 2427, 2428, 2429; N 27,

CT. 2707, 2710, 2713, 2717; Ne 30, cT. 3101, 3104, 3112, 3117, 3118,
3128, 3129, 3130; Ne 43, cT. 4350; Ne 50, cT1. 5246, 5249; N 52,

CT. 5581; 2006, Ne 1, cT. 12, 16; Ne 3, cT. 280; Ne 10, cT. 1065;

Ne 12, cT. 1233; Ne 23, cT. 2380, 2382; Ne 27, cT. 2881; Ne 30,

CT. 3295; Ne 31, cT. 3433, 3436, 3443, 3450, 3452; Ne 43, cT. 4412;
Ne 45, cT. 4627, 4628, 4629, 4630; Ne 47, cT. 4819; Ne 50, cT. 5279,
5286; Ne 52, cT. 5498; 2007, Ne 1, cT. 7, 20, 31, 39; Ne 13, cT. 1465;
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Ne 21, cT. 2461, 2462, 2463; Ne 22, cT. 2563, 2564; No 23, cT. 2691;

Ne 31, cT. 3991, 4013; Ne 45, ¢T. 5416, 5417, 5432; N 46, cT. 5553,

5554, 5557; Ne 49, cT. 6045, 6046, 6071; Ne 50, cT. 6237, 6245, 6246;
2008, Ne 18, cT. 1942, Ne 26, cT. 3022; Ne 27, cT. 3126; Ne 30,

cT. 3577, 3591, 3598, 3611, 3614, 3616; No 42, cT. 4697; N. 48,

cT. 5500, 5503, 5504, 5519; Ne 49, cT. 5723, 5749; Ne 52, cT. 6218,

6219, 6227, 6236, 6237; 2009, Ne 1, cT. 13, 19, 22, 31; Ne 11,

CT. 1265; Ne 18, cT. 2147; Ne 23, cT. 2772, 2775; Ne 26, cT. 3123;

Ne 29, cT. 3582, 3598, 3602, 3638, 3641, 3642, Ne 30, cT. 3735, 3739;

Ne 39, cT. 4534; Ne 44, cT. 5171; Ne 45, cT. 5271; Ne 48, cT. 5711,

5725, 5726, 5731, 5732, 5733, 5734, 5737; Ne 51, cT. 6153, 6155;

Ne 52, cT. 6444, 6450, 6455; 2010, Ne 15, c1. 1737, 1746; Ne 18,

CT. 2145; No 21, cT. 2524; No 31, cT. 4198; No 32, cT. 4298; No 40,

CT. 4969; Ne 45, cT. 5750, 5756; Ne 46, cT. 5918; Ne 47, cT. 6034;

Ne 48, cT. 6247, 6248, 6249, 6250, 6251; Ne 49, cT. 6409; 2011, Ne 1,

cT. 7,9,21,37, Ne 11, cT. 1492, 1494, Ne 17, cT. 2311, 2318; Ne 23,

CT. 3265; Ne 24, cT. 3357; Ne 26, €T. 3652; Ne 30, cT. 4566, 4575,

4583, 4587, 4593, 4596, 4606; Ne 48, cT. 6729, 6731; N 49, cT. 7016,
7017, 7037, 7043, 7061, 7063; Ne 50, cT. 7347, 7359; 2012, N 10,

CT. 1164; No 14, cT. 1545; No 18, cT. 2128; No 19, cT. 2281; No 24,

CT. 3066; Ne 25, cT. 3268; Ne 26, cT. 3447; Ne 27, cT. 3587, 3588;

Ne 29, 1. 3980; Ne 31, cT. 4319, 4322, 4334; Ne 41, cT. 5526, 5527;

Ne 49, cT. 6747, 6748, 6749, 6750, 6751; No 50, cT. 6958; Ne 53,

CT. 7596, 7603, 7604, 7607, 7619; 2013, No 14, cT. 1647; Ne 19,

CT. 2321; Ne 23, cT. 2866, 2888, 2889; Ne 27, cT. 3444; N. 30,

cT. 4031, 4046, 4048, 4049, 4081, 4084; 2014, Ne 8, cT. 737; Ne 14,

CT. 1544; No 16, cT. 1835, 1838; Ne 19, cT. 2313, 2314, 2321; No 23,

CT. 2930, 2936, 2938; Ne 26, cT. 3372, 3373, 3393, 3404; Ne 30,

CT. 4420, 4222, 4239, 4240, 4245; N. 40, cT1. 5315, cT. 5316; Ne 43,

CT. 5796, 5799; Ne 45, cT. 6157, 6159; Ne 48, cT. 6647, 6648, 6649,

6650, 6657, 6660, 6661, 6662, 6663; 2015, Ne 1, cT. 5315, 5316,

5317, 5318, 5330, 5331, 5332, 5333; Ne 10, cT. 1393, 1402; N 14,

CT. 2023; Ne 24, cT. 3373, 3377; Ne 27, cT. 3948, 3968, 3969; Ne 41,

CT. 5632) (panee - Hanorosbll Kofgekc Poccuinckon ®enepauum);

4) noctaHoBNeHue MpaBnTenbcTBa Poccunckon ®epepauum ot 19 nioHa
2012 r. Ne 608 "O6 yTBepxaeHUn MonoxeHna o MuHucTepcTae
3apaBooxpaHeHust Poccuiickon depepaunn” (CobpaHne 3akoHoaaTebCTBA
Poccuinckon ®egepaunmn, 2012, Ne 26, cT. 3526; 2013, Ne 16, cT. 1970;

Ne 20, cT. 2477; Ne 22, 1. 2812; Ne 33, cT. 4386; Ne 45, cT. 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, ¢T. 1763; Ne 23, cT. 3333; 2016,

Ne 2, cT. 325; No 9, cT. 1268; Ne 27, cT. 4497; Ne 28, cT. 4741; Ne 34,

CT. 5255);

5) nocTaHoBneHme MpaBuTenbCTBa Poccninckon degepaunm ot

16 aBrycta 2012 r. Ne 840 "O nopsifke nogayv N pacCMOTPeHUs xanob Ha
pelweHns n nencTena (besnencrame) enepanbHbiX OPraHOB UCMOMHUTENbHON
BNACTW U UX OOJDKHOCTHbIX 1L, hefepasbHblX roCyAapCTBEHHbIX CyXKaLlmX,
LOJDKHOCTHbIX JINL, FOCYAapCTBEHHbLIX BHEBIOAXKETHBIX (DOHA0B POCCUCKON

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru

Ctp

.8 1357



depepaumnn" (CobpaHue 3akoHoaaTeNbCTBa Poccuinckon denepauun, 2012,
Ne 35, cT. 4829; 2014, Ne 50, cT. 7113);

6) nocTtaHoBneHne MpasutenscTBa Poccuinckon ®epepavum ot 16 mas

2011 r. Ne 373 "O pa3paboTke 1 yTBEPXKAEHNN aAMUHNCTPATUBHBIX
pernamMeHTOB NCMOHEHNS TOCYAAPCTBEHHbIX YHKLUA 1N @ AMUHNCTPATUBHbIX
pernamMeHTOB NPeaoCTaB/IeHUs rocyaapcTBeHHbIX ycnyr" (CobpaHue
3aKoHomaTenbcTBa Poccminckon ®epepaumm, 2011, Ne 22, cT. 3169; Ne 35,

cT. 5092; 2012, Ne 28, cT. 3908; Ne 36, cT. 4903; Ne 50, cT. 7070;

Ne 52, cT. 7507; 2014, Ne 5, cT. 506);

7) nprkKa3 MnHUCTepCTBa 34PaBOOXPAHEHUS U COLMANbLHOIO Pa3BUTHA
Poccuinckon ®epepaumm ot 26 aBrycta 2010 r. Ne 747H "06 yTBEPXAEHUN
nopsiika n CPOKOB pa3MeLLeHns Ha opuLmnanbHOM cainTe MMHUCTepCTBa
3[paBOOXPaHEHNS 1 CoLManbHOro pa3suTus Poccninckon Genepauum B ceTu
"MHTepHeT" nHopMaL MK, CBA3aHHON C OCYLLECTBEHNEM FOCYLapCTBEHHON
perncTpaumm nekapCTBEHHbIX MpenapaToB AasS MeQULMHCKOro NpuMeHeHns"
(3apeructpmpoBaH MUHUCTEPCTBOM tOCTULMK Poccminckon ®epepaumm

31 aBrycta 2010 r., pernctpaumoHHbin Ne 18299).

WcyepnbliBatoLwmil nepeyeHb LOKYMEHTOB,

HeobXoANMbIX B COOTBETCTBUM C HOPMATUBHBLIMI NMPABOBLIMW aKTaMu
LN NPeAoCTaBAEHNS FOCYAaPCTBEHHOW YCYri, KOTOPbIe SBNATCA
HeobXxoaUMbIMU 1 06513aTeNIbHBIMU A5 NPESOCTABIEHMS
roCYLapCTBEHHON yCyrn, NoANeXaLinx

NpeACTaBNEHNIO 3asBUTENEM

14. [1ns rocyaapCTBEHHOWN perncTpaumm NeKkapCTBEHHOro npenapara,

B TOM 4YuMCJie B Ka4eCTBe opdaHHOro JiekapCTBEHHOr o npenapaTa,
3a8BUTENb NpeacTaBnseT B MMHUCTEPCTBO B 3/IEKTPOHHON POpMe 1 Ha
ByMa)KHOM HOCUTenNe 3asBfiIeHNEe 0 roCyAapCTBEHHON perncTpaLmm
JIeKapCTBEHHOrO npenapaTa 418 MeanLUMHCKOro NpUMeHeHUs no gopme,
npefycMoTpeHHON npunoxxeHmem Ne 1 K ADMUHUCTPATUBHOMY persiaMeHTy, 1
LLOKYMEHTbI, U3 KOTOPbLIX POPMUPYETCH perncTpaLoHHoe 40Cbe Ha
JleKapCTBEHHbIV NpenapaT AN MeAULUHCKOro NPUMEHeHNS.

3asBneHme 0 rocylapCTBEHHON perncTpaLm BoCnpon3BeaeHHOro
JIEKaPCTBEHHOro NpenapaTta A MeEAULNHCKOrO MPUMEHEHNS MOXET ObITb
nofaHo B MMHUCTEPCTBO MO UCTEYEHUN YeTbipeXx neT C AaThbl
roCyAapCTBEHHOW perncTpaunn pedepeHTHOro IekapCTBEHHOMO NpenapaTa B
Poccuinckon ®epepaumu.

3asBieHne 0 rocyapCTBEHHON pernctpaumm 6noaHanorosoro
(buonomobHOro) fIekapcTBeHHOro NpenapaTa (buoaHanora) MoxeT BbITb
nofaHo B MUHUCTEPCTBO MO UCTEYEHUMN TPeX NET C AaThl FOCYyLapCTBEHHON
permcTpaumm pedyepeHTHOro JeKapCTBEHHOro npenapaTta B POCCUinckon
depepaumn.

15. PernctpaunoHHoe JoCbe Ha IeKapCTBEHHbIN npenapaT Aas
MeLMLMHCKOro NPMMEHeHNs NpeaCcTaBiseTca B hopMaTe obLiero
TeXHNYeCKOro JOKyMeHTa, COCTOALLEro U3 cieayowmnx pasaesios:

1) pazgen fOKyMeHTauum adMUHUCTPaTUBHOMO XapakTepa BKJYaeT
LLOKYMEHTbI, NepevyncsieHHble B 4acTu 4 cTaTbul 18 defepalsibHOro 3aKoHa oT
12 anpena 2010 r. Ne 61-03;
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2) pa3gen xmMmmyeckon, apmaueBTUYeCcKon n brnonormyeckon

LOKYMEHTALMUN BKOYAET LOKYMEHTbI, MEPEYNCIIEHHbIE B YaCcTN 5 cTaTbm 18
®epnepancHoro 3akoHa ot 12 anpens 2010 r. Ne 61-93;

3) pasnen apMakoaormyeckomn, TOKCMKOIOrM4eCcKon AOKYMeHTaumnm
BKJIIOYAET OTYEThI, MepeyvncieHHble B 4YacTh 6 cTaTbn 18 PepepanbHOro
3aKoHa oT 12 anpens 2010 r. Ne 61-03;

4) pa3aen KJIMHNYECKON OOKYMEHTaLMN BKIOYAET OTYETHI,

nepevyncneHHole B YacTu 7 cTaTon 18 PefepanbHOro 3akoHa oT 12 anpens
2010 . Ne 61-03.

MpeacTaBneHne perncTpaLnoHHbIX OCbE Ha IEKapCTBEHHbIE NpenapaThl
OCYLLECTBJIAETCA C YH4ETOM MONOXKEHNIN YacTen 2, 8 - 22, cTaTbn 18
®epnepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-93.

16. [1na BkAOYEHMS hapMaLLeBTMYeCKon cybcTaHuumM, Npon3BeaeHHoN

ANS peannsauunm, B roCyAapCTBEHHLIN peecTp NeKapCTBEHHbIX CPeACTB
3a8BUTENb NpeacTaBnseT B MUHUCTEPCTBO Ha ByMaXKHOM HoCcMTeN e 1 B
3NEeKTPOHHOM BUAE:

1) 3aaBs1eHNE 0 BKAOYEHUN hapMaLeBTUYECKON cybCcTaHLmK,

NPOMN3BEAEHHON A5 peann3auunm, B roCyaapCTBEHHbIN peecTp
JIEKApPCTBEHHbIX CPeACTB Mo opMe CornacHo npunoxxeHuto Ne 2 K
AOMUHNCTPATMBHOMY periaMeHTy;

2) KOMWIO NMLEH3UN Ha NMPON3BOACTBO IEKAPCTBEHHbIX CPEACTB WK

KOMWIO 3aKJIl04EHNSA O COOTBETCTBMMN NPOMN3BOANTENS IEKAPCTBEHHbIX CPEACTB
TpeboBaHMAM MpaBua HagaexXallen NPpon3BOACTBEHHOW MPAKTUKW, BblLaHHbIE
YMNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoOM UCMOSIHUTENbHOW BAACTH, B Cy4ae,
ec/n NPpon3BOACTBO JIEKapCTBEHHOMO NpenapaTa OCyLeCTBAAETCA B
Poccuickon ®epepaumu;

3) KONno LOKYMEHTa, MOATBEPXKAAIOLWEro ynaaTy rocyaapCTBEHHOW
MOLU/INHBI 3@ BKJIIOYEHUE B rOCYAapPCTBEHHbIN PEECTP JIEKAPCTBEHHbIX CPEACTB
thapmaLeBTMYeCcKon cybcTaHLmMmn, NponsBeeHHON Ans peannsauun, nmbo, no
CcoBCTBEHHOW MHULIMATMBE, YKa3aHHbIA OOKYMEHT;

4) KONWto BblAaHHOW YNOJHOMOYEHHbLIM OPraHoM CTPaHbl MPON3BOANTENS
JINLLEH3UN Ha NMPOVN3BOACTBO JIEKAPCTBEHHOIO CpeAcTBa 1 ee NepeBos Ha
PYCCKUI 513blK, 3aBEPEHHbIE B YCTAHOBJIEHHOM MOPSAKE, U KOMUIO

3aKJII04EHNS 0 COOTBETCTBUM MPOU3BOANTENS JIEKAPCTBEHHbIX CPEACTB
TpeboBaHMAM MpaBua HagaeXallen Npon3BOLACTBEHHON NPAKTUKK, BblAaHHOIO
YMNOJIHOMOYEHHbIM (hefepasibHbIM OPraHoOM UCMOSIHUTENbHOW BAACTH, B Ciy4ae,
eC/in NPon3BOACTBO IeKapCTBEHHOIO CPeACTBa OCYLLECTBASETCA 3a
npenenamu Poccunckon ®epepauuu;

5) DOKYMEHT, cogepxallnin cnegytolime ceefeHms o papMaLeBTUYecKon
cybcTaHumm:

a) HaMMeHoBaHWe hapMaLeBTMYeCKOn CybCcTaHuuK, ee CTPYKTYpa,

obLune CBOWCTBA;

6) HauMeHoBaHWe 1 afipec NPon3BoANTENS;

B) TEXHOJ/I0rMA MPOU3BOACTBA C ONMCAHNEM CTaaun NPOU3BOACTBA U

MeTO[0B KOHTPOISl Ha BCEX CTaAMAX NPOnN3BOACTBa;

r) onucaHue pa3paboTky npoLecca Npon3BOACTBa;

[l) onncaHme KOHTPOS KPUTUYECKMX CTagui npoLecca npoM3BoaCTBa

N NPOMEXYTOYHOM NPOAYKLUMK;
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€) OOKYMEHTaslbHOe MOATBEPXXAEHME (Bannaauns) npoueccos u (nam)

NX OLEHKa;

)K) CBOMNCTBa 1 CTPYKTYypa AENCTBYOLWMNX BELLECTB;

3) XapakTepucTuKa npumecen;

1) cneundukaumns Ha papmMaLleBTUYECKY0 CybCcTaHumio 1 ee

0b60CHOBaHNE;

K) aHanMTn4Yeckue METOAMKN, NCMOJIb3yEMble MPU OCYLLLECTBAEHNN
KOHTPOJIS KayecTBa (hapMaLleBTMYecKon cybcTaHuuu;

N1) LOKyMeHTaslbHoe NoATBepXAeHne (Baamaauuns) aHaanTUu4eckmnx
MEeTOANK, MCNOJIb3yEeMbIX MPW OCYLLECTBJIEHUN KOHTPOS Ka4yecTBa
thapMaLeBTMYeCKON cybCcTaHumy;

M) pe3ynbTaThbl aHaAn3a Cepuin hapmaLeBTmyeckon cybcTaHumnm;

H) NepeYeHb CTaHAAPTHbLIX 06pa3L0B UM BELLECTB, NCMOJIb3YEMBIX NPY
OCYLLLECTBJIEHUN KOHTPOIS Ka4YeCTBa;

0) OnMcaHne XxapakTEPUCTMK 1 CBOMCTB YNAaKOBOYHbIX MaTEPUaoB 1
YKYMOPOYHbIX CPelCTB;

n) AaHHble 0 CTabuabHOCTY hapMaLeBTUYECKON cybCcTaHLmK;

p) CPOK rogHOCTW;

6) 3asBneHune 0 BblfaYve pa3peLleHns Ha BBO3 B Poccuiickyio

defepaLmio KOHKPETHON NapTUN HE3aperncTPMPOBAHHOIO IEKAPCTBEHHOIO
CpencTBa, NpefHasHaYeHHOoro A5 NPpoBeAeHNs 3KCNepTu3bl Ka4ecTBa
JleKapCTBEHHOr0 CpeacTBa.

17. Ins noATBEPXXAEHNSA TOCYyAapCTBEHHOW perncTpauunm

JIEKapCTBEHHOr0 npenapaTa 3asaBMTeNb NpeacTaBaseT B MUHUCTEPCTBO Ha
OyMa)kKHOM HOCUTeNe U B 3JIEKTPOHHOM BUAE:

1) 3asBsIeHNE 0 NOATBEPXKAEHNN FOCYAaPCTBEHHON permcTpaumm
JIeKapCTBEHHOrO npenapaTa Anad MeauUMHCKOro NPUMeHEHNS, 0DOPMIEHHOI0
B COOTBETCTBMUM C npuoxeHnem Ne 1 K ADMUHNCTPATUBHOMY perjlaMeHTy;
2) DOKYMEHT, NOATBEPXAAOLWMNIA ynaaTy rocyapCTBEHHON MOLUAUHLI 33
noATBEPXAEHME rOCyAapCTBEHHOW perncTpauunmn nekapCTBeHHOro npenapaTa
AN MeANLUHCKOro MPUMEHeHNS;

3) DOKYMEHT MO0 yCTaHOB/IEHHON hopMe<1>, cofep>Xallnin pe3ynbTaThbl
MOHUTOPMHra 6e30MacHOCTM NeKAPCTBEHHOrO NpenapaTa, NMPoOBOAUMOro
3a9BUTENEM;

<1> YacTb 3 cTaTbu 29 GefepasibHOro 3aKoHa oT 12 anpens 2010 r.
Ne 61-03.

4) [OKYMEHT, NepeBefeHHbIN Ha PYCCKUN A3bIK, MOATBEPXAAOLLMNIA
COOTBETCTBME NPOM3BOANTENSA IEKAPCTBEHHOMO NpenapaTta Ans
MeAULMHCKOro NpUMeHeHns TpeboBaHUAM npaBua Hagaexallen
NPOU3BOACTBEHHOWN NPAKTUKMN, BbIAAHHbIA KOMAETEHTHLIM OPraHOM CTpaHbl
NPOU3BOANTENS NEKAPCTBEHHOro NpenapaTta Ans MeAULUHCKOro NpUMeHeHus
1 3aBEPEHHbIN B YCTAHOBJIEHHOM MOPSAKE;

5) LOKYMEHT, nepeBefleHHbIN Ha PYCCKUIM A3blK, NOATBEPXKAAOLLNN
COOTBETCTBME NpoM3BoANTENa (hapMaLeBTUYeckon cybcTaHuun TpeboBaHmAM
npasun Hagfexallen Nponu3BoACTBEHHON NPaKTUKN, BbIAAHHBLIN KOMMETEHTHbLIM
OpraHoM cTpaHbl NPOU3BOAUTENSA hapMaLLeBTUYECKON cybCcTaHLmK,
3aBEpPEHHbIN B YCTAHOB/IEHHOM NOPSAAKE 1 COAEPXKALLMA HaMMEHOBaHNeE
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thapmaueBTUYeckon cybcTaHumm (MexayHapogHoe HenaTEHTOBAHHOE UK
XMMMWYECKOE N TOProBOe HaMMeHOBaHWA), HAMMEHOBaHNE U aapec
npon3BoAnNTeNa hapMaLeBTNYeCKon CybCTaHLUN, CPOK FOAHOCTK
hapMaLeBTNYECKON cybCTaHLUmMK;

6) HOPMATUBHYIO LOKYMEHTALMNIO, MPOEKT MHCTPYKLUN MO MEANLIMHCKOMY
NPYMEHEHNI0 JIeKapCTBEHHOM 0 NpenapaTa, NPOeKTbl MakeTOB NepBUYHONA
YNaKOoBKM 1 BTOPUYHOM (NOTpebuTenbCKom) ynakoBKU JIeKapCTBEHHOIO
npenapaTta B C/ly4ae He0bX0AMMOCTN BHECEHUS B HUX U3MEHEHWIA N0
3a5BJIEHUNIO 3aABUTENS.

18. [1nA BHECEHMSA N3MEHEHW B 4OKYMEHTHI, COAepKalLlnecs B
perncTpauMoHHOM LOCbe Ha 3aperncTpupoBaHHbIN IeKapCTBEHHbIM Npenapar,
3as8BUTENb NpeacTaBAseT B MMHUCTEPCTBO Ha ByMaXKHOM HoCcuTesNe 1 B
3NEeKTPOHHOM BUAE:

1) 3a9BN€HNE 0 BHECEHNN N3MEHEHWIN B [LOKYMEHTbI, COepKalunecs B
perncTpauMoHHOM LOCbe Ha 3aperncTpupoBaHHbIN IEKapCTBEHHbIA Npenapar,
Nno YCTaHOBJIEHHON hopMe<2>;

<2> YacTtb 1 cTtaTbu 30 PenepanbHOro 3akoHa oT 12 anpensa 2010 .
Ne 61-03.

2) N3MEHeHNA B LOKYMEHTbI, COAEPXKALLMECS B PErMCTPaLMOHHOM f0Cbe

Ha 3apermcTpMpOBaHHbIN NEeKAPCTBEHHbIN NpenapaT. B cnyyae BHeceHus
N3MEHEHUI B MHCTPYKLMIO MO MEANLUHCKOMY MPUMEHEHWIO IeKaPCTBEHHOIO
npenapaTta npeacTaBAfaeTCs NPOeKT U3MEHEHNI B UHCTPYKLMIO MO
MegMLUNHCKOMY NPUMEHEHWNIO NEKapCTBEHHOMO NpenapaTa U HOBas pejakuus
WNHCTPYKLMM N0 MEANLNHCKOMY MPUMEHEHMWIO IeKapPCTBEHHOIO npenapaTa ¢
Y4E€TOM BCEX 3aSBJISEMbIX B HEE U3MEHEHUN.

3) DOKYMEHTbI, MOATBEPXAatowme HeobXoAUMOCTb BHECEHUS TaKnx
N3MEHEeHUN;

4) KONun JOKYMEHTOB, MOATBEPXXAAIOLWMX YNAaTy rocyaapCTBEHHON
MOLU/INHBI 3@ BHECEHMWE B AOKYMEHTHI, COAep)Kallnecs B perncTpaumnoHHOM
[L0Cbe Ha 3aperncTpMpOBaHHbLIN IEKAPCTBEHHLIN NpenapaTt 419 MeAULIMHCKOr 0
npUMeHeHus.

19. [1ns BHECEHUS N3MEHEHWI B AOKYMEHTbI Ha (hapMaLeBTUYECKYIO
cybcTaHUMI0, NPOM3BEAEHHYIO A5 Peann3aunn 1 BKJIOYEHHYIO B
rOCYyAapCTBEHHbIN PeecTp JIeKapCTBEHHbIX CPeACTB, 3aABUTEb
npeacTtaBnseT B MMHUCTEPCTBO Ha BYMaXKHOM HOCKTENE N B SNIEKTPOHHOM
BMAeE:

1) 3asBNEHNE 0 BHECEHUMN N3MEHEHMNI B [OKYMEHTLI Ha

thapMaueBTNYeCKYto CybCcTaHUMIO, NPOM3BEAEHHYIO A5 peanm3aunm un
BKJIIOYEHHYIO B FOCYAAPCTBEHHbIN peecTp JIekapCTBEHHbIX CPeacTB, No hopme
COrnacHo npunoxxeHunio Ne 3 K ADMUHUCTPATUBHOMY perjaMeHTy.

2) N3MEHeHNA B LOKYMEHTbI Ha (hapMaLeBTMYeCKyto cybcTaHumio,
NPOVN3BEAEHHYIO 419 peann3aunn N BKIKOYEHHYIO B FOCYAapPCTBEHHbIN peecTp
JleKapCTBEHHbIX CpencTs;

3) LOKYMEHTbI, NOATBEPXKAaloW e He06X0ANMOCTb BHECEHNSA TaKNX
N3MEHEHUNA.

20. 1ns oTMEeHbl FOCYaapCTBEHHOWN PerncTpaLmm 1eKapCTBEHHOIO
npenapaTta 1 UCKJIKYEHUN ero 13 rocyfapCTBEHHOr0 peecTpa
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NeKapCTBEHHbIX CPEACTB, NCKITIOYeHUN hapMaLeBThYeckon cybcTaHump,
Npou3BeleHHON NS peasim3auunm, U3 rocylapCTBEHHOro peecTpa
NleKapCTBEHHbIX CPeACTB, 3as8BUTeNb NpeacTasnseT B MMHUCTEPCTBO Ha
ByMa)kKHOM HOCUTeNE 1 B 3NEKTPOHHOM BUe COOTBETCTBYIOLLEE 3asBNEHMNE B
csoboaHol opme.

21. ns Bblgayum aybnvkata perncTpaumoHHOro yaocToBepeHms
JleKapCTBEHHOr 0 npenapaTa AepXxaTesb Uin Bnajesnew perncTpaLmoHHOro
yOOCTOBEPEHUS NEeKapCTBEHHOr 0 npenapaTa Win yrnosHOMOYEeHHOe UMK
ApYroe lopnanyeckoe nnuo npenctaBnset B MUHMCTEPCTBO Ha ByMaXKHOM
HocuTene:

1) 3aaBneHue o Bbigaye aybavkaTa permcTpaunoHHOro ya0CTOBEpPEHUS
JleKapCTBEHHOr0 npenaparTa;

2) KONUW JOKYMEHTOB, NOATBEPXKAAIOLWMX YIIaTy rocy4apCcTBEHHON
MOLLJIMHGI 32 BblAavy AybnvkaTa perncTpalmMoHHOro ya0CTOBEPEHNS
NleKapCTBEHHOro npenapara.

22. JOKYMEHTbI A5 NoJly4YeHUs rocyiapCTBEHHON YCayrn

NPeLCcTaBAATCSA Ha PYCCKOM fA3bIKE.

B cnyyae eciv opurnHansl LOKYMEHTOB perncTpaumoHHOro 4ocke
COCTaBJ1eHbl Ha MHOCTPAHHOM A3blKe, OHW MPEeACTaBASAITCA C 3aBEePEeHHbIM B
COOTBETCTBUM C 3aKOHOAATEeNbCTBOM Poccuiickon GefepaLlmm nepeBoiom Ha
PYCCKUI S3bIK.

WcyepnblBatoLmnii nepeyeHb AOKYMEHTOB,

Heob6X0AUMbIX B COOTBETCTBIM C HOPMATVBHBLIMI MPABOBbIMMI
aKTamMun Ans npefocTaBieHns rocyaapCTBEHHOW YCyri, KoTopble
HaXoAATCS B PACMOPSKEHNN FOCYAAaPCTBEHHbIX OPraHoB,
OpraHoOB MECTHOr0 CaMOyrMpaB/eHNs U NHbIX OPraHoB,
y4acTBYIOLMX B MPeAOCTaBNEHUN FOCYAaPCTBEHHbIX

VAN MYHULMMANbHBIX YCIYT, U KOTOpPbIE

3asBUTENb BpaBe NpeAcTaBUTb

23. 3aABuTeNb BNpaBe NpeacTaBuTb NO COBCTBEHHON UHNLMATUBE

BMeCTe C 3adBJ/IeHNeM 0 roCy4apCTBEHHOW perncTpaunm n1ekapCcTBeHHOro
npenapaTa, 3aSBJIEHNEM O BKJIIOYEHUN B FOCYAAaPCTBEHHbLIN peecTp
JIEKAPCTBEHHbIX CPeACTB DapMaLleBTUYECKON CybCcTaHLMM, NPON3BELEHHON
4Ns peanunsaunm, 3asBAeHNEM 0 NOATBEPXXAEHNN FOCY[AaPCTBEHHON
perncTpaumm nekapCTBEHHOro nNpenapaTta, 3asBJeHNEM O BHECEHUN
N3MEHEHUN B LOKYMEHTbI, COAEPXaLLNEeCs B PErNCTPALMOHHOM AOChE Ha
3aperucTpMpoBaHHbIA IeKapCTBEHHLIN NpenapaT, 3adBjeHNEM O BHECEHWM B
LOKYMEHTbI Ha (papMaLleBTUYeCKyo CyBCTaHUMIO, NPOM3BEAEHHYIO NS
peannsaunn 1 BKIOYEHHYIO B rOCYAapCTBEHHbIN PEECTP JIeKaPCTBEHHbIX
CpencTB, AOKYMEHTbI, MOATBEPXAAloLMe yraaTy rocyAapCTBEHHON MOLWJ/INHbLI B
COoOTBeTCTBMM €O cTaTben 333.32.1 Hanorosoro kogekca Poccumnckom
depepauymm.

B cnyyae ux HenpegacTassieHns MUHUCTEPCTBO NPOBEPSET (haKT yniaThbl
rocyfapCTBEHHbIX MOLINH 3as8BUTESIEM NOCPEACTBOM UCMOJIb30BaHUSA
nHgopMauun 06 ynnaTe rocyaapCTBEHHbIX MOWANH, COAEPXKALLERCs B
FocynapCTBEHHON MHAOPMALMOHHON CUCTEME O FrOCYAAPCTBEHHbLIX U
MYHMLMMANAbHbIX NaaTeXax, Ha OCHOBaHWM NpeACTaBJ/IEHHbIX 3adBUTENEM
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KOMUiA OKYMEHTOB, MOATBEPXKAAOLLMX YNIaTy roCyaapCTBEHHOW MOLLNHBI.

YKa3aHue Ha 3anpeT TpeboBaTh OT 3aABMTENSA NPeACTaBeHNs
LOKYMEHTOB U MHGOPMaLUN NAW OCYLLECTBNEHUS OENCTBUNA,
npefyCcCMOTPEHHbIX YacTbio 1 cTaTbn 7 ®efepasbHOro 3aKoHa
oT 27 niona 2010 r. Ne 210-03

24. MUHNCTEpCTBO He BripaBe TpeboBaTh OT 3aABUTENS:

npeacTaBneHnsa SOKYMEHTOB U MHGOPMaLMU AN OCYLLECTBIIEHUS

LeNCcTBUN, NpeacTaBieHne Uan OCyLLeCTBIEHNE KOTOPbIX He NpefyCMOTPEHO
HOPMAaTWBHbLIMW NPABOBLIMU aKTaMu, PEryanpyoLnUMY OTHOLLEHUS, BO3HUKAOLLMe
B CBSI3U C NpefoCTaB/IeHNeM roCcy4apCTBEHHOW yCayru;

npeacTaBneHns LOKYMEHTOB U MH(OPMaLMK, KOTOPbIE B COOTBETCTBUN

C HOPMaTWBHbLIMU NPaBOBLIMU akTamu Poccunckon ®efepaumm, HOPMaTUBHbLIMU
npaBoBbIMU akTaMun cybbekToB Poccuiickon ®efepaum u MyHULUNAAbHBIMA
NpPaBOBbIMN aKTaMN HAXOAATCHA B PACMOPSKEHUN roCyAapCTBEHHbIX OPraHos,
NpefoCTaBAALWNX FOCYAAPCTBEHHYIO YCIIYTY, UHBIX FOCYAapCTBEHHbIX
OpraHoB, OpraHoOB MeCTHOr0 CaMoyrnpaBfeHNs 1 OpraHu3aunii, y4acTBYOLWMX

B NpefocTaBAeHUn rocyJapCTBEHHON YCIYIK, 3@ UCKJIIOYEHNEM OOKYMEHTOB,
yKa3aHHbIX B 4acTu 6 cTaTbmn 7 ®efiepasbHOro 3akoHa oT 27 nonia 2010 r.

Ne 210-®3.

VicuepnbliBatoLwmin NepeyeHb OCHOBaHUN Ans 0TKasa
B NprviemMe LOKYMEHTOB, HE06X0AUMbIX ANS NpefoCTaBaeHuns
roCyfapCTBEHHOW yCyru

25. OCHOBaHUI /19 0TKa3a B NpYemMe AOKYMEHTOB, HE0OX0ANMbIX A8
NpenoCTaBEeHNS FOCYNapCTBEHHON YCyr, He NpeayCMOTPEHO.

WcyepnblBatoLLMiA NepeyeHb OCHOBAHWUIA A1s MPUOCTAHOBEHUS U
0TKa3a B NpeAoCTaBNEHNN FrOCYLapCTBEHHON YCAyri

26. OCcHOBaHWeM g4 NPUOCTaHOBJIEHNA NpeaoCcTaBleHNs
rocyfapCTBEHHOM YCNYrK SBASETCSA HanpasieHne MUHUCTEPCTBOM B
COOTBETCTBMUM €O cTaTbamm 19, 29, 30, 34 GepfepasibHOrO 3aKOHa OT

12 anpensa 2010 r. Ne 61-®3 3aaBuTento 3anpoca 06 yTo4YHEHUN B
npeacTaBAeHHbIX UM OOKYMEHTaxX CBEAEHUN.

27. OcHOBaHUSAMK OJ19 0TKa3a B NpenoCTaBeHNN FOCyaapCTBEHHON
YCNyrn SBASIOTCS:

1) HenpeacTaBaeHne 3a9BMTEIEM OOKYMEHTOB, MPeAYCMOTPEHHbIX
nyHKTaMmu 15 - 19 ADMUHUCTPATUBHOIO pernameHTa;

2) HenpenacTaBJieHNe 3a8BUTENIEM B YCTAHOB/IEHHbIN CPOK OTBETa Ha
3anpoc MuHuUcTepcTBa B COOTBETCTBUN CO CTaTbamM 19, 29, 30, 34
®epnepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-O3 nim LOKYMEHTOB, He
COAEepXKaLLMX NCHeprbIBaOLWEro nepeyHs HeobxoanMbIX AN NPOBEAEHNS
3KCMNepTU3 CBEAEHNI, KOTOPbIE A0/MKHbI ObITh OTPaXKeHbl B HUX (Npu
NPUHATUW peLleHNs 0 NPOBELEHUN 3KCNEepPTU3, NpesyCcMOTPEHHbIX
AOMUHUCTPATMUBHBLIM PErNaMeHTOM);

3) peweHne MUHUCTEPCTBa O TOM, YTO Ka4yeCTBO (hapMaLLeBTMYECKON
cybCcTaHUMW, NPOM3BEAEHHOW ANA peasin3aLmnm, He NOATBEPKAEHO
MOJIY4EHHbIMU AAaHHLIMUN B C/lyYae BKIOYEHUS hapMaLeBTUYECKON CybCTaHL MK
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B rOCYapCTBEHHBIN peecTp NEeKAPCTBEHHbIX CPEACTB;

4) 3aknt4eHne MUHUCTEPCTBA O BO3MOXHOCTMW CHUXKEHUS

6e30MacHoOCTK, KavyecTBa, 3PNEKTUBHOCTN IEKAPCTBEHHOIO CPeACTBa B
Ccfly4ae BHeCeHud N3MEHEeHNN B OOKYMEHTbI, coaep>Xaljnecs B
perncTpauMoHHOM LOCbe Ha 3aperncTpPUpOBaHHbIN JIEKapCTBEHHbIA NpenaparT;
5) npeacTaBneHne onasa rocyaapCTBEHHON perncTpaunm

JIEKApCTBEHHOrO NnpenapaTa, 0T/INYaloLLEr0oCs OT APYroro JIeKapCTBEHHOIO
npenapaTa Ka4eCTBEHHbLIM COCTABOM AENCTBYIOLIMX BELECTB, N04 OANHAKOBLIM
TOProBblIM HaMMeHOBaHNEM;,

6) NnpeacTaBaeHme gns rocydapCcTBeHHON perncTpaumm 0gHoro
NIEKapCTBEHHOrO NpenapaTa, BbiMyCKaeMoro NponM3BoAUTENEM NOL
pa3nnNYyHbIMW TOProBbIMW HAUMEHOBAHUSAMMN W NPeaCTaBIEHHOMO Ha
roCcyZapCTBEHHYIO PEFMCTPaLNIO B BULE ABYX U Bosee NeKapCTBEHHbIX
npenapaTos.

MepeyeHb ycnyr, KOTOpble ABAAOTCA HEOOX0AMMbBIMU 1
o6s3aTeIbHbIMU AN18 NPefoCTaBAeHUS roCy4apCTBEHHOW YCyrH,

B TOM 4YuCJie CBEAeHUs 0 OKYMeHTe (JOKYMeHTax), Bbl4aBaeMoM
(BblAaBaeMbIX) OpraHu3auusaMu, y4acTeyoLWUMM B NPefoCTaBAeHUN
roCyfapCTBEHHOWN yCyru

28. Heobxommble 1 obs3aTesibHble YCyrn ANs npefocTaBieHns
rOCYAapPCTBEHHOW YCNYr OTCYTCTBYIOT.

MopsilokK N OCHOBaHMA B3MaHWS rocy4apCTBEHHOM
NOLWANHBLI UAW NHOW NAaThl, B3MMaeMOW 3a NpefocTaBaeHne
roCyaapCTBEHHON YCAYyrn

29. 3a npefocTaB/ieHNe rocygapCTBEHHON YCAYTUN Y1Ia4nBaETCs
rocyfapCTBEHHas NOLWANHA B pa3Mepax, YCTaHOBAEHHbIX CTaTbeln 333.32.1
Hanorosoro kogekca Poccuinckon ®enepaunn. B cooTBETCTBMM C NYHKTOM 6
YyacTtu 1 ctaTby 333.18 Hanorosoro kofekca Poccunckon degepauum o
nofayn 3asaBiaeHnin N JOKYMEHTOB Ha COBEPLUEHWE YKa3aHHbIX B CTaTbe
333.32.1 HanoroBoro kogekca Poccuinckon ®epepaunmn nencteuin nnbo oo
noAayn COOTBETCTBYIOWMX LOKYMEHTOB.

MopsaoK, pa3mMep U 0OCHOBAHWSA B3UMaHNA NaaThl

3a NpefoCTaB/IeHNe YCNYT, KOTOPbIE SABASIOTCA HEOOXOANMbIMY

1 06s3aTeNbHBIMK 415 NPenoCcTaBeHns rocy1apCTBEHHON Yy,
BKJII0Mast MH(OPMALIMIO 0 METOAMKE pacyeTa pa3Mepa Takol MnaThl

30. MnaTa 3a NpefocTaBieHne YCNyr, KOTOpPbIE SABASIOTCS
HeobxoAuMbIMU 1 06s3aTeNbHLIMI A1 MPeA0CTaBEHUS FOCY AAPCTBEHHOA
yCNyru, He NpeaycMoTpeHa.

MakcuMasbHbIA CPOK 0XKMAAHUS B 04epean
npu noJaye 3anpoca o NPefoCTaBIEHUN FOCYAaPCTBEHHOW YTy
1 NpY NoJly4YeHUn pe3ybTaTa NPefoCcTaB/IeHNs Takux ycayr

31. MakcuManbHbIN CPOK OXXMAAHWA B 04epesn Npu nogade 3asaBiaeHns
Ha NpefocTaB/IeHne rocyapCTBEHHOM YCIIYr U NPKW NOJTyYeHUN pe3ynbTaTa
roCyLapCTBEHHOM yCAyrn cocTaBnseT 15 MUHYT.
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CpOK 1 NopsfioK perncTpaLun 3anpoca
3asBUTENS O MPEAOCTABNEHNMN FOCYAAPCTBEHHON YCYrK,
B TOM YuCJ/Ie B 3/1IEKTPOHHOI (hopMe

32. 3a8BNeHNs N JOKYMEHTbI, MOCTYNUBLUME OT 3asBUTESIEN B
MWHNCTEpPCTBO (B TOM YuCne NpefcTaBeHHble B (hOpMe 3JIeKTPOHHOI 0
LOKYMEHTa) ANs NoJiyYeHns rocyfapCTBEHHOW YCYr perucTpupyoTca B
[lenapTtamMeHTe ynpasfieHus gesiaMum U Kagpos MUHUCTEPCTBa B TeveHune 1
paboyero fHA CO AHA UX NOCTYMNIEHUS.

TpeboBaHMA K MOMELLEHUSM, B KOTOPbIX NPeAOoCTaBseTCs
rocyfapCTBEHHas yCayra, K MecTy 0XXMAaHUa 1 npueMa
3a9BUTENEN, pa3MeLLEHNIO 1 ODOPMIIEHNIO BU3YasibHOW, TEKCTOBOW
1N MynbTUMELUAHON UHOPMALUK O NopsiiKe NpeLoCTaBeHuns
rocyLapCTBEHHON yCayru

33. loMeLLeHNe, B KOTOPOM NPefoCTaBNAAeTCs rocyaapCcTBEHHas

ycnyra, obecrneynBaeTcs He0bX0AMMbIMUK ANS NPefoCTaBeHMS
roCcyfapCTBEHHOW ycayr obopynoBaHMEM, KaHLENAPCKMMM
NPVHAANEXHOCTAMU, ODUCHON Mebenblo, CUCTEMON KOHAULMOHNPOBAHNS
BO3A4yXa, CUCTEMON onoBeLleHns 06 ovepean, TenedoHOM, KOMMbIOTEPOM C
BO3MOXXHOCTbIO NMeYaTh 1 BbiXxofa B VIHTEpHET, AOCTYNOM K rapaepoby, a
TaKXe nevyaTHbIMU MaTepnanamMmn, CoOAepXXallumMn cieaytowme 4OKYMEHThI
(cBepeHun):

1) HopMaTKBHbIE NMpaBoBble akTbl Poccunckon Gepepaunn,

perynvpyowmne npeaocTaB/ieHNne rocyapCTBEHHON YCAYri;

2) TEKCT HacToAwero AGDMMHUCTPATMBHOIO PErjlaMeHTa;

3) obpa3ubl 0hopMNEHNS LOKYMEHTOB, KOTOPbLIE MPeACTaBAAIOTCA ANs
NoJIy4eHUs rocy4apCTBEHHON YCAYTN.

Bxon 1 nepenBuXeHne No NoOMeLLeHNSM, B KOTOPbIX MPOBOANTCS MPUEM
LOKYMEHTOB, HE0OX0AMMbIX AN MPEefOCTaBAEHNS FOCY4apCTBEHHON YCayry,
He OOJDKHbI CO3aBaTh 3aTPYAHEHUN ANA UL C OFpaHNYEeHHbIMU
BO3MOXKHOCTSIMU,

34. B COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuinckon ®egepauum o
couManbHOM 3allnTe NHBAIMAOB UM obecneynBaloTCS:

ycnosus becnpenaTCTBEHHOIO OCTYNa K 06beKTy (34aHuio,

MOMELLIEHNIO), B KOTOPOM NpeaoCcTaBAseTCS rocyaapCTBEHHAs yCyra, a
Takxe gnsa 6ecnpenaTCTBEHHOr0 NOAbL30BaHUSA TPAHCMNOPTOM, CPeACTBaMU
CBSA3UN M MHOPMaLLWK;

BO3MO)XHOCTb CaMOCTOATENIbHOrO NePeABMXEHNS MO TEPPUTOPUN, Ha
KOTOPOW pacnoioxXeHbl 06BbEKThI (34aHNUS, NOMELLEHNS), B KOTOPbIX
npenocTaBNseTCa rocyAapCTBEHHAs yCyra, a TakXXe BXola B Takue
06bEKTbI 1 BbIXOL4A U3 HUX, NOCaZKMN B TPAaHCMOPTHOE CPeACTBO 1 BbiCaaKu
13 Hero, B TOM Yucne C NCNonAb30BaHNE KPeCsia-KoJIACKY;

COMPOBOXXAEHNE UHBANNAO0B, UMEIOLLNX CTONKME PacCTPONCTBa YyHKLUN
3pEeHNA U CaMOCTOSATENIbHOrO NepeaBXeHNs;

Hadexallee pa3MelleHne obopyaoBaHUSA 1 HOCUTENEN MHOPMaLLMK,
HeobxoamnMbix ons obecnevyeHus becnpenaTCTBEHHOr0 AOCTYMNa UHBAINAOB K
0bbeKTaM (34aHMAM, MOMELLEHNSM), B KOTOPbIX NPeAoCTaBAAeTCs
roCyfapCTBEHHAs yCayra, C y4eTOM OrpaHMyeHnn NX XXN3HeLeaTeNbHOCTH;
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nybnnpoBaHue HeobXxoANMON A1 NHBANNAOB 3BYKOBOW U 3pUTENLHON
WH(OpMaLUK, a Takxxe HaAnncen, 3HakKoB U MHOW TEKCTOBOW 1 rpanyeckon
NHOPMaLUN 3HaKaMu, BbINMOJIHEHHBIMU pefibehHO-TOYEYHbIM LWpudTOoM bpanns;
LOMNYCK CypAonepeBoaynKka 1 TUdIoCypLonepeBoaynKa;

Aonyck cobakn-npoBogHNKa Ha 06beKTbI (34aHUSA, MOMELLEHNS), B

KOTOpPbIX MPefoCTaBAAETCA roCyjapCTBEHHaAs YCyra;

OKa3aHue UHBasMAaM NOMOLLY B NpeofoneHun bapbepos, MeLlatoLmx
NOAYYEHUI0 UMW FOCY LapCTBEHHOW YCAYr HapaBHe C APYrMMU IULLAMU.

B cilyvyae HEBO3MOXKHOCTUN MOMHOCTLIO NPUCMOCOBUTL 0OBEKT C y4ETOM
notpebHocTen UHBaIMA0B MUHUCTEPCTBO B COOTBETCTBUM CO CTaTben 15
depnepanbHOro 3akoHa oT 24 Hosbps 1995 r. Ne 181-d3 "O coumanbHom
3aWnTe NHBaAnLoB B Poccuinckon depepauun”<3> LOMKHO NPUHUMATL Mepbl
ons obecneyeHns SOCTyNa MHBAAULOB K MeCTYy NpefoCTaBAeHUs
rocyLapCTBEHHOM ycnyru, nmbo Korga 3To BO3MOXHO, obecneyunTs ee
npefocTaB/ieHne No MecTy XUTeNbCTBa UHBANNAA UAN B AUCTAHLUOHHOM
pexume.

<3> CobpaHue 3akoHogaTenbcTBa Poccuiickon denepauun, 1995,
Ne 48, cT. 4563; 2001, Ne 33, cT. 3426; 2004, Ne 35, cT. 3607.

MokasaTenn fOCTYMHOCTW U KayeCTBa roCyaapCTBEHHOW yCayri,
B TOM YMCJIE KOJINYECTBO B3aUMOAENCTBUI 3a9BUTENS C
AO/MKHOCTHBLIMY IMLLAMK NPY NPeAoCTaB/IEHUN FOCYAapCTBEHHON
YCAYru 1 NX NPOAOCSHKUTENIbHOCTb, BO3MOXXHOCTb MOJy4YeHUs
MHOpPMaLUK O Xole NpeaocTaBAeHNs roCyAapCTBEHHON yCnyry,
B TOM YMCJIe C UCMOJIb30BaHMEM
NMHMOPMALNOHHO-KOMMYHUKALMOHHBLIX TEXHOJIOMUiA

35. Moka3zaTensamMm 4OCTYNHOCTU 1 KavyecTBa NpeaoCcTaBieHuns
rOCYyAapCTBEHHOW YCAYrn ABAAIOTCS:

1) OTKpPLITBIN AOCTYN 4S9 3as9BUTENEN K MHDOPMaLUN 0 NOPAAKE U

CpOKax NpenoCcTaBieHNa roCyaapCTBEHHOW yCayri, nopsagke obxxanoBaHus
AencTeun (besnencTBmsa) LOMKHOCTHBLIX AN, MUHUCTEPCTBa;

2) cobnogeHne CTaHgapTa NPeAoCTaBIeHNS rOCy4apCTBEHHON YCAYTrIA;

3) oTcyTCTBUE Xanob 3asBUTENEN Ha AencTBNS (be3agencTeune)
LO/MKHOCTHBIX L, MUHUCTEPCTBA NPV NPeAOCTaBIEHUN rOCYyAapCTBEHHOW
ycayru.

3asBuTenam obecneynBaeTCs BO3MOXXHOCTb MOyYeHns NHGopMauum o
Xo[e npepocTaBaeHns rocyaapCTBEHHOW yCAyr Ha nopTasne No Be4EHMIO
roCyfapCTBEHHOr0O peecTpa NeKapCTBEHHbIX CPeACTB.

WHble TpeboBaHMs, B TOM YMCsie y4nTbiBatOLWe 0COBEHHOCTH
NpefoCTaBNeHNS FOCYLapCTBEHHON yCyr B
MHOT0(hYHKLIMOHa/IbHbIX LLEHTPaX NpeaoCcTaBieHuns
rOCYLapCTBEHHbIX M MYyHULMNANbHBIX YCYr U 0COBEHHOCTH
NpenoCTaBNeHNS FOCYIAapCTBEHHON YCyri B 3NEKTPOHHOR hopme

36. WHble TpeboBaHMs, B TOM YnCie y4nTbiBakoLWwme ocobeHHoCTH
npenocTaBfeHNs rocyAapCTBEHHON YCAYrn B MHOTO(YHKLMOHAbHbIX LEeHTpax
1 0COBEHHOCTY NPefoCTaBAeHUS FOCYAaPCTBEHHON YCAYIU B 3/1€KTPOHHON
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bopme, He NpeabLABNAOTCSA.

Ill. CocTaB, nocnenoBaTelbHOCTb U CPOKM BbIMNOJIHEHNS
aAMUHUCTPATUBHBIX Npouenyp, TpeboBaHUsA K NOPAAKY UX
BbIMOJIHEHNS, B TOM Ync/ie 0COBEHHOCT BbINOJIHEHMNS
aAMUHUCTPATUBHBIX NPOLIEAYP B 3/IEKTPOHHOWN (hopMe.

37. Mpwv npegocTaBAeHNN roCcy4apCTBEHHON YCYIK OCYLLEeCTBASAIOTCA
cnegyoline agMMHUCTPATUBHbBIE MpoLeaypbl:

1) paccMOTpeHMe 3as8BeHNS 0 FOCy4apCTBEHHON perncTpaLmm
JIeKapCTBEHHOrO npenapaTa, B TOM YMCae 0 BO3MOXXHOCTW pacCMaTpuBaTb
JIEKApPCTBEHHbIV MpenapaT Npu OCyLeCTBAEHNN FrOCYAapCTBEHHON
permcTpaumm B Ka4ecTse ophaHHOro IeKapCTBEHHOMO NpenapaTa, 1
NPUHSATNE PELLEHNS O FOCYAAaPCTBEHHON PErNCTPaLIMM IEKaPCTBEHHOMO
npenapaTa;

2) paCCMOTPEHME 3asBIEHNS O BKJIHOYEHUN (hapMaLLeBTMYECKON
cybcTaHumn, NponsBeaeHHON ANa peannsaunmn, B rocy4apCTBEHHbIN peecTp
JIEKApPCTBEHHbIX CPEACTB U MPUHATUE PELLUEHUS O BKAOHYEHUN
hapMaLeBTNYECKON CybCTaHLU MM, NPOU3BEAEHHON ANs peannsauum, B
rOCYyAapCTBEHHbLIN peecTp JIeKapCTBEHHbIX CPEACTB;

3) paccMOTpeHne 3aaBJIeHNS 0 NOATBEPXKAEHMUN FOCYLapCTBEHHON
perncTpaumm nekapCTBEHHOro NpenapaTta 1 BblAadva 6eccpoyHoro
perncTpaumoHHOro yaooCTOBEPEHNS NEKapCTBEHHOMO NpenapaTa;

4) pacCMOTpeHNe 3asBIEHUS O BHECEHUWN N3MEHEHUI B JOKYMEHTHI,
copepxalimecs B permcTpaunoHHOM 40CbEe Ha 3aperncTpupPOBaHHbIN
JIEKAPCTBEHHbIV NpenapaT, U NPUHATNE PELLEHNS 0 BHECEHWUW U3MEHEHWIA B
LOKYMEHTbI, COAepXKallmecs B perncTpaunoHHOM A0CbEe Ha
3aperncTpMpoBaHHbIN JIEKAPCTBEHHbLIM Npenapar;

5) paccmoTpeHmne 3aaBEHNS 0 BHECEHUN N3MEHEHUI B OKYMEHTbI Ha
hapMaLeBTMYeCKy0 CyBCTaHLNO, NPOM3BEAEHHYIO ANS peann3auun u
BKJIIOYEHHYI0 B FOCYAapPCTBEHHbIN PEECTP JIEKAapCTBEHHbIX CPEACTB, U
NPUHATNE peLleHns 0 BHECEHMUMN TaKNX U3MEHEHUN;

6) 0OTMeHa rocyfapCTBEHHON perncTpauny IeKapCcTBEHHOr o npenapaTa

N NCKIKYEHNe NeKapCTBEHHOr 0 NpenapaTa 13 rocyaapCTBEHHOMO peecTpa
JIeKapCTBEHHbIX CPEACTB;

7) nckntoyeHne hapMaueBTUYECKON CybCTaHLMKM, NPOM3BEAEHHON ANs
peanunsaunmn, n3 roCyaapCTBEHHOIO peecTpa NeKApPCTBEHHbIX CPeACTB;

8) Bblgayva aybnvkaTa perncTpaumoHHOro yo0CTOBEPEHUSI.

PaccMoTpeHMe 3asB/IeHNs 0 FoCyAapCTBEHHON perucTpauum
NeKapCTBEHHOrO MpenapaTa, B TOM Y1C/Ie 0 BO3MOXXHOCTY
paccMaTpMBaTb JIEKAPCTBEHHBIV NpenapaT npu oCyLWecTBAeHNN
roCyLapCTBEHHON perncTpaunm B Kayectse opdaHHOro
NeKapCTBEHHOrO NMpenapaTa, U NPUHATHE PeLLEHNS O
roCyLapCTBEHHON perncTpaunmn NekapCTBEHHOro npenapaTa

38. ADMUHMCTpaTUBHAA npouenypa "PaccMoTpeHune 3aaBsieHNs 0
roCyfapCTBEHHOW perncTpaunm JekapCTBeHHOro npenapaTa, B TOM Yucse o
BO3MOXXHOCTMW pacCMaTpMBaTb JIEKapCTBEHHbIN NpenapaT npu oCyLLEeCTBAEHNN
rocylapCTBEHHON perncrpaumnmn B kayecTse opaHHOro IeKapCTBEHHOMO
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npenapara, U NPUHATNE peLleHns 0 roCyAapCTBEHHON perncTpaumnm
JleKapCTBEHHOr o npenapaTa” oCyLeCcTBAAETCS B COOTBETCTBUM C
6710K-CXeMOWN NCNOJIHEHNS aAMUHNCTPATMBHON NpoLenypbl, NpeayCMOTPEHHON
npuaoxxeHmem Ne 4 K ALMUHUCTPATUBHOMY perjameHTy.

OcHoBaHMeM A1 Havyana aflMUHUCTPATMBHON Npouenypbl ABASETCS
nocTyniaeHne B MMHUCTEPCTBO 3aABNEHNS N OKYMEHTOB, YKa3aHHbIX B
nyHkTax 14, 15 AODMUHUCTPaATUBHOIO persiaMeHTa, a TakXXe B CBA3U C
MOCTYMNJIEHNEM CBEEHUN, YKa3aHHbIX B MyHKTe 14 AIMUHUCTPaTUBHOIO
pernaMeHTa, B 3JIEKTPOHHOM BUE C UCNOJIb30BaHWeM EQnHOro noprana
rOCYAapPCTBEHHbIX Y MyHULMUNAAbHbLIX YCAYT ((hYHKLNIA).

39. MpepcTasfieHHble B MUHUCTEPCTBO 3asBeHNE U LOKYMEHTbI
NPUHUMAKTCA MO ONMUCK N PErncTpupyloTca enapTaMeHTOM ynpasieHus
AenaMu 1 KagpoB B A€Hb MX MOCTYMNJeHNS.

Konus 3asiBNeHnsa C OTMETKOW O faTe npueMa yKasaHHbIX 3adBaeHNs 1
LOKYMEHTOB HanpassseTcs (Bpy4aeTcs) 3asaBMTeNto.

40. 3aperncTpupoBaHHble 3as8BJIeHNE U JOKYMEHTbI B Te4eHne 04HOro
paboyero aHA HanpasBAsAlTCA B lenapTaMeHT rocyAapCTBEHHOM O
perynnpoBaHna obpallleHns neKapCTBEHHbIX CPeacTB MuHMcTepcTBa (panee -
[enapTaMeHT).

41. HavanbHuK oTaena [lenapTaMeHTa, OTBETCTBEHHOIO 3a

npegocTaB/ieHne roCyfapCTBEHHON yCayr (fanee - HavyaslbHUK OTAENa), B
TeyeHue ogHoro paboyero AHA CO AHA NOCTynfAeHWsa B lenapTaMeHT
3a5BJIEHUS N LOKYMEHTOB Ha3HavaeT M3 4Ynucia COTPYAHMKOB oTAeNa
OTBETCTBEHHOI0 MCNOJIHUTENA MO PAaCCMOTPEHNIO JOKYMEHTOB (fanee -
OTBETCTBEHHbIN UCNOMHUTENDb).

PaccmoTpeHre OKYMEHTOB NPOM3BOAUTCS B MOPSALKE UX MOCTYMJIEHUS.

42. OTBETCTBEHHbI NCMONHUTENb B TeYeHMe Tpex paboynx gHen co

[IHA CBOEro Ha3Ha4yeHMsA NPOBOAUT NPOBEPKY MOJIHOTbI, LOCTOBEPHOCTM 1
NpPaBuJIbHOCTU OPOPMIIEHNA NPELCTaBeHHbIX LOKYMEHTOB PermcTpaLoHHOro
L0Cbe Ha NIeKapCTBEHHbIN NpenapaT C Liesibio onpeaesieHns:

1) HanM4Ms ncyepnbIBalOLLEro nepeyvyHs JOKYMEHTOB, onpenesieHHbIX
NYHKTOM 38 AOMUHUCTPATMBHOIO PErnaMeHTa;

2) NONHOTHI, LOCTOBEPHOCTN Y MPABWUJILHOCTY OPOPMIIEHUS

NpeacTaBAeHHbIX JOKYMEHTOB PerucTpaLnoHHOro LOCbe Ha JIeKapCTBEHHbI
npenapar.

43. o pesynbTaTtaM NPOBEPKU MOJIHOTbI, LOCTOBEPHOCTU U

NpaBuibHOCTU OhOPMIIEHNA NPeACTaBAEHHbIX 4OKYMEHTOB, NpeLyCMOTPEHHON
NYHKTOM 42 AODMUHUCTPATUBHOIO persiaMeHTa, Npu oTCYyTCTBUM OCHOBAHUIA
AN19 0TKa3a B NpefoCTaB/IeHUN roCyAapCTBEHHOW YCAYri, YKa3aHHbIX B
noanyHkTax 1, 2, 5, 6 nyHkTa 27 AODMUHUCTPATUBHOIO periaMeHTa,
OTBETCTBEHHbIA NCNONHUTESb B Te4eHne ABYX paboymx AHen roToBuT

NMPOEeKT peLleHns 0 Bblaaye 3aaHna hefepasbHOMY rocyaapCTBEHHOMY

6104 KETHOMY y4pexAeHWI0 "HayyHbI LLeHTP 3KCNepTn3bl CPeLCTB
MegMLNHCKOro npumeHenuna" MuH3apasa Poccnn (manee - skcnepTHoe
y4ypeXxaeHune) Ha NpoBefeHue;

1) sKCnepTn3bl 4OKYMEHTOB, NpeAcTaBAeHHbIX 411 onpeaeeHuns
BO3MOXXHOCTW paccMaTpmBaTh JIEKAapPCTBEHHbIV NpenapaT 419 MeAULUHCKOro
NPUMEHEHUS NPY OCYLLLECTBIEHNW FOCYAaPCTBEHHON perncTpaLmm B KayecTse
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ophaHHOr 0 SIeKapCTBEHHOI 0 NpenapaTa;

2) 3KCNepTU3bl Ka4ecTBa JIEKapCTBEHHOIO CPeACTBa U 3KCNEPTU3bI
OTHOLLEHNS 0XKNAAEMON MOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHNSA
NeKapCTBeHHOr o npenapaTta onga MeanunHCKOro npuMmeHeHuns.

3) YCKOPEHHOWN 3KCNepTM3bl Ka4ecTBa NEKAPCTBEHHOMO CPeacTBa 1
3KCMepTU3bl OTHOLLEHNS 0XXKMAAEMON MOJIb3bl K BO3MOXKHOMY PUCKY NMPUMEHEHUS
JIEKapCTBEHHOrO npenapaTa Aas MeanUMHCKOro NpUMeHeHus (ganee -
YCKOPEHHas 3KCMepTu3a) B OTHOLLEHWNMN OpaHHbIX IEKAPCTBEHHbIX
npenapaToB, NepPBbIX TPEX JIeKapCTBEHHbIX NpenapaToB, PerncTpupyembix B
Poccuinckon ®egepalimm B Ka4eCTBe BOCMPON3BEAEHHbIX EKAPCTBEHHbIX
npenapaToB, 04ePEfHOCTbL KOTOPbIX ONPeLenseTcs B COOTBETCTBUM C
HOMEpPOM 1 AaTON BXOASALWMX 3a58BJIEHNIN O FOCYAAPCTBEHHON perncTpaunm
JIEKAPCTBEHHbIX MPenapaToB B paMkax 04HOr0 MeXXayHapo4Horo
HeNaTEeHTOBAHHOIO HaMMEHOBAHWUS JIEKaPCTBEHHOr 0 NpenapaTa un
rPYNNMPOBOYHOIr0 HaVMEHOBAHWSA JIEKAPCTBEHHOr 0 NpenapaTa, 1
NeKapCTBeHHbIX NMpenapaToB, NpegHa3Ha4YeHHbIX NCKKYNTENIbHO ONA
NPYMEHEHNS HeCOBEPLUEHHONETHUMU FpaXkaaHaMu.

OLHOBPEMEHHO, B C/ly4ae HeobXoAMMOCTH, MOATrOTABINBAETCA NPOEKT
pelleHns 0 Bblgaye pa3pelleHns Ha BBo3 B Poccuinckyto degepaunto
KOHKPETHOWN NapTun, CEPUN 3aperncTpMpoBaHHbIX 1 (1an)
He3aperncTPMPOBAHHbIX JIEKAPCTBEHHbIX CPEACTB (fAasnee - pa3pelleHne Ha
BBO3)<4>.

<4> MNprka3 MUHNCTEPCTBa 34paBoOOXpaHeHns Poccuinckon ®epepaunm

oT 2 aBrycta 2012 r. Ne 58H "06 yTBEpPXXA€HUN AOMUHUCTPATUBHOIO
pernamMeHTa MuUHuCTepcTBa 34paBooxpaHeHus Poccuinckon ®enepauum no
nNpeaocTaBfeHNo rocy4apCTBEHHON YCAYr MO Bblavye pa3peLleHnii Ha BBO3
Ha TeppuToputo Poccninckon defepaununm KOHKPETHON napTum
3aperncTpUpoBaHHbLIX U (MAKN) HE3APErNCTPUPOBAHHbLIX NEKAPCTBEHHbIX
CPeLfCTB, NpefHa3HavYeHHbIX 415 NPoBeAeHNs KIMHUYECKUX NCCNefoBaHNi
NEeKapCTBEHHbIX MpenapaToB, KOHKPETHON NapTUKM He3aperncTpUpoBaHHbLIX
NleKapCTBEHHbIX CPeACcTB, NpefHa3HavYeHHbIX A5 NPOBEAEHNS SKCNepTuU3bl
JleKapCTBEHHbIX CPeACTB B Lef1AX OCYLeCTBeHUS rocy4apCTBEHHON
perncTpaumnmn nekapCcTBeHHbIX NpenapaToB, KOHKPETHON NapTuu
He3aperncTpMpPOoBaHHbIX NEKAPCTBEHHbLIX CPEACTB A1 OKa3aHUsa MeaULMHCKON
MOMOLLY MO XMW3HEHHbIM NOKa3aHNAM KOHKPETHOro nauuneHTa"
(3apeructpmnpoBaH MUHUCTEPCTBOM toCTULMK Poccuinckon ®epepaumm 4 mapTa
2013 r., perncTpaumoHHblin Ne 27438) € U3MEHEHUAMWN, BHECEHHBIMU

npvkKasom MuHucTepcTBa 34paBooxpaHeHuns Poccuinckon degepauum ot

7 okTa6psa 2013 r. Ne 704H (3apernctpmpoBaH MUHUCTEPCTBOM OCTULMK
Poccuiickon ®epepaummn 14 Hoabpsa 2013 r., pernctpaunoHHein Ne 30377).

44. B cny4vae BbISIBJIEHUSA OTCYTCTBUA WX HELOCTOBEPHOCTU

NHopMaLnK, cogepKaLlencsa B NpeacTaBeHHbIX 3ad9BUTENIEM LOKYMEHTaX,
OTBETCTBEHHbIN UCMOAHUTENb MOArOTaBMBAET NPOEKT 3anpoca 06

YTOYHEHUN yKa3aHHOM MH{OPMaLMKM, KOTOPbLIN COraCcoBbIBAETCA HaYaIbHUKOM
oTAena un NoAnuCbIBaeTCs AMPEKTOPOM [lenapTaMeHTa (3aMecTuTeNnem
AVpeKkTopa [JenapTamMeHTa) B Te4eHMe ogHoro paboyero gHs.

[laHHbIN 3anNpoc MoXXeT BbITb NepedaH yNosHOMOYEHHOMY NPeaCTaBUTENIO
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3a58BUTENA IMYHO NOL PAacnUCKy, HanpaBJ/eH Mo noYTe 3aKa3HbIM NMUCbMOM
NN nepepaH B 3J1eKTPOHHON hopMe Mo TENEKOMMYHUKALMOHHBIM KaHaaM
CBA3U. B cnyyae HanpaBfieHUs AaHHOrO 3amnpoca no NoYTe 3aka3HbiM
MUCbMOM OH CHMTAETCH NOJIYYEHHBLIM MO NCTEYEHUN LLWECTW SHEN C AaThl
HanpaB/eHUs 3aKa3Horo nucobMa.

Co OHS HanpaBieHUs 3as9BMTEIO 3anpoca 06 yTOYHEHMMN CBEAEHMIA A0

[AHA NOJIYYEeHUs 0TBETA Ha 3anpoc NPUOCTaHaBANBAETCS OeCATUAHEBHbIN
CPOK PacCMOTPEHUS OOKYMEHTOB, COAEPXKALLMXCA B MPEeACTaBNEHHbIX
3a8BUTESIEM MaTepuranax, u NPUHATUSA PeLleHns O Bblgaye 3ajaHns Ha
npoBeLeHNe IKCNEePTU3bl IeKapCTBEHHOr0 CpeCcTBa.

45. OcHOBaHMeM [J1 0TKa3a B OpraHu3aLmnm yKasaHHbIX B NyHKTe 43
ALMWHUCTPATUBHOIO perflaMeHTa 3KCNepTu3 SBASETCS nNpeLacTaB/ieHne
3a59BUTENIEM [OKYMEHTOB, MPeAYCMOTPEHHbIX MYHKTOM 38 AOMUHUCTPATUBHOIO
pernameHTa, B HEMOJHOM 06beMe unn HenpeacTaB/ieHNe 0TBETa 3a8BUTENEM
B TeyeHme geBsaHocTa paboymx gHen Co AHA NOJly4eHUs 3anpoca
MuHncTepcTBa 06 YTOYHEHUW CBEAEHWIA, HAaNPaB/IEHHOr0 B COOTBETCTBUN C
NYHKTOM 44 AOMUHUCTPATUBHOIO periameHTa, Uin npefcrasieHme
LOKYMEHTOB, HE COLEPXKALLNX NCHEPMbIBAIOLLENO NepeyHs He0bX0aMMbIX
CBeLEeHMUN.

B cnyyae Hanmyns Takmx OCHOBaHWI OTBETCTBEHHbLIN NCMOAHUTENb

rOTOBUT MPOEKT peLleHns 06 0TKa3e B NPOBELEHMNMN COOTBETCTBYIOLLNX
IKCNEepTU3 C yKaszaHMEM MPUYUH OTKa3a.

46. NpoeKT pelleHns 0 BblAaye 3alaHns Ha NpoBeAeHNe 3KCNePTN3bl
JleKapCTBEHHOro CpefCcTBa, NPOEKT peLleHns O Bblaye paspeLleHns Ha BBO3
UV NPOEKT pelleHns 06 0TKase B opraHu3aLny 3KCNepTusbl
COrnacoBbIBAETCA HaYaIbHUKOM OTAeNa U NOAMNNCHLIBAETCS OMPEKTOPOM
[lenapTamMeHTa (SMLOM, ero 3aMeLLlaloLnm) B Te4eHne ogHoro paboyero gHa.
47. B Te4yeHme oHoro paboyero gHA Co AHS NOAMUCAHNS ANPEKTOPOM
[lenapTamMeHTa (MLOM, €ro 3aMeLLaloLLNM) peLleHns 0 Bbidade 3a4aHns Ha
npoBefeHne 3KCNepTn3bl, 3ag4aHne N JOKYMEHTbl HaNpaBAaloTCA B
IKCNepTHOE yypexeHue.

48. MNpwn NPUHATUN peLLeHNs 0 NPOBEAEHNN 3KCNEPTU3bI, O Bblgaye
pa3peLleHns Ha BBO3 Uan 06 0TKa3e B NPOBEAEHNMN 3KCNEPTU3bI 3a89BUTENb
YBEAOMSETCA O NPUHATOM pELLUEHNN B IEKTPOHHON hopmMe 1 (1in) Ha
ByMa)kKHOM HOCUTesNe B TeYeHME 0QHOro paboyero gHA CO AHS NOANMCAHNA
COOTBETCTBYIOLLEro peLleHns QUpPeKTopoM [lenapTaMeHTa (3amecTutenem
AVpeKkTopa JenapTameHTa).

PelweHmne Ha ByMaxHOM HOCMTEeNEe O NPOBEAEHNN 3KCNEPTU3bI, O Bblaaye
pa3peLleHns Ha BBO3 Uan 06 0TKa3e B MPOBEAEHMM IKCNEPTU3bI, B Cyvae
€ro HanpasJ/ieHWs, BPy4YaeTCs 3asaBUTEN0 NN YIOTHOMOYEHHOMY
npeacTaBUTesIO 3a8BMTeNA B MOMELEHUN, B KOTOPOM NpefocTaBaseTcs
rocyfapCTBEHHas ycayra.

YBegoMaeHne 0 NPUHATOM peLleHnn HanpaBnsaeTcs 3as8BUTENI0

nocpeacTBOM MHOPMALIMOHHO-KOMMYHUKALNOHHbBIX TEXHOMNOMMIA Ha OCHOBAaHUK
NHoPMaLUM O NPUHATOM PELLEHINM, pa3MELLLEHHO Ha NopTaJsie Nno Be4eHUo
rocyapCTBEHHOro peecTpa JIeKapCTBEHHbIX CPeACcTB B (DOpMe 3IeKTPOHHOI0
LOKYMEHTA.

49, DKCnepTuU3a JOKYMEHTOB, NpeAcTaBieHHbIX 418 onpeneneHns
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BO3MOXXHOCTW pacCcMaTpmBaTh JIEKAPCTBEHHbIV NpenapaT Npu oCyLWeCTBAEHNN
roCyfapCTBEHHOW perncTpaunm B kKayecTse opaHHOro JlekapCTBEHHOI 0
npenapaTa, COCTaBJIEHNE KOMUCCUEN IKCMEPTOB 3aK/I0YEHMSA O BO3MOXXHOCTU
WA HEBO3MOXXHOCTU pacCMaTpUBaTb JIeKapCTBEHHbIN nNpenapaT npu
OCYLLEeCTB/IEHNM rOCYyAapCTBEHHON perncTpaLmm B kayectse opaHHOro
JIeKapCTBEHHOr 0 npenapaTa v HanpasiaeHne 4aHHOM0 3aK/I04eHNs B
MWHMCTEPCTBO OCYLLECTBAAIOTCA B CPOK, HE MPEeBbILLALWNA TpuaLaTK paboynx
OHEN CO OHA MoyYeHNs SKCMEPTHBLIM YYpexX 4eHneM 3agaHns MuHucTepcTea.
JKcnepTU3a KayecTBa JIeKapCTBEHHOr0 CpefcTBa U 3KCNepTun3a

OTHOLLEHWNS 0XXMAaeMON N0Mb3bl K BO3MOXHOMY PUCKY MPUMEHEHNA
JIeKapCTBEHHOro npenapaTa, COCTaB/ieHne KOMUCCUER 3KCNepToB
3aKJI04EeHUS NO pe3ybTaTaM NPoBeAEHHOWN 3KCNEePTU3bl 1 HanpaBaeHne
TaKoro 3aktyeHns B MMHUCTEPCTBO OCYLLECTBAAIOTCS B CPOK, He
NpeBbILAOWMIA CTa AecaTh pabounx gHen Co OHS NOYYEHUS SKCMEPTHbLIM
y4pexaeHneMm COoTBETCTBYOLWEro 3agaHna MuHncTepcTsaa.

YCKOpeHHas 3KCnepTn3a, CoCTaBNeHNE KOMUCCEN IKCMEPTOB

3aKJI04EeHUS No pesybTaTaM NpoBeAEHHOWN 3KCNepTuU3bl 1 HanpasaeHne
TaKoro 3aktoyeHns B MMHUCTEPCTBO OCYLLECTBAAIOTCA B CPOK, He
NpeBbILIAOWMA WecTnaecaTn pabovmx AHen Co AHSA NOYHEHNS IKCNEPTHbLIM
yYpexaeHneMm COOTBETCTBYOLWEro 3agaHna MuHncTepcTaa.

50. B TeyeHune feBsHOCTa OHEN CO AHA NONYYEHUS peLleHns

MuHUCTepCTBa 0 NPOBEAEHNMN YCKOPEHHOW 3KCMEePTU3bl UM 3KCNepTU3bl
KayecTBa JIeKapCTBEHHOI0 CPeACTBa W 3KCNEepTU3bl OTHOLLEHNS 0XXUAAEMON
MoJib3bl K BO3MOXXHOMY PUCKY MPUMEHEHWs NeKapCTBEHHOro npernaparta
3a58BUTENb NPELCTABAAET B 3KCMEPTHOE YYpexxaeHne Aas nposeneHns
9KCMepTu3bl Ka4ecTBa NEKAPCTBEHHOr0 CpeacTBa 0b6pa3Lbl IeKapCTBEHHOI0
npenapaTa, Npon3BeAeHHOro B COOTBETCTBUN C TpeboBaHnsaMU
OMbITHO-NMPOMBILLEHHOTrO U (MAK) MPOMBILLJIEHHOrO PErNamMeHTOoB,
YTBEPXIAEHHbIX PYKOBOAUTENIEM NPOU3BOANTENSA JIEKaPCTBEHHbIX CPEACTB, a
Tak)Xe B COOTBETCTBYIOLLMX Clyvasax obpa3ubl hapMaLeBTUYECKON
cybCcTaHumW, TeCT-lUTaMMa MUKPOOPraHN3MOB, KybTypbl KNeToK, 06pa3Libl
BELLEeCTB, NPUMEHAEMbIX 419 KOHTPOJIA Ka4yeCcTBa JIeKapCTBEHHOI0 CpeAcTBa
nyTeM CpaBHEHMS C HUMW UCCelyeMOoro JleKapCTBEHHOro CpeficTBa, B
KOJM4yecTBax, HeobXoANMbIX A5 BOCMPOU3BELEHUS METOLOB KOHTPOS
KayecTsa.

Mpwn nonyyeHmmn obpa3LoB eKapCTBEHHOrO NpenapaTa 1

thapMaueBTNYECKON CyOCTaHL MM 3KCMEPTHOE yYpexheHne BbiAaeT 3a89BUTENI0
LOKYMEHT, MOATBEP K AAIOLMNIA NONyYeHNe yYKa3aHHbIX 06pasLLoB, U B CPOK, He
npesbiWalowmn Tpex paboynx gHen, yeLoOMASET B 3J1€KTPOHHON hopme nnn
Ha BymMa>kHOM HocuTene 06 3ToM MUHMCTEPCTBO.

Cpok pns npefcrasfieHnsa 3aasutenem obpasLoB NeKapCTBEHHOro
npenapaTta 1 apMaLeBTMYECKON CybCTaHLMKN 1 CPOK YBEAOMJIEHNS
9KCMEpPTHLIM yupexkaeHneM 06 3ToM MUHUCTEPCTBA He BK/OYAKOTCSA B CPOK
npoBefeHNs 3KCNepTns, NPeayCMOTPEHHbIX MYHKTOM 49 AOMUHNCTPATUBHOIO
pernaMeHTa.

51. KoMrccus 3KCnepToB 3KCNEPTHOr0 yYpeXKAeHWs NpoBOANT
COOTBETCTBYIOLLME 3KCNEPTU3bI B CPOK, YCTAHOBJIEHHbLIN B 3a4aHUN, 1 N0
pe3ynbTaTaM 3KCNepPTU3 COCTaBASET 3aKJIl04eHNEe N0 YCTaHOBIEHHON
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hopme<5>,

<5> YacTb 12 cTaTbu 16 ®epepasibHOro 3aKkoHa ot 12 anpens
2010 r. Ne 61-03.

Mpy noctynneHnn B MMHUCTEPCTBO 3anpoca PyKoBoAUTENS

3KCMEPTHOr0 y4pexaeHuns 0 npeacTaBieHnn HeobxoauMblx 4ns NpoBeaeHns
3KCMNepTU3bl SIeKapCTBEHHbIX CPeACTB MaTepuasios, HanpaBJeHHOr o B
COOTBETCTBUM CO CTaTbeln 16 PefepanbHOro 3akoHa oT 12 anpens 2010 r.
Ne 61-®3, naHHbI 3anNpoC B TeYEHNe 0AHOro paboyero AHS perncTpupyeTcs
JenapTaMeHTOM ynpasfieHUs fLenaMu 1 Kagpos v nepenaeTcs B
[enapTaMeHT.

B TeyeHne ogHoro paboyero gHA €O OHS NOCTYMNIEHUS 3anpoca
3KCMEPTHOro y4ypexaeHuns B lenapTaMeHT HavalbHUK OTAeNa Ha3Ha4vaeT
OTBETCTBEHHOr0 UCMOJIHUTENA MO PACCMOTPEHMUIO AHHOI0 3anpoca, KOTOopPbIN
B TeyeHue AByx pabouymx AHeN co AHSA Ha3HaYeHNA rOTOBUT NPOEKT

3anpoca 3asBUTENIO0 0 NPeACTaB/IEHNN HEOBXOANMbIX MaTEpPMAOB.

MpoekT 3anpoca 3a8BUTESII0 COrIaCoBbIBAETCA HaYasIbHUKOM OTAeNa 1
NoANUCbIBaeTCA AUPEKTOPOM [lenapTaMeHTa (3amecTuTenem gupektopa
[lenapTamMeHTa) B Te4yeHme AByx paboymx gHen.

B TeyeHne ogHoro paboyero oHs Co AHS NOANUCAHUA GUPEKTOPOM
[lenapTaMeHTa (1MLOM, €ro 3amMeLLaloLLM) 3anpoca 3as9BUTENI0, YKa3aHHbIN
3anpoc HanpassseTCs 3as9BUTENIO.

3anpoc MoXeT 6bITb NepefaH YyNoJHOMOYEHHOMY NPEACTaBUTENIO
3a8BUTENA IMYHO NOL PaCcnUCKy, HarnpasJeH no rnoYyTe 3aka3HblM NMUCbMOM
1Ay nepenaH B 31€KTPOHHON hopMe No TENEKOMMYHMKALNOHHBIM KaHanam
CBA3W. B cnyyae HanpaBfiieHUs AaHHOro 3anpoca no noYyTe 3akasHbIM
MNCbMOM OH CHMTAETCA NOAYYEHHbIM N0 UCTEYEHUN LWEeCTU AHEN C AaThbl
HanpasJIeHNS 3aKa3HOro NuncbMa.

OTBeT 3aaBUTeNA Ha 3anpoc MUHUCTEPCTBa perncTpupyeTcs
[lenapTaMeHTOM ynpaB/eHUs genamMmv 1 Kagpos v nepegaeTtcs B [lenapTameHT
B Te4eHne o4HOro paboyero fHA CO AHA €ro NocTynaeHns.

B TeyeHume ofHOro paboyero fHA CO AHA NOCTYNaeHUs B lenapTamMeHT
OTBETa 3adBMTeNA Ha 3anpoc MUHUCTEPCTBa HaYvalbHUK OTAesla Ha3HavyaeT
OTBETCTBEHHOI0 UCMOJIHUTENS, KOTOPLIN B Te4eHne 04HOro paboyero aHs
CO OHSA Ha3Ha4YeHWs rOTOBUT NPOEKT CONPOBOAUTESNIbHOrO N1CbMa B
3KCMNepTHOe yypexeHune, C NpUIoKeHNeM K HeMy OTBeTa 3adaBUTeNs Ha
3anpoc MuHucTepcTBaa.

MpoeKkT conpoBOAMTENBHOIO MUCbMa B 3KCNEPTHOE YUYpexaeHue ¢
NpuioXKeHneM OTBETa 3afBUTEI COrJIaCoBbIBAETCA Ha4aJIbHUKOM OTAenNa,
noAnunceiBaeTCA AUPEKTOpOoM [lenapTaMeHTa (3amecTuTenem gupektopa
JlenapTaMeHTa) ¥ HanNpaBAsSETCA B IKCNEPTHOE yYpexAeHne B Te4eHme AByX
paboyunx OHen.

B cnyyae HenpefCTaBieHNs 3asaBMTeNleM O0TBeTa Ha 3anpoc

MuHWCTepCcTBa Mo NCcTedeHun gessHocTa paboynx gHen MUHUCTEPCTBO B
TeyeHune nNATK paboumnx gHEeW HanpaBAsSET B IKCMEPTHOE yYpexxaeHune
yBe[oOMJIeHMe O HenpeacTaB/eHUn 3asBUTeIeM 0TBETa Ha 3anpoc.

Mpwn HanpaBaeHUN 3anpoca AOMOJHUTENBLHOIO KonyecTBa 0bpa3LoB
NeKapCTBEHHOro NpenapaTa, obpa3uos hapMaLeBTUYeCcKon CybcTaHuuy,
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TecT-WTaMMa MUKPOOPraHU3MOB, KYIbTYpbl KIETOK, 06pa3LI0B BELLECTB,
NPUMEHSAEMbIX 018 KOHTPOJIA KayeCTBa JIEKapCTBEHHOro CpeacTBa NyTeM
CpaBHeHUS C HAMWU UCCNefyeMoro NekapCTBEHHOro cpeacTsa 3a8BUTeNb
npeacTaBnseT OTBET Ha 3anpoc (06pasLbl) B SKCMEPTHOE yYpexaeHune.
JKCNepTHOE YUYpexxAeHne B CPOK, HE NpPeBbILLAoWKA Tpex paboynx gHen,
YyBEOOMJISIET B 3/IEKTPOHHON hopMe Uan Ha ByMaKHOM HocmTene 06 3ToM
MuHuncTepcTBO.

B criyyae HenpencTaBieHUs 3a9BUTeNEeM OTBETa Ha 3anpoc

(0bpa3LoB) No NCTeYeHNN OEeBSHOCTa paboynx AHEN 3KCNepTHoe
yYpexXaeHue B CPOK, He MpeBbIWaLWLNA Tpex paboynx aHen, yseaomnseT B
3N1EKTPOHHOI hopMe nnn Ha BymMaxKHOM HocuTene 06 3ToM MUHUCTEPCTBO.
MWHNCTEPCTBO B Te4YeHne NATK paboynx gHEN HanpaBaseT B 3KCNepTHoe
yypexxgeHue ysefoMIeHNe 0 HernpeacTaB/eHUn 3asaBrUTesIeM OTBETa Ha
3anpoc (obpa3uos).

52. 3ak/4eHne 3KCNepTHON opraHn3aLmm no pesysbTaTam

NPOBEAEHHON 3KCMEPTU3bl U OKYMEHTbI, MOCTYMUBLUME OT 3KCNEPTHOr0
yuypexxgeHus, B LeHb NocTynaeHna B MUHUCTEPCTBO perncTpmpyoTcs
[lenapTaMeHTOM yrnpaB/ieHWs LeslaMn U KagpoB 1 NepefaloTcs B
[enapTamMeHT.

53. HavanbHuK oTAena B AeHb NOCTYMIEHUS 3aKI04YEHNS SKCNEPTHON
opraHusauuy No pesysbTaTaM NpPoBeLeHHON 3KCNepTu3bl, YyKa3aHHON B
nyHKTe 49 AOMUHUCTPATUBHOIO perjamMmeHTa, Ha3HavyaeT OTBETCTBEHHOI0
NCNONHNTESA N0 PaCCMOTPEHUIO LOKYMEHTOB.

PaccMoTpeHne LOKYMEHTOB NPOU3BOSMTCS B NOPSALKE UX NOCTYNNEHUS.

54. B 0THOLWEHNN 3aKI04YEHNA KOMUCCUM IKCMEPTOB MO pesyJsibTaTam
3KCMNepTU3bl onpenesieHns BO3MOXHOCTM pacCMaTpMBaTh NEKAPCTBEHHbIN
npenapaT 419 MegULNHCKOro NPUMEHEHNs Npu oCyLLeCcTBAeHUN
roCyfapCTBEHHOW perncTpaunm B kKayecTse opaHHOro IekapCTBEHHOI0
npenapara, yKa3aHHol B ab3aue 1 nyHkTa 49 AGMUHUCTPATUBHOIO
pernameHTa, OTBETCTBEHHbIN NCMOJIHUTENb B TEYEHME NATU paboynx OHER:
1) ocylecTBASET OLLEHKY TakOoro 3akJ/lo4eHus s onpefeneHns ero
COOTBETCTBUSA 3a4aHNI0 HAa NPOBEAEHME YKa3aHHOW 3KCNepTU3bl;

2) NpuW BbIHECEHNMN KOMUCCMEN SKCMEePTOB 3aKN0YEHNSA 0 BOSMOXXHOCTH

NN HEBO3MOXXHOCTU pacCMaTpUBaTb JIEKAPCTBEHHbLIN NpenapaT npw
OCYLLEeCTBJIEHUN FOCYyAapCTBEHHOW perncTpaunm B kayectse opaHHOro
JIEKApCTBEHHOr0 NnpenapaTa OTBETCTBEHHbIA NCMOJHUTENbL MOArOTaBANBAET
COOTBETCTBYIOLLNA NPOEKT PELLUEHUS;

3) yBeooMAseT 3a8BUTENA O MPUHATOM PeLLUeHUn (C COXpaHeHneM
KOH(DUAEHUMNANbHOCTU NHGOPMALIMN O COCTaBE IKCMEPTHON KOMUCCUN).

55. Mpwn BbIHECEHNN KOMUCCMEN 3KCMEPTOB 3aKN0YEHNSA 0 BOSMOXHOCTH
paccMaTpuBaTb IEKAPCTBEHHbLIN NpenapaT npu oCyLLeCTBAEHNM
roCyfapCTBEHHOW perncTpaunm B kKayecTse opaHHOro IeKapCTBEHHOIO
npenapara NpPoeKT peLleHns 0 Bblhaye 3a4aHnNs Ha NpoBeleHne 3KCnepTusbl
KayecTBa JIeKapCTBEHHOIO CPeACTBa W 3KCMNEePTU3bl OTHOLLEHWNS 0XXUAAEMON
NOJib3bl K BO3MOXXHOMY PUCKY NPUMEHEHNS TEKapCTBEHHOIO NpenapaTa B
nopsiike YCKOPeHHON npouenypbl 3KCNepTU3bl IeKapCTBEHHOro CpeacTBa B
COOTBETCTBMUM CO CTaTben 26 PepgepanbHOro 3akoHa ot 12 anpens 2010 r.
Ne 61-®3, a Tak)Xe NMPOeKT peLleHns 0 BOSMOXHOCTM paccMaTpuBaTh

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru

Ctp. 24 n3 57



JIeKapCTBEHHbIV NpenapaT 419 MeAUUUHCKOro NPUMEHEHNA B Ka4eCTBe
opthaHHOr 0 NEKAPCTBEHHOr 0 NpernapaTa CorjacoBbIBAlOTCA B Te4eHne 0HOr0
paboyero gHA Ha4YalbHUKOM OTAENa U NOAMUCHLIBAIOTCA AMPEKTOPOM
[lenapTaMeHTa (IMLOM, €ro 3amMeLlaloLLnm).

B TeyeHme ogHoro paboyero gHA Co AHA NOAMUCAHNA GMPEKTOPOM
JlenapTamMeHTa peLleHns 0 Bblhaye 3a4aHns Ha NPOBeLEeHME 3KCMEePTU3bl,
3afl@aHMe N LOKYMEHTbI HanpaBAsOTCS B SKCNEPTHOE yUYpexxaeHue.

56. MNMpwn BbIHECEHUN KOMUCCUEN SKCNEPTOB 3aK/II0YEHMNS O

HEBO3MOXHOCTW pacCMaTpPUBaTh JIEKAPCTBEHHLIN NpenapaT npu
OCYLLLeCTBJIEHUN FOCYAapPCTBEHHOW perncTpaunm B kayectse opaHHOro
JleKapCTBEHHOro npenapaTta MMHUCTEPCTBO NpeKpaLlaeT npouenypy
roCyapCTBEHHOW perncTpauumn JeKapCTBEHHOro NpenapaTta U HanpaBaseT
(Bpy4aeT) 3aABUTENI0, YNOJTHOMOYEHHOMY UM NULY pELIEeHne O
HEBO3MOXHOCTW pacCMaTPUBaThL JIEKAPCTBEHHLIN NpenapaT 419 MeaULIMHCKOro
NPYMEHEHUS NMPK roCyaapCTBEHHON perncTpaumum B Ka4ecTee opdaHHoOro
NEKapCTBEHHOrO NpenapaTa, MPOEKT KOTOPOro B TeYeHNe 0aHOro paboyero
[IHS1 COrNacoBbIBAeTCA HavYabHUKOM OTLeN1a U NOAMNUCLIBAeTCA AUPEKTOPOM
[lenapTaMeHTa (1IMLOM, €ro 3amMmeLlatoLLnMm).

3asBuTeNb BNpaee 06paTnTbCA B MUHUCTEPCTBO C 3asBIEHNEM O
roCyAapCTBEHHOW PerncTpaunm Takoro 1eKapcTBEHHOMO npenapaTa B
COOTBETCTBUM CO CTaTben 18 ®enepanbHOro 3akoHa ot 12 anpensa 2010 r.
Ne 61-03.

57. YBepomseHune 3a8BMTENSA O MPUHATOM peLleHnn, yKasaHHoe B
noanyHKTe 3 NnyHKTa 54 HacToswero AGMUHUCTPATUBHOIO perjiaMeHTa
OCYLLeCTBAAETCSA NOCPEACTBOM U UHHOPMALMOHHO-KOMMYHUKALMOHHbIX
TEXHONOMMIA Ha OCHOBAHUN UHOPMaLUKM O (MPUHATOM PeLLeHUK, pa3MeLLEHHON
Ha nopTaJie No BeAEHNI0 roCcy4apCTBEHHOIO peecTpa JIeKapCTBEHHbIX
CcpencTB B DOPMeE 3/IEKTPOHHOI0 AOKYMEHTA UM Ha ByMaxxHOM HocuTene (C
COXpaHeHNEeM KOHOUAEHUNANbHOCTN NHGOPMALIMN O COCTaBE IKCMEPTHON
KOMWCCMM) B TeYEHUe 04HOro paboyero AHsA CO OHA NOAMMCaHNA
COOTBETCTBYIOLLErr0 pelleHns gupekTopoM lenaptaMmeHTa (MLOM ero
3aMeLlaioLwmm),

PelweHmne Ha ByMaxHOM HOCMTENE BPYyYaeTCsa 3aaBMTEN0 UK
YNOJIHOMOYEHHOMY MpeLCTaBUTeso 3asaBUTeNSA B MOMELLEHNN, B KOTOPOM
npefocTaBaseTcsa rocyaapCcTBeHHas ycnyra.

58. B OTHOLUEHUWN 3aKJIIOYEHNSA KOMUCCUM 3KCMEPTOB Mo pesysbTaTam
3KCMNepTU3bl, NPeayCMOTPEHHON B ab3aue 2 nyHKTa 49 AOMUHUCTPATUBHOIO
pernamMeHTa, OTBETCTBEHHbIN UCMONHUTESb B TEYEHUE Tpex paboynx gHen:
1) oCcyLecTBASAET OLEHKY TaKOro 3aKJII04EeHUS A5 onpeLeneHns ero
COOTBETCTBMSA 3aaHNI0 Ha NPOBeAEHNE YKa3aHHOW 3KCNepTUu3bl;

2) Ha OCHOBaHMM pe3ybTaTOB IKCNEPTU3bl Ka4eCTBa JIEKapCTBEHHOIO
CcpencTBa M 3KCNEPTU3bl OXKNOAEMOWN MOJb3bl K BO3MOXXHOMY PUCKY
NPUMEHEeHNs NIeKapCTBEHHOr0 npenapaTa roTOBUT MNPOEKT peLleHns o
roCyAapCTBEHHOW pPerncTpaunm JekapCTBEHHOro npenapaTta uan ob oTkase
B rOCY[apCTBEHHOWN perncTpaumm IeKapCTBEHHOro npenapara.

59. MpoeKT peLLeHns 0 rocyaapCTBEHHOWN perncTpauum

JIEKapCTBEHHOro Npenapata uan 06 0TKase B rocyAapCTBEHHON
perncTpaumm nekapCTBEHHOrO NpenapaTa B TeYeHne wecTun paboynx gHen
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COrNacoBbIBAETCHA HaYasIbHUKOM OTAeNa U NOAMNUCLIBAETCA ANPEKTOPOM
[lenapTaMeHTa (IMLOM, €ro 3aMeLlaloLnm).

60. Mpn NPUHATUN peLleHns 0 rocyfapCTBEHHON permcrpaumm
JIeKapCTBEHHOrO npenapaTa OTBETCTBEHHbIN UCNOJIHUTENb B TeYeHne
YyKa3aHHbIX B NyHKTe 59 wectn paboynx gHei:

1) nogroTtaBiMBaeT NPOEKT PerncTpaLMoHHOro ya0CTOBEPEHUS
NeKapCTBEHHOro NpenapaTta No YyCTaHOBEHHOW hopMe<6>, KOTOPbLIN
COrnacoBbIBAIOTCA HaYasIbHUKOM OThena, AMpekTopoM [lenapTameHTa (nuuom,
ero 3aMeLlaLnm) n NoANNCLIBAETCA YMNOIHOMOYEHHbIM 3aMeCcTUTeN1eM
MwuHuCTpa 34paBooxpaHeHns Poccuiickon ®efepavmu;

<6> YacTb 1 cTaTbu 27 ®PefepasibHOro 3akoHa ot 12 anpensa 2010 r.
Ne 61-®3.

2) NPOCTaBJISET HOMEP PErNCTPaLMOHHOIO yA0CTOBEPEHUS

NeKapCTBEHHOro NpenapaTta U AaTy ero rocyfapCTBEHHOW perncTpaunm Ha
COrTaCOBAHHYI0 HOPMATMBHYIO OOKYMEHTALMIO, UHCTPYKLMIO N0 MeANLINHCKOMY
NPUMEHEHUNIO NEKAPCTBEHHOr0 NpenapaTa ¥ MakeTbl NEePBUYHON YNAKOBKU 1
BTOPWYHON (NoTpebnTenbCkon) yrnakoBKu;

3) BHOCWT AaHHble 0 3aperncTpupoBaHHOM JeKapCTBEHHOM npenapaTe,

B TOM Yucsie hapMaueBTUYecKon cybcTaHuMm, BXOAALLEN B COCTaB
JIeKapCTBEHHOr0 npenapaTa, B roCyAapCTBEHHbIN PeecTp IeKapCTBEHHbIX
CPeLCTB 1 NepefaeT B [lenapTaMeHT ynpaBneHns fenaMm u Kagpos Ans
BblA4N 3a9BMTENI0 UK YNOJIHOMOYEHHOMY NpeaCcTaBUTeNto 3aaBnTens
perncTpaumoHHoe yao0CTOBEpPeHMe 1 COorjiacoBaHHbIe HOPMATUBHYIO
LOKYMEHTALMIO, MHCTPYKLNIO MO MEANLUHCKOMY MPUMEHEHWIO NEKAPCTBEHHOMO
npenapaTa U MakeTbl MEPBUYHON YMAKOBKM U BTOPUYHON (NOTpebnTensCckomn)
YNaKoBKWU;

4) yBeLOMANSAET 3a8BUTENSA O MPUHATOM PELUEHNMN B 3IEKTPOHHON hopme

nnm Ha ByMa>kHOM HocuTene.

61. MNMpu NpuHATUK peweHns 06 oTkase B rOCyaapCTBEHHON

perncTpaumnm N1eKapCTBEHHOr0 NpenapaTa 3asBUTe/b YBEAOMISAeTCS 06 3TOM
B NMUCbMEHHOW (hopMe C YKa3aHWeM NPUYMH Takoro oTKasa.

OcHOBaHWeM A5 0TKa3a B roCyAapCTBEHHOW perncrpauunn

NEeKapCTBEHHOro NpenapaTta ABASeTCA BbIBOA, YKa3aHHbIN B 3aK/04EHUN
KOMUCCUWN IKCMEPTOB, O TOM, YTO Ka4yecTBO 1 (Unn) 3phekTUBHOCTb
perncTprupyemMoro NeKapCTBEHHOr0 npenapaTa He NOATBEP)KAEHbI
NOJIy4E€HHbIMU AAHHBIMU UAN YTO PUCK MPUYMHEHUS Bpea 340P0OBbIO YeN0BeEKa
BCNEeACTBME NPUEMa JIEKapCTBEHHOMO NpenapaTa NpeBbIaeT 3NHEKTUBHOCTb
ero npuMeHeHus.

62. YBegoMIeHMe 0 NPUHATUM PELLEHNI, YKa3aHHbIX B MyHKTax 56, 60

1M 61 ADMUHUCTPATMBHOMO perfamMeHTa, Bpy4aeTCs 3asBUTENIO UK
YNOJIHOMOYEHHOMY MPeACcTaBUTENIO 3a59BUTENA B MOMELLEHNN, B KOTOPOM
npefocTaBiseTca rocyaapCcTBeHHas ycnyra.

YBefoMneHne 0 NPUHATOM peLleHUy HanpaBnseTCs 3a8BUTEN0

nocpeacTBOM NH(OPMALMOHHO-KOMMYHUKALNOHHBIX TEXHONOM M Ha OCHOBaHUK
MHGOPMaLUK O MPUHATOM peLLUeHUK, pa3MeLLEeHHON Ha NopTane no BeAEHNIO
roCyAapCTBEHHOMO peecTpa SIeKapCTBEHHbIX CPeACTB B POPME 3/1EKTPOHHOM 0
LOKYMEHTa.
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63. B cnyyaax HegocTaTo4HOW 060CHOBAHHOCTW UM HEMOHOThI

3aKJIIOYEHNS KOMUCCUM SKCMEPTOB, HaMYMA B HEM NPOTUBOPEYMBLIX AaHHbIX,
thanbcnmKaumm BbIBOAOB IKCMEPTW3bl JIEKAPCTBEHHOIO CPEACTBA, COKPbITUSA
0T MUHUCTEpPCTBa OCHOBaHWI A1 OTBOAA dKCMepTa BCNeACTBUE ero
3aMHTEPEeCOBAHHOCTM B pe3y/ibTaTax COOTBETCTBYIOLLEN IKCMEPTU3bI,
HaAN4YMs LaHHbIX 0 NPSAMOM MBO KOCBEHHOM BMELLATENLCTBE B MpoLecc
COOTBETCTBYIOLLEN 3KCNEPTU3bI NL, HE YHACTBYIOLLMX B €e NMPoBeAeHNN, HO
OKa3aBLUMX BANSHWE Ha MPOoLEecC 1 pe3ysibTaTbl €e NPOBEAEHUS,
MWHNCTEPCTBOM Ha3Ha4YaeTCs NOBTOPHAs 3KCNEPTU3a NEKAPCTBEHHOMO
CpeLcTBa.

lMoBTOpPHasA 3KCnepTU3a JIekapCTBEHHOI0 CPeACcTBa NPOBOAMUTCS C

Y4€TOM pe3y/ibTaTOB paHee NpoBeAEHHOWN 3KCMEPTM3bl B CPOK,
YCTaHOB/IEHHbI MUHUCTEPCTBOM 1 HE MPEBbILLAIOLWMIA TPUALATU paboyunx aHen
CO OHSA MONYYEHNS SKCNEPTHBLIM YYpPEXAEHNEM 3aaHUS Ha NPOBeeHME
MOBTOPHOMN 3KCMEPTM3bl IEKAPCTBEHHOIO CPeACTBa.

64. [JoKyMeHTbl U AaHHble, NpeACcTaBieHHbIe 415 roCy4apCTBEHHOM
permcTpaumm nekapCTBEHHOro NpenapaTta, BHe 3aBMCMMOCTMN OT NMPUHSATOr0
pelwleHns, noanexaT XpaHeHnto B MMHUCTepCTBE BMECTe C COOTBETCTBYIOLLMMM
3KCMEPTHbLIMU 3aK/IDYEHNAMN, KOMNSMUN PeLLEHNS O FOCYAapCTBEHHON
perncTpaumm nekapCTBEHHOrO nNpenapaTta U perncTpaunoHHoro
YyOOCTOBEPEHMNSA Ha JIEKAapPCTBEHHbIV NpenapaT ¢ cobnogeHnem TpeboBaHuin No
obecneyeHnto KOHGMAEHUNANLHOCTY MH(OPMaLIMK B TEYEHNE BCEro CPOKa
LEeNCTBUSA perncTpaLnoHHOr0 YOOCTOBEPEHUS 1 B Te4eHne 5 net nocne
OKOHYaHUS CPOKa, YKa3aHHOro B HEM.

PaccmoTpeHune 3as8B/IeHUS 0 BKAOYEHUW hapMaLleBTU4eckomn cybctaHumy,
NPOuM3BEAEHHON A5 peannsauunmn, B roCyaapCTBEHHbIN peecTp
JIEKapCTBEHHbIX CPEACTB W BKJIIOYEHME (hapMaLeBTM4eckon cybctaHumm,
NPOVN3BEAEHHON A5 peann3auunmn, B roCyaapCTBEHHbIN peecTp
JIEKApPCTBEHHbIX CPeACTB

65. OCHOBaHMeM N8 OCyLLeCTBAeHUS aMUHUCTPaTUBHON NpoLeaypsl
"PaccMOTpeHMe 3asBIEHNS 0 BKOYEHUN (hapMaLleBTUYeCKon cybcTaHuumu,
Npou3BeeHHON AN peann3auunm, B roCyapCTBEHHbIN peecTp
JIeKapCTBEHHbIX CPEACTB U BKJIIOYEHNE (hapMaLeBTM4eckom cybctaHumm,
Npou3BeleHHON ANS peasiv3auunm, B roCcyjapCTBEHHbIA peecTp
JIeKapCTBEHHbIX CPeACTB" ABNSeTCA NOCTynaeHne B MMHUCTEPCTBO
3a8BNEHNS 0 BKJIIOYEHNM DapMaLeBTNYECKON CybCTaHL MK, NPOn3BeLEHHON
LNS peannsauuu, B roCyfapCTBEHHbIM PEeCcTp SiekapCTBEHHbIX CPeACTB B
COOTBETCTBMYU C npuioxeHnem Ne 2 K ADMUHUCTPATUBHOMY pernameHTy n
LLOKYMEHTOB, YKa3aHHbIX B MyHKTe 16 AODMUHUCTPATUBHOIO periaMeHTa, 1
OCYLLLeCTB/IAETCSA B COOTBETCTBMM C H0K-CXEMOWN NCMOSHEHNS
aAMUHUCTPATUBHON NpoLeypbl, NpeayCMOTpeHHoN npunoxxeHnem Ne 5.
66. MNpepctaBneHHble B MUHUCTEPCTBO 3asB/1eHNEe U LOKYMEHTHI
NPUHUMAIOTCA MO OMUCK N PErMCTPUPYIOTCA [lenapTaMeHTOM ynpaBieHuns
LenaMu 1 KaipoB B ieHb X MOCTYMJIEeHMUS.

Konus 3asBaeHnsa C OTMETKOW 0 faTe NpueMa yKasaHHbIX 3adBaeHNs 1
LLOKYMEHTOB HanpassiseTcs (Bpy4aeTcs) 3aaBUTeN0.

67. 3aperncTpupoBaHHble 3adBJIeHNe U LOKYMEHTbI B Te4YeHne 0L4HOro
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paboyero aHA HanpaBasATCA B [lenapTaMeHT.

68. HavyanbHWK oTaena [lenaptaMeHTa, OTBETCTBEHHOI O 3a
npenocTaB/ieHne rocygapCTBEHHON yCayri (ganee - Ha4albHUK OTAeNa), B
TeyeHune oaHoro paboyero AHA CO AHA NOCTynfaeHWs B lenapTaMeHT
3a9BJIEHUS U LOKYMEHTOB Ha3HavaeT 13 4yncia COTPYAHMKOB OTAesa
OTBETCTBEHHOr0 UCNOJIHATESA MO PAaCCMOTPEHMNIO JOKYMEHTOB (fanee -
OTBETCTBEHHbIA UCMONHUTEND).

PaccmoTpeHne OKYMEHTOB NPOM3BOANTCS B MOPALKE UX MOCTYMNIEHMS.

69. OTBETCTBEHHbIV NCNOJIHUTENb B TeYeHMe Tpex paboynx gHen co

[lHA CBOEro Ha3Ha4yeHns NpoBOAMUT MPOBEPKY MOJIHOTbI, LOCTOBEPHOCTM U
NpaBuIbHOCTU OPOPMIIEHNA NPEACTABEHHbIX JOKYMEHTOB C Lefibio
onpeLeneHuns:

1) HanMYMs ncyepnbiBalOLLErO NePeYHa LOKYMEHTOB, OnpeaeseHHbIX
MYHKTOM 16 AODMUHUCTPATUBHOIO periiaMeHTa;

2) NONHOTHI U 4OCTOBEPHOCTU AAHHbIX, COAEPKALLMNXCS B

npeLacTaBNeHHbIX 3a8BUTENIEM LOKYMEHTaX.

70. lNo pe3ynbTaTaM NPOBEPKY LOKYMEHTOB U CBELEHUNA,
npeagycMoTPEHHON NYHKTOM 69 AQMUHNCTPATMBHOIO PEeriameHTa, npu
OTCYTCTBUM OCHOBaHWU ANg 0TKa3a B NpefoCTaBfieHnn rocyapCTBEHHON
YCNIYTI, YKa3aHHbIX B MOANYHKTax 1, 2, 3 nyHKTa 27 AGOMUHUCTPATUBHOIO
pernameHTa, OTBETCTBEHHbIN UCMOSHUTENb B TeYeHMe ABYX paboyux gHewn
NMOAroTaB/IMBAET MPOEKT peLleHns O Bbifaye 3afaHns Ha NpoBefieHune
3KCMepTU3bl Ka4eCTBa 3asBEHHON hapMaLleBTUYeCKON cybcTaHLmm,

71. B c/iyvae BbiiBNEHUS OTCYTCTBUS UIN HELOCTOBEPHOCTM

NHopMaLUK, cogepikallenca B NpeacTaB/IeHHbIX 3adBUTENEM JOKYMEHTaX,
OTBETCTBEHHbIA NCNONHMTE/b NOAMOTAaBAMBAET NPOEKT 3anpoca 06
YTOYHEHUN yKa3aHHOM MH(OPMaLMM, KOTOPbLIN COMr1aCcoBbIBAETCA HaYalbHUKOM
oTAena v NoAnucbiIBaeTcs AMpekTopoM [lenapTameHTa (3amMecTutenem
avpekTopa [lenapTameHTa) B Te4eHue ogHoro paboyero oHs.

[laHHbIA 3aNpoC MOXET ObITb NepefaH yNnoJHOMOYEHHOMY NPeACTaBUTENO
3a8BUTENA IMYHO NOL PacnUCKy, HarnpasJ/ieH no rnoYyTe 3aka3HblM NMUCbMOM
1Ay nepenaH B 3/1€KTPOHHOM hopMe No TENEKOMMYHMKALNOHHBIM KaHanam
CBA3W. B cnyyae HanpaBsieHUs AaHHOrO 3arnpoca no noYyTe 3akasHbiM
MUCbMOM OH CYMTAETCA NOAYYEHHbIM N0 UCTEYEHUN WeCTU AHEN C AaThbl
HanpasJIeHNS 3aKa3HOro N1cbMa.

Co OHS HanpaB/ieHUs 3a9BMTENI0 3anpoca 06 yToYHeHWN CBeAEHN A0

[AHA NOJIy4eHUs 0TBETa Ha 3anpoc NPUOCTaHaBANBAETCS AeCATUAHEBHbIN
CPOK NpoBefeHNs NPOBEPKN MOJIHOTbI, LJOCTOBEPHOCTU U NPaBUIIbHOCTU
ohopMaeHNA NpeacTaBAEHHbIX JOKYMEHTOB, COAEPXKALLUXCA B MpeaCcTaB/IEHHbIX
3a9BUTENIEM MaTepuanax, ¥ NPUHATUSA PeLleHns O Bbigaye 3ajaHuns Ha
npoBefieHne 3KCNepTM3bl IeKapCTBEHHOr0 CpeacTBa.

72. OcHoBaHMEM 014 0TKa3a B OpraHmM3aumm 3KCnepTu3bl KayecTsa
thapMaLeBTNYeCKon cybCcTaHL MM SBNSEeTCA NpeAcTaB/eHne 3as8BUTENEM
[OKYMEHTOB, NpeayCMOTPEHHbLIX MYHKTOM 16 AOIMUHUCTPATMUBHOIO
pernameHTa, B HEMOJHOM 06beMe WM HenpeacTaBNeHWE OTBETA 3aBUTENEM
B TeYeHue aeBsHoCTa paboynx gHen co AHA Nony4yeHUs 3anpoca
MuHnCcTepCcTBa 06 YTOYHEHUN CBELEHUIA, HAaNPaBJEHHOIO B COOTBETCTBUN C
NYHKTOM 71 AODMUHUCTPATUBHOIO perjiaMeHTa, Win npeacrasjieHne
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LNOKYMEHTOB, HE COLEPXKALLNX NCHEPMbIBAIOLLENO NepPeyHs He0BX0aMMbIX
CBefeHUn.

B cnyyae Hannyns Takmx OCHOBaHWUI OTBETCTBEHHbLIN MCMOAHUTENb

rOTOBUT MPOEKT peLleHns 06 0TKa3e B NPOBELEHNMN COOTBETCTBYHIOLLNX
3KCNEepTM3 C yKasaHMEM NMPUYUH OTKa3a.

73. TpoeKT pelLeHns 0 Bblgaye 3agaHns Ha NpPoBedeHne 3KCnepTu3bl
thapMaueBTNYECKON CybCTaHL MM UM NPOEKT pelleHuns ob oTkase B
OpraHu3auuny 3KCNepTU3bl COrTaCcoBbIBAETCA HaYaIbHUKOM OTAeNa 1
NOAMUCLIBAETCS ANPEKTOPOM [lenapTaMeHTa (NMLOoM, ero 3aMeLaloLLnm) B
TeyeHune ogHoro paboyero gHs.

74. B TeyeHne ogHoro paboyero fHS Co AHSA MOAMUCAHUS AUPEKTOPOM
[lenapTamMeHTa (MLOM, ero 3aMeLLaloLLnM) pelleHns o Bbldadye 3a4aHns Ha
npoBefeHne 3KCNepTn3bl, 3agaHne N JOKYMEHTbl HanpaBAaloTCA B
IKCNEepPTHOE yypexaeHue.

Mpy NPMHATUM peLleHna 0 MPOBEAEHNN IKCMEPTM3bl KayecTBa

3asBJIEHHOW (hapMaLieBTUYecKom cybcTaHumm nam ob oTkase B opraHu3auum
NpoBeeHNs 3KCMEPTM3bl KayeCTBa hapMaLeBTMYecKon cybcTaHumum
3a58BUTESNb YBEAOMASETCS O MPUHATOM PELIEHNIN B 3JIEKTPOHHON hopMe ©
(nnn) Ha ByMaKHOM HoCuTese B Te4YeHMe oHOro paboyero gHA Co gHA
NoAMNMCaHNA COOTBETCTBYIOLLErr0 pPeLIeHNs AUPeKTopoM lenapTaMeHTa (MuoMm,
ero 3aMellawLwmm, 3aMecTuTenem gupekTopa lenapTameHTa.

PeweHne Ha ByMaxHOM HOCMTENEe O NPOBEAEHNW IKCNEPTU3bI Ka4eCTBa
hapMaLEeBTMYECKON CybCTaHLMM B Clyvae ero HanpaB/ieHNs BPy4aeTCs
3a8BUTEJSIIO MM YNOJIHOMOYEHHOMY NMpefCcTaBUTesNto 3aaBUTeNSA B MOMELLEHWN,
B KOTOPOM NPefoCTaB/seTCsa rocyfapcTBeHHas ycayra.

YBegoMAeHNe 0 MPUHATOM peLleHnn HanpaBasaeTcs 3a89BUTENI0

nocpeacTBOM MHGOPMALIMOHHO-KOMMYHUKALNOHHbBIX TEXHONOMMIA Ha OCHOBAaHUK
NHoPMaLUM O NPUHATOM PELLEHII, pa3MELLLEHHOI Ha NopTaJsie Nno Be4eHNo
rocyfapCTBEHHOro peecTpa JIeKapCTBEHHbIX CPeACcTB B (DOPMe 3IeKTPOHHOI0
LOKYMEHTa.

75. DKcnepTmM3a KavyecTBa hapMaLeBTUYECKON cybcTaHumK,

COCTaBJ/IEHNE KOMUCCMEN IKCMEPTOB 3aKJIIOYEHUSA MO pe3ybTaTam
9KCNEepTM3bl U ero HanpasieHne B MUHNCTEPCTBO OCYLLLECTBASIOTCS B CPOK,
He MpeBbIWaoWNA WwecTnaecaTn pabovmx gHeN Co AHA NOJTYHEHUS SKCNEPTHbLIM
yuYpexaeHneM COOTBETCTBYOLWEro 3agaHns MUHUCTEPCTBA U JOKYMEHTOB,
YKa3aHHbIX B NMyHKTe 16 AGDMUHUCTPATUBHOIO pernameHTa.

76. B TeyeHue naTHaguUaTy paboymx gHen co AHS NONYyYEeHUs peLleHuns
MuWHNCTEpCTBa 0 HaMpPaBJIEHMM B IKCNEPTHOE yyYpexLeHne 3a4aHuna Ha
npoBefeHne 3KCNepTM3bl KayecTBa hapMaLeBTUYeCcKon cybcTaHumum
3a8BUTEIb NPeACcTaBAsdeT B IKCMEPTHOE yYpexaeHue 4sa npoBeaeHns
AaHHOW 3KcnepTu3bl obpasubl hapMaLeBTUYeCKON CybCTaHUUN B KOSIMYECTBE,
Heobx04MMOM L9 BOCMPOM3BEAEHNA METOAOB KOHTPOIS KavecTBa.

Mpw nonyyeHnn obpa3uyoB hapMaLeBTUYECKON CybCTaHLMUKN 3KCNepTHOe
yYpexXAeHue BblLaeT 3a8BUTESI0 4OKYMEHT, MOATBEPXKAAIOLLMIA MONyYeHme
yKa3aHHbIX 06pa3L0B, 1 B CPOK, He MpeBbILIALLNA Tpex paboyuunx aHen,
yBEAOMASET B 3JIEKTPOHHON hopMe nan Ha bymarkHOM HocuTene 06 aTom
MuHuncTepcTBoO.

Cpok ons npefncTaBfeHns 3aasutenem obpasLos gapMaLeBTUYECKON
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Ccyb6CTaHUMM 1 CPOK YBELOMJIEHUS 3KCMEPTHLIM yYpexxaeHneM o6 3Tom
MWHNCTepPCTBa He BKJIIOYAKOTCA B CPOK NPOBELEHMS SKCMEePTU3b,
npenycMOTPEHHON NYHKTOM 75 AODMUHUCTPATUBHOIO periameHTa.

77. KOMUCCUSA 3KCMEPTOB SKCNEPTHOr0 yyYpexxaeHuns nposoanT
COOTBETCTBYIOLLYIO 3KCMNEepTN3y B CPOK, YCTAHOB/IEHHLIN B 3afaHNK, U MO
pe3yfbTaTaM 3KCMepTM3bl COCTABAET 3aK/l04YeHne No YCTaHOBIEHHON
hopme<7>.

<7> YacTb 12 cTaTby 16 ®efepancHOro 3akoHa oT 12 anpens
2010 r. Ne 61-03.

78. Mpwn nocTynaeHnn B MMHUCTEPCTBO 3anpoca PyKoBoaAUTeNs

3KCMEPTHOr0 yYpeXaeHns 0 NpPeacTaBJeHUN HeobXoAUMbIX A5 NPOBEAEHNS
3KCMEepTU3bl IeKapCTBEHHbIX CPeACTB MaTepuasos, HanpaBJeHHOr o B
COOTBETCTBUM CO CTaTbe 16 PenepanbHOro 3akoHa ot 12 anpensa 2010 r.
Ne 61-®3, naHHbIV 3anNpoC B Te4eHne ogHOro paboyero AHSA perncTpupyeTcs
JlenapTamMeHTOM ynpasfeHUs genamMv 1 Kagpos v nepenaeTcs B
[enapTamMeHT.

79. B TeyeHne ogHoro paboyero AHS Co AHS MNOCTYMNJeHWs 3anpoca
9KCMEPTHOro yypexaeHns B lenapTaMeHT HavyasibHUK OTAENa Ha3HavaeT
OTBETCTBEHHOr0 UCMOJIHATENA MO PAaCCMOTPEHMIO AAHHOI0 3anpoca, KOTOopbIN
B Te4eHne AByx paboymx OHEN CO AHA Ha3HAYEeHNS FOTOBUT NPOEKT

3anpoca 3adBUTEN0 0 NPeAcTaBAeHUN HeobX0AUMbIX MaTepuasios.

MpoekT 3anpoca 3a8BUTEN0 COracoBbIBAETCA HaYalbHUKOM OTAeNa U1
NOAMUCLIBAETCS ANPEKTOPOM [lenapTaMeHTa (3amecTuTenieM OUpeKTopa
[lenapTamMeHTa) B Te4yeHme AByx paboymx gHew.

80. B TeyeHue ogHoro paboyero OHSA CO AHA NOANNCAHNA OUPEKTOPOM
[lenapTamMeHTa (MLOM, €ro 3aMeLLaloLLnM) 3anpoca 3asaBMTeNI0, yKa3aHHbIN
3anpocC HanpaB/seTCs 3aaBUTENIO.

3anpoc MoXeT bbITb NepenaH YNoJIHOMOYEHHOMY MPeacTaBUTENIO
3a8BUTENA INYHO MO PAacnUCKy, HanpaBJ/eH Mo NoYTe 3aKa3HbIM MUCbMOM
NN nepenaH B 3/1eKTPOHHON hpopMe Mo TENEKOMMYHUKALMOHHBIM KaHanaM
CBA3W. B cnyyae HanpaBneHWs SaHHOMO 3anpoca rno noyTe 3aka3HbIM
MUCbMOM OH CYATAETCS MOJIYHYEHHbIM MO UCTEYEHUN LWeCTU AHERN C AaThl
HanpaB/eHUs 3aKa3HOoro nNucbMa.

81. OTBeT 3as8BUTENA Ha 3anNpoCc MUHUCTepPCTBa PerncTpupyeTcs
[lenapTaMeHTOM yrnpaB/ieHWs geflaMu U KagpoB 1 nepefaeTtcs B lenapTaMeHT
B TeyeHme oaHoro paboyero gHA CO AHA ero NoCTYMIeHUS.

82. B TeyeHue ogHoro paboyero OHS CO AHA MNOCTYMNIEHNS B

[enapTaMeHT oTBETa 3adaBUTENSA Ha 3aNpPoC MUHNCTEPCTBa HavYaslbHUK
OTAena Ha3Ha4vaeT OTBETCTBEHHOI0 UCMOAHUTENSA MO PaCCMOTPEHNIO OTBETA
3a9BUTENSA, KOTOPLIN B TeYeHMe oaHoro paboyero gHA Co AHS Ha3HavyeHMs
rOTOBWT MPOEKT COMPOBOAMTENLHOIO MUCbMa B 3KCMEPTHOE YYpeXAeHue, C
NPUNOXEHNEM K HEMY OTBETA 3as8BUTENS Ha 3anpoc MmMHUCTepcTBa.

MpoeKT ConpoBOAUTESILHOIO NMCbMa B IKCMEPTHOEe yYpexkaeHue C
NpUIoXKeHNEM OTBETa 3aABUTENS COMrTaCcoOBbIBAETCA HaYalbHUKOM OTAenNa,
NnoAnnCbIBaeTCA AUPEKTOPOM [lenapTaMeHTa (3aMecTuTeneMm gnpekTopa
JlenapTamMeHTa) 1 HanNpPaBASETCA B IKCNEPTHOE yYpexxaeHne B Te4eHme aByxX
paboumnx OHen.
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83. B csiy4ae HenpeacTaBeHMs 3ad9BUTEIEM OTBETA Ha 3amnpoc
MuHMCTEpCTBa MO NCTeYeHUN AeBsHoCTa paboynx gHen MUHNCTEPCTBO B
TeyeHune nNATU paboynx gHEN HanpaBfsSeT B IKCMEPTHOE yyYpexaeHme
yBe[oMJIeHMe 0 HenpeacTaBleHUn 3asaBUTeIeM 0TBeTa Ha 3anpoc.

84. IOKYMeHTbI, MOCTYNMBLLME B SKCNEPTHOE y4YpexxaeHune AN
NpoBeAEeHNS 3KCNEPTM3bl KavyecTBa hapMaLeBTUYECKOW CybcTaHuuw,
noasexat Bo3BpaTy B MMHUCTEPCTBO OAHOBPEMEHHO C 3aKJ/Il04eHNEM Mo
pe3ynbTaTaM NPOBELEHHON 3KCMEePTM3bl.

85. 3akJIl4eHne 3KCNEepTHOM opraHmM3aumm No pesyabTaTtam

NpoBeAeHHON 3KCNepTM3bl U LOKYMEHTbI, MOCTYNUBLLIWE OT 3KCMEPTHOro
yYpexaeHus, B AeHb NoCTynaeHns B MMHUCTEPCTBO PerncTpupyroTcs
JenapTaMeHTOM yrnpasieHns LenaMu U Kagpos 1 nepefarTcs B
[enapTaMeHT.

86. HavyanbHWK oTAena B AeHb NOCTYMIEHUS 3aKJII04YEHUS SKCNepTHOM
OopraHu3auuy No pesyabTaTaM NPOBeAEHHON 3KCMEepPTM3bl, YKa3aHHON B
nyHkTe 75 AOMUHUCTPATUBHOIO perjiaMeHTa, Ha3HavyaeT OTBETCTBEHHOI0
NCMNOJIHUTENA N0 PAaCCMOTPEHUIO OKYMEHTOB.

PaccmoTpeHne OKYMEHTOB NPOM3BOANTCS B MOPALKE UX MOCTYMNIEHMUS.

87. Mpwn nony4yeHMn 3aKNI04EHNA KOMUCCUM IKCNEPTOB MO pe3y/bTaTaM
3KCMepTM3bl KayecTBa hapMaLEeBTNYECKON CybCTaHLUMN OTBETCTBEHHbIN
NCMONHNTENb B TEYEHMe ABYX paboynx gHen:

1) ocywecTBAsSeT OLEHKY Takoro 3ak/toyeHuns ons onpeaeneHuns ero
COOTBETCTBUA 3af4aHNI0 HA NPOBEAEHNE fAHHOW 3KCNepTu3bl;

2) NoAroTaBAMBAET peLleHne 0 BKIYEHMM hapMaLleBTNYeCKon
cybCcTaHUMW, NPON3BEAEHHON 411 peannsaLmm, B rocyLapCTBEHHbIA peecTp
NEKAPCTBEHHbIX CPEACTB UAN peLleHne 06 0TKa3e B TakOM BKJIIOYEHUMN.

88. MpoeKT peLLeHns o BKAYeHUn hapMaLieBTu4eckon cybctaHumy,
NPOuM3BEAEHHON A5 peannsauunmn, B roCyaapCTBEHHbIN peecTp
NEeKapCTBEHHbIX CpeacTB uan 06 0TKase B TaKOM BKJIOYEHWMN B TeYeHue
ofHoro paboyero OHS COrnacoBbIBAETCS Ha4YalbHUKOM OTAENa U
NOANUCBIBAIOTCA AUPEKTOPOM [lenapTaMeHTa (JIMLOM, ero 3aMeLlaloLmnm).
89. Mpun NPUHATUN PeLleHNs 0 BKJIDYEHUN dapMaLleBTUYECKON
cybCcTaHUMW, NPON3BEAEHHON AN peanusalnm, B rocyLapCTBEHHbIA peecTp
NeKapCTBEHHbIX CPeACTB OTBETCTBEHHbIA UCMNOIHUTESb B Te4eHWe 0LHOM0
paboyero AHA BHOCUT AaHHbIE O (hapMaLleBTUYeCKON cybcTaHLMmM B
rOCyLapCTBEHHbIA peecTp SiekapCTBEHHbIX CPeACTB 1 NepefaeT B
JlenapTaMeHT ynpasieHna genamm n Kagpos A4J18 BblAayn 3ad9BUTEN0 UK
YNOJIHOMOYEHHOMY MpeaCcTaBUTENIo 3a5BUTENA COOTBETCTBYIOLLEE peLleHme.
90. Mpw NpUHATUN pelleHns 06 0TKa3e BO BKJIIOYEHUN

thapMaLeBTNYECKON CybCTaHL MM, NPOU3BEAEHHON ANs peann3auum, B
roCylapCTBEHHbIA peecTp JIeKapCTBEHHbLIX CPEACTB 3adBUTESNb YBEAOMASETCS
06 3TOM B MMCbMEHHOIN (hOpPME C yKa3aHMEM NPUYNH Takoro oTKasa.
OcHoBaHMeM L1 0TKa3a BO BKJIOYEHUN hapMaLleBTUYECKON

cybCcTaHUMW, NPON3BEAEHHOW AN peannsalm, B rocyLapCTBEHHbIA peecTp
JIeKapCTBEHHbIX CPeACTB ABSAETCH pelleHne MMHMCTepCTBa 0 TOM, YTO
Ka4vecTBo hapMaLleBTUYeCKON CybCTaHLMM He NOATBEPXKAEHO NOJSTyYEeHHbIMU
LaHHbIMK.

91. YBepomneHune 0 NPUHATAN peLLeHUN, yKa3aHHbIX B MyHKTax 89 u
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90 ADMUHMCTPATUBHOIO perfamMeHTa, Bpy4yaeTcs 3a8BUTEN0 NN
YNOJIHOMOYEHHOMY MPeLCTaBUTENO 3aaBUTENSA B MOMELLEHNIN, B KOTOPOM
npefocTaBaseTCsa rocyaapCTBeHHas ycayra.

YBeﬂ,OM)'IeHVIe O MPUHATOM peLlleHnN HanpaBnAeTCa 3aaBUTENIO

nocpeacTBOM MHGOPMALIMOHHO-KOMMYHUKALNOHHbLIX TEXHONOMMIA Ha OCHOBaHUK
NH(OPMaLUN O MPUHATOM peLLeHUN, pa3MeLLeHHON Ha nopTase no BeLeHWIO
rocyapCTBEHHOro peecTpa JIeKapCTBEHHbIX CPeACTB B (DOPMe 3IeKTPOHHOI0
LOKYMEHTa.

PaccMoTpeHMe 3asB/eHNs 0 NMOATBEPXKAEHNN FOCY apCTBEHHO
PerncTpaLmmn NekapcTBEHHOro NpenapaTa 1 Bbigava 6eccpoyHoro
PErucTpPaLMoHHOro Y0CTOBEPEHNS

NeKapCTBEHHOro npenapaTa

92. ADMUHMCTPaATUBHAA npouenypa "PaccMoTpeHune 3asaB/ieHns 0
NoATBEPXAEHMUN rOCYyLapCTBEHHON perncTpaumm neKapCTBEHHOM0 npenapaTa
1 BblAa4a 6€CCPOYHOro perncTpaLoHHOro yaoCTOBEPEHUS NEKAPCTBEHHOIO
npenapaTa" OCyLLEeCTBNAETCA B COOTBETCTBUM C HIOK-CXEMOW NCMOJTHEHNSA
aAMUHUCTPATUBHOWN NpoLesypbl, NpeaycMoTpeHHON npunoxxeHmem Ne 6 K
ALMWHUCTPATUBHOMY perjiaMeHTy.

93. OCHOBaHMEM /19 OCYLLECTBAEHUSA aAMUHNUCTPATUBHOM NpoLenypbl
ABSIAETCA NOCTYNNeHne B MUHUCTEPCTBO 3asBeHNS O NOLATBEPKLEHUN
roCyfapCTBEHHOW perncTpaunm nekapCTBEHHOro npenapaTta U 4OKYMEHTOB,
YKa3aHHbIX B NyHKTe 17 AODMUHUCTPATUBHOMO periameHTa, a TakXXe B CBA3U
C NOCTYMJIEHNEM CBeAEeHWN, YKa3aHHbIX B 17 AGMUHUCTPATUBHOIO
pernaMeHTa, C UCNOJIb30BaHMEM EQUHOr0 nopTasa rocyaapCTBEHHbIX U
MYHULMUAANbHbBIX YCAYT (DYHKLMA).

94. MpepcTasfieHHble B MUHUCTEPCTBO 3asBIeHNE U LOKYMEHTbI
NPUHMMAIOTCS MO OMUCK N perucTpupyroTcsa [lenapTaMeHTOM yrnpaBieHns
[LeslaMn 1 KagpoB B IeHb UX MOCTYMJIeHNS.

Konuns 3asBneHns ¢ OTMETKOW 0 AaTe Npuema ykasaHHbIX 3a8BJIEHNA 1
LOKYMEHTOB HanpaBsseTcs (BpyYaeTcs) 3asaBMTeNto.

95. 3aperncTpupoBaHHble 3a8BJIEHNE N OOKYMEHTbI B Te4eHne 04HOro
paboyero aHA HanpasAsATCA B lenapTaMeHT rocyAapCTBEHHOMO
perynnpoBaHna obpallleHns neKapCTBEHHbIX CpeacTB MuHMcTepcTBa (panee -
[lenapTaMeHT).

96. HavyanbHMK oTAena [lenaptaMeHTa B TedeHne ogHoro paboyero

[AHS CO OHS NPUHATUSA 3a8BJIEHNA U JOKYMEHTOB Ha3Ha4YaeT U3 Yucna
COTPYLHWKOB OTAEe/Na OTBETCTBEHHOI0 UCMOJIHATESS MO PAaCcCMOTPEHNUIO
[OKYMEHTOB.

PaccMoTpeHne OOKYMEHTOB NPOM3BOSMTCS B NOPSALKE UX NOCTYMNNEHUS.

97. OTBETCTBEHHbIN MCMOJIHATESb B TEYEHME NATK paboymx gHen co

[IHA CBOEro Ha3HayeHMsa OCyLLeCTBASET:

1) npoBepKy NOAHOTHI 1 LOCTOBEPHOCTY CBELEHU, COAEPXKALLMNXCA B
npencTaBieHHbIX 3a89BUTEJIEM LOKYMEHTAX;

2) rOTOBMT MPOEKT peLLEeHUs 0 NnpoBeaeHnn nnm ob oTkase B

NpoBeLEHNN IKCNEPTN3bl OTHOLLEHNSA 0XKUAAEMOW MNONb3bl K BO3MOXXHOMY PUCKY
NpYMeHeHUs NeKapCTBEHHOr0 npenapaTa, a TakXXe 3KCNnepTusbl KayecTsa
JIeKapCTBEHHOr0 CpeAcTBa, MPOBOAMMON B ClyHae BHECEHNS U3MEHEHWI B

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru

Ctp. 32 n3 57



HOPMaTMBHYIO AOKYMEHTaLMIO.
98. B cnyyae BbISBJIEHUS HELOCTOBEPHOCTUN CBEAEHU, COLEPXKALLUXCH

B NpeACTaBJIEHHbIX 3adBUTENEM MaTepuaiax, OTBETCTBEHHbIN UCNOAHNUTENb
NnoAroTaBAMBaEeT NPOEKT 3anpoca 06 yTOYHEHMMN yKa3aHHbIX CBEAEHU,
KOTOpPbIN COrNacoBbIBAETCA HaYalbHUKOM OTLeNa U NoAnMChIBaeTCs
AvpekTopom [lenapTameHTa (3amecTuTenem gupektopa [lenaptameHTa) B
TeyeHune oaHoro paboyero gHs.

JaHHbIN 3anpoc MoxeT BbITb NepedaH ynoaHOMOYEHHOMY NpeaCcTaBUTENtO
3a8BUTENA IMYHO NOL PAaCcnUCKy, HanpasJ/ieH No rnoYyTe 3aka3HblM NMUCbMOM
nnu nepefaH B 3N€KTPOHHOW hopMe Mo TeNIeKOMMYHUKALMOHHBIM KaHalaM
CBA3W. B cnyyae HanpaBfiieHUs AaHHOro 3amnpoca no noYyTe 3aka3HbIM
MNCbMOM OH CHMTAETCA NOAYYEHHbIM N0 UCTEYEHUN LWECTU AHEN C AaThbl
HanpaBJIeHNS 3aKa3HOro NMcbMa.

Co OHS HanpaBieHUs 3a9BMTENI0 3anpoca 06 yTOYHEHMN CBeAEHNI A0

[AHA NOJIY4EeHUs OTBETA Ha 3anpoc NPMOCTaHABANBAETCS AECATUAHEBHbIN
CPOK NpoBefeHNs NPOBEPKN MOJIHOTbI U LOCTOBEPHOCTU CBEAEHUN,
cofepXxallmxca B npeacTaB/IeHHbIX 3adBUTeNeM MaTepuanax, U NPUHATHSA
peLLIeHNs 0 NPoBeaeHNN UK 06 0TKa3e B MPOBELEHUN IKCMEPTM3bI
OTHOLUEHWNS OXXMAAEMON NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHNA
JIeKapCTBEHHOrO npenapaTa, a TakXXe 3KCNepTu3bl ka4yecTea
JIeKapCTBEHHOro CpeacTBa, NPOBOANMON B C/ly4ae BHECEHUS N3MEHEHWI B
HOPMaTWBHYIO JOKYMEHTALMIO NN HOPMAaTUBHbLIA [OKYMEHT, B Liensx
NoATBEPXAEHMSA rOCYAapCTBEHHOM perncTpaunmy nekapCcTBeHHOro npenapaTa.
99. MNo pe3ynbTaTaM NPOBEPKU CBEAEHUN, NPEeAYCMOTPEHHON NMYHKTOM

97 AOMWHNCTPATMBHOIO peraaMeHTa, OTBETCTBEHHbIN UCMOIHUTENb FOTOBUT
MPOEKT peLleHns O BblAaye 3aflaHns 3KCNepTHOMY YYpex4eHUo Ha
npoBefeHNe IKCMEPTM3bl OTHOLLIEHUS 0XXKMAAEMOW MOJb3bl K BOSMOXHOMY PUCKY
NpYMeHeHUs NeKapCTBEHHOr0 npenapaTa, a TakXXe 3KCNepTusbl KayecTsa
NeKapCTBEHHOro CpeacTBa, NPOBOAUMON B C/lyvae BHECEHUS U3MEHEHUI B
HOPMaTMBHYIO OOKYMEHTALMIO, Ha OCHOBaHUW LOKYMEHTOB, YKa3aHHbIX B
nyHkTe 17 ADMUHUCTPATUBHOIO perjiaMeHTa, C YKa3aHWeM CpokKa
NpoBeLeHNS 3KCMEPTM3bl, HE MPEBLILLAIOWEro CeMbAECAT NATb paboynx gHen
CO OHSA MONyYeHUs 3KCMEPTHbIM YYpex4eHNeM COOTBETCTBYIOLEro 3a4aHna n
LLOKYMEHTOB, YKa3aHHbIX B MyHKTe 17 AODMUHUCTPATUBHOIO perjiaMeHTa.

100. MpoeKT peLLeHnsa 0 NpoBeaeHNIN 3KCNEPTU3bI, YKa3aHHOW B

nNyHKTe 99 AOMWHUCTPATUBHOIO pernaMeHTa nam o6 oTkase B NpoBefeHMN
TaKoW 3KCNepTu3bl, COriacoBbiBaeTCA HavYabHUKOM OTAeNa u
noAnuncelBaeTCa AUPeKTopoM [lenapTaMeHTa (JIMLOM ero 3aMeLlaloLnm) B
TeyeHune AByx paboymx gHen.

OcHoBaHWeM 15 0TKa3a B NPOBEAEHUM 3KCNEPTU3bl OTHOLIEHMWS

0XXMNAaeMOoN Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHNS JIeKapCTBEHHOI0
npenapara u (1n) 3KCNepTn3bl Ka4ecTBa NEKAPCTBEHHOMO CpeacTBa
ABNAETCA NpefcTaB/eHne LJOKYMEHTOB, YKa3aHHbIX B NyHKTe 17
AOMUHUCTPATMBHOIO perjaMeHTa, B HeMoJIHOM obbeme, HenpeacTas/ieHne
OTBETa 3a5BMTE/IEM B TEYEHNE AEBSHOCTA Paboynx AHeEN CO AHA NONyYeHUS
3anpoca MuHncTepcTBa 06 yTOYHEHMM CBELEHMIA, HAMPABJIEHHOMO B
COOTBETCTBUU C MYHKTOM 98 AOMUHUCTPATMBHOIO pernameHTa, uim
OTCYTCTBME B NPELACTaBIEHHbIX JOKYMEHTaX NCYEePnbIBAOLLNX CBEAEHUNA,
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KOTOpPbIE€ AOJKHbI ObITb OTPaXKEHbI B HUX.

101. B TeyeHmne oaHoro paboyero gHa co AHS NOANUCAHNS

AVpeKTopoM [lenapTamMeHTa pelleHns o Bblaye 3af4aHns Ha NpoBefeHmne
3KCMNEepTU3bl, 3aJaHNe N AOKYMEHTHI, YKa3aHHbIe B MyHKTe 17
ALMWHUCTPATUBHOIO perjiaMeHTa, HanpasJifloTCSA B SKCNEPTHOE yYpexxaeHume.
102. Mpn NPUHATUN PELLEHNS O NPOBEAEHNIN SKCMEPTU3bI, YKa3aHHOW B
nyHKTe 99 AODMUHUCTPATUBHOIO perfameHTa, nam ob oTkase B NpoBeAeHNN
TaKoW 3KCNepTu3bl B Te4eHme ogHoro paboyero gHA Co 4HA NoAnNUcaHns
pelleHnsa gupekTopomM [lenapTamMeHTa 3asBUTENb YBEAOMASETCS B MUCbMEHHOM
BMLE O MPUHATOM peLleHuu.

PelueHne 0 NpoBeAEHNN 3KCMEPTU3bl AN 06 0TKa3e B MPOBEAEHUN
3KCNEepTU3bl BpyYaeTCs 3a8BUTES0 UK YNOJHOMOYEHHOMY NMPeacTaBUTEeNto
3a58BUTENA B NOMELLEHNN, B KOTOPOM NPefoCTaBAseTCa rocyaapCTBEHHan
ycnyra.

YBefoMeHne 0 MPMHATOM PELUEHUN HanpaBaSeTCs 3a9BUTEN0

nocpeacTBoM UHGPOPMaLMOHHO-KOMMYHUKALMOHHBLIX TEXHONOMNIA Ha OCHOBAHWUN
NHOPMaLUN O MPUHATOM pPEeLLEeHNN, pa3MeLLEHHON Ha NopTasie No Be4EHMIO
roCyfapCTBEHHOMO peecTpa SIeKapCTBEHHbIX CPeACTB B hOPMeE 3/1eKTPOHHOr 0
LOKYMeHTa.

103. MpenocTaBneHme 0bpa3LioB JIeKAaPCTBEHHOIO NpenapaTa B C/lyyae
NPUHATMA PELLEeHNSA 0 NPOBEAEHNN SKCNEPTU3bl KaYeCTBa JIEKAPCTBEHHOI O
cpencTBa v noayvyeHme obpasLoB IeKapCTBEHHOro NpenapaTa 3KCNepTHbIM
yuYpexaeHneM ocyLLecTsisaeTcs B Nopsaake, yCTaHOBIEHHOM NyHKTOM 50
ALMWHUCTPATUBHOIO perfiaMeHTa.

104. [lokymeHTbl, cogepxxalimecs B perucTpaLnoHHOM JOCbe U

NOCTYNUBLLME B 3KCMEPTHOE yYpeXaeHne 419 OCYLLECTBIEHNSA UX IKCNEepPTU3bl
B LeNAX NOATBEPXKAEHMNSA FOCYAAaPCTBEHHON perncTpaunm 1eKapCTBEHHOIO
npenapaTa, noanexaT Bo3BpaTy B MMHUCTEPCTBO OAHOBPEMEHHO C
3aKJIl04EHNEM Mo pe3yibTaTaM NPOBELEHHON KCMEPTM3bI.

105. B geHb nocTynneHns B [lenapTaMeHT 3aKI04EHNSA SKCNEPTHON
opraHu3auuny No pesysbTaTaM NPOBEAEHHON 3KCNEePTW3bl, YKa3aHHON B
NyHKTe 99 AOAMUHUCTPATUBHOIO perjiamMmeHTa, HavyasibHUK OTAes1la Ha3HavaeT
OTBETCTBEHHOI0 UCNOJIHUTENSA MO PACCMOTPEHNIO JOKYMEHTOB.

106. OTBETCTBEHHbI NCMOAHUTENL B Te4eHNe ABYX paboynx gHen co

[HA CBOEro Ha3HaYyeHus:

1) ocylecTBASAET OLEHKY pe3y/ibTaTOB 3KCMEePTN3bl OTHOLIEHWS

0XXNAAEeMOIN NOJIb3bl K BO3MOXHOMY PUCKY NPUMEHEHWNS NeKapCTBEHHOM0
npenapaTa, a TakXXe 3KCNepTU3bl KayeCTBa JIEKapCTBEHHOIo CpeacTBa,
NPOBOANMON B CJly4ae BHECEHNSA N3MEHEHW B HOPMATMBHYIO AOKYMEHTaLMIO;
2) ocbopmnseT 6eccpoyHOe perncTpaLoHHOe YO0CTOBEPEHME Ha
JIeKapCTBEHHbIV NpenapaT Mo yCTaHOBJIEHHON hopMe<8>

<8> YacTtb 1 cTtaTbu 27 ®enepasibHOro 3akoHa ot 12 anpensa 2010 r.
Ne 61-®3

3) NPOCTaBASET HOMEP PErnMCTPALVOHHOMO YA0CTOBEPEHMS

NeKapCTBEHHOr0 npenapaTa v AaTy NoATBEPXAEHUS roCy1apCTBEHHOA
PErncTpaLmny JeKapCTBEHHOrO NpenapaTa Ha CorjiacoBaHHy HOPMATUBHYHO
OOKYMEHTALMIO, UHCTPYKLIMIO MO MEANLIMHCKOMY NMPUMEHEHMIO IeKaPCTBEHHOM0
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npenapaTta 1 MakeTbl MEPBUYHON YNAKOBKK 1 BTOPMYHON (MOTpebnTensckom)
YNaKoBKW, B CJly4ae BHECEHUS U3MEHEHWN B UHCTPYKLMIO N0 MeAULINHCKOMY
NPYMEHEHNI0, HOPMATUBHYIO LOKYMEHTALMIO N MAaKETbl MEPBMYHON YNAKOBKM 1
BTOPMYHON (MOTPebuTeNnbCKOM) YNaKoBKMU.

107. B cnyyae eciv No pesyabTaTaM 3KCNepTU3 YCTaHOBJIEHO
HEeCOOTBETCTBME OTHOLUEHNS OXXNAAEMON NOJIb3bl K BO3MOXHOMY PUCKY
NpYMeHeHUs NeKkapCTBEHHOr o npenapaTa, NOATBEPXAEHNE O
roCyAapCTBEHHOW perncTpauumn JeKapCTBEHHOro npenapaTta He
NPOU3BOANTCS U FOTOBUTCS pelleHne 06 oTMeHe rocyfapCTBEHHON
perncrpaumnm neKapCTBEHHOro npenaparta A8 MeQULNHCKOro NPYMeHeHNs 1
NCKJTIOYEHUN ero U3 rocyaapCTBEHHOr0 peecTpa JlIeKapCTBEHHbIX CPeacTs.
108. B Te4yeHue aByx paboynx gHel perucTpaLoHHOe yA0CTOBEPEeHME
JIeKapCTBEHHOrO npenapaTa CoriacoBbiBaeTCA HavYalbHUKOM OTAenNa,
avpekTopom [enapTameHTa (MMUOM, ero 3ameLlaoLwMm) 1 NoANUCbIBAeTCS
YNOJIHOMOYEHHbIM 3aMmecTuTeneMm MmMHMCTPa 34paBO0XpaHEHNs POCCMINCKON
depepauymn.

109. Mpu NPUHATUM peLLeHUs 0 NOATBEPXAEHNUN rOCYyAapCTBEHHON
perncTpaumm nekapCTBEHHOrO NpenapaTa OTBETCTBEHHbIV NCMONHUTENb B
TeyeHue ogHoro paboyero AHA yBeAOMASET 3a8BUTENS B MUCbMEHHOM BUAE,
BHOCUT LaHHbIe 0 MOATBEPXAEHUN SIeKapCTBEHHOr0 NpenapaTa B
roCy[apCTBEHHbLIN peecTp JiekapCTBEHHbIX CPeACTB U nepenaeT B
JenapTaMeHT ynpas/ieHnsa gefaMu n Kagpos A1 BblAa4yu 3adBUTENO UK
npeacTaBUTENO 3a89BUTENSA perncTpaLnoHHOe YAOCTOBEPEHME U, B Cyvae
BHECEHUS U3MEHEHWI B HOPMATUBHYIO JOKYMEHTALMIO, UHCTPYKLMIO MO
MeONLUUHCKOMY MPUMEHEHNIO NeKapCTBEHHOMO NpenapaTa U MakeTbl MepBUYHON
YMaKOBKW N BTOPUYHON (MOTPebuTenbCKoM) yNakoBKK, COracoBaHHbIe
HOPMATMBHYI0 AOKYMEHTaLMIO, NHCTPYKLUMIO MO MEANLIMHCKOMY NMPUMEHEHNIO
JleKapCTBEHHOro npenapaTa v MakeTbl NePBUYHON YNAKOBKN 1 BTOPUYHOW
(noTpebuTenbLCKon) ynakoBKu.

110. [JokyMeHTbl 1 JaHHble, NpeacTaBJ/IeHHbIe 1S NOATBEPXKAEHMNA
roCyZLapCTBEHHON perncTpauum nekapCTBEHHOr0 npenapaTa, BHe
3aBUCUMOCTU OT MPUHATOrO pelleHns, nognexaTt XpaHeHunto B MuH3apase
Poccum BMecTe € COOTBETCTBYIOLLMMM 3KCNEPTHLIMU 3aKII0YEHUAMU, KOMUAMM
3aKJI04EHU 0 NPOBEAEHHbIX dKCNEepTM3ax K perncTpaLnoHHOro
yOOCTOBEPEHUS Ha JIEKAPCTBEHHbIN NpenapaT ¢ cobnogeHnem TpeboBaHmin no
obecneyeHnto KOHPUAEHLMANBHOCTU NHGOPMaLM HeCcCcpoyHo.

PaccMoTpeHMe 3asBeHNS 0 BHECEHUW U3MEHEHWI B [IOKYMEHTHI,
colepXallnecs B perucTpaLnoHHOM JOCbE Ha 3aperncTPUPOBaHHBbIi
JIEKAPCTBEHHBI NpenapaT, U NPUHATAE PELLEHUS O BHECEHUM
N3MEHEHNN B JOKYMEHTbI, COAEP>KaLLNecs B perncTpaLnoHHOM
N0CbE Ha 3aperncTPUPOBaHHbLI NEKAapPCTBEHHLI NpenapaT

111. ApMrUHUCTpaTMBHas Npouenypa "PaccMoTpeHune 3as8BneHns o

BHECEHWW N3MEHEHWI B OKYMEHThI, cofepXallnecs B perncTpaLoHHOM
[A0Cbe Ha 3aperncTpMpoBaHHbLIN NEKAPCTBEHHbIN NpenapaT, U NpUHATNe
pelleHns 0 BHECEHUN U3MEHEHUI B LOKYMEHTbI, COAEpXKaLlmecs B
perncTpaLmMoHHOM LOChbEe Ha 3aperucTpMpoBaHHbLIN IEKapCTBEHHLIN npenapaT”
OCYLLLeCTB/IAETCS B COOTBETCTBMM C HIOK-CXEMOWN CXEMOIN UCMOJHEHMNSA
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aAMUHUCTPATUBHON NpoLeypbl, NpeaycMoTpeHHON npunoxxeHmem Ne 7 K
ALMWHUCTPaATUBHOMY perjlaMeHTy.

112. OcHoBaHMeM A5 HaYaNa aAMUHUCTPATUBHON NpoLeypbl ABASETCA
nocTynneHne B MUHNCTEPCTBO 3asBJeHNS U OOKYMEHTOB, yKa3aHHbIX B
NyHKTe 18 AOMUHUCTPATUBHOIO perjamMeHTa, a TakXXe B CBA3N C
NOCTYMN/IEHNEM CBEEHN, YKa3aHHbIX B MyHKTe 18 AOAMUHUCTPATUBHOIO
pernameHTa, C UCnoJsib3oBaHMeM ELMHOro nopTana rocy4apCTBEHHBIX U
MYHULUMMANbHbLIX YCAYT (QyHKUWIA).

113. MpeacTtaBneHHoe B MUHUCTEPCTBO 3asB/IEHNE O BHECEHUM

N3MEHEHUN B LOKYMEHTbI, COAEPXKALLMECS B PErMCTPaLMOHHOM A0CHE Ha
3apernucTpMpoBaHHbIA IeKapCTBEHHbIN NpenapaT, Y LOKYMEHTbl MPUHUMAKTCS
Nno ONUCKU N perncTpupyoTca JenapTaMeHTOM yrpaBiaeHus geaaMmm n KkaLpos
B [eHb WX NOCTYMIEHNS.

Konus 3asBneHns ¢ 0OTMETKOW 0 faTe npuema, yKasaHHbIX 3a8BJeHuns

N [OKYMEHTOB, HanNpaBAsfEeTCA (BpyvaeTcs) 3a89BUTENIO.

114. 3aperncTpupoBaHHble 3asBJiIeHMe N JOKYMEHTbI B Te4eHue 04HOro
paboyero gHa HanpaBaAlTCA B [lemapTaMeHT roCcy4apCTBEHHOro
perynnpoBaHna obpallleHns neKapCTBEHHbIX CPeacTB MuHMcTepcTBa (panee -
[enapTaMeHT).

115. HavyanbHMK OTAesla B Te4EHME 04HOro paboyero gHA Co AHA

NPUHATWA 3a89BNEHNSA N JOKYMEHTOB Ha3HavyaeT U3 4ynucaa COTPYAHUKOB
oTheNla OTBETCTBEHHOIr0 UCMOJIHUTENA MO PAaCCMOTPEHUIO JOKYMEHTOB.
PaccMoTpeHvne 0OKYMEHTOB MPOM3BOSMTCS B NMOPSALKE UX NMOCTYMNIEHUS.
116. OTBETCTBEHHbIN NCMONHUTENL B TeYeHMe NATU paboynx gHen co

[IHS1 CBOEro Ha3Ha4yeHWs OCYLLECTB/IAET NPOBEPKY MOJIHOThLI U LOCTOBEPHOCTM
CBeJEHUN, copepKallmxcs B NpefcTaB/IEHHbIX 3adBMTeNeM MaTepuranax.
117. B cnyyae BbIsIBNIeHNA HELOCTOBEPHOCTU CBEAEHUI, COAep KaLLnXcs

B MpefCTaB/IEHHbIX 3asBMUTENIeM MaTeprasiaxX, OTBETCTBEHHLIN NCMONHUTENb
NoAroTaBAMBAET MPOEKT 3anpoca 06 yTOYHEHWN YKa3aHHbIX CBEAEHWN,
KOTOPBbIN COrlacoBbIBAETCA Ha4YaIbHUKOM OTAeNla U NOAMNNCHIBAETCS
AVpekTopom [lenapTaMeHTa (3amMecTuTesieM anupekTopa [lenapTaMmeHTa) B
TeyeHune ogHoro paboyero gHs.

[laHHbIN 3anpoc MoxXeT BbITb NepedaH yNoJHOMOYEHHOMY NPeaCTaBUTENIO
3a8BUTESIA IMYHO MOL pacincKy, HanpasJieH Mo noYyTe 3akas3HbIM MUCbMOM
Uy nepenaH B 31€KTPOHHOM popMe No TeNEKOMMYHUKALNOHHBIM KaHanam
CBS3W. B cnyyvae HanpaBieHUs LaHHOMO 3anpoca rno nNoyTe 3aka3HbIM
MUCbMOM OH CYUTAETCSH MOJYHYEHHbIM MO UCTEYEHUN LWECTU AHER C AaTbl
HanpaB/eHUs 3aKa3HOro NucbMa.

Co oHA HanpaB/eHUs 3a8BUTENI0 3anpoca 06 yTOYHEeHUM CBeAEHWI 4O

[AHS MOJly4eHMa 0TBETa Ha 3anpoc NPMOCTaHaBANBAETCS AeCATUAHEBHLIN
CPOK NpoBeAeHNS NPOBEPKN MOJIHOTbI U LOCTOBEPHOCTMN CBEAEHUNA,
COLEepXKaLlMxcs B NpefCTaBJ/IeHHbIX 3a8BUTENIEM MaTepuanax, u NPpUHATASA
peLleHns 0 NpoBeAeHUN IKCNEePTU3bl IEKAPCTBEHHbIX CPEeACTB B 4acTu
3KCMepTM3bl Ka4ecTBa NEKAPCTBEHHOMO CpeAcTBa 1 (1Man) aKCNepTu3bl
OTHOLUEHUS 0XKNOAEMONM M0JIb3bl K BO3MOXHOMY PUCKY MPUMEHEHMSA
JleKapCTBEHHOro npenapaTta gad MeguUMHCKOro NpUMeHeHus B Lienax
BHECEHWS U3MEHEHUIN B LOKYMEHTbI, COAEpPKaLLMecs B perncTpaymoHHOM
A0Cbe Ha 3aperncTpupPoBaHHbLIN NEKAPCTBEHHbLIN NpenaparT.
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118. Mo pe3ynbTaTaM NPOBEPKM NpeaCcTaB/IEHHbIX 3a9BUTENIEM

CBELIEHNIN OTBETCTBEHHbIN UCMOSIHATESNIb FTOTOBUT MPOEKT:

1) peweHna o Bblga4ve 3afaHnNa SKCNEPTHOMY YHPEXAEHNIO Ha
NpoBefleHNE 3KCNEePTU3bl JIEKAPCTBEHHOIO CPEACTBA B YaCTM 3KCNEPTU3bI
KayecTBa JIeKapCTBEHHOr0 CPeACcTBa U (UAK) S3KCNepPTU3bl OTHOLIEHMWS
0XXNAAeMON NOJIb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOM0
npenapaTta 415 MEAULUHCKOro NMPUMEHEHNS, KOTOpas NPOBOANTCS B C/lyYae
BHECEHWS U3MEHEHUI B OOKYMEHTbI, COAEPXKaLLMecs B perncTpaulmoHHOM
[L0Cbe Ha 3aperncTpMpoBaHHbLIN JIEKAPCTBEHHLIN NMpenapaT, B OTHOLEHWK:
a) CBeEeHWIN, YKa3aHHbIX B MHCTPYKLMW MO MEAULNHCKOMY NPUMEHEHNIO
JleKapCTBEHHOr0 npenaparTa:

JleKapCcTBeHHas popMa C YKazaHMEM HaMMEHOBaHUM U KOJINYECTBEHHOI0
COCTaBa AEeNCTBYIOWMX BELWECTB 1 KA4eCTBEHHOIO COCTaBa BCMNOMOraTe/bHbIX
BeLLEeCTB (Mpn HeobXoAMMOCTY KOJIMYECTBEHHOIO COCTaBa BCMOMOraTebHbIX
BeLLLecTB);

thapmakognHaMmKa 1 hapMakoOKUHETMKA (3@ UCKIIOYEHNEM
(hapMaKOKMHETUNKMN rOMeoNaTUYeCKMX IeEKapCTBEHHbIX NpPenapaToB U
pacTUTeNbHbIX JIEKapCTBEHHbIX NPenapaToBs);

NnoKasaHusa Oas NpUMeHeHuns;

NPOTMBOMOKa3aHUA ANA NPUMEHEHNS;

Mepbl MPeA0CTOPOXXHOCTY MPU NMPUMEHEHWNK;

yKa3aHne BO3MOXXHOCTU 1 0COBeHHOCTEeN NPUMEHEHNS NeKapCTBEHHOIO
npenapata 419 MeAUUUHCKOr0 MpUMeHeHNs 6epeMeHHbIMUN XXEHLLUHAMN,
)KEHLUHaMM B Nepunog rpyaHoro BCKapManBaHus, 4eTbMU, B3POC/bIMY,
NMEIOLWMMIN XPOHNYECKUe 3aboneBaHns;

peXXnM O03MpoBaHNs, Cnocobbl BBEAEHUS U NPUMEHEHUS, NPU
HeobXxo0aMMOCTN BpeMS NpueMa NekapCTBEHHOMO npenaparTa,
NPOLO/KUTESNIbHOCTL JIEYEHNS, B TOM YUCSIE Y AIeTEeN A0 U Noce

04HOro rofa;

BO3MO>XHble NOBOYHbIE AENCTBUSA N HEXENaTe bHbIE PeaKL N Npu
NPUMEHEHUN NIeKapCTBEHHOr0 NpenapaTa;

CMMNTOMbI NEPeLo31MPOBKM, Mepbl MO OKa3aHWIO MOMOLLM Npw
nepenosnpoBKe;

B3aUMOLENCTBUE C APYrUMU SIEKAPCTBEHHbLIMU NpenapaTtamm u (nam)
NULLEBLIMWN NPOAYKTaMU;

(hopMbI BbiMyCKa JIeKapCTBEHHOIr0 NpenapaTa;

yKa3aHue (npn HeobxoammMocTn) ocobeHHOCTeN eNCTBUS
JIEKApCTBEHHOrO NnpenapaTa Npy NepPBOM NPUEME UN NPW ero 0TMEHE;
CBEeLEHMNA 0 BO3MOXXHOM BAVSAAHUM JIeKapCTBEHHOr0 nNpenapaTta 4.4
MeONLMNHCKOro NPUMEHeHNS Ha CNOCOBHOCTb yNpaBAsTh TPAHCMOPTHbLIMU
cpencTBaMu, MEXaHU3MaMu;

CPOK FOAHOCTU M yKa3aHue Ha 3anpeT NPUMeHEHUs IeKapCTBEHHOM 0
npenapaTta Mno UCTEYEHUN CPOKa FrOAHOCTH;

YC/I0BUS XPaHEHNS;

YCJI0BUS OTMNYCKa;

6) cocTaBa eKapCTBEHHOro npenapaTta 419 MeAULUHCKOro

NpPUMeEHEHNS;

B) M3MEHEHNsI MeCTa NPOM3BOACTBA JIEKaPCTBEHHOI0 NpenapaTta 4N
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MeONLNHCKOro NPpMMEeHeHNs;
r) N3MEHeHNS NokKasaTesiel KavyecTBa JIeKapCTBEHHOMO NpenapaTa 4N4
MeONLMNHCKOro NMPMMEHEeHNS 1 (WM) MeTO40B KOHTPONIA KavyecTBa
JIeKapCTBEHHOr 0 nNpenapaTta a8 MeQULMHCKOro NPUMEHeHNS;

[) U3MEHEHUNS CPOoKa roAHOCTU SIeKapCTBEHHOr0 NpenapaTta 4n4
MeONLNHCKOro NMPpUMEeHeHNs;

e) cBeleHnn 0 HeobX0AMMOCTU BHECEHNS UHBIX N3MEHEHWI B

WNHCTPYKLUMIO MO MEANLIMHCKOMY NPUMEHEHUIO IeKapCTBEHHOr0 NpenapaTa, a
TaK)Xe B UHble JOKYMEHTbI, COAepXXallnecs B perucTpauMoHHOM 40Cbe Ha
3apernucTpMpoBaHHbIA IeKapCTBEHHLIN NpenapaT. Mpu 3TOM peLleHne o
NpoBeLeHNN IKCNepPTHN3bl KavecTBa NEKAPCTBEHHbIX CPEACTB U (1)
3KCMEepTU3bl OTHOLLIEHNSA 0XKMAAEMOW MOJb3bl K BOSMOXXHOMY PUCKY NPUMEHEHUS
JIeKapCTBEHHOr0 npenapaTa 4nas MeanLUMHCKOro NPUMEHEHUS MPUHMMAETCS B
COOTBETCTBUM C YTBEPXKLEHHON YNOJHOMOYEHHbLIM hefepasbHbIM OpraHoM
NCNOJIHNTEIbHON BIACTW KNaccndmkaumnen n3MmeHeHnin, BHOCUMBbIX B
LOKYMEHTbI, COAepXXallmecs B perncTpaLnoHHOM AOCbe Ha
3aperucTpMpoBaHHbIN IeKapCTBEHHLIN Npenapar.

2) peweHus 06 0TKase B NPOBEAEHNN 3KCMEPTU3, YKa3aHHbIX B

nognyHkTe 1 HacToAWwero NnyHkTa ALMUHUCTPATUBHOIO perfiaMeHTa.

3) peleHuns o BHeCEHNN N3MEHEHWI B AOKYMEHTbI, Cogep Kalunecs B
perncTpaLmMoHHOM LOCbEe Ha 3aperncTpMpoBaHHbLIN JIEKapCTBEHHLIN npenapar,
B C/ly4ae BHECEHUS N3MEHEHWI, B OTHOLLIEHUMN KOTOPbIX He TpebyeTcs
npoBefeHne 3KCNepTn3, YKa3aHHbIX B NOANYHKTE 1 HAaCTOALLEro NyHKTa
AOMWHUCTPATMBHOIO peraaMeHTa, nan 06 oTKase BO BHECEHUN TaKMX
N3MEHEHWNA.

119. OcHoBaHMEM N5 0TKa3a B NPOBELEHUN YKa3aHHbIX B NOAMYHKTE

1 nyHkTa 118 AODMUHNUCTPATUBHOIO perjiaMeHTa 3KCnepTus asnseTcs
npegcTaBieHne 3as9BUTENEM AOKYMEHTOB, YKa3aHHbIX B MyHKTe 18
AOMWUHUCTPATMBHOIO perjaMeHTa, B HEMOJIHOM 0bbeme, HenpeacTas/ieHne
OTBETa 3aiBMTE/IEM B TEYEHNE AEBSHOCTA Paboynx AHEN CO AHA NONyYeHUS
3anpoca MnHncTepcTBa 06 yTOYHEHMM CBELEHMWIA, HANPaBJIEHHOrO B
COOTBETCTBUU C MYHKTOM 117 AOMUHUCTPATUBHOIO persiaMeHTa, OTCYyTCTBUE
B MPeLCTaB/IEHHbIX JOKYMEHTaX OOCTaTO4YHbIX CBEAEHN, NOATBEPXK AL MNX
HeobX0AMMOCTb BHECEHNA N3MEHEHWIA, @ TaK)XXe OTCYTCTBUE NHOPMaLMK,
noaTeepxaatowen GakT ynnaTbl roOCYyAapCTBEHHbIX MNOLWIWH 3a BHECEHNEe
N3MEHEHUN B fOKYMEHTbI, COAEPXXaLLMEeCs B PErmcTpaunuoHHOM AOCbE Ha
3aperncTpMpoBaHHbIN IEKAPCTBEHHbLIV Npenapar.

120. MpoeKT peLLeHns 0 Bblgayve 3a4aHna SKCNEPTHOMY YUYPEXAEHMIO Ha
npoBefeHNe IKCNEePTU3, yKasaHHbIX B NognyHkTe 1 nyHkTa 118
ALMWHUCTPATMBHOIO perflaMeHTa, COrnacoBbIBaeTCA HavYabHUKOM OTAeNa 1
NOAMNUCLIBAETCA AUPEKTOPOM [lenapTaMeHTa (MLOM, ero 3aMeLLaloLnm) B
TeyeHue AByx paboymx oHen.

B TeyeHme onHoro paboyero gHA Co AHA NOAMUCAHNA AMPEKTOPOM
JlenapTaMeHTa peLleHns 0 Bblhaye 3ag4aHns Ha NPOBEeLEHME IKCMEPTU3bl,
3afl@aHMe 1 NpeacTaB/ieHHbIe 08 BHECEHNS U3MEHEHUN LOKYMEHTHI
HaMNpPaBAATCA B 3KCMEPTHOE yupexLeHue.

121. Mpu NPUHATUN peLleHnsa 0 NPOBESEHNN IKCMEPTU3, YKa3aHHbIX B
noanyHkTe 1 nyHkTa 118 AQMWHMCTPATMBHOIO pernaMmeHTa, Uin peleHmns ob
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0TKas3e B NPOBeAEHNN 3KCNEePTU3 3adBUTENb YBEAOMIAETCSH B MMCbMEHHON
hopMe B TeyeHue ogHoro paboyero AHA OT AaTbl NOANUCAHUS PELLEHUS
AVpekTopoM [lenapTameHTa.

PelueHne 0 NpoBeAeHNN 3KCNepTU3bl MAn 06 0TKase B MPoOBEAEHUN
3KCMNepTU3bl BPyYaeTCsa 3asaBUTEN0 UK YNOJIHOMOYEHHOMY NMpeacTaBuTeNo
3a58BUTENA B NOMELLEHNN, B KOTOPOM NPefoCTaBAseTCa rocygapCTBEHHan
ycayra.

YBefoMeHne 0 MPUHATOM PELUeHUN HanpaBsaeTCs 3a9BUTENI0

nocpeacTBOM MH(OPMALIMOHHO-KOMMYHUKALNOHHBIX TEXHONOM M Ha OCHOBaHUN
MH(OPMaLMK O MPUHATOM peLLeHnn, pa3MeLLeHHON Ha nopTane no BeAeHUI0
roCyfapCTBEHHOMO peecTpa SIeKapCTBEHHbIX CPeACTB B hOPMe 3/1eKTPOHHOM 0
LLOKYMeHTa.

122. MNpepnocTaBneHne 06pa3LIOB IeKapCTBEHHOIO NpenapaTa B C/yyae
NPUHATYA peLleHns 0 NPoBefeHNN 3KCNepTU3bl Ka4ecTBa JIeKapCTBEHHOI0
cpencTBa, YKa3aHHOM B NoanyHKTe 1 nyHKkTa 118 AODMUHNCTPATUBHOIO
pernameHTa, 1 MNoy4yeHne 3KCNePTHLIM YYpeKAeHNneM Takmx obpa3LoB
OCYLLeCTBAAOTCA B NOpsALKe, YCTAHOBJIEHHOM MyHKTOM 50
AOMUHUCTPATMBHOIO perjamMeHTa.

123. B cnyyae HefoCTaTOYHOCTM NpeAcTaB/IeHHbIX dKCNepTy

MaTepurasnoB AN Aadn 3aKa4eHns skcnepT obpallaeTcs K pyKOBOAUTEO
9KCMEPTHOr0 yYpeXAEeHNS 0 NPefoCcTaBNeHNM eMy HEOBXOAUMBbIX MaTeprasos.
PykoBoLMTENb 3KCMEPTHOro yYpexaeHus obpallaeTcs C COOTBETCTBYIOWMM
3anpocomMm B MMHUCTepPCTBO.

Mpy nocTynneHnn B MUHUCTEPCTBO 3anpoca PyKoBOAUTENS

3KCMEPTHOro y4peKAeHUs 0 NpeacTaBAeHUN HEOOXOAUMBIX ANs MPOBEAEHNS
3KCMNepTU3bl JIeKapCTBEHHbIX CPeACTB MaTepuasios, HanpaBJeHHOr o B
COOTBETCTBUM CO CTaTben 16 PepepanbHOro 3akoHa ot 12 anpend 2010 r.

Ne 61-®3, naHHbIM 3anNpoC B Te4eHNe 0AHOro paboyero AHS perncTpupyeTcs
JenapTaMeHTOM ynpasfieHUs fLenaMu 1 Kagpos v nepefaeTcs B
[enapTaMeHT.

B TeyeHne ogHoro paboyero oHSA €O OHS NOCTYMNAEHUS 3anpoca

3KCMEPTHOro y4pexaeHuns B lenapTaMeHT HaYalbHUK OTAeNa Ha3Ha4vaeT
OTBETCTBEHHOI0 UCMOJIHUTESIA N0 PACCMOTPEHMNIO AAHHOI0 3anpoca, KOTOopPbIN
B TeyeHue AByx paboymx AHeN co AHSA Ha3HaYeHUs rOTOBUT NPOEKT

3anpoca 3asBUTENIO0 0 NPeACTaBeHNN HEOBXOANMbIX MaTEPMANOB.

MpoekT 3anpoca 3as8BUTESII0 COrJIaCoBbIBAETCA Ha4asIbHUKOM OTAeNa U1
noAnuceiBaeTCA AUPEKTOpOoM [lenapTaMeHTa (3amecTuTenemMm gupektopa
JlenapTamMeHTa) B Te4eHme oaHOro paboyero aHs.

3anpoc MmoxeT bbITb NepefaH ynoJHOMOYEHHOMY MpeacTaBuTeNto
3a59BUTENA IMYHO NOL PacnUCKy, HanpasJ/eH no noYyTe 3aka3HblM NMUCbMOM
1nn nepenaH B 3IEKTPOHHON hopMe MO TeNeKOMMYHUKALMOHHBIM KaHalaM
CBA3U. B cnyyae HanpaBfiieHUsa AaHHOr0 3anpoca no noYTe 3aka3HbIM
MMCbMOM OH CHMTAETCA NOAYYEHHbIM N0 UCTEYEHUN LWECTU AHEN C AaThbl
HanpaBJIeHNS 3aKa3HOro NuncbMa.

OTBeT 3aaBUTesA Ha 3anpoc MUHUCTEPCTBa perncTpupyeTcs
JenapTaMeHTOM ynpasJieHNs LenaMu 1 Kagpos v nepepaetca B [lenapTamMeHT
B TeYeHne o4HOro paboyero fHA CO AHSA €ro NoCTynaeHns.

B TeyeHne ofHOro paboyero gHA CO AHA NOCTYNaeHUs B [lenapTamMeHT
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OTBETa 3anBMTeNA Ha 3anpoc MUHUCTEPCTBa HaYvalbHUK OTAesla Ha3HavYaeT
OTBETCTBEHHOIr0 UCMOJIHUTENA N0 PAaCCMOTPEHUIO OTBETA 3asBUTENS,
KOTOpPGLIN B TeyeHne aByx paboynx gHen co AHS Ha3Ha4YeHMs FOTOBUT

NPOEKT COMPOBOAMTENBHOIO MUCbMa B 3KCMEPTHOE YUYpexaeHue, ¢
NpuiIoXKeHNeM K HeMy OTBeTa 3asaBMTeNs Ha 3anpoc MuHucTepcTaa.

MpoeKT conpoBOAMTENBHOIO MUCbMa B 3KCMNEPTHOE YUYpexaeHue ¢
NpuioXKeHneM OTBeTa 3afBUTESA COrlacoBbIBAETCA HaYaIbHUKOM OTAena,
NnoANMCbIBaeTCA AUPEKTOPOM [lenapTaMeHTa (3amecTuTenem gupektopa
JlenapTaMeHTa) 1 HanNpaBAsSETCA B IKCNEPTHOE yYpexxAeHne B Te4eHme AByX
paboyunx oHen.

B cnyyae HenpefCTaBneHNs 3asaBMTeNeM O0TBETa Ha 3anpoc

MuHWCTepCTBa MO NCTedeHUn gessHocTa paboynx gHen MUHUCTEPCTBO B
TeyeHune nNATK pabounx AHEe HanpaBAsSET B IKCMEPTHOE yYpexXaeHmne
yBe[oMJIeHMe 0 HenpeacTaBleHUn 3asBUTeIeM 0TBETa Ha 3anpoc.

124. IoKyMeHTbl, MOCTYNMBLUNE B IKCNEPTHOE yyYpexaeHne oS
OCYLLEeCTBJIEHNS UX SKCNEepTU3bl B LLeNAX BHECEHNS U3MEHEHUI B JOKYMEHTHI,
cofepxxalimecsa B perncTpaLMoHHOM [0CbE Ha 3aperncTpUpOBaHHbI
JleKapCTBEHHbIV NpenapaT, NoanexaT Bo3BpaTy B MMHUCTEPCTBO
OLHOBPEMEHHO C 3aKJII04YEHMUAMU COOTBETCTBYIOLLMX SKCNepTus.

125. 3akno4eHne N JOKYMEHTbI, MOCTYMMUBLUME OT 3KCNEPTHOr0

yupexaeHus B MMHUCTePCTBO, PErncTpupyoTca lenapTaMeHToOM ynpasieHus
LenaMu U KafpoB 1 B fieHb UX MOCTYrJeHus nepegaTcs B lenapTamMeHT.
126. B TeyeHne oaHoro paboyero gHa Co AHS NOCTYMNNIEHUS B

[lenapTaMeHT 3aKJIl4eHNS SKCNEPTHON OpraHu3aLmMm 4OKYMEHTOB HavalbHUK
OTAena Ha3Ha4vaeT OTBETCTBEHHOI0 UCMOMHUTENS MO X PAaCCMOTPEHMIO.
127. OTBETCTBEHHbIN UCMONHUTENb B Te4eHne Tpex paboyunx gHewn co

[AHA CBOEro Ha3Ha4yeHMA No pe3ybTaTaM 3KCNepPTU3, YKa3aHHbIX B
noanyHkTe 1 nyHkTa 118 AGMWHMCTPATUBHOIO pernaMeHTa:

1) FOTOBUT NPOEKT PeLIeHUs 0 BHECEHUN U3MEHEHWI B OKYMEHTHI,
copep)xalimecs B permcTpaunoHHOM 40Cbe Ha 3aperncTpUpPOBaHHbIN
NeKapCTBEHHbIN NpenapaT, nan 06 0TKase BO BHECEHWUUN TaKUX U3MEHEHUN C
yKa3aHMeM NpUYnH 0TKa3a;

2) B C/ly4ae, ecsin BHOCMMbIE U3MEHEHUS 3aTparnBaloT CBedeHNs,

YKa3aHHble B perncTpaLoHHOM yA0CTOBEPEHUN Ha NEKAPCTBEHHbIN
npenapart, oopMSIseT HOBOE permcTpauLMoHHOe yO0CTOBEpEeHne
NeKapCTBEHHOro NpenapaTa no yCTaHOB/IEHHON hopMe<9>;

<9> YacTb 1 cTaTbu 27 ®PefepasibHOro 3akoHa ot 12 anpensa 2010 r.
Ne 61-03

3) NpoCTaB/ISIET HOMEP PErNCTPALMOHHOIO yA0CTOBEPEHUS

JIEKApCTBEHHOrO npenapaTa 1 AaTy NPUHATUSA PELLUEHUS O BHECEHUN
N3MEHEHUN B OOKYMEHTbI, COAEPXALLNECS B PEFNCTPALMOHHOM A0Chbe Ha
3apernucTpuMpoBaHHbIA IeKapCTBEHHbIN NpenapaT, Ha CorJlacoBaHHbIe
N3MEHEHUS B HOPMATUBHYIO OOKYMEHTaLUMNI0, MHCTPYKLMUIO MO MEAULMHCKOMY
NPUMEHEHNIO JIEKAPCTBEHHOMO NpenapaTa U MakeThbl NEPBUYHON YNAaKOBKU 1
BTOPMYHON (NOTPebuTenbCKoM) yNnakoBKK, MpU yCIOBUN BHECEHMNS
N3MEHEHUN B HUX.

128. OcHoBaHMEM 415 0TKa3a BO BHECEHUU U3MEHEHUI B LOKYMEHTHI,
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coaep)kalmecs B permcTpaumnoHHOM JOCbE Ha JIEKapCTBEHHbIN NpenaparT,
ABSAETCA 3aK/4YeHne MUHNCTEPCTBA O BO3MOXHOCTU CHUXEHUSA
6e3onacHOCTY, KavecTBa, INHEKTUBHOCTY JIEKAPCTBEHHOIO CPeACTBa B
C/ly4ae BHECEHUS U3MEHEHUSA TaKNX M3MEHEHWI.

129. MpoeKT peLweHns 0 BHECEHUN U3MEHEHUIN B LOKYMEHTHI,

copep)Kalmecs B permcTpaunoHHOM JOCbe Ha 3aperncTpMpoBaHHbIN
JIEKapCTBEHHbIV NpenapaT uan 06 0TKa3e BO BHECEHWUM TaKUX U3MEHEHUN, B
TeyeHue Tpex paboymx gHEN COrnacoBbIBAETCA HavYalbHUKOM OTOEeNa U
NOAMUCLIBAETCS ANPEKTOPOM [lenapTaMeHTa (NMLOM, ero 3aMeLaoLLnm).
PerncrtpaunoHHoe yooCTOBEepeHMe SIeKapCTBEHHOrO npenapaTa, oopMasemMoe
B C/ly4ae, yKa3aHHOM B nognyHKTe 1 nyHKTa 118 AOMUHUCTPATMBHOIO
pernameHTa, NoANMCbIBAeTCS YNOJIHOMOYEHHbLIM 3aMecTuTesieM MuHucTpa
3[paBooxpaHeHns Poccunckon Gepepauum.

130. OTBETCTBEHHbIN NCMONHUTENb B TEYEHNE ABYX paboynx aHen

nocsie NoANUCaHNa AMpPeKTopoM [lenapTamMeHTa peLleHns 0 BHeECEHUN
N3MEHEHUN B LOKYMEHTbI, COAEPXaLLNeCs B PerncTpaLmMoHHOM 4OCbe Ha
3apernucTpMpoBaHHbIA JIeKAPCTBEHHLIN NpenapaT, BHOCUT B FOCY4apCTBEHHbI
peecTp NeKAPCTBEHHbIX CPECTB HEOOXOANMbIE N3MEHEHUS U NepeaaeT B
[lenapTaMeHT ynpaBfiieHnsa AeNaMn U KaapoB pPeLleHNe 0 BHECEHUN N3MEHEHWI
B IOKYMEHTbI, COOEPXaLLMeCs B PErncTpaLMoHHOM J0Cbe Ha
3aperncTpMpoBaHHbIN IEKAPCTBEHHbIM NpenapaT, CornacoBaHHble N3MEHEHMSA
N perncTpaumoHHoe yaocToBepeHne (Npy Hanu4ymm) ans Bblgavyn 3as8BUTENIO.
131. Mpy NPUHATUN PELLEHNS O BHECEHNN N3MEHEHWI B OKYMEHTHI,
copepxallmecs B permcTpaunmoHHOM AOCbEe Ha 3aperncTpUpPOBaHHbIN
JIeKapCTBEHHbI NpenapaT, uan 06 0TKa3e BO BHECEHUW TaKUX M3MEHEHWIA
3a8BUTESIb YBEOOMASAETCS O MPUHATOM pPeLleHNN B MMCbMEHHON hopmMe B
TeyeHne ogHoro paboyero 4HA CO OHA MNOAMMCAHUSA PELLUEHNS LUPEKTOPOM
HdenapTameHTa.

YBe4OMIEHNE O MPUHATOM PELUEHUN MOXXET BbITb NOY4YEHO 3adBUTENEM
nocpeacTBoOM UH(POPMaLNOHHO-KOMMYHUKALMOHHBLIX TEXHONOMNIA Ha OCHOBAHNN
NMHOPMaLUK O MPUHATOM peLLEHUN, Pa3MELLEHHON Ha NopTaJsie No BEAEHMIO
rocy1apCTBEHHOIr0 peecTpa JIeKapCTBEHHbIX CPeACTB B (DOPME 3/IEKTPOHHOI0
LOKYMEHTa B AeHb NOANNCaHNSA peLleHuns.

132. PelleHmne 0 BHECEHUN U3MEHEHUI B JOKYMEHTbI, COAEPXKaLLMeCs B
perncTpaLmMoHHOM 40CbEe Ha 3aperucTpMpOBaHHbLIN IEKAPCTBEHHLIN nNpenapaTt
C NPUIO)KEHNEM COracOBaHHbIX U3MEHEHUN B OKYMEHTbI, COAEPXKaLLMeCs B
pPerncTpaLmMoHHOM A0Chbe Ha 3aperncTpMpoBaHHbLIN JIEKapCTBEHHLIN NMpenapar,
nnn 06 0TKa3e BO BHECEHUWN TaKMUX N3MEHEHU BPYYaETCs 3aABMTENO UK
YNOJIHOMOYEHHOMY MPeACcTaBUTENIO 3a59BUTENA B MOMELLEHNN, B KOTOPOM
npegocTaBAseTCA roCyAapCTBEHHAdA ycayra.

PaccMoTpeHue 3asB/IEHUS 0 BHECEHUN N3MEHEHWI B JOKYMEHTHI
Ha hapMaLeBTUYeCKyt cybCcTaHUMI0, MPON3BEAEHHYIO A9
peann3aunm 1 BKAIOYEHHYIO B rOCYAaPCTBEHHbLIN peecTp
JIEKApPCTBEHHbIX CPEACTB, U MPUHATUE PELLUEHUS O BHECEHUN
TaKMUX NU3MEHEHUN

133. ApMUHMUCTpaTMBHas Npouenypa "PaccMoOTpeHmne 3as8BNeHUs 0
BHECEHWW N3MEHEHWI B JOKYMEHThI Ha hapMaLeBTUYeCcKyto cybcTaHuuio,

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru

Ctp. 41 n3 57



NPOM3BELAEHHYIO NS peann3aunn 1 BKIKYEHHYIO B FOCYAapCTBEHHbIN peecTp
JIeKapCTBEHHbIX CPEACTB, U MPUHATUE PELUEHUS 0 BHECEHUN TaKnX
N3MEHEHUN" OCYLLeCTBAAETCS NPU NOCTYNAeHUN B MMHNCTEPCTBO 3aABJIEHUS
0 BHECEHUMN U3MEHEHMIN B OKYMEHTbI Ha (bapMaLleBTUYeCKyo CyBCTaHUuIo,
NPOU3BELEHHYIO /15 peann3aLny N BKIKYEHHYIO B FOCYAapCTBEHHbIN peecTp
JIeKapCTBEHHbIX CPEACTB, C MPUIOXKEHNEM LOKYMEHTOB, YKa3aHHbIX B MyHKTe
19 AODMUHUCTPaTUBHOIO peryiiaMeHTa.

134. BHeCeHne N3MeHEHN B IOKYMEHTbI Ha hapMaLEeBTUYECKYIO
cybCcTaHuuMIo, NPOM3BEEHHYIO A5 PEANN3ALINN N BKJTIOYEHHYIO B
roCyLapCTBEHHbIA peecTp JieKkapCTBEHHbIX CPeACTB, OCYLLEeCTBNAETCS B
nopsake, yCTaHOBJIEHHOM NMyHKTaMn 113 - 132 AOMUHNCTPATUBHOIO
pernaMeHTa.

OTMeHa rocyapCTBEHHO perncTpaLmmn NeKapCTBEHHOr o NpenapaTa
1 UCKJItOYEHWE NIeKAapCTBEHHOO NpenapaTa M3 rocy1apCTBEHHOM o
peecTpa IeKapCTBEHHbIX CPEACTB

135. AgMmnHnCcTpaTMBHas Npouenypa "OTMeHa rocyaapCTBEHHOM
perncrpaumm neKapCTBEHHOro npenapaTta U UCKoYeHe NeKapCTBEHHOM 0
npernapaTta 13 rocyjJapCTBEHHOI0 peecTpa JIeKapCTBEHHbIX CPeACTB" B
paMKax npefocTaBeHnsa roCcyAapCTBEHHOM YCAYr OCYLLEeCTBAAETCA B
cnyvae nojayun gepxxartesemMm Uaun Bnagesblem perucTpaumoHHoro
YA0CTOBEPEHMA NIeKapCTBEHHOI0 NpenapaTta Uan ynosHOMOYEHHbIM UM
IOPUANYECKMM NNLLOM 3a51BIeHNS 06 OTMEHe roCyAapCTBEHHON perncTpaumm
JIeKapCTBEHHOrO npenapaTa (fanee - 3aasneHne 06 oTMeHe).

136. MNpu nocTynneHnn 3asBaeHns o6 oTMeHe anpekTop [lenapTaMeHTa

B TeYeHve oHoro paboyero AHA Ha3Ha4yaeT OTBETCTBEHHOIO UCMONHUTENS
3a ero paccMoTpeHue.

OTBETCTBEHHbIN NCMONHUTENb B TEYEHNE NATU paboymnx OHeN
paccMaTpuBaeT 3asaBsieHne 06 0OTMEHE 1 FOTOBUT MPOEKT pelleHmns 06
OTMEHe rocyapCTBEHHOWN perncTpaLmm neKapcTBEHHOr0 npenapaTa u
NCKJTIOYEHUN JIEKaPCTBEHHOI 0 npernapaTta U3 rocyjapCTBEHHOr0 peecTpa.
137. MNpoeKT pelweHns 06 0TMeHe rocyaapCTBEHHOWN perncTpauum
JleKapCTBEHHOr0 npenapaTa 1 UCKII0OYeHUN JIeKapCTBEHHOr 0 npenapaTa 13
roCyAapCTBEHHOM0O peecTpa SIeKapCTBEHHbIX CPEACTB B TeYEHMe NATH
paboynx OHEN CornacoBbIBAeTCA C Ha4YabHUKOM OTAENa, AUPEKTOPOM
[lenapTamMeHTa 1 NOAMNUCLIBAETCSA YNOJHOMOYEHHbIM 3aMecTuTenem MnuHncTpa
3[paBooxpaHeHns Poccunckon ®epepauuu.

138. B TeyeHue Tpex paboynx oHen ceegeHnsa 06 oTMeHe

roCyfapCTBEHHOW perncTpauumn JeKkapCTBEHHOro npenapata U UCKIKYeHnm
JleKapCTBEHHOr0 npenapaTa 13 rocyLapCTBEHHOro peecTpa JiekapCTBEHHbIX
CpeacTB pa3MellanTcsa Ha odrumnanbHOM cante MMHNCTEpPCTBa.

139. Mpu NpuHATUM peLwleHns o6 0TMeHe rocysapCTBEHHOW

perncTpaumm neKapCTBEHHOro npenapaTa U UCKI0YeHUN 13
roCy[apCTBEHHOMO peecTpa JIeKapCTBEHHbIX CPeACTB COOTBETCTBYIOW AN
3anncb O JIekapCTBEHHOM MpernapaTte Npon3BoAUTCA B rOCYapCTBEHHOM
peecTpe SieKapCTBEHHbIX CPeACTB B CPOK, HE MPEBbILLAOLLMA OOHOMO
paboyero oHA CO AHSA NPUHATUSA TaKOro peLleHuns.

WckntoveHne hapMaLLeBTUYECKON CyBCTaHLMmM, MPOn3BEIeHHON ANis
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peanusauumn, n3 rocy1lapCcTBeHHOro peecTpa AeKapCTBEHHbIX
CPeACTB 415 MeAULIMHCKOro NpYMeHeHMns

140. ADMUHMCTpaTMBHasA npouenypa "MicknioyeHne apmMaLeBTUYeCKON
cybCcTaHuMW, Npon3BEAEHHON AN1A peann3aLmnm, u3 rocy1apcTBeHHOro
peecTpa JIeKapCTBeHHbIX CPeACcTB AN MeAULUHCKOro npumMmeHeHmsa"
OCYLLEeCTBAAETCA B C/lydae nofaym pa3paboTyMKOM NeKapCTBEHHOMO
CpeLCTBa WU NPON3BOANTENEM SIEKaPCTBEHHOIO CpeacTBa imbo
YNOAHOMOYEHHbBIM UMW APYTUM HOPUANYECKUM JIMLLOM 3a58BJeHNS 06 NCKYeHUN
13 roCyAapCTBEHHOr0 peecTpa JiekapCTBeHHbIX CPeACcTB papMaLleBTUYeCKON
cybcTaHumm, nponsBeneHHON 4Na peannsaunm (ganee - 3aseneHune ob
NCK0YEHUN).

141. Mpu nocTynneHnn 3aaBneHns 06 NCKIYeHNN GUPEKTOP
[llenapTamMeHTa B Te4eHue ofHoro paboyero HA Ha3HavyaeT OTBETCTBEHHOMO
NCNOMHNTENS 3a PaCCMOTPEHME 3asBSIeHNS 06 NCKIYEHNN.

142. OTBETCTBEHHbIA UCMOMHUTEb B TeYeHre NaTu paboynx gHen
paccMaTpuBaeT 3asBsieHne 06 UCKYEHNN 1 TOTOBUT MPOEKT peLueHns 06
NCK0YeHUN (hapMaLeBTUYeCKOn CybCcTaHuUK, Npon3BeaeHHON Ans
peanunsaunun, U3 rocyfapCTBEHHOI0 peecTpa NeKapCTBEHHbIX CPeACTB.

143. MpoeKT pelweHns 06 ncknoyeHnn hapMaLeBTUYeCKON cybcTaHLmK,
Npou3BeleHHON AN peannsauum, U3 rocyaapCcTBEHHOro peectpa
NeKapCTBEHHbIX CPEACTB B Te4YeHne nNaTu paboynx AHeN CoriacoBbIBaeTCs C
Ha4aJIbHUKOM oTAesa, AMpeKTopoM [enapTamMeHTa M NOAMUCHIBAETCA
YMO/HOMOYEHHbIM 3aMecTuTeneM MUHUCTPa 34paBOOXPaHEHUs PoCCUnCKO
®epnepaumm.

144, B TeyeHmne Tpex paboymx oHen ceefeHnsa 06 NCKAYeHnm
hapMaLeBTNYECKON cybCTaHLU MK, NPOVU3BEAEHHON ANs peann3auum, nus
rocyfapCTBEHHOro peecTpa JIeKapCTBEHHbIX CPeACTB pa3MeLLalnTca Ha
oduumanbHOM canTe MuHMCTEpCTBa.

145. Mpu NpuHATHUK peLleHns 06 CKNoYEHNN hapMaLeBTMYECKO
cybcTaHUMW, NPon3BELEHHON A4 peann3aLmm, u3 rocygapcTBeHHOro
peecTpa JIeKapCTBEHHbIX CPeACTB COOTBETCTBYIOLLAA 3anncb NPOU3BOANTCSH B
rocyfapCTBEHHOM peecTpe /leKapCTBEHHbIX CPEACTB B CPOK, He
npeBbILIaoWNiA 04HOr0 paboyero HA CO AHSA NPUHATUSA Takoro peLueHus.

Bbigaya ny6avkaTa perncTpaLmoHHOro yAoCTOBEPeHMs
NeKapCTBEHHOr o Mpenapata

146. AoMMHMUCTPaTMBHaA npoueaypa "Boigaya aybnukata

perncTpaLMoHHOro yaooCTOBEpeHUs JleKapCTBEHHOro npenapaTa”
OCYLLECTBNAETCA B COOTBETCTBUM C BIOK-CXEMOIN UCMONHEHMNS
aAMUHUCTPATUBHOWN NpoLesypbl, NpeaycMoTpeHHON npunoxxeHmem Ne 9 K
ALMUHUCTPATMBHOMY perjiaMeHTy, B C/ly4ae nofadv gepxxatesnem uiu
B/lajesibLeM perncTpaumoHHOro ya0CToBepeHns NeKapCTBEHHOr0 npenapaTta
WA YNOJIHOMOYEHHOr0 UMY APYroro opuANYecKoro auLa 3asasieHuns,
YKa3aHHOro B NyHKTe 21 AAMUHMUCTPATUBHOIO perjamMeHTa.

147. B cnyyae yTpaThbl UM MOBPEXAEHMA PErNCTPaLMOHHOIO

YLOCTOBEPEHUA JIeKapCTBEHHOr0 NpenapaTa MUH3apaB OCYLLEeCTBASAET Bblaayy
oybnukaTa B CPOK, MPeAyCMOTPEHHLIN NOAMNYHKTOM 9 nNyHKTa 12
ALMUHUCTPaTUBHOIrO PernameHTa.
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OybnnkaT perncTpaumoHHOro yaoCcToBepeHns ohopMaseTca no
yCTaHoB/eHHON hopme<10>, c oTMeTKon "AybnukaT oT faTa".

<10> YacTb 1 cTaTby 27 ®efepansHOro 3akoHa oT 12 anpens
2010 r. Ne 61-03

148. MNpepacTaBneHHoe B MMHUCTEPCTBO 3a8BJIEHNE O Bblaaye

Aybnvkata perncTpaumoHHOro yaoCTOBEPEHMS IEKAPCTBEHHOIO NpenapaTa
NPUHMMAETCA W perncTpupyroTcs [lenapTaMeHTOM ynpassieHua gefiamun un
KaApoB B AeHb UX NOCTYMNIEHUS.

Konus 3asBaeHnsa C OTMETKOW 0 AaTe npueMa HanpaBnseTcs

(Bpy4aeTcs) 3aaBMTENIO.

149. 3aperncTprnpoBaHHOe 3asaB/eHne B Te4eHne 0aHoro paboyero

AHA HanpasaseTcs B [lenapTaMeHT roCy4apCTBEHHOrO peryJiMpoBaHns
obpalleHnsa NekapcTBeHHbIX CpeacTB MnHUCTepPCTBa (fanee - lenapTamMeHT).
150. HavanbHUK oThena B Te4eHue ogHoro paboyero oHsA Co gHA

NPUHATNA 3a9BJI€HNSA Ha3HAYaeT M3 YnCia COTPYLHNKOB oTAena
OTBETCTBEHHOIr0 UCNOJHUTENSA MO PaCCMOTPEHMIO 3asaBIEHNUS.

151. OTBETCTBEHHbIN UCMOJSIHUTESb B TEYEHUE BOCbMU pabovnx aHen

CO [HS CBOEro Ha3Ha4vyeHms:

1) rotoBuT NpoekT aybamkaTa perncTpaunoHHOr0 yA0CTOBEPEHUS
JIeKapCTBEHHOrO npenapaTa, KOTOPbIN COrnacoBbiBaeTCs Ha4yaibHUKOM
oTAena n ANpekTopom [lenapTaMeHTa (1MLOM, ero 3aMeLLalowmm) un
NoAMNUCbIBAaETCA YNOJHOMOYEHHbIM 3aMecTuTeneM MUHUCTpa 34paBoOXPaHEH NS
Poccuickon ®epepaumu;

2) nepepaeT B [lenapTaMeHT ynpaBaeHns genaMu n Kaapos 4as

BblAa4u Oep>KaTesto Uan Bnagesbly permcTpaunoHHoOro yaocToBepeHms
JleKapCTBEHHOro npenapaTta Uian yrnosHOMOYEHHOMY UMW OPYrOMYy
IOpUANYECKOMyY Nuuy Ayb6aMKaT perncTpaLmnoHHOro yaoCTOBEPEHMNS
JleKkapCTBEHHOr o0 npenapaTa.

IV. ®opMbl KOHTPOAA 3@ NPeLOCTaBAEHNEM FrOCYLaPCTBEHHON YCayri

MopsA0K OCYLLECTBAEHNS TEKYLLErO KOHTPOS 3a CobIloAeHNEM U
NCNOSIHEHNEM OTBETCTBEHHbLIMU LO/HKHOCTHBIMU INLLAMUN MOSIOXKEHWIA
AOMWHNCTPATMBHOIO PErslaMeHTa 1 NHbIX HOPMATUBHbLIX MPABOBbIX
aKTOB, YCTaHAB/MBaAKOLWMX TpeboBaHMs K NpefoCTaBIeHIO
rOCYLapCTBEHHON YCAYrK, a TakXKe NPUHATUEM UMM PELLEHWIA

152. TeKyLWwuin KOHTPOJb 3a cobnogeHnem nopsiaka npeaocTaBaeHns
rocyfapCTBEHHON YCAYTW, NMPUHATUEM PELLEHUI LOJIKHOCTHLIMU AnLaMK
MuHNCTepCTBa OCYLLLECTBISETCS NOCTOAHHO B MpoLlecce oCyLeCTBIeHNS
aMUHUCTPATUBHbLIX MpoLeayp, B COOTBETCTBMU C YCTAaHOB/IEHHbLIMU
AOMUHUCTPATMBHBLIM PErNaMeHTOM COAEP)XaHNEM OENCTBUMA U CPOKAMK NX
OCYLLLeCTBJIEHUSA, @ TaKXXe NyTeM NpoBefeHNs NPOBEPOK UCMOJIHEHMSA
NOSIOXKEHUN AOMUHNCTPATUBHOIO perjiaMeHTa, MHbIX HOPMaTUBHBIX MPaBOBbIX
akToB Poccuinckon ®epepaumn.

153. KOHTpOJ1b 3@ UCMONHEHNEM aAMUHUCTPATUBHBIX NpoLlesyp npwu
npenocTaBeHNN rOCYAapCTBEHHON YCAYr OCYLLECTBAAETCA AOJHKHOCTHLIMU
Jmuamn MuHUCTEpPCTBA, OTBETCTBEHHbLIMU 3@ OpraHM3aLuno paboTsl No
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NpPenoCTaBNEHMIO FOCYIAapPCTBEHHON YCNYTIA.

nOpH,D,OK N NepnoaondHoOCTb OCyLWEeCTB1IEHNA NJTIAHOBBLIX

1 BHEMJIAHOBbIX NMPOBEPOK MOJIHOTHLI U Ka4yecTBa NpefoCcTaBleHNS
roCyZLapCTBEHHOM yCayru, B TOM YMcie Nopsaaok n popMbl
KOHTPOJ1S 3@ MOJIHOTOW 1 Ka4eCTBOM MpeaoCTaB/eHuns
roCyapCTBEHHON YCYyrn

154, KOHTPOJIb OCYLLLECTBJISETCA NYTEM NPOBEAEHNSA 0,0JIIKHOCTHLIMU
nmuamn MnHNCTEpPCTBa NPOBEPOK CoBNOAEHNSA N UCMONHEHNSI OTBETCTBEHHbLIMU
AOMKHOCTHBIMW MLaMn MUHUCTEPCTBA MOJIOXKEHNA HAaCTOALLEro
AOMWUHNCTPATMBHOIO pPerjaMeHTa, HOpMaTUBHbIX NMPaBOBbLIX akTOB Poccuinckon
depnepauymm.

I'Iepmonquoc:Tb OCyLeCTBNeHNA KOHTPONA YyCTaHaB/IMBaeTCA MVIHI/ICTpOM
34paBooxpaHeHus Poccuiickon Gegepaunn.

155. B MuHucTepcTBE NPOBOAATCS MNJIAHOBbLIE U BHEMJIAHOBbIE NMPOBEPKU
MOJIHOTbI M KaYyeCTBa UCMOIHEHMNSA FOCY AAPCTBEHHON YCYTU.

Mpy npoBeaeHUN NIaHOBOW NPOBEPKM MOTYT pacCMaTPUBATLCS BCE
BOMPOChI, CBA3aHHbIE C UCMOJIHEHNEM roCYyLapCTBEHHON YCNyrin
(KOMMIeKCHbIE MPOBEPKM), AW BOMPOCHI, CBA3aHHbIE C MCMOSIHEHWEM TOW
NN NHOM agMUHUCTPATMBHOWN Npoueaypbl (TEMaTUYeCcKne NPoBEpPKM).
BHennaHOBbIe NPOBEPKU NPOBOASATCS MO KOHKPETHOMY 0bpalleHunto
(>xanobe) rpaxaaH n IPUANYECKNX NNLL.

MeprnoanMYHOCTb OCYLLLECTBEHNS NAAHOBbLIX MPOBEPOK YCTaHaBANBAETCS
MuHnCTpOM 34paBooxpaHeHmnsa Poccuinckon ®epepaumm.

[naHoBble N BHEMIAHOBbIE MPOBEPKN NPOBOAATCA Ha OCHOBaHUN
npvkasos MnHucTepcTBa.

156. Mo pe3ybTaTaM KOHTPOJS, B C/Iy4ae BbISBJAEHUS HAPYLLIEHWI

npaB 3asBUTENEN, BUHOBHbIE JMLIa NPUBJIEKAIOTCA K OTBETCTBEHHOCTH,
yCTaHOBJIEHHOW 3aKoHOA4aTeNbCTBOM Poccuinckon ®egepauum.

OTBETCTBEHHOCTb AO/IKHOCTHbIX UL, MUHUCTEPCTBA 3@ PELLEHNS
n pencteuna (besgencTsene), NpMHMMaeMble (OCyLLECTBASEMbIE)
UMW B XO1€ NPeNOoCTaBeHNS FOCYyAapPCTBEHHOM YCayru

157. MepcoHanbHasa 0TBETCTBEHHOCTb AOJIKHOCTHbLIX UL, MUHUCTEPCTBA
3aKpeniseTcs B UX LO/DKHOCTHBIX perjamMeHTax B COOTBETCTBUN C
TpeboBaHMAMN 3aKOHOAATENbCTBaA Poccuinckon Genepauuu.

VicnonHnTenun, oTBETCTBEHHbIE 3a OCYLLeCTBAeHNe aAMUHUCTPATUBHbIX
npouenyp AGDMUHUCTPATUBHOMO perfiaMeHTa, HeCyT NepCcoHalbHY0
OTBETCTBEHHOCTb 3a:

1) cooTBeTCTBME pe3yNbTaTOB PAaCCMOTPEHNS LOKYMEHTOB,
npeAcTaBieHHbIX 3aaBMUTenaMu, TpeboBaHUAM 3akoHoAaTeNbCTBa Poccuickon
depepaumu;

2) cobnofeHne CPOKOB 1 NOpsifKa NpuemMa LOKYMEHTOB;

3) cobnofeHne CPOKOB 1 MOPSAKa BblLaYM pPeLIeHNs o

rocylapCTBEHHON perncrTpauunmn nekapcTBeHHOro npenapaTa ans
MeLMLMHCKOr0 NPUMEHEHUS NN pelleHns 06 0TKase B rocyfapCTBEHHOW
perncrpaumm neKapCTBEHHOro npenapaTta 4158 MegULMHCKOro NpUMeHeHns;
4) cobnopeHne CPoKOB 1 NopsaLKa NOATBEPXKAEHNS FOCyAapCTBEHHON
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perncTpaumnmn N1ekapCTBEHHOr0 NpenapaTa 1 BblAa4ym 6eccpoyHoro
pPerncTpaumoHHOro yoCTOBEPEHNS NEKAPCTBEHHOMO NpenapaTa;

5) cobntofeHne CpoKOB 1 MNopsaKa BblAa4yn PELUEHUS O BHECEHUM
N3MEHEHWUI B [OKYMEHTbI, COAEPXKALLMNECS B PETMCTPALMOHHOM [OCLE Ha
3apernucTpuMpoBaHHbIA eKapCTBEHHbIN NpenapaT 48 MeAULMHCKOro
NPVMEHEHUS, UK pelleHnst 06 0TKase BO BHECEHNW N3MEHEHNI B
LOKYMEHTbI, COAepKallmecs B permcTpaLlmoHHOM A0CbE Ha
3aperncTpMpoBaHHbIN JIEKAPCTBEHHbLIM Npenapar;

6) cobnoieHne CPOKOB 1 NopsaaKa Bblgaymn peweHns o6 oTMeHe
roCyAapCTBEHHOW pPerncTpauumn J1eKapCTBEHHOro NpenapaTta U UCKAKYeHN
JIEKapPCTBEHHOMO NpenapaTta U3 rocyaapCTBEHHOMO peecTpa JeKapCTBEHHbIX
CPeLCTB.

Mono)xeHus, xapakTepusyowne TpeboBaHMs K NOPSAKY

1 (hopMaM KOHTPOJIA 3@ NpefoCTaBleHNEeM roCyaapCTBEHHOW
yCAyru, B TOM 4MC/e CO CTOPOHbI FpaXkaaH,

nx 06beaUHEHWIA 1 OpraHM3aLui

158. MpaxaaHe, nx obbeAUHEHNS U OpraHn3aL M MoryT

KOHTPOIMPOBaTb NpefoCTaBAeHNEe rOCyAapCTBEHHOM YCAYrn NyTeM
Noay4YeHUss MHGOPMaL MK No TeneoHy, No NMCbMEHHbLIM 0bpaLLeHMAM, No
3N1EKTPOHHOW MOYTe, Ha odmUManbHOM canTe MMHMCTEpPCTBa 1 Yepe3 EanHbIn
nopTan rocyAapCTBEHHbIX N MyHMUUMNAAbHbIX YCAYT (DYHKLNRA).

159. 3aasuTenn (noayvaTenm rocyfapCcTBEHHON yCayru) MoryT

NPUHMMaTb y4acTune B 3I€KTPOHHbIX ONpPOCcax, (PopyMax v aHKeTUPOBaHMM No
BOMpPOCaM YO0BNETBOPEHHOCTUN NOJSIHOTON N Ka4eCTBOM NpenoCTaBNeHNS
roCyfapCTBEHHOW ycayri, cobnogeHns 4OMKHOCTHLIMY AnLamn MnHnCcTepcTBa
NOJIOXKEHUN ALMUHNCTPATMBHOIO pernaMeHTa, CPOKOB U NOC/Ief0BaTENbHOCTM
aAMUHUCTPATMBHBIX NpoLenyp (4encTBmi), NpeayCcMOTPEHHbIX
AOMNHNCTPATMBHBLIM PErnaMeHToM,

V. OocynebHbiin (BHecyaebHbIN) nopsiaok obxanoBaHus
pelweHnn n gencTeun (bespenctemsa) MMHMCTEpPCTBA,
a TakXXe JO/MKHOCTHbBIX 1L, MuHUCTEpPCTBa

WHdopmauns ans 3aaBMTENs 0 €ro npaee NoaaTh XKanoby Ha
peweHne MuHucTepcTsa u (nam) gencrtene (besgencrtene)
LOMKHOCTHBIX A1y, MUHUCTEPCTBa NPV NPeLoCTaBIeHUN
roCyLapCTBEHHON yCayru

160. 3aaBuTenn BNpaBe 06)kanoBaTb PELLUEHUSs, MPUHATLIE B X04€
npenocTaB/ieHNsa rocyAapCTBEHHOM ycnyru (Ha ntobom 3Tane), oencTems
(6bespnencTame) 4OMKHOCTHbLIX AnL, MruHMCTEpCTBa B AocyaebHOM nopsake.

MpeameT »asnobbl

161. 3asBuTeNb MOXET 06paTNTLCS C Kasl0boi, B TOM Yynucae B
cnenywWwmnx ciay4vasx:

1) HapyLleHne cpoka perncTpaLmm 3anpoca 3a8BMTeNs 0
npegocTaB/eHNN roCy4apCTBEHHON YCAYII;

2) HapyLleHMe CpoKa NpenoCTaBAeHNs roCy4apCTBEHHOW yCyru;
3) TpeboBaHMWe y 3a8BUTENS AOKYMEHTOB, HE NPEeAYCMOTPEHHLIX
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HOPMaTMBHbLIMW MPaBOBbIMK akTaMu Poccuinckon Gegepaunn gns
NpenoCcTaBNEeHNS roCyLapCTBEHHON YCAYru;

4) 0TKa3 B NpueMe y 3as8BNTeNa 4OKYMEHTOB, MpefoCcTaB/ieHne

KOTOPbIX MPeayCMOTPEHO HOPMATUBHbLIMY MPaBOBbLIMK aKTaMu Poccuiickom
depfepaunmn ona NpefocTaBAeHNs roCyapCTBEHHOW YCayry;

5) oTka3 B NnpegocTaBAeHNN FOCYyAapCTBEHHON YCAYr, Can

OCHOBaHMA 0TKa3a He NpeayCcMOTpeHbl dheepabHbIMK 3aKOHAMK U MPUHATLIMU
B COOTBETCTBUMN C HUMW NHBIMW HOPMATUBHbLIMW MPABOBbIMU aKTaMu
Poccuinckon ®epepaumu;

6) 3aTpeboBaHve C 3a8BUTENS NPU NPeAoCTaBeHUN rocy4apCTBEHHON
yCAyru nnathl, He NpeayCcMOTPEHHOW HOPMATUBHbLIMY MPABOBbLIMU aKTaMu
Poccuiickon ®epepaumm;

7) 0TKa3 MuHMUCTEpPCTBa, AO/KHOCTHOrO nua MMHUCTEPCTBa B
NCNpaB/ieHNN OOMNYLEHHbIX ONeYaToK 1 oWKNBOK B BbiAaHHbLIX B pe3ysbTaTe
npenocTaBieHnsa rocyAapCTBEHHOM YCAYyrn GOKYMeHTax 1mbo HapylleHne
YCTAHOBJIEHHOIO CPOKa TaKWX UCMPaBIEHUN.

162. XXanoba pomkHa coaepxathb:

1) HanMeHoBaHwWe opraHa, NPeLoCTaBMAOLWEr0 rocy4apCTBEHHYIO

yCnyry, LO/MKHOCTHOMO AnLia opraHa, NpeaoCTaBAoLLero roCy4apCTBEHHYIO
ycayry, nmbo rocy4apCTBEHHOIO C/TYXKALWLEro, peleHns n 4encTens
(be3pencTame) KOTOPbIX 06XaNyTCS;

2) hamuanto, MM, 0THECTBO (MocnenHee - Npu HaanyYUKn), CBedeHns

0 MecTe XWUTeNbCTBa 3asaBUTENS - (IU3MYECKOro nLa 1Mbo HanMeHOBaHMe,
CBEAEHNSA 0 MeCTe HaX0XAEHUS 3a9BUTENS - IOPUAMYECKOr0 LA, @ TakXe
HOMep (HOMepa) KOHTaKTHOro TenedoHa, agpec (agpeca) 3NeKTPOHHON
NoYTbl (NP HaMYMK) U NMOYTOBLIA afpPeC, MO KOTOPbIM A0JIKEH BbITb
HanpaBJieH OTBET 3a8BUTENIO;

3) ceeneHns 06 06>kanyeMbix pelleHnax n oencTeusx (besnencrTamm)
opraHa, NpefoCTaBAAoLLEro roCyAapCTBEHHYIO YCAYTY, AO/KHOCTHOMO nLa
opraHa, NpeaoCTaB/ALLIEr0 roCyAapCTBEHHYIO yCnyry, nbo
roCyapCTBEHHOr0 CAyXallero;

4) noBoAbl, Ha OCHOBaHUN KOTOPLIX 3a8BUTENb HE COraceH C

pelleHneM 1 gencTenem (besgencTernem) opraHa, NPenoCTaBASIOLEro
rocyZapCTBEHHYIO YCNYry, LO/MKHOCTHOrO AnLa opraHa, npefocTasnsioLero
roCyLapCTBEHHYIO YCNyry, MO0 rocyAapCTBEHHOIO Cy>Kallero.

OpraHbl rocy1apCTBEHHON BNACTW W YMOJIHOMOYEHHbIE Ha
paccMoTpeHne Xanobbl JOSIXKHOCTHbIE NNLIA, KOTOPLIM MOXET ObITb
HanpasJsieHa Xanoba

163. B cnyyae obxanosaHmsa nencteni (6e3nencTemsa) LOMKHOCTHOMO

JMua CTPYKTYPHOro noapasaeneHms MMHUCTepCTBa xanoba nogaeTcs Ha MMS
PYKOBOAMUTENA COOTBETCTBYIOLLEro CTPYKTYPHOrO NoApa3aeneHmns
MuHmncTepcTBa.

B cnyyae ob)xanoBaHus fencTeui (besnencTensa) pykoBoanuTens
CTPYKTYpHOro nogpasaeneHus MuHnctepcTsa xanoba nogaerca Ha uma
3amecTuTens MuHucTpa 3apaBooxpaHeHns Poccuninckon denepaunn,
KYPUPYIOLLEro AaHHOE CTPYKTYPHOE nojpa3aesieHne B COOTBETCTBUN C
pacnpegeneHnem 0643aHHOCTEN, yCTaHOBAEHHbIM NPUKa3oM MUHUCTepPCTBa.
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Xanoba Ha pencteus (besnenctene) samectTutens MnHUCTpa
34 paBooxpaHeHus Poccuninckon depepaumm nofaeTca Ha MMa MuHKUCTpa
34 paBooxpaHeHuns Poccuinckon degepaunn.

MopsiAoK Nodauy U pacCMOTPEHUS »Kanobbl

164. B pocynebHoM nopsfke 3asBUTENN UMEIKOT NpaBo 06paTuTLCS €
»anoborn B NUCbMeHHOW popMe Mo NoYTe, Yepe3 MHOMO(YHKLIMOHANbHbIN
LEHTP, C UCMOJIb30BaHNEM UH(OPMALIMOHHO-TEIEKOMMYHUKALMOHHON CeTn
"WHTepHeT", eAMHOro nopTasna roCyfapCTBEHHbIX U MyHULUMNAbHbIX YCayr
(byHKLWMIA), @ TaKXe MOXET ObITb NPUHSATA MPU JIMYHOM NPUEME 3aABUTENS B
MWHNCTEPCTBE Ha pelLeHune, oencTeme (besnencTeme) LOHKHOCTHOrO inua
MuHWCTepCTBa, OTBETCTBEHHOIO 3a NpefoCTaB/ieHne rocyaapCcTBEHHON
ycnyru.

CpoKM paccMOTpeHuns xanobsl

165. XXanoba nofnexuT perncTpauunm B TedeHne Tpex pabounx gHew ¢
MOMEHTa NOCTYMNJIeHns B MUHNCTEPCTBO.

166. Mpu obpaLLeHnn 3as8BMUTENEN C XKasloboW B MUCbMEHHON hopMe nu

B (hOpPMe 3/1eKTPOHHOIr0 AOKYMEHTa CPOK ee paCCMOTPEHUS He [O/KEH
npeBbIWaTh NaTHaALaTy paboynx gHel Co AHS ee perncTpaumu, a B cnyvyae
06>KanoBaHNA 0TKa3a opraHa, NPeLoCTaBASIOWEro rocyJapCTBEHHYO YCIyry,
LOMKHOCTHOMO NnLa opraHa, NpegoCcTaBAsAoLLLEero roCy4apCTBEHHYIO YCAYry,
B NpriemMe LOKYMEHTOB Yy 3aaBuUTensa Mbo B MCNpaBAeHUM AOMNYLLEHHbIX
oneyaToK 1 ownboK nam B cayvae 06>xanoBaHNA HapyLLEHNS YyCTaHOBJIEHHOIO
CPOKa TaKMX UCNPaBNieHNI - B Te4eHue natu paboyux gHen Co aHS ee
perncTpauuu, ecam MpaButenscTBoM Poccuinckon ®egepaumm He yCTaHOBJIEH
WNHOWN CPOK.

MepeyeHb OCHOBAHWI 415 MPUOCTAHOBIEHUS PACCMOTPEHNS
Xanobbl B C/ly4ae, eC/im BO3MOXXHOCTb NPMUOCTAHOBIEHNS
npefycMOTPeHa 3aKOHOAaTeNbCTBOM Poccuiickoin Gegepavimn

167. OCHOBaHUSA A1s NPUOCTAHOBNIEHNS PACCMOTPEHNS XKasobbl
3aKoHoZaTeNbCTBOM Poccuiickon ®epepauuy He NpefyCcMaTpUBaOTCS.

Pe3ynbTaT pacCcMOTPEHNS as106bl

168. Mo pe3ynbTaTaM pacCMOTPEHUS Xanobbl MUHUCTEPCTBO NPUHMMaET
OQHO M3 C/IeAYIOLINX PELUEHNN:

1) ynosneTtBopseT xanoby, B TOM 4yncne B popMe 0TMEHbI MPUHATOr0
pelleHns, NCrpaBaeHns AoNyLWeHHbIX OpraHoM, NpefoCcTaBASoWNUM
roCyLapCTBEHHYIO YCNYry, ONevYaToK M OWNBOK B BbiJaHHbLIX B pe3ybTaTe
npenocTaBfeHNs rocyLapCTBEHHON AOKYMEHTax, BO3BpaTa 3asaBUTe0
LeHeXXHbIX CpeACTB, B3MMaHMe KOTOPbIX He MpedyCMOTPEHO HOPMaTUBHbLIMU
npaBoBbIMU akTaMun Poccninckon depepaLimm, a Takxe B UHbIX (hopMaXx;

2) oTKa3blBaeT B yAOBETBOPEHUN »Kanobbl.

169. B cnyyae ycTaHOBJIEHUSA B XO4€e UK MO pe3y/bTaTam

paccMOTpeHns Xanobbl NPU3HAKOB COCTaBa aAMUHNCTPATUBHOMO
NpaBoOHapPYLLUEHNS UK NPECTYMNIEHUS LO/KHOCTHOE NNLO, HalleNeHHoe
NOAHOMOYUSAMU MO PACCMOTPEHMIO Xanob, HesamMeLNMTENbHO HanpaBaseT
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MMeloLLecs MaTepuasbl B OpraHbl MPOKypaTypsbl.

MopsafoK MHPOPMUPOBAHMA 3aBUTENA O pe3ysibTaTax
pacCcCMOTpEeHNs anobbl

170. B xoe MYHOr0 NpreMa 3asBMTes0 MOXKET BbiTb 0TKa3aHo B
JanbHeNnwWem pacCMOTpeHUn obpalleHns, ecn emy paHee 6bln gaH OTBET MO
CYLLLeCTBY NOCTaB/IEHHbIX BOMPOCOB.

171. He no3aHee OHSA, Cnefylowero 3a AHEM MPUHATUS PeLLeHmns,
3a9BUTENIO HAaNpPaB/AeTCs MOTMBNPOBAHHbLIN OTBET 0 pe3yjbTaTax
paccMOTpeHus Xanobbl B MMCbMEHHO hopMe U, MO XKenaHuto 3asBUTENS, B
3/IEKTPOHHON hopMe.

Mopsifok 06KanoBaHUs peLleHns no »anobe

172. O6xxanoBaHue peLleHns no anobe oCcyLIeCTBASETCS B NOPSAKeE,
YyCTaHOBJIEHHOM 3aKoHO4aTeNbCTBOM Poccuinckon ®egepauum.

MpaBo 3asBUTENS Ha MNOJyYeHne NHGOPMALIUN N IOKYMEHTOB,
HeobxoanMbIX Ans 060CHOBAHUS N PACCMOTPEHUS »KaJi00bI

173. 3aaBMTeNM UMEOT NpaBo 06paTUTbCs B MMHUCTEPCTBO 3a
noJiy4eHneM nHgopMaL MM N LOKYyMEHTOB, He0bX0aMMbIX A 060CHOBaHUSA 1
pPacCcMOTpeHUs XKanobbl.

Cnocobbl NHHOPMUPOBAHMA 3a8BUTENEN O NOPAAKE MNOAAYMN 1
pacCcMOTpEeHNs »anobbl

174. NHopMmpoBaHMe 3a8BMUTENEN O MOPSAAKe NOAayn N pacCMOTPEHNS
»Kan10bbl 0CYLLECTBNSETCA B COOTBETCTBUN C MYHKTOM 3 AIMUHUCTPATUBHOIO
pernaMeHTa.

MpunoxeHue Ne 1

K ALMWHUCTPATUBHOMY periaMeHTy

no NpeLoCcTaB/IEHNIO rOCYAapCTBEHHOM

yC/yrn No rocyAapCTBEHHOW perncTpauum
NleKapCTBEHHbIX NpenapaTos AN MeANLUHCKOro
NPVMEHEHUS, YTBEPXKLEHHOMY NPUKA30M
MuHWCTepCTBa 34 paBoOOXPaHEHUS

Poccuickon ®egepalimm

oT 21 ceHTabpsa 2016 r. Ne 725H

opma

3asaBneHune
0 roCyAapCTBEHHOM perncTpaunn NekapcTBeHHOro npenapaTa 4as
MeOMLIMHCKOro NMpuUMeHEeHMns

|1 |HaumeHoBaHuWe 3aaBUTENS U NPOU3BOAMTENS NEKAPCTBEHHO O] |

| [npenapaTta 4N MEANLUHCKOro NPpMMEeHeHna 1 agpec mecTal |

| locywecTBNeHNA ero NpoM3BOACTBa (B Ciyvyae Hannynsa HeCKoNbKuX| |

| [ysacTHMKOB Npouecca Npon3BoACTBa HEOOXOAMMO yKa3aTb KaXaoro| |
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| [y4acTHVMKa B COOTBETCTBMU C OCYLLECTBASEMON CTamel| |
| [npon3zBoacTea) | |

|2 |Anpec 3asButens | |

|--] | |

|3 |[HaumeHoBaHMe nekapCTBEHHOro NpenapaTta 419 MeANUUHCKOro| |

| [npuMeHeHnsa (MexxayHapogaHoe HenaTeHToBaHHOE, nau| |

| [FpynnuMpoBoYHOE, UK XMMUYECKOe U TOProBoe HauMeHoBaHus) | |

|--] | |

|4 |NepeyeHb OeNCTBYOLWMX N BCNOMOraTe/IbHbIX BELLECTB, BXOAALLMX B |
| |[cocTaB nekapcTBeHHOro npenapaTta 4S8 MeAULNHCKOro NpuUMeHeHuns,| |
| |c yKa3aHnem KonmyecTBa KaXaoro us Hux | |

|-=] | |

|5 |NlekapcTBEHHaA hopMa, 4O3MPOBKa, CNnocobbl BBeaeHWA 1| |

| [npuMeHeHns, CPOK rOLHOCTU JSIekapCTBEHHOr0 NpenapaTa 14| |

| [MeanUMHCKOrO NpuMeHeHus | |

|--] | |

|6 |PapmakoTepaneBTnyeckas rpynna, kog| |

| aHaTOMO-TepaneBTUYECKO-XUMMNYECKON Knaccudukaumy,| |

| [pekomMeHpoBaHHOWM BceMmnpHOW opraHu3auunen 3apaBooxpaHeHns,| |

| [3asBNsgeMble NoKa3aHUsA 418 MPUMEHEHNS NeKapCTBEHHOrO npenapaTal |
| |38 MeAMLMHCKOro NpUMEHeHNs | |

|---] | |

|7 |OTcyTCcTBME HEOBXOAMMOCTHY NPefoCTaBAEHNS OTYETa 0 pe3ysbTaTax| |
| [KnMHMYeckoro nccnenosaHns, nccnefoBaHns Bo3KBNBANEHTHOCTH | |

| |[nekapcTBEHHOrO NpenapaTa, pa3peLleHHoro AN MeanLMHCKOro| |

| [npumeneHns B Poccuiickon ®epepaummn bonee gsaguatu net, | |

| [ykazaHneM HOpMaTMBHbLIX MPABOBbLIX aKTOB, MOATBEPXKAAIOLLMX OaHHBIA| |
| [cpok npuMeHeHus | |

[---] | |

|8 |HeobxoamnmocTb ohopMneHns paspeLleHns Ha BB03 B Poccuickyiol |

| |Pepepaumio KOHKPETHON NapTUK 3aperncTpupoBaHHbIX 1 (nan)| |

| [HE3aperncTpupoBaHHbIX 1eKapCTBEHHbLIX CPEACTB, NpeAHa3HavYeHHbIX| |
| |[&na npoBeAeHWsA 3KCNepTU3bl JIeKkapCTBEHHbIX CPEACTB B Lensx| |

| [rocynapcTBeHHOM perncTpaunm | |

|---] | |

|9 |HeobxoamnmMoCTb NpoBeAeHUS 3KCNEPTU3bl LOKYMEHTOB, | |

| [npeacTaBneHHbIX A4 ONpeaeneHns BO3MOXHOCTH pacCMaTpuBaTh| |

| |[nekapcTBeHHbIN NpenapaT ANAs MeAULUHCKOro NpUMeHeHns npu| |

| [ocywecTBNeHMM rocyjapCTBEHHON perncTpaumnm B Kavectse| |

| |opchaHHOro nekapCTBEHHOro Npenaparta | |

[---] | |

|10 |HeobxoaMMOCTb NPUMEHEHUS YCKOPEHHOW MpoLefypbl 3KCNepTussl| |
| |nekapCTBEHHbIX CPEeACTB B LIensX rocyfapCTBEHHOW perncTpaunu| |

| |[nekapcTBeHHOro npenapaTa | |

|--] | |

|11 |Konnn LOKYMeHTOB, NOATBEPXKAAKLWNX YNAaTy rocyaapCTBEHHON] |

| [nownuHsbl | |
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|12 |Yka3aHne Buaa nekapCTBEHHOrO NpenapaTa, NPeLCTaBAEHHOro Ha| |
| [perncTpauumio (peepeHTHbIM NeKapCTBEHHbIN Npenapar,| |

| [BOCNpoM3BeAEHHbIN NEKAPCTBEHHEIN NpenapaT, buonormyecknn| |

| |[nekapcTBeHHbIN NpenapaT, buoaHanorosbin (buonofobHbIN)] |

| [nekapcTBeHHbIN NpenapaT (buoaHanor), roMeonaTU4eckui| |

| |[nekapcTBEHHbIN NpenapaT, IeKapCTBEHHbIA PaCTUTENbHBIN] |

| [npenaparT). | |

|--] | |

|13 |Hanuume cornacns NnpousBoanTens NekapCTBEHHOro npenapaTa,| |

| [npon3BOACTBO KOTOPOro OCYLLECTBASETCA 3a npegenamm Poccunckon| |
| |Pepepauun, Ha NpoBeAEHNE MHCNEKTUPOBAHNS NPOU3BOANTENS HA| |

| |cooTBETCTBME TpeboBaHMAM NPaBUI HaLNeXall el NPON3BOACTBEHHON] |
| [InpakTuky | |

[laTa nofgayv 3asBNEHNS 0 rOCyapCTBEHHOW PErncTpaLmnm IEKapCTBEHHOI0

npenapaTta ag MEAULMHCKOro npumeHeHns " " 20 .

3asBneHue o FOCY}J,apCTBeHHOIZ perncTpaunmn nekKapCTtBeHHOrr o npenapaTa
ana MmegununHCKoro npumMeHeHma npeanctaBni.

M.IM.
(momkHocTb) (®.1.0.) (noanucek) (Mpn Haan4um)

MepeyeHb (0NNCb) NPUIOXKEHHBIX K 3asSBJIEHNI0 [JOKYMEHTOB:

| Ne | HaumeHoBaHMe fokyMeHTa | KoimyecTso |
| | | cTpaHwny |

| | | |
1]

I | | I

3asBneHue o FOCWJ,apCTBeHHOIZ perncTtpaunmn nekapCTtBeHHOro
npenapata 4Ja MeauunMHCKOro npuMeHeHna npeacrtaBui:

(gomkHocTh) (P.1.0.) (moanuce)

MpunoxeHue Ne 2

K ALMWHUCTPATUBHOMY pernaMeHTy

no NpeLoCcTaB/IEHNIO FOCY4apCTBEHHOM

yCAyrn No rocyAapCTBEHHOW perncTpauum
NleKapCTBEHHbIX NpenapaTos AN MeAULUHCKOro
NPVMEHEHUS, YTBEPXKLEHHOMY NPUKA30M
MuHWCTepCTBa 3L PaBoOOXPaHEHUS

Poccuinckon degepaunmn

oT 21 ceHTabpa 2016 r. Ne 725H

thopma
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3asaBfieHune

0 BKJIDYEHMM (hapMaLEeBTNYECKON cybCTaHLMM, NPOVU3BEAEHHON ANd
peannsaunn B rocyAapCTBEHHbIN PEECTp JIEKAPCTBEHHbIX CPEACTB A4
MeONLMHCKOro NnpuMeHeHunsa

|1|HanmeHoBaHMe 3a9BMTENA 1 MPOU3BOAMTENS (hapMaLEeBTUYECKON| |

| [cybcTaHuum n agpec MecTa oCyLLEeCTBAEHNS ee NPON3BOACTBa (B| |

| [cnyvae HanM4Ma HECKONBKMX Y4aCTHNKOB NpoLecca NPOu3BOACTBRA| |
| [HeO6Xx0AMMO YKa3aTb KaXAo0ro y4acTHMKa B COOTBETCTBUM C| |

| locywecTBnsemon cTafmen Npon3BoACTBa) | |

-l I |

|2|Anpec MecTOHaxoXaeHNs 3aaBuTens | |

-l | |

|3|HanmeHoBaHMe hapMaLeBTUYECKON CybCcTaHLmMmM (MexxayHapoaHoe| |
| [HenaTeHTOBaHHOE, UK FPYNNNPOBOYHOE, USIN XUMUYECKOE | |

| |[Toprosoe HanmeHoBaHMA) | |

-l I |

|4|NepeyeHb AeCTBYIOWMX U BCNOMOraTe IbHbIX BELLECTB, BXOAALLMX B] |
| |cocTas thapmaueBTMyecKon cybCcTaHUmMK, C yKasaHneM KomyecTsal |
| [ka>xzoro u3 Hux | |

|| I I

|5|NlekapcTBEHHAs hopMa, AO3MPOBKA, CPOK FOAHOCTH| |

| |papmaueBTnyeckon cybcTaHumm | |

[laTa nofayun 3asaBsIeHNSA 0 rOCYAapCTBEHHOW PErnMCTpaLUmn eKapCTBEHHOIO
npernaparta 419 MEAULUHCKOro NpuMeHeHns " " 20 .

3asBNieHne 0 BKAOYEHUN (hapMaLleBTUYeckom cybctaHumy,
Npon3BeLEHHON ANs peanv3auunm, B roCyfapCTBEHHbIA peecTp
JIeKapCTBEHHbIX CPEACTB A1 MeAULMHCKOrO NPUMEHEeHUs npeacTaBu:

M.IM.
(momkHocTb) (®.1.0.) (noanucek) (Mpn Haan4um)

MepeyeHb (0NNCb) NPUIOXKEHHBIX K 3asSBJIEHNIO [JOKYMEHTOB:

I | | I

| Ne | HaumeHoBaHuWe fokyMeHTa | KoiM4yecTBO CTpaHuy, |
I I I I

1]

I | | I

3asBNieHne 0 roCyAapCTBEHHON PErucTPaLmMmn TEKapCTBEHHOIO
npenapaTa Ans MeaMLUHCKOro MPUMEHEHNS NpeCcTaBuI:

M.M.

(oomkHoCTh) (P.1.0.) (nognuck) (Npu Hann4nMn)

MpunoxeHue Ne 3
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K ADMUHNCTPATUBHOMY periameHTy

Nno NpefoCTaBNEHNIO FOCYapCTBEHHOM

yCnyru no rocyaapCcTBeHHOW permcTpaumm
NeKapCTBEHHbIX NMpenapaToB Aa4a MegununHCKOro
NPUMEHeHUSs, yTBEPXKLEHHOMY MPUKa30M
MUHMCTEPCTBA 34PaBOOXPaHEHMS

Poccuiickon ®epepaumu

oT 21 ceHTs6ps 2016 r. Ne 725H

opma

3aaBneHune

0 BHECEHUN U3MEHEHWIA B IOKYMEHTbI, COEep>KaLlnecs B 4OCbe Ha
thapMaueBTNYECKYO CyBCTaHLUMIO, MPON3BEAEHHYIO ONS peasm3auum
N BKJIIOYEHHYIO B FOCYAAapPCTBEHHbLIN PEECTP JIEKAaPCTBEHHbIX
CpencTB ons MeAnLUMHCKOro NPUMeHeH s

Homep peecTpoBoi 3anucu:

[laTa peecTpoBoON 3anucu:

ToproBoe HanMeHoBaHMe hapMaLEeBTUYECKON CybCTaHUMK:
MexXAyHapoLHoe HenaTeHTOBaHHOE HAaVMEHOBAHME UK XUMUNYECKoe
(rpynnmpoBOYHOE) HAaUMEHOBaHMe hapMaLLeBTUYECKON CybCcTaHLuK:
dopma BbINyCKa:

i3MeHeHus, KoTopble BHOCATCS B AOKYMEHTbI, COAep Kalunecs B
[0Cbe Ha (hapMaLeBTUYECKYIO CybCTaHLMIO:

1. NpoeKT HOPMaTMBHOM AOKYMEHTaUUN Uan HOPMaTUBHOIO |_|
LOKYMEHTa Ha (hapMaLeBTUYECKYI0 cybCcTaHLmio

2. cBefeHus o hapmaueBTU4eCcKon cybcTaHumm nam hapmaueBTUYeCcKmx
cybcTaHumaX, BXOAALWMX B COCTaB JIEKaPCTBEHHOIO Npenapara:

3.1. HauMeHoBaHNe hapMaLEeBTMYECKON cybcTaHuun, ee | |
CTPYKTYypa, obuime cBONCTBa

3.2. HavMeHOBaHUWe 1 aapec NpousBoauTens |_|

3.3. TeXHo0rns NpomnsBoACcTBa C ONUCaHWeM CTagumn NponsBoacTea 1 |_|
MeTO[0B KOHTPOJIA Ha BCeX CTaAamax Npou3BoACTBa

3.4. onucaHue pa3paboTku npoLiecca Npon3BOACTBa ||

3.5. onucaHne KOHTPONS KPUTUHECKMX CTaAnin NPou3BOACTBa U |_|
MPOMEXYTO4YHON MPOAYKLMK

3.6. LOKYMeHTaNlbHOoe MNOATBEPXAEHNE (BanuaaLmsa) npoLeccos u |_|
(nnn) nx oueHka

3.7. CBOWCTBa U CTPYKTYpa LeNCTBYOWMNX BELLECTB |_|

3.8. xapaKTepucTrKa npumecen |_|
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3.9. cneundukaumns Ha papmMaLeBTUYeCcKyto cybcTtaHumio n ee | |
obocHoBaHve

3.10. aHanUTUYeCKNe METOANKM, UCMOJb3YEMbIE NMPU OCYLLECTBAEHUN |_|
KOHTPOJIS KayecTBa (hapMaLeBTUYeCcKon cybcTaHLmMm

3.11. pokyMeHTanbHOe noATBepXXAeHune (Banuhaumns) aHanuTuydeckux |_|
MEeTOAWK, NCMOJIb3yeMbIX NMPN OCyLLeCTBJIEHNN KOHTPOIA Ka4eCTBa
thapMaueBTNYECKON CybCcTaHL MK

3.12. pe3ynbTaTbl aHanM3a cepuin hapMaueBTUYeCcKon CybcTaHuum |_|

3.13. nepeyeHb CTaHAAPTHbIX 00Pa3LOB UK BELLECTB, UCMONb3YeMbIX |_|
MpV OCYLLECTBNIEHNN KOHTPOJIS KayecTBa

3.14. onucaHune xapakTepUCTUK N CBONCTB YNakOBOYHbIX MaTEPWanos |_|
1 YKYMOPOYHbIX CPEeACTB

3.15. paHHble 0 cTabunbHOCTK hapMaLeBTUYecKon cybcTaHumm |_|

3.16. cpok rogHocTu |_|

MepeyeHb LOKYMEHTOB, NpuaaraeMbiX K 3asiBIEHUNIO:

[aTa nofayv 3asBNEHNS 0 BHECEHUWN U3MEHEHUI B AOKYMEHTHI,
copepKallmecs B LOCbe Ha hapMaLeBTUYeCKyto CybCTaHUuIo, NPON3BELEHHYIO
A5 peann3aumm 1 BKIOYEHHYIO B FOCYLapCTBEHHbIV PEeCcTp 1eKapCTBEHHbIX
CPELCTB A5l MEANLMUHCKOrO NPUMEHEeHMs

v 20 T.

3asB/ieHVe 0 BHECEHUW U3MEHEHUI B LJOKYMEHTbI, COAEPKaLLMecs B

L0Cbe Ha (hapMaLeBTMYeCcKyto CybCTaHLMI0, MPOU3BEAEHHYIO LNS peann3aunm
1 BKJIIOYEHHYI0 B FOCYAapCTBEHHbI PeecTp IEKApCTBEHHbIX CPeACTB ANs

MEONLUMHCKOro NpuMMeHeHns, NpeacTtaBsu.

M.I.
(momkHoOCTh) (P.11.0.) (nognuck) (Npu Hann4nMn)

MpunoxxeHne Ne 4

K AODMUHUCTPaTUBHOMY pernamMeHTy

no NpeaoCTaBEHNIO rOCyAapCTBEHHON

yCyrn No rocyAapCTBEHHON perncrTpaunm
JIeKapCTBEHHbIX NPenapaToB Anas MeanLUnHCKOro
NPYMEHEHNS, YTBEPXKAEHHOMY NPUKA30M
MuHNCTEPCTBa 34PaBOOXPaHEHNS

Poccuinckon ®egepaumm

0T 21 ceHTa6pa 2016 r. Ne 725H

Bnok-cxema MCNOMHEHMSA aAMUHUCTPATUBHOW Npouenypbl
"PaccMoTpeHune 3asBaeHNs 0 rOCYyAapCTBEHHOW perncTpaumnm
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NeKapCTBEHHOrO NpenapaTa, B TOM Y/C/1e 0 BO3MOXXHOCTY
paccMaTpMBaTb JIEKAPCTBEHHBIV NpenapaT Npu oCyLwecTBAeHNN
rOCYAapCTBEHHOW PErUCTPaLMN B Ka4eCcTBe OpdaHHOro
NeKapCTBEHHOrO NnpenapaTa, U NPUHATHE PeLLeHNs o
roCyapCTBEHHON perncTpaunm NekapcTBeHHOro npenapara”

Bbnok-cxema He npnBoanTcs. CM. opuumManbHbIi MIHTEPHET-NOPTaN
npaBoBon MHGopMaumu http://www.pravo.gov.ru.

MpunoxeHune Ne 5

K ALMWHUCTPaTUBHOMY pernaMeHTy

no NpefoCcTaB/IeHNIO0 FroCyapCTBEHHON

yC/lyr N0 rocyAapCTBEHHOW perncTpauum
JIeKapCTBEHHbIX NMpenapaTos AN MeAULUHCKOro
NPUMEHEHUS, YTBEPXKLEHHOMY NPUKA30M
MuHWCTepCTBa 34 paBoOOXPaHEHUS

Poccunckon ®epepalmm

oT 21 ceHTabpa 2016 r. Ne 725H

Bnok-cxemMa MCNONHEHNA aAMUHUCTPATUBHONM Npoueaypbl
"PaccMOTpeHMe 3as8BEHNSA 0 BKIIOYEHUN (hapMaLleBTUYECKON
cybcTaHumm, npon3BeneHHON 4Sa peannsaumm, B
roCyapCTBEHHbIN PEECTP IeKapCTBEHHbIX CPEACTB U BKJIOYEHME
thapMaLeBTNYECKON CybCTaHL MM, NPOM3BEAEHHON And
peanunsaunun, B roCyapCTBEHHbIN peecTp

JleKapCTBEHHbIX cpeacTs”

bnok-cxema He npueoanTcs. CM. opuLmManbHbI MIHTEpHET-NopTan
npasoBol MHhopMaLmmn http://www.pravo.gov.ru.

MpunoxeHue Ne 6

K ALMWHUCTPATUBHOMY pernaMeHTy

no NpefoCTaB/IEHNIO FOCYyJapCTBEHHON

yCAyrn No rocyAapCTBEHHOW perncTpauum
NeKapCTBEHHbIX MPenapaToB 4S9 MeLNLUHCKOro
NPVMEHEHUS, YTBEPXKLEHHOMY NPUKA30M
MuHWCTepCTBa 3L PaBoOOXPaHEHUS

Poccuinckon ®degepaunmn

oT 21 ceHTabpa 2016 r. Ne 725H

Bnok-cxemMa UCNONHEHUS aAMUHUCTPATUBHON NpoLeaypbl
"PaccMOTpeHve 3as8B/1IeHNA 0 NOATBEP)KAEHUN FrOCyAapCTBEHHON
perncTpaumm nekapCTBEHHOro npenaparta A8 MeguLMHCKOro
NPUMeHeHUs 1 Bblhadva 6eCcCcpoYHOro perncTpaLoHHOro
YLOCTOBEpeHnsa nekapCTBEHHOro npenapaTa”

Bnok-cxema He npuoanTcsa. CM. omLMaibHbIA MHTEPHET-NOPTaN
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npaBoBon nHgopmMaumu http://www.pravo.gov.ru.

MpunoxeHune Ne 7

K ALMWHUCTPATUBHOMY periaMeHTy

no NpeLoCcTaB/IEHNIO FOCYAapCTBEHHOM

yCJlyrn No rocyfapCTBEHHOW perncTpaunm
JleKapCTBEHHbIX NpenapaTos AN MeAULUHCKOro
NPUMEHEHUS, YTBEPXKLEHHOMY NPUKA30M
MuHWCTepCTBa 34 paBoOOXPaHEHNS

Poccunckon ®epepalmm

oT 21 ceHTs6ps 2016 r. Ne 725H

BioK-cxemMa UCNONHEHUS aAMUHUCTPATUBHON NpoLeaypsbl
"PaccMoTpeHne 3a8BIEHUS 0 BHECEHUN U3MEHEHWIA B OKYMEHTHI,
copepxxalimecs B permcTpaunuoHHoOM LOCbe Ha
3apernucTpupoBaHHbIA JIeKkapCTBEHHbBIN NpenapaT, U NpuHATue
pelleHns 0 BHECEHMUUN U3MEHEHWIA B JOKYMEHTLI, COAep Kallmecs B
PerncTpaLmMoHHOM [OCbe Ha 3aperncTpUpoBaHHbI
NeKapCTBEHHbIN Npenapat”

Bnok-cxema He NnpnBoANTCA. CM. oULMANbHBIN MHTEPHET-NopTan
npaBoBon nHpopmaumm http://www.pravo.gov.ru.

MpunoxeHue Ne 8

K ALMWHUCTPATUBHOMY periamMeHTy

no NpefoCTaB/IEHNIO0 FOCyJapCTBEHHON
yC/yrn No rocyAapCTBEHHOW perncTpauum
NeKapCTBEHHbIX MpenapaToB Afis
MeLMNLMHCKOr0 NPUMEHEHUS, YTBEPXKAEHHOMY
npuKasoM MnHMCTepcTBa 34PaBOOXPAHEHMS
Poccuickon ®egepalimm

oT 21 ceHTabpsa 2016 r. Ne 725H

Bnok-cxemMa MCNOMHEHNA aAMUHUCTPATUBHOM Npoueaypbl
"OTMeHa rocyapCTBEHHON perncTpaunm 1eKapCcTBEHHOM0
npenapaTta ¥ UCKJIDYeHne SIeKapCTBEHHOro npenapaTa

N3 rocylapCTBEHHOro peecTpa NekapCTBeHHbIX cpencTs”

brnok-cxema He npmBoAMTCA. CM. 0L MaNbHBIN MHTEPHET-NMOoPTan
npaBoBon MHMopMaumm http://www.pravo.gov.ru.

MpunoxxeHme Ne 9

K ADMVHUCTPaATUBHOMY pernameHTy

no NpeLoCTaB/IEHUIO FOCYAaPCTBEHHOM

yCyrn No rocyAapCTBEHHON perncrTpaunm
JleKapCTBEHHbIX NpenapaToB Aad MeauLMHCKOro
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NPVMEHEHUS, YTBEPXKLEHHOMY NPUKA30M
MunHMCTEpPCTBa 34PaBOOXPaHEHUS
Poccuinckon ®egepaumm

0T 21 ceHTab6pa 2016 r. Ne 725H

briok-cxema ncnosiHeHus a,EI,MI/IHI/ICTpaTI/IBHOI7I npouenypsbl

"Bbigaya oybsavkaTa perncTtpaunoHHOro yooctosepeHmsa”

bnok-cxema He npnBoAnTCA. CM. opuLmManbHbI MIHTEPHET-NoPTan
npaBoBon MHpopMaumm http://www.pravo.gov.ru.
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