006 yTBep>XaeHun AGMUHUCTPATUBHOIO perjlaMeHTa
MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon depepaumm no
npenocTaB/IEHUIO FOCYAapPCTBEHHOM YCJIYyry Nno Bbigaye
pa3pelueHus Ha NnpoBeeHue KJIMHUYEeCKOro uccsienoBaHus
JIeKapCTBEHHOro npenaparta oaa MeauUMHCKOro NpUMeHeHus

Mpuka3 MuHucTepcTBa 34paBooxpaHenHns Poccuinckon ®epepaumm - Ne 20H - o1 19.01.2018 - lencTsyeT ¢
N3MEHEeHNAMM

MWHWUCTEPCTBO 3PABOOXPAHEHNSA POCCUACKOW ®ELEPALIAN
MPUKA3
MOCKBA

19 anBaps 2018 r. Ne 20H

06 yTBEpXAeHUM AOMUHNCTPATMBHOIO periameHTa MMHUCTepCcTBa 34paBoOXpaHeHUs PoCCMIACKON
defepaumm No NpefoCTaBIEHNIO FOCYyAapCTBEHHOM YCYri MO BblAaYe pas3peLleHns Ha nposefeHune
KJIMHNYECKOr0 UCCIe0BaHNA JIeKapCTBEHHOr 0 npernapaTa 4158 MeAULUUHCKOr0 NMPpUMeHeHNs

3aperucTpupoBaH MuHiocTom Poccum 9 anpens 2018 r.

PernctpauunoHHbin Ne 50672

B cooTBeTCcTBUM C DepepanbHbIM 3akoHOM OT 27 mntona 2010 r. Ne 210-®3 "0O6 opraHusaumm
NpenoCcTaBNEeHNS rOCYyAapCTBEHHbLIX U MyHUUMManbHbIX ycnyr" (CobpaHue 3akoHOAaTeNbCTBa PocCcunckom
®epepaumm, 2010, Ne 31, 1. 4179; 2011, Ne 15, cT. 2038; Ne 27, 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. 3480; No 30, cT. 4084; No 51, cT.
6679; Ne 52, c1. 6952, 6961, 7009; 2014, Ne 26, cT. 3366; Ne 30, cT. 4264; 2015, Ne 1, cT. 67, 72; 2015, Ne
10, cT. 1393; Ne 29, cT. 4342, 4376; 2016, No 7, cT. 916; Ne 27, cT. 4293, 4294; 2017, Ne 1, cT. 12),
nocTaHoBneHueM MpasuTtenscTBa Poccunckon depepauum ot 16 mas 2011 r. Ne 373 "O paspaboTke u
YyTBEPXAEHNUN alMUHUCTPATUBHBIX PErjlaMeHTOB UCNOSIHEHWSA FOCYAaPCTBEHHbIX (DYHKLUUIA 1
aAMUHNCTPATMBHbIX PerjiamMeHTOB NPefoCTaBAeHUs rocyaapcTBeHHbIx ycnyr" (CobpaHue
3aKoHogaTenbCTBa Poccuinckon ®epepaunun, 2011, Ne 22, cT. 3169; Ne 35, cT. 5092; 2012, Ne 28, cT. 3908;
Ne 36, cT. 4903; Ne 50, 1. 7070; Ne 52, cT. 7507; 2014, Ne 5, cT. 506; 2017, Ne 44, cT. 6523) npuKa3blBato:
1. YTBEpAWTb NpunaraemMbln AGMUHUCTPATUBHBIA pernaMeHT MMHMCTepCTBa 34paBooXpaHeHna Poccunckon
®efepaumm No NpefocTaBAEHNI0 FOCY4apCTBEHHOW YCYrK NO BblAaye pa3peLleHuns Ha npoBefeHune
KJIMHNYECKOro ncciefoBaHnsa eKapCTBEHHOro npenapaTta 419 MeAUULUHCKOro NpUMeHeHNs.

2. Mpr3HaTb yTpaTUBLUUMK CUNY:

npuka3 MMHUCTEPCTBa 3[4 PaBOOXPAaHEHNSA U COLMAbHOIO pa3BuTus Poccuinckon ®enepaumm ot 26 aBrycta
2010 r. Ne 748H "O6 yTBEpPXAEHUN MOPAAKA BbILAYM Pa3peLleHUs Ha NPOBeLEeHNE KJIMHUYECKOro
nccnenoBaHns NekapCTBEHHOMo NpenapaTta ANns MeAuUMHCKOro npuMeHeHnsa" (3aperncTpmupoBaH
MuHnCcTepcTBOM tocTuLMm Poccuinckon ®epepaumm 31 asrycta 2010 r., peructpaumoHHbIn Ne 18317);
npuka3s MnHucTepcTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 13 mapta 2015 r. Ne 1114 "O
BHECEHWUW M3MEHEHWIA B MOPAAOK Bblayn pa3peLleHns Ha npoBefeHne KIMHNYeCcKoro nccsiefoBaHuns
NeKapCTBEHHOro NpenapaTta ANd MeAULUHCKOro MPUMEHEHNS, YTBEPXXAEHHbIN NPUKa3oM MUHUCTepPCTBa
3[paBOOXPaHEHNS 1 COLMaIbHOrO pa3BuTusa Poccninckon ®eagepaumm ot 26 aBrycta 2010 r. Ne 748H"
(3apeructpupoBaH MnHucTepcTBOM tocTULMK Poccuinckon ®epepaunn 20 anpens 2015 r.,
perncTpaumoHHbin Ne 36922).

MuHucTp B.N.CkBOpLIOBa
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YTBEP)X[EH

npukKa3om MnHUCTEPCTBa 34PaBOOXPaHEHNS
Poccuinckon ®epepauun

oT 19 auBapsa 2018 r. Ne 20H

AOMUHUCTPATUBHLIA pernameHT

MuHnCcTepcTBa 34paBooXpaHeHns Poccninckonn deagepaumm No NPenoCcTaBAeHNIO FOCY4apCTBEHHON yCayru
Mo BblAaye pa3peLLeHns Ha NpoBedeHNE KJIMHNYECKOro NCCeA0BaHNA SIeKapCTBEHHOro NpenapaTta 4N
MeOULUHCKOro NMPpUMEeHeHns

|. ObLLMe NoNIoXKEHNS

MpeaMeT perynnpoBaHus periamMeHTa

1. ADMUHUCTPATMBHbLIN perfiaMeHT MUHUCTEepPCTBa 3ApaBooxpaHeHns Poccunckon Gegepauum no
NnpenoCcTaB/IEHNIO FOCYAaPCTBEHHOW YCAYri NO BblAavye paspeLlleHns Ha NpoBeaeHNEe KJIMHNYECKOro
nccaenoBaHMA eKapCTBEHHOro npenapaTta 419 MeAULUHCKOro NpMMeHeHns (fafiee COOTBETCTBEHHO -
MWHNCTEPCTBO, IEKAPCTBEHHBIN NpenapaT) yCTaHaBANBAET CPOKM 1 MOCNEN0BaTENbHOCTb
aAMUHUCTPATUBHBIX Npoueayp (aencTemin) MMHUCTEPCTBA, OCYLLECTBASEMBIX MO 3aMpocy 3asBUTENs B
npegenax, yCTaHOBAEHHbIX HOPMATUBHbLIMY MPaBOBbIMK akTaMu Poccuickon degepaunm NOJTHOMOYNN B
cooTBeTCTBUU C TpeboBaHUAMN PepepanbHOro 3akoHa ot 27 uons 2010 r. Ne 210-P3 "0O6 opraHusauunm
npegocTaBieHNs FOCYAapPCTBEHHbIX U MYHULMMAbHbIX yCyr"! (fanee - ®enepasibHbiii 3aKoH Ne 210-03), a
TaKxe Nopsaok B3auMoOeNCTBMA MeX Ay CTPYKTYPHbIMUK noapa3aeneHnsamm MUMHMCTepCTBa, ero
AOMKHOCTHBLIMW IMLL@MK, B3aUMOAENCTBUA MUHNCTEPCTBA C 3a9BUTENAMU, UHBIMU OpraHamMm
rocyfapCTBEHHOM BNACTW NPpW NpefoCTaB/IEHNN FOCYA4apCTBEHHON ycayri (ganee - ADMUHNCTPATUBHBIN
pernameHT, rocyapCTBeHHas ycayra).

! CobpaHue 3akoHogaTenbcTBa Poccuiickon Pepepaunn, 2010, Ne 31, 1. 4179; 2011, Ne 15, cT. 2038; Ne
27, 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. 3480; Ne 30, cT. 4084; Ne 51, ¢T. 6679; Ne 52, cT. 6952, cT. 6961, cT. 7009; 2014; Ne 26, CT. 3366;
Ne 30, cT. 4264; Ne 1, cT. 67; Ne 1, cT. 72; 2015; Ne 10, cT. 1393; Ne 29, cT. 4342, cT. 4376; 2016, Ne 10, cT.
916; Ne 27, cT. 4293; 4294; 2017, Ne 1, cT. 12; Ne 50, cT. 7555

Kpyr 3assutenen

2. 3asBUTENSAMUN Ha NPefoCTaB/eHNe roCyAapCTBEHHON YCAYri (fanee - 3a9BUTeNN) ABASIOTCS:

1) pa3paboTymk nekapCTBEHHOro NpenapaTa Wix YNoJHOMOYEHHOe UM NNLLO;

2) obpa3zoBaTenbHbIE yYpEXAEHWS BhICLLErO NPOotheccuoHanbHoro obpasosaHus u (nnm) obpasoBaTenbHble
yYpeXAeHUs [OMOJIHUTENbHOro NpogeccnoHanbHOro obpasoBaHus;

3) Hay4YHo-UccnefoBaTeNIbCKMe OpraHn3aLmnm.

Tpe60BaHI/IF| K NopsaKy MHPOPMUPOBaHKS 0 NpenocTaB/ieHnN rocy,u,apCTBeHHO|7| ycnyrun

3. HopMupoBaHme o nopsake NpefoCcTaBAeHNSA FOCyapCTBEHHOM YCAYr OCYLLECTBASETCS:

1) nocpenCcTBOM pa3MeLLeHns nHGopMaL MK, B TOM YUcne o rpadurke npuema 3adaBmTenen n HoMepax
TenedoHOB AN15 CNPABOK (KOHCYNbTaUWiA), Ha opULManbHOM cainTe MUHUCTEPCTBA B MH(OPMaLMOHHO-
TeNIeKOMMYHUKaLMOHHOM ceTn "NHTepHeT" www.rosminzdrav.ru (ganee - opuumnanbHbIn cant
MuHuncTepcTBa);

2) B (hefepasibHOM rocy4apCTBEHHON MHPOPMALMOHHON cucTeme "EQMHBIA NopTana rocy4apCTBEHHbIX 1
MYHUUMMANbHBLIX YCayr (pyHKumn)" www.gosuslugi.ru (ganee - EAnHbIN nopTan);

3) no HoMepaMm TenedoHOB A5 CMPaBOK;

4) B cpeacTBax MacCoBOM MHGOPMaLIAN.
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4. CnpaBoYyHas nHgopmaLma (MecTo HaxoxaeHus MMHUCTepCTBa, rpatuk ero paboThbl, CNPaBOYHbIE
TenedoHbl CTPYKTYPHOrO noapa3sfaeneHms MMHUCTEPCTBA, NPeAoCTaBAAOLWEro roCy4apCTBEHHYIO YCAYry)
pa3MmeLLaeTcs Ha ouumnanbHOM canTe MnHucTepcTBa, EanHom noptane, B heaepasibHON
rocyLapCTBEHHON NHGOPMALMOHHON cucTeMe "defepanbHblil peecTp roCcyAapCTBEHHBIX Y MYHULMNASbHBIX
ycnyr (yHkumin)" (panee - ®egepanbHblil peecTp).

4.1. Ha EgnHom nopTane pasmellaeTcs ciegyoolas nHpopMmauns:

1) ncyepnelBaOLWNA NepeyeHb 4OKYMEHTOB, HEO6X0AUMBIX AN NPeLOCTaBAEHUS rOCyAapCTBEHHOW YCyrK,
TpeboBaHMA K OPOPMIEHMNIO YKa3aHHbIX OKYMEHTOB, @ Tak Xe NepeyeHb JOKYMEHTOB, KOTOPbIE 3asBUTENb
BNpaBe NpeACcTaBMTb N0 COBCTBEHHON NHULIMATUBE;

2) Kpyr 3aasuTenen;

3) CPOK NpenocTaBAeHUs roCyaapCTBEHHON yCayru;

4) pe3ynbTaThl NPeAOCTaBAEHNS FOCYLapCTBEHHON yCNyri, NOPALOK NPeACcTaBAeHNs JOKYMEHTa,
ABNAOLLEroCsa pe3ynbTaToM NpefocTaBAeHNs rocyaapCTBEHHON YCAyru;

5) pa3mep rocyaapCTBEHHON NOLWHbI, B3UMAEMOW 3a NpefoCTaBNeHNE roCyJapCTBEHHON yCyru;

6) ncyepnbiBalOLWU NepevyeHb OCHOBaHWUI A5 NMPUOCTAHOBIEHUS WM 0TKa3a B NPeaoCTaBeHm
roCyfapCTBEHHOW yCayru;

7) o NpaBe 3asBUTENA Ha focyaebHoe (BHecyaebHoe) obxanoBaHne OencTBun (6e3nencTena) 1 peLleHni,
NPUHATBIX (OCYLLECTBASEMBIX) B X04e NPefoCTaBleHNs rocy4apCTBEHHON YCAYri;

8) hopMbl 3a8BNEHUIA (YBEeLOMAEHNA, COOBLLEHNI), NCMOMb3yeMbIe NPU NPEeLOCTaBAEHUN FOCY 4apCTBEHHOW
yCcayru.

WHdopmauns Ha EAMHOM nopTane 0 NOpSAKe 1 CPOKax NpefocTaBNeHNs roCyJapCTBEHHON YCAyrn Ha
OCHOBaHWW CBeAeHWI, cofepxawuxcs B dPefepasbHOM peecTpe, NpefocTaBnseTcs 3aasutento becnnaTHo.
JocTyn K nHopMaLMm 0 CpoKax 1 NopsaKe NpefocTaBieHnsa rocyaapCTBEHHON YCaYrn OCyLLeCTBAAETCA
6e3 BbINOHEHNA 3aABUTENEM KaKnX-nnbo TpeboBaHuiA, B TOM Yucie 6e3 ncnosb30BaHUs NporpaMMHOro
obecneyeHns, yCTaHOBKA KOTOPOro Ha TEXHUYECKNE CPeaCTBa 3aaBMTeNs TpebyeT 3ak/ilo4eHns
JINLEH3MOHHOMO UM MHOIO COralleHnsa ¢ NpaBoobnagateneM nporpaMmMHoro obecnevyeHus,
npenycMaTpUBAIOLWEro B3MaHMe NaaTbl, PErmcTpauunio WM aBTopu3aLnio 3asaBuTens nam
nNpenocTaBNeHNe UM NEPCOHANbHBLIX AAHHbIX.

(DononHeH nyHKTOM - MNprka3 MnHUCTepCcTBa 34paBooxpaHeHus Poccuinckon ®epepaumm ot 24.10.2019 Ne
880H)

5. 3asiBNeHne C NpunoXKeHNeM fOKYMEHTOB B 3/IEKTPOHHON (hopMe MOXeT BbiTh HanpaBieHo Yyepes
ohmuManbHbIn canT MUHUCTEPCTBA Yepes nopTasl No BEeAEHNIO roCy4apCTBEHHOIO peecTpa JIeKkapCTBEHHbIX
cpencTB: http:gris.rosminzdrav.ru nav 4yepes EaunHbii nopTan.

®opMbl 3a8BIEHUIA N LOKYMEHTOB, 0DOPMISEMbIX HENOCPEACTBEHHO 3aABUTENAMU U NPEeACTaBASEMbIX B
MWHWCTEPCTBO ANA NONYYEHUS TOCYAAPCTBEHHON YCAYTN B 3/IEKTPOHHOM BMAE, AO/KHbI ObITb 4OCTYMHbI
AN KOMUPOBaHWUS U 3aMN0JIHEHNSA B 31IEKTPOHHOM BUAE Ha ouLmansHoM cante MuHncTepcTsa, EanHom
noptane.

Mpw NnpefocTaBAEHUN FOCY AapCTBEHHOW YCyrn NOCPeACcTBOM EANHOMO nopTana 3asaBUTento
obecneymBaeTcs:

1) nony4yeHne MHMOPMaLMK O NOPALKE N CPOKax NPeAoCTaBNEHNS YCYru;

2) 3an1cb Ha NpueM B opraH (opraHM3aLuio), MHOroyHKLNOHAbHBIA LLeHTP NpeaocTaBieHns
rOCYAApPCTBEHHbIX Y MYHULUNAAbHbBIX YCAYT 4S8 N04ayu 3anpoca 0 NpefocTaB/ieHnn ycnyrm (ganee -
3anpoc);

3) hopMmpoBaHue 3anpoca;

4) Npyvem 1 pernctpaumsa opraHom (opraHm3aumein) 3anpoca n NHbIX LOKYMEHTOB, HEOBX0AMMbIX ANs
npenocTaBAeHNs yCcnyru;

5) onnata rocyiapCTBEHHON NOLUANHbI 3@ NPEeAOCTaBIeHNE YCAYT U yraaTa UHbIX NaaTexewn, B3uMaeMblX B
COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuinckon ®enepaunu;
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6) nony4eHwe pesynbTaTa NpefoCTaBAEHUS YCAYTi;

7) NnonyyeHune CBeAEHNI 0 X0e BbIMOJHEHNS 3anpoca;

8) ocyluecTBNIeHNE OLIEHKMN KavyeCcTBa NpefoCTaBieHns yenyru;

9) nocynebHoe (BHecyaebHoe) 0b>xanoBaHUe pelleHun n gencteui (be3nencTeuns) opraHa (opraHusaumm),
LOJ/KHOCTHOMO NvLa opraHa (opraHm3aumm) nmbo rocyaapCTBEHHOr0 UM MyHULMNANLHOMO ClyXKallero.
Vicnonb3oBaHWe 3N1eKTPOHHOW NoAnucy Npu nogaye B MUHUCTEPCTBO 3a8BNEHUSA U NPUSIaraeMblX K HEMY
3N1EKTPOHHbIX LOKYMEHTOB OCYLLECTBASETCA C MOMEHTa CO34aHUsA COOTBETCTBYOLLEA NH(POPMALIMOHHON ©
TeNeKOMMYHUKaLNOHHOW CTPYKTYPbI.

OTKa3 B NpveMme 3anpoca U NHbIX JOKYMEHTOB, HEOOXOANMbIX 415 NPef0CTaBAEHUS rOCyAapCTBEHHON
yC/lyru, a TakXXe 0TKa3 B NpefoCTaB/eHNN roCyapCTBEHHON YCAYyru B C/lyYae, ecsim 3anpoc U JOKYMEHTHI,
HeobxoavMble Ans NPeaoCTaBleHNs rocyAapCTBEHHON YCayr, NOAaHbl B COOTBETCTBUM C MHDOPMaLLen o
CpOKax 1 nopsake NpeaoCTaBieHNs rocyLapCTBEHHON ycayru, onybamkoBaHHON Ha EAMHOM nopTane,
HegonycTuMbl. ([lonosiHeH - Mpuka3 MMHUCTepCcTBa 34paBooxpaHeHuns Poccninckon deagepaumm ot
24.10.2019 N. 880H)

6. Ha nHopMaumoHHbIX cTeHAax MuHncTepcTBa U Ha ohuLManbHOM CanTe MUHUCTEPCTBA pa3MeLLatoTcs
cnefyowmne MHGHOPMaLMOHHbIE MaTepurabl:

1) nHdopMaLma 0 nopsaake NpefocTaBieHNs rocyLapCTBEHHON YCayru, B TOM Ynucie nHopMaLms o MecTe
npveMa 3asaBuUTesNIeil 1 YCTAaHOBJIEHHbIX 4J1A MpUueMa 3asBuTenein AHAX 1 Yacax;

2) nepeyeHb HOPMaTMBHbIX MPABOBLIX AaKTOB, PEraMeHTUPYIOWNX NPpeaoCTaBeHNe rocyLapCTBEHHON
ycnyru;

3) pekBU3NTLI 4119 ynaaThl FOCYAapCTBEHHON NOLWJINHLI 3@ NpefocTaBeHe rocyjapCTBEHHON YCyru.

7. CBefileHus1, cofepxxalumecs B peecTpe BblJaHHbIX pa3peLleHnin Ha NpoBeaeHne KINHUYeCKnX
MccnefoBaHNIM lekapCcTBEHHbIX NPenapaTos A9 MeAMLMHCKOrO NPUMEHEHNS, pa3MeLLaloTCs Ha
opmLManbLHOM canTe MMHUCTEpCTBa.

Il. CraHgapT NpefocTaB/IeHNs rocy4apCTBEHHON YCAyri
HanmeHoBaHWe rocyapCTBEHHON yCayru

8. FocynapCTBEHHAs ycayra no Bblaaye paspelleHunst Ha NpoBeeHNe KIMHNYECKOro UCCea0BaHmns
NIeKapCTBEHHOro NpenapaTta Aas MeAULUHCKOro NpUMeHeHNs (fanee COOTBETCTBEHHO - KJIMHUYECKOE
nccnepoBaHme, paspeLleHmne Ha NpoBedeHNe KINHNYECKOro NCCef0BaHns).

HanmMeHoBaHMe hefiepanbHOro opraHa NCNONHUTESIbHOWN BJIACTH, npenocTaBiAOLlLEero rocyaoapCTtBeHHyo
ycnyry

9. locypnapcTBeHHasa ycnyra npefocrasnseTca MMHUCTEPCTBOM.

Mpy NpeaocTaBieHUN roCyAapCTBEHHOM yCayrn MMHUCTEPCTBO B3aUMOAeNCTBYET C MUHUCTEPCTBOM
MPOMBILLIIEHHOCTN 1 Toproean Poccuinckon ®egepaummn (MuHnpomTopr Poccun) n ®epepaibHbiM
Ka3HayvencTBoM (KasHavenctso Poccun).

Mpy NpeaocTaBieHNN FrOCyAapCTBEHHOM yCayrn MMHNCTEPCTBO He BNpaBe TpeboBaTh OT 3a8BUTENA
OCYLLEeCTBJIEHNS ENCTBUIA, B TOM YXCJIE€ COrflacoBaHUi, HEOBX0AMMbIX 415 MOJYYEHNS TOCYapCTBEHHON
YCAYTrU N CBA3AHHbIX C 0bpalleHneM B NHble rOCyAapCTBEHHbIE OPraHbl M OpraHM3auUnn, 3a NCKIYEHNEM
NOJyYEHUS YCIYT, BKJIIOYEHHBIX B NMepPeYeHb YCyr, KOTOpble ABASIOTCS HE0OX0ANMbIMUM 1 0653aTeNbHbIMU
AN19 NpefoCTaBIeHNA FOCYAAaPCTBEHHbIX YCAYT, YTBEPXXAEHHIN MNpaBnTenbCcTBOM Poccuinckon deanepaunin?.

OnuncaHue pesynbTaTa NPefoCTaBAEHNs roCyAapCTBEHHON yCyru

10. Pe3ynbTaTaMy NpeaoCTaBJIEHNS FOCYyAAaPCTBEHHON YCYI U SABASIOTCS:

1) HanpaBsieHne (BpyYEHME) 3a9BUTENI0 Pa3peLleHNs Ha NPoBeAeHNE KIIMHUYECKOro NccienoBaHns
JleKapCTBEHHOr0 npenaparTa;

2) HanpaBieHue (Bpy4YeHUe) 3a8BNTENIO pelleHns 06 0TKa3e B BblAaye pa3peLleHmns Ha NpoBeaeHne
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KJIMHUYECKOr0 UCCIEN0BAHNS IEKAPCTBEHHOMO NpenapaTa;
3) HanpaBneHue (BpyyeHune) 3asBuTeNto Ay6ankaTa paspeLleHns Ha NPOBEAEHNE KIMHUYECKOro
MCCNeloBaHUS IEKAPCTBEHHOrO Npenapara.

CpoK MpefoCTaB/IeHUs FOCYAapCTBEHHON yCyri

11. Cpok npenocTaB/ieHNst rocy4apCTBEHHON ycayrn He npesbilwaeT 40 (copok) paboynx gHen c gaTol
nocTynaeHns B MMHUCTEPCTBO 3aABAEHNS U [OKYMEHTOB, yKa3aHHbIX B MyHKTe 15 AOMUHNCTPATUBHOIO
pernaMeHTa.

12. Bbigaya 3aaButento oybankaTa pa3peLlleHns Ha NpoBeaeHNe KINHNYECKOro nccnenosaHms - 10
(mecATb) paboumnx oHek Co AHS NOCTYMNAeHUss B MUHNCTEPCTBO 3aABEHUS], YKa3aHHOI0 B MyHKTe 16
AOMNHUCTPATMBHOIO perjaMeHTa.

13. Cpok NMpMoCTaHOBAEHNA NPefoCTaBAeHNA FoCyAapCTBEHHOM YCAYri B Cayyae, npeayCcMOTPEHHOM
NMYHKTOM 22 AODMUHUCTPATUBHOIO perfameHTa, He 6onee 90 paboyunx aHen3.

2 MNocTaHoBneHue MpaBuTenscTBa Poccuinckon ®epepaumm ot 6 Mas 2011 r. Ne 352 "O6 yTBEpPXOAEHN
nepeyHs ycayr, KoTopble ABAAITCA HeobX0aMMbIMUK 1 06a3aTeIbHbIMU ONs NPefoCTaBAEHNS
thenepanbHbIMU OpraHaMu UCNOJIHUTENBHON BAacTK, FocyaapCTBEHHOW KOPNopaLuen No aTOMHON SHeprum
"PocaToM" rocyfapCTBeHHbIX YyCyr 1 NpefoCTaBAATCA OpraHM3aumnamMm, y4acTeyoWwmnmMm B
npenocTaBfeHNN rocyfapCTBEHHbIX YCAYT, U onpefeneHnmn pa3smMepa nnathl 3a nx okasaHue" (CobpaHue
3aKoHofaTenbCTBa Poccminckon Pegepaunmm, 2011, Ne 20, cT. 2829; 2012, Ne 14, cT. 1655; Ne 36, cT. 4922;
Ne 33, cT. 4382; 2013, Ne 49, cT. 6421; Ne 52, cT. 7207; 2014, Ne 21, cT. 2712; 2015, Ne 50, cT. 7165; 2015,
Ne 50, cT. 7189; 2016, Ne 31, cT. 5031; 2016, Ne 37, cT. 5495; 2017, Ne 8, cT. 1257; Ne 32, cT. 5090; Ne 40, cT.
5843; Ne 42, cT. 6154).

3Yactn 3 n 4 ctatbmn 39 GegepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-03 "0O6 obpalLeHmnm
NleKapcTBeHHbIX cpencTs” (CobpaHue 3akoHodaTensCcTBa Poccuinckon ®epepaumm, 2010, Ne 16, cT. 1815; Ne
31, cT. 4161; Ne 42, cT. 5293; Ne 49, cT1. 6409; 2011, Ne 50, cT. 7351; 2012, Ne 26, cT. 3446; Ne 53, cT. 7587;
2013, Ne 27, cT. 3477; Ne 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; Ne 29, cT. 4367; Ne 29, cT. 4388; Ne 51, cT. 7245; 2016, Ne 1, cT. 9;
Ne 23, cT. 3287; Ne 27, cT. 4238, cT. 4283) (nanee - PenepasnbHbiin 3aKoH Ne 61-D3).

MepevyeHb HOPMATMBHbLIX MPABOBbLIX AaKTOB, PETYIMPYIOLLNX OTHOLIEHNS, BO3HUKAOLWME B CBS3M C
npefocTaBfeHNneM rocyLapCTBEHHON yCayru

14. MepeyeHb HOPMATMBHBLIX NPABOBbLIX aKTOB, PErYMPYIOLLMX NpefocTaBNeHne rocyJjapCTBEHHON yCayru
(C yKazaHneMm nx pekBn3MTOB U NCTOYHMKOB O(hMLIMaNbHOro onNybaMKoBaHNS), pa3MeLlaeTcs Ha
otmumanbHOM cante MnHncTepcTBa, B PefepansHOM peecTpe 1 Ha EgmHom nopTane.

I/Ic-|epnb|Barou.|,|/||7| nepe4vyeHb NOKYMEHTOB, HGOﬁXOJJ,I/IMbIX B COOTBETCTBMN C HOPMATUBHbIMW MPaBOBbIMA
aKTamMu 4N4 NpefoCTaBfeHNs roCcyLjapCTBEHHOWN YCYrK, KOTOpbIe ABAAIOTCA HEOBX0AUMbIMU ©
o6s3aTeNlbHbIMU A8 NPefOCTaBAeHUSA rOCYy4apCTBEHHOW YCyru, NoANeXallmx NnpeacTaBieHunio
3aaBuTENeM, Cnocobel NX NONYYEHUS 3a9BUTENEM, B TOM YNCE B 3IEKTPOHHON (hopMe, MOPSAAOK UX
npeacTasneHns

15. lns nonyyYeHns pa3peLlleHns Ha NpoBeAEHNE KIMHNYECKOrO UCCE0BaHNS 3asBUTENb NPEACTaBsSET B
MUHMCTEPCTBO Ha 6yMa)KHOM HOCUTENE U B 3/1IEKTPOHHOM BULE:

1) 3asBNeHNe 0 BblAaYe pa3pelleHns Ha NPoBEAEHNE KIMHNYECKOrO UCCE0BaHMUS MO hopMe,
npenycMoTpeHHon npunoxxeHnem Ne 1 K AIMUHUCTPATUBHOMY perfaMeHTy;

2) KoMK AOKYMEHTOB, MOATBEPXXAAIOLWMX YIATy rocy4apCTBEHHOW MOLWINHbI 33 MPOBEAEHNE STUYECKOI
3KCMepTM3bl, 3KCMEPTU3bl AOKYMEHTOB Ha JIeKaPCTBEHHbI NpenapaT A5 NoyyYeHns pa3peLleHmns Ha
npoBefeHne KIMHNYECKOro CCNe0BaHNs IeKapCTBEHHOMO NpenapaTta AN MeAULMHCKOr0 NPUMEHeHNs,
3a BblAaYy pa3peLleHuns Ha NpoBefeHNe KIMHNYECKOr0 UCC/Iel0BaHNS IEKAPCTBEHHOr 0O NpenapaTa Afs
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MeOULNHCKOro NPUMEeHeHNs, 3a NpoBeAeHNe 3STUYECKON 3KCNEPTM3bl, 3KCNEPTN3bl JOKYMEHTOB Ha
JIEKApPCTBEHHbIV NpenapaT 415 NOJNyYeHUs pa3peLleHs Ha NPoBeAEHNE MEXLYHAPOAHOr0
MHOIOLIEHTPOBOr0 KJIMHUYECKOr0 NCC/IeA0BaHUs NEKAPCTBEHHOr0 NpenapaTa Aas MeanUNHCKOro
NnpUMeHeHns, 3a Bblha4vy pa3peLlleHnsa Ha nposeaeHne MexayHapoaHOro MHOroLeHTPOBOr0O KJAMHNYECKOro
nccaenoBaHNA IeKapCTBEHHOro nNpenapaTta 419 MeANLUHCKOro NMPMMEHeHNS, 3a MPoBeAeHNe 3TUYECKON
3KCMNEePTU3bl, 3KCNEPTU3bl OKYMEHTOB Ha JIEKAPCTBEHHbIV NpenapaT 415 NOoJIyYeHUs paspeLleHmns Ha
npoBefeHne NOCTPErnCTPaLMOHHOI0 KJIMHNYECKOro NCCieloBaHMA IeKapCTBEHHOro NpenapaTa Ans
MeOULNHCKOro NPUMeHeHNs, 3a Bblayvy pa3peLleHns Ha NPoBeaeHNe NOCTPEerncTpaLuoHHOro
KJIMHNYECKOro nccaenoBaHMAa neKapCTBeHHOr o npenapata AJia MeONLUMNHCKOro npnMmeHeHns
(npepcTaBnsoTCA N0 COBCTBEHHOW MHMLMATMBE 3a8BUTENS);

3) NPOTOKON KJIMHNYECKOr0 NCCIeI0BaHNS;

4) bpoLutopy uccneposaTtens;

5) NHDOPMALIMOHHBIN INCTOK MNaLNEHTa;

6) ceeneHns 06 onbiTe paboTbl MCCegoBaTENEN NO COOTBETCTBYIOWMM CMELMabHOCTAM U UX OMbITe
PaboTbl N0 NPOBEAEHMNIO KIIMHNYECKMNX NCCNEN0BAHNIA IEKAPCTBEHHbIX MPeEnapaTos.;

7) cBefeHna o MeJnUnHCKNX opraHn3aunax, B KOTOPbIX npennojiaraeTcd nposeneHne KIMHN4eCcKoro
nccaenoBaHMA IeKapCTBEHHOro nNpenapaTa (NoJsiHoe 1 COKpallleHHOe HaUMEHOBaHMWA, OpraHM3aLMoHHO-
npaBoBas oopMa, MECTO HAaXOXAEHUS N MECTO OCYLLIECTB/IEHNS AeSTENbHOCTY, TenedoH, Tenedakc, aapec
3NEKTPOHHOW MOYThI KaXKA0M MeANLIMHCKOW OpraHn3auunm);

8) ceefieHNs 0 NpeanonaraeMbiX CPOKax NPOBeAEHNS KJIMHUYECKOr0 UCCNen0BaHNS;

9) KOMunto orosopa oba3aTenbHOro CTpaxoBaHWA, 3aK/IIO4EHHOro0 B COOTBETCTBUN C TUMOBLIMU MPaBu1aMn
0ba3aTeNIbHOro CTPaxoBaHms, C yKazaHMeM npeaesibHoON YNCAEHHOCTY NaLMEeHTOB, YHaCTBYIOWMX B
KJINHNYECKOM MUCCNIef0BaHNN;

10) nHdopMaLnio 0 COCTaBe IeKapCTBEHHOIO NpenapaTa;

11) JOKYMEHT, COCTaBNIEHHbIN NPON3BOAUTENEM NEKAPCTBEHHOMO NpenapaTa 1 CoaepXXallnii nokasaTenu
(XapaKTepuCTNKK), @ TakXXe CBEAEHNS O IEKAPCTBEHHOM MNpenapaTe Aas MeAULMHCKOro NPUMeEHEeHNS,
NPOu3BeEHHOM A1 NPOBEAEHUS KJIMHNUYECKUX UCCIeA0BaHWIA;

12) Konuo NNLEH3UN Ha NPOU3BOLACTBO JIEKAPCTBEHHbIX CPEACTB B C/ly4ae, €C/iv NPpoM3BOACTBO
JIeKapCTBEHHOrO NnpenapaTa oCyLLecTBAAeTCA B Poccuinckon degepaun, am KOMUIO 3aKal04eHNs 0
COOTBETCTBUM NPOM3BOANTENSA NIEKAPCTBEHHOIO NpenapaTa TpeboBaHMAM NpPaBWA Haaexallewn
NPOU3BOICTBEHHON NPAKTWKMN, BblAAHHOMO KOMMETEHTHbLIM YNOAHOMOYEHHbLIM OPraHOM CTPaHbI
Npon3BOANTENS JIEKAPCTBEHHOr0 NpenapaTa.

Ecnn OOKYMEHTbI, YKa3aHHble B HaCToALWEeM, COCTaBJ/IeHbl Ha MHOCTPAHHOM A3blKe, OHW NMPeaCTaBNATCA C
3aBEPEHHbIM NMEePeBOAOM Ha PYCCKUI A3bIK.

MpPOTOKON KNMHUYECKOr0 MCCNeaoBaHns 1 Bpoluopa nccaenoBaTens NPpeacTaBNsOTCA B ABYX 3K3eMMsapax
AN19 NpoBeeHNsA 0AHOBPEMEHHO 3KCMEPTN3bl JOKYMEHTOB O/15 NOJy4YEHUS pa3peLleHns Ha NpoBeaeHne
KJINHNYECKOro UCCAe0BaHNSA U 3TUYECKON 3KCNEPTU3bI.

16. Ona nonyyeHns aybnvkaTta paspeLleHnsa Ha NpoBeAeHNE KINHUYECKOr0 NCCNeoBaHns
JIEKapCTBEHHOr0 NpenapaTa B C/ly4yae ero nopyn Wam yTpaTbl NPeacTaBAAOTCA 3asB/eHNE C YKa3aHNeM
NPWYUH NOPYN UK YTPaThl pPaspelleHuns 1 UCMOPYEHHbIN OpuUrmHan paspeLleHns (B cay4ae ero nopyu).

McyepnbiBatoLLIMiA NepeyeHb 10KYMEHTOB, HEOOXOAMMbIX B COOTBETCTBMM C HOPMATWBHbLIMI NPaBOBLIMY
aKTamMun AN NpefocTaBleHNs roCcy4apCTBEHHON YCNYTi, KOTOPbIE HAXOAATCS B PAacropsXKeHUn
roCyaapCTBEHHbIX OPraHoB, OPraHOB MECTHOr0 CaMOYMNPABIEHNS U UHBIX OPraHoB, YYACTBYIOLLINX B
NpenocTaBfeHNN FroCy4apCTBEHHbIX MW MyHULIMNAbHbIX YCAYT, U KOTOPbIE 3a8BMTENb BrpaBe
NpPeacTaBnTb, @ TakXKe CNocobbl UX NONYYEHUS 3asBUTENSMU, B TOM YIC/IE B 3/IEKTPOHHOIK hopMe, MopsaoK
UX NpeacTaBieHNs

17. Npun NpefoCcTaBAEHNMN FOCYAAPCTBEHHON yCnyrn MMHUCTEPCTBO He BNpaBe TpeboBaTb OT 3a8BUTENA
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npeacTaBAeHUs [OKYMEHTOB, COAepXKallmx cBeeHna ob onnate rocyaapCTBEHHON MOLNHBI 3@
npefocTaB/ieHne rocyaapCTBEHHOW yCayru, cogep)xalmecs B FocyjapcTBEHHON NHOPMaLIMOHHON
CMCTeMe 0 roCyLapCTBEHHbIX U MyHULMMANbHBIX MaTeXax.

18. MMHMCTEPCTBO He BnpaBe TpeboBaTb OT 3asABUTENS:

1) npeacTaBneHns LOKYMEHTOB U MH(OPMALIW UK OCYLLECTBAEHUS AeNCTBUIA, NpeacTaBieHue niu
OCYyLLeCTBJIEHNE KOTOPbIX HE MPefyCMOTPEHO HOPMATUBHBLIMY MPAaBOBbLIMY aKTaMu, PEryanpyoLwmmmn
OTHOLLEHNS, BO3HMKalOLLME B CBSA3U C NPefoCTaBAeHNEM FOCYAapCTBEHHOW YCyri;

2) npefCTaBfieHNs JOKYMEHTOB U MHGOPMaL UK, KOTOPblE B COOTBETCTBMU C HOPMATUBHbLIMU NPaBOBLIMU
akTamu Poccuinckon ®epepauny, HOPMATUBHLIMW MPABOBLIMY aKTaMy Cy6BbeKTOB Poccuinckon depepauum n
MYHULMMANbHbIMW MPAaBOBbIMW aKTaMN HaxXo4ATCS B PaCroOpPsSXKEHNN roCy4apCTBEHHbIX OPraHos,
NpenoCcTaBAOLWMX FOCYAAPCTBEHHYIO YCIIYTY, UHbIX FOCYAapCTBEHHbLIX OPraHoB, OPraHOB MECTHOI0
camMoynpasfieHns 1 () NoABeLOMCTBEHHbIX FOCYAapCTBEHHbLIM OpraHaM 1 opraHaM MeCcTHOro
CaMOoynpaBJieHNs opraHu3aLumi, y4acTBYOLWNX B NPELOCTaBAEHUN FOCY 4apCTBEHHbIX WU MyHULMAANbHbBIX
YCAyr, 3@ UCKJII0YEHNEM JOKYMEHTOB, yKa3aHHbIX B HacTu 6 cTaTbh 7 ®efepanbHoro 3akoHa Ne 210-03;

3) npefcTaBNeHNs JOKYMEHTOB U MHGOPMaLLMK, OTCYTCTBME U (MIM) HEAOCTOBEPHOCTb KOTOPbLIX He
YKa3blBaAUCh NpY NepBOHaYasibHOM OTKa3e B MpMeMe AOKYMEHTOB, HEOOXOANMbIX ANS NPeAOCTaBNEHNS
rocyfapcTBeHHON ycnyru, nmbo B NpefoCcTaBAeHUN FOCY LapCTBEHHOWN YCYrK, 3a UCKJIIOYEHNEM ClTyHaEesB,
npeaycMOTPEHHbIX MYHKTOM 4 4yacTn 1 cTaTbn 7 ®epepanbHoro 3akoHa Ne 210-03. ([ononHeH - Mpnkas
MuHuCcTepcTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 24.10.2019 Ne 880H)

McyepnbiBatoLLMiA NepevyeHb OCHOBAHMWIA N1 0TKa3a B NpUeMe AOKYMEHTOB, HEOOXOANMbIX As
NpefnoCTaBEeHNS FOCYNAPCTBEHHOMN YCayri

19. OcHOBaHWs A5 0TKa3a B NpuemMe AOKYMEHTOB, HEODXOANMbIX ANf NpefoCTaBAeHNs rocyAapCTBEHHON
yC/yrui, OTCYTCTBYIOT.

WcyepnbiBaoLwmin nepeyeHb OCHOBaHUIA 471 NPUOCTAaHOBIEHWS UM OTKa3a B NPefoCTaBaeHUn
roCyLapCTBEHHON yCayru

20. OcHoBaHMeM [N19 0TKa3a B Bblaye paspelleHns Ha NpoBefeHne KINHNYeCKoro ncciaefoBaHms
ABNAETCS 3aK/II0YEHNE KOMUCCUMN IKCNEPTOB (hefepasibHOro rocyAapCTBEHHOI0 BI0AXKETHOr0 YYpeX AeHNA
MnHWCTepCTBa, CO3AaHHOro Aas obecnevyeHns NCNoHEHUS NOJIHOMOYMI MUHMCTEPCTBA MO Bblgaye
pa3peLleHnin Ha NPoBeAEHNE KIMHUYECKNX NCCNEeA0BaHNI IeKapCTBEHHbIX NPenapaToB U (nan) no
roCyZLapCTBEHHON perncTpauumn N1eKapCTBEHHbLIX MPenapaToB (4asiee - 3KCMEPTHOE yYpexaeHune) nim
3aKJII04EHNS COBETA MO 3TUKE O HEBO3MOXXHOCTW MPOBEAEHNSA KINHNYECKOr0 NCCIef0BaHUS
NIEeKapCTBEHHOrO NpenapaTta Nno pesynbTaTaM NPoBeAEHHbIX IKCNepTM3™,

21. OcHOBaHMeM [N 0TKa3a B MPOBEAEHUN SKCNEPTM3bl LOKYMEHTOB A9 NONYYEHUS pa3peLleHns Ha
npoBefeHne KJIMHNYECKOro NCCaeoBaHNa U 3TUYECKON IKCNEePTU3bl SBAAIOTCA:

1) npeacTaBneHne LOKYMEHTOB, NMPeAYCMOTPEHHbIX MYHKTOM 15 AOMUHWUCTPATUBHOIO periaMeHTa, B
HernonHoM obbeme;

2) HenpepcTasJ/ieHNe 3a8BUTEIEM B YCTAHOBJ/IEHHbBIN CPOK OTBETa Ha YKa3aHHbIN B NyHKTe 44
AOMWHUCTPATUBHOIO perfiamMeHTa 3anpoc MuHucTepcTBa Mbo OTCYTCTBME B NPEeACTaB/eHHbIX JOKYMEHTaX
NCYEPNbIBAIOLWErO NepeyHs HeobXxoaMMOoM MHGOPMaLMKN NN MHGOPMaLMK, KOTopas AOJHKHa bbiTb
OTpaXkKeHa B HUX;

3) oTCyTCTBUE NHhOPMaLMK, MOATBEPXKAAKOLLEN (haKT ynaaTbl FOCy4apCTBEHHON NOLWWANHLI 3@ Bblhavy
pa3peLlUeHns Ha NPOBEAEHNE KIMHNYECKOro NCCNe0BaHNS.

22. OcHOBaHMEM A/ NPUOCTaHOBAEHNS NPefoCTaBAeHNa roCyAapCTBEHHOM YCayrn ABAseTcs
HanpaBieHne MMHUCTEPCTBOM 3anpoca 3asaBMTEN0 06 YTOYHEHNN CBEAEHNI B C/lyYae BbISBNEHNS
HenosHOTbI U (MAK) HELOCTOBEPHOCTU MHOPMaLIMK, COAepXKaLLenca B NpeACTaBNeHHbIX 3asBUTENEM
LOKYMEHTaXx, a TakXe 3arnpocoB 3KCMEPTHOr0 yYpexaeHns B CJlydae HefoCTaTOYHOCTM A8 AaYm
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3akKJ1lo4eHna npencTtaB/ieHHbIX Ha SKCNepTnU3y MaTepuanos.

4 YacTtb 8 ctaTby 39 ®epepasibHOro 3akoHa Ne 61-03.
5YacTtb 5 cTaTbn 39 ®epepasibHOrO 3akoHa Ne 61-03.

MepeyeHb ycayr, KOTopble ABAAIOTCA HE0bXoANMbIMU 1 0653aTeNbHBIMK 415 NPeAOoCTaBNeHNS
roCyapCTBEHHON YCYrK, B TOM YUC/E CBEEHNS O OKYMEHTE (IOKYMeHTax), BblaBaeMOM (BblJaBaeMbIX)
opraHm3saumamum, y4acCTByroW MM B NpeaoCcTaB/eHnn Focyﬂ,apCTBeHHOVI ycnyrun

23. Ycnyru, KoTopble SIBASOTCS HE06X0ANMbIMI 1 0653aTeNbHbIMI 415 NPEeA0CTABAEHNS FOCYAapPCTBEHHON
yCayru, OTCYyTCTBYIOT.

MopsaoK, pa3Mep U OCHOBAHWS B3UMaHUA rOCYyAapCTBEHHON NMOLANHBI UM UHOW NAaTbl, B3MaeMON 3a
npefocTaBieHre rocyAapCTBEHHON YCayrm

24. 3a npepocTaBieHne rocyfapCTBEHHOM YCAYr yNa4ynMBaeTCa rocyaapCTBEHHAs NOLWNHA B
cnenyloLnx pasMepax, yCTaHoB/eHHbIX NyHKTamun 1, 3, 4, 9 - 11 ctaTbu 333.32.1 Hanoroeoro kogekca
Poccuiickon ®epepaumm:

1) 3a npoBeAeHne 3TUYECKON 3KCNEPTU3bl, IKCNEPTU3bl LOKYMEHTOB JIeKapCTBEHHOMO NpenapaTa Ans
NnoJiy4eHUs paspeLleHuns Ha nposedeHne KIMHUYeCKOro uccneoBaHns NekapCTBEHHOr 0 npenapaTta as
MeOULUHCKOro npuMeHeHns - 110 000 pybnei;

2) 3a nNpoBefieHne 3KCNepTu3bl JOKYMEHTOB IeKapCTBEHHOr0 nNpenapaTa 45 Nojy4yeHuns paspeLleHns Ha
npoBefeHne MeXXayHapo4HOr0 MHOMOLEHTPOBOMO KJIMHWYECKOro NCCe0BaHNA JIeKapCTBEHHOIO
npenapaTta o158 MeQULMHCKOro npuMeHeHns - 210 000 pybnen;

3) 3a npoBefieHne 3TUYECKON IKCNEePTM3bl, SIKCNEPTM3bl JOKYMEHTOB JIeKapCTBEHHOMO NpenapaTta ANs
NoJIy4eHNs paspelleHuns Ha NpoBefeHne NoCTPErnCTPaLMOHHOMO KJIMHNYECKOro nccaenoBaHms
NeKapCTBEHHOro NpenapaTta A8 MeQULUHCKOro npumeHeHns - 60 000 pybnen;

4) 3a BblAayy pa3peLleHns Ha NpoBeAeHne KANHNYECKOro NCCIef0BaHUS IEKapCTBEHHOMO nNpenapaTa ans
MeONLUHCKOro npumeHeHns - 5 000 pybnein;

5) 3a Bblgavy pa3peLleHns Ha NpoBefeHne MexxaAyHapo4HOro MHOMOLEHTPOBOro KJANHUYECKOro
nccnenoBaHNA IeKapCTBEHHOr0 nNpenapaTta AN MeauUUHCKOro npuMmeHeHns - 5 000 pybnen;

6) 3a Bbl4ayy pa3peLleHns Ha NpoBeeHmne NOCTPErnCTPaLMOHHOr0 KINHNYECKOro CCaefoBaHms
JIeKapCTBEHHOr0 npenapaTa Aas MeauLUMHCKOro npuMeHeHus - 5 000 pybnen.

YnnaTa rocyapCTBEHHOW MOLUAUHBI OCYLLECTBAAETCS B NOPsSAKe, NpeyCMOTPEHHOM NOANYHKTOM 6
nyHkTa 1 ctatbmn 333.18 Hanorosoro kogekca Poccuiickon degepaunm 40 Nogavy COOTBETCTBYOLMNX
3a5BJIEHUN N [OKYMEHTOB.

MopsanoK, pa3Mep U 0OCHOBaHWA B3UMaHUA NAaThl 3@ NPEAOCTaBIEHUE YCAYT, KOTOPbIe SBMAOTCS
HeobxoAuMbIMM 1 0653aTeNbHLIMI A5 NPEAOCTaBAEHUS FOCYAaPCTBEHHOM YCYrI, BKOYas NHAOPMaLUIO
0 MEeTOAMKE pacyeTa pa3Mepa Takow niatbl

25. Ycnyru, KoTopble SIBASOTCS HE06X0ANMbIMI 1 0653aTeNIbHbIMI 415 NPeA0CTABAEHNS FOCYAapPCTBEHHON
yCIyru 1 3a KOTOpbIE B3MAETCS MnyaTa, 0TCYTCTBYIOT.

MakcUManbHbI CPOK 0XKUAAHUS B 04epeamn Npu NoAaye 3anpoca o NpefoCcTaBNeHNN rocyaapcTBEHHON
YyCNyru, yCnyru, NpeaoCcTaBasieMol opraHn3aLumein, y4acTByoLen B NpeaoCTaBAeHNN rocy1apCTBEHHO
yCayru, n Npu NoayYyeHnn pesynbTaTa NPeaoCTaBAEHNS TaKUX yCayr

26. MakcMasbHbI CPOK 0XXKMAAHUSA B 04epenmn npu nogaye SOKYMEHTOB Ha NpefoCcTaB/ieHne
roCYyAapCTBEHHOW YCAYrK, @ TakXe Npu NoayYeHUn AOKYMEHTOB, CBSA3aHHbLIX C MpegocTaBAeHneM
roCcynapCTBEHHOM YCNYrK, COCTaBASAET 15 MUHYT.

CpoK 1 MopsaoK perucTpauun 3anpoca 3asBuTeNs o NpeaoCTaBAeHNN rocy1apCTBEHHOW YCAYTU 1 yCayru,
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npegocTaBAsEMON opraHn3aLnen, y4acTBYOLLEN B MPeaoCTaBAEHUN FrOCYyapCTBEHHOW YCYri, B TOM
yncne
B 2JIEKTPOHHOW (hopme

27. [JOKyMeHTbl, MOCTYMNMBLUME OT 3aaBuTeNern B MUHMCTEPCTBO (B TOM 4nC/le NpeacTaB/ieHHbIE B hopme
3NEeKTPOHHOr0 AOKYMEHTA) 419 NONYYEeHNS rOCyAapCTBEHHOWN yCNyru, perncTpupyoTcs B lenapTameHTe
ynpasieHunsa genamm n kagpos MuHucTepcTsa B TedeHne 1 paboyero gHA € AaTbl UX MOCTYMIEHMUS.

TpeboBaHMs K MOMELLEHUSAM, B KOTOPbIX NPeA0CTaBASETCA FOCyAapCTBEHHANA YCNyra, K 3aay 0XKMAaHWS,
MecCTaM 4719 3anoJIHEHMS 3anpoCcoB 0 NPeLOCTaBAEHUN FOCY LapCTBEHHOWN YCAyrn, MHHOPMALMOHHBIM
cTeHAaMm ¢ obpasLamm ux 3anosHeHNs 1 nepeyHeM JOKYMEHTOB, HE0BXOAUMbIX AN1F NPefoCTaBNeHUs
KaXX[0W roCyaapCTBEHHONW YCNYry, pa3MeLLeHNio U 0hOPMAEHNIO BU3YaJibHOW, TEKCTOBON 1
MybTUMEANAHON MHOPMaLMK O NOPSAAKE NPefoCTaBleHNs Takon yCayru, B TOM Yucae K obecneyeHunio
OOCTYMNHOCTW ONA NHBaNNOOB YKa3aHHbIX 06BEKTOB B COOTBETCTBUN C 3aKOHOAaTeNbCTBOM Poccunckon
defepaLunm 0 COLMANLHOW 3alLMTe NHBANNAOB

28. MNomelLeHne, B KOTOPOM NpefoCTaBAAEeTCA rocyapCcTBeHHas ycnyra, obecneynsaeTcs HeobXoANMbIMM
AN NPefoCTaBNeHNs roCyAapCTBEHHOM yCyrn 0bopyaoBaHMEM, KaHLENAPCKUMMW NPUHAANEKHOCTAMM,
opmcHom Mebenbio, CUCTEMOW KOHAMLMOHUPOBaHWA BO3yXa, CMCTEMON onoBseLleHns 06 ovepeanm,
TeneOoHOM, KOMMbIOTEPOM C BO3MOXHOCTbIO MeYaTh U Bbixofa B IHTepHeT, focTynoMm K rapaepoby, a
TakXXe neyaTHbIMWU MaTepmranamm, COAepXKaLlnuMn cnesyone LOKYMEHThI (CBeLeHUS):

1) HopMaTuMBHbIE NPaBoBble akTbl Poccunckon depgepauunu, peryavpylowme nopsnok npefocTaBieHuns
roCyfnapCTBEHHOW yCayru;

2) ADMUHUCTPATMUBHbIA pernaMeHT;

3) obpa3Lbl 0hopPMSIEHNS OKYMEHTOB, KOTOPbLIE NPEACTABAATCA 415 NONYYEHUS TOCYAaPCTBEHHON
ycnyru;

4) cBefileHus, coepxkalume nHhopmaLmnio, NpefycMoTPeHHYI0 NpaBuiaMy YyKasaHua nHopMauny B
peKBMU3NTaxX PacnopsXKEHNIN O NepeBOAe AEHEXHbIX CPeACTB B ynaaTy niaTexen B BI04KETHYIO cuctemy
Poccninckon ®depepaunmn, yTeepxaeHHbIMK Nprka3oMm MuHduHa Poccnm Ne 107H;

Bxoa n nepenBuxeHme no noMeLLeHnsaM, B KOTOPbIX MPOBOAUTCS MPUEM LOKYMEHTOB, HEOOXOAUMBIX ANS
npenocTaBfeHNs rocyapCTBEHHON YCAYru, He AOJKHbI CO3aBaTb 3aTPYAHEHWUI ANS UL, C
OrpaHWYEeHHLIMIN BO3MOXXHOCTSAMMU.

29. B cooTBeTCTBUN C PefepaibHbIiM 3aKOHOM OT 24 HOs6pa 1995 r. Ne 181-D3 "O coumansHOM 3awuTe
NMHBaMAaoB B Poccuiickon ®enepaummn"® nHeanngam obecneymBaroTcs:

1) ycnoBua 6ecnpensTCTBEHHOMO AOCTYNa K 06bEKTY (34aHWI0, MOMELLEHWNIO), B KOTOPOM NMpefoCcTaBAseTCs
rocyflapCTBeHHas ycayra, a Takxe aas becnpensaTcTBEHHOr0 NoJib30BaHWA TPAHCNOPTOM, CpeAcTBaMu
CBA3W U NHOpMaLuu;

2) BO3MOXHOCTb CaMOCTOATESIbHOI0 NepeaBMXEHNS N0 TEPPUTOPUM, Ha KOTOPOWN PacrnonoXKeHbl 0ObEKThI
(3naHns, NnomeLleHns), B KOTOPbIX MPeAoCTaBNAETCa rocyjapCTBEHHAs YCYra, a Takxxe BXoa B Takume
06BbEKTHI 1 BbIXOAA U3 HUX, MOCaLKMN B TPAHCMOPTHOE CPELCTBO M BbiICAAKM M3 HEro, B TOM Yucne c
MCMO0b30BaHNEM KpPeCa-KoNACKH;

3) CONpoBOXAEHNE NHBANNAOB, UMEIOLWMX CTONKNE PacCTPONCTBA DYHKLUW 3PEHNS U CAMOCTOATENbHOIO
nepenByXeHus;

4) Hapnexallee pasmeLleHne o60pyaoBaHUS 1 HoCMTeNen MHdopMaLummn, Heobxoaumblx ana obecrneyeHus
BecnpenaTCTBEHHOr0 AOCTYNa MHBANNAOB K 00beKTaM (34aHNAM, NOMELLEHNSM), B KOTOPbIX
npenocTaBafaeTCs rocylapCTBEHHas ycyra, C y4eTOM OrpaHUYeHU NX XXU3HeLeaTelbHOCTY;

5) nybnuposaHune HeobxoLMMoW ANa NHBANNLOB 3BYKOBOW W 3pUTENLHOM MHDOPMALIMK, @ TaKXXe Haanuncen,
3HAKOB M MHON TEKCTOBOW M rpadnyeCcKon MHMOPMALUN 3HaKaMW, BbIMOJHEHHBIMY pefibeHO-TOYEYHbIM
WwpuTom bpanns;

6) fLonyck cypLonepeBofyunka v TUdaocypLonepeBofUmnKa;
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7) Donyck cobaku-npoBoAHNKA Ha 00bEKTHI (34aHUSA, MOMeLLeHNs), B KOTOPbIX NPeoCcTaBaseTcs
rocyaapcTBeHHas ycyra;

8) oka3zaHue VHBaAUAaM NMOMOLLY B NMPEOA0EHN 6apbePOB, MELLAILWUX MOYYEHNIO MU
roCyAapCTBEHHOW YCYry HapaBHe C APYryMU JIMLaMU,

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

30. B cnyvyae HEBO3MOXHOCTM NMOAHOCTbIO MPUCNOCcobnTb 06BEKT € y4eToM noTpebHoCTen MHBAaNNAOB
MWHNCTEPCTBO B COOTBETCTBUM CO CTaThel 15 PeaepanbHOro 3akoHa ot 24 Hos6ps 1995 r. Ne 181-93 'O
coumnanbHONM 3alinTe NHBaNMA0B B Poccuinckon ®epepaummn” 0OHKHO NPUHUMATL Mepbl Ans obecnevyeHus
A0CTyrNa VMHBAMNAOB K MeCTY NpenoCcTaBsieHns ycayru, nmbo Koraa 3To BO3MOXXHO, obecneynTs ee
npenocTaB/ieHNE N0 MECTY XXUTeNbCTBA MHBAIMAA WU B ANCTAHLUNOHHOM PeXnME,

Moka3aTenn fOCTYMHOCTW 1 KaYyecTBa roCyAapCTBEHHOWN yCayru, B TOM YNC/1e KOJIMYEeCTBO
B3aMMOLENCTBUN 3a9BMUTENSA C OJHKHOCTHBIMI XLLaMu Npu NpefocTaBieHn rocy4apCTBEHHON yCayrn n
NX NPOLOJIKUTESIbHOCTb, BO3MOXHOCTb MOSYYEHUA NHDOPMaLIUK O XO4E NPefoCTaBNeHns
roCyAapCTBEHHOW YCAYyri, B TOM Y/CSIe C UCNOSIb30BaHMEM UHHOPMALMOHHO-KOMMYHUKALMOHHbIX
TEXHOJI0T 1A, BO3MOXHOCTb 160 HEBO3MOXXHOCTb MOJyYEHNS FOCYAapCTBEHHON YCAYrn B
MHOro)yHKLNOHANbHOM LeHTPe NPeaoCTaB/IeHNS roCy4apCTBEHHbIX U MyHMLMMANAbHbLIX YCAYT (B TOM
yncne B NosHOM 0b6beme), B toOOM TeppUTOPUaNbLHOM Noapa3aeneHnn opraHa, NpeaoCcTaBASIOWEro
roCyAapCTBEHHYIO YCNYry, No Bbibopy 3adBUTENS (3KCTEPPUTOPUASbHLIN NPUHLXM), MOCPeACTBOM 3anpoca
0 NPeLOCTaBIEHUN HECKOSIbKMX FOCYAAPCTBEHHbIX U (MAKN) MYHULMUNAIbHbLIX YCAYT B
MHOFObeHKLI,I/IOHaJ'IbeIX LUeHTpaX npenoctaBieHnsa rocygapCTtBeHHbIX 1 MyYHULUMNANbHbIX YCNYT,
npefycMoTpeHHOro ctatben 15.1

depepanbHoOro 3akoHa Ne 210-93

31. Moka3zaTensMm OOCTYNHOCTU 1 KavyecTBa NpeaoCTaBAeHNS rOCYAapCTBEHHON YCAYTr ABASIOTCA:

1) OTKpbITBIN AOCTYN AA5 3a8BUTENEN K NH(OPMaLMK 0 NOPAAKe U CPOKaxX NpenocTaBaeHns
roCcyoapCTBEHHOW ycayru, nopsaake obxxanosaHus oencTemin (6e3nencTens) OMKHOCTHbIX JInL
MuHuncTepcTBa;

2) cobnoeHne cTaHgapTa NPeaoCTaBIeHUS TOCy1apCTBEHHON YCNyriA;

3) oTcyTCTBUE Xanob 3aaBuTeNel Ha aencTens (besgencTene) OMKHOCTHLIX KL, MUHMCTEpCTBa npu
npegocTaB/IEHNN FOCYyAapPCTBEHHON YCAYII;

4) BO3MOXKHOCTb NOJIy4EHMA UHOPMaLMmM 0 Xo4e NPefoCTaB/IeHMA roCyAapCTBEHHON YCAYrK Yepes nopTtan
roCyfapCTBEHHOr0 peecTpa JIeKapCTBEHHbIX CPeACTB, Pa3MeLLEHHOr0 Ha ouLMaibLHOM canTe
MuHuncTepcTBa, nan Yepes EQuHbI nopTan;

5) BO3MOXXHOCTb MOYyYEHNS FOCYAAPCTBEHHOW YCAYr B MHOTO(YHKLMOHAIbHOM LIEHTPE NpefocTaB/eHns
rOCyapCTBEHHbIX N MyHMULMNAAbHbIX YCAYT.

32. B nppuecce npefocTaBieHns rocy4apCTBEHHOW YCYri 3asBUTENb B3aUMOLENCTBYET C LOJIKHOCTHLIMA
JvuamMy MuHuCTepcTBa:

1) npu nofaye LOKYMEHTOB, HEOOXOAMMbIX A5 MOAYYEHNS FOCYAaPCTBEHHOW YCAyrK, - 40 15 MUHYT;

2) Npv NOay4YeHMN pa3peLLeHns Ha NPOBedEeHME KJIMHNYECKOro NCCaeoBaHMa unn pewweHuns ob oTkase B
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Bblla4ye pa3peLleHns Ha NpoBeaeHne KINHNYECKOro NccnefoBaHns - o 15 MuHyT;

3) npw nonyyeHnn fybnukaTa paspeLleHns Ha NpoBefeHMe KIMHNYECKOr0 UCCNefoBaHns - 40 15 MUHYT.
32.1. Mpun Noay4eHUn rocygapCTBEHHOM YCAYr € UCNOSb30BaHMEM EQMHOMO nopTasia 3asaBMTesio
obecneynBaeTCs BbIMOJHEHNE CNeAYOWNX AEACTBUA B INEKTPOHHON hopMe:

1) nony4yeHue MHpOPMaLMK 0 NOPALKE N CPOKax NPefoCTaBleHNs yCcnyru;

2) BO3MOXHOCTb (POPMUPOBAHMNSA 3asBJEHNS;

3) npuem n perncTpauns 3asasaeHuns n NpuiaraeMbix JOKYMEHTOB;

4) nonyyYeHne pesynbTaTa NpefoCTaBfeHns rocyjapCTBEHHON yCayri;

5) nony4yeHne cBefEeHMI 0 X04e PaCCMOTPEHNS 3a8BSIEHNS;

6) ocyLLecTBNIeHNE OLIEHKM KavyecTBa NpefoCTaBieHns rocyLapCTBEHHON yCayru;

7) nocynebHbii (BHecynebHbIN) nopaaok 06)xanoBaHUs pelleHuin n gencteni (6e3nencTenst) 4OKHOCTHbIX
nny, MuHnCcTepcTBa.

(donosHeH NyHKTOM - [Mprnka3 MuHucTepcTBa 34paBooxpaHeHus Poccuiickon ®eagepaumm ot 24.10.2019 Ne
880H)

32.2. Mony4yeHme rocygapCTBEHHOM YCAYrn B MHOFOYHKLIMOHAIbHOM LIEHTPEe NpefocTaBaeHuns
rOCyLapCTBEHHbIX U MyHULIMMAAbHBLIX YCAYT (fanee - MHOrO(YHKLUNOHANbHbIA LLEHTP) OCYLLECTBNIAETCS B
COOTBETCTBUM C COrflalleHNeM, 3aK/II0YEHHBIM MEeX Y MHOMO(YHKLIMOHANbHbIM LLEHTPOM U
MWHWCTEepPCTBOM, C MOMEHTa BCTYMJIEHNS B CUJ1Y YKA3aHHOMO COralleHns o B3anMoaencTsuu. (JonoaHeH -
Mpuka3 MuHMCTepCTBa 34paBooxpaHeHns Poccuiickon ®epepaumm ot 24.10.2019 Ne 880H)

WHble TpeboBaHWS, B TOM YuCAe y4nTbiBatoLne 0CoOBeHHOCTU NpefoCTaBeHNsa roCyAapCTBEHHOM YCayru
Mo 3KCTEPPUTOPUANLHOMY MPUHUMMY (B ClyYae, eCnun rocyfapCTBEHHas yCyra NpeaoCcTaBaseTcs no
3KCTEPPUTOPMANbHOMY NPUHLKUMY) 1 0COBEHHOCTM NPefoCTaBAeHNS rOCyAapCTBEHHOW YCayr B
3/IEKTPOHHON hopme

33. MpefocTaBfieHne rocy1apCTBEHHON YCAYr N0 SKCTEPPUTOPUASIEHOMY NMPUHLMUMY HE OCYLLLECTBASETCS.
34. VHble TpeboBaHNs 1 0COBEHHOCTY NPEeAOCTaBAEHNS FOCYAaPCTBEHHON YCAYrK B 3/1EKTPOHHON hopme
OTCYTCTBYIOT.

Ill. CocTaB, NocneioBaTeNbHOCTb U CPOKW BbIMOJHEHNS aAMUHUCTPATUBHBIX NpoLenyp, TpeboBaHNs K
NopsAKy UX BbINOAHEHUS, B TOM Yucie 0COBEHHOCTU BbIMOAHEHNS aAMUHUCTPATUBHBIX NpoLleayp B
3/IEKTPOHHON hopme

MepeyeHb aAMUHNCTPATUBHLIX MpoLeayp

35. Mpwn NpefoCcTaBAeHUN FOCYAaPCTBEHHOW YCYT OCYLLECTBAAOTCS cnefytowmne agMUHUCTPATUBHbIE
npoueaypbl:

1) npuem, pernctpaumns, pacCMOTpeHue NOCTYNUBLUMX OT 3asBUTENS LOKYMEHTOB Ha NpefoCcTaBfeHne
rOCYAAPCTBEHHOW YCNYTW 1 MPUHSATUE peLleHne O MPOBEAEHNMN 3KCMEePTU3bl JOKYMEHTOB AJS MOJTyYEHNS
pa3peLleHns Ha NPOBeAEHNE KIIMHNYECKOr0 NCCIeoBaHNS N 3TUYECKON 3KCNepTH3bl nan 06 oTKase B
NPOBeLEHNMN YKa3aHHbIX IKCNepTus;

2) HanpaBJieHne 3asBUTENIO 3aNPOCOB 06 YTOYHEHNUN CBEAEHNI, COQEPXKALLMXCS B NMPEACTaBIEHHbIX
3asBUTENIEM JOKYMEHTaX, a TakXXe 3arnpoCcoB 3KCMEPTHOro yYpexxAeHns B C/lyYae HeA0CTaTOYHOCTM ANs
[a41 3aK/YeHNs MPeACTaBNEHHbIX Ha SKCMEPTU3Y MaTEPVAoB;

3) hopMmMpOBaHMe 1 HanpaBieHNe MeXXBeLOMCTBEHHbIX 3aMpPOCOB B FOCYAAPCTBEHHbIE OPraHbl,
y4yacTByioLME B NPELOCTABAEHNN FOCYJapCTBEHHON YCayru;

4) NpUHSATME NO pe3yNbTaTaM NPOBEeAEHHbIX IKCNEPTN3 PELLEHUS O BblJaye pa3peLleHns Ha NpoBeaeHne
KJIMHNYECKOro nccnefoBaHuns nav o6 oTkase B Bblave pa3peLleHunst Ha NpoBeLeHne KINHUYeCKoro
NCCnenoBaHus;

5) npveM, peructpaums, pacCMOTPEHME NOCTYMMUBLLEr0 OT 3asBUTENSN 3asiBNIEHUS U NPUHATUE PELUEHUS O
BblAaye Ay6/nKaTa pa3peLleHns Ha NPOBEAEHNE KIVHNYECKOTrO NCCNIe[0BAHMS.
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MpueM, perncTpauns, pacCMOTPEHME NOCTYMMBLLMX OT 3asiBUTENS OKYMEHTOB Ha NpeaoCcTaBAeHNe
rOCYLapCTBEHHON YCNYrK U NPUHATUE PELIEHME O NMPOBEAEHNN SKCMEPTU3bl AOKYMEHTOB A5 MOJTyYeHUs
pa3peLleHns Ha NPOBEeAEHNE KIIMHNYECKOr0 NCCeA0BaHNS 1 STUYECKOMN 3KCNepTH3bl Un 06 oTKase B
NpoBeEeHNN YKa3aHHbIX 3KCNepTu3

36. (YTpaTtun cuny - Npukas MnHncTepcTBa 3apaBooxpaHeHns Poccuinckon ®epepaumm ot 24.10.2019 Ne
880H)

37. NpefcTaBneHHble 3a9BuTeNEM B MUHUCTEPCTBO AOKYMEHTbI MPUHMMAIOTCA MO OMWUCK U PEFNCTPUPYIOTCS
JenapTamMeHTOM ynpaBieHus fenaMm n Kagpos MMHUCTEPCTBA B AeHb UX NOCTYMIEHNS, KOMWA 3as8BJIeHNA
C OTMETKOWN 0 AaTe npmema yKa3aHHbIX LOKYMEHTOB HanpaBaseTCs (BpydYaeTcs) 3aaBuTento.
3aperncTpupoBaHHble LOKYMEHTbI B IeHb UX NOCTYMNeHUs B MUHUCTEPCTBO HaNpaBaaoTCs B
[lenapTaMeHT rocyAapCTBEHHOr0 peryampoBaHmns obpalleHns NekapCTBEHHbIX CpeacTB MuH3apasa Poccum
(nanee - lenapTameHT).

38. OupekTop [lenapTamMeHTa OpraHM3yeT AOKYMEHTMPOBAHHbLIN Y4YE€T 1 KOHTPOJIb BbINOJIHEHNSA KaX40r0
3Tana aAMUHUCTPATUBHON NPOLEeAypbI.

HavanbHuK oTaena [lenapTamMeHTa, OTBETCTBEHHOMO 3@ NPeoCTaB/IeHNe rocy4apCTBEHHON yCayru (fanee
- HaYa/lbHWK 0THena), B Te4eHne 0gHoro paboyero oHA CO OHS NPUHATUS 3asBNEHNSA N KOMMIEKTa
HeobX04MMbIX JOKYMEHTOB Ha3HayaeT U3 Yncia COTPYAHUKOB OTAENa OTBETCTBEHHOr0 MCNOJIHUTENSA MO
PacCMOTPEHUIO OKYMEHTOB (Janee - OTBETCTBEHHbIN UCNOJIHUTEND).

®damunng, nMa 1 0TYECTBO (NoCNeaHee - NpY HaNYKMK) OTBETCTBEHHOMO UCMOHNUTENS, ero TenedoH
coobLalnTCa 3a89BUTENI0 MO ero NMCbMEHHOMY WSIM YCTHOMY obpalleHuto.

PaccMoTpeHne OKYMEHTOB NPOM3BOAUTCS B MOPALKE UX MOCTYMNIEHMUS.

39. OTBETCTBEHHbIV MCNOAHUTENL B TedeHne 1 (ogHoro) paboyero AHA C AaThl HAa3HAYEHNS OCYLLEeCTBAAET
NPOBEPKY CBEAEHWI, COLEPXXALLUXCS B MPeACTaBEHHbIX JOKYMEHTAX U CBeleHU 06 ynnaTe 3asBUTENEM
roCyfapCTBEHHOW MOLLIVHBI C LieSibio:

1) onpepeneHns NOAHOTbI 1 LOCTOBEPHOCTW CBEAEHWI, COAEPKALLMXCS B MPeACTaBNEHHbIX 3asaBMTENEM
LOKYMEHTaXx;

2) cOrnacoBaHHOCTM NPeACTaBAEHHON NHOPMaALIUM MeXAY OTAENIbHbIMW AOKYMEHTaMu;

3) NOATBEPXAEHNS YNaThbl 3ad8BMTENEM FOCYAapCTBEHHON MOLWANHBI.

®aKT ynnaTbl 3a8BUTENEM rOCYAAaPCTBEHHOMN MOLLUIMHbLI 3@ NPeLOoCTaBeHNE rOCyAaPCTBEHHOW YCyrK
npoBepseTCcs NOCPeACcTBOM HanpasJ/ieHUs B F0CyAapCTBEHHYI0 NHOPMALIMOHHYO CUCTEMY O
rOCyLapCTBEHHbIX N MyHULIMMANbHBIX MaaTeXax COOTBETCTBYIOLLEro 3anpoca nnbo NnocpesCcTBOM
PaccMOTPEHNA 1 OLEeHKU NpeacTaBeHHOro 3asBUTeNeM B MHULMATUBHOM NOopsfKe AOKyMeHTa 06 ynnaTe
roCyAapCTBEHHOW MOLUIMHDI.

40. B cpok, He npeBbiWatoLwmin 2 (aByx) paboymx gHen Co AHA PaCCMOTPEHUS NPeACTaBAEHHbIX JOKYMEHTOB
OTBETCTBEHHbIN UCMONHUTENb:

1) B ciyvae OTCYTCTBUS OCHOBAHWI, NPEAYCMOTPEHHbIX MYHKTOM 21 AAMUHUCTPATUBHOMO pernamMeHTa,
rOTOBUT MPOEKT pelleHns 06 opraHnsaunm 3KCNepTusbl LOKYMEHTOB AA5 MOayYeHns pa3peLleHns Ha
npoBefeHne KJIMHNYECKOro NCCeoBaHns 1N 3TUYECKON IKCNEePTU3bl, @ TakXXe 3afaHUs B 3KCNepTHoe
yupexzaeHue 1 CoBeT Mo 3TUKe Ha NpoBefeHMe YKa3aHHbIX 3KCNepTus;

2) B CJly4ae Han4ms OCHOBaHMWI, NPeayCMOTPEHHbIX MYHKTOM 21 AOMUHUCTPaTUBHOIO perjiaMeHTa,
FOTOBUT NPOEKT peLleHns 06 0TKase B NPOBEAEHNM IKCMEPTU3, YKa3aHHbIX B NOAMNYHKTe 1 HacToALero
MyHKTa, C yKa3aHneM Npu4mH 0TKasa;

3) B C/ly4ae BbISABJI€HUS HEMOJIHOTLI U (Un) HeJOCTOBEPHOCTY MH(OPMaLIMK, COAEPXKALLENCS B
npeacTaBNeHHbIX 3a8BUTENEM [OKYMEHTax, FOTOBUT MPOEKT 3anpoca 06 yToYHeHUU npeacTaBieHHbIX
cBeLeHun.

41. NMpoeKTbl NPUHATBLIX PELUEHN, YKa3aHHbIX B NyHKTe 40 AODMUHUCTPATUBHOIO perfiaMeHTa,
COrlacoBbIBAKTCA HaYaIbHUKOM OTAEeNa, NOAMMCLIBATCS AMPEKTOPOM [lenapTamMmeHTa B TeYeHue 1
(opHoro) paboyero gHs.
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42. PeweHune 06 opraHu3aLunm 3KCNepTU3bl JOKYMEHTOB 411 MOJYYEHNS Pa3peLLIEHNs Ha NPOBeAeHNe
KJVHNYECKOro NCCNEfOBAHNS U 3TUYECKON IKCMEepTU3bl, pelleHune 06 0Tkase B NPOBeAEHUN YKa3aHHbIX
3KCNepTn3, 3anpoc MuHucTepcTea 06 yTo4YHEHUN NpeLCTaBAeHHbIX CBEAEHNIN HANPaBAATCA (BpyYatoTcs)
3a8BUTEJII0 B BUAE YBEAOMJIEHNS B MUCbMEHHON U (MS1M) 3NEKTPOHHON hopMe B TevyeHune 1 (04Horo)
paboyero gHs.

43, 3afiaHne Ha NpoBeAeHne 3KCNepTu3bl 4LOKYMEHTOB A5 NOJyYeHNs pa3peLlleHns Ha NpoBeaeHne
KJUHNYECKOro NCCNef0BaHNS C MPUIOXKEHNEM LOKYMEHTOB, yKa3aHHbIX B nognyHkTax 3, 4, 10, 11 nyHKTa
1 AIMWHUCTPaATMBHOIO pernaMeHTa, B Te4yeHune 1 (ogHoro) paboyero gHA nocsie NoAnMCaHNS QUPEKTOPOM
JlenapTamMeHTa HanpaB/AeTCA B IKCNEPTHOE YYpeXXAEeHNE).

3aflaHue Ha npoBefieHne 3TUYECKON 3KCNEePTU3bl C MPUIOXKEHNEM LOKYMEHTOB, YKa3aHHbIX B NOAMNYHKTaX 3
-6, 8 19 nyHKTa 15 AIMUHNCTPATUBHOrO PerfiaMeHTa, B TeveHne 1 (oaHoro) paboyero aHs nocne
noAnncaHna QUpPeKTopoM [lenapTameHTa, HanpasaseTcs B COBET Mo 3TUKeE.

HanpaBneHve 3asBUTENIO 3aMpPOCcoB 06 YTOYHEHWUN CBELEHUIA, COLEPXKALLMNXCS B MPEACTaBAEHHbIX
3asBUTENIEM JOKYMEHTaX, @ TakXXe 3arnpoCoB 3KCMEePTHOro y4pexxAeHns B CJly4ae HeAoCTaTOYHOCTM ANs
[,a4M 3aKJII0YEHNS NpeACcTaBAeHHbIX Ha 3KCNepTU3y MaTepranos

44. (YTpaTtun cuny - Mprka3s MuHucTepcTBa 3apaBooxpaHeHns Poccuinckon ®egepaumm ot 24.10.2019 Ne
880H)

45, B cnyyae BbISIBAEHWA HEMOAHOTHI U (M) HELOCTOBEPHOCTM UHADOPMaLMK, CoaepKaLLencs B
NPeACTaBNEHHbIX 3aS9BUTENEM AOKYMEHTax, MMHUCTEPCTBO HaMpaBAseT 3asABUTENI0 3anpoc 06 yTOYHEHMM
yKa3aHHON UHOpMaLMKN B COOTBETCTBUM C HacTbto 4 cTaTbh 39 PepepasibHOro 3akoHa Ne 61-93.

B cnyyae HenpencTaBneHNa 3asaBMTeNeM O0TBeTa Ha 3anpoc MUHUCTepCTBa NO NCTEYEHUN OeBAHOCTa
pabouunx oHen MUHUCTEPCTBO B TeYeHme NATU paboumnx aHen:

1) npuHnmaeT peleHne 06 0TKase B OpraHM3aunm 3KCNepTM3bl LOKYMEHTOB A4J18 MOJYHEeHNS paspeLleHuns
Ha NpoBeAeHmne KINHNYECKOrO NCCe0BaHMA U 3TUYECKON SKCNEepPTU3bl;

2) HanpaBAsET B 3KCMNEPTHOE YYpeXXAeHNe yBeJoMIIeHe O HENpeaCTaBAEHUN 3adBUTENEM OTBETa Ha
3anpoc.

46. MNpencTaBneHHbIN 3aaBMTENEM B MUHNCTEPCTBO OTBET Ha 3anpocC PErucTpupyeTcs B AeHb MOCTYMNJeHNS
B [lenapTaMeHTe ynpaBieHns genamMu n Kagpos MnHUCTepCTBa 1 HanpaBnseTCca B oTAeN JenapTaMeHTa,
OTBETCTBEHHbIV 3@ NPEeAOCTaBJ/IEHNE rOCYyAapPCTBEHHOM YCYTII.

HavanbHuK oThaena B TevyeHue 1 (ogHoro) paboyero OHA € AaTbl perucTpaum NnocTynmBeLUErO B
MWHNCTEPCTBO OT 3asABMTENA OTBETa Ha 3aMpoC Ha3HavyaeT U3 YMucaa COTPYAHMKOB OTAeN1a OTBETCTBEHHOIO
NCNOJIHATENA N0 PAaCCMOTPEHMNIO JOKYMEHTOB (f4anee - 0TBETCTBEHHbI NCMONHUTEND).

damMnana, UMS U 0THECTBO (NocnegHee - Npy Hann4yMm) OTBETCTBEHHOIO UCMOHUTENS, ero TenedoH
Co06LLa0TCA 3a9BUTENIO MO €ro NMCbMEHHOMY MM YCTHOMY 0BpalleHuto.

47. OTBETCTBEHHbI NCMOAHUTENL B TedeHne 1 (ogHoro) paboyero oHA C gaTbl Ha3HAYeHMA OCYLLECTBASET
NPOBEPKY CBEAEHUN, COAEPKALLMXCSA B OTBETE Ha 3aMpoC U KOMNAEKTE JOKYMEHTOB, NpeACcTaB/eHHbIX
3a8BUTESIEM, C LLeSIbio onpeeneHns:

1) NOAHOTBI 1 AOCTOBEPHOCTMW CBEAEHMI, COAEPKALLNXCA B MPeACTaBIeHHbIX 3adBUTENEM OOKYMEHTaXx;

2) CcOrnacoBaHHOCTMW NPeACTaBAEHHON MHOPMaLMK MeXAY OTAENbHbIMN LOKYMEHTaMU;

3) Hamyme B NPeACTaBIEHHbIX AOKYMEHTaX MHGOPMaL MK, KOTopas A0/KHa 6biTb OTpaXkeHa B HUX B
COOTBETCTBUM C COAEPXXaHNEM 1 NpeaMeTOM 3anpoca.

48. OTBETCTBEHHbIV NCMOAHUTENL MO pe3y/ibTaTaM PacCMOTPEHWS NpeLACTaBAeHHbIX 3aBUTENIEM B OTBET
Ha 3anpoc IOKYyMeHTOB B TeyeHue 1 (ogHoro) paboyero gHs:

1) B c/lyqae OTCYTCTBUS OCHOBaHWIA, NpeayCMOTPEHHbIX MYHKTOM 21 AGMUHWCTPATUBHOIO pernaMeHTa,
FOTOBUT NPOEKT peLleHns 06 opraHn3auny 3KCNepTU3bl JOKYMEHTOB A1 MOJYYEHNS pPa3peLleHns Ha
NpoBefeHNE KINHNYECKOro NCCNefoBaHNs U 3TUYECKON IKCNEPTU3bl, @ TakXKe COOTBETCTBYOLLME 3a4aHNs
B 9KCMepTHoe yypexxaeHne n CoBeT Mo 3TUKe;
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2) B CJly4ae Han4ms OCHOBaHMWI, MPeayCMOTPEHHbIX MYHKTOM 21 AOMUHUCTPaTMBHOIO periaMeHTa,
rOTOBUT NPOEKT pelleHns 06 0TKase B NPOBEAEHUN IKCMEPTU3, C YKa3aHNEM MPUYMH O0TKa3a;

3) rOTOBMT MPOEKT CONPOBOANTENILHOIO MUCbMa B IKCMEPTHOE yyYpexxaeHne, KoTopoe obpallanoch C
COOTBETCTBYIOLLMM 3aNpocoM B MMHNCTEPCTBO.

49, MNpoeKT ConpoBOANTENLHOIO NMUCbMa COrlacoBbIBaeTCA HavalbHUKOM OTAeNa, NOANUCLIBAeTCA
avpekTopom [lenapTameHTa (3aMecTuTenem gmpektopa [lenapTamMeHTa) U HanpaBAseTCs B 3KCNepTHOe
yupexaeHue C NpuaoXeHneM K HeMy nNpefCcTaB/eHHbIX 3as9BUTesiIeM B OTBET Ha 3anpoc MuHucTepcTea
JIOKYMEHTOB B T€YeHMe 04HOro paboyero oHs.

50. MpoeKTbl peLleHnin, yKasaHHbIX B NoANYHKTax 1 n 2 nyHKTa 48 AOMUHUCTPATUBHOMO perfiaMeHTa,
COrJ1aCcoBbIBAKOTCA HaYasIbHUKOM OTAeNa, NOAMUCLIBATCA AMPEeKTOpoM [lenapTameHTa B TeveHue 1
(opHoro) paboyero gHs.

®opMMpOoBaHMe 1 HanpaB/ieHne MeXXBeJOMCTBEHHbIX 3aMNpoCoB B rOCYAapCTBEHHbIE OpraHbl, y4acTByoLwmne
B NpefoCTaBieHUn
roCyfapCTBEHHOW yCyru

51. OcHoBaHMeM A1 Havasla aAMUHUCTPATUBHON Npoueaypsl "®opMrupoBaHne 1 HanpaBieHne
MeXBeLOMCTBEHHbIX 3aMPOCOB B rOCYyAapCTBEHHbIE OPraHbl, y4aCTBYHOLME B MPEAOCTaB/IEHNN
roCyoapCTBEHHOW yCayrn' aBnseTcs nocTynyieHne B MUHUCTEPCTBO 3asBJIEHUS N OKYMEHTOB 3asaBUTENSA O
npenoCcTaBfeHNN rOCyAapCTBEHHON yCayrn.

52. OTBETCTBEHHbIN MCAOJIHATEb B paMKaX NPOBeAEHNS NPOBEPKN MOJIHOTLI U 4OCTOBEPHOCTM CBEAEHWN,
YKa3aHHbIX 3a5BUTEJIEM B 3a5BIEHNMN U (MSIM) JOKYMEHTax, B TedyeHue 10 paboymx gHen C MOMeHTa
NoslyYeHns 3a8BJeHNA U (M) OOKYMEHTOB (hOPMUPYET U HaMNpaBSeT Yepes CUCTEMY
MeXXBeAOMCTBEHHOM0 3/1IEKTPOHHOr0 B3aumoaencTemsa B Munnpomtopr Poccun n ®HC Poccunm, B
pPacrnops>KeHNn KOTOPbIX HaX0ANTCSA MHPOPMaLMA O HAANYMN NNLEH3NN Ha NMPON3BOACTBO NEKAPCTBEHHbIX
CpencTB B C/lyyae, eCiv MPOU3BOACTBO JIEKAPCTBEHHOMO NMpenapaTa oCyLIecTBAseTCa B Poccminckon
depnepaumm, AN KONUKN 3aKI0HEHNS 0 COOTBETCTBMM NPON3BOANTENS NEKAPCTBEHHOMO NpenapaTa
TpeboBaHMAM NpaBua Hag/iexallen NPon3BOACTBEHHOW NPAKTUKK U MHopMaums 06 ynnaTe
roCcyaapCTBEHHOW MOLWIMHBI 3@ NPeAoCTaBeHNe roCy4apCTBEHHOW YCayri,

53. MeXxBeJOMCTBEHHbIV 3aMpoc 0 NPeaoCTaBAeHNN NHDOPMaALUKN J0JKEH COOAEPXKaTb:

1) HanMeHoBaHWe opraHa, HanpaBASOLEr0 MEXXBEAOMCTBEHHbIN 3aMnpoc;

2) HauMeHOBaHMe opraHa rocy4apCTBEHHON BAACTK, B aApec KOTOPOro HanpaBaseTCa MeXXBeAOMCTBEHHbIN
3anpoc;

3) HauMeHOoBaHMe roCcyaapCTBEHHOW YCAyru, Ans NpeaoCcTaBleHNs KOTOpPo HeobxoauMo NpeacTaBieHme
NMHopMaLMK, a TakXe, eCin UMeeTCs, HoMep (MaeHTUdUKaTop) Takon ycayru B peectpe
roCyAapCTBEHHbIX YCAYT;

4) yKa3aHue Ha NoJIOXKEHUs HacToAwero ADMUHUCTPATUBHOMO perjiaMeHTa U MHbIX HOPMATUBHbIX
npaBoBbIX akTOB Poccmnckon ®epepauim, KOTOPbIMM YCTAaHOBIEHO NMPefoCTaBleHNE AOKYMEHTa 1 (Unn)
NHpopMauun, HeobxoauMbIX A5 NPefoCTaBAEHNS FOCYAapPCTBEHHOW YCAYTrI, U YKa3aHUe Ha PEKBU3NTHI
COOTBETCTBYIOLLMX HOPMaTUBHbIX NMPaBOBbIX akTOB Poccuinckon ®egepauuu;

5) ceeneHns, Heobxoammble Ana NpeacTaBaeHNs MHGOOPMALIUK, YCTaHOBEHHbIE HACTOALWLMM
AIMWHUCTPATUBHBLIM PErIAMEHTOM, @ TakKXXe CBeAeHUs, NpeACcTaBNeHHbIE 3as8BUTENEM;

6) agpec ons HanpaBieHNs OTBETa Ha MEXBELOMCTBEHHbIA 3anpoc;

7) hamnnuna, nms, oT4eCTBO (NocnegHee - NP HaAMYUKU) U [OSKHOCTb JIMLA, MOArOTOBMBLLENO W
HanpaBMBLUEr0 MEXBEAOMCTBEHHbIV 3aNpoc, a Tak)Xe HOMep cny>xebHoro TenedoHa u (Mnun) agpec
3NEKTPOHHOW MOYThl 4AHHOr0 AnLa AAs CBA3M;

8) naTa HanpaBJIeHMA MEXBELOMCTBEHHOIO 3anpoca.

MpUHATUE peLLEHMNS O Bblave pa3peLLeHNs Ha NPOBELEHNE KANHNYECKOr0 UCCeNoBaHMS Uan 06 0TKase B
BblAaye pa3peLleHns Ha NpoBefeHne KIMHNYeCKOro NCCNef0BaHus
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54. (YTpaTtun cuny - NMpuka3s MnHUCTEpCTBa 34paBooxpaHeHns Poccunckon ®epepauum ot 24.10.2019 Ne
880H)

55. Mpwn NOCTYNAEHNMN 3aKN0YEHN IKCMEPTHOMO YYpEeXXAEHNS U COBETA MO 3TUKE Mo pe3ybTaTam
3KCMNepPTU3bl JOKYMEHTOB A5 MOJYYEHNS Pa3peLleHNs Ha NMPoBeAeHNE KINHNYECKOro NCCIeA0BaHUS, B
CPOK, He NpeBbiwatowmnin 3 (Tpex) pabo4mx OHeEN OTBETCTBEHHbIN NCMOAHUTENb:

1) ocylecTBASAET OLEHKY NOCTYMMBLUMX 3aKJIIOYEHNI 4118 onpeaesieHnsa nx COOTBETCTBUSA 3a4aHNAM
MuHNCTEpPCTBa Ha NPOBEAEHNE COOTBETCTBYIOLLMX IKCNEPTU3;

2) rOTOBMT MPOEKT pa3peLleHns Ha NpoBeAeHne KINHUYECKOr0 CCneoBaHns B C/ly4ae noayyeHns ot
CoBeTa Mo 3TUKE N 3KCMEPTHOM0 YYPEXAEHUS 3aKJIIOYEHNIN O BO3MOXHOCTMW NPOBEAEHNS KNTMHUYECKOr 0
nccnenoBaHus;

3) roTOBUT MpPOEKT pelueHns 06 0TKa3e B BblAaye paspelleHns Ha NpoBedeHNe KINHNYECKOro
nccnenoBaHMA B Cayyae nojay4vyeHuns 3akayeHmna CoseTa Mo 3TUKe U (MAK) 3aKIII04EHUS SKCNEPTHOrO
YYPEXAEHUS 3aKJIIOHYEHNIA O HEBO3MOXXHOCTU NPOBEAEHNSA KIMHNYECKOro NCCief0BaHuns;

56. MpoeKT pa3peLleHns Ha NpoBeaeHNe KINHNYECKOr0 NCCIeA0BaHNS, NpeayCMOTPEHHbIN NOAMYHKTOM 2
nNyHKTa 55 AODMUHUCTPATUBHOIO pernameHTa, opopmadeTcs Ha baHke, ABASIOLEMCS 3aLLUNLLEHHOW
noanrpadmnyeckon NpoayKUmMen co CTeneHbo 3alnThl YPoBHA "B", 1 COQEPXUT CneaytoLine CBeaeHns:
1) paTy BblAAYW pa3peLleHns 1 ero Homep;

2) HauMeHoBaHMe 1 afpec opraHn3aLny, oCyLeCcTBAAIOWEN OpraHn3aLmio NPoBeaeHNa KIMHNYECKOoro
nccnenoBaHNA IeKapCTBEHHOr0 NpenapaTa;

3) HaUMeHOBaHMe PUANYECKOro ML, NPUBAEYEHHOro pa3paboT4yMKOM IeKapCTBEHHOMO NpenapaTa K
OopraHu3auny NPoBeAEeHUS KIMHNYECKOr0 NCCIeA0BaHUS (Npy Hannu4mumn);

4) HavMeHoBaHNe NeKapCTBEHHOrO NpenapaTa, C YKa3aHWeM JIeKapCTBEHHON (POPMbI 1 LO3MPOBKY;

5) HaumeHoBaHMe NPOTOKOA KIIMHUYECKOro NCCef0BaHuS;

6) Lesib KNIMHNYECKOro NCCIef0BaHUS;

7) NnepeyeHb MEANLNHCKMX OpraHn3aLnii C yKa3aHUeM NX aipecoB, B KOTOPbIX ByaeT NpoBOANTLCSA
KJINHNYECKOE UCCNenoBaHNE;

8) CpoKM NpoBeAeHNs KINHNYECKOr0 NCCIef0BaHNS;

9) KONIMYECTBO NALMEHTOB, MPUHMMAIOLWMX Y4acTHE B KIMHUYECKOM NCC/1el0BaHMM,

MpoeKT pa3peLleHns CorlacoBbIBAETCA HaYaIbHUKOM OTAEeNa U NOAMNUCHIBAETCA AUPEKTOPOM
[lenapTamMeHTa B TeyeHue 5 (naTtun) paboynx aHeN co OHSA NOCTYrnaeHnsa B [lenapTaMeHT 3aKIlo4eHnn No
pe3ynbTaTaM NPOBELEHHbIX 3KCMEPTM3 3KCMEPTHLIM yypexaeHmnem n CoBeTOM Mo 3TUKE.

B cnyyae yTo4HEHNS (M3MEHEeHWS) NPy MPOBEAEHNN KITMHUYECKOro NCCef0BaHMA AaHHbIX, COAEPXKaLLMXCs
B pa3peLLeHnn Ha NPoBeAEHNE KINHNYECKOTO NCCNIeA0BaHUs, MMHMCTEPCTBO Ha OCHOBaHMM obpalleHus
3a59BUTENSA B MUCbMEHHOW N 31EKTPOHHON hopMe Npy HaAN4YMmM MOTUBMPOBAHHOIO 060CHOBaHMA ©
LOKYMEHTOB, MOATBEPXAAIOLLNX HE0OX0AMMOCTb YTOYHEHNSA AaHHbIX BHOCUT U3MEHEHMWS B Pa3peLUeHne Ha
npoBefeHne KJIMHNYECKOro NCCIeJoBaHMs, 0 YeM MHDOPMUPYET 3aA9BUTENS B MUCbMEHHON (31eKTPOHHOMN)
thopme B CpoK He npeBsbitatowmin 30 (TpuauaTtn) paboynx aHen c gaThl NOCTYMNeHNs obpalleHns
3aaBUTeNS.

57. MpoekT peleHns 06 oTkase B Bblfa4ye paspeLlleHns Ha NpoBedeHne KJIMHNYEeCKOro nccaenoBaHms
npenyCcMOTPEHHbBIA NOANYHKTOM 3 NMYHKTa 52 AAMWHNUCTPATVMBHOIO pernaMeHTa, ohopMaseTcs B
MUCbMEHHOM 1 (Mn) 3NEKTPOHHOM BUAE, COrNacoBLIBAETCSA Ha4yalbHUKOM OTAesa 1 NOANNCLIBAeTCS
AVNPEKTOpPOM [lenapTaMeHTa TeyeHune 5 (maTu) paboynx gHern co AHA NOCTYNNeHNs B MMHUCTEPCTBO
3aKJII0OYEHUI MO pe3ynbTaTaM NPOBeAEHHbIX SKCNEPTHS.

OTBETCTBEHHbIN UCNOJIHNTENb B TevyeHne 1 (ogHoro) paboyero oHA co AHA NOAMMCaHNS JOKYMEHTOB,
yKa3aHHbIX B MOAMYHKTax 2, 3 NyHKTa 55 AOMUHUCTPaTMBHOIO perjiaMeHTa BpyyaeT (HanpasnseT)
3a8BUTENIO (YNOSHOMOYEHHOMY NPeACTaBUTENIO 3a89BUTENS) pa3peLleHe Ha NPoBeLEHMNE KJTMHNYECKOrO
nccnepoBaHns Nam pelerHne o6 oTkase B Bblfayve pa3peLlleHns Ha NpoBeAEeHNE KIMHNYECKOro
nccaenoBaHNa C yKazaHMeM NPUYnNH 0TKasa.
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58. [loKyMeHTbI, NpeACTaBeHHbIE 3aSBUTENAMU, HE3ABUCKMO OT TOr0, MPeLOCTaBEHO 3aaBUTENIO
pa3peLlUeHne Ha NPOBEeLEHNE KJIMHUYECKOr0 NCCIeA0BaHNSA UM 0TKa3aHO B BbiAavye yKa3aHHOro
paspeLleHns, NognexaT XpaHeHuio B MMHUCTEPCTBE B MOPALKE, YCTaHOB/IEHHOM 3aKOHOAAaTe/IbCTBOM
Poccuinckon ®epepaumu.

PaccMoTpeHue 3aaBeHNs U NPUHATME peLleHmns O Bblaave ny6n|/|KaTa pa3pelleHna Ha npoeeneHmne
KJIMHNYeCKOoro nccnenoBaHunA

59. (YTpaTtun cunay - MNMpukas MnHUCTepCTBa 34paBooxpaHeHns Poccunckon ®epepauum ot 24.10.2019 Ne
880H)

60. 3asaBneHne o0 Bbiavye AybankaTa pa3peLleHns Ha NPoBeAEeHNE KJIMHUYECKOr0 NCC/IeA0BaHMS,
npegcTaBieHHoe 3aaBuUTeneM B MMHUCTEPCTBO, PErnucTpupyeTcs B eHb NOCTYNAeHUs B [lenapTaMeHT
ynpasJeHnsa genamm n kagpos MMHUCTepPCTBa N HaNpaBAseTCsA B OTLE.

61. HayanbHWK oTAaena B TeveHne 1 (ogHoro) paboyero AHS C AaTbl peErncTpaLum NocTynmBLIErO B
MWHNCTEPCTBO 3aABJIEHNS 0 BblAaye AybankaTa pa3peLlleHns Ha NPoBeAeHNE KINHNYECKOro NCCef0BaHmNs
Ha3Ha4aeT U3 Yncna COTPYLHUKOB OTAesla OTBETCTBEHHOIO UCMOJIHUTENSA MO PAaCCMOTPEHUIO YKa3aHHOIo
3asBNeHNS.

®damMnana, UMs U 0TYECTBO (NocnegHee - Npy Hann4Mm) OTBETCTBEHHOIO NCMOIHUTENS, ero TenedoH
coobLWanTCa 3a89BUTENI0 MO ero NMCbMEHHOMY UM YCTHOMY 0BpalLLieHuio.

62. OTBETCTBEHHbLIN MCMOAHUTENb B Te4yeHme 5 (naTtu) paboynx gHen c gaTbl Ha3HaYeHNA OCYLLECTBASET
NPOBEpPKY CBEAEHUIN, COAEP)KALLUXCA B 3a59BJIEHUN C Lefbio onpeaeneHnsa nx 4OCTOBEPHOCTH.

Mo pe3ynbTaTaM NPOBEPKMN NPeACTaBAEHHbLIX JOKYMEHTOB OTBETCTBEHHbLIN UCNOJHNTENb B TeyeHmne 1
(opHoro) paboyero fHA roToBUT Ay6AMKaT pa3peLlleHns Ha NPOBeAEHNE KIMHUYECKOro NCCNefoBaHNs, C
oTMeTKOM "oybnnkaT", KOTopbIN 0hopMASETCA Ha BnaHKe, ABAAOWEMCS 3alLMLEHHON NOANrpadnYecKon
npoayKLuen Co CTeneHbo 3aLnTbl ypoBHS "B".

JybnukaT pa3pelleHns Ha NPOBEAEHNE KJIMHNYECKOr0 NCCNe0BaHUSA COrlaCcOBLIBAETCSA HAYaIbHUKOM
oTAena n NoAnuCbIBaeTCs AMpekTopoM [lenapTameHTa B TedeHue 2 (AByX) paboynx gHen.
OTBETCTBEHHbIN UCNONHUTENbL B TeYeHUe 1 (ogHoro) paboyero fHA o AHA noanuncaHus aybnukata
pa3spelleHns Ha NpoBefeHne KJINHNYECKOro NccaeloBaHna BpydaeT (HanpasaseT) ero 3asasuTeso
(ynonHOMOYeHHOMY MpeacTaBUTENIO 3aa9BUTENS).

IV. ®OpMbl KOHTPOSA 3@ UCMOJIHEHUEM AOMUHUCTPATUBHOIO perjiiaMeHTa

MopsLOK OCYLLECTBIEHNS TEKYLLEro KOHTPONS 3a cobAeHNEM 1 NCMONHEHNEM OTBETCTBEHHbLIMM
LOJDKHOCTHBIMU ANLL@MU NOA0XKEHUA AOMUHUCTPAaTUBHOIO PerfiaMeHTa 1 MHbIX HOPMaTUBHbIX MPaBOBbLIX
aKTOB, yCTaHaB/MBaOLWMUX TpeboBaHMSA K MPeaoCTaBAEHNIO FOCYLAapPCTBEHHON YCAYTK, @ TakXXe MPUHATMEM
UMK peLleHunin

63. TeKyLLMn KOHTPOJIb 3a COBIIOAEHNEM N UCMOJIHEHWEM OTBETCTBEHHbLIMU LO/KHOCTHLIMU NLL@AMM
MVIHI/ICTepCTBa MONIOXKEHWUI AJJ,MVIHI/ICTpaTI/IBHOFO pernamMeHTa N NHbIX HOPMaTUBHbIX NMPaBOBbLIX aKTOB,
yCTaHaBAMBatoLWmMx TpeboBaHNa K NpeaoCTaBIEHNIO FOCYAapCTBEHHON YCAYIY, @ TakXXe MPUHATUEM UMUK
pelleHnin (ganee - TEKYLWMIA KOHTPOb), OCYLLECTBAAETCS NOCTOSAHHO.

64. TeKyLLN KOHTPOJIb OCYLLECTBAAETCA AOJIKHOCTHLIMU AnLaMn MUHNCTEPCTBA, OTBETCTBEHHLIMM 3a
opraHm3aumnto paboTbl MO0 NpeAoCTaB/IEHNIO FOCYAaPCTBEHHON YCAYrK, B MpoLLecce NpeaoCTaB/ieHns
roCcynapCTBEHHOW YCAYyrn B COOTBETCTBUMN C YCTAHOBJIEHHBbIMN ALMUHUCTPATUBHLIM PErSTAMEHTOM
copep)XxaHnem OencTBUn N CPOKaMM UX OCYLLECTBIEHUS.

MopsiA0K 1 NepUOANYHOCTb OCYLLECTBEHNS MIAHOBbLIX U BHEMIAHOBbIX MPOBEPOK MOJIHOThI 1 Ka4ecTBa
npenocTaBieHns rocy1apCTBEHHON YCyri, B TOM YKCIE NOPSA0K U (POPMbI KOHTPOJIS 3@ MOJIHOTON 1
Ka4yeCTBOM MNpefoCcTaB/eHNs rocyAapCTBEHHON YNy

65. KOHTPOJIb MOJIHOThI 11 KaYecTBa NPefoCTaBIeHNs roCyAapCTBEHHON YCNYTi OCYLLECTBNISETCS NyTeM
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npoBefeHns AO/HKHOCTHBIMU AnuaMy MMHMCTEPCTBa NPOBEPOK COBMOAEHNS N UCNOSTHEH NS
OTBETCTBEHHbLIMU LO/MKHOCTHLIMU AnLaMn MUHUCTEPCTBA NOJTIOXKEHWIN HaCcToALero ADMUHUCTPATUBHOIO
pernamMeHTa, UHbIX HOPMATUBHbIX NMPaBOBbLIX akTOB Poccuinckon ®epepaumm, yCTaHaBIMBaOLWNX
TpeboBaHMa K NpefoCTaBAEHNIO FrOCYAaPCTBEHHOW YCIyrL.

66. B MUHMCTEpCTBE NPOBOASATCSA MNIAaHOBbLIE U BHEMJIAHOBbLIE NMPOBEPKUN MOMHOThI M Ka4eCTBa UCMOSHEHUS
roCyapCTBEHHON YCAYII.

Mpw NnpoBeaeHNM NIAHOBOW NPOBEPKM MOrYT pacCMaTPMBATLCS BCE BOMPOCHI, CBA3aHHbIE C UCMOJIHEHNEM
roCyapCTBEHHOM YCYyrn (KOMMJIEKCHbIE MPOBEPKM), UM BOMPOCHI, CBSA3aHHbIE C UCMOJIHEHUEM TOW NN
WNHOM afMUHNCTPATMUBHOMN Nnpouenypbl (TeMaTnyeckmne npoBepKn).

67. BHennaHoBbIe NPOBEPKM NPOBOAATCS N0 KOHKpeTHOMY obpalleHuto (xanobe) rpaxxaaH nu
IOPUANYECKMX L.

MeproanYHOCTb OCYLLECTBIEHNSA MAHOBLIX NPOBEPOK YCTaHaBANBaEeTCA MUHUCTEPCTBOM.

MnaHoBble N BHEMNMAHOBbIE MPOBEPKM NPOBOAATCSA Ha OCHOBAHUMN NpuKa3oB MUHUCTepCTBa.

68. Mo pe3ynbTaTaM KOHTPOASA MNOAHOTLI U KaYeCTBa NPefoCTaBAeHNs rOCYAapCTBEHHOW YCyr, B Cnyvae
BbISIBJIEHNS HapyLUEHWI NpaB 3asaBMTeseil, BUHOBHbIE LLIa MPUBJIEKAIOTCA K OTBETCTBEHHOCTU B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuinckon depepauun.

OTBETCTBEHHOCTb [I0/PKHOCTHbIX JUL, MUHUCTEPCTBA 3@ pelleHuns u nencTeus (besnencramne),
NpUHMMaeMble (0CyLLECTBSIEMbIE) UMW B XOAE NPENoCTaBAeHNs roCyAapCTBEHHON YCyrin

69. lMepcoHanbHas 0OTBETCTBEHHOCTb AO/KHOCTHbLIX AL MUHUCTEPCTBA 3aKpennsaeTCs B UX 40JKHOCTHbIX
pernamMeHTax B COOTBETCTBUM C TpeboBaHNSAMM 3aKoHOodaTeNbCTBa Poccuinckon ®egepaumn.

70. icnonHUTENb, OTBETCTBEHHBIN 3@ OCYLLECTBJIEHNE aAMUHUCTPATMBHON NpoLeaypsl
ALMWHUCTPATUBHOIO perflaMeHTa, HeCeT NepCcoHasbHY0 OTBETCTBEHHOCTL 3a:

1) cooTBeTCTBME Pe3yNbTAaTOB PACCMOTPEHNS 4OKYMEHTOB, MPeACTaB/AEHHbIX 3aaBUTeNaMN, TpeboBaHNAaM
3aKoHozaTenbCcTBa Poccminckon ®epepaunu;

2) cobnogeHne CPOKOB 1 Nopsgka npueMa LOKYMEHTOB;

3) cobnoeHne CPOKOB 1 NopsaKa BblAayun pa3pelleHns Ha NpoBelleHne KJIMHNYECKOro UccieioBaHnsa unm
yBeaomsieHms 06 oTKa3e B BblAaye pa3peLleHns Ha NpoBeaeHne KINHNYECKOro NCCIea0BaHUS.

71. LonKHOCTHbIE nnUa MUHUCTEPCTBA HadenaTcs 0653aHHOCTSAMM MO OCYLLLECTBIEHNIO KOHTPOS 3a
MncnoJiHeHnem A,EI,MVIHVICTpaTI/IBHOFO pernamMeHTa akKtaMun MVIHI/ICTepCTBa.

MonoXeHus, xapakTepusyioLine TpeboBaHMs K NOPAAKY U (POpMaM KOHTPOJIS 3a NpefoCcTaB/ieHneM
rOCYAApPCTBEHHOW YCNYTW, B TOM YUCJIE CO CTOPOHBI FPaXkAaH, X 0b6bedNHEHWUIA 1 OpraHn3aLui

72. TpaxpaHe, nx 0bbeAUHEHUS N OpraHM3aLnmn BripaBe KOHTPOJIMPOBaTL NpefoCTaBAeH e
roCyfapCTBEHHOW YCAYr NyTeM MoayyYeHns nHGopMaunmy no TenedoHy, No NMCbMeHHbIM obpalleHnsM, rno
3/IEKTPOHHOW NOYTE, Ha oPULMaIbHOM canTe MUHMCTepCTBa 1 Yepe3 EQnHbIN nopTan.

73. 3asBUTENN MOTYT NPUHMUMATb y4acCTUE B 3JIEKTPOHHbIX OMpocax, opyMax U aHKETMPOBaHUN MO
BOMPOCaM yAOBNETBOPEHHOCTM MOJIHOTON N Ka4eCTBOM NPeLoCTaBeHUs rOCyAapCTBEHHON YCyri,
COGJ‘HOJJ,GHI/IH OOJIXXHOCTHbIMW NLUaMK MI/IHVICTepCTBa CPOKOB 1 nocnegoBaTes/ibHOCTN aAMUHUCTPATUBHbIX
npouegyp, yCTaHoBAEHHbIX ADMUHUCTPATUBHbLIM PErlaMeHTOM.

V. OocynebHbiin (BHecyaebHbIN) nopsiaok obxanoBaHua aencteui (6e3nenctenst) MuHuCcTepcTBa u
AO/MKHOCTHbBIX 1L, MUHUCTEpPCTBA

WHdopmMauns ans 3anHTepecoBaHHbIX L, 06 ux npase Ha focynebHoe (BHecyaebHoe) obxanosaHue
nencTeun (besnencTemsa) n (Mnn) peweHnin, NPUHATLIX (OCYLLECTBJIEHHbIX) B X0e NpeaoCcTaBIeHNs
roCyLapCTBEHHON yCayru

74. 3anHTepecoBaHHbIE LA MMEOT NpPaBo Ha gocynebHoe (BHecynebHoe) obxxanoBaHne AencTBui
(6e3pencTBma) 1 (MK) peleHnid, NPUHATLIX (OCYLLECTBJIEHHbIX) MUHUCTEPCTBOM, AO/HKHOCTHBLIMMW ANLAMN
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MWHWCTEpPCTBa B XO[e NPeLOCTaBEHUS FOCYAaPCTBEHHONM YC/IYr B NOpPAAKe, MpeayCMOTPEHHOM rlaBow
2.1 ®epepanbHoro 3akoHa Ne 210-P3 (ganee - xanoba).

OpraHbl rocy1apCTBEHHON BNACTW, OpraHn3aLnn 1 ynosHOMOYEHHbIE Ha PacCMOTPEHME »Xanobbl AnLa,
KOTOPbIM MOXXeT BbITb HanpaB/ieHa xanoba 3asBuTens B nocyaebHom (BHecynebHoM) nopsake

75. B cny4vae obxxanoBaHua gencTteui (6e3nencTenst) 4O/MKHOCTHOMO N CTPYKTYPHOrO NoapasaeneHuns
MuHucTepcTBa xanoba nofaeTcs Ha UMSA PYKOBOLUTENS COOTBETCTBYIOLLErO CTPYKTYPHOro
nofpasgeneHna MuHucTepcTea.

B cny4ae obxanoBaHus gencteui (6e3nencTaus) pykoBoAUTENs CTPYKTYPHOrO NOApa3aeneHmns
MuHucTepcTBa xanoba nogaeTcs Ha UMs 3amecTUTeNss MMHUCTpa 34paBooXpaHeHns Poccrinckon
depfepalimm, KypupyroLLero gJaHHoe CTPYKTypHoe nofpasaeneHne B COOTBETCTBMM C pacrnpefeneHnem
0643aHHOCTEN, YCTaHOBJIEHHbIM NPUKa3oM MWHMCTepCTBa.

Xanoba Ha pgencTeus (bespencTene) 3amectTutens MnHUCTpa 34paBooxpaHeHns Poccuiickon ®epepaumm
nofaeTcs Ha uMs MUHUCTpa 34paBooxpaHeHus Poccuinckon ®epepaumm.

Cnocobbl MHHOPMUPOBAHWS 3asBUTENEN 0 NOPSAKE NOAAuYM U PaCCMOTPEHUS Xasobbl, B TOM YKcCe C
1cnosib30BaHneM EgnHoro noptana

76. NHdopmMaLms 0 nopsiKe Nofayvn n pacCMOTpeHWs xanobbl pasmelLaeTcs Ha ouLmanbHOM canTe
MuHucTepcTBa U EANHOM nopTase, a Take MoXeT BbiTb CoobLEHa 3asBUTENO LOJIKHOCTHBIMI IMLAMM
MUHMCTEPCTBA NpPY NNYHOM oBpaLLeHuN.

MepeyeHb HOPMATMBHbLIX MPABOBbLIX aKTOB, PETYMPYIOLWNX NOPAAOK focyaebHoro (BHecyaebHoro)
00>kal0BaHNS peLlleHnin 1 nencTemin (be3gencTens) MMHUCTEPCTBA U €ro AOJKHOCTHbIX JInL

77. OTHOLWEHNS, BO3HUKalOLWME B CBSA3U C AoCynebHbIM (BHeCynebHbIM) 06>KafioBaHMEM PELLEHNIA L
AENCTBUA MUHNCTEPCTBA, AOKHOCTHBIX JIL, MUHMCTEPCTBA PErynMpyoTCa CaeayowmnMy HOpMaTUBHbIMM
NpaBOBbIMU aKTaMW:

1) ®epepanbHbIM 3aKOHOM Ne 210-03;

2) nocTaHoBsieHmeM lMpaBuTenscTBa Poccuinckon Genepaumm ot 16 aBrycta 2012 r. Ne 840 "O nopsiake
nogayn 1 paccMoTpeHNs Xanob Ha pelleHns n oencTeus (besnencreune) penepanbHbIX OPraHoB
NCNOJIHATESIbHON BIACTM M UX AOJDKHOCTHBIX UL, hefepanbHbiX rOCYAapPCTBEHHbIX CYXKaLLKX,
JOMMKHOCTHbBIX UL, FOCYAapCTBEHHbIX BHEBOAXEeTHbIX hoHaoB Poccuinckon ®epepaumn” (CobpaHue
3aKoHogaTenbcTBa Poccuinckon ®egepaumm, 2012, Ne 35, ¢T. 4829; 2014, Ne 50, cT. 7113; 2015, Ne 47, cT.
6596; 2016, Ne 51, cT. 7370; 2017, Ne 44, cT. 6523; 2018, Ne 25, cT. 3696).

78. NHopMaumsa, yKa3aHHaa B HAaCTOSLWEM pa3gese, NnognexuT obsa3aTtelbHOMY pa3MeLLeHNnio Ha EguHom
noptane.

(Pa3pen B pepakuwmmn Npukasa MuHMCTEpCcTBa 34paBooxpaHeHuns Poccuinckon ®epepaumm ot 24.10.2019 Ne
880H)

MPUNOXKEHNME Ne 1

K ALMWHUCTPaTUBHOMY pernaMmeHTy MnHMCTEepCTBa 34PpaBOOXPaHEHUS

Poccninckon ®degepaunm No NpeaoCTaBJIEHNIO FOCYAapPCTBEHHOW YC/IYri MO BblAa4vye pa3peLleHmns Ha
npoBeAeHNe KNNHNYECKOro CCe0BaHNSA IeKapCTBEHHOr0 npenapaTa 419 MeAMLMHCKOrO NPUMEHeHNS,
yTBEPXXAEHHOMY NMpuKa3om MUHUCTEPCTBa 34PaBOOXPaHEHNA

Poccunckon ®epepalimm

oT 19 aHBaps 2018 r. Ne 20H

dopmMa

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 18 13 20



B MUHMUCTEPCTBO 34paBOOXpPaHEHNS
Poccunckon ®epepalmm

3asBneHune
0 Bblflaye pa3peLLeHmns Ha NPoBeAeHNE KNMHUYECKOr0 NCCNe0BaHNS NeKaPCTBEHHOrO npenapaTta ans
MeONLUHCKOro MpMMeHeHns

oT
(yKa3blBaeTCs NOJIHOE W COKPaALLLEHHOEe (NPW HalM4YnK1) HaMMeHOBaHWe 3asBUTENS, adpec MecTa
HaXxoXXaeHuns)

MpoLly pa3pewnTb NPOBEAEHNE KINHNYECKOr0 NCCNeoBaHNS (KIMHNYECKOe NCCel0BaHNE,
MeXayHapoaHoe MHOroueHTpoBoe KiinHn4Yyeckoe nccnenoBsaHune, noCcTtperncTtpaunoHHoe KInHn4eckoe
nccnepoBaHue)

(Hy>XHOE MoAYEepPKHYTh)

NleKapCTBEHHOro npenapaTta Aas MeaULUHCKOro NpMMeHeHNs

(yka3blBaeTCs HAaMEHOBaHWE NCCelyeMOro IeKapCTBEHHOMO NpenapaTa AJig MeAULUHCKOrO NPUMEHEHNS,
B TOM YnCJie MEXAYHapo4HOe HEMAaTeHTOBaHHOE HauMeHOBaHWE, TOProBOeE, MPOEKTHOE)
B JIEKAPCTBEHHOW (hopMe 1 [03MPOBKe

(yKa3blBaeTCs NleKkapCTBeHHas (opMa U 103MPOBKa UCCeayeMoro IeKapCTBEHHOro npenapaTta as
MeAULIMHCKOro NpUMeHeHns)

OpraHu3auus, oCyLLeCcTBAsOWAas OpraH3aLuio NPOBEAEHNS KINHNYECKOT0 NCCIeloBaHUS IEKAPCTBEHHOIO
npenapaTa A MeAULUHCKOro NPUMEHEHUS

(yKa3bIBaeTCs MOJIHOE U COKPALLEHHOE (NPW HaIMYUM) HaMMEHOBaHVe LPUANYECKOro LA,
OpraHu3aLoHHo-NpaBoBas hopMa, aapec MecTa HaXoXAeHNs)

0PV ANYECKOE NIULIO, MPUBJIEYEHHOE K OpraHn3aLnmn NpoBeaeHNs KIMHUYECKOro UCCea0BaHms
NeKapCTBEHHOrO npenapaTa AJs MeAULIMHCKOr0 NMPUMEHEHUS (MPU HAAUYKK)

(yKa3biBaeTCs MOJIHOE U COKpALLEHHOEe (NMpK HaIMYKK) HAaUMEHOBaHWE PUANYECKOro nLa, ero
OpraHu3aLnoHHO-NpaBoBas hopMa, aapec MecTa HaXoXAeHNs)

npon3BoanTeslb NeKapCTBEHHOr 0 npenapata Ana MeguumnHCKOro npuMeHeHnA

(yKa3blBaeTCa NOJIHOE U COKpaLLeHHoe (Mpy Hanynmn) HaMMeHOBaHUe PULNYECKOro NnLa,
OpraHM3aLOHHO-NPaBOoBast OpMa, aapec MecTa HaXoXAeHNs)
Mo NMPOTOKOJY

(yKa3biBaeTCcs HOMep 1 Bepcus (Mpy Haan4ymm), HaMMeHOBaHKe, faTa yTBEPXKAEHNS NPOTOKONa
KJMHNYECKOro UCCNIeIoBaHNS IEKAPCTBEHHOI 0 NpenapaTa A8 MeANLUHCKOr0 NMPUMEHEHUS)
C uenbto

(yKa3blBaeTCs LeSlb KIMHMYECKOro NccieoBaHMs 1eKapCTBEHHOro NpenapaTa A9 MeaANUNHCKOro
NPUMEHeHNS)
Ha nepuona

(yka3blBaeTCs 4aTa Havyasla U 4aTa OKOHYaHUS KIMHWYECKOro UCCNIeloBaHNs IEKAapPCTBEHHOr 0 nNpenapaTa
AN MeAULVHCKOrO MPUMEHEHNS)
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C y4acTmnem nauneHToB
(yKaSbIBaeTCFI KO/IN4eCTBO NMNaleHTOB, nNpearnosiaraemMoe K y4aCctuio

B KJINHNYECKOM NccsiefoBaHUN NeKapCTBEHHOMO NnpenapaTa

anga MmeguunHCKoro anMeHeva)

B csieayrowmnx MegnynHCKNX opraHmn3aunax

(yKa3blBalOTCS NOSIHOE, COKPALLLEHHOE (MPU HANNYUN) HAMMEHOBAHWE U aApec MeAULMHCKUX OpraHM3aLuni,
B KOTOPbLIX NpeanonaraeTcs NPoBeAeHNEe KINHNUYECKOro NCCel0BaHNs IeKapCTBEHHOr0 NpenapaTa Aans
MeINLIMHCKOr o NPUMEHeHUs).

3asBnieHue coctasieHo " " 20 .

HanMeHoBaHMe JOJIXXKHOCTK pyKOBOAOUTENA OpraH3aunn-3aasnuTend
noanncb PykKoBoAUTENA OpraHn3aunn-3adaBUTENA
NHUUWanNbl, haMuansa pyKoBoanTens opraHn3aumnn-3aasBuTtens

M.M.

KOHTaKTHbIN TenegoH

MpunoxeHusa Ne Ne 2 - 5 He npmBogaTca. CM. oprunanbHbI MHTEPHET-NOPTa NPaBOBON MHGOPMaL MK
http://www.pravo.gov.ru. (MpunoxeHus NeNe 2 - 5 yTpaTunm cuny -Mpukas MuHncTepcTsa
3apaBooxpaHeHns Poccunckon ®epepauum ot 24.10.2019 Ne 880H)
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