JokyMmeHT npepgocTtaBneH KoHcynbTaHTloc

3apeructpmpoBaHo B MuHtocte Poccnun 9 anpena 2018 r. N 50672

MMWHUCTEPCTBO 34PABOOXPAHEHWA POCCUMCKOWN ®ELEPALIUN

NPUKA3
ot 19 aHBapsa 2018 r. N 20H

Ob YTBEPXKAEHUU AODMUHUCTPATUBHOIO PETNTAMEHTA
MWHUCTEPCTBA 3PABOOXPAHEHMA POCCUCKOWN ®EAEPAL MU
No NPEAOCTAB/EHUIO TOCYAAPCTBEHHOM YCNYTU NO BbIJAYE
PA3PELUEHWA HA NPOBEAEHUE KTMHUYECKOIO UCCZIEAOBAHUA

NEKAPCTBEHHOrIO NPENAPATA Ana MEANLNHCKOIo nPUMEHEHUA

CNKMCOK U3MEHAIOLWMX AOKYMEHTOB
(B pea. Mpukasa MuH3sgpasa Poccum ot 24.10.2019 N 880H)

B cootBetcTBMM c PeaepanbHbiM 3aKoHOM OT 27 uiona 2010 r. N 210-d3 "O6 opraHusaumm
npeaocTaBAeHUs TOCYAAPCTBEHHbIX WM MyHMUMNanbHbix ycayr' (CobpaHue 3akoHOAaTeNbCTBA
Poccuiickont ®epepaumn, 2010, N 31, cT. 4179; 2011, N 15, cT1. 2038; N 27, c1. 3880; N 29, cT.4291; N 30,
cT. 4587; N 49, ct. 7061; 2012, N 31, cT. 4322; 2013, N 14, c1. 1651; N 27, cT. 3480; N 30, cT. 4084; N 51,
CT. 6679; N 52, c1. 6952, 6961, 7009; 2014, N 26, cT. 3366; N 30, cT. 4264; 2015, N 1, cT. 67, 72; 2015, N
10, cT. 1393; N 29, c1. 4342, 4376; 2016, N 7, cT. 916; N 27, ct. 4293, 4294; 2017, N 1, cT. 12),
noctaHosneHmnem lMpaButenbctBa Poccuiickoit Pegepaumnm ot 16 maa 2011 r. N 373 "O pa3spaboTke u
YTBEPKAEHUN  ALMUHUCTPATUBHBLIX PErN1amMeHTOB  WCMOJIHEHUA  FOCYAAPCTBEHHbIX  OYHKUMA U
aAMUHUCTPATUBHbLIX  pernameHToB  NpeaocCTaBieHMA  rocyaapcteeHHbix  ycayr"  (CobpaHue
3aKoHopgaTtenbcTBa Poccuitckoit ®egepaummn, 2011, N 22, ct. 3169; N 35, c1. 5092; 2012, N 28, cT. 3908; N
36, cT. 4903; N 50, ct. 7070; N 52, cT. 7507; 2014, N 5, cT. 506; 2017, N 44, cT. 6523) npuKasbiBalo:

1. YTBEpAUTb Npunaraemblii AGMUHUCTPATUBHBINA pernameHT MuUHUCTepCTBa 34paBOOXPaHEeHUs
Poccuiickoit degepaunm no npeaocTaB/iEHUIO FOCYAapCTBEHHOM YC/yrM Mno BblAaye paspelleHus Ha
npoBeAeHMe KAMHUYECKOTO WCCNeAOBaHUA /IeKapCTBEHHOro npenapata Aaa  MeaMUMHCKOro
npumeHeHwuA.

2. Mpu3HaTb YTPAaTUBLLNMU CUNY:

npukas MuWHUCTEPCTBa 34paBOOXPaHEHMA U COLMANbHOro pa3sutua Poccuitickoit ®epepaumm ot
26 aBrycta 2010 r. N 7481 "O6 yTBEpKAEHUM NOPSAAKa BblAayu paspelleHuss Ha npoBedeHue
KNMHMYECKOTO MUCCNef0BaHMA  JIEKAPCTBEHHOrO npenapata  And  MegMUMHCKOro npumeHeHua"
(3apeructpuposaH MuHuctepctBOM toctumm  Poccuiickon  ®epepaumm 31 asrycta 2010 .,
pervcTpaunoHHbiid N 18317);

npukas MuHucTepcTBa 34paBooxpaHeHunsa Poccuiickon Pepepaumnm ot 13 mapta 2015 r. N 1111 "0
BHECEHUM U3MEHEHWUI B MOPALOK BblgAuM pPaspeLlleHna Ha NPoBeAEeHMEe KAMHUYECKOro UCCAeA0BaHUSA
NIeKapCTBEHHOrO  npenapata  Aaa  MeAWUMHCKOTO  MPUMEHEHUA,  YTBEPXKAEHHbIM  MPUKa3om
MuWHKUCTEepPCTBA 3403aBOOXPAHEHMA U COLMANbHOrO pasBuTus Poccninckoin Pepepaumm ot 26 asrycta 2010
r. N 748n" (3apeructpupoBaH MuHucTepcTBOM tocTuumMm Poccuinckoit depepauunmn 20 anpena 2015 r.,
pernctpaunoHHbiin N 36922).

MuHucTp
B.N.CKBOPLLOBA



YTBEpKAEH

NPUKazom MUHUCTEPCTBA 34paBOOXPAHEHNS
Poccuitckoit ®epepauymm

oT 19 aHBapa 2018 r. N 20H

AAMUHUCTPATUBHbIN PETTAMEHT
MWHWUCTEPCTBA 34PABOOXPAHEHUA POCCUCKOMN ®EAEPALIUM
No NPEAOCTABEHUIO TOCYAAPCTBEHHOM YCNYIU NO BbIJAYE
PA3PEWEHNA HA NPOBEAEHUE KNTMHUYECKOIO UCCNEAOBAHUA

NEKAPCTBEHHOIO NPENAPATA AnAa MEANLMHCKOIo NnPUMEHEHUA

CnMCOK U3MEHAIOLNX AO0KYMEHTOB
(8 pea. Mpukasa MuH3sgpasa Poccum ot 24.10.2019 N 880H)

I. O6wue nonoxKeHunsa
MpepmeT perynMpoBaHuA pernameHTa

1. ABMMHUCTPATMBHBIN perameHT MuHucTepcTBa 34paBooxpaHeHna Poccuiickon ®epepaummn no
NnpeLoCTaBAEHUIO TOCYAAPCTBEHHOM YCNYrM MO BblAaye paspelleHna Ha nposefeHuWe KAMHUYECKOro
nccnenoBaHNA IEKAPCTBEHHOIO NpenapaTta 418 MegULMHCKOro NpUMeEHEHUs (fanee COOTBETCTBEHHO -
MUWHUCTEPCTBO, JIEKAPCTBEHHbIA  NpenapaT) yCTaHaB/AMBAEeT CPOKM UM NOCAeL0BaTe/IbHOCTb
aAMMHUCTPATMBHBIX Npoueayp (aenctsmin) MUHUCTEPCTBA, OCYLLECTBAAEMbIX MO 3anpocy 3asBUTeNA B
npegenax, ycTaHOBAEHHbIX HOPMAaTUBHbIMW NPABOBbIMM akTamu Poccuinckoin ®egepaymm NOAHOMOYMI
B COOTBETCTBMM C TpeboBaHMaMM PeaepanbHoro 3akoHa ot 27 uiona 2010 r. N 210-d3 "06 opraHumsaumm
npesoCcTaBAEHUA FOCYAAPCTBEHHbIX U MYHULMMAAbHBIX ycayr" <1> (aanee - ®enepanbHbiit 3akoH N 210-
$3), a TaKKe NOPALOK B3aMMOLENCTBMA MEXKAY CTPYKTYPHbIMM noapasgeneHnamn MuHucTepcTea, ero
[OMKHOCTHBIMW  INLAMM,  B3aMMoZencTemA MuHUCTepcTBa € 3aABUTENAMMW, WHBIMKM  OpraHamu
rocyapCTBEHHOM B/IaCTU NP NpeaocTaB/ieHNN rocysapcTBeHHOM yenyru (ganee - AGMUHUCTPATUBHBIN
pernameHT, rocy4apcTBeHHas ycayra).

(8 pea. Npukasa MuH3sapasa Poccum ot 24.10.2019 N 880H)

<1> CobpaHue 3aKoHogaTenbcTBa Poccuinckon ®Peaepaumm, 2010, N 31, cr. 4179; 2011, N 15, cT.
2038; N 27, cT. 3880; N 29, cT1. 4291; N 30, cT1. 4587; N 49, c1. 7061; 2012; N 31, c1. 4322; 2013, N 14, cT.
1651; N 27, c1. 3480; N 30, cT. 4084; N 51, c1. 6679; N 52, cT. 6952, cT. 6961, cT1. 7009; 2014; N 26, CT.
3366; N 30, c1.4264; N1, c1. 67; N1, cT. 72; 2015; N 10, c1. 1393; N 29, cT1. 4342, cT. 4376; 2016, N 10,
cT.916; N 27, c1.4293; 4294; 2017, N 1, cT. 12; N 50, cT1. 7555.

Kpyr 3aasurtenei
2. 3aABUTENSAMW Ha NPeaoCTaBeHNE roCyAapCTBEHHOM YCAYTU (Aanee - 3aaBUTeNN) ABAAIOTCA:

1) pa3paboTumnK NeKapCcTBEHHOrO Npenaparta aM ynoaHOMOYEHHOE UM nLO;

2) ob6pasoBaTefibHble YyypexAeHus Bbicllero npodeccMoHanbHOro obpasoBaHus U (1Mam)
06pasoBaTeibHble yYperKAeHNA A0NOIHUTENbHOMO NPodeccnoHanbHoro ob6pasoBaHms;



3) Hay4YHO-UccnenoBaTe/ibCKMe opraHnsauunn.

Tpe6oBaHuA K nopaaKy MHGOPMUPOBaHUA O NPeaoCTaBNeHUH
rocygapcTBeHHoM ycnyru

3. UHdopmmpoBaHMe 0 NopAAKe NPeLoCTaBAeHUA rOCYAaPCTBEHHOM YCAYIU OCYLEeCTBAAETCA:

1) nocpeactsom pasmelleHus MHGopmauuM, B TOM 4ucne o rpaduke npuvema 3saaBuTenein U
HoMepax TenedOHOB ANA CAPaBOK (KOHCynbTauuit), Ha oduuManbHOM cailTe MuHUCTepcTBa B
MHOOPMALNOHHO-TENIEKOMMYHUKALUMOHHOW  ceTn  "WHTepHeT" www.rosminzdrav.ru (panee -
oduLManbHbIA cakT MUHUCTEpPCTBA);

2) B denepanbHO rocygapctBeHHon UHbOpmaUMOHHOW cucteme "EAuHBIM  nopTtan
rocy4apCTBEHHbIX U MyHULMNAAbHBIX yenyr (yHKUMIA)" www.gosuslugi.ru (aanee - EguHbIi noptan);

3) no Homepam TenedpoHOB 411 CNPABOK;
4) B cpeacTBax MaccoBoi MHdopmaLUK.

4. CnpaBoyHas WHPopmauma (mecto HaxoxaeHus MuHucTepcTBa, rpaduk ero paboTol,
cnpaBoyHble TenedOHbl  CTPYKTYpPHOro  noApasaeneHna  MUHUCTepCTBA, NPefOoCTaBAAIOLLENO
rocyapCTBEHHYIO YCAyry) pasmelLaeTca Ha opuumanbHoM calite MuHucTepcTBa, EAnHoOm nopTtane, B
denepanbHOM rocygapcTBeHHON MHGOPMaLMOHHON cucteme "deaepanbHblii peecTp rocyaapCcTBEHHbIX
WU MyHUUMNANbHbIX yenyr (GyHKumMiA)" (ganee - PegepanbHblit peectp).

(n. 4 B pea. Npukasa Munsapasa Poccum ot 24.10.2019 N 880H)

4.1. Ha EguHOM nopTane pasmelLaerca cneaytowan nHbopmaumsa:

1) wucyepnblBalOWMIA  MNepeyeHb  AOKYMEHTOB, HeobXxoAMmbIX  ANA  NpeaocTaB/ieHun
rocyfapCTBEHHOW ycnyru, TpeboBaHMA K OPOPMIEHMIO YKa3aHHbIX AOKYMEHTOB, a TaKKe nepeyeHb
[OOKYMEHTOB, KOTOpble 3aaBMTe/Ib BNpaBe NPeACcTaBUTb Mo CO6CTBEHHOM MHULMATUBE;

2) Kpyr 3asiBuTENEN;
3) cpoK NpeaocTaBNeHMA TOCYAaPCTBEHHOW YCayry;

4) pesynbTaTbl NPeAOCTaBlEHNA rOCYAaPCTBEHHOM YCAYrK, NOPAAOK NPeacTaBNeHUA AOKYMEHTa,
ABNAIOLLEroCcA pe3yAbTaToM NpeaoCcTaBAEHUA roCy4apCTBEHHOW yCayru;

5) pasmep rocyaapCTBEHHOM MOLUAWHbLI, B3MMaeMOW 3a MpeaoCTaB/ieHMe rocyAapCTBEHHOM
ycnyru;

6) McyepnbIBalOLWMIA NepedyeHb OCHOBaHMUI A1a NPUOCTAHOBIEHUS UM OTKa3a B NpeaoCTaB/eHnn
rocygapcTBEHHOW yCNyru;

7) o npaBe 3asBuTens Ha aocyaebHoe (BHecyaebHoe) obxkanoBaHue aeicTeuii (besaerictema) u
peLueHnit, NPUHATBLIX (OCyLLEecTBAAEMbIX) B X04e NpeaoCcTaBeHnA rocyAapCTBEHHOM yeayru;

8) dopmbl 3aABNeHUI (yBeAOMJIEHUIA, COODBLLEHMIA), WUCMONb3yeMble MNPU MpPeaoCcTaBAeHUN
rocyapCTBEHHOM yCayri.

NHdbopmauus Ha EaMHOM nopTane o NopsfKe U CPOKax NpeaocTaBeHna rocyapCTBEHHOM yCayru
Ha OCHOBaHMW CBeAeHWN, cogepxawmxca B PeaepasbHOM peecTpe, NPeaoCcTaBAseTCa 3aAaBUTENIO
b6ecnnaTHo.

Joctyn K uHPoOpmauMmM O CpoKax M nopsAgKe NpPefocTaBNeHUs roCyfapCTBEHHOW ycayru
ocywectsnsercs 6e3  BbIMONHEHWA 3aABUTENEeM KaKux-nnbo TpeboBaHWii, B TOomM uucne 6es



MCMNOMb30BaHUA NPOrpaMmHoro obecnedyeHus, YCTaHOBKA KOTOPOro Ha TeXHWYecKMe cpeacTea
3aABUTENA TpebyeT 3aK/IYeHMs JULEH3MOHHOTO WAW MHOTO COrnalweHusa ¢ npaBoobiagartesem
nporpaMmHoro obecnedyeHua, npeaycCMaTPUBAIOLWLErO B3MMaHME NAaThbl, PErucTpaumio WM
aBTOPM3aLMIO 33aABUTENA UK NPESOCTaBAEHMNE UM NMEPCOHA/bHbIX AAHHBbIX.

(n. 4.1 BBeaeH Mpukaszom MuHsapasa Poccum ot 24.10.2019 N 880H)

5. 3aAB/ieHNe C NPUIONKEHUEM AOKYMEHTOB B 3/1IeKTPOHHON dopme MOXKeT ObiTb HanpaBieHo
yepes oduuUManbHbIM caT MuHUCTEpPCTBA Yepe3 nopTan No BeAeHUD rocyAapCTBEHHOrO peecTpa
NeKapcTBeHHbIX cpeacTs: http:gris.rosminzdrav.ru unm yepes EguHbin nopTan.

dopmbl  3aABNEHU U OOKYMEHTOB, OQOpPMIAEMbIX HENOCPeACTBEHHO 3aaBUTENAMM WU
npeactasafgembix B MUHUCTEPCTBO A/s NOJAYYEHUA FOCYAapPCTBEHHOW YCAYrM B 3/IEKTPOHHOM BUAE,
OO/IXKHbI ObITb AOCTYMHbI ANA KOMWPOBAHUA M 3aNOJIHEHUA B 3/1EKTPOHHOM BMAe Ha oduuManbHOM
cante MuHuctepcTBa, EanHom nopTtane.

Mpu npeaocTaBAeHUM FOCYAaPCTBEHHOW YyCAyrM nocpeAacTsBom EAMHOro noprana 3aAaBUTENtO
obecneunBaerca:

1) nonyyeHune nHdbopmaLMm 0 NOPAAKE U CPOKAX NPeAOCTaBAEHUA YCAYTK;

2) 3anucb Ha nNpuvem B opraH (OpraHW3aumio), MHOrOQPYHKLMOHAAbHbIWA LEHTP NpeaocTaBieHus
rocyAapCTBEHHbIX U MYHMLMNAAbHBIX YCAYT AN NoAauyM 3anpoca O NpeaocTaBAeHun ycayru (ganee -
3anpoc);

3) dopmmrpoBaHMe 3anpoca;

4) npuem M perncTpauma opraHom (opraHusaumeit) 3anpoca U UHbIX AOKYMEHTOB, HEOBXOANMbIX
ANA NpeaocTaBNeHUsA yCayru;

5) onnata FOCV,D,apCTBeHHOle NOW/IMHbI 3a NpeaoctasB/ieHUeE ycnyr U ynaata MHbIX nnaTexen,
B3MMaeEMbIX B COOTBETCTBUU C 3aKOHOA4ATE/IbCTBOM Poccuitckoi Cbep,epau,mm;

6) nonyyeHne pesynbTaTa NPeaocTaBAeHUA YCaYTK;
7) nonyyeHune cBegeHNn 0 XO4e BbINOIHEHUA 3aNpoca;
8) ocylecTBIeHNE OLLEHKM KayecTBa NpeaocTaBAeH s yCayry;

9) pocynebHoe (BHecyaebHoe) obkanoBaHue pelleHUd U aencteuin (6esaelicTBuA) opraHa
(opraHusaumun), [OOMKHOCTHOrO /AMua opraHa (opraHusaummn) AMBO  rocyaapcTBEHHOTO  UAU
MYHULMNAAbHOTO CAYKaLLero.

Ucnonb3oBaHMe 3NeKTPOHHOM Nnoanucy npu nogavye B MUHUCTEPCTBO 3aABNEHUA M NPUAAraeMblX
K HEMy 3/IeKTPOHHbIX [OKYMEHTOB OCYLEeCcTBASEeTCS C MOMEHTa CO034aHuMA COOTBETCTBYHOLLEM
MHGOPMALNOHHOM M TEIEKOMMYHUKALUMOHHOM CTPYKTYpbI.

OTKaz B npueme 3anpoca M WHbIX [OOKYMEHTOB, HeobxoAuMmbIX ANA NpeaocTaB/ieHUs
rocygapCcTBEHHOM YCAYrK, A TaKKe OTKa3 B NPeAoCTaB/eHUN rOCyLapCTBEHHON yCayrM B C/ay4vae, ecu
3aMnpoc M AOKYMEeHTbl, Heobxoaumble AAA NPeaoCcTaBAEHUA rOCYyAAapPCTBEHHOM YyCayrM, nogaHbl B
COOTBETCTBUM C WMHPOPMALMEN O CPOKax WM MNopsaKe NpenocTaBfeHMA TOoCyAapCTBEHHOW YCAYry,
onyb6nMKoBaHHOW Ha EgMHOM nopTane, He4OMyCTUMbI.

(ab3aL, BBegeH Mpukasom MunHsapasa Poccum ot 24.10.2019 N 880H)

6. Ha MHPOpMaUMOHHbIX cTeHaax MuHuWcTepcTBa M Ha oduuUMaNbHOM caiTe MuUHUCTepCTBa
pasmeLaTca caeayolme MHopMaLMOHHbIE MaTepmransbi:

1) nHdopmauma o NnopsaaKe NpeaoCcTaBAeHUA rocyaapCTBEHHOM YCaYru, B TOM Yucie nHbopmauma



O mMecCTe npnema 3anBuTeNEn 1 YCTAaHOB/IEHHbIX ONA NpUuema 3anBuTeNen AHAX U Yacax;,

2) nepeyeHb HOPMATMBHbIX MPABOBbIX aKTOB, pPEernameHTUPYIOLWMX MpeaocTaBieHne
rocyAapCTBEHHOM ycayru;

3) peKeusMTbl ANA ynaaTbl FOCYAapCTBEHHOM NOW/MHbLI 33 NpPeaoCTaB/AeHME roCyAapCTBEHHOM
ycnyru.

7. CBepeHuA, cogeprKalimeca B peecTpe BblAaHHbIX Pa3pelleHnit Ha NpoBeaeHUe KAMHUYECKMX
NCCNeaoBaHNA  IEKAPCTBEHHbIX MpPenapaToB A0S MeAUUMHCKOrO NPUMEHEHWA, Pa3MeLLatoTca Ha
oduumanbHom caiite MUHUCTEpPCTBA.

Il. CraHpapT NpeaoCcTaBNeHNA rocyAapCcTBEHHOM yCnyru
HanmeHoBaHMe rocyaapcTBEHHOM ycnyru

8. TlocymapcTtBeHHasa ycayra Mo Bblgaye paspelleHna Ha MpoBefeHMe  KJANMHUYECKOro
nccnenoBaHMA IeKapcTBEHHOro npenaparta A8 MeAuLUMHCKOro NpMMeHeHus (aanee cOOTBETCTBEHHO -
KAMHMYECKoe UccneaoBaHmne, paspelleHmne Ha NpoBeaeHne KANHUYECKOro UccienoBaHms).

HanmeHoBaHue ¢pegepanbHOro opraHa UCNONHUTENIbHON BAACTH,
NpeaoCTaBAAIOWEro rocy4apCTBEHHYIO yCayry

9. FocypapcTBeHHana ycayra npegocrasnaerca MUHUCTEPCTBOM.

Mpu npefocTaBAEHUN  TOCYAAPCTBEHHON  ycayrM  MWHUCTEPCTBO  B3auMMoAencTeyeT ¢
MMWHUCTEPCTBOM MPOMbIWAEHHOCTU U Toproeau Poccuiickoit degepauyn (MuHnpomTtopr Poccum) u
depepanbHbiM KazHavelicTBom (KasHauelicteo Poccuu).

Mpy npeaocTaBAeHUN TOCYAaPCTBEHHOW ycnyrm MuHMCTEPCTBO He Bnpase TpebosaTb OT
3afBUTENA OCYLLECTBNEHUSA [EUCTBMI, B TOM YMCNE COM/acoBaHWNA, HEOBXOAUMbBIX ANA MOAYYEeHUs
rocyapCTBEHHOM YCAYrM M CBA3AHHbLIX C O6palweHMemM B WHble TOCYAAPCTBEHHbIE OpraHbl U
OPraHM3aLMm, 33 UCKIOUYEHUEM MOJIYYEHUA YCYT, BKIOYEHHbIX B NEpeYeHb YCyr, KOTopble ABAATCA
HeobXoAMMbBIMU U 00M3aTeNbHbIMU AN MPEfOCTaBAEHUA TOCYAAPCTBEHHbIX YCAYT, YTBEPMKAEHHbIN
MpasutenbctBom Poccuiickon Pegepaumnm <2>.

<2> [locTtaHoBneHune [MpasButenbcrBa Poccuiickor Pepepaumm ot 6 mas 2011 r. N 352 "O6
YTBEPXKAEHUN MEPEeYHs YCAYr, KOTopble ABAAKTCA HeobxoaMmbiIMM U 0bA3aTeNbHbIMKM AN
npegoctaBneHns degepanbHbIMU OpraHamMmm UCNOAHUTENbHOW BAacTU, FoCyAapcTBEHHOM Kopropaumei
no aToMHOM 3Heprum "Pocatom" rocygapCTBEHHbIX YCAYr W NPeaoCcTaBAAOTCA OpraHM3aunamm,
YYacTBYIOWMMM B NPeaoCTaBleHUN TOCYAAPCTBEHHbIX YCAYr, U onpeaeseHnn pasmepa naatbl 33 UX
oKasaHue" (CobpaHue 3akoHoaaTenbcTBa Poccuinckoit deaepaumn, 2011, N 20, cT. 2829; 2012, N 14, cT.
1655; N 36, cT. 4922; N 33, cT1. 4382; 2013, N 49, cT. 6421; N 52, cT. 7207; 2014, N 21, cT. 2712; 2015, N
50, ct. 7165; 2015, N 50, ct. 7189; 2016, N 31, ct. 5031; 2016, N 37, c1. 5495; 2017, N 8, cT1. 1257; N 32,
cT. 5090; N 40, cT. 5843; N 42, cT. 6154).

OnucaHue pesynbTaTa NPeAO0CTaBNEHUA roCyAapCTBEHHOM ycnyru

10. Pe3ynbTaTamu NpeAoCTaBAEHNA FOCYAaPCTBEHHOM YCAYTU ABNAIOTCA:

1) HanpaBneHue (BpyyeHWe) 3anBUTE/N0 paspeleHus Ha MpoBefAeHWe  KJAMHUYECKOro
nccaeno0BaHNA 1EKaPCTBEHHOrO Npenapara;



2) HanpasfieHuWe (BpyyeHue) 3asBUTENl0 pelleHUa o6 OTKase B Bblgaye paspelleHus Ha
npoBeAeHMe KAMHNYECKOro UCCeA0BaHNA IeKapCTBEHHOro Npenapara;

3) HanpaeneHune (BpydyeHue) 3anasutento aAybamnkaTa paspeleHnn Ha NpoBeaeHMe KAMHUYECKOro
nccaea0BaHMA IeKapCTBEHHOro npenapara.

CpoK npegocTaBneHnsa rocyaapcTBeHHOM ycnyru

11. CpoK npeaoctaBAeHUs rocyAapCcTBEHHOM ycayru He npesbliaeT 40 (copoK) paboumnx aHel ¢
4aTtbl  noctynneHMa B MWHUCTEPCTBO 3aABAEHMA W AOKYMEHTOB, YKas3aHHbIX B NyHKTe 15
ALMWHUCTPATMBHOIO perjameHTa.

12. Bblgaya 3anasutento aybaunKaTa paspelleHns Ha NpoBedeHne KJAMHUYECKOro uccaeaoBaHms -
10 (mecAatb) pabounx AHen co AHA nocTynaeHns B MUHMUCTEPCTBO 3asBAEHMNS, YKa3aHHOro B NyHKTe 16
AOMMHUCTPATUBHOIO pernameHTa.

13. CpoK nNpPMOCTAHOB/AEHUA MNPEAOCTaB/NIEHUA  TOCYAAPCTBEHHOM ycayrM B Caydae,
npeaycMOTPEHHOM NYHKTOM 22 AAMUHUCTPATMBHOIO perfiameHTa, He 6onee 90 paboumnx gHen <3>.
(8 pea. Npukasa MuH3sapasa Poccum ot 24.10.2019 N 880H)

<3> Yactn 3 1 4 ctatbk 39 PeaepanbHOro 3akoHa ot 12 anpena 2010 r. N 61-d3 "O6 obpalieHnn
NeKapcTBeHHbIX cpeacTs” (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®epepaumn, 2010, N 16, cT. 1815;
N 31, cT. 4161; N 42, cT. 5293; N 49, cT. 6409; 2011, N 50, c1. 7351; 2012, N 26, cT1. 3446; N 53, cT. 7587,
2013, N 27, c1.3477; N 48, cT. 6165; 2014, N 11, cT. 1098; N 43, cT. 5797; N 52, c1. 7540; 2015, N 10, cT.
1404; N 27, c1. 3951; N 29, cT1. 4359; N 29, cT. 4367; N 29, cT1. 4388; N 51, cT. 7245; 2016, N 1, cT. 9; N 23,
cT.3287; N 27, cT. 4238, cT. 4283) (nanee - PegepanbHbiii 3akoH N 61-03).
(8 pea. NMpukasa MuH3sapasa Poccum ot 24.10.2019 N 880H)

MNepeyeHb HOPMATUBHbIX MPABOBbIX aKTOB, PeryMpyoLLnX
OTHOLLEeHUA, BO3HUKalOLME B CBA3U C NpeAoCcTaBleHUueM
rocyAapcTBeHHOI ycnyrm

14. NepeyeHb HOPMATUBHbIX NPABOBbIX aKTOB, PErYINPYHOLLUX NPeaoCcTaBAeHNe rocyAapCTBEHHOM
ycayrun (C yKasaHMeM UX PEKBU3UTOB U MCTOYHUKOB OdMLMaANbHOIO ONy6AMKOBaHMA), pa3meLlaeTca Ha
odumumanbHom canite MuHucTepcTsa, B PegepanbHomM peectpe M Ha EguHom nopTane.

(n. 14 B pepn,. MNpukasa MuHsgpasa Poccun ot 24.10.2019 N 880H)

MUcuepnbiBalowwmii nepeyeHb 4OKYMEHTOB,
Heo6X0AUMbBIX B COOTBETCTBMU C HOPMATUBHBLIMU NPABOBbIMU
aKTaMu 4N1A NPeAO0CTaB/leHUA rocyAapCTBEHHOM YC/yru, KoTopble
ABNAIOTCA HEO6X04MMbIMM U 06513aTeNbHBIMM ANA NPEAOCTaBNEHUA
rocyAapCTBEHHOM YCYru, NOANEKALWMUX NPEACTaBNEHUIO
3aaBuUTeNem, cnocobbl X NONYYEHUA 3aABUTENEM, B TOM UMcCie
B 3/IeKTPOHHOU popme, NOPALOK UX NpeacTaBNeHUs

15. OQns nonyyeHus paspelleHnsa Ha NpoBeAeHMEe KAMHWYECKOro WCCNefoBaHMA 3asBUTESNb
npeacrasnsetr B8 MMHUCTEPCTBO Ha ByMarKHOM HOCUTE/IE U B 3/1IEKTPOHHOM BUAE:

1) 3asBneHMe O Bblgaye paspelleHnn Ha NpoBeLeHUE KAMHUYECKOrO uccaenoBaHusa no ¢opme,
npeaycmoTpeHHol npuaoxeHnem N 1 K AADMUHUCTPATUBHOMY PEF/TAMEHTY;

2) KON OOKYMEHTOB, noATBepxAalowmnx ynnaty FOCVAapCTBEHHOVI NOW/IMHbI 3a nposBegeHune
3TUYeCKoM 9KCNepTn3bl, 3KCNEepPTU3bl AOKYMEHTOB Ha ﬂEKapCTBEHHbIVI npenapat Ana noayyvyeHuAa



paspelleHMA Ha nNpoBeAeHMe KAUMHMYECKOro WCCAeA0BaHMA JIEKAapCTBEHHOro mnpenapaTta  Ans
MeAULMHCKOro NPUMEHEHMA, 3a BblJadvy paspelleHns Ha NpoBedeHMe KAMHUYECKOro UCCNefoBaHUs
JIeKapCTBEHHOrO npenaparta Aa8 MeAULMHCKOro NPpUMEHEHUs, 32 NPoBeAeHMe 3TUYECKOMN 3KCNepTussbl,
3KCNepTU3bl AOKYMEHTOB Ha /JIeKApPCTBEHHbIM NpenapaT ANA NoJiyYeHMsA paspelleHus Ha npoBefeHue
MEXKAYHAPOAHOr0 MHOTOLEHTPOBOrO KAMHUYECKOrOo WUCC/eZloBaHUA JIeKapCTBEHHOro npenaparta Aans
MEeAULMHCKOrO MNPUMEHEHMA, 3a BblAadyy paspelleHns Ha MpoBedeHUe  MeXAyHapoAHOro
MHOTOLEHTPOBOrO K/AMHUYECKOro WCCNeAoBaHMA NeKapCTBEHHOro npenapata Ana MeAuLMHCKOro
NPUMeEHEHWA, 33 MPOBEAEHNE 3TUYECKOM 3SKCNEepTM3bl, IKCMEepPTU3bl AOKYMEHTOB Ha JIeKapCTBEHHbIN
npenapat AnA no/ayYeHUA paspelleHna Ha MpoBedeHUe MNOCTPEerncTpaLyMoHHOrO KJANMHUMYECKOro
NUccnefoBaHUA IEKAPCTBEHHOrO npenapaTa Ana MeAMUMHCKOro NMPMMEHEeHUs, 3a Bblgady paspelleHuns
Ha NpoBefeHMe NOCTPErncTPaLMOHHOTO KAMHUYECKOTO UCCNeA0BaHNA 1EKAPCTBEHHOTO NpenapaTta Ans
MeAULMHCKOro NpumeHeHus (NpeacTaBAsOTCA NO COBCTBEHHOM UHMLMATUBE 3as8BUTENS);

3) NPOTOKOJ KIMHUYECKOTO UCCNIEA0BaHUS;
4) 6polutopy uccnenoBartens;
5) UHGOPMALMOHHbIN TINCTOK NAaLUEHT];

6) cBepeHmna o6 onbiTe paboTbl UccneagoBaTenelt NO COOTBETCTBYHOLWIMM CMeLManbHOCTAM U UX
onbiTe paboTbl NO NPOBEAEHWNIO KIMHUYECKUX UCCNeA0BaHUIA NeKapCTBEHHbIX NpenapaTtos;

7) cBeAeHMA 0O MEAMUMHCKUX OpraHM3aumsax, B KOTOpbIX Mpegnosnaraercs nposegeHue
KMHUYECKOrO MCCNefoBaHMA JIEKapPCTBEHHOrO npenapaTta (MO/HOE U COKpPaLLeHHOE HaMMeHOBaHMS,
OpraHM3aUMOHHO-NpPaBoBass GopmMa, MECTO HaXOMKAEHMA M MECTO OCYLLECTB/IEHUA AeATe/IbHOCTH,
TenedoH, Tenedakc, aapec 3N1eKTPOHHOM NOYTbI KaXKa0M MeAMLMHCKOW opraHM3auum);

8) cBegeHnA o npeagnosaraembiX CpoKax nposegeHnAa KAIMHNUYeECKOro nccneaoBaHumA,

9) KON O0rosopa obAsaTenbHOro CTpaxoBaHWA, 3aK/KOYEHHOIo B COOTBETCTBUK C TUNOBbIMU
npasuiaamum obAa3aTenbHOro CTpaxoBaHMA, C YKa3aHUeM npe,a,eanoi/’l YNCNEHHOCTN MNAUNEHTOB,
y4acCTBYHOWUNX B KIMHNYECKOM NccnenoBaHnu;

10) nHdopMaumIo 0 CoCTaBe IeKaPCTBEHHOro Npenapara;

11) AOKYMEHT, COCTaBNEHHbIA MPOU3BOAUTENEM JIEKAPCTBEHHOro npenapaTa U CoAep:Kalmi
NoKasaTenn (XapaKTepucTUKK), a TaKKe CBeAEeHWA O JIeKapCTBEHHOM npenaparte ANs MeguUMHCKOro
NPUMEHEHWA, NPOU3BEAEHHOM A8 NPOBEAEHUA KAMHUYECKUX UCCNeA0BaHNN;

12) KOMUIKO NIMUEH3NN Ha NPOU3BOACTBO NNIEKAPCTBEHHbLIX CPpeacTB B Cayvyae, eCqim nNnpomnssBoacrtso
NEKAPCTBEHHOINoO npenaparta OCywecTBNAETCA B Poccuitckoit ¢ep,epau,MM, WIN KONMUKO 3aKIH4YEeHUA O
COOTBETCTBMN MNMpoun3BOoAUTENA JIEKAPCTBEHHOIO npenapara Tpe6OBaHMﬂM npasun Ha,u,nemau.l,eﬁ
ﬂpOM3BOACTBeHHOﬁ NPaKTUKK, BblAaHHOTO KOMMNETEHTHbIM YMNO/IHOMOYEHHbIM OpPraHOM CTPaHbl
npounssoauTenAa 1e€KapCTBeHHOro npenaparta.

Ecan AOOKYMEHTbI, YKa3aHHble B HactoAwem, COCTaB/ieHbl Ha WHOCTPAHHOM A3blKe, OHU
npeacTtaBaArTCA C 3aBEPEHHDBIM NepeBoOAOM Ha pyCCKMVI A3bIK.

np0TOKOI'I KIMHNYEeCKOoro mnccnenosaHuna m 6p0Lu+opa ncenegosartena npeacraBnAroTCcA B ABYX
aK3emMmnnAapax anAa nposegeHMA oaHOBPEMEHHO 3KCNEPTU3blI AOKYMEHTOB AN1A NONYyYEHNA pa3peleHnA
Ha npoBeaeHne KIMHNYECKOTro nccnenoBaHna m 3TUYECKOM IKCNnepTuns3bl.

16. Ona nonyyeHusa paybnvKata paspelleHus Ha NpoBeAeHMEe KAMHMYECKOro WCCief0BaHusA
JleKapCTBEHHOTO MNpenapaTta B C/ly4ae ero nopyv Wau yTpaTtbl NpeacTaBAsIOTCA 33ABJEHUE C YKa3aHUeM
NPUYMH NOPYM UM YTPaTbl Pa3peLleHmMs U UCMIOPYEHHDBIN OPUTMHAAN pa3peLleHnn (B cydae ero nopyn).



MUcuepnbiBalowmii nepeyeHb O0KYMEHTOB,
Heo6X0ANMbBIX B COOTBETCTBMU C HOPMATUBHBLIMU NPABOBbLIMM
aKTamu gna npeaocTaBaAeHUA rocyaapcTBEHHOM yCAyru, KoTopble
HaX0AATCA B PacnopAXeHUN rocyaapcTBeHHbIX OPraHoB, OpraHoB
MeCTHOr0 CaMoynpaB/eHUA U UHbIX OPraHoOB, YYaCTBYIOLMX
B NpeAoCTaB/NeHUN roCyAapCTBEHHbIX MM MYHULMNANbLHbIX YCAYT,
M KOTOpble 3aABUTeb BNpaBe NpeacTaBuThb, a TaKXKe cnocobbl
UX NONYyYEHUSA 3aABUTENAMM, B TOM UUC/IE B INIEKTPOHHOM
dopme, nopaaok ux npeacrasneHns

17. MNpy NpesocTaBAEHUN TFOCYAAPCTBEHHOW ycnyrM MuHUCTepcTBO He BrpaBe TpebosaTb OT
3aABUTENA NPeACTaB/eHUs AOKYMEHTOB, COAEPKALLNX CcBeAeHNA 06 oniaTe rocy4apCTBEHHOM NOLW/MUHbI
3a NpefocTaBNeHMe rocyaapCTBEHHOW yCayru, cogepskawmecs B FocysapcTBeHHOM MHPOPMALMOHHOM
CUCTEME O rOCYAapPCTBEHHBIX U MYHULMMNANbHBIX NAaTeXax.

18. MuHKUCTEPCTBO He BrnpaBe TpeboBaTb OT 3aABUTENSA:

1) npeacTaBneHNa AOKYMEHTOB U MHOOPMaLMM UM OCYLLECTB/IEHUN AEUCTBUA, NpeacTaBieHue
WAN  OCYLLECTB/IEHME KOTOPbIX He MNPeaycMOTPEHO HOPMAaTMBHLIMK  MPaBOBbIMM  aKTamu,
pPeryampyoLLMmMmM OTHOLLEHNA, BO3HMKaIOLLME B CBA3W C NPeaoCcTaBeHMeM rocy4apCcTBEHHOMN yenyru;

2) npeacTaBneHUs OOKYMEHTOB M MHGOPMaUUKM, KOTOPble B COOTBETCTBUM C HOPMATMBHbLIMM
npaBoBbIMW aKTamu Poccuiickoit Pepepauun, HOPMATUBHBIMW MPABOBbIMW aKTaMM CyObeKTOB
Poccuiickoit Pepepaumm M MyHUUMNAAbHbIMM MPABOBbIMM  aKTaMKM HAXOAATCA B PACHOPAXKEHUU
rocylapCTBEHHbIX OPraHOB, NPeAOCTABAAILWMX TOCYAAPCTBEHHYIO YCAYrY, WHbIX TOCYAAPCTBEHHbIX
OpraHoB, OPraHOB MECTHOTO CaMOyMpaB/eHUsA U (ManN) NoABEAOMCTBEHHbIX FOCYAAaPCTBEHHbLIM OpraHam
M OpraHam MeCTHOrO CaMOYyMpaB/JeHMA  OpraHM3auuWi, Yy4yacTBYOWMX B  MPefOoCTaBAEHUM
rocyapCTBEHHbIX MAM MYHUUMMNANbHbIX YCAYT, 33 UCKAOYEHMEM AOKYMEHTOB, YKa3aHHbIX B 4acTu 6
cTaTbn 7 ®epgepanpHoro 3akoHa N 210-03.

3) npeacTaBaeHUA AOKYMEHTOB U MHPOPMALMK, OTCYTCTBUE U (MNU) HEAOCTOBEPHOCTL KOTOPLIX HE
yKasblBaAMCb MNpW  MNepBOHA4Ya/lbHOM OTKase B MpuUemMe [OOKYMEHTOB, Heobxogumbix  Ans
npeaocTaBAeHUsA TrOCyAapCTBEHHOW ycayrn, nMbo B NpenocTaB/ieHMM ToCyAapCTBEHHOW ycayru, 3a
WCKIOYEHNEM CNYyYaEB, NPeAyCMOTPEHHbIX NYHKTOM 4 yactu 1 ctatbn 7 PepepanbHoro 3akoHa N 210-
®3.

(nn. 3 BBegeH Mpukasom MuHsgpasa Poccum ot 24.10.2019 N 880H)

MUcuepnbiBalowmii nepeyeHb OCHOBaHUIA A4/1A OTKasa B npueme
AOKYMEHTOB, He06X04MMbIX ANA NPeAoCTaB/eHUs
rocyAapcTBeHHoO ycnyru

19. OcHoBaHWA ANA OTKasa B Npueme [OOKYMEHTOB, HeobXxoAuMbIX AnA npeaocTasaeHuA
rocyapcTBeHHOM YCAyru, OTCYTCTBYIOT.

MUcuepnbiBalowmii nepeyeHb 0CHOBaHUIA ANA NPUOCTAHOB/EHUA
WK OTKa3a B NpPeAoCTaBNeHUN FOCyAapCTBEHHOM yCayru

20. OcHoBaHMeMm 4/1A 0TKa3a B BblAaye paspelleHns Ha NpoBeaeHNe KAMHUYECKOro NCCnea0BaHmns
ABNAGTCA 3aK/OYEHMEe KOMMUCCMM 3IKCNepToB ¢eaepanbHOro  rocyAapcTBEHHOrO  6HAMKETHOro
yupeskaeHna MuHucTepcTsa, co3gaHHOro ana obecneyeHns UCNOSHEHUA NMOAHOMOUYMIM MUHKUCTEpCTBa
Mo Bblaaye paspelleHnit Ha NpoBedeHne KAUHUYECKMX UCCNeA0BaHWA IeKapCcTBEHHbIX MPenapartos M
(vnn) no rocypapcCTBEHHONM perucTpauuu  JIEKapCTBEHHbIX MNpenapatoB (Jasnee - 3KcnepTHoe
YUYpEKAEHNE) WMAM 3aKA0YEHMS COBETa MO 3TUKE O HEBO3MOMHOCTU MPOBEAEHMSA KAUHUYECKOro
nccaen0BaHWA IEKAPCTBEHHOrO NpenapaTa No pesynbTaTaM NpPoBeAeHHbIX IKCnepTus <4>,



<4> Yactb 8 ctatbu 39 GepepanbHoro 3akoHa N 61-03.

21. OcHoOBaHMeM A4aA OTKa3a B MNPOBEAEHUM 3SKCNepTU3bl LOKYMEHTOB A4 NOJy4YeHus
pa3pelleHmna Ha NpoBeaeHNe KINHNUYECKOTo UCCIe0BAaHUA U 3TUYECKOW SKCNepTUsbl ABAA0TCA <5>:

<5>Yactb 5 ctatbu 39 deaepanbHoro 3akoHa N 61-P3.

1) npeacTaBneHWe [OOKYMEHTOB, NpPeAyCMOTPEHHbIX MyHKToM 15  AZMWHWCTPaTUBHOMO
pernameHTa, B HeNo/HOM o6beme;

2) HenpeacTaB/leHWE 3afBUTENEM B YCTAHOB/EHHbIN CPOK OTBETA Ha YKasaHHbIM B NyHKTe 44
AOMMHUCTPATMBHOIO pernameHTa 3anpoc MuHWcTepcTBa AMGO OTCYTCTBME B MNpeacTaBAEHHbIX
AOKYMEHTax MCcYepnbliBalowWero nepeyHsa HeobxogumMon MHPopmauumn wuam uHGopmauum, KoTopas
[A0NKHa 6bITb OTPaXKEHa B HUX;

3) oTcyTcTBME MHbOPMAUMMK, NoATBEpKAAtOWeN GaKT ynaaTbl rocyfapCTBEHHOW NOLW/MHLI 3a
BblAauy pa3peLleHnn Ha NpoBeAeHMe KNMHNYECKOrO UCCAeA0BaHuA.

22. OcHoBaHuem Aansa NnpPpUoCTaHOBNEHNA NpenocCTaB/ieHUA I'OCY,CI,apCTBEHHOﬁ YCNyrn ABAAeTCA
HanpasaeHne MUHUCTEPCTBOM 3anpoca 3asaBUTENIO 06 YTOYHEHUN CBEAEHMVI B C/ly4yae BblABNEHUA
HENONHOTbI U (MIIM) HeAOCTOBEPHOCTHN MHd)OpMaLI,MM, cop,epmau.l,eﬁm B NpeacrtaB/IEHHbIX 3aABUTENEM
AOKYMEHTaX, a TaKXe 3alpoCOB 3KCNEepPTHOro y4dypexageHuna B Cayvyae HeAOoCTAaTOYHOCTM ANnA Adayvun
3aKNo4YeHNA NpeacTaB/IEHHbIX Ha 9KCNEPTU3Y MaTeEPUNAOB.

MepeueHb ycayr, KoTopble ABAAIOTCA Heo6XoaMMbIMU
1 06a3aTeNlbHbIMU A8 NPEAOCTaB/eHUA rOCYAaPCTBEHHOM yCayru,
B TOM YUCNe CBeAeHUA O A0KYMeHTe (40KymeHTax), BbigaBaemom
(BblgaBaembix) opraHu3aLMAMM, YYaCTBYIOLLMMMU B NPEAOCTaBNEHUN
rocypapcTBeHHOM ycnyru

23. Ycnyrn, KoTopble ABAAIOTCA HeobxogMmbiMM U o6s3aTe/ibHbIMM AN NpeaocTaBaeHuA
rocygapCcTBEHHOM YCAYru, OTCYTCTBYIOT.

MopAaaoK, pasmep U OCHOBAaHUA B3UMAHUA
rocyAapcTBeHHOM NOLW/INHbI UIM MHOW NAATbl, B3MMAEMOM
3a npepocTaBaeHue rocyAapCcTBEHHOM ycnyrm

24. 3a npepocTaB/ieHMe FOCyAapCTBEHHOM YCAYrM yniayMBaeTcs rocygapcTBeHHas MOWAMHA B
cneayowmx pasmepax, yCTaHoBAEeHHbIX nyHKkTamn 1, 3, 4, 9 - 11 ctatbm 333.32.1 Hanorosoro Kogekca
Poccuiickoin ®epepaumu:

1) 3a npoBeAeHME ITUYECKON IKCMEPTU3bI, IKCMEPTU3bI JOKYMEHTOB JIeKapCTBEHHOIO NpenapaTa
ONA NONyYeHMA paspelleHma Ha NpoBeAeHNe KINHUYECKOTo UCCAef0BaHNA IEKAapCTBEHHOrO nNpenapaTta
AN MeanLMHCKoro npumeHeHus - 110 000 pybnei;

2) 33 npoBefeHMEe 3KCNepTU3bl [AOKYMEHTOB JIEKAapPCTBEHHOro npenapata AAA NoJyyYeHua
paspelleHna Ha MpoBeAeHMEe MEXAYHAPOL4HOrO0 MHOTFOLEHTPOBOrO K/AWMHUYECKOrO WCCaedoBaHUA
JIEKapCTBEHHOTO Npenaparta 418 MeAUUUHCKOro npumeHeHus - 210 000 pybnen;

3) 3a npoBeAeHME STUYECKOWN IKCMEepPTUSbI, IKCMEpPTU3bl AOKYMEHTOB JIeKapCTBEHHOro npenapara
ONA MOoNyYyeHUs paspelleHMa Ha npoBedeHWe MNOCTPErucTpauMoHHOrO KAMHUYECKOro UccienoBaHus



JIeKapCTBEHHOrO Npenaparta A1 MeAULUHCKOro npumeHeHus - 60 000 pybnei;

4) 3a Bblgayy paspeleHUs Ha MpoBedeHME KAWHWMYECKOro MCCNeAOBaHWA /IeKapCTBEHHOro
npenapara gaa MeaMUMHCKOro npumeHeHus - 5 000 pybneit;

5) 3a Bblgauyy paspelleHnn Ha NPoBeAeHNEe MeXKAYHAapPOAHOr0 MHOFOLEHTPOBOro KAMHUYECKOro
nccaenoBaHMA 1EKapCTBEHHOrO NpenapaTta 419 MeguUMHCKoro npumeHeHus - 5 000 py6nels;

6) 3a Bblgauyy paspeLleHnn Ha NpoBeAeHME NOCTPErMCTPALMOHHOIO KAMHUYECKOrO UCCIe0BaHUA
NleKapCcTBEHHOro npenaparta g1 MeAuLMHCKOro npumeHeHus - 5 000 pybnei.

Ynnata rocyAapCTBEHHOM MOLWAMHbI OCYLLLECTBAAETCA B NOPAAKE, NPeayCMOTPEHHOM NOAMNYHKTOM
6 nyHkTa 1 cTtatbm 333.18 Hanorosoro kKogeKkca Poccuiickon degepaumnn 4o nogaym COOTBETCTBYHOLLUX
3aAB/IEHUIN U JOKYMEHTOB.

MopAaaok, pasmep n OCHOBAHUA B3UMAHUA NaaTbl
3a npeaocTtas/ieHUe ycnyr, KotTopbie ABNAIOTCA HEO5XOAVIMbIMM
1 06A3aTeNbHbIMKU ANAa npepocraszieHUA rOCVAapCTBEHHOﬁ ycnyrm,
BK/1IOYaA MH(I)OpMaUMIO O MeTo4uKe pacyeTa pa3mepa TaKoW nnartbl

25. Ycayrn, KoTopble ABAAIOTCA HeobxoAumbiMM M 06A3aTeNbHbIMW AN NpeaocTaBAeHUs
rocyapCcTBEHHOMN YCAYrn 1 3a KOTOPbIe B3MMaeTcA naaTa, OTCYyTCTBYET.

MaKcMManbHbIA CPOK OXKUOAHUA B ouepeau Npu nogaye
3anpoca o NpeaoCcTaB/ieHUU rocyAapCTBEHHOM yCayru, ycayru,
npeAaoCTaBiAeMOii opraHM3auuei, yuacTeyloLleii B npeaocTaBieHumn
rocyaapcTBeHHOM YyCAyru, U NPy NoJiyueHum pesynbrarta
npepocTaBieHUA TaKUX ycayr

26. MaKcMManbHbIM CPOK OKMAAHMA B odepeau NpuU nojaye AOKYMEHTOB Ha npeaocTaB/ieHue
rocy4apCTBEHHOM YCAYTW, @ TaKXKe Mpu MNOJYYEHUM [AOKYMEHTOB, CBA3aHHbIX C MpeAocTaB/leHUem
rocyapcTBeHHOM ycnyru, coctasaaeT 15 MUHYT.

CpOK U NOPAAOK perucrTpaymMm 3anpoca 3anBuTens
0 NpeAoCcTaBAEHUU roCyAapCTBEHHOM YCYIU U YCAYTH,
npeaocTaBNAeMoi OpraHu3aumnen, yyacteyioweil B NnpeaocTaBieHnmn
rocyAapcTBeHHOM ycnyru, B TOM Yuc/e B 3/1eKTPOHHOU popme

27. [lOKyMeHTbI, MOCTYNMBLUNE OT 3asBUTeNel B MUHUCTEPCTBO (B TOM YMcae NpeacTaBieHHble B
bopme 3/M1EKTPOHHOrO [AOKYMEHTa) ANA MNOAYYEeHUA TOCYyAapPCTBEHHOW YCAYrM, PerucTpupytotca B
[enapTameHTe ynpasneHus genamu u Kagpos MuHuUcTepcTBa B TedeHMe 1 pabouyero gHa ¢ Aatbl UX
nocTynaeHus.

TpeboBaHMA K NOMeLLEHUAM, B KOTOPbIX NpeAocTaBaAeTcs
rocyAapcTBeHHas ycnyra, K 3a/ly OXXupaHusa, mectam
ANA 3aN0/IHEHUA 3aNPOCOB O NPeAOCTaBNEHUMN rOCYAAPCTBEHHOM yCnyry,
MHPOPMALMOHHbIM CTeHAAM ¢ 06pasLamm MX 3aNoJIHEHUA U NepeyHem
AOKYMEHTOB, HE06X0ANMbIX ANA NPEAOCTaBNAEHUA KaXxKAaoi
rocyAapcTBeHHOM ycayru, pasmeLl,eHuio U opopmaeHUIo BU3yanbHOIA,
TEKCTOBOW U MynbTuMmeauitHou nHpopmaumum o nopsaaKe npeaocTaBaeHUA
TaKoW ycnyru, B TOmM Yuciae K obecneyeHuto 40CTynHOCTU ANA
WHBA/IMA0B YKa3aHHbIX 06 beKTOB B COOTBETCTBMMU C 3aKOHOAATEeIbCTBOM
Poccuiickoit Pegepaumm o coumanbHOM 3aWmMTe MHBAaINAOB
(8 pea. Mpukasa MuH3sgpasa Poccum ot 24.10.2019 N 880H)



28. lomelleHne, B KOTOPOM MpenoCTaBAfETCA rocydapcTBeHHas ycayra, obecneymBaeTcs
HeobxoAMMbIMM AN NPeAoCTaBAEHUA FoCyAapCTBEHHOW YCAyrn obopyaoBaHMEM, KaHUEeNApCKUMMU
NPUHAANEKHOCTAMU, OQUCHOM Mebenblo, CUCTEMOM KOHAMUMOHWPOBAHWSA BO34yXa, CUCTEMOM
onoselleHnsa ob ovepeamn, TeniedpoHOM, KOMMNbIOTEPOM C BO3MOMKHOCTbIO MeyaTh 1 Bbixoda B MIHTepHeT,
[OCTYNOM K rapaepoby, a TakkKe NevyaTHbIMW MaTepuanamu, CoLepKalmnmMmn cnegyowme AOKYMEHTbI
(cBepeHus):

1) HopmaTMBHble MpaBoBble akKTbl Poccuiickoit depepauuun, peryavpyloliMe nopsaaok
npeaocTaB/AeHUA rocyaapcTBEHHOM YCAYru;

2) ALMUHUCTPATUBHbBIN PErlaMeHT;

3) ob6pasubl odopmaeHUA  OOKYMEHTOB, KOTOpble NPeACTaBAATCA AAs  NOJyYeHus
rocyaapCcTBEHHOM yCayru;

4) ceegeHus, cogeprrawme MHGopMaumio, NpesyCMOTPEHHYIO NPaBMAaMMU yKasaHMA MHbopmMaLmm
B PEKBU3UTAX PaCNOpPAMKEHUW O MepeBOAe [AEHEXHbIX CPeACTB B ynaaTy naatexen B OLOAKETHYHO
cuctemy Poccuiickoint ®egepaumm, yteepraeHHbIMU Npukazom MuHowmnHa Poccnn N 107H;

Bxoa wn nepegsueHne nNO MOMELWEHUAM, B KOTOPbIX MNPOBOAUTCA MNPUEM [OOKYMEHTOB,
HEOGXO,LI,MMbIX Ana npeagocraBaeHnA I'OCV,CI,apCTBEHHOIZ yCcnyrun, He gonXKHbl CO34aBaTb 3any,ﬂ,HEHMl7I Aana
NN, C orpaHN4YeHHbIMU BO3SMOXHOCTAMMN.

29. B cootBetcTBUM ¢ PenepanbHbiM 3aKOHOM OT 24 Hosbpa 1995 r. N 181-d3 "O coumanbHom
3awmTe MHBaAnaoB B Poccuitickoin Pepepaumnn” <6> nHsanngam obecneymsatorca:

<6> CobpaHune 3akoHogaTenbcTBa Poccuinickont deaepauunm, 1995, N 48, ct. 4563; 1998, N 31, cT.
3803; 1999, N 2, cT. 232; N 29, cT1. 3693; 2000, N 22, cT. 2267; 2001, N 24, cT. 2410; N 33, cT. 3426; N 53,
cT. 5024; 2002, N 1, cT. 2; N 22, cT. 2026; 2003, N 2, cT. 167; N 43, cT. 4108; 2004, N 35, c1. 3607; 2005, N
1, cT. 25; 2006, N 1, cT. 10; 2007, N 43, cT. 5084; N 49, cT1. 6070; 2008, N 9, cT. 817; N 29, cT1. 3410; N 30,
cT. 3616; N 52, cT. 6224; 2009, N 18, c1. 2152; N 30, c1. 3739; 2010, N 50, cT. 6609; 2011, N 27, cT. 3880;
N 30, cT. 4596; N 45, cT. 6329; N 47, cT. 6608; N 49, cT. 7033; 2012, N 29, cT. 3990; N 30, c1. 4175; N 53,
cT. 7621; 2013, N 8, c1. 717; N 19, cT1. 2331; N 27, cT. 3460; cT. 3475; cT1. 3477; N 48, cT. 6160; N 52, cT.
6986; 2014, N 26, cT. 3406; N 30, cT. 4268; N 49, cT. 6928; 2015, N 14, cT. 2008; N 27, cT. 3967; N 48, cT.
6724;2016,N 1, cT. 19; N 52, cT. 7510, 7493; 2017, N 24, cT1. 3485; N 50, cT. 7563.

1) ycnoBua 6ecnpensATCTBEHHOrO A0CTyMa K O0OBbEKTy (34aHMI0, MOMELLEHMID), B KOTOPOM
NpeaocTaBAseTCcA [oCyAapCTBEHHas ycayra, a TakkKe Aana  6ecnpenATCTBEHHOrO MO/b30BaHUA
TPaHCMOPTOM, CPeACTBaMM CBA3U U MHPOpMaLLUK;

2) BO3MOKHOCTb CaMOCTOATE/IbHOTO MepeaBUKEHMA NO TEPPUTOPUU, HA KOTOPOW PACMO/ONKEHbI
06beKTbI (34aHNA, NOMELLEHUSA), B KOTOPbIX NPeA0CTaBAAETCA roCyA4apCTBEHHAA YC/Yra, a TakXkKe BXoA4a B
Takue 06beKTbI U BbIXOAA M3 HUX, NOCAZAKM B TPAHCNOPTHOE CPEACTBO M BbICAAKM M3 HErO, B TOM YMCe C
MCMO/Ib30BaHNEM KPECa-KOMACKH;

3) conpoBOXAEHWE WHBAAWAOB, WMEIOLWMX CTOMKME pPacCTPoOMCTBA OYHKUMKM 3peHuA U
CaMOCTOATE/IbHOrO NepeaBUKEHMS;

4) Hagnekallee pasmellleHe 06opyaoBaHUA U HOCUTenel WHGopmauun, HeobxoaumblX ANA
obecneyeHna 6ecnpenaTcTBEHHOro A0CTyMa WMHBAAMAOB K Ob6beKkTam (34aHMAM, MNOMELLEHUAM), B
KOTOPbIX NPeA0CTaBAACTCA rocyAapCTBEHHanA YCyra, C YHeTOM OrpaHUYEHUIN NX KN3HeAeATeNbHOCTH;

5) aybanpoBaHMe HeobXxoAMMOWN ANA UHBANUAOB 3BYKOBOWN M 3pUTE/IbHOM MHPOPMaLMK, a TaKKe



Hagnucen, 3HAKOB M WMHOM TEKCTOBOM W rpadumyeckon MHPoOpMaunM 3HaKamu, BbINOJIHEHHBIMMU
penbedHo-ToYeYHbIM WpndTOom bpanns;

6) Aonyck cypaonepeBoaymKa u TudaocypLonepeBoaUmnKa;

7) Aonyck cobakn-NnpoBoAHMKa Ha 0O6bEKTbI (34aHNA, NOMELLEHMSA), B KOTOPbIX NPeaocTaBAseTca
rocyAapCcTBEeHHasn ycayra;

8) OKasaHMe WHBaAMAAM MOMOLWM B NPEOAONEHMN GapbepoB, MELLAOWMX MNOJYYEHUIO UMM
rocyAapCTBEHHOM YCNYTM HapaBHE C APYrMMU INLLAMMU.

30. B cnyyae HEBO3MOMKHOCTM MOJIHOCTbIO MPUCNOCOOUTL OBOBEKT C y4eToM noTpebHocTen
WHBaNMAoB MUHNCTEPCTBO B COOTBETCTBMM CO cTaTbel 15 PepepanbHOro 3akoHa oT 24 Hoabpa 1995 r. N
181-$3 "O coumanbHoM 3awmuTe MHBaANA0B B Poccuitickoit ®eaepaumn” 40NKHO NPUHUMATL Mepbl A8
obecneyeHuna AOCTyNa MHBAANGOB K MECTY NPefoCTaBNeHUA ycayrn, AMbo Korga 3TO BO3MOMKHO,
obecneunTb ee NpeoCTaBAEHMNE MO MECTY KUTEbCTBA UHBAIMAA WU B AUCTAHUMOHHOM peXnme.

MoKasaTenu A0CTYNHOCTU M KauecTBa rocyAapCcTBeHHOM ycayru,

B TOM YMC/le KOANYECTBO B3aMMOAEICTBUIT 3aABUTENA C A,ONKHOCTHbIMU
Muamm Npu NpeaoCcTaBAeHUN rocyfapCcTBEHHOM YCAYIU U UX
NPOAONKNTENIbHOCTb, BO3MOXKHOCTb NO/ly4eHUss MHPOPMaALIMKM O Xoae
npeaocTaB/ieHUA rocyAapCcTBEHHOM yCAyru, B TOM Yucne
€ Ucnosb3oBaHnemM MHPOPMALMOHHO-KOMMYHUKALMOHHDbIX TEXHONOIMUMA,
BO3MOYHOCTb IM60 HEBO3MOXKHOCTb NONY4E€HUA rOCYyAAPCTBEHHOMI yCnyru
B MHOToyHKLMUOHA/IbHOM LieHTpe NpeAoCTaBAeHUA roCyAapCTBEHHbIX U
MYHULMNANbHBIX yCAyr (B TOM Yncie B NoIHOM o6beme), B ito6om
TeppuUTOpPMaNbHOM NOAPA3AEeNEeHUN OpraHa, NPeAoCTaBAAIOLLErO
rocyAapCTBEHHYIO ycayry, nNo Bbi6opy 3aAaBuUTeNs (IKCTeppUTOpPUanbHbINA
NpUHLUN), NOCpeACTBOM 3anpoca O NpeAoCcTaBeHUN HECKOJIbKUX
rocyAapCTBEHHbIX U (MIM) MYHULMNA/IbHBIX YCAIYT B MHOTOPYHKLMOHANbHbIX
LeHTPax NpeaocTaB/ieHUs rocyAapcTBEHHbIX U MYHULMNA/bHbIX YCAYT,
npeaycmoTpeHHoro cratbeii 15.1 PegepanbHoro 3akoHa N 210-93
(8 pea. Mpukasa MuH3sgpasa Poccum ot 24.10.2019 N 880H)

31. Nokasatenamu AOCTYNHOCTN N KayecCTBa npeaocrtassieHnAa FOCY,EI,apCTBeHHOﬁ YCNYyrn ABNAKOTCA:

1) OTKpbITbIA AOCTyNn ANnA 3asBUTENen K MHPopmMaumm O MnopsaKe M CpoKax MpenocTaBieHus
rocygapcTBEHHOW ycayry, nopsgke ob6rKanoBaHus gencteuin (6espenctsma) [ONKHOCTHBIX UL
MuHucTepcTBa;

2) cobnoaeHne cTaHaapTa NpeaocTaBAeHUA roCcyAapCTBEHHOM YCayru;

3) oTcyTcTBME Kanob 3aasBuTeNel Ha geicTeus (besaelicTeme) A0NKHOCTHLIX AUy, MUHUCTEepCTBa
npv NpeaoCcTaB/leHNN roCyaapCTBEHHOM YCAYTn;

4) BO3MOHOCTb MOJIyYeHMs MHPOpMaLUM O XOoAe NPeaoCTaBNeHUA rocyAapCTBEHHOMN YCayru
yepes nopTan rocyAapcTBEHHOrO PeecTpa JeKapCTBEHHbIX CPeAcTB, Pa3MeLLEeHHOro Ha oduUManbHOM
caitte MuHucTepcTBa, v Yepes EanHbIn nopTan;

5) BO3MOMHOCTb MONYYEHUS TOCYHAAPCTBEHHOW YyCAyrM B  MHOTOQYHKLUMOHANbHOM LEHTpe
npeaoCcTaBAeHUSA rOCYAaPCTBEHHbIX U MYHUUMNAABbHbIX YCAYT.

32. B npouecce npeaocTaBfeHWA TOCYAapPCTBEHHOW YCAYrM 3asBUTENb B3aMMOAENCTBYeT C
AONKHOCTHLIMM AnLAMU MUHUCTEPCTBA:

1) npu nogaye AOKYMEHTOB, HEOBXOAMMBIX A4 NOJYYEHUA roCyAapcTBEHHOM ycayru, - go 15



MWHYT;

2) Npu NoAy4eHMM paspelleHns Ha NPoBeAeHME KAMHUYECKOrO UCCNeAOoBaHUA UAKU pelleHus 06
OTKa3e B BblAaye paspelleHmns Ha NpoBeAeHNe KAUMHUYECKOro UCCNeA0BaHuA - A0 15 MUHYT;

3) npu nonyyeHnn aybamKaTta paspelleHms Ha NPoBeAeHNe KAMHUYECKOro UccieaoBaHus - Ao 15
MWHYT.

32.1. Mpy1 NOAYYEHUM FrOCYAAPCTBEHHOMN YCAYrM C Ucnosb3oBaHMem EgMHOro noptana 3anaBuTeNto
obecneymBaeTcs BbINOJHEHWNE CAeAYIOLMX AENCTBUI B 3NEKTPOHHON popme:

1) nonyyeHune nHbopmaLMm 0 NOPAAKE U CPOKaX NPeAOoCTaBAEHUA YCAYTK;

2) BO3MOXHOCTb GOPMUPOBAHUA 3aAB/IEHUS;

3) npuem 1 perncTpaLma 3asBAeHUA U NPUNAraembix LLOKYMEHTOB;

4) nonyyeHmne pesynbTaTa NPeAOCTaBNEHNUA rOCYAapPCTBEHHON YCayru;

5) nonyyeHune ceeaeHuin 0 Xo4e PacCCMOTPEHMA 3aABNeHNs;

6) ocywLecTB/IeHEe OLEHKM KayecTBa NpeaoCcTaBAeHUA rocyaapCTBEHHOM YCyru;

7) nocynebHbili (BHecyaebHbI) nopsaaoK ob6anoBaHWA peleHuin u aencteuin (6esaencrems)
OONKHOCTHbIX ML, MUHKUCTEPCTBA.
(n. 32.1 BBeaeH Mpukaszom MuHsapasa Poccun ot 24.10.2019 N 880H)

32.2. Nony4yeHne rocyfapcTBEHHON ycaAyrn B MHOTOQYHKUMOHANBbHOM LEHTpe npeaocTaBieHns
rocy4apCTBEHHbIX M MYHULMMAMAbHBIX YCAyr (ganee - MHOroQYHKUMOHAbHbIM LLEHTP) OCYLL,EeCTBASETCS B
COOTBETCTBUM C COFJIAlIEHMEM, 3aKIHOYEHHBIM  MeXAy MHOroQyHKLMOHANbHBIM  LEHTPOM M
MWHUCTEPCTBOM, C MOMEHTA BCTYNJIEHUA B CU/Y YKA3aHHOIO CO/IALLeHNA O B3aUMOAENCTBUMN.

(n. 32.2 BBeaeH Mpukaszom MuHsapasa Poccum ot 24.10.2019 N 880H)

MHble Tpe6oBaHMA, B TOM UMcCe yuutbiBalowme ocob6eHHoCTH
npeAaocTaB/eHUA rocyAapCcTBEHHOM YCYrv NO 3KCTeppUTOpUaIbLHOMY
npuHumny (B cnyyae, ecim rocyaapcTBeHHas ycayra
npeaocTaBNAAETCA N0 IKCTEPPUTOPUANBHOMY NPUHLMNY) U 0CO6EHHOCTH
npeaoCcTaB/ieHUA rocyAapCcTBEHHOM YCAYIU B 3/1eKTPOHHOI ¢popme
(8 pea. Mpukasa MuH3sgpasa Poccum ot 24.10.2019 N 880H)

33. [pepocTaBneHWe TrOCYyAApPCTBEHHOM YCAYrM MO 3SKCTEPPUTOPMANBHOMY MNPUHLUNY He
ocyLLecTBAAeTCA.
(n. 33 B peq. Mpukasa MuHsgpasa Poccun ot 24.10.2019 N 880H)

34. NHble TpeboBaHMA N 0COOEHHOCTU NPEeAOCTaBEHUA rOCYAAaPCTBEHHOM YCAYTU B 3/IEKTPOHHOM
dopme oTCyTCTBYIOT.

lll. CoctaB, nocnepoBaTeNbHOCTb U CPOKU BbINONHEHUA

a4MMHUCTPATUMBHbBIX Npoueayp, Tpe6oBaHUA K NOpAAKY
MX BbINOJIHEHUA, B TOM YUC/ie 0CO6€HHOCTU BbINOJIHEHUSA

AAMMHUCTPATUBHbBIX NPoL,EeAYpP B 3/IeKTPOHHOI popme

MepeyeHb a4MUHUCTPATUBHBIX NpoLeayp

35. [pu npeaocTaBNeHUM  TOCYAAPCTBEHHOW  YCAYrM  OCYLLECTBAAOTCA  cleaylowme
aAAMUHUCTPATUBHbIE NPOoLLeAYPbI:



1) npuem, peructpaums, pPacCMOTPeHMEe MOCTYNMBLUMX OT 3asBUTeNA [AOKYMEHTOB Ha
npefocTaBAeHUe TOCyfapCTBEHHOW YCAYIM UM MPUHATUME pPELUeHUEe O MNPOBEAEHUU 3IKCMepTU3bl
[OOKYMEHTOB A/1A MOJIYYEHMA paspelleHna Ha NpoBedeHMe KAMHUYECKOro MCCAefoBaHMA U 3TUYECKOW
3KCNepTU3bl UM 06 OTKa3e B NPOBEAEHMM YKA3aHHbIX IKCMEepTUs;

2) HanpaBieHWe 3aABMTEN0 3anpocoB 06 YTOUHEHUW CBeAeHMM, COoAeprKaliunxca B
NnpeAcTaBAeHHbIX 3aaBUTENIEM [OKYMEHTAX, a TaKMKe 3arnpoCoB 3KCMNEPTHOrO y4ypexneHua B ciyyae
HeA0CTaTOYHOCTM AN Aa4M 3aKAI0YEHNA NPeACTaBAeHHbIX Ha SKCMepTU3y MaTepuanos;

3) dopmupoBaHME M HaMpaBAeHWE MEXBEAOMCTBEHHbIX 3aNpPOCOB B roCyAapCTBEHHbIE OpraHbl,
yyacTeytoume B NpeaoCTaBAeHNUN rocy4apCTBEHHON yCayry;

4) NpuHATME MO pe3y/ibTaTam MPOBEAEHHbIX 3KCNEPTU3 pelleHMA O Bblaaye paspelleHus Ha
npoBegeHMe KAUHUYECKOTO MCCAeLOoBaHWA MAM 06 OTKase B Bblgaye paspelleHnsa Ha nposegeHue
KAMHWUYECKOro nccieaoBaHus;

5) npuem, perncrtpaymna, pacCMoTpeHune noctynuseliero OT 3aABUTeNnA 3aAB/IEHUA U NPUHATUE
peweHnA o Bblaa4ve Ll,y6}1MKaTa pa3pewieHnAa Ha nposegeHne KAMHN4eCKoro nccneaosaHuAa.

Mpuem, perucrtpayma, paccmotTpeHue NoCTynUBLLUUX
OT 3aABUTENA AOKYMEHTOB Ha npeaocraBsieHue rOCVAapCTBEHHOﬁ
YCNYyru n npuHATUE pelleHna o nposeaeHnu sKCnepTusbl
AOKYMEHTOB ANA NoQ1y4eHUA pa3pelleHna Ha nposegeHue
K/IMHUYeCKOoro uccnegosaHma n 3TUYeCKo 9KCNepTUs3bl
unm o6 oTkase B nposeaeHUn yKkasaHHbIX 9KCnepTus

36. YTpatun cuay. - lNMpukas Munsgpasa Poccum ot 24.10.2019 N 880H.

37. NMpeacraBneHHble 3aaBuTenem B MUHUCTEPCTBO A0KYMEHTbl MPUHMMAKOTCA MO ONUCU WU
peructpupytotca [enaprameHTOM YyhnpaBaeHuMAa genamm U KagpoB MuWHUCTEPCTBA B  A€Hb UX
NOCTYN/€HUSA, KOMNKUA 3asBAEHMA C OTMETKOW O JaTe Nnpuema YKasaHHbIX AOKYMEHTOB HanpasfseTcs
(Bpyuaetcs) 3aasurtento.

3aperucTpmMpoBaHHble JOKYMEHTbl B AeHb WX MocTynneHna B MWHUCTEPCTBO HanpasiAlOTCA B
[JenapTameHT rocyJapCcTBEHHOro peryanpoBaHna obpalleHua ieKapcTBEeHHbIX cpeacTs MuH3apasa
Poccuun (ganee - lenaptameHT).

38. [npekTop [JenaptameHTa OpraHuU3yeT AOKYMEHTUPOBAHHbLIA YYET U KOHTPO/b BbIMOJAHEHUA
KarK[0ro aTana aaMMHUCTPATMBHOM Npoueaypbl.

HauanbHUK oTaena [enapTtameHTa, OTBETCTBEHHOrO 3a NPeAO0CTaBAeHNe rocyAapCTBEHHOM yCayrm
(manee - HavyanbHMK oTAena), B TeyeHMe OAHOro paboyero AHA CO AHA NPUHATUA 3aABAEHUA M
KOMMNEKTa HeobXoAMMbIX AOKYMEHTOB Ha3HayaeT M3 4Yucia COTPYAHWMKOB OTAena OTBETCTBEHHOro
MCMOIHATENA N0 PACCMOTPEHMIO AOKYMEHTOB (Aasiee - OTBETCTBEHHbIA UCNOMHUTESb).

damnnmna, UMA U oT4ecTBO (nocneaHee - NPWU HaAMUYMKM) OTBETCTBEHHOrO MCMOJHWUTENS, €ro
TenedoH coobLLaoTCA 3aABMTE/O NO er0 MUCbMEHHOMY MAN YCTHOMY 0bpalleHuto.

PaccmoTpeHune AOKYMEeHTOB NMPOU3BOAUTCA B NOPALAKE UX NOCTYNAEHUA.

39. OTBETCTBEHHbI McnoNHWUTENb B TedeHue 1 (ogHoro) pabouero AHA € AaTbl HasHAYEHUSA
OCYLLECTBNAET MPOBEPKY CBEAEHUI, COOepIKALLMXCA B MPeACTaB/eHHbIX AOKYMEHTax M cBefdeHuin ob
ynnate 3asBUTeNeM rocyAapCTBEHHOM NOLWMHbI C LEeNblo:

1) onpegeneHnAa nosHOTbl U AOCTOBEPHOCTU CBG,D,EHMVI, coaepxawmnxca B npencraBaeHHbIX
3aABUTENEM JOKYMEHTAX;



2) cornacoBaHHOCTU NPeACTaBAEHHOW MHPOPMaLUM MeKAY OTAE/NbHbIMU AOKYMEHTaMMK;
3) noaTBEpPKAEHWNA YNNATbl 3aABUTENEM rOCYAaPCTBEHHON NOLWMHbI.

®akT ynnatbl 3anBMTENIEM TOCYAAPCTBEHHOW MOLWMHBLI 33 NPeAOoCTaB/leHWe roCyLapcTBEHHOM
ycnyrM nposepseTca NocpeacTBOM HanpaBaeHusa B [OCyAapCTBEHHYD MHOOPMALMOHHYIO CUCTEMY O
roCyAapCTBEHHbIX WM MYHULMMANbHbIX MNAaTeXax COOTBETCTBYHOLWLEro 3anpoca Anbo nocpeacTBOm
PacCMOTPEHMA U OLEHKM MpPeAcTaBJAeHHOro 3asBuMTesIeM B MHULMATMBHOM MOpAAKe AOKYMeHTa 06
ynaaTte rocyapCTBeHHOM NOLW/MHbI.

40. B cpoK, He npesblwatowmin 2 (aByx) paboumx AHeln co AHA PacCMOTPEHUA MpeacTaBAeHHbIX
[AOKYMEHTOB OTBETCTBEHHbIN UCNONHUTEND:

1) B cnayyae OTCYTCTBMA OCHOBAHWM, MNPEAYCMOTPEHHbIX MNYyHKTOM 21 AAMWHWCTPATUBHOMO
pernameHTa, roTOBWUT MPOEKT pelleHus 06 opraHvMsauumn 3KCNepTusbl AOKYMEHTOB ANSA NOJyYeHUn
paspelleHmns Ha NPoBeAEHME KIMHUYECKOTO UCCAeA0BaHMUA U 3TUYECKOMN 3KCNepTM3bl, a TaKkKe 3a4aHua
B 3KCNepTHOE yupexaeHue 1 COBET NO 3TUKE Ha NPOBEAEHUE YKa3aHHbIX IKCNEPTUS;

2) B C/Ay4ae HaAMuMA OCHOBAHMI, NPEAYCMOTPEHHbIX MYHKTOM 21 AAMMHUCTPATUBHOIO
pernameHTa, roTOBUT NPOEKT pelleHns 06 0TKase B NPOBEAEHUMN IKCNEPTU3, YKasaHHbIX B NoANyHKTe 1
HaCTOALLEro NyHKTa, C yKasaHWeMm NPUUYMH 0TKasa;

3) B cnyyae BbiABAEHUSA HEMOJIHOTbI M (MAM) HeZO0CTOBEPHOCTM MHbOPMALLMK, coaepKallencs B
npeacTaBAeHHbIX 3aABUTEIEM OOKYMEHTaxX, roTOBUT NMPOEKT 3anpoca 06 yTOYHEeHUU NpeacTaBieHHbIX
cBeAEeHUNn.

41. MNMpoeKTbl NPUHATLIX PELEeHUi, yKasaHHbIX B NyHKTe 40 AAMMHUCTPATMBHOIO pPeriameHTa,
COrNacoBbLIBAOTCA Haya/ibHUKOM OTAena, NoANMCLIBAOTCA AMpPeKTopom [enapTameHTa B TeyeHue 1
(oaHoro) pabouero axs.

42. PeweHue 06 opraHusauMM 3KCNEPTU3bl AOKYMEHTOB ANA NOJYYEeHUA paspelleHns Ha
nposeAeHMe KAUHUYECKOrOo WCCNeAoBaHWA M 3TUYECKOW 3KCMepTu3bl, pelleHne o6 oTKase B
npoBeAeHMM YKasaHHbIX 3KCNepTuns, 3anpoc MuHuctTepcTsa 06 yToYHEHUN NpeacTaBAeHHbIX CBeaeHU
HanpaBAlTCA (BpyyaloTcs) 3asBUTENO B BUAE YBeAOMAEHMA B MUCbMEHHOW W (MAM) 3NEKTPOHHOM
¢dopme B TeueHune 1 (ogHoro) paboyero gHs.

KoHcynbTaHTlAOC: NnpumeyaHume.
B opuumManbHOM TeKCTe AOKYMEHTA, BUAMMO, SOMNYLLEHA ONeYyaTka: MMeeTca B BMAY NyHKT 15, a He
NYHKT 1.

43. 3apaHue Ha nposegeHue 3SKCNepTM3bl AOKYMEHTOB A4 NOJAydYeHWA paspeleHna Ha
nposeaeHme KINHUYECKOro UCCNef0BaHMA C MPUNOKEHMEM AOKYMEHTOB, YKa3aHHbIX B NOANYHKTax 3, 4,
10, 11 nyHkta 1 AAMUHUCTPATUBHOrO pernameHTa, B TedeHue 1 (ogHoro) pabouyero aHA nocne
noAnucaHnsa gUpPeKkTopom [enapTameHTa HanpaBAseTcA B SKCNEPTHOE yuperKaeHue).

3afaHMe Ha npoBefeHUe 3TUYECKOW 3KCNepTM3bl C MPUIONKEHWEM AOKYMEHTOB, YKa3aHHbIX B
noanyHkTax 3 - 6, 8 9 nyHkTa 15 AAMUHUCTPATUBHOIO perfaMeHTa, B TeueHne 1 (oaHoro) pabouyero
AHA nocne noanucaHma ampektopom [lenaptameHTa, Hanpasadetca B CoBeT No 3TUKe.

HanpagsneHue 3asBuTeNto 3anpocos 06 yTOUHEHUM
cBeAeHMit, coaeprKalumnxca B NpeacTaB/eHHbIX 3aaBUTeNem
AOKYMEHTAX, a TaK)Ke 3anpoCcoB 3KCNEePTHOro yupeXxaeHus

B C/lyYae He40CTaTOYHOCTUN A8 AAaUU 3aKNI0UEeHUA

NpeAcTaB/ieHHbIX HA 9KCNEPTU3y MaTepuanos



44. Ytpatun cuny. - NMpukas Munsgpasa Poccum ot 24.10.2019 N 880H.

45. B cnyyae BblIBEHMA HEMOMHOTbI U (MAKN) HEAOCTOBEPHOCTU MHbOPMaUMK, coaep Kalleinca B
NpeacTaBAeHHbIX 3adABUTENEM [AOKYMeHTax, MWHUCTEpPCTBO HanpaBaseT 3aaBuTento 3anpoc ob
YTOYHEHMM YKa3aHHOM MHOPMaLIMK B COOTBETCTBUM C YacTbio 4 cTaTbn 39 PenepanbHoro 3akoHa N 61-
®3.

B cnyyae HenpeactaBieHWs 3asBUTENleM OTBETa Ha 3anpoc MWHWUCTEpPCTBA MO UCTEYEHUMU
aeBaHocTa paboumnx gHen MUHUCTEPCTBO B TeYeHUe NATU paboumnx aHen:

1) NPUHUMaET pelleHune 06 oTkase B OpraHn3aunn sKCNepTmn3dbl AOKYMEHTOB ANA MOJSIy4eHUA
pa3peweHnAa Ha nposegeHne KAMHN4eCKoro nccaneaoBaHuna m 3TMYecKoM 9KCNepTU3bl;

2) HaNpPaB/IAET B 3KCNEPTHOE yypexXaeHne yseaomneHne o HenpeacrtaB/1e€HUN 3aaBUTENIEM OTBETA
Ha 3anpoc.

46. MNpepacTaBneHHbl 3asBuTenem B MWHWUCTEPCTBO OTBET Ha 3anpoc PervcTpupyercs B AeHb
noctynaeHus B JenapTameHTe ynpaBaeHMa Aenamm U Kaapos MUHUCTEPCTBA U HaNpaBaseTca B OTAeN
JenapTameHTa, OTBETCTBEHHbIW 32 NPeAOCTaB/eHNE roCy4apcTBEHHOM YCAYTN.

HauanbHUK oTaena B TedyeHue 1 (ogHoro) paboyero AHA C AaTbl PervcTpaumMm NOCTynuBLIEro B
MMWHMUCTEPCTBO OT 3aABMTENs OTBEeTa Ha 3anpoc HasHayaeT W3 uucia COTPYAHWKOB oOTAena
OTBETCTBEHHOrO UCMOJIHUTENA MO PACCMOTPEHUIO AOKYMEHTOB (Aanee - OTBETCTBEHHbIN UCNONHUTEND).

damununa, Mma n 0T4eCTBO (nocnep,Hee - npu Hal'll/l‘-ll/ll/l) OTBETCTBEHHOIO MUCNOJIHUTENA, €ro
Tened)OH COO6LLI,aPOTC‘r'| 3aABUTENIO NO ero NMCbMeHHOMY NN YCTHOMY O6paLLI,EHMPO.

47. OTBETCTBEHHbI UCNONHUTENb B TedeHue 1 (ogHoro) paboyero AHA C AaTbl Ha3HayeHMWsA
OCYyLLEeCTBAAET NPOBEPKY CBeAEHWN, COAEpPKalLMXCA B OTBETE Ha 3anpocC WU KOMMAEKTe AOKYMEHTOB,
npeAcTaBAeHHbIX 3aABUTENEM, C LLeNblo onpeaeneHua:

1) NONHOTbI U A0CTOBEPHOCTU CBEAEHMVI, coaepxawmnxca B nNpeacrtaB/IEHHbIX 3aABUTENEM
AOKYMEHTAX;

2) COrnacoBaHHOCTH I'lpep,CTaB}'IEHHOlZ MH¢OpMaLI,VIM mexay otae/sibHbiIMU AOKYMEHTAMMU;

3) HanMuKe B NpeacTaBAEHHbIX AOKYMeHTax MHGOPMaLMKM, KOToPas A0XKHa BbiTb OTParkeHa B HUX
B COOTBETCTBUW C COAEPKAHMEM N NPeaMeTOM 3anpoca.

48. OTBETCTBEHHbIN UCMONHUTE/Ib MO pe3y/ibTaTaM PacCMOTPEHMA NPeACTaBeHHbIX 3aABUTENEM B
OTBET Ha 3anpoc AOKYMEHTOB B TeyeHue 1 (ogHoro) paboyero aHaA:

1) B cny4ae OTCYTCTBMA OCHOBaHWIA, MNPeayCMOTPEHHbIX MNYHKTOM 21 AAMUHUCTPATUBHOrO
perfnameHTa, FrOTOBUT MNPOEKT peleHMAa 06 OpraHu3aumMm 3KCNepTmsbl LOKYMEHTOB A1s MONyYeHus
pa3peleHna Ha NpOoBeAEHWE KAMHUYECKOrO WCCNef0BaHMA W 3TUYECKOM 3KCMepTM3bl, a TaKkKe
COOTBETCTBYIOLLME 33[aHMA B IKCMEPTHOE yupexkgeHue n CoseT No 3TUKE;

2) B C/Ay4ae HaAMuMA OCHOBAHMI, MNPEeAyCMOTPEHHbIX MYHKTOM 21 AAMMHUCTPATMBHOMO
pernameHTa, roToBUT MPOEKT pelleHua o6 OTKase B NPOBeAEHWM 3KCNepTU3, C yKasaHMem NPUUUH
OTKa3a;

3) roTOBMT NPOEKT CONPOBOANUTENBHOMO MUCbMA B IKCMEPTHOE yupexaeHune, KoTopoe obpalLanoch
C COOTBETCTBYIOLMM 3anpocom B MUHUCTEPCTBO.

49. MpoeKT conpPoBOAUTENLHOIO NUCbMa COrNacoBbIBAETCA HauyalbHMKOM OTAena, NoANMUCbIBaeTCA
AnpekTopom [lenaptameHTa (3amecTutenem gupektopa [enaprameHTa) M HanpaBAseTca B 3KcnepTHoe



yupexaeHue ¢ NpUIoKEeHMEM K HeMy NpeacTaB/ieHHbIX 3asBUTeNeM B OTBET Ha 3anpoc MuHucTepcTsa
[OKYMEHTOB B TeYeHMe oaHoro paboyero aHs.

50. MpoeKTbl pelweHnid, yKasaHHbIX B MognyHKTax 1 u 2 nyHkTa 48 AAMWHUCTPATUBHOIO
pernameHTa, COrnacoBbIBAOTCA HAYA/IbHUKOM OTAeNa, NOANUCLIBAOTCA ANpeKTopom [enapTameHTta B
TeuyeHue 1 (oaHoro) pabouyero AHs.

dopmupoBaHue U HanpaBAeHUE MeXKBeJ0MCTBEHHbIX 3aNPOCOB
B roCyZlapCTBEHHbIE OpPraHbl, y4acTBylOLWMUE B NPEAOCTaBEHUMU
rocyAapcTBeHHOM ycnyrm

51. OcHoBaHMeEM ANA HaYana afAMUHUCTPATMBHON npoueaypbl "®opmupoBaHMe M HanpasaeHue
MeXBEeJOMCTBEHHbIX 3aMpOCOB B TOCYAApPCTBEHHblE OpPraHbl, Yy4acTBylOWME B NPefoCTaBleHUn
rocyiapcTBeHHoM ycnyrn'" agnaetca noctynneHne 8 MMHUCTEPCTBO 3aABAEHUA U OKYMEHTOB 3aABUTENSA
0 NPenoCTaBAEHNM rOCYAaPCTBEHHOMN YCAYTU.

52. OTBETCTBEHHbI UCMOJNHUTENb B PaMKax NPOBEAEHMSA MPOBEPKU MOSHOTbI U AOCTOBEPHOCTH
CBEAEHWN, YKa3aHHbIX 3aABUTENIeM B 3asB/JI€HUU U (MAKM) AOKYMeHTax, B TeyeHune 10 paboumx gHel c
MOMEHTa MNOJy4eHUn 3anBeHus U (MAn) AOKYMEHTOB QopmUpyeT M HanpasaseT 4yepes cucTemy
MEeKBELOMCTBEHHOIO 3/IEKTPOHHOrO B3aumoaeincTeua B MuHnpomtopr Poccum n ®@HC Poccun, B
PacropsKeEHUM KOTOPbIX HaxoauTCca WHOOPMaUMs O HaAWMYMM  JIMLUEH3MM Ha MNPOU3BOACTBO
NleKapCTBEHHbIX CpeacTB B C/y4yae, eCAN NPOU3BOACTBO JIEKAPCTBEHHOrO Npenaparta OCyLLecTBAAeTCA B
Poccuiickoin depepaunn, UAM KONUKM 3aK/OYEHUS O COOTBETCTBMM NPOU3BOAMUTENA JIEKAPCTBEHHOIO
npenapata TpeboBaHWAM NpPaBUA HagnexKalleid NPOM3BOACTBEHHOW NPAKTUKM U MHoOpMaumA 06
yniaTte rocyZapCTBEHHOW NOLW/IMHbI 33 NPeA0CTaBNeHMEe rOCyAapPCTBEHHOMN yCayru.

53. MeXBeA0MCTBEHHbIW 3aMNpoc 0 NPeAO0CTaBAeHUN MHOPMALMU AONKEH coaepKaTb:
1) HaMmeHoBaHMe opraHa, HanpPasAAIOLLErO MEXKBEeAOMCTBEHHbIN 3anpoc;

2) HaumeHOBaHMe oOpraHa roCygapCTBEHHOW B/acTUM, B agpec KOTOpPOro Hamnpasasetca
MeXXBEeAOMCTBEHHbIM 3anpoc;

3) HauMmeHOBaHWE TOCYAAPCTBEHHOW YCAYyrK, ANS NPeaocTaBNeHUs KOTOpol Heobxoammo
npeacrtasneHne MHPopmaLMK, a TaKKe, ecin umeetcsi, Homep (MaeHTUdUKATOpP) TaKoW ycayru B
peecTpe rocygapcTBeHHbIX YCAYT;

4) yKa3aHue Ha MONOMKeHMA HacToAWEero AAMUHUCTPATUBHOIO pernameHTa U UHbIX HOPMaTUBHbIX
npaBoBbIX aKToB Poccuitickol deaepalim, KOTOPbIMU YCTaHOBIEHO NPeAoCcTaBleHMe AOKYMEeHTa U (uau)
nHpopmauum, HeobxoaANMbIX AN5 NPeAOCTaBEHNS TOCYAAPCTBEHHOM YCAYTU, U YKa3aHME Ha PEKBU3UTDI
COOTBETCTBYIOLLMX HOPMATUBHbIX NPaBOBbLIX aKTOB Poccuitickon Pepepaunu;

5) cBepeHus, HeobxoaumMble AN npeacTaBneHMA WMHPOPMAaLMKM, YCTaHOB/EHHbIE HAaCTOALLMM
AAMMHUCTPATUBHbBIM PErIaMEHTOM, a TaK¥Ke CBeAeHUA, NPeAcTaBNeHHble 3aaBUTeNeM;

6) agpec AnAa Hanpas/sieHUA OTBETA Ha ME)KBELI,OMCTBGHHbIﬁ 3anpoc;

7) damuaua, umsa, oT4ecTBo (NocnedHee - NpU HaaMYMK) U AOMKHOCTb MLA, NOATOTOBMBLLETO U
HanpaBMUBLLIETO MEXBEAOMCTBEHHbIA 3anNpoc, a TakKe HoMep cay:kebHoro TenedoHa u (Maum) agpec
3/1eKTPOHHOW MOYTbI AAHHOTO MLA A/1A CBA3MK;

8) AaTa HaMpaB/1eHNA MeXBeJ0MCTBEHHOIO 3anpoca.

MpuHATHE peleHnA O Bblgaye paspeLlleHUa Ha nposeaeHne
K/IMHN4YeCKOoro nccnegosaHuva nam 06 oTKase B BblAa4e pa3spewueHnn
Ha npoBegeHne KAMHU4YeCKoro nccneposaHuma



54. Ytpatunn cuay. - lNMpukas MuHsgpasa Poccum ot 24.10.2019 N 880H.

55. Mpu NOCTYNAEHWUM 3aKN0UYEHMI SKCNEPTHOTO YUperKAeHNa 1 COBETa No 3TUKE No pesy/bTaTam
3KCMEepTU3bl AOKYMEHTOB AJ/1A MOoAyYeHUA paspelleHns Ha NpoBeaeHNe KAMHNUYECKOro UCCAeaoBaHus, B
CPOK, He npeBbllatolwmii 3 (Tpex) pabounx gHew, OTBETCTBEHHbIA UCNONHUTENb:

1) OCyLlecTBNAET OUEHKY MOCTYNnMBLUNX 3aKN04YeHUN ana onpeaeneHna MX COOTBETCTBUA
3agaHnAM MUHUCTePCTBaA Ha NpoBeAeHMne COOTBETCTBYIOLWMX IKCNepTUs;

2) FTOTOBUT NPOEKT pa3speweHna Ha nposegeHne KAMHUYECKOro wUcCcneagoBaHMA B Cy4dae
nonyyeHuAa ot CoseTa No 3TMKe U 3KCNepPTHOro yypexageHna 3aKNO4EHM O BO3MOMKHOCTHU nposeaeHuA
KTMHNYECKOro nccnenoBaHuaA;

3) FOTOBUT NPOEKT pelleHnA 06 oTKase B Bblga4ye pa3peweHna Ha nposBegeHune KAnHu4ecKoro
nccnengoBaHMA B Cydae NosyvyeHUA 3aKNo4YeHUA CoseTa Nno 3TuKe K1 (MHM) 3aKN1lo4eHnA 3KCnepTHOro
ydypexgeHuaA 3aKNO4EHMN O HEBO3MOXHOCTU nposeaeHNA KIMHN4YeCKOro nccneanosaHus;

56. MpoeKT paspelleHnsa Ha NpoBefeHWE KAMHUYECKOTro WCCNefoBaHWA, MNPesyCMOTPEHHbIN
NoAMNYyHKTOM 2 MyHKTa 55 AAMMHUCTPATUBHOrO pernameHTa, odopmaseTca Ha 6naHKe, sBAAOWEMCA
3allMLEHHOM nonurpadmuyeckon npoayKUMen co cTeneHbio 3awmTbl ypoBHAa "B", u coaepxut
cnepyowme cBegeHus:

1) aaTy BblgauM paspeLleHuns u ero Homep;

2) HanmeHOoBaHMe W agpec opraHunsauuu, OCYLIJ,ECTBIIFIIOLLI,Eﬁ OpraHnsauuMio nposBegeHnA
KTMHNYECKOro nccnenoBaHnAa 1€KapCTBEHHOIO npenaparta;

3) HanmeHoBaHMe pnagnyeckoro sauvda, nNpuBaEYEHHOro pa3pa6OTLWIKOM NEKapPCTBEHHOIO
npenaparta K opraHn3aunm nposeaeHnUA KAIMHNYECKOIro nccanegoBaHuA (an HaI'IW-IMM);

4) HaMMmeHOBaHME /IeKAapCTBEHHOro Mpenaparta, C YKa3aHWMEM JfieKapcTBeHHOM ¢Gopmbl U
[031POBKY;

5) HaMmeHOBaHMe NPOTOKONA KANHUYECKOro UCC/e0BaHMs;
6) Le/b KAMHUYECKOro UcCaea0BaHus;

7) nepeyeHb MeAMUMHCKMX OpraHM3auMii C YyKasaHMem WX afapecoB, B KOTOpbix b6yaer
NPOBOANTLCA KAMHUYECKOE UCCaea0BaHueE;

8) CPOKU nposeaneHnA KAIMHNUYECKOIo nccnegoBaHua,
9) KO/ZIN4eCTBO NaumneHToB, NPUHUMaAKOLWNX y4aCTUe B KIMHUYECKOM UCCNeN0BaAHUMN.

MpPOEeKT paspelleHns COrNacoBbiBaeTCA HayasJbHWKOM OTAeNa M MNoAMNUCbIBAeTCA AUPEKTOPOM
HenapTtameHTa B TedeHue 5 (NATU) paboumnx AHel co AHA NOCTynaeHnn B [lenapTaMeHT 3aKaoUYeHUI No
pesynbTaTam NPOBEeAEHHbIX IKCNEPTM3 IKCNEPTHLIM yuperKaeHnem n CoBETOM Mo 3TUKeE.

B cnyyae yTOYHEHMA (M3MeHeHMA) NPW NPOBEAEHUM KAMHWYECKOTO MCCAef0BaHUSA AaHHbIX,
CoAeprKalMXCA B paspeleHnn Ha NpoBeAeHME KAUMHUYECKOro wuccnenoBaHusa, MUHUCTEPCTBO Ha
OCHOBaHMM obpalleHns 3anBuTenss B TMUCbMEHHOM W 3NEKTPOHHOM dopme Npu  HaAUuum
MOTUBMPOBAHHOTO OOOCHOBAHWMA W AOKYMEHTOB, NOATBEPKAAIOWMX HEOBXOAMMOCTb YTOUYHEHMUSA
OaHHbIX BHOCUT M3MEHEHWs B paspelleHMe Ha MpoBefeHUEe KAMHUYECKOro WUCCAeAOoBaHMA, O 4Yem
MHOPMMpPYET 3anaBUTENA B MUCbMEHHOW (3N1EKTPOHHOW) ¢dopme B CPOK, He npesblwatowmii 30
(TpuauaTh) pabounx AHen ¢ AaTbl NOCTYyNAeHUA obpalleHns 3asBUTeNs.



KoHcynbTaHTlAtOC: NpuMmeyaHume.
B opnumManbHOM TeKCTe JOKYMEHTa, BUAMMO, OOMNYLLEHA OoneYvyaTka: MMeeTcsa B BUAY MYHKT 55, a He
NyHKT 52.

57. MNpoeKT peweHna o6 OTKase B Bblgaye paspelleHUAa Ha NpoBeAeHUe KAUHUYECKOro
nuccnenoBaHUA NpPeayCMOTPEHHbIM MOoANYHKTOM 3 MyHKTa 52 AAMWHWUCTPATMBHOMO pernameHTa,
odopmnsaeTcs B NMUCbMEHHOM W (MAM) 3NEKTPOHHOM BUAE, COTNacoBbIBAETCA Haya/lbHUKOM oTaena u
nognucbiBaeTca AMpeKkTopom [enapTameHTa TedeHue 5 (NATU) paboyunx AHel co AHA NOCTynaeHusa B
MMWHMCTEPCTBO 3aKA04EHNI NO pe3yibTaTam NpoBeAeHHbIX 3KCnepTus.

OTBETCTBEHHbI UCMONHWUTENb B TeyeHWe 1 (ogHoro) pabouyero AHA CO AHA MNOAMNMCAHUSA
OOKYMEHTOB, YKa3aHHbIX B MOAMNYHKTax 2, 3 MNyHKTa 55 AQMMHUCTPATMBHOIO perfameHTa Bpy4aeT
(HanpaBnseT) 3aaBMTENIO (YNONHOMOYEHHOMY NPEACTaBUTEIO 3asBUTENA) pa3pelleHme Ha NpoBeaeHue
KAMHWYECKOrO MCCNefoBaHUA WAM peweHne 06 OTKase B Bbl4adye paspelieHna Ha npoBegeHue
KAMHWMYECKOro UCCe0BaHUA C yKasaHMeM NPUYMH OTKa3a.

58. [loKyMeHTbI, NpeAcTaBNeHHble 3aABUTENAMM, HE3aBUCUMO OT TOro, NPeAoCTaB/EHO 3aABUTENIO
paspelleHMe Ha NpoBeAeHWEe KAMHUYECKOrO MCCNefoBaHMA WM OTKa3aHO B Bblgaye YKa3zaHHOro
paspelleHuna, nognexar XxpaHeHno B MUHUCTePCTBE B NopsaaKe, YCTAaHOBAEHHOM 3aKOHOAATE/IbCTBOM
Poccuiickon ®epepauymn.

PaccmoTpeHue 3aABAEHUA U NPUHATUE peLLUEHUA O Bblgaye
Ay6nukKara paspelueHua Ha NposegeHne
K/NIMHUYECKOro Uccie0BaHus

59. Ytpatun cuny. - MNMpnkas MunHsapasa Poccum ot 24.10.2019 N 880H.

60. 3anBneHuMe 0 Bblaadve Ay6aMKaTa paspeleHns Ha npoBedeHMe KANHUYECKOrO UCCaeaoBaHms,
npeacraBneHHoe 3assutenem B MUHUCTEPCTBO, PErNCTPUPYETCA B AeHb NOCTYN/ieHua B JenapTameHT
ynpaBsneHus genamm u kagpoe MuHUCTepcTBa 1 HanpasaseTca B oTAen.

61. HayanbHUK oTaena B TedeHue 1 (ogHoro) paboyero AHA ¢ AaTbl PperMcTpaLmm NocTynmBLLEro B
MuHUCTEPCTBO 3aABAeHMA O Bblaade AybnuKata paspelieHus Ha nposBedeHne  KAUHUYECKOro
nuccneaoBaHWA HasHavaeT M3 4yMucna COTPYAHMKOB OTAena OTBETCTBEHHOro MCMOIHUTENs Mo
PacCMOTPEHUIO YKa3aHHOro 3aaBaeHUA.

damunma, ma M oT4ecTBo (nocnep,Hee - npu Ha}'IMLIMM) OTBETCTBEHHOIO MCNONHUTENA, €ro Tened>0H
C006LIJ,aIOTCﬂ 3aABUTENO NO ero NMCbMeHHOMY UNN YCTHOMY o6pau.|,eHmo.

62. OTBETCTBEHHbIN WCMOAHUTENb B TedeHWe 5 (natn) paboumx AHel c AaTbl HasHayeHMA
OCYLLECTBAAET MPOBEPKY CBEAEHWN, COAepMKalUMXCA B 3aABAEHMM C LeNbio onpefeneHua ux
[0CTOBEPHOCTY.

Mo pesynbTaTam MNPOBEPKU NpeACcTaB/NEeHHbIX [AOKYMEHTOB OTBETCTBEHHbIA WCMNONAHUTENb B
TeyeHne 1 (ogHoro) pabouyero AHA TrOTOBUT AyO6AMKAT paspeLlleHMAa Ha NpoBeAeHUEe KAMHUYECKOro
nccnenoBaHua, ¢ oTmeTkol "aybnukaT", KoTopbin odopmaaeTca Ha Bi1aHKe, ABAAIOWEMCA 3aLLULLEHHOM
nonurpadmnyeckomn NpoayKunen co cTeneHbto 3aLmuTbl yposHaA "B".

[ybnukaT paspewieHMa Ha nNpoBeAgeHWe KAMHUYECKOro UCCNefoBaHWA  COrnacoBbiBaeTcs
Haya/IbHUKOM OTAeNa U NOANUCbIBAETCA AMPEeKTopoM [lenapTameHTa B TedeHue 2 (aByx) paboumx gHen.

OTBETCTBEHHbIN UCNONHUTEND B TedeHne 1 (ogHoro) paboyero AHA Co AHA noanucaHua aybaunkaTa
paspelleHns Ha NpoBefeHMEe KAMHMYECKOro MCCeAoBaHUA BpydvaeT (HanpasBnseT) ero 3asBUTENIo
(ynonHomoueHHOMY NpeacTaBUTeNIo 3aABUTENA).



IV. ®dopmMbl KOHTPONA 32 UCNONIHEHNEM
ALMUHUCTPATUBHOIO pernameHTa

MopAaoK oCyLeCcTBIeHNA TEKYLLEro KOHTPoA 3a cobaogeHmem
M UCMONHEHUEM OTBETCTBEHHbIMMU A0/XHOCTHLIMU IMLAMMU NOJNOMKEHU M
AAMUHUCTPATUBHOrO PErn1ameHTa U UHbIX HOPMATUBHbIX MPABOBbIX
aKTOB, YCTaHaB/IMBaIOWMX TPe6OBaHMA K NPeaoCTaB/NeHUI0
rocyAapCcTBEHHOM YCAYrUY, a TaKKe NPUHATUEM UMY PeLLeHniA

63. Tekywuii KOHTPOJIb 3a COBMOAEHMEM W UCMOJIHEHMEM OTBETCTBEHHbLIMU [A0NKHOCTHLIMU
amuamm MuHUCTEPCTBA NONOXKEHUN AOMUHUCTPATUBHOIO PernameHTa U MHbIX HOPMaTUBHbIX NPaBOBbIX
aKTOB, YCTaHaBAMBaWOWMX TpeboBaHMA K NPeLOCTaBAEHUIO TOCYAAPCTBEHHOM YCAyrM, a TaKxke
NPUHATUEM MMM PELLEHWN (Janee - TEKYLWMIA KOHTPO/Ib), OCYLLECTBASETCA MOCTOAHHO.

64. TeKyWMNn  KOHTPOSIb  OCYLLECTBAAETCA  AO/UKHOCTHbIMM  Anuamm  MUHUCTEpCTBa,
OTBETCTBEHHbIMW 33 OpraHM3aLmio pPaboTbl MO NPEAOCTaBAEHUIO FOCYAAPCTBEHHON yCcayru, B npouecce
npeocTaBAEHUA TOCYAAPCTBEHHOM YCNYrM B COOTBETCTBUM C YCTAHOBAEHHbIMW AAMUHUCTPATUBHBIM
pernameHToOM coaepKaHMemM AeNCTBUA U CPOKaMU UX OCYLLLECTBIEHUS.

MopaaoK M NepUOANYHOCTb OCYLLECTBAEHUA NNAHOBbIX
M BHENJIAHOBbIX MPOBEPOK NOJIHOTbI U KayecTBa NpeAocTaB/ieHus
rocyAapCcTBeHHO ycnyru, B TOM Yucae nopagok u ¢popmbl
KOHTPOAA 3a NOJIHOTOW M KauecTBOM NpesocTaB/eHus
rocyapcTBeHHoO ycnyru

65. KOHTPO/Ib NOMHOTHI M KayecTBa NpeaocTaBNeHUA roCcyAapCTBEHHOW YCAYrM OCyLecTBAAeTca
nyTem npoBeAeHUA AOMKHOCTHbIMM AMUAMW MUHUCTEPCTBA MPOBEPOK COBAOAEHUA U UCNONHEHUA
OTBETCTBEHHbIMM AONKHOCTHLIMM nmuamu MuHucTepcTsa MONOMKEHUIA HacToALlero
AOMMHUCTPATMBHOTO PErnameHTa, MHbIX HOPMAaTUBHbIX MPaBOBbIX aKTOB Poccuitickolt depepaumny,
yCTaHaB/MBalOLWMX TPebOBaAHMA K NPeAO0CTaBNEHUNIO FrOCYAapCTBEHHOM YCAYTI.

66. B MuHUCTepCTBE NPOBOAATCA MNAAHOBblE W BHEM/JAHOBblE MPOBEPKM MOJIHOTbI M KayecTBa
WCMOJIHEHWNA rOCYAapPCTBEHHOW YCAYTH.

Mpy NpoBeAEHUM NAAHOBOW MPOBEPKM MOTYT PACcCMaTPMBATLCA BCE BOMPOCHI, CBA3AHHbIE C
MCMOMIHEHMEM T[OCYAAPCTBEHHOM YCAYyrM (KOMMNEKCHble MPOBEPKM), WUAW BOMPOCbI, CBA3aHHblE C
NCMNONHEHNEM TOM NN MHOM agMUHUCTPATMBHOM Npoueaypbl (TeMaTUyeckme NPoBEPKHM).

67. BHen/saHoOBble NPOBEPKM NPOBOAATCA MO KOHKPETHOMY obpalueHunto (3kanobe) rpaxkaaH vam
IOPUANYECKUX NNLL,

MepnoaANYHOCTb OCYLLLECTB/IEHMA NNAHOBbLIX NPOBEPOK YCTaHaBAMBaeTcA MMHUCTepCTBOM.
MnaHoBble M BHEN/IAHOBbIE NpPoOBEPKN NPOBOJATCA Ha OCHOBAaHUN NPUKA30B MMHMCTepCTBa.

68. Mo pe3ynbTaTam KOHTPO/IA MOJHOTLI U KaYecTBa NPeAoCTaBNEeHUA roCyAapCTBEHHOW YCyru, B
C/ly4ae BbIIBNEHMSA HApPYLWEeHW NpaB 3aaBuTesiei, BUHOBHbIE IML@ NPUB/IEKAIOTCA K OTBETCTBEHHOCTU B
COOTBETCTBUM C 3aKOHOAaTeNbcTBOM Poccuiickon Peaepaumn.

OTBETCTBEHHOCTb A0NMHOCTHbIX UL, MUHUCTEPCTBa 3a pelueHua
u peicteua (6espeiicteue), npuHuMmaemble (ocylwiecTensiemble)

UMM B Xoae npeaocraszieHUA I'OCYABPCTBEHHOVI ycnyru

69. lNepcoHanbHaA OTBETCTBEHHOCTb [AO/IKHOCTHbIX Auy, MUHUCTEpPCTBA 3aKpenaAeTca B MX



[O/MKHOCTHbIX perfiaMeHTax B COOTBETCTBUM C TpeboBaHMAMW 3aKoHoAaTeNbCcTBa Poccuiickol
depgepaumu.

70. MWcnonHuTenb, OTBETCTBEHHbIM 33 OCYLLECTBIEHME AAMMHUCTPATMBHOM  Npoueaypsl
ALMWHUCTPATUBHOIO PErTAMEHTa, HECET NepPCOoHaIbHYIO OTBETCTBEHHOCTD 3a:

1) cooTBeTcTBME pe3ynbTaTOB PaCCMOTPEHUSA OOKYMEHTOB, MNPEACTaBAEHHbIX 3asBUTENSMMU,
TpeboBaHMAM 3aKoHoZaTeNbCcTBa Poccminckon Peaepaunm;

2) cobntoeHne CPOKOB M NOpsAAKa NpUema AOKYMEHTOB;

3) CO6}'II-O,CI,eHM€ CpoKOoB WU nopAaAaKa Bblgadyn paspeweHna Ha nposeaeHme KANMHUYECKOro
nccnenoBaHnAa ManM yseaomieHuA 06 oTKase B Bblga4ye pa3peweHnAa Ha nposegeHune KANMHUYECKOro
ncecnenosaHuA.

71. [OnXKHOCTHblEe AnMua MVIHVICTepCTBa Ha4EeNAKTCA 0b6A3aHHOCTAMM MO ocywecTBaieHunto
KOHTPOA 3a UcnosiHeHnem AgMMHNCTPATUBHOIO perfiameHTa aktamm MuHucTepcTsa.

MonoxeHusa, xapakTepusyowme Tpe6oBaHUA K NOPAAKY
1 ¢opmam KOHTPOAA 3a NpeaocTaBAeHUEM rocyapcTBEHHON
YCAyru, B TOM YMC/Ie CO CTOPOHbI FpakaaH,
MX 06begUHEeHUA N opraHu3auuin

72. TpaxpaHe, Ux 0ObeAMHEHMA M OpraHU3aLMM BMpaBe KOHTPOAMPOBATL MpesoCcTaBAeHUe
rocyAapCTBEHHOM ycayru nytem noaydeHus nHbopmaummn no tenedoHy, no NMcbMeHHbIM 0bpalleHuam,
Mo 3N1EKTPOHHOM NoyTe, Ha oduLMaNbHOM caitTe MUHUCTepCTBA M Yepe3 EgUHbIN nopTann.

73. 3aaBUTEAN MOTYT NPUHMMATb Y4acTMeE B 3/1EKTPOHHbIX onpocax, Gopymax 1 aHKeTMPOBaHMU Mo
BOMPOCAaM YAOB/NETBOPEHHOCTU MOJHOTOM M KayecTBOM MpPeaoCTaB/leHUA rocyfapCTBEHHOW YCayru,
cobnogeHMAa  AO/KHOCTHbIMM — Avuamm  MuHMCTEpCTBA  CPOKOB M NOC/AeA0BaTe/IbHOCTM
aAMUHUCTPATUBHbIX MPOLEAYP, YCTaHOBAEHHbIX AAMUHUCTPATUBHbBIM PErIaMEHTOM.

V. focyaebHblii (BHecyaebHbIN) nopaaoK 06KanoBaHua gencTenii
(6e3peiictBuA) MUHUCTEPCTBA U AOMKHOCTHBIX KL, MUHUCTEpPCTBA
(8 pea. NMpukasa MuHsapasa Poccum ot 24.10.2019 N 880H)

MHpopmauma ana 3aMHTepecoBaHHbIX aul, 06 ux npase
Ha pocypebHoe (BHecyae6Hoe) o6kanoBaHue aencTBuMit
(6e3peiicTBua) u (Mnn) pewweHnii, NPUHATLIX (OCYLLECTBNEHHDIX)
B XOZ4e NPefoCTaBNeHUA rocyAapCcTBEHHOMN yCayru

74. 3auHTepecoBaHHble NMLA MMEKT MNpaBo Ha JocypebHoe (BHecyaebHoe) ob6xkanoBaHue
pencrteuin - (6espenctema) wn  (Man)  peweHMn, NPUHATbIX (OCyWwecTBNeHHbIX) MUHUCTEPCTBOM,
OOMKHOCTHbIMM ANUAMK MUHUCTEPCTBA B X04e NPeAoCTaBNeHUA rocyAapCTBEHHON YCayrn B NopsaKe,
npeaycMmoTpeHHom riasok 2.1 PegepanbHoro 3akoHa N 210-P3 (ganee - kanoba).

OpraHbl rocyaapCcTBEHHOM BNACTU, OpraHM3aL My U yNOJIHOMOYEHHble
Ha paccmoTpeHMe XKanobbl 1L, KOTOPbIM MOXKET 6biTb HanpaB/ieHa
*Kanoba 3asasutens B gocyaebHom (BHecyaebHOM) nopsagKe

75. B cnyyae ob6xanoBaHua aelcteuin (6esgenctBmA) AONMKHOCTHOTNO AMUA  CTPYKTYPHOrO
nogpasgeneHna MuHucTepcTBa »anoba noAaeTca Ha WMMA  PYKOBOAMTENA COOTBETCTBYIOLLEro
CTPYKTYpHOro nogpasaeneHus MuHuctepcrsa.

B cnyyae obxanoBaHua AencTBUIA (6e34eicTBnA) pyKOBOAMUTENA CTPYKTYPHOrO nogpasaefieHvs



MuHucTepcTBa >Kanoba nogaerca Ha MMA 3amecTutensa MuHMCTpa 34paBooxpaHeHusa Poccuiickoi
depepauun, KypupyloLEro AaHHOe CTPYKTYpHOe noApasieneHne B COOTBETCTBUM C pacrnpefesieHmnem
0693aHHOCTEN, YCTaHOBEHHbIM NPUKa3om MuHUCTepcTBa.

anoba Ha peincteua (bespeiicteue) 3amectutens MuHUCTPa 3apaBoOXpaHeHus Poccuiickoin
depepaunn nogaetca Ha UMa MUHUCTPA 34,paBoOXpaHeHMA Poccuiickon ®eaepaunu.

Cnocobbl UHPOPMUPOBaHUA 3aaBUTENEN O NOPAAKE NoAaumn
M paccMOTpPeHUsn }Kanobbl, B TOM YKcae C UCNob30BaHUEM
EanHoro noprana

76. UHdopmauma o nopsagKe nogaym M pacCMOTPEHUA Kanobbl pasmellaeTca Ha oduLUMaNbHOM
caiite MuHucTepctBa M EaMHOM nopTane, a TakKe MOXKeT 6bITb co0bLLEHA 3aABUTENO AONKHOCTHBIMU
Amuamm MuHUCTEpCTBa NPU INYHOM obpalleHuun.

MNepeueHb HOPMATUBHbBIX NPABOBbLIX aKTOB, PEryINPYIOLUX NOPAJ0K
pocypebHoro (BHecyae6HOro) 06:kanoBaHua pelieHuii u geicteunii
(6e3peiictBuA) MUHUCTEPCTBA U €ro A,ONXKHOCTHDIX /INLL

77. OTHOLWeEHWS, BO3HMKalOLWME B CBA3K C AocyaebHbiM (BHecyaebHbIM) 06KanoBaHUeM peLueHuni
M pencteuit  MUHUCTEPCTBA, [AOMKHOCTHbIX AWML, MUHUCTEpCTBA PeryivpyloTca  caedylolmnmm
HOPMaTUBHbIMW NPaBOBbIMU aKTaMMU:

1) depepanbHbiMm 3akoHOM N 210-93;

2) noctaHoBneHuem MpasuTtenbctsa Poccuitickoit Pepepaummn ot 16 asrycta 2012 r. N 840 "O
nopsake nogaymM W paccMOTpeHus Kanob Ha peweHus u agencteua (besgenctesne) depepanbHbIX
OpPraHoOB UCMOJIHUTENBHOM BNACTU U UX AO/IKHOCTHbIX NL, deaepasibHbIX rocyAapCTBEHHbIX CAYMKaLuX,
OO/MKHOCTHBIX /ML, FOCYAapCTBEHHbIX BHeOAKeTHbIX ¢doHAoB Poccuitckoli depepaumn” (CobpaHue
3aKoHogaTtenbcTBa Poccuiickon Pegepaumn, 2012, N 35, cT. 4829; 2014, N 50, cT. 7113; 2015, N 47, cT.
6596; 2016, N 51, ct. 7370; 2017, N 44, cT. 6523; 2018, N 25, cT. 3696).

78. UHbopMaLmsA, yKazaHHaA B HAaCTOALLEM pa3aene, NoANEeXUT 06a3aTeIbHOMY pasMeLLeHNIo Ha
EanHom nopTtane.

Mpunoxernne N 1

K AODMWUHUCTPATUBHOMY PErnameHTy
MuHUCTEepCTBa 34PaBOOXPAHEHNA
Poccuiickoin Pepepauymmn

no NpefoCTaBAEHMIO FOCYAAaPCTBEHHOM
YCNyrv No Bblgaye paspeLleHns

Ha NpoBeAeHME KNMHUYECKOTO UCCNen0BaHumA
JIeKapCTBEHHOrO NpenapaTta 414 MegULUHCKOro
NPUMeEHEHUA, YyTBEPKAEHHOMY NPUKA3OM
MuHUCTEepCTBa 34paBOOXPAHEHNA
Poccuitckoit ®epepauymm

oT 19 anBapa 2018 r. N 20H

dopma

B MuMHMCTEPCTBO 3OPAaBOOXPAHEHUA



Poccurickon demepaumn
3aaBJjieHUE
O BHIAYEe paspelleHMs Ha NPpOoBeIeHMe KIMHUUECKOTO MCCJIeIOBaHUA

JIEKAPCTBEHHOT'O IIperiapaTa OJid MeEIVMUIMHCKOI'O IIPVMMEHEHMA

oT

(yxaselBaeTCcs IIOJIHOE U COKpalleHHOE (HpM HalMuuy) HaMMeHOBaHUe
3a4ABUTEJIA, agpec MecTa HaXOXIEHU)

Hpomy PpaspelimThs IIPOBEIEHME KIIMHMYECKOI'O MCCJIegOBaHMA
(KIIMHMUYECKOE MCCJIemoBaHue, MEXIOYHAPOIHOE MHOTOLEHTPOBOE KIIMHMYECKOE
rcciyenoBaHme, IMNOCTPEeIMCTPpalMOHHOE KIIMHMYECKOE VCcJienoBaHme)

(HyXHOE MNOOYEPKHYTH)

JIEKAPCTBEHHOT'O IIpellapaTa IOJid MeIOVMIMHCKOI'O IIPVMMEHEeHNMA

(yKaBHBaeTCH HaVMEeHOBaHMeE MCCJIenyeMOI'O JIEKAPCTBEHHOTI'O IIperiapaTa nOJjd
MEIOVILIIVMHCKOTI'O IIPVMMEHEHMA, B TOM UYMCJIE MEXIOYHapOIOHOE HEIaTEeHTOBAHHOE
HavMeHOBaHMe, TOopIroBoe, HpoeKTHoe)

B JIEKAPCTBEHHOM GopMe M OO3MPOBKE

(ykaseBaeTCs JIeKapPCTBEHHAass GopMa M HOBUPOBKA MCCIEOYyeMOI'O
JIEKapCTBEHHOT'O IpenapaTa IJjigd MeIMIMHCKOTO IMIPVMEHEHNS)

OpraHM3alnmr4d, OCyUWeCTBJIAKIaA OPIaHM3allMi INIPOBEIEHUMA KIIMHUYEeCKOI'O
MCCJIIEeJOBAHMA JIEKAPCTBEHHOI'O IIpeliapaTa IJjId MeIMIMHCKOI'O IIPMMEHEHUMA

(yKaBHBaeTCH IIOJIHOE M COKpalleHHOe (HpM HaJlMuuy) HaMMeHOBaHUe PNIN4YeCcKOI'o
Jirita, OPI'aHM3alVMOHHO-IIpaBOBadA @opma, agpec MecTa HaxXOXIeHUS)

OPUINUYEeCKOEe JMLO, IIPMBJIEUEHHOE K OpTaHM3alMM [IPOBeIeHUS KIMHUUECKOI'O
MCCJIeNOBaHMUA JIEKAPCTBEHHOT'O IpelapaTa IOJ8 MeIMUMVMHCKOI'O IPpMMEeHEeHUuS (Ipu
HaJIWUUMN)

(ykasplBaeTCs IIOJIHOE M COKpalleHHOe (IpKY HaJMuMM) HaMMEHOBaHME OPUINYECKOTO
Jula, ero OpraHMB3alMOHHO-NpaBoBas GopMa, aIpec MecTa HAaXOXIEeHMS)

IIPOM3BOIONTEJIL JIEKAPCTBEHHOI'O IIpellapaTa IJjid MeOIVMIMHCKOI'O IIPVMMEHEeHNMA

(yKaselBaeTCsa IIOJIHOE M COKpalleHHOe (IpM HalyMuMM) HaMMEeHOBaHME OPUIMUYECKOTO
Jauia, OpTraHM3alMOHHO-IIpaBoBas QopMa, aIpec MecCTa HaxXOXIEHUS)

10 IMIPOTOKOJIY

(yxas3plBaeTCsa HOMEp U Bepcuda (IpM HaIMuMM), HAMMEHOBAaHMUE, HaTa
YTBEPXOEHUS MNPOTOKOJIa KJIMHMUECKOT'O MCCJIENOBAHUSA JIEKAPCTBEHHOT'O
npenapara OJig MeOUIMHCKOTO INPMMEHEHUS)

C LieJIbIo

(yKaBHBaeTCH oeJib KJIIMHMYECKOT'O MCCJIeOOBaHMA JIEKAPCTBEHHOTO
InperiapaTa nOJj4d MeIOVMUIVMHCKOI'O HpMMeHeHMH)

Ha [Iepuon

(ykas3elBaeTcsa OaTa Hauvaja M JaTa OKOHUAaHMSA KIMHMUECKOI'O MCCJIeIOoBaHUuS
JIEKAPCTBEHHOT'O IpenapaTa OJd MeOUIMHCKOI'O NPMMEHEHU)

C ydacTmemMm IIallMEHTOB
(yKasmBaeTcg KOJIMYECTBO IalUMEeHTOB, IpenriojyiaraeMoe
K Yy4acCTMIO B KIJIIMHUUECKOM MCCJIEOOBaHUNM JIEKAPCTBEHHOTI'O




npenaparTta OJid MeOUIMHCKOT'O INPMMEHEHNS)

B cCllenyllrX MeIVMUIVHCKMX OPI'aHM3allMAX

(yxaseBalTCA IIOJIHOE, COKpalleHHOe (IpM HaJllMuMM) HaMMeHOBaHME UM ampec
MEeIMUVMHCKMX OpTaHM3alMM, B KOTOPEIX NpPenlojlaraeTCcs NPOBEHOEeHME KIMHUUIECKOTO
MCCJIeNOBaHMA JIEKAPCTBEHHOT'O IpelapaTa IOJ8 MEeOMUMHCKOI'O IIPMMEHEHUS) .

SaaeyeHme coctTamjeHo " " 20 T,
HanmeHOBaHWe OO0/TKHOCTU noanncb pykosogutena MHUUKnanbl, d)aMMJ'IMﬂ
pykoBoguTenAa opraHnsaumnn- OopraHusauunmn-3aasuUTena pyrkoBoguTenAa opraHnsaumnun-
3aABUTENA 3aABUTENA
M.N

KoHTakTHEM TejedoH

MpunoxkeHune N 2

K AODMUHUCTPATUBHOMY PErNAMEHTY
MuHUCTEepCTBa 34PaBOOXPAHEHNA
Poccuitckoit ®epepauymm

no NpefoCTaBAEHMIO FOCYAAaPCTBEHHOM
YCAyrv No Bblgaye paspeLueHunn

Ha NpoBeAeHME KNMHUYECKOTO UCCNen0BaHmA
JIeKapCcTBEHHOro npenapara 414 MeguUUnHCKOro
NPUMeEHEHUA, YyTBEPKAEHHOMY NPUKA3OM
MuHucTepcTBa 34paBoOOXpPaHEHNA
Poccuitckoit ®epepauymm

oT 19 auBapa 2018 r. N 20H

B/1IOK-CXEMA
MCNONHEHUA AOMUHUCTPATUBHbIX NPOLEEAYP "MPUEM, PETUCTPALINA,
PACCMOTPEHME NOCTYMNMUBLLUX OT 3AABUTENA AOKYMEHTOB
HA NPEQOCTABNEHWUE TOCYAAPCTBEHHOMW YCNYTU U NPUHATUE PELLEHUE
O NMPOBEAEHWNU 3KCMNEPTU3bI AJOKYMEHTOB A/14 NO/TYYEHUA PASPELLUEHUA
HA NPOBEAEHUE KNWHUYECKOTO UCCNEQOBAHUA U STUMECKOMN
3KCNEPTU3bI NI OB OTKAS3E B MPOBEAEHNWN YKA3AHHbIX SKCNEPTU3"

YTpatuna cuay. - NMpurkas MuHsgpasa Poccum ot 24.10.2019 N 880H.

MpunoxkeHune N 3

K AOMUHUCTPATUBHOMY pernameHTy
MuHuCcTepcTBa 34paBOOXPAHEHMA

Poccuiickoin Pepepaumm

Nno NpeLoCTaBAEHMIO FOCYAaPCTBEHHOM

YyCnyrv no Bblaaye paspeLlueHuns

Ha NpoBeAeHne KAMHNYECKOrO nccaeaoBaHuA
JIeKapCTBEHHOTO NpenapaTa 419 MeAULMHCKOro



NPUMEHEHUA, YTBEPKAEHHOMY NPUKA30OM
MWHUCTEepCTBa 34PaBOOXPAHEHNA
Poccuiickoin Pepepauymm

oT 19 aHBapa 2018 r. N 20H

B/IOK-CXEMA
WUCNONHEHUA AOMWUHUCTPATUBHOM NPOLIEAYPbI "HAMPAB/IEHUE
3AABUTENIO 3AMNPOCOB Ob YTOYHEHUU MNONTHOTbI U AOCTOBEPHOCTH
CBEAEHWI, COAEPKALLMXCA B NPEACTAB/IEHHbIX 3AABUTE/IEM
AOKYMEHTAX, A TAKXKE 3ANPOCOB 3KCMEPTHOIO YYPEXXAEHUA
B CNYYAE HEAOCTATOYHOCTU ANA AAYU 3AKNTIOYEHUA
NPEACTABNEHHbLIX HA 3KCNEPTU3Y MATEPUA/ZIOB"

YTpatuna cuay. - Mpukas MuHsgpasa Poccum ot 24.10.2019 N 880H.

MNpunoxernne N 4

K AODMWUHUCTPATUBHOMY PErnameHTy
MuHUcTepcTBa 34paBOOXPAHEHNA
Poccuiickoin Pepepaumm

no NpefoCTaBAEHMIO FOCYAAaPCTBEHHOM
YCNyrv No Bblgaye paspeLueHns

Ha NpoBeAeHME KNMHUYECKOTO UCCNen0BaHmA
JIeKapCcTBEHHOrO NpenapaTta A4 MegULNHCKOro
NPUMeEHEHUA, YyTBEPKAEHHOMY NPUKA3OM
MuHUCTEepCTBa 34PaBOOXPAHEHNA
Poccuitckoit ®epepauymm

oT 19 aHBapa 2018 r. N 20H

B/IOK-CXEMA
WMCNONHEHNA AGBMUHUCTPATUBHOM NPOLEAYPbI "MPUHATUE PELLIEHUA
O BblIAAYE PA3PELLEHMNA HA NPOBEAEHUE KTIMHUYECKOIO MCCNEAOBAHUA
MUIN Ob OTKASE B BbIAAYE PASPELLEHUA HA NPOBEAEHUE
KNNHUYECKOIO UCCNEAOBAHUA"

YTpatuna cuay. - Mpukas MuHsgpasa Poccum ot 24.10.2019 N 880H.

MpunoxkeHne N 5

K AOMUHUCTPATUBHOMY pernameHTy
MWHUCTepCTBa 34PaBOOXPaHEHUSA
Poccuiickoin Pepepaumm

no NpeaoCcTaBAEHMIO FOCYAapCTBEHHOM
yCAyru no Bblaade aybavMkaTta paspelleHus
Ha NpoBeAeHne KAMHNYECKOro UccaeaoBaHmA
JIeKapCTBEHHOTO npenapaTa 419 MeAULNHCKOro
NPUMEHEHUA, YTBEPKAEHHOMY NPUKA30OM
MuWHUCTEepCTBa 34PaBOOXPAHEHNA
Poccuiickoin Pepepaumm

oT 19 anBapa 2018 r. N 20H

B/IOK-CXEMA



WUCNO/THEHUA ALMUHUCTPATUBHOW NPOLIEAYPbI "PACCMOTPEHUE
3AABNEHUA U NPUHATUE PELLEHUA O BbIAAYE AYB/IUKATA PA3PELLEHUA
HA NPOBEAEHUE KNTUHUYECKOIO UCCNNEAOBAHUA"

YTpaTtuna cuay. - NMpukas Muxsgpasa Poccnm ot 24.10.2019 N 880H.
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