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OO0 yTBepxKICHHH
AJIMHHHCTPATHBHOIO perjiaMeHTa MHHHCTEPCTBA 31paBOOXPAHEHHS
Poccuiickoii @eaepauuu Mo NperocTABICHHIO FrOCy1apCTBEHHOM YCJIyTrH
no BbiAave pa3pelieHusi Ha NpoBeJeHHe KIHHHYECKOro Ucciiel0BAHH
JIEKAPCTBEHHOI0 MpenapaTa AJsi MeJHIIHHCKOI0 NpHMEHEeHHUs

B coortserctBun ¢ PenepanbHpiM 3akoHoM oT 27 wmroas 2010 r. Ne 210-@3
«O6 opraHM3aniK IPeNOCTaBIeHMS TOCYNAapPCTBEHHBIX W MYHHIUNAIBHBIX yCIyr»
(CobGpanue 3akoHomartenbcTBa Poccuiickon Deneparm, 2010, Ne 31, ct. 4179; 2011,
Ne 15, ct. 2038; Ne 27, c1. 3880; Ne 29, ct. 4291; Ne 30, ct. 4587; Ne 49, cr. 7061; 2012,
Ne 31, ct. 4322; 2013, Ne 14, ct. 1651; Ne 27, c1. 3480; Ne 30, ct. 4084; Ne 51, ct. 6679;
Ne 52, ct. 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, c1. 4342, 4376; 2016, Ne 7, cT. 916; Ne 27, c1. 4293,
4294; 2017, Ne 1, ct. 12), nocraHoBneHuneM IlpaBurenbcTBa Poccuiickoit denepauuu
or 16 Mas 2011 r. Ne 373 «O pa3paboTke U YTBEPKIACHHH aTIMUHUCTPATUBHBIX
PErNIAMEHTOB MCMOJIHEHHS! TOCYJApCTBEHHbIX (YHKIME W  aJAMHHUCTPATABHBIX
pEeTrJIaMEHTOB IIpeIOCTaBJICHUS roCyIapCTBEHHBIX yCIIyr» (Cobpanue
3aKoHONIaTebcTBa Poccuiickoit @eneparmn, 2011, Ne 22, cr. 3169; Ne 35, cr. 5092
2012, Ne 28, cr. 3908; Ne 36, c1. 4903; Ne 50, ct. 7070; Ne 52, ct. 7507; 2014, Ne 5,
cT. 506; 2017, Ne 44, c1. 6523) npuKa3blBalo:

1. YTBepauts mpmiaraeMbii AJMHHHCTPATHBHBIM PETJIAMEHT MuHHCTEpCTBA
3apaBooxpanenus Poccuiickoi ®exmepanuy 1o INPEIOCTaBICHUIO roCyIapCTBEHHOM
yCIYTH 1O Bblaue pa3pelleHMs Ha IIPOBEJCHHE KIMHMYECKOro HCCICNO0BAHUA

JIEKapCTBCHHOI'0 npenapara A MEIULIMHCKOTO IPUMEHCHH .



o

2. IIpu3Hath yTpaTUBLUUMU CUITY:

npruka3 MUHHCTEPCTBA 3APaBOOXPAHEHHs U COLMAIIBHOIO pa3BUTUS Poccuickon
depepamu ot 26 asrycra 2010 r. Ne 748H «O6 yTBepXIEHMH NOpsSIKa BbLIAYU
paspelleHus Ha IIpOBeIeHNEe KIMHUYECKOrO UCCIIEOBAHUs JIEKapCTBEHHOTO IIperapara
Ui MEIUIMHCKOTO IPUMEHEHUS» (3aperucTpupoBaH MUHHCTEPCTBOM OCTHUIIVH
Poccuiickoii @eneparu 31 aBrycra 2010 r., peructpanuonusiit Ne 18317);

npukaz MuHuctepcrBa 3apaBooxpaHeHus Poccuiickoit  ®enepauuu 0T
13 mapra 2015 r. Ne 1111 «O BHeceHHHN U3MEHEHHUH B IOPSIOK BBIJAYU pa3pelleHys Ha
IpOBEICHWE KIMHUYECKOTO  HCCIIE[IOBaHUSA  JIEKApCTBEHHOIO  Ipenapara s
MEIULUHCKOrO pPUMEHEHHs, YTBEPXKACHHBIH IIPUKa30M MunuucTepcTBa
3[paBOOXpaHEHUs U coluanbHOro pasputus Poccuiickoi Pexepanuu oT 26 asrycra
2010 r. Ne 748m» (3apeructpupoBaH MunuctepctBoM loctuiuu Poccuiickoi

deneparuu 20 anpeist 2015 r., peructpanuoHHblt Ne 36922).

MuHuctp B.U. CxBopuoBa




YTBEPXJIEH
nprka3oM MUHKCTEPCTBa 3IpaBOOXpaHEHHS
Poccuiickoit ®enepanun

oT «Lf»@% 20_4{_ r. NQM

AIMHHHCTPATMBHBIH periaMeHT
MunucrepcTBa 3apaBooxpaHeHns Poccuiickoi ®ejepanuu no npeaocTasjieHHI0
rocyJapcTBeHHO#i yeJIyr Mo Beiaye paspenieHust Ha NpoBeeHHe KIHHUYeCKOro
HCCJIeIOBAHMSA JIEKAPCTBEHHOI0 MpenapaTa JJi MeAUIHHCKOro NpHMeHeHHst

I. O61mue nonokeHUN
[IpeameT peryiaupoBaHUs perjiaMeHTa

1. AIMUHUCTpATUBHBIN periiaMeHT MuHucrepcTBa 3ApaBOOXpPaHEHUS
Poccuiickoit ®@enepanuu 1Mo NpeqOCTaBICHUIO NOCYAAPCTBEHHOM YCIYrH ITO BbIAa4e
paspelleHrs Ha MPoBeiIeHNe KIMHHYECKOTO UCCIIEOBaHHU JIEKapCTBEHHOTO Tpenapara
I8 MEIMIMHCKOro IIpUMMEHeHWs (Janee COOTBETCTBEHHO — MUHHCTEPCTBO,
JIEKapCTBEHHBI  Tpernapar) YCTAHABIMBAaeT CPOKM M TIOCIIE0BATENbHOCTh
aJIMHUHHACTPATHBHBIX Tpomenyp (meiictBuil) MmHHCTEpCTBA, OCYLIECTBISIEMBIX 110
3alpocy 3asABUTENS B NpeleliaX, yCTaHOBIEHHEIX HOPMATHBHBIMU MPABOBBIMH aKTaMH
Poccniickoii Meepanin IOJTHOMOYHI B COOTBETCTBHHU C TpeboBaHUAMHU DeiepalibHOTO
3akoHa oT 27 wmrons 2010 r. No 210-®3 «OO6 opraHusalvy IpefoCTaBlICHUS
rOCyJapCTBEHHBIX W MYHHIHMIIAJIBHBIX ycnyr»l, a TaKkkKe MOPAIOK B3aMMOACHCTBUS
MEXKIYy CTPYKTYpPHBIMH TofpasfelleHusMH MMHUCTEPCTBA, €ro JOJDKHOCTHBIMU
JULAMH, B3aUMOJACHCTBUS MuHHCTEpCTBA C 3a4BUTEIIMH, HHBIMH OpraHaMu
rOCYJapCTBEHHOM BJIACTH TPH INPEJOCTAaBICHHN TOCYJApPCTBEHHOH yCIyr# (manee —
AIMMHHCTPATUBHBIA pPEriiaMeHT, TOCY1apCTBEHHAs YCIIyra).

Kpyr 3asBurenei

2.3asgBUTeNsIMH Ha IPEJOCTAaBIEHWE TOCYHapCTBEHHOH ycioyrd (namee —
3asBUTEIN) SABISIOTCS:

1) pa3paboTUHK JIeKapCTBEHHOTO NIpenapaTa WiK YIOJIHOMOYEHHOE UM JTHIIO;

2) 06pa3oBaTelbHbIE YIPEXKAESHUS BBICIIETo MPOGheCCHOHATBHOro 00pa3oBaHus 1
(um) oOpa3oBaTeNBHBIE  YYPEKACHHS  JONONHUTENBHOTO  IPO(ECCHOHAIBHOTO
o0Opa3oBaHus;

! Cobpanne 3akoHopatensctsa Poccuiickoit ®enepatn, 2010, Ne 31, c1. 4179; 2011, Ne 15, cr. 2038; Ne 27, cT. 3880;
Ne 29, ct. 4291; Ne 30, ct. 4587; Ne 49, c1. 7061; 2012; Ne 31, ct. 4322; 2013, Ne 14, ct. 1651; Ne 27, ct. 3480; Ne 30,
cr. 4084; Ne 51, cT. 6679; Ne 52, cT. 6952, cT. 6961, ct. 7009; 2014; Ne 26, c1. 3366; Ne 30, cr. 4264; Ne 1, ct. 67; Ne 1,
cr. 72; 2015; Ne 10, cT. 1393; Ne 29, c1. 4342, ct. 4376; 2016, Ne 10, c1. 916; Ne 27, ct. 4293; 4294; 2017, Ne 1, c1. 125
Ne 50, ct. 7555
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3) HAay4YHO-HMCCICO0BATCIIbCKUE OpTraHHU3alliH.

TpeGoBaHus K TOPAAKY MH(OPMHUPOBAHKS
0 TIPe0CTABICHUH F'OCYAapCTBEHHOM yCIyTH

3. UudopMupoBaHue O TMOPSIKE MPeAOCTaBICHUS TOCYAApPCTBEHHON YCIyrd
OCYIIECTBIAETCS:

1) mocpescTBOM pasMenieHuss WHGOpPMALUM, B TOM 4YuclIe O rpaduke mpuema
3asBUTENEH M HOMepax Tele(OHOB IJs CIIPaBOK (KOHCYNbTAlMil), Ha OQHIHAILHOM
caliTe MuHKCTEPCTBA B HHPOPMAMOHHO-TEIEKOMMYHUKAIIMOHHON ceTd «MHTepHET»
www.rosminzdrav.ru (qajnee — obUUUATBHBINA caiiT MUHHCTEPCTBA);

2) B (emepanbHOf TocynapcTBEHHOM MHGpOpMalMOHHON cucTeMe «EndHbIii
IIOpTal TOCY[JAapCTBEHHBIX M MYyHHIMNAIBHBIX YCIyr (QyHKUIHH)» www.gosuslugi.ru
(manee — Enunsiii moptan);

3) o HoMepaM TeneOHOB I CIPABOK;

4) B cpelicTBaXx MaccoBoi HHGOpPMaIHH.

4. WnpopMupoBaHue O NOpPAAKE NPEJOCTaBICHUS TIOCYNAPCTBEHHOH YCIyTH
IpOU3BOAUTCS MUHHUCTEPCTBOM IO aApeCy:

127994, MockBa, PaxmaHOBCKHi Tiep., A. 3.

Bpems pabotel: B Gyanue auu ¢ 9-00 waco mo 18-00 gacos (nmarauma ¢ 9-00
gacoB 70 16 yacos 45 munyt). ObGenennsrii nepepsiB ¢ 12-00 gacoB g0 12 yacos
45 MUHYT.

Tenedon mis cripaBok: +7 (495) 627-24-00.

Tenebon oTmena KIMHHYECKUX HCCIENOBAaHUM JIEKAPCTBEHHBIX IMpemapaToB
JlenmapTaMeHTa TOCYAApCTBEHHOIO PEryJMpOBaHHA OOpallleHHs JIEKapCTBEHHBIX
cpencts: +7 (495) 627-24-00, 1o6. 2010, 2011, 2012, 2013.

5. 3asBieHME C IPWIOKEHHEM JOKYMEHTOB B DJIEKTPOHHOHN (hopMe MOXKET OBITh
HalpasleHo uepe3 oQuIMaNbHBIA caliT MHUHHCTEpCTBA 4epe3 IOpTal M0 BEACHWIO
rOCyJapCTBEHHOIO peecTpa JIeKapCTBEHHBIX CpeacTB: http:grls.rosminzdrav.ru wumm
yepe3 EnuHEL nopTal.

@dopMbl  3adBiEHMH W JTOKYMEHTOB, OGOPMIIAEMBIX HENOCPEICTBEHHO
3agBUTENISAMM M IIPEACTaBIsIeMbIX B MHHHCTEPCTBO AN MOJIyYEHMsl FOCYAapCTBEHHOM
YCIYyrH B 3JEKTPOHHOM BHAE, MAOJDKHBI OBITH JOCTYNHBI IJIS KONHMPOBaHHS H
3aII0JIHEHUS. B 3JIEKTPOHHOM BHIe Ha odunmansHoM caiite Munucrepctsa, ExuHom
TopTaie.

Ipu npemocTaBieHHH roCyAapcTBEHHOH yciyru nocpeactsoM Enunoro moprana
3asBUTENIO0 00eCIieunBaeTCs:

1) monyueHve HHPOPMAUH O HOPSAKE U CPOKAX MPEAOCTABICHHUS YCIIyTH,

2) 3amkch Ha TpHEM B OpraH (OpraHU3allMIo), MHOrO(QYHKIUOHAIBHEIN LEHTP
NpeNOCTABIEHUs TOCYIAPCTBEHHBIX U MYHMIMIAIBHBIX YCIyr JJIA MOJa4YM 3ampoca o
npeoCTaBIeHHH YCIyTH (Jlaliee — 3a1poc);

3) bopMupoBaHUE 3aIIpoca;

4) mpyeM M perrcTpauus opraHoM (OpraHu3alnueii) 3anpoca U MHBIX JJOKYMEHTOB,
HEOOXOIUMBIX IS TIPeOCTaBIICHNs YCIYTH;
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5) omiaTa rocyaapcTBEHHOH MOIUIMHEI 32 TMPEIOCTaBIEHHE YCIIYT U YIUIaTa HHEIX
aTexeil, B3MMAaeMBIX B COOTBETCTBUM C 3aKOHOJAATENbCTBOM Poccuiickon
®enepanuy;

6) moy4eHue pe3yabTaTa IpeJoCTaBICHUs YCIIyTH;

7) moiydeHue CBEICHUH O X0/e BBIIIOJIHEHH 3aMpoca;

8) ocyllieCTBIeHHE OLICHKH KaueCTBa IIPEAOCTABIECHUS YCIyTH,

9) gocynebHoe (BHecyneOHOe) oOOXalOBaHWE pEHICHUWH M JIeHCTBHM
(GesmelicTBUA) opraHa (OpraHM3alldM), MODKHOCTHOTO JIMIAa OpraHa (OpraHu3aldf)
160 roCyJapCTBEHHOTO WM MyHHULIMIIANBHOTO CIIy>Kallero.

Hcnons30Banue 3JIEKTPOHHON MOAMUCH MNPy Nojade B MUHUCTEPCTBO 3asBICHUS
¥ NpHUIAaraeMbeIX K HEMY 3JIeKTPOHHBIX JOKYMEHTOB OCYILIECTBJISETCH C MOMEHTa
CO3JaHMs  COOTBETCTBYIOIIEH  WH(POPMALMOHHOM M  TEJEKOMMYHHMKAIIMOHHOM
CTPYKTYPBHIL.

6. Ha wHGOpMAaIMOHHEIX CTeHAax MUHHMCTEPCTBA M Ha O(HIMATIBEHOM caiite
MuHuCTEpPCTBA pa3MeNIatoTCs cleIyronie HHPpopMalOHHbBIE MATEPHAIBL:

1) undopManus o MOpsAAKE MPEIOCTABICHUS I'OCYIapCTBEHHOM YCIYyIH, B TOM
yrcie uHQOpPMAlKsA O MecTe MpHueMa 3asBUTENed M YCTAHOBIECHHBIX Ul IpHEMa
3asBUTEJIeN JHAX U Jacax;

2) mepedyeHb ~ HOPMATHBHBIX  HPABOBBIX  aKTOB,  PErIaMEHTHPYIOIIUX
IpeI0CTaBlIeHIe FOCY1apCTBEHHON YCIIyTH;

3) PEKBH3HUTHI AJIS YIUIATHI TOCYJApCTBEHHOW IONUIMHBI 3a IPENOCTaBIECHHUE
roCy/1apCTBEHHOU YCIIyIH.

7. CBeneHus, CoJiep)Kalluecs B peecTpe BBIIAHHBIX pa3pellicHU Ha MPOBEICHHUE
KJIMHUYECKMX MCCIEJOBAaHUH JIEKAPCTBCHHBIX IIpemapaToB Uil MEOUIIMHCKOIO
IpYMEHEHHs, pa3MelIaloTcs Ha o(HuuanTbHOM caiite MuHKMCTEpCTBA.

II. CtanaapT npeocTaBjieHHsl TOCYIapPCTBEHHOM yCayru
HanmeHoBaHMEe rocyJapCTBEHHOM yCIyTH

8. FOCYﬂapCTBeHHaﬂ yciyra 1IIi0 Bblga4Ye paspeiieHuss Ha IIPOBESACHHC
KJIMHAYECKOI0 MCCICAOBAaHUA JICKAPCTBCHHOr'O0 Ipenapara il MCOHIUHCKOIO
INPUMEHEHNA (I(anee COOTBETCTBEHHO — KIHMHHUYCCKOC HMCCICIOBAHHUE, pa3pCIICHUC Ha
IIPOBEACHUE KIIMHHYIECKOTO I/ICCJIelIOBaHI/ISI).

HauMenoBanue (peepaibHOr0 OpraHa UCIOJIHUTENBHON BIIaCTH,
IIPEIOCTABIISAIONIEr0 TOCYAApPCTBEHHYIO YCIIYTy

9. 'ocynapcTBeHHas yciyra npefocTaBisercs MHHHCTEPCTBOM.

IIpu IpeI0CTaBIeHUN rocy1apCTBEHHOMN YCIIyTH MuHuCTEpPCTBO
B3aMMOJIEUCTBYeT ¢ MHMHHCTEPCTBOM HPOMBIIUIEHHOCTH M Toprosiu Poccuiickoit
®enepanun (Munnpomropr Poccun) u @enepaibHeM Ka3sHauelcTBoM (KasnauelcTBO
Poccun).

IIpu npenocTaBieHHMH TOCYAApCTBEHHOM yciayrn MHWHHMCTEPCTBO He BIIpaBe
TpeGOBaTh OT 3asBUTEN OCYIIECTBICHHS ICHCTBHH, B TOM YHCIIE COIJIACOBaHHUI,
Heo6XOIUMBIX IS TIOJIyYEHHs TOCYJapCTBCHHOM YCIIYTH M CBSI3aHHBIX C 0OpaIlleHHEM B
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WHBIE TOCYJapCTBEHHbIE OpPraHbl U OPraHU3aLlUH, 33 UCKIIOYEHHEM IOIYyYEHHS YCIIYT,
BKJIIOYEHHEBIX B IIEPEYEHb YCIIYT, KOTOPBIE SBISIOTCS HEOOXOAUMBIMU U 00s13aTeIbHBIMU
IS TIPEJOCTAaBIEHHWS TOCYNApCTBEHHBIX YCIYr, YTBEpXKIeHHBIM IIpaBHTENECTBOM
Poccuiickoit CI)eJJepauI/II/I2 .

OmnucaHnue pe3yJbTaTa Mpe0CTaBIeHUs TOCYJapCTBEHHOH YCIIyTH

10. Pe3ynpraTamMu IpeJOCTaBIEHUS TOCYIapPCTBEHHOM YCIIYTH SBISIOTCS:

1) HampaBneHue (Bpy4YeHHE) 3asBUTENIO paspelleHMs Ha  I[POBEACHUE
KIMHHYECKOTI'0 HCCIIEOBAHUS JIEKAPCTBEHHOT'O IIperapara;

2) HampaBlieHHe (Bpy4eHHe) 3asBHUTENIO pelleHHs o0 OTKase B BhJaYe
paspelieHus Ha IpoBeIeHHEe KINHIYECKOT0 MCCIIeI0BaHMs JIEKAPCTBEHHOTO Npemnapara,;

3) HampaBiieHHe (Bpy4YeHHe) 3asBUTENIO QyOirKaTa pa3pellcHUs Ha NPOBEICHHUE
KJIHHHYECKOT'0 MCCIIeI0BaHMUS JIEKapCTBEHHOIO NIpenapara.

Cpok mpeocTaBleHUs rOCyJapCTBEHHON YCIIyTH

11. Cpok mpenocTasieHus TOCYAapCTBEHHON YCIyTd He IpeBbimaeT 40 (copok)
pabouux JHed C JaThl IOCTYIIEeHHS B MUHHMCTEPCTBO 3asBIICHHMS W IOKYMEHTOB,
yKa3aHHBIX B ITyHKTe 15 AIMHUHHCTPaTUBHOIO PETTIAMEHTA.

12. Brifgaua 3agBUTENIO AyOJiMKaTa pa3pelieHus Ha IPOBEACHUE KIIMHUYECKOIO
uccinegoBanua — 10 (mecars) paboumx gHell co AHA NMOCTYIUIEHMS B MUHHCTEPCTBO
3asgBJIeHHA, YKa3aHHOT'O B ITyHKTE 16 AIMHHHCTPaTUBHOIO PErVIaMEHTa.

13. Cpok mNpHOCTaHOBJIEHHUS IPEJOCTAaBICHUS TIOCYJApCTBEHHON YCIYyrd B
clydae, MpeayCMOTPEHHOM IyHKTOM 22 AJMHHHCTPAaTHBHOTO perjiaMeHTa, He Ooiee
106 paGouux mHeir’.

IepedeHs HOPMATUBHEIX MPABOBBIX AKTOB, PEryIUPYIOMINX OTHOIIECHHS,
BO3HMKAIOIIKE B CBS3M C MPEAOCTaBIEHUEM I'OCYAApCTBEHHON YCIyTIH

14. TIpenocraBneHne rocyJapCTBEHHOHN YCIyTH OCYILECTBIAETCA B COOTBETCTBUH
CO CJIEAYIOIMIMMH HOPMATUBHBIMU IPaBOBBIMH aKTaMHU:

1) ®enepansubiii 3akonH ot 27 wmrons 2010 . Ne 210-03 «O6 opraHuzanmu
IpENOCTaBIeHUs] TOCYNapCTBEHHBIX M MyHHOUNanbHeIX  yciayr»  (CobGpanue
3akoHozarenberBa Poccuiickoit @emepanuu, 2010, Ne 31, ctr. 4179; 2011, Ne 15,
cT. 2038; Ne 27, ct1. 3880; No 29, ct. 4291; Ne 30, ct. 4587; Ne 49, ct. 7061; 2012;

? Mocranosnenne ITpapurensctsa Poccuiickoii ®enepauuu ot 6 Mas 2011 1. Ne 352 «OO6 yTBepXICHHH NMEPEUHs YCIYT,
KOTOPBIE ABJAIOTCSA HEOOXOAUMBIMH M 00S3aTENBHBIME U NMPEAOCTaBIeHus (e/lepalbHBIME OpraHaM¥ HCIIONHUTENBHON
Bracty, [ocynapcTBeHHOM KOpHopalyeil o aToMHOM 3Heprun «PocaToM» rocyIapCcTBEHHBIX YCIYT W NPEAOCTABIAIOTCA
OpraHU3alUsAMH, YYaCTBYIOIIMMH B TPEJOCTABICHUH TOCYIapCTBEHHEIX YCIYr, M ONMpeEENieHMd pasMepa IUIaTHL 32 HX
okasaHue» (Cobpanue 3akonomarenbctea Poccniickoit @emepauun, 2011, Ne 20, cr. 2829; 2012, Ne 14, c1. 1655; Ne 36,
cT. 4922; Ne 33, c1. 4382; 2013, Ne 49, ¢1. 6421; Ne 52, ct. 7207; 2014, Ne 21, ct. 2712; 2015, Ne 50, ct. 7165; 2015, Ne 50,
cr. 7189; 2016, Ne 31, cr. 5031; 2016, Ne 37, ct. 5495; 2017, Ne 8, cr. 1257; Ne 32, c1. 5090; Ne 40, c1. 5843; Ne 42,
cT. 6154).

3 Yacru 3 u 4 cratem 39 denepansHoro 3akoHa oT 12 ampens 2010 r. Ne 61-@3 «O6 o6pameHHn NeKapCTBEHHBIX
cpeacte» (CoGpanue 3akoHOAaTeNbeTBA Poccuiickoli ®epepanym, 2010, Ne 16, c1. 1815; Ne 31, cT. 4161; Ne 42, ct. 5293;
Ne 49, c1. 6409; 2011, Ne 50, c1. 7351; 2012, Ne 26, c1. 3446; Ne 53, cr. 7587; 2013, Ne 27, ct. 3477; Ne 48, cT. 6165; 2014,
Ne 11, c1. 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, c1. 4388; Ne 51, c1. 7245; 2016, Ne 1, ct. 9; Ne 23, ¢r. 3287; Ne 27, ct. 4238, c1. 4283).
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Ne 31, ct. 4322; 2013, Ne 14, ct. 1651; Ne 27, ct. 3480; Ne 30, ct. 4084; Ne 51,
cT. 6679; Ne 52, ct. 6952, ct. 6961, ct. 7009; 2014; Ne 26, ct. 3366; Ne 30, ct. 4264;
Ne 1, cr. 67; Ne 1, ct. 72; 2015; Ne 10, cT. 1393; Ne 29, ct. 4342, ct. 4376; 2016, Ne 10,
ct. 916; Ne 27, ctr. 4293; 4294; 2017, Ne 1, cr. 12; Ne 50, ct. 7555) (manee —
denepanbhblii 3ak0H Ne 210-D3);

2) ®enepanbubiii 3akoH or 12 ampens 2010 . Ne 61-03 «O6 obpamiennn
nexapcTBeHHBIX cpenctB» (CoOpaHre 3axoHozarenscTBa Poccuiickoit ®Denepariuy,
2010, Ne 16, ct. 1815; Ne 31, ct. 4161; Ne 42, ct. 5293; Ne 49, ct. 6409; 2011, Ne 50,
ct. 7351; 2012, Ne 26, ct. 3446; Ne 53, ct. 7587; 2013, Ne 27, ct. 3477; Ne 48,
cT. 6165; 2014, Ne 11, ct. 1098; Ne 43, cr. 5797, Ne 52, ctr. 7540; 2015,
Ne 10, ct. 1404; Ne 27, c1. 3951; Ne 29, c1. 4359; Ne 29, c1. 4367; Ne 29, c1. 4388; Ne 51,
cT. 7245; 2016, Ne 1, ct. 9; Ne 23, cr. 3287; Ne 27, ct. 4238, ct. 4283) (manee —
denepanbhslii 3akoH Ne 61-D3);

3) Hanoroseiii kogekc Poccuiickoit ®enmepauuu (dacth Bropas) (Cobpanue
3aKoHozaTenbcTBa Poccuiickoit @enepanun, 2000, Ne 32, cr. 3340, 3341; 2001, Ne 1,
cT. 18; Ne 23, ct. 2289; Ne 33, cr. 3413, ct. 3421, 3429; Ne 49, ct. 4554, cT. 4564; Ne 53,
cT. 5015, ct. 5023; 2002, Ne 1, ct. 4; Ne 22, ct. 2026; Ne 30, ct. 3021, ct. 3027, ct. 3033;
Ne 52, ct. 5132, c1. 5138; 2003, Ne 1, ct. 2, cT. 6, cT. 8; No 19, cT. 1749; Ne 21, ct. 1958;
Ne 23, ct. 2174; Ne 26, ct. 2567; Ne 27, ct. 2700; Ne 28, ct. 2874, ct. 2879, cT. 2886;
Ne 46, ct. 4435, 4443, 4444, Ne 50, ct. 4849; Ne 52, ct. 5030, cT. 5038; 2004, Ne 15,
cT. 1342; Ne 27, ct1. 2711, ct. 2713, c1. 2715; Ne 30, ct. 3083, cT. 3084, cT. 3088; Ne 31,
ct. 3219, cr. 3220, ct. 3222, ct. 3231; Ne 34, ct. 3517, ct. 3518, ct. 3520, ct. 3522,
cT. 3523, cT. 3524, c1. 3525, ct1. 3527; Ne 35, c1. 3607; Ne 41, ct. 3994; Ne 45, ct. 4377,
Ne 49, ct. 4840; 2005, Ne 1, cT. 9, cT. 29, ct. 30, ct. 34, cT. 38; Ne 21, ct. 1918; Ne 23,
ct. 2201; Ne 24, ct. 2312; No 25, ct. 2427, ct1. 2428, ct1. 2429; Ne 27, c1. 2707, cT. 2710,
cT. 2717; Ne 30, ct. 3101, ct. 3104, ct. 3112, cT. 3117, ct. 3118, ct. 3128, cT. 3129,
cT. 3130; Ne 43, ct. 4350; Ne 50, ct. 5246; Ne 52, ct. 5581; 2006, Ne 1, ct. 12, ct. 16,
Ne 3, cr. 280; Ne 10, ct. 1065; Ne 12, ct. 1233; Ne 23, ct. 2380, ct. 2382; Ne 27,
ct. 2881; Ne 30, ct. 3295; Ne 31, ct. 3433, ct. 3436, ct. 3443, ct. 3450, ct. 3452;
Ne 43, ct. 4412; Ne 45, ct. 4627, cT. 4628, cT. 4629, cT. 4630; Ne 47, ct. 4819; Ne 50,
cT. 5279, ct. 5286; Ne 52, ct. 5498; 2007, Ne 1, ct. 7, ct. 20, ct. 31, ct. 39;
Ne 13, cr. 1465; Ne 21, ct. 2461, ct. 2462, ct. 2463; No 22, ct. 2563, ct. 2564,
Ne 23, cr. 2691; Ne 31, ct. 3991, cr. 3995, ct. 4013; Ne 45, ct. 5416, ct. 5417,
cT. 5432; Ne 46, ct. 5553, ctT. 5554, cT. 5557; Ne 49, ct. 6045, ct. 6046, cT. 6071;
Ne 50, ct. 6237, cr. 6245, ct. 6246; 2008, No 18, ct. 1942; Ne 26, ct. 3022; Ne 27,
ct. 3126; Ne 30, ct. 3577, ct. 3591, ct. 3598, cT. 3611, cT. 3614, cT. 3616; Ne 42,
cT. 4697; Ne 48, ct. 5500, ct. 5503, cT. 5504, c1. 5519; Ne 49, ct. 5723, 5749; Ne 52,
cT. 6218, ct. 6219, cT. 6227, ct. 6236, cT. 6237; 2009, Ne 1, ct. 13, ct. 19, ct. 21,
cT. 22, ct. 31; Ne 11, ct. 1265; Ne 18, ct. 2147; Ne 23, ct. 2772, ct. 2775; Ne 26,
ct. 3123; Ne 29, ct. 3582, ct. 3598, ct. 3602, ct. 3625, cT. 3638, cT. 3639, cT. 3641,
cT. 3642; Ne 30, ct. 3735, cT. 3739; Ne 39, ct. 4534; Ne 44, ct. 5171; Ne 45, ct. 5271,
Ne 48, ct. 5711, ct. 5725, ct. 5726, ct. 5731, ct. 5732, ct. 5733, ct. 5734, ct. 5737,
Ne 51, ct. 6153, ct. 6155; Ne 52, ct. 6444, cT. 6450, cT. 6455; 2010, Ne 15, ct. 1737,
cT. 1746; Ne 18, ct. 2145; Ne 19, ct. 2291; Ne 21, ct. 2524; Ne 23, ct. 2797; Ne 25,
ct. 3070; Ne 28, ct. 3553; Ne 31, ct. 4176, cT. 4186, cT. 4198; Ne 32, ct. 4298; Ne 40,
cT. 4969; Ne 45, ct. 5750, ct. 5756; Ne 46, ct. 5918; Ne 47, ct. 6034; Ne 48, cT. 6247,

=}
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cT. 6248, cT. 6249, cT. 6250, c1. 6251; Ne 49, ct. 6409; 2011, Ne 1, cT. 7, cT. 9, cT. 21,
ct. 37; Ne 11, ctr. 1492, ct. 1494; Ne 17, ct. 2311, ct. 2318; Ne 23, ct. 3262, ct. 3265;
Ne 24, ctr. 3357, Ne 26, ct. 3652, Ne 27, ct. 3881, Ne 29, ct. 4291, Ne 30, ct. 4563,
cT. 4566, ct. 4575, cT. 4583, ct. 4587, cT. 4593, cT. 4596, ct. 4597, cT. 4606; Ne 45,
cT. 6335; Ne 47, ct. 6608, ct. 6609, ct. 6610, ct. 6611; Ne 48, ct. 6729, ct. 6731;
Ne 49, ct. 7014, ct. 7015, ct. 7016, ct. 7017, c1. 7037, cT. 7043, ct. 7061, cT. 7063;
Ne 50, ct. 7347; 2012, Ne 14, ct. 1545; Ne 18, cr. 2128; Ne 19, ct. 2281; Ne 24,
cT. 3066; Ne 26, ct. 3447; Ne 27, ct. 3587, ct. 3588; Ne 29, ct. 3980; Ne 31, ct. 4319,
Ne 41, ct. 5527; Ne 49, ct. 6747, ct. 6748, cT. 6749, ct. 6750, cT. 6751; Ne 50,
cT. 6958, cT. 6968; Ne 53, cr. 7584, ct. 7596, cT. 7603, ct. 7604, ct. 7607, cT. 7619;
2013, Ne 9, cT. 874; Ne 14, ct. 1647; Ne 19, ct. 2321; Ne 23, ct. 2866, cT. 2888,
cT. 2889; Ne 26, ct. 3207; Ne 27, cr. 3444; Ne 30, ct. 4031, ct. 4045, ct. 4046,
cT. 4047, ct. 4048, ct. 4049, ct. 4081, cT. 4084, Ne 40, ct. 5033, ct. 5037, ct. 5038,
ct. 5039; Ne 44, ct. 5640, cT. 5645, c1. 5646; Ne 48, ct. 6165; Ne 49, ct. 6335; Ne 52,
cT. 6981, cT. 6985; 2014, Ne 14, ct. 1544; Ne 16, ct. 1835, ct. 1838; Ne 19, ct. 2313,
cT. 2314; Ne 23, cT. 2936, ct1. 2938; Ne 26, cT. 3372, ct. 3373, ct1. 3393, cT. 3404, Ne 30,
cT. 4222, cT. 4239, ct. 4240, ct. 4245; Ne 40, ct. 5315, ct. 5316; Ne 43, ct. 5796,
cT. 5799; Ne 45, ct. 6157, ct. 6159; Ne 48, c1. 6647, cT. 6648, cT. 6649, cT. 6650,
CT. 6657, cT. 6660, cT. 6661, cT. 6662, cT. 6663; 2015, Ne 1, ct. 5, ct. 15, cT. 16, cT. 17,
ct. 18, ct. 30, ct. 32, ct. 33; Ne 10, ct. 1393, ct. 1402; No 14, ct. 2023; Ne 24,
ct. 3373, cT. 3377; Ne 27, ct1. 3948, ct. 3968, cT. 3969; Ne 29, ct. 4340, ct. 4358; Ne 41,
CT. 5632; Ne 48, ct. 6683, cT. 6684, cT. 6685, cT. 6686, cT. 6687, cT. 6688, cT. 6689,
cT. 6691, cT. 6692, ct. 6693, cT. 6694; 2016, Ne 1, cT. 6, cT. 16, cT. 17, 18; Ne 6, cT. 763;
Ne 7, ct. 907, ct. 920; Ne 9, ct. 1169; Ne 10, ct. 1322; Nell, ct. 1480, ct. 1489; Nel4,
cT. 1902; Ne 15, ct. 2059; Nel5, cr. 2061, ct. 2063, ct. 2064; Ne 22, cT. 3092, cT. 3098;
Ne 27, ct. 4158, c1. 4161, c1. 4175, cT. 4178, cT. 4179, cT. 4180, cT1. 4182);

4) denepanpublii 3ak0H ot 6 arpenst 2011 Ne 63-@3 «O6 351eKTPOHHOM OAIHCH»
(CobGpanue 3akononarensctBa Poccuiickoit @enepanuu, 2011, Ne 15, ct. 2036; Ne 27,
ct. 3880; 2012; Ne 29, ct. 3988; 2013, Ne 14, ct. 1668; Ne 27, ct. 3463, ct. 3477; 2014,
Ne 11, ct. 1098; Ne 26, c1. 3390; 2016, Ne 1, cT. 65);

5) mnocranosienne IIpaButensctBa Poccuiickoit ®epepauym ot 19 urons
2012 . Ne 608 «O6 yrBepxnaenuu IlomoxxeHnss o MUHHCTEPCTBE 3paBOOXPaHCHUSA
Poccuiickoii - ®enepaunn» (CobOpanue 3akoHonarenbcTBa - Poccmiickolt ®Deneparuw,
2012, Ne 26, ct. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 33,
cT. 4386; Ne 45, ct. 5822; 2014, Ne 12, cT. 1296, Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37,
cT. 4969; 2015, Ne 2, ct. 491; Ne 12, ct. 1763; Ne 23, ct. 3333; 2016, Ne 2, c1. 325; Ne 9,
cT. 1268; Ne 27, ct. 4497; Ne 28, cT. 4741; Ne 34, ct. 5255; Ne 49, ct. 6922; 2017,
Ne 7,ct. 1066; Ne 33, cT. 5202; Ne 37, ct. 5535; Ne 40, ct. 5864; Ne 52, ct. 8131);

6) mnocraHomieHde IlpaBurenbcTBa Poccuiickoit @enmeparu or 8 ceHTAOPA
2010 . Ne 697 «O emuHOH CHCTEME MEXBEAOMCTBEHHOIO JJIEKTPOHHOIO
B3anMmozeiicTeus» (Cobpanue 3akoHomarensctBa Poccuiickoit @enepanum, 2010, Ne 38,
ct. 4823; 2011, Ne 24, ct. 3503; Ne 49, ct. 7284, Ne 45, ct. 5827; 2014, Ne 12, ct. 1303;
Ne 42, ct. 5746; Ne 48, ct1. 6862; No 48, cr. 6876; Ne 50, cr. 7113; 2016,
Ne 34, ct. 5243);

7) moctaHosienue IIpaButensctBa Poccuiickoit @enmeparu oT 20 HosOpa
2012 . Ne 1198 «O denepanpHOil rocyaapcTBeHHONH HMH(POPMALMOHHOW CHCTEME,
obecrieunBaronieil mpoiecc nocynedHoro (BHecyeOHOro) o0kanoBaHUA PEINCHHN H
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nelicTBuil (0e31eCTBHS), COBEpIIEHHBIX IpPH IMPENOCTaBIEHHH IOCYHAPCTBEHHBIX MU
MyHHIHMOATEHEIX yenyr» (CoOpanue 3akoHomarenbeTBa Poccuiickoit ®enepanun, 2012,
Ne 48, ct. 6706; 2013, Ne 52, c1. 7218; 2015, Ne 2, ct1. 518);

8) mocranoBnenue [IpaButensctBa Poccuiickoit ®enepanym ot 16 asrycra
2012 r. Ne 840 «O mopsiJike MMoja4y W PaccCMOTpPEHHs Kajlod Ha pelleHHs U JIeHCTBHA
(6e3meiicTBrE) (enepalbHBIX OPraHOB MCIIOJNHHUTENBHOM BIACTH M HMX JOJDKHOCTHBIX
aui,  (demepalbHBIX  TOCYJApCTBEHHBIX  CIY)XKAIMX,  JOJDKHOCTHBIX  JIHI]
roCylapcTBEHHBIX BHEOIOMKEeTHBIX (oHnoB Poccuiickoin ®@epepanuu, a Takke
roCyJapCTBEHHBIX KOPHOpAlWii, KOTOpPble B COOTBETCTBHH C (PEAEPAIbHBIM 3aKOHOM
HaJEJIEHBl TIOJHOMOYHSMH II0 TPeJOCTaBIIEHUIO TOCYHAapCTBEHHBIX YCIYyTr B
YCTAaHOBJIEHHOH cdepe HeATenbHOCTH, ¥ UX JOKHOCTHRIX sy (Cobpanme
3akoHoHaTenscTBa Poccuiickoit ®emeparmm, 2012, Ne 35, cr. 4829; 2014, Ne 50,
ct. 7113; 2015, Ne 47, ct1. 6596);

9) mocranosnenue IlpasurensctBa Poccuiickoii ®@enmepanun or 13 ceHTsa6ps
2010 r. Ne 714 «O6 yrtBepxkieHUH THITOBBIX MpaBUI O0O0SM3aTENBHOIO CTPaXOBaHHS
KHU3HM M 3J0POBBbS TMAalMeHTa, YYacTBYIOIIEr0 B KIMHUYECKHUX HMCCIEJOBAHUAX
nekapcTBeHHoro mnpenapata» (Cobpanue 3akoHomatenbcTBa Poccuiickoit denepaiuy,
2011, Ne 22, ct. 3171; 2012, Ne 37, ct. 5002; 2014, Ne 43, ct. 5892);

10) nocranosnenue IlpaButensctBa Poccuiickoit @epepanmu ot 16 mag 2011 .
Ne 373 «O pa3zpaboTke U yTBEPKICHHH aJIMMHUCTPATUBHEIX PErIAMEHTOB HUCITOJHEHUS
rocy/IapCcTBEHHBIX (QYHKIMHA M aJIMHUHHUCTPATHBHBIX DPETVIAMEHTOB IIPEIOCTABICHUS
rocyaapcrBeHHbIx yeuyr» (CobGpanue 3akoHonarensctBa Poccuiickoi ®enpepauu,
2011, Ne 22, ct. 3169; Ne 35, ct. 5092; 2012, Ne 28, ct. 3908; Ne 36, cr. 4903; Ne 50,
cT. 7070; Ne 52, ct. 7507; 2014, Ne 5, ct. 506; 2017, Ne 44, ct. 6523);

11) nocranosnenue IIpaButensctBa Poccuiickoit ®@eneparyum ot 26 mapra 2016 .
Ne 236 «O TpeGoBaHMsAX K MPEJOCTABICHUIO B IEKTPOHHOH (popMe rocyAapCTBEHHBIX
u MyHununaneHeix ycryr» (Cobpanue 3akoHoznarenscTBa Poccuiickoit ®@emeparu,
2016, Ne 15, ct. 2084);

12) npukaz MuHHCTEpCTBa 3IpaBOOXPAHEHHS M  COLMAJIBHOIO  Pa3sBUTHSA
Poccuiickoit ®eneparuu ot 26 aBrycta 2010 r. Ne 7538 «O0 yTBepKACHUM MOPSAKA
OpraHu3aliil W TMpPOBEIEHHUS OJTHYECKOM OKCIEPTH3bl BO3MOXXHOCTH HPOBEACHMS
KIIMHAYECKOTO MCCIENOBaHHUS JIEKQPCTBEHHOTO IIpemapara Uil MEIMIMHCKOTrO
npUMeHeHHMss W (OpPMBI 3aKIIOUCHUS COBeTa II0 3THKE» ~ (3apEerMCTPUpOBaH
MunncrepctBoM toctuiuu  Poccuiickoit  @emepanmm 31 aBrycra 2010 r,,
peructpairoHHbIid Ne 18303);

13) mnpuka3 MuHuCTepCcTBa 3[paBOOXPAHEHMsT M COLMANBHOIO Pa3BUTHSA
Poccuiickoii ®epepanuu ot 26 aBrycta 2010 r. Ne 754n «O6 yTBepXKIeHUM MOpsAaKa
BEJIeHHs, ONMyOIMKOBaHUA M pa3MelleHUs Ha OQHIHAIBHOM CalTe B cetn VHTepHeT
peecTpa BBIIAaHHBIX pa3pelleHWit Ha MpPOBEJEHHE KIMHHYECKUX HCCIENOBaHUM
JIeKapCTBEHHEIX IIPENapaToB IS MEAULMHCKOro HPHMEHEHMs» (3aperHCTPHPOBAaH
MunuctepctBoM roctuuun  Poccuiickoi  @emepanum 31  asrycra 2010 .,
perucrpanroHHbii Ne 18300);

14) npukaz MunucrepcTBa 3apaBooxpaHeHHs Poccuiickoit ®enmepanuu or 24
aprycta 2017 r. Ne 5581 «O0 yrBepxiaenun IIpaBun mpoBeleHHsS SKCIEPTH3BL
JNIEKAPCTBEHHBIX CPEICTB IS MEUIIMHCKOTO IIPUMEHEHH U OCOOEHHOCTH SKCIIEPTH3bI
OTJEJBHEIX BHOB JICKAPCTBEHHBIX IIPENaparoB i MEIHIMHCKOTO IIPHUMEHEHHUs
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(pedbepeHTHBIX JIEKApPCTBEHHBIX IPENapaToB, BOCIHPOU3BEAECHHBIX JIEKAPCTBEHHBIX
IpenapaToB, OHMOJOTMYECKMX  JIEKApCTBEHHBIX  IIPelaparoB, OHMOAHAJIOTOBEIX
(6romoJ00HBIX) JIEKApCTBEHHBIX IpenaparoB (6MOaHANOroB), TIOMEONATHYECKHX
JIEKapPCTBEHHEIX IPENApaToB, JeKapCTBEHHBIX PACTHTEIBHBIX [IPENapaToB, KOMOMHALMIM
JEKapCTBEHHBIX  TpemaparoB), (OpM  3aKIIOYEHMH  KOMUCCHH  3KCIIEPTOB)»
(3aperucTpupoBan MunucrepcTBoM loctunun Poccuiickoit ®@eneparmn 18 nexabps
2017 r., peructpanuoHusiii Ne 49287);

15) mpukas  MunucrepcTBa  3apaBooxpaHeHus — Poccuiickonn — ®@epepaunyu
ot 29 Hosops 2012 r. No 986H «O6 yTBepkaeHHH NonoxeHus o CoBeTe MO 3THKEN
(3apeructpupoBan MunucrepcTBoM toctunuu Poccuiickoit ®enepanyu 7 ¢espans
2013 r., peructpaunonHsiit Ne 26897);

16) npukaz MunuctepcTBa  3ApaBooxpaHeHus Poccmiickoii ~ @epepauun
ot 1 anpens 2016 r. Ne 200n «O06 yTBep)KACHUH NpaBHI HAaIEXKALIEH KIMHHYECKOM
IPaKTHKH» (3aperucTpupoBaH MuHucrepcTBoM roctuiMu Poccuiickoit ®enepaiiuu
23 aBrycra 2016 r., peructpannoHsblii Ne 43357)

17) npuka3s Munucrepcrsa ¢unancos Poccuiickoii ®enepanmu ot 12 Hosa6psa
2013 . Ne 1070 «O6 yTBep)KIeHHWH MpaBWI yKa3aHUs WHGOpPMalMU B PEKBH3HMTaX
PACIIOPSKEHMH O TepeBOfe JNSHEXXHBIX CPEJCTB B YIUIATy IUIaTeXed B OIOIKETHYIO
cucremy Poccuiickoit ®eneparyn» (3aperucTpupoBaH MUHHCTEPCTBOM  IOCTHIIMH
Poccuiickoii ®enepamuu 30 mexabps 2013 r, peructpaumuonHsiii Ne 30913) ¢
W3MEHEHUsIMY, BHECEHHBIMH IIpHMKa3aMH MuHncTepcTBa (¢HHAHCOB Poccuiickoit
Depeparun oT 30 okTs0ps 2014 Ne 126H (3aperucTpupoBaH MUHHCTEPCTBOM FOCTHIIUH
Poccuiickoii ®enepanum 2 nexkabps 2014 1, peructpanmoHHbi Ne 35053),
or 23 cenrsops 2015 r. Ne 148u (3aperucTpupoBaH MEHUCTEPCTBOM IOCTHIMU
Poccwiickoit ®eneparuu 27 Hos6pst 2015 ., peructpannonssiid Ne 39883), ot 5 anpens
2017 . Ne 58u (3apeructpupoBaH MuHHCTEpCTBOM focTulK Poccuiickoi ®Penepanuu
13 anpens 2017 r., peructpaimonssiif Ne 46369) (nanee — npukas Munduna Poccun
Ne 107n);

18) mpuxkas Kasnaueiicra Poccun ot 12 Mas 2017 . Ne 11H «O6 yTBepxkaeHun
IMopsinka BegeHus [ocyaapcTBeHHOM HHMOPMALMOHHON CHCTEMEI O TOCYAapCTBEHHBIX U
MyHHUIMIIQTGHBIX ~ IUIaTeXax»  (3aperucTpupoBaH  MMHHCTEPCTBOM — IOCTHIIUH
Poccuiickoit ®epepanuu 21 utons 2017 1., peructpauuonHslit Ne 47500).

VcyepnbIBaroIIHii TIepeveHb JOKYMEHTOB, HEOOXOIMMBIX B COOTBETCTBHH C
HOPMATHBHBIMH TIPABOBBIMH aKTaMH /1A IIPe0CTaBIeHUs roCyJapCTBEHHOM yCIyTH,
KOTOPBIE SABIISAIOTCS HEOOXOAUMBIMH U 00s3aTeIBHBIMHU AJIsl IPEAOCTABICHUS
rOCY[apCTBEHHOM YCIIyTH, IOMIEXAIINX [PEICTABICHHUIO 3asBUTENIEM, CITOCOOBI HX
TI0JIyYEHHS 3aABUTENEM, B TOM YHCIIE B 3JIEKTPOHHOH (opme, MOPsIOK UX
NpeICTaBICHUS

15. Jlns monydeHus pa3pelleHds Ha NMpOBEIACHHE KIMHUYECKOTO HCCIIEAOBaHHA
3asBUTENH MPEACTaBIsseT B MUHHCTEPCTBO Ha OYyMa)KHOM HOCHMTENIE M B 3JIEKTPOHHOM
BUJIE:

1) s3adBNeHHe O BblAaYe paspelicHUs Ha I[POBEACHHE KIHMHHYECKOTO
uccienoBanus 1o ¢Gopme, MpeaycMOTpeHHOM  mpunoxenwmeM Ne 1k
AJIMUHUCTPATUBHOMY PETJIAMEHTY;
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2) KOIHUU JOKYMEHTOB, IMONTBEPXKAAIONUNX YIUIATy TOCYAAPCTBEHHOHN MOUUIMHBI
3a MMPOBEJEHHE DTHYECKOH 3KCIIEPTH3BI, SKCIEPTH3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM
npernapar JUIsl TMOJydeHHUs pa3pelleHUs Ha IIPOBEACHHE KIMHHYECKOIO HCCIIENOBaHUSI
JIEKapCTBEHHOTO Tpernapara AT MEAMIUHCKOIO NMPHMMEHEHHUS, 3a BBIIa4y pa3pelieHus
Ha IPOBeJcHHE KIMHUYECKOro HCCIENOBAaHUS JIEKAPCTBEHHOIO IIperapara i
MEIMIMHCKOrO0 NPUMEHEeHMs, 32 IPOBENEHUE 3TUYECKON 3KCIEPTU3BI, IKCIEPTU3EHI
JOKYMEHTOB Ha JIEKapCTBEHHBIN Ipernapar IJis II0Ny4YeHHs pa3pellieHHs Ha IPpoBeIeHre
MEXKIYHApPOJAHOTO MHOTOLIEHTPOBOIO KIMHHMYECKOIO HCCIIENOBAaHMS JIEKAPCTBEHHOIO
npemnapara JUis MeJIUIIUHCKOrO NMPUMEHEHUs, 3a BBIJAYy paspellieHHs Ha IIPOBEICHHUE
MEXXTyHAPOJAHOTO MHOTOIIEHTPOBOIO KIMHWYECKOIO HCCIIEJOBaHMs JIEKapCTBEHHOIO
npernapata Juisi MeIULIHCKOrO NPHUMEHEHHs, 3a NPOBEIECHHE 3THYECKOH IKCIEPTU3HI,
SKCIEPTU3BI TOKYMEHTOB Ha JIEKAPCTBEHHBIN Nperapar JUld MOyYeHUs pa3pelleHus Ha
IIPOBEIECHHE IMOCTPETUCTPALIMIOHHOIO KIMHHUYECKOIO HCCIEN0BaHMs JIEKAPCTBEHHOTO
npemnapara JUis MeIUIMHCKOI0 IMPUMEHEHUs, 3a BbIIaYy paspelleHMs Ha IPOBEIEHHUEC
HOCTPETHUCTPALIMOHHOTO KIMHHUYECKOTO MCCIEA0BaHMs JIEKapCTBEHHOIO IIpenapara Jjis
MEIUIHAHCKOr0 INpPHMeHeHUs (IPEeACTaBifOTCS MO0 COOCTBEHHOHM MHHMLIMATHUBE
3aSBHTEIIA);

3) NPOTOKOI KIMHUYECKOTO HUCCIIENOBaHMS;

4) 6pourtopy ucciaeaoBaTens;

5) nHpOpPMAIIIOHHBINA TUCTOK HAl[UCHTA;

6) cBemeHus o0 onbiTe paboOThl HCCIEAOBaTeNedl II0 COOTBETCTBYIOLIUM
CHEIHMATBHOCTSAM M UX OIBITe PabOThl MO MPOBEACHHIO KIMHUYECKUX MCCIENOBAaHUI
JIEKapCTBEHHBIX MPENapaToB;

7) cBemeHUS O MEOUIMHCKUX OpraHU3alMAX, B KOTOPBIX IIPEIIOJIaraercs
IpOBE/ieHHe KIMHUYECKOTO HCCIEIOBaHUS JISKapCTBEHHOro Ipemnapara (IOJHOE H
COKpallleHHOe HaMMEHOBaHMS, OpPraHU3alIOHHO-IIpaBoBas (GopMa, MECTO HaXOXICHHS
U MECTO OCYIIECTBIICHHs MAESTeNbHOCTH, Tene(oH, Tenedakc, aipec IIEKTPOHHOM
IIOYTEI KA)KI0M MeIUITUHCKON OpraHu3aIiH);

8) cBemeHHs o0 TpeAmoiaraéMbIX CpOKax IPOBEIEHUSA  KIMHHYECKOIO
UCCIIeI0BaHNS;

9) Komuio JoroBopa 00S3aTeNbHOTO CTPaXxOBaHWsA, 3aKIIOYEHHOIO B
COOTBETCTBMM C THIIOBHIMH TpaBHJIaMH OO053aTeNbHOr0 CTPaxoOBaHUs, C yKa3aHHEM
IpeebHON YUCIEHHOCTH NallieHTOB, yUacTBYIOIMX B KIIMHUYECKOM HCCIIE0BaHIH,

10) mHbOpMALIHIO O COCTAaBE JIEKAPCTBEHHOIO IIperapara;

11) DOKyMEHT, COCTaBII€HHBIH IIPOM3BOJUTENIEM JIEKAPCTBEHHOI'O IIpernapara |
comep Kaluii ToKa3aTesld (XapaKTepUCTHKH), a TaKXKe CBEJIEHHS O JIEKapCTBEHHOM
nperapare Uil MEAMIUHCKOTO IPUMEHEHMsA, IPOM3BEACHHOM M IPOBEICHMS
KJIMHUYECKUX UCCIIEIOBAaHUM;

12) xomuio JUIEH3UHN Ha IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB B CIyYae, €CIH
IPOU3BOJICTBO JIEKAPCTBEHHOTO IIpenapaTa ocylecTsisgeTcs B Poccuiickoit @enepanmu,
WIM KOIIHIO 3aKJIIOYEHHS O COOTBETCTBUU IIPOU3BOJAMTENS JIEKapCTBEHHOIO IIpernapara
TpeOOBAaHHUAM TpaBWI HaAJeXKalled MNpPOM3BOACTBEHHOM IIPAKTHKH, BBIJAHHOTO
KOMIIETEHTHBIM YTIOJJHOMOYEHHBIM OPraHOM CTpaHbl IIPOU3BOAMTENS JIEKAPCTBEHHOTO
nipenapara.

Eciu IOKYMEHTHI, yKa3aHHbIE B HAacCTOSILEM, COCTaBJI€HB Ha HMHOCTPAHHOM
A3BIKE, OHH TIPEJICTABISIFOTCS C 3aBEPEHHBIM IIEPEBOJOM Ha PYCCKUH SA3BIK.
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IIpoTOKOJ  KJIMHHYECKOTO HCCIENOBaHMA M Opomropa  HCCIemoBaTess
NpPEeNCTaBIAIOTCS B JBYX JK3eMILIAPax AJIA NPOBEJAEHHS OOHOBPEMEHHO 3KCIIEPTU3bI
JOKYMEHTOB JJIs TIOJYeHHMs pa3pellieHys Ha IPOBEAeHNE KIIMHUIECKOTO HCCIeTOBaHUS
1 STHUYECKON SKCIIEPTU3EL.

16. Jlna momydyeHus AyOnukata paspelleHHs Ha IPOBEJCHHE KIMHHYECKOTO
HCCeIOBaHUS JIEKApCTBEHHOI'O IIpemapara B Clly4ae €ro IOpYM HJIH YTpaThl
TIPeJCTABIAIOTCS 3a4BICHHUE C YKa3aHMEM INPHYMH MMOPYM MK YTPaThl pa3pemicHus M
UCIIOPYEHHBIN OPUTHHAI pa3pelleHns (B ClIydae ero Iopyn).

HVcueprpiBaloIuii mepedeHb JOKyMEHTOB, HEOOXOAUMBIX B COOTBETCTBUH C
HOPMATHBHBIMH ITPABOBBIMH aKTaMH JAJIsl IPEAOCTABICHHUS IOCYIapCTBEHHOM YCIIyTH,
KOTOpBIE HAXOIATCS B PACHOPSKEHHIH IOCYJapCTBEHHBIX OPTaHOB, OPraHOB MECTHOI'O

CaMOYIIPaBICHUS ¥ UHBIX OPTaHOB, yYaCTBYIOUIUX B IIPEIOCTaBICHUN
rOCYIapCTBEHHBIX WM MYHHUIMIIANBHBIX YCIIyT, 1 KOTOpPBIE 3asBUTENb BIIPaBe

IPECTABUTD, & TAKIKE CIIOCOOBI MX MOJIyYESHHUS 3asIBUTEIISIMH, B TOM YHCIIE B

3JIEKTPOHHOH (opMe, TOPSOK UX IpeICTABICHUL

17. Tlpu mpemocTaBlIeHUN TOCYAapCTBEHHOM YCIyI'M MHHMCTEPCTBO HE BIIpaBe
TpeGOBaTh OT 3asBUTENsl HPEACTABICHUS JOKYMEHTOB, COIEp)KAIlMX CBEAEHHSA 00
oIlIaTe€ rOCYJApCTBEHHOH IOLIUIMHBI 3a INPEeNOCTaBICHHE TIOCYJApCTBEHHOM YCIIyIH,
comepxairrecs B ['ocyapcTBeHHON MH(POPMALMOHHOHR CHCTEME O IOCYAApCTBEHHBIX U
MYHUIUNIAJBHBIX IUIATEXKaX.

18. MuHKCTEPCTBO HE BIIpaBe TpeGoBaTh OT 3aBUTEN:

1) mpeacraBieHus TOKYMEHTOB U MHGOpMallMK WM OCYIIECTBJIEHHs JIE€ACTBHI,
NpeACTaBlieHHe WM OCYIIECTBIEHHE KOTOPBIX HE MNPEAYCMOTPEHO HOPMATHBHBIMH
IIPaBOBBIMHU AaKTaMM, PEryJHpYIOIIMMH OTHOLICHHs, BO3HMKAIOIIHE B CBA3H C
IpeJ0CTaBIEHHUEM FOCYJApCTBEHHOH YCIIyTH,;

2) mpejAcTaBieHUs IOKYMEHTOB U HMH(OpMAalUH, KOTOPBIE B COOTBETCTBHH C
HOPMAaTHBHBIMH TIpaBOBBIMH akTamMu Poccuiickonn @elepanyu, HOPMaTHBHBIMU
IPAaBOBEIMH akTaMH cyObekToB Poccmiickoii @enepanuy © MyHHIHIATbHBIMUA
NPaBOBBIMA aKTaMHM HaxoHATCS B PAacHOPSHKEHUWH TIOCYAapCTBEHHBIX OpPraHoB,
IPEAOCTABISIONINX TOCYJapCTBEHHYIO YCIYTy, HHBIX TOCYHApCTBEHHBIX OpPraHoB,
OpPraHOB MECTHOTO CaMOYIpaBleHUs M (MIX) IIOJIBEIOMCTBEHHBIX I'OCYIapCTBEHHBIM
OpraHaM ¥ OpraHaM MeCTHOTO CaMOYIIpaBIICHHs OpraHHM3allui, Yy4YacTBYIOIIHUX B
IPEIOCTaBICHUH T'OCYJapCTBEHHBIX HIM MyHWLMIANLHBEIX YCIYr, 3a HCKIIIOYEHHEeM
JIOKYMEHTOB, yKa3aHHBIX B 4acTh 6 crathu 7 PenepainbHoro 3akoHa Ne 210-03.

HcuepnbiBaromuil nepedeHb OCHOBAHMM AJIs OTKa3a B IPHEME JOKYMEHTOB,
HeOOXOMMEIX JUISI IPEI0CTaBICHUS TOCYIapCTBEHHOM YCIYTH

19. OcHoBanmMsg naid OTKaza B IIpHeMe JOKYMEHTOB, HEOOXOAMMBIX JUId
IpeIOCTABICHHUS TOCYNapCTBEHHOM YCIIyTH, OTCYTCTBYIOT.
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HcuepripIBaroniyii nepedeHb OCHOBaHUH JUIsl NPUOCTAHOBJICHHS HJIM OTKa3a B
IIPeIOCTaBIEHUH IOCYJAPCTBEHHON yCIIyTH

20. OcHoBaHMeM nJif OTKasa B BbIJlade pa3pelleHuss Ha IpPOBEACHUE
KIMHUYECKOIO0  HCCIEJOBAaHMA  SBJISETCA  3aK/IOYeHHE KOMMCCHUH  3KCIEPTOB
(eepanbHOTO  TOCYJapCTBEHHOTo  OIOJDKETHOrO  yupexJeHuss MUHHUCTepCTBa,
CO3JaHHOIO Ui OOecIeueHHs HCITONIHEHUS MOJHOMO4YMii MUHHCTEpCTBa IO BbIAaye
pa3pelieHuii Ha IpoBeIeHHe KIMHIUYECKUX MCCIIeIOBaHUM JIEKaPCTBEHHBIX IIPENapaToB
¥ (WIKM) 10 TOCYIApCTBEHHOM perdcTpaldy JIEKapCTBEHHBIX IIpemnaparoB (fJaiee -
SKCIIEPTHOE YUYpeXAeHHWe) MM 3aKIIOUeHHs COBETa II0 JTHUKE O HEBO3MOXXHOCTH
HPOBe/ICHNs KIIMHUYECKOTO UCCIIE0BaHuUs JIEKApCTBEHHOTO IIpenapara 1o pe3ysbraraM
POBEIEHHBIX DKCIIEPTH3 .

21. OcHoBanmeMm i OTKa3a B TPOBEACHHH DJKCHEPTU3Bl JOKYMEHTOB JUIS
IIOJIyYEHHS pa3pelieHus] Ha IPOBEICHHE KIMHUYECKOrO MCCIIENOBAHUA U ITHYECKOM
9KCIIEPTH3HI SABIISIOTCA :

1) mpeincraBieHHe — JOKYMEHTOB,  INPEJYCMOTPEHHbIX  IyHKTOM 15
AJZIMMHUCTPATHBHOTO perjlaMeHTa, B HEMOITHOM 00BbeMe;

2) Henpe/ICTaBICHUE 3asBUTENIEM B YCTaHOBIIEHHBIN CPOK OTBETAa HA YKa3aHHKIH B
nyHkTe 44 AIMUHHCTPaTHBHOTO perjiiaMeHTa 3ampoc MUHHCTepCTBa JIMOO OTCYTCTBHE
B IPEICTaBIEHHBIX JOKYMEHTaX HCUEpIBIBAIOLIEr0 IepedHsd  HeoOXOAuMOi
uH(popMaIMK WK HHPOPMAIMH, KOTOpas A0JDKHA OBITh OTPa)KE€HA B HUX;

3) orcyrcTBre HH(OpPMAIHH, IOATBEPXKAAONIEH (PaKT yIUIaTel TOCYAapCTBEHHOM
MOLUIHHEL 33 BBIAYy pa3pellieHus Ha IPOBeAeHNE KINMHUYECKOTO UCCIE0BaHuU.

22. OcHoBaHMeM i1 MPHOCTAHOBICHHUS IIPEJOCTaBIEHUS TIOCYJapCTBEHHOM
YCIIyTH SIBJISETCS HalpaBieHrne MUHHCTEPCTBOM 3allpoca 3asBHTENI0 00 yTOUYHEHHM
CBElICHMI B Cllydae BBIABJICHHS HETOJHOTH M (WJIHM) HEIOCTOBEPHOCTH MH(pOpMAaLuH,
cozeprkaieiics B TpeACTaBICHHBIX 3asBUTENIEM JOKyMEHTAaX, a TaKKe 3alpocoB
SKCIEPTHOTO YYpPEXKIEHHs B ciydae HEJOCTaTOYHOCTH M Jaud 3aKIIOYEHHS
Npe/ICTaBIEHHBIX Ha SKCIEPTH3Y MaTEPUAJIOB.

TepeueHb yciyr, KOTOPHIE SBISIOTCS HEOOXOUMBIMHY B 0053aTENbHBIMU JIS
IIPENOCTABIEHUS TOCYIaPCTBEHHOM YCIIyTH, B TOM YHUCIIE CBEJCHHUS O JOKyMEHTE
* (moKyMeHTax), BbIIaBaeMOM (BbIJaBacMbIX) OpraHU3aLMsAMY, YYaCTBYIOIIMMH B
IPeAOCTaBIICHUH TOCYJapCTBEHHOMN YCIIyTH

23. Vcnyru, KOTOpble SBISIOTCA HEOOXOAWUMBIMM U 00sA3aTebHBIMU  JUIS
MpeI0CTaBIEHUS TOCYIapCTBEHHO! YCIYTH, OTCYTCTBYIOT.

Iopsinok, pa3Mep U OCHOBAHUS B3UMaHHMs I'OCYJapCTBEHHOM MOIIMHEI WIM HHOH
TIJIaThI, B3UMAaeMOM 3a MpeI0CTaBICHUE IOCYJapPCTBEHHOM YCIIYTH

24, 3a  npemocTaBieHHe  TOCYIAapCTBEHHOM  YCIyrM  yIUIa4YMBaeTCs
roCyIapCTBEHHas TONUTHHA B CIEQYIOIKX pa3Mepax, yCTAHOBJIEHHBIX IyHKTaMH 1, 3,
4, 9-11 crareu 333.32.1 Hanmorosoro koxekca Poccutickoit denepanyn:

*Yacts 8 crathu 39 ®enepanbHoro 3akosa Ne 61-03.
Yacts 5 crathu 39 ®enepansHoro 3akona Ne 61-@3.
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1)3a mpoBeleHHE  OSTHUYECKOM  SKCIEPTH3Bl, OKCIEPTH3Bl  JOKYMEHTOB
JIEKapCTBEHHOTO IMpernapara AJs MOIy4eHHUs pa3pellleHus Ha IIPOBEeICHUE KIIMHNIECKOTO
HCCIIEIOBaHUs JIEKAPCTBEHHOIO TMpernapara JUlsi MEAMLMHCKOIO IPUMEHEHHS —
110 000 pyGneit;

2) 32 mpoBeleHHE 3KCMEPTU3bl JOKYMEHTOB JIEKAPCTBEHHOIO IIpelapara i
IONyYEHHs] pa3pellleHdsi Ha TPOBEJEeHHE MEXIYHapOJHOTO MHOTOLIEHTPOBOIO
KIMHAYECKOTO HCCJIEIOBaHUs JIGKQPCTBEHHOrO Ipenapara g MeAUIMHCKOIo
npumernenns — 210 000 py6neii;

3)3a nmpoBeleHHE STHUYECKOM  OKCHEPTHU3BI, 3KCIEPTU3El  JTOKYMEHTOB
JEKapCTBEHHOTO  TMperapara Jjs TOJydYeHHs paspellieHHss Ha  IpOBeACHHE
HOCTPETUCTPAIIIOHHOTO KIMHUYECKOTO HCCIIE0OBaHMs JEKApCTBEHHOIO IIpenapara Jis
MeauImHCcKoro mpuMeHeHus — 60 000 pyGiei;

4)3a BBIJaYy paspelleHdss Ha IMPOBEACHHE KIUHUYECKOIO MCCIIEN0BaHUSA
JIEKapCTBEHHOTO TIperapara Jyil MeuIuHCKoro mpuMeHenus — 5 000 pyonei;

5) 3a BeIauy pazpelieHHs] Ha IMPOBEACHUE MEXYHApOJHOIO MHOIOLEHTPOBOTO
KJIMHAYECKOTO HCCJIEIOBaHUsA JIGKAPCTBEHHOIO Iipenapara i MEQULUHCKOro
npumeHenus — 5 000 py6ieii;

6) 3a BBmady paspemieHuss Ha MOpPOBEACHHE ITOCTPErHCTPAIMOHHOIO
KIHHAYECKOTO HCCIIeIOBaHUs JIEKApCTBEHHOIO Ipemapara Mg MEIMIMHCKOIo
npuMeHeHus — 5 000 pyOneii.

Vitara  rocygapcTBEHHOW — NOLUIMHBI  OCYIIECTBISETCS B IIOPSJIKE,
NpeAyCMOTPEHHOM MoAmyHKToM 6 myHkta 1 craten 333.18 HamoroBoro kozekca
Poccutickoit @enepanuu 10 M0Ja4y COOTBETCTBYIOIINX 3asIBICHUHN U JIOKYyMEHTOB.

[Topsiziok, pa3Mep ¥ OCHOBaHUS B3MMaHUS ILIATHl 3a IIPENOCTaBIEHHE YCIYT,
KOTOPBIE SBIIAIOTCH HEOOXOAUMBIMU U 00s3aTeIbHBIMU AT NIPEJ0CTABICHHS
TOCYIapCTBEHHOM YCIIyTH, BKIIIOYas HHPOPMAIUIO
0 METOJIMKE pacueTa pa3Mepa TaKoH ILIaThl

25. VYcnyru, KOTOpBle SBISIOTCS HEOOXOOUMBIMH U 00A3aTeNIbHBIMU I
MPeIOCTaBIeHUsl TOCYJAapCTBEHHOM YCIYrM M 3a KOTOphle B3WMAaeTCAd ILIaTa,
OTCYTCTBYIOT. ’

MakcuManbHBIH CPOK OXKHAAHMS B OUYEpEAH IIPH [10Jade 3apoca O MpeaoCTaBIeHHH
roCyJapCTBEHHOM yCIIyTH, YCIYTH, IIPEIOCTaBIIeMON OpraHu3alie, y9acTBYIOIIEH B
MIpeI0CTaBIEHUY TOCYAAPCTBEHHOMN YCIIYyTH, U IIPH MOJIy4eHHH pe3yibTaTa
MPEeAOCTAaBIEHUS TAKUX YCIyT

26. MakcuManbHEIH CPOK OXHAAHWUA B Odepequ NpU HoAade JOKYMEHTOB Ha
IpeOCTaBIeHHe TOCYNapCTBEHHOM YCIYIH, a TaKkKe IIPH NONYyYEeHMH IOKYMEHTOB,
CBS3aHHBIX C MPEIOCTABICHHEM roCyJapCTBEHHON YCIyIH, COCTaBIIseT 15 MUHYT.
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CpOK ¥ HOPAIOK PETHCTPALUK 3aIpoca 3asBUTENS O IPEJOCTABIEHAN TOCYIapCTBEHHOH
YCIIyTH U YCIYTH, IPeOCTaBIseMOM OpraHu3alyel, y4acTBYIOEN B IIPEAOCTaBICHIH
rOCYJapCTBEHHOM YCIIYTH, B TOM YHCIIE B 3EKTPOHHOU (opme

27. JIOKyMeHTHI, ITOCTYIMBIIKE OT 3asBHTeNeld B MUHHCTEPCTBO (B TOM YHCIIE
IpeACTaBleHHble B (GopMe  JIE€KTPOHHOIO  JOKyMEHTa) U TOJy4YeHHs
rOCyIapCTBEHHO! YCNYTH, PerucTpHpYIOTCs B JlemapTaMeHTe ympaBjeHUs HejlaMu U
KaapoB MuHucTepcTBa B Te4eHHe 1 paGodero qHs C AaThl X MOCTYIUICHHS.

TpeGoBaHus K TOMENMIEHUAM, B KOTOPBIX IIPEAOCTABIIAIOTCS TOCYyJapCTBCHHAS YCIIyTa,
yClyra, IpeJocTapisieMas opraHu3alyeil, y4acTBYIOLIEH B IIPEJOCTaBICHUN
roCyJIapCTBEHHOH yCIyTH, K MECTY OKUAAHUS U IpUEMa 3asBUTEIIEH, Pa3MEILIEHUIO U
0(OPMIIEHHIO BU3yaIbHOM, TEKCTOBOM U MYyIBTHMEINHHOH HHGOpPMALUK O MOPAIKe
IIPENOCTABIEHUS TaKUX YCIyT

28. TIlomemeHwe, B KOTOPOM IIpEeAOCTaBISAETCA TIOCYAApCTBEHHAs YCIyra,
obecrieunBaeTcd HEOOXOJUMBIMH MJii IPENOCTaBICHUS TOCYNAapCTBEHHOM YCIIyIrH
000pyIoBaHMEM, KAHIEIIPCKUMH MPUHAIEKHOCTAMU, OPHCHOH MeOelblo, CHCTEMOM
KOHIMIMOHMPOBAaHMs BO3IyXa, CHCTEMOH oOmoBelmleHHs o0 odepenu, TenedoHOM,
KOMIIBIOTEPOM C BO3MOXHOCTBIO TleyaTH M BbIxoja B IHTepHer, moctymom K
rapziepo0y, a Takxe Ne4yaTHBIMU MaTepHalaMH, COJIePXKalMMU CIIeTYIOHe JOKYMEHTHI
(cBemeHus):

1) HopmatuBHBIE TpaBOBble akThl Poccuiickor @Penepalliiu, peryIupyroIue
TIOPS/IOK IPEAOCTABICHHS FOCYJapCTBEHHOM YCIIyTH,

2) AIMUHHUCTPaTUBHBIN PEryIaMeHT;

3) oOpasusl odopMmileHHS JOKyMEHTOB, KOTOphIE IIPEACTABIAIOTCA IS
MOJIyYEHHUS TOCYJaPCTBEHHOH yCIIyTH;

4) cBefeHus, coAepamye HWHGOPMaUMIO, NPEAyCMOTPEHHYIO IpaBUIaMH
yKa3aHus HHPOPMAIMY B PEKBU3UTaX PACIOPHKEHUH O IIEPEBOAE NEHEXHBIX CPENICTB B
yIIaTy miatexeil B OopkeTHyI0 cucteMy Poccuiickonn ®eziepaiinu, yTBEPKICHHBIMH
npuka3zom Mun¢una Poccuu Ne 1075;

Bxom W mepenBHKeHHE II0 IOMELICHHMSM, B KOTODBHIX IIPOBOIMTCS IIPHEM
IOKyMEHTOB, HEOOXOOUMBIX Ui TPENOCTaBICHHS TOCYIapCTBEHHOM YCIYyIH, He
IOJKHEI CO3/1aBaTh 3aTPYAHEHUN IJIs JIUI C OTPAHUYEHHBIMU BO3MOKHOCTSIMH.

29. B cootBercTBun ¢ PenepanbHbiM 3aKk0HOM OT 24 Hos6ps 1995 r. Ne 181-03
«O comuanpHOM 3ammre HHBaAIMAOB B Poccuiickon (De,uepaul/m»6 WHBaJINaM
00eCIeunBatOTCA:

1) ycrnoBus GeclpensITCTBEHHOro JJOCTYIa K 00BeKTy (3[aHMIO, TIOMEIIECHHUIO), B

6 Cobpanue 3akoHomatenscTBa Poccuiickoit @emepammm, 1995, Ne 48, cr. 4563; 1998, Ne 31, cr. 3803; 1999, Ne 2,
cT. 232; Ne 29, ct. 3693; 2000, Ne 22, ct. 2267; 2001, Ne 24, ct. 2410; Ne 33, ct1. 3426; Ne 53, cr. 5024; 2002, Ne 1, cr. 2;
Ne 22, ct. 2026; 2003, Ne 2, cT. 167; Ne 43, ct. 4108; 2004, Ne 35, ct. 3607; 2005, Ne 1, c1. 25; 2006, Ne 1, ct. 10; 2007,
Ne 43, c1. 5084; Ne 49, cr. 6070; 2008, Ne 9, cr. 817; Ne 29, cr. 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, ¢1. 6608;
Ne 49, cr. 7033; 2012, Ne 29, ct1. 3990; Ne 30, ct. 4175; Ne 53, cr. 7621; 2013, Ne 8, ct. 717; Ne 19, c1. 2331; Ne 27,
ct. 3460; cT. 3475; c1. 3477; Ne 48, 1. 6160; Ne 52, ct. 6986; 2014, Ne 26, ct. 3406; Ne 30, c1. 4268; Ne 49, ct. 6928; 2015,
Ne 14, ct. 2008; Ne 27, cT. 3967; Ne 48, ct. 6724; 2016, Ne 1, ct. 19; Ne 52, c1. 7510, 7493; 2017, Ne 24, cr. 3485; Ne 50,
cT. 7563.
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KOTOPOM  IpefOCTaBIseTCs  TOCyJapCcTBEHHass  ycioyra, a  Takke  JId
OecIIpenaTCTBEHHOTO MMOJIb30BaHMsI TPAHCIIOPTOM, CPEICTBAMU CBSA3U U MH(OpMaIuy;

2) BO3MOXKHOCTb CAMOCTOSITEJIFHOTO TEPEIBIKEHUS [0 TEPPUTOPHH, Ha KOTOPOU
pacroyioXeHsl O0BEeKTHl (3JaHUS, IOMEIIeHUs), B KOTOPBIX MpPENOCTABIAECTCSA
roCyIapCTBeHHas YCIIyTa, a TakKe BXoJa B Takhe 0OBEKThl M BBIXOJa U3 HMX, IIOCAIKH
B TPAHCIIOPTHOE CPEJCTBO U BHICAJIKM U3 HETO, B TOM YHUCIIE C UCIIONB30BaHHEM KpeCiia-
KOJISICKY;

3) compoBOXIEHHE WHBAJIMAOB, MMEKOIMX CTOWKHE paccTpoiicTBa (YyHKUHMH
3pEHUS U CAMOCTOATENBHOIO NEPEIBUKECHHUS,

4) HagIexalmee pasMelnieHHe o00OpyHOBaHMS U HOCUTelled WH(popMaluHy,
HEOOXOAUMBIX IS 00ecTieYeHns OeCIPENATCTBEHHOr0 JOCTYa HHBAIUAOB K 00BeKTaM
(3maHMAM, TIOMEIEHNAM), B KOTOPBIX NPEAOCTaBIseTCd TOCyNapCTBEHHAs YCIyra, C
Yy4ETOM OTpaHUYCHHH UX KU3HEICATENbHOCTY;

5) ny6nmpoBaHme HeoOXOAMMOW IJII HWHBAIUIOB 3BYKOBOM M 3pUTEIBHOU
uHpOpMallik, a TakXKe HaImuceld, 3HAKOB M HHOH TEKCTOBOM M TIpadudecKoil
HH(GOPMAaLUU 3HAKaMH, BHIITOJIHEHHBIMH pelibe(pHO-TOYeuHBIM pudTom bpaiins;

6) JIOITyCK CypIOTIepeBOAYNKA U TH(IOCYpIONepEeBOAUNKA;

7) momyck coOaKM-TIPOBOJHHMKA Ha OOBEKTHI (3HaHMS, TIOMENIEHHs), B KOTOPHIX
TIpeOCTaBIISIETCS TOCy JapCTBEHHAS yCIIyTa;

8) okazaHWe HWHBaJIHIAaM IIOMOINM B MPEOJOJIEHHH OapbepoB, MeIIAIOUIUX
IIOJTyYEHHUIO UMH TOCYIapCTBEHHOM yCIIyTH HapaBHE C APYTUMHU JIULAMU.

30. B ciy4ae HEBO3MOXHOCTH IOJIHOCTBIO MPHUCIOCOOUTE OOBEKT C y4ETOM
notpeOHOCTEH HMHBAIMAOB MHHHCTEPCTBO B COOTBETCTBHM €O CTaTbed 15
DdenepanbHoro 3akoHa OoT 24 Hos0ps 1995 1. Ne 181-®3 «O coupanbHOW 3amure
uHBATHIOB B Poccuiickoit ®eneparyiny TODKHO MPHHUMATE MEPbI JUisl obecredeHus
JOCTyIla HHBAIMJIOB K MECTy MpeHoCTaBleHHs YCIyrd, Tub0 Korga 3TO BO3MOXKHO,
obecrieynTh ee TMpenocTaBleHHe TI0 MECTy JKUTENbCTBa HHBaJIWAa WIH B
IVCTAaHIIMOHHOM pEXUME.

ITokazaTenu TOCTYITHOCTH U KayecTBa rOCYJapCTBEHHOH yCIIyId, B TOM YHUCIIE
KOJIMYECTBO B3aUMOICUCTBHIA 3asBUTENS C JOJDKHOCTHBIMU JIULIAMU IIPH
IIPEIOCTABJIEHUHN IOCYAApCTBEHHON YCIYTH M UX IPOJOIKUTENBHOCTD, BO3MOXKHOCTb
HOJYYEHHS TOCYJapCTBEHHOM YCIIyTd B MHOTO(QYHKIIMOHAIBHOM LIEHTpE
IIPeI0CTaBIEHU TOCYIapCTBEHHBIX U MyHHIMIIATBHBIX YCIYT, BO3MOXHOCTh
I0JTy4eHuUs. MHPOPMAIHH O X0/1e TPEeJOCTaBIEHHs IOCYJapCTBEHHOM yCIIyTH, B TOM
YHCIIE ¢ UCITOJIB30BaHHEM MH(GOPMAIIMOHHO-KOMMYHUKAMOHHBIX TEXHOJIOTHUI

31. ITokazaTrensaiMu AOCTYIHOCTH M KauecTBa IIPEeOCTaBJIEHUS MOCYIapCTBEHHON
YCIIYTH SBISIOTCS:

1) OTKpBITHIH JOCTYHn Aisl 3asBUTeNell K MH(OpMALMM O TOpSIKe U CpoKax
IPENOCTABIEHUS TOCYJApCTBEHHOH YCIyrd, HoOpsake o0xajoBaHHA JeWCTBHH
(6e3neiicTBIS) JODKHOCTHBIX JIUL, MUHKCTEPCTBA;

2) cobmmoieHre CTaHJapTa MPeIoCTaBIeHUS TOCyJapCTBEHHOH yCITyTH;

3) orcyTcTBHE Kanob 3asBuTeNeil Ha AelcTBUS (Oe3aelicTBIE) JOMMKHOCTHBIX JIHI]
MuHHCTEpCTBa MPH MPEAOCTABICHHH [OCYIapCTBEHHOMN YCIYTH;
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4) BO3BMOXHOCTh ~ NOJydeHHs  HHPoOpManmu¥ O  XoAe  IPEAOCTaBIEHMS
rOCYIapCTBEHHOH yCIYTW uepe3 IOpTal IOCYAapCTBEHHOIO peecTpa JIEKapCTBEHHBIX
CpEACTB, pa3sMelleHHOro Ha opUIHaNbHOM caiiTe MuHHCTepCTBa, MM Yepe3 ENMHEIA
nopTa;

5) BO3MOXXHOCTh IIOJIyYEHHS TOCYIapCTBEHHONW YCIYTH B MHOTOQYHKIMOHAJIBHOM
IIEHTpe MPeOCTaBIeHNUS rOCy1apCTBEHHBIX ¥ MyHHUIIMIIAIBHBIX YCIIYT.

32.B nmppuecce mpeAoCTaBI€HHS TOCYNAapCTBEHHOHM  yCIyrW  3asBHTENb
B3aHMOJIEHCTBYET C NOJPKHOCTHBIMH TUUaMU MUHHCTEpCTBA:

1) mpu momade IHOKYMEHTOB, HEOOXOOMMBIX IJIs IMOMy4YeHHs TOCYJapCTBEHHOMH
ycIIyrd, — 1o 15 MuHYT;

2) TpH MOJYYeHUH pa3pelieHus Ha IPoBeeHNe KIMHUUECKOro HCCIIeIOBaHUs UK
pemeHHss 06 OTKase B BblJauye paspellieHds Ha MPOBEACHHE KIMHHYECKOTo
HCClleloBaHUA — 10 15 MUHYT;

3) npu momydeHUM nAyONMKaTa pa3pelleHHs Ha IPOBEACHUE KIMHHIECKOTO
ACCIIeOBaHUS — 10 15 MUHYT.

Wusle TpebGoBaHMs, B TOM YHCIIe YYUTHIBAIOLINE OCOOCHHOCTH
IpeIOCTaBICHHIS TOCYAapCTBEHHOH YCIyTH B MHOTOQYHKIIMOHATBHBIX
IEHTpax MpeAOCTaBIeHU IOCy1apCTBEHHBIX U MYHUIMIIAJIEHBIX
YCIYT U 0OCOOEHHOCTH NpeA0CTaBIeHNs FOCy1apCTBEHHON
YCIYTH B 3JIEKTPOHHOHU dopMe

33.IlonyyeHre TOCYIapCTBEHHOM YCJIYTH B MHOTO(YHKIHMOHAIBHOM IEHTpE
NpPEeNOCTaBieHHs TOCYAapCTBEHHBHIX M  MYHMIMOAIBHBIX  YCOyr  (gamee —
MHOTOGYHKIIHOHATBHBIA HEHTP) OCYILECTBJIAETCS B COOTBETCTBHHM C COIJIAIICHHEM,
3aKIIOYE€HHBIM MeXIYy MHOrOQYHKIMOHAIBHBIM LEeHTpOM H MHHHCTEpCTBOM, ¢
MOMEHTa BCTYIUIEHHUA B CHIIY YKa3aHHOI'O COTJIAIIEHUS O B3aUMOJEHCTBHH.

34. Nuple TpeOoBaHUA U OCOOEHHOCTH IIPENOCTABIICHUS TOCYIapCTBEHHON yCIyry
B 2JICKTPOHHOI opMe OTCYTCTBYIOT.

III. CocTaB, nocjie10BaTeILHOCTH H CPOKH BbINOJTHEHHS aIMHHHCTPATHBHBIX
npoueayp, TpedoBaHHUS K MOPAAKY HX BbINOJHEHH:H, B TOM YHC/Ie 0COOEHHOCTH
BBINOJTHEHHS AAMHHACTPATHBHBIX NPOLEAYP B 3JIeKTPOHHOi dopme

Hepe‘IeHB AAMHPHHUCTPATUBHBIX Iponeayp

35.1lpu  mpemocTaBieHMM TOCYZApCTBEHHOH  yCIyrd  OCYIIECTBISAIOTCA
CJIeAYIOLINe a{MAHUCTpATUBHBIE NPOLIEAYPHI:

1) npuem, perucrpanus, pacCMOTPEHHE NOCTYIIUBIIMX OT 3asBUTENS TOKYMEHTOB
Ha IpeJoCTaBlieHHe T'OCyNapCTBEHHOH YCIyrH W IpPHHATHE DELIEHHE O IPOBEIECHUH
DKCIIEPTU3BI JOKYMEHTOB [Jisl MONy4EeHHs paspelleHHs Ha MpoBeJeHHEe KIMHHYECKOTO
HCCIICIOBaHNS H 3THYECKON SKCIEepTH3bl WM 00 OTKase B NIPOBEINCHHM YKa3aHHBIX
IKCIIEPTHU3;

2) HampaBJIeHUe 3asBUTENIO 3alPOCOB 00 YTOYHEHHMH CBEICHUH, CONEepKAIIMXCS B
NpENCTaBIeHHBIX 3asBUTENEM [JOKYMEHTaX, a TaKXe 3alpoCOB 3KCIEPTHOrO
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yUpEXIEHHUs B CiIy¥ae HEHOCTATOYHOCTH IJIA JTaud 3aK/IIOYEHHS IpPEeACTaBICHHBIX Ha
IKCIIEPTH3Y MaTepUaOB;

3) dopMupoBaHHEe W  HampaBleHWE  MEXBEJIOMCTBEHHBIX  3allpOCOB B
roCylapcTBEHHbIE OpraHbI, Yy4YacTBYIOI[ME B IPEAOCTABIEHHH TOCYAapCTBEHHOM
YCITyTH;

4) mpuHATHE IO pe3yJbTaTaM IPOBEJCHHBIX 3KCIIEPTU3 DELICHHsS O BBIIAYE
paspelieHHs Ha MpoBeAeHHe KIMHHYECKOTo HCCIEA0BaHUs WM 00 OTKase B BhIAaue
paspelieHus Ha IpoBeAeHNE KIMHUIECKOTO HCCIIEJOBAHNU,

5) mpueM, periucTpanys, pacCMOTpeHHe TOCTYMUBIIEr0 OT 3asBUTEINS 3asBIICHU
¥ IPUHATHE PelieHNs O Bbllade NyOirKarTa pa3pelleHus Ha NPOBeJeHNEe KIMHUYECKOTO
HCCIIeIOBaHUS.

ITpuem, peructpanus, pacCMOTPEHHE
IIOCTYIHUBINKMX OT 3asBUTENSA JOKYMEHTOB Ha MPEAOCTaBICHUE FOCY 1apCTBEHHOMN YCIYTH
Y TIPUHATHE PelIeHNe O MPOBEACHUH 3KCIIEPTU3EI JOKYMEHTOB JJIs IIOJIyYeHUS
pa3pellleHHs Ha MpoBeIeHe KITMHUYECKOTO UCCIEA0BAHUSA U STUYECKON SKCIIEPTHU3BI
WM 00 OTKa3e B MIPOBEICHUH YKa3aHHBIX 3KCIIEPTHU3

36. AnmunuctpatuBHas mnpoueaypa «IlpueM, perucrtpauus, paccMOTpeHHE
IOCTYIHBIIHX OT 3asiBUTENS TOKYMEHTOB Ha IIPEIOCTaBIeHHe FOCYapCTBEHHOH yCIIyTH
I TPHHATHE pEHmIeHHe O NPOBEICHUH OSKCIEPTU3bl TOKYMEHTOB [UIS IIOIy4YeHHMs
paspelieHus Ha NpOBeleHHE KIMHWYECKOTO HCCIEJOBAaHUSA M 3THYECKOH SKCIIEPTH3EI
WK 00 0TKa3e B MPOBEJIEHUN YKa3aHHBIX AKCIIEPTU3)» OCYLIECTBIIIETCA B COOTBETCTBUU
¢ 6J10K-cxXeMoli cormacHo mpuiiokeHuIo Ne 2 K ATIMUHUCTPaTHBHOMY PETrJIaMEHTY.

37. IlpencraBieHHble 3asBAUTeIeM B MUHHCTEPCTBO JOKYMEHTHI NPHHHUMAIOTCS
II0 ONHUCH W pEerucTpupytorcs JlemapTaMeHTOM YIpaBlieHHs JellaMd W KaIpoB
MunucTepcTBa B JIeHb MX MOCTYIUIEHUS, KOTIMS 3aiBJI€HUS C OTMETKOH O Jare nmpueMa
yKa3aHHBIX JOKYMEHTOB HaIlpaBisieTcs (Bpy4aeTcs) 3asBUTEIIIO.

3aperrucTpupoBaHHBIE JHOKYMEHTHI B II€Hb MX IIOCTYILUICHHA B MMHHUCTEPCTBO
HANMpaBJISIOTCS B JlemapTaMeHT TOCYAapCTBEHHOTO peryjiMpoBaHUs OOpalleHus
JIeKapCTBEHHBIX cpeacTB Mun3jpasa Poccun (manee — JlemapTameHr).

38. tupekrop JlemaprameHTa opraHu3yeT JOKYMEHTUPOBAHHBIN y4eT U KOHTPOIIb
BBINOJTHEHHS Ka)XK0T0 dTarna aqMIHICTPATUBHON IPOLEAYPHI.

Haganeuuk othena JlemapTaMeHTa, OTBETCTBEHHOTO 3a IIPEJOCTaBICHHE
rocyJapCTBEHHOM YCIyrd (fajlee — HayalbHUK OTHAENAa), B TeYEHHE OJHOro paboyero
IHA CO IHS IPUHATHS 3asBJICHUS U KOMIUIEKTa HEOOXOQUMBIX JOKYMEHTOB Ha3HA4YaeT
U3 YHCJIa COTPYAHHKOB OTJeNla OTBETCTBEHHOTO HCIIONHHUTENS IO PacCMOTPEHHUIO
JOKYMEHTOB (IaJjiee — OTBETCTBEHHBIN HCIIONHHUTETID).

damunug, UM W OTYECTBO (TOCNieHee — MPU HaIM4YUM) OTBETCTBEHHOIO
UCIIOJIHUTENS, ero TeleoH COOOMIAIOTCA 3afABHUTENIO IO €ro INHCHMEHHOMY WM
YCTHOMY 00OpallleHHIO.

PaccMoTpeHne TOKYMEHTOB IPOU3BOAUTCA B MOPSIKE UX IOCTYIUICHHUS.

39. OTBETCTBEHHEIN UCIOJIHUTENs B TedeHue 1 (ogHOro) pabodero AHsS ¢ OaThl
HAa3HAYEHHS OCYIIECTBIAET IMPOBEPKY CBEICHUH, coJepXalUuXcsi B IPeICTaBICHHBIX
JIOKyMEHTaX M CBeJIeHUH 00 yIuiaTe 3asgBUTENEM IrOCy JApCTBEHHOM MONUIMHEI C LENBIO:
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1) onpesieNleHUs] TOJHOTBI U JOCTOBEPHOCTH CBEICHUH, COJEPXKALIMXCI B
IIPe/ICTABICHHBIX 3asiBUTENEM JOKYMEHTAX;

2) COTIaCOBaHHOCTH  MpEJCTaBlIeHHOH HHGOpMaud MEXAY OTAENLHBIMH
IJOKYMEHTaMU;

3) noaTBepXKIcHUS YIUIaThI 3asBUTENIEM rOoCy1apCTBEHHOM MOLUIMHEI.

®daxT yImiatel 3agBUTENIEM TOCYAApCTBEHHOW IIOLUIMHBI 3a IIPEAOCTaBICHHUE
rOCYJapCTBEHHON  yCIOyrm  IpoBepseTcss  IIOCPEACTBOM  HAalpaBICHUSA B
I'ocymapcTBeHHyr0 ~ MHGOPMALIMOHHYIO  CHCTEMYy O  TOCYJapCTBEHHBIX  H
MYHHLMIIANBHBEIX — IUIaTeXaX COOTBETCTBYIOIETO 3alpoca JIHOO IOCPENCTBOM
pacCMOTpeHHsST W OLEHKH IpeJCTaBICHHOIO 3asBHTENEM B HHHULIUATUBHOM IIOPAIKE
IOKyMeHTa 00 yIuiate rocyJapCTBEHHOH IOIUIAHBL.

40. B cpok, He mpeBblmaromuid 2 (AByX) pabouux AHEH co JHS pacCMOTPEHHs
TPEACTaBICHHBIX JOKYMEHTOB OTBETCTBEHHBIHN HCIIOTHUTENb:

1) B ciydae OTCYTCTBHS OCHOBAaHHH, NpPEeAyCMOTPEHHBIX IIyHKTOM 21
AJIMMHHUCTPATMBHOTO pErJlaMeHTa, TOTOBUT IPOEKT pelmeHus o0 OpraHu3aluuH
AKCIIEPTH3BI TOKYMEHTOB JUJISl MOJNyUYEHUs pa3pellieHUs Ha NpOBeIcHHUE KIMHHYECKOrO
HCCIIE0OBaHUS H STHIECKOM 3KCIIEPTHU3BI, 4 TAKXKE 33JJaHUS B 9KCIIEPTHOE YUPEKICHUE U
CoBer 110 3THKE Ha MPOBeJeHNE YKa3aHHbIX SKCIIepTHU3;

2) B choydae HaJW4YUs OCHOBAaHHWHA, TMPEIyCMOTPEHHBIX MMyHKTOM 21
AJIMMHHCTPATHBHOTO perjaMeHTa, TOTOBUT MPOEKT pelleHusl 00 oTKa3e B IPOBEICHUH
9KCIIEPTH3, YKa3aHHBIX B NOJMYHKTe 1 HACTOAILIEro IIyHKTa, C yKa3aHHUEM IPHYUH
0TKa3a;

3) B ciydyae BBISBIICHHS HEMOJIHOTH U (WJIM) HEJOCTOBEPHOCTH HH(OpMaLUH,
cofepKalleics B IpeACTaBICHHBIX 3asBUTENIeM JOKyMEHTaxX, TOTOBUT IPOEKT 3aIpoca
00 YTOYHEHHUH NpPEJICTaBICHHBIX CBEACHUN.

41. IIpoeKThl IPUHATHIX pelIeHui, yKka3aHHbIX B IyHKTe 40 AIMUHUCTPATUBHOTIO
perjiaMeHTa, COTJIaCOBBIBAIOTCS HayalbHUKOM OTJeNa, MOANUCHIBAIOTCS IUPEKTOPOM
JlenapTaMeHTa B Teuenue 1 (ogHoro) paboyero JHs.

42. Pemenne 00 oOpraHu3alMd SKCOEPTH3bl JOKYMEHTOB MJIA IIOJIy4YEHUs
pa3pelleHys] Ha MPOBEJeHHEe KIMHUYECKOr0 MCCIEAO0BAaHUs U 3THYECKOM SKCIIEPTH3EI,
pelrenre o6 OTKa3e B MPOBEJEHUHM YKa3aHHBIX SKCIEPTU3, 3anpoc MuHmcTepcTBa 00
YTOYHEHHH NPE/ICTABICHHBIX CBEICHHH HaIPaBIIIOTCS (BpyuaroTcs) 3asBUTENIO B BUJE
yBeIOMJIEHHS B MHCBMEHHON W (WJIH) 3NMEeKTPOHHOW ¢opMe B TedeHue 1 (ogHOro)
paboyero Hs.

43. 3amaHue Ha TMPOBEJEHHE OKCIEPTHU3bl [OKYMEHTOB [UI IOJNy4YEeHHUS
paspellleHHusT Ha TPOBEACHHE KIMHUYECKOr0 HMCCIEJOBaHUSA C IPHIIOKECHHEM
JOKYMEHTOB, YKa3aHHBIX B moAmyHkrax 3, 4, 10, 11 mynkra 1 AIZMHHHCTPaTHBHOIO
periiaMeHTa, B TeueHHe 1 (0fHOro) pabodero IHS IOCNHE MOAINUCAHUS AUPEKTOPOM
JlenapTamMeHTa HAaIPaBJISIETCS B AKCIIEPTHOE YUPEKACHUE).

3amanre Ha MPOBEIEHHE 3TUYECKOH IKCIEepPTH3Bl C INPUIOXEHUEM JOKYMEHTOB,
yKa3aHHBIX B MOAMYHKTaX 3 — 6, 8 1 9 myHkTa 15 AIMUHUCTPAaTUBHOIO PETaMEHTa, B
teyeHue 1 (omHoro) pabodero mHS mociie MOANMCAHHS AWpeKTopoM Jlemapramenra,
HanpasiseTcs B COBET 10 ITHKE.
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HanpagsieHue 3asBUTENIO 3alIPOCOB 00 YTOUHEHUH CBEICHUH, COJECPIKaAILUXCS B
TIpEICTaB/ICHHBIX 3asBUTENIEM JOKYMEHTaX, a TAKXKE 3alPOCOB 3KCIIEPTHOTO
ydYpeXIeHNs B ClIydae HeTOCTATOYHOCTH IS Ja4Hd 3aK/IIOYECHUs IIPEJICTaBIEHHBIX Ha
AKCIIEPTU3Y MaTepUallOB

44, ApMuHHCTpaTuBHas mpoienypa «HampaneHue 3asBUTENIO 3alpocoB 00
YTOYHEHUH CBEJICHHH, COAEPKAIUXCS B MPEACTABICHHBIX 3asdBUTENIEM JIOKYMEHTaX, a
TaK)Xe 3aIPOCOB SKCIEPTHOIO YUPEKICHHS B Cily4ae HENOCTATOYHOCTH I Ja4ud
3aKIIOYEHHSA MNPEACTaBIEHHBIX Ha DOKCIEPTH3Yy MAaTepUaloB» OCYUIECTBIIIETCS B
COOTBETCTBHH C OJIOK-CXeMOH corjacHo MpmiokeHuro Ne 3 Kk AIMHUHHCTpaTUBHOMY
perjiaMeHTy.

45. B cny4ae BbISBJIEHHUS HEMOJTHOTH! W (WIIM) HEZOCTOBEPHOCTH HMH(OpMaIUH,
coliepkaieiics B TPEJCTAaBICHHBIX 3asBUTENIEM JOKyMeHTaX, MHMHHUCTEPCTBO
HAMpaBJISeT 3asABHTENII0 3ampoc 00 YTOUHEHWH YyKa3aHHOH uHQopManuuM B
COOTBETCTBHH C 4acThio 4 cratbu 39 ®enepanpHoro 3akoHa Ne 61-03.

B ciy4ae HempencTaplieHHs 3asBUTENeM OTBeTa Ha 3ampoc MHHHCTepCTBa II0
HCTEYEHHH AeBIHOCTA pabounx qHel MHUHICTEPCTBO B TeUeHHE MATH pabouux AHEH:

1) nmpuHMMaeT pemieHre 00 OTKase B OpraHU3alUH SKCIEPTH3BI JOKYMEHTOB JJIs
NOJIYUeHHsI pa3pellleHrs] Ha IPOBeJeHUE KIMHMYECKOrO MCCIIECNOBAHUSA M 3THYECKOM
SKCIEPTU3EL;

2) HampaBlISET B 3KCIEPTHOE YUPEKICHHE YBEIOMIICHHE O HENpPEACTaBICHHH
3asBUTEJIEM OTBETA Ha 3aIpoc.

46. TlpencraBneHHbld 3asBATENEM B MHHHCTEPCTBO OTBET Ha 3aIpoc
perncTpupyercs B JeHb IOCTYIUIeHUs B JlemapTaMeHTe ynpaBileHHs JelaMy M KaJpoB
MunucrepcTBa U HampaBigercs B oThen JlemapramMeHTa, OTBETCTBEHHBIH 32
TIpeoCTaB/IeHNe rocyJapCTBEHHOM YCIIyTH.

Hauaneuuk otTmena B Teyenue 1 (ogHOro) pabouero AHS ¢ JaThl peruCTpalid
HOCTYIUBIIEr0o B MUHHUCTEPCTBO OT 3asBHTENs OTBETA Ha 3alpOC HAa3HAYAET U3 YKCIa
COTPYJTHUKOB OT/€lla OTBETCTBEHHOI'O HCIIOJHHTENS 110 PAaCCMOTPEHHUIO JOKYMEHTOB
(manee — OTBETCTBEHHBIH UCIIOIHUTEND).

Gamunus, UMI W OTUeCTBO (IIOCTeJHee — TPH HaJU4UK) OTBETCTBEHHOIO
' MCIIOJIHUTENS, e€ro TeledoH CcooOINAroTCA 3asfBUTENIO 110 €ro IMUCBMEHHOMY HIIH

YCTHOMY 00OpallieHHIO. ‘

47. OTBETCTBEHHBII UCIIOIHUTENb B TedeHne 1 (o0gHOro) paboyero JHS C AATHI
HA3HAYEHUS OCYIIECTBIIAET MPOBEPKY CBEJIEHUH, COAEpKALIMXCA B OTBETE Ha 3alpoC H
KOMILIEKTE JOKYMEHTOB, MPEICTABICHHBIX 3aBUTENEM, C LENBIO OIIPEIEICHHUS

1) HOMHOTEI M MOCTOBEPHOCTH CBEJEHWM, COACPXKALIMXCS B IPEACTaBIEHHBIX
3asBUTEJIEM TOKYMEHTaXx;

2) COTTaCOBAaHHOCTH TpPEACTaBIeHHON MHGOpPMAaLUH MEXIy OTHACIBHEIMU
IOKYMEHTaMH;

3) HanMyMe B TPeCTaBIEHHBIX JOKYMeHTaX HH(pOpMalMH, KOTopas J0JDKHA
OBITh OTpa)keHa B HUX B COOTBETCTBUH C COJAEPKAHUEM H IIPEIMETOM 3aIpoca.

48. OTBETCTBEHHBII UCIOJIHATEIb MO  pe3yjbTaTaM  pacCMOTpPEHHUs
IpeCTaBIEHHBIX 3aSBHUTENEM B OTBET Ha 3alpoc JOKYMEHTOB B TeueHHe 1 (opHOro)
pabouero qHs:
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1) B ciydae OTCYTCTBUS OCHOBaHWN, IPEIyCMOTPEHHBIX ITyHKTOM 21
AJIMUHUCTPATHBHOI'O perjlaMeHTa, TOTOBUT TIIPOEKT pelleHHs o0 opraHu3alnuu
DKCIIEPTH3EI TOKYMEHTOB JJIs MOJIyYeHHs pa3pelieHrs Ha NPOBEIECHHE KIMHHUYECKOTO
UCCIIEZIOBAHUS W STHYECKOH SKCHEepPTH3bl, a TaKXkKe COOTBETCTBYIOIIWE 3a/JaHUs B
sKcIepTHOE yupexaeHue 1 CoBeT 10 3TUKE;

2) B ciaydae HaJH4Msd OCHOBaHMWM, MNpPeJyCMOTPEHHBIX IyHKTOM 21
AJMHHHCTPATHBHOTO PErjIaMeHTa, TOTOBUT MPOEKT pellleHus 00 O0TKa3e B MPOBEICHUU
BKCIIEPTHU3, C YKa3aHHEM MPUYNH OTKa3a;

3) TOTOBUT MPOEKT CONPOBOAUTENHHOIO MUCHMa B 3KCHEPTHOE YUpPEXKACHHE,
KOTOpOe 00panagocs ¢ COOTBETCTBYIOIINM 3allpocoM B MHUHUCTEPCTBO.

49. TIpoeKT conpoBOIUTEIHHOIO MIChMa COIIACOBBIBACTCS HAYAIBHUKOM OTJIENA,
MOJIIIMCBIBaeTCS TUPEKTOPOM Henapramenra (3amecTuTENIEM IApEKTOpa
JlemaprameHTa) B HalpaBiseTcsl B SKCIIEPTHOE YUPEXKACHUE C IPIJIOKEHUEM K HEMY
MpeJCTaBNeHHBIX 3ajBUTENIEM B OTBET Ha 3alpoc MuHHCTepcTBa JOKYMEHTOB B
TedeHHe OJTHOro pabouero JHs.

50. TIlpoexkThl pelleHHW, yKa3aHHBIX B TMOANMYHKTaXx 1 W 2 mnyHKra 48
AIMUHUCTPaTUBHOTO  perjamMeHTa, COIVIACOBBIBAIOTCS  HAYaJbHUKOM  OTAEIA,
HOIIUCHIBAIOTCA qupekTopoM Jlemapramenta B Tedenue 1 (ogHoro) pabouero gHs.

®opmupoBaHUe U HAIIpaBIIEHUE MEXXBEIOMCTBEHHBIX 3alIpOCOB
B rOCyZlapCTBEHHBIE OpraHbl, y4aCTBYIOIIUE B IPEAOCTaBICHUN
rOCYJapCTBEHHOU yCIYyTH

51. OcHoBaHHEM JJIg Havajla aJIMIHUCTPaTUBHOMU Mpolenypsl «DopMHUpOBaHHE U
HamnpaBieHHEe  MEXBEJIOMCTBEHHBIX 3alpOCOB B  TIOCYJapCTBEHHBIE  OpIaHBI,
yYacTBYIOILME B MPEJOCTaBICHUH IOCYAapCTBEHHOM YCIYTU» SBISETCS MOCTYIJICHUE B
MuHHUCTEpCTBO  3asBJIEHHS W JOKYMEHTOB 3aiBHTENsI O  IIPeJOCTaBICHUU
roCyJapCTBEHHON YCIYyTH.

52. OTBeTCTBEHHBIN WCIIOTHUTEND B PaMKax MPOBEIECHUS ITPOBEPKU IOJHOTHI U
IOCTOBEPHOCTH CBEJCHHUH, YKa3aHHBIX 3asBUTENIeM B 3asBICHUH U (WIH) JOKyMEHTaX, B
teueHne 10 paboumx OHell ¢ MOMEHTa IOJy4eHHUs 3asBiieHUs U (UIM) JOKYMEHTOB
dopMHpyeT ¥ HampaBigeT 4Yepe3 CUCTEMY MEXBEAOMCTBEHHOIO 3JIEKTPOHHOIO
B3auMoJieticTBusa' B Munnpomropr Poccun u @HC Poccrn, B paCOpPsSHKEHHHA KOTOPBIX
HaxOmUTCA HHGpOpMalWs O HaJIWYMH JIMLEH3WH Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX
CpEICTB B cllydae, €ciii MPOM3BOJICTBO JIEKAPCTBEHHOIO IIpenapara OCyLIECTBIIIETCS B
Poccuiickoit Denmepaniu, WM KOMHUH 3aKIIOYEHUS O COOTBETCTBHHM IIPOU3BOIUTENA
JIEKapCTBEHHOTO IIpernapara TpeOOBaHHWAM IIPaBUI HaJJIeXalled MNpOW3BOJICTBEHHOU
IPAaKTHKU ¥ HHOpMamys o0 yIare rocyJapCTBEHHON MOIIIUHEI 3a NPEROCTaBICHUE
roCyJapCTBEHHOU yCIYTH.

53. MexXBeIOMCTBEHHBIH 3allpoc O TMPeAOCTaBICHHH HHGOpMaluy AOJDKEH
collepXkarh:

1) HauMeHOBaHME OpraHa, HaIPaB/IAIOMIETO MEXBEAOMCTBEHHBIN 3aIIpOC;

2) HaWMEHOBaHME OpraHa TrOCyJapCTBEHHOM BJIAaCTH, B aJpec KOTOPOro
HaIlpaBiseTcs MeXXBEJOMCTBEHHBIH 3aIpoc;
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3) HaMMeHOBaHHWE T'OCYJIAapCTBEHHOH YCIYTH, IJIs IPENOCTABIEHHS KOTOPOH
HeoOXOAMMO NpENCTaBlieHHe WHGOPMALMM, a TaKxkKe, €CIM HMeeTcs, HoMep
(umeHTH(UKATOP) TAKOH YCIIyTH B PEECTPE TOCYAAPCTBEHHBIX YCIIYT;

4) yxa3aHMe Ha IOJIOXKEHHS HACTOAIIEro AIMMHHCTPATHBHOTO perjiaMeHTa U
MHBIX HOPMATHBHBIX TIPaBOBEIX akToB Poccumiickoit ®epepaiyy, KOTOPBIMH
YCTAHOBIIEHO MpPENOCTABIEHHE JOKyMEHTa U (HiH) MHGOPMALMK, HEOOXOIMMBIX IS
NpEIOCTABNIEHAsT ~ TOCYJapCTBEHHON  yCIOyrd, W  yKasaHue Ha  PEKBHU3HTEI
COOTBETCTBYIONIMX HOPMATHBHBIX MPAaBOBBIX akToB Poccuiickon ®eepanuy;

5) cBeneHMs, HEOOXOAUMBIE IS IPEACTAaBICHU UHGOPMAlMH, YCTaHOBICHHBIE
HACTOSIIUM AIMUHHCTPATHBHBIM PErJIaMeHTOM, a TaKKe CBEACHUS, MPEJCTABICHHBIC
3asBUTEIIEM;

6) ajipec AJIs HampaBJIeHHUs OTBETa Ha MEXBEJIOMCTBEHHBIH 3a11poc;

7) dbamMmnus, UMs, OTYECTBO (IOCIHEAHEe — IPU HAIMYUH) M JOJDKHOCTE JIUIA,
TIOATOTOBMBIIETO0 M HAMpPaBUBIIEr0 MEXBEIOMCTBEHHBIM 3aIpoc, a Takke HOMeEp
ciyxe6Horo TenedoHa u (MIK) apec 3JIEKTPOHHOM IOYThI JAHHOTO JIUIA AJIs CBA3H,;

8) mara HampaBlIeHHUS MEXBEJOMCTBEHHOIO 3aIIpoca.

HpI/IHSITI/Ie pelIcHus O BbIAaU€ pa3spelIcHUA Ha IIPOBECACHUC KIMHHUYCCKOTO
HUCClIeA0BaHUA U 00 oTKa3e B BbIJa4€ pa3peUICHHA HAa [IPOBEACHNE KIIMHHYCCKOT'O
HCCICAO0BaHUA

54. AnmuHKcTpaTUBHas npornenypa «IIpuHaTre pemeHus o Bhiaade pa3pelieHus
Ha MPOBEJEeHNE KIMHUIECKOTo UCCIe0BaHus UK 00 OTKa3e B BBIAAYUC Pa3pellleHus Ha
TpoBeJIeHHe KIMHAYECKOTO UCCIEN0BaHUs» OCYIIECTBIAETCS B COOTBETCTBUH C OJIOK-
cxeMoil cornacHo mpuioxxeHuio Ne 4 xk AIMUHUCTPATUBHOMY PerjIaMeHTy.

55. IIpy MOCTYIUIEHHNH 3aKJIF0YEHHH SKCIIEPTHOTO YUPEXKISHHUS U COBETA 10 3THKE
0 pe3yJIbTaTaM dKCHepPTU3bl JOKYMEHTOB JUIS IIOJIyUYeHHUs pa3pellieHus Ha NPOBECHHIE
KITMHIHYECKOTO0 HCCIENOBaHus, B CPOK, He MpeBbimaronmii 3 (Tpex) paboumx IHEH
OTBETCTBEHHBIN UCIIOIHUTEND: ,

1) ocymiecTBiseT OLEHKY NOCTYNHBIUMX 3aKIIOYEHUH IS ONpeleNeHH HX
COOTBETCTBHS 3aJaHUIM MUHHUCTEPCTBA HAa MPOBECHHE COOTBETCTBYIOMIMX SKCIIEPTHU3;

2) TOTOBHUT MPOEKT pa3pellieHus Ha NpOoBeAeHNe KIHHHIECKOro UCCIIeIOBaHHs B
ciydae nonydeHus ot CoBera HO 3THKE M 3KCNIEPTHOTO YUYPEXKIEHHUS ‘3aKITIOYEHAH O
BO3MOXKHOCTH MPOBEJIEHUS KIMHUYECKOI0 HCCIIETOBaHNS,;

3) roTOBHT TPOEKT pemleHus o0 OTKa3e B BblJa4e paspeileHHs Ha MPOBEICHHUE
KIMHUYECKOTO HMCClIeOBaHMs B Cilydae MolydeHHs 3akimodeHus CopeTa IO ITHKE U
(unM) 3aKIIOYEHHs OKCIEPTHOTO YUYPEXIECHHsS 3aKIOUeHUd O HEBO3MOXHOCTH
MpOBeIeHNUs KIMHUYECKOTO UCCIIE0BaHs,

56. IIpoekT paspelieHUss Ha [POBEJEHHE KIUHUYECKOTO HCCICAOBaHMA,
IpelyCMOTPEHHEBIA [OAMYHKTOM 2 MNyHKTa 55 AJIMUHHCTPaTHMBHOIO pETJIaMEHTa,
odopmiseTcs Ha GnaHKe, SBISIOIEMCS 3alIUIIEHHON Hoiurpaduueckoil mpoayKuuer
CO CTENEHBIO 3aIIUTH YPOoBHA «B», U CONEPXKUT ClIeXyIOIHe CBEACHU:

1) naty BeIJa4M paspelieHUS ¥ €ro HOMep;

2) HAaUMEHOBaHWEe ¥ aapec OpraHU3allM{, OCYLIECTBIAIOUIEH OpraHH3aluio
IpOBeIeHHs KIIMHUYECKOTr0 MCCIIeJOBAaHMS JIEKapCTBEHHOI'O MIpEerapara,
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3) Ha¥MEHOBaHHE IOPHUIMYECKOr0 JIMIA, IIPUBJIEYEHHOTO pa3paboTUMKOM
JIEKapCTBEHHOr'0 TperapaTa K OpraHU3alyy IPOBEAECHH KIHHUYSCKOTO UCCIe0BaHMs
(TIpu HAJTUYHN);

4) HaMMEHOBaHWE JIEKAPCTBEHHOIO Mpernapara, ¢ YKa3aHMeM JIEKapCTBEHHOM
($OpPMBI U IO3UPOBKH;

5) HauMeHOBaHHUE MPOTOKOJIa KIMHHYECKOTO UCCIIETOBAHUS,

6) 1eNb KIMHAYEeCKOTO UCCIIEJOBAHNS,

7) nepedeHs MEIVULIUHCKAX OpTaHU3ALUM C yKa3aHHEM HX aJ[PECOB, B KOTOPBIX
OyzeT IpOBOJUTHCS KIMHUYIECKOE HCCIIEIOBAHNE,

8) CpOKH MpoBeIeHNs KITMHUYECKOT0 UCCIIEOBAHUS,

9) KOJMYECTBO TAIMEHTOB, IPUHMMAIOIIMX YYaCTHE B KIMHHYECKOM
HCCIIEJOBAaHUM.

ITpoekT pa3pellieHusl COTIACOBBIBAETCA HAYaJIbHUKOM OT/EIa W [OJMUCHIBACTCS
JaMpeKTopoM JlemapTaMeHTa B TedeHue 5 (IATH) paboumx JHEH CO JHS MOCTYIUIeHHs B
JlemapTaMeHT 3aKIIOYEeHHH 10 pe3yNbTaraM IPOBEJEHHBIX 3KCIEPTH3 IKCHCPTHBIM
yupexaeHreM 1 CoBETOM II0 3THKE.

B cmyuae yroyHeHus (M3MEHEHHUS) TMPH IIPOBEACHUM  KIHHUYECKOTO
YCCIIeIOBaHNs JTAaHHEBIX, COJEPXKAIUXCA B pa3pelIeHUH Ha NPOBEJIcHUE KIMHHYECKOTO
UccienoBanus, MUHHUCTEPCTBO HA OCHOBAaHHMH OOpallleHNs 3asBUTENS B MMCbMEHHOM U
3IEKTPOHHOM (hopMe TPy HATMYMH MOTHUBUPOBAHHOIO OOOCHOBaHHA M JOKYMEHTOB,
HOATBEPKAAIOMIMX HEOOXOAMMOCTh YTOYHEHHS JaHHBIX BHOCHT HW3MEHEHUS B
paspellleHHe Ha MNpOBEJEHHWE KIHHUYECKOTO HCCIENOBAHMS, O 4eM HH(OpMuUpyer
3asBUTENs B IIMCHbMEHHOH (3NIEKTpOHHOW) ¢opMe B CPOK HE IPEBHIIAOIIMUIA
30 (Tpuanary) pabouux qHEH ¢ JaThl IOCTYIUIEHHs O0paIleHUs 3aABUTE]IS.

57. Ilpoektr pemeHuss 00 OTKasze B BBIJAYE pPaspelIeHUs Ha MpPOBEICHUE
KIMHUYECKOTO MCCIEJOBaHMsl MPEAYCMOTPEHHBIH MOANYHKTOM 3 MyHKTa 52
AIMHUHHCTPaTHBHOIO perjiaMeHTa, 0(hOopMIIieTCs B IHCBMEHHOM U (MIIM) 3JIEKTPOHHOM
BUIE, COINACOBLIBAETCS HAYallbHUKOM OTAeNa W IOJAIHMCBEIBAETCS IHPEKTOPOM
JlemapraMenTa Tedenue 5 (TMATH) pabounx JHel co JHS NOCTYILIEHH B MHUHUCTepCTBO
3aKIIOYEHHH TI0 pe3yJibTaTaM IPOBEJCHHBIX SKCIIEPTH3.

OTBeTCTBEHHBI HCHONHUTENL B TeueHwe 1 (omHoro) paboyero AHsA €O OHA
MOJANUCAHUS JOKYMEHTOB, YKAa3aHHBIX B TNOOUyHKTaXx 2, 3 mOyHKTa 35
AJMUHHUCTPATUBHOTO pernameHTa Bpy4aer (HampaBIsieT) 3asIBUTEIIO
(yIIOJITHOMOYEHHOMY MPEACTAaBUTENIO 3asBUTEN) paspelleHue Ha TpoBeIeHHe
KIMHAYECKOTO MCCIENOBaHUSA WM pelieHrue o0 OTKase B BBIAAYE paspelleHHs Ha
IpOBefieHHEe KIMHUIECKOT0 UCCIIEJOBAaHMS C YKa3aHHEM IIPHYHH OTKa3a.

58. JIOKYMeHTHI, IIpeACTaBlIeHHble 3asABUTEIAMH, HE3aBUCHMMO OT TOTO,
IpeNOCTABICHO 3asBUTENIO pa3pelleHHe Ha MIPOBEACHHUE KIMHMYSCKOTO HCCIEA0BaHMA
WIA OTKa3aHO B BhBIJi@u€ YKa3aHHOTO paspelleHHs, IOAJeXaT XpaHEeHWIo B
MuHHCTEpCTBE B MOpPSAKE, YCTAaHOBIEHHOM 3aKOHOAATelbCTBOM Poccuiickoi
@enepauuy.
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PaccMOTpeHHMe 3asBJIEHHS U IPUHATHE PELIeHNs O BblJade AyO/HKaTa paspelleHus Ha
TIpOBeJieHNE KIMHUYECKOTO HCCIIET0BAaHUS

59. AnmunKcTpaTHBHas mnpoueaypa «PaccMoTpeHue 3asBICHHA U TPHHATHE
pelleHHs O Bbyiaue AyONMKara paspelleHHs Ha IPOBEHACHWE KIMHUYECKOTO
WCCIENOBAHUSA» OCYLIECTBIIIETCS B COOTBETCTBHM C OJIOK-CXEMOM  COIJIaCcHO
npuioxeHuro Ne 5 Kk AIMMHHACTPaTHBHOMY PETIAMEHTY.

60. 3asBienne o BeIaue OyOJuKaTa pa3pelleHrs Ha NPOBEICHUE KIMHUYECKOTO
ACCIIEN0BAHMA, IPEACTaBICHHOE 3asBUTeNeM B MUHUCTEPCTBO, PETUCTPUPYETCS B IEHB
NocTyIieHus B JlemapTaMeHT ympaBieHUs JellaMd M KaapoB MuHHCTEpCTBA U
HanpasIsIeTcs B OTAEN.

61. Hauaneuuk otnena B TeueHue 1 (ogHoro) pabodero AHA C JaThl perUCTpaliuu
IOCTYIHBIIEr0 B MHHHCTEPCTBO 3asBICHUS O Bblgade AyOnmkara paspelieHHs Ha
IpOBEIEHNE KIMHAYECKOTO HCCIIeNOBaHUs Ha3HAYaeT M3 YHMCJIa COTPYAHHKOB OTIeNa
OTBETCTBEHHOT'O MCIIOJIHUTEINS [0 PACCMOTPEHHIO YKa3aHHOTO 3asBIICHU.
damunus, UM ¥ 0TYeCTBO (TOCIeHee — PU HaTMYUK) OTBETCTBEHHOI'O MCIIOJIHUTEIS,
‘ero TeaeoH COOBIIAIOTCA 3aIBUTEINIO 110 €r0 MHCHEMEHHOMY I YCTHOMY OOpalleHHUIO.

62. OTBEeTCTBEHHBINM MCIONHHUTENL B TedeHWe 5 (msaTd) pabouux AHEH ¢ AaThl
Ha3HA4YEHHUA OCYLIECTBIISIET MPOBEPKY CBEJCHUM, COAEPIKAIUXCS B 3asABICHUH C LIETBIO
OTIpeieNIeHHs HX JIOCTOBEPHOCTH.

ITo pesynabpraraM TpPOBEPKH TMPEACTABICHHBIX JOKYMEHTOB OTBETCTBEHHBIN
UCTIONHHUTEND B TeueHue 1 (omHoro) pabodero AHS OTOBUT AyOJMKaT pa3pelIeHHs Ha
NpOBENEHHE KIMHUYECKOTO HCCIEINOBAaHUSA, C OTMETKOH «HyONHMKaT», KOTOPBIM
odopmiseTcs Ha GiaHke, SBISIOMEMCS 3allUIIEHHOH momurpa@uyecKod mpomayKiuei
CO CTEIEHBIO 3alIUTH YPOBHS «B».

Jlybnukat paspelieHHs Ha [pOBeJleHHE KIMHWYECKOTO  MCCIIENOBaHMs
COTIACOBBIBAETCS HAYAJIBLHHKOM OT/Iejia U MOIIHMCHIBaeTCs AupekTopoM JlemaprameHTa
B TeyeHHe 2 (AByX) pabouux AHEM.

OTBeTCTBEHHEIM HCIOTHUTENS B TedeHHe 1 (ogHoro) pabodero QHA co JOHA
HOAMUCAaHNs IyOaMKaTa paspenieHus Ha IIPOBefieHHEe KIMHMYECKOrO HCCIIENO0BaHUA
BpyYaeT (HaIpaBsieT) ero 3asBUTENIO (YIOTHOMOYEHHOMY IIPECTABUTENIO 3asBUTENS).

IV. ®opmbl KOHTPOJISI 32 HCHOJHEHHEM AJIMHHHCTPATHBHOIO perjiaMeHTa

ITopsmoK OCYIECTBIEHHS TEKYIIEro KOHTPOIIA 3a COOIIOIeHUEM
H UCTIOJIHEHAEM OTBETCTBEHHBIMU JOJDKHOCTHRIMH JTHLIAMU TOJI0KEHUM
AJIMHHHCTPaTHBHOTO PErJIaMEHTA ¥ HHBIX HOPMAaTHBHBIX IIPAaBOBLIX aKTOB,
yCTaHABITUBAIOUIMX TPpeOOBaHUA K NPEIOCTaBICHHIO TOCYAaPCTBEHHOMN YCIIyTH,
a TakKe MPUHIATUEM UMHU PellIeHUH

63. Texymmuii KOHTpPOJNb 332 COOMIOJEHMEM H HCIOJHEHHEM OTBETCTBEHHBIMU
JOJDKHOCTHBIMH JTHIIaMA MHHKCTEPCTBA MOJI0XKEHUH AMUHHCTPAaTUBHOTO PETIAMEHTa
M MHBIX HOPMATHBHBIX MIPaBOBBIX aKTOB, YCTaHAaBIHMBAIOIIUX TpebOBaHMA K
TIPEIOCTABIEHHUIO TOCYIaPCTBEHHOR YCIIYTH, a TakKe IPUHATHEM MMHU pelleHHH (nanee
— TeKyIIi KOHTPOJE), OCYIIECTBISAETCSA IIOCTOSHHO.
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64. Texymmi  KOHTpPOJb  OCYWIECTBIAETCA  JOJDKHOCTHBIMH  JIMIAMU
MuHKCTEPCTBa, OTBETCTBEHHBIMH 33 OpPraHH3aIMI0 pabOThl IO MPETOCTABICHHUIO
rOCYJapCTBEHHOM YCIIyrH, B IpoIiecce MpeJOCTaBIECHHsl T'OCYIapCTBEHHOW YCIYTH B
COOTBETCTBHM C YCTAaHOBJICHHBIMH AIMHHHCTPATHBHBIM PErJIaMEHTOM COJCpKaHHEM
JICCTBUIA M CPOKaMHU UX OCYIIECTBIICHUA.

Topsinok ¥ MepHOAMYHOCTh OCYIIECTBIICHHUS IIaHOBEIX U
BHEIJIAHOBBIX IIPOBEPOK MOJIHOTHI ¥ Ka4eCTBa NPENOCTaBIEHHS
roCyJapCTBEHHOM YCIIyTH, B TOM YHCIIe IOPSAOK M (OPMBI KOHTPOJIA 32
IIOJIHOTOM M Ka4eCTBOM IIPeOCTaBIIEHUS TOCyAApCTBEHHON YCIIyTH

65. KoHTpons MONHOTHI M KavyecTBa NpPEeAOCTaBIECHUS T'OCYJapCTBEHHOW YCIyrd
OCYILECTBIISETCS IyTeM MpPOBEAEHUS MOIDKHOCTHBIMU JMllaMM  MuHHCTEpCTBa
IIPOBEPOK COOMIONEHHS M MCIOJIHEHHS OTBETCTBEHHBIMH OOJDKHOCTHBIMU JIMLIAMH
MunncrepcTBa MHOJOXKEHUH HacTosmero AIMUHMCTPATHBHOIO perjlaMeHTa, WHBIX
HOPMAaTHBHBIX NpPaBOBBIX akToB Poccuiickoii @enmepanuu, YCTaHABIMBAIOIIUX
TpeOoBaHMS K NPEIOCTABICHHIO I'OCY IaPCTBEHHOM YCIIyTH.

66. B MununctepcTBe IpOBOAATCA IIJIAHOBBIE M BHEIUIAHOBBIE IIPOBEPKH TOTHOTHI
¥ KauyeCTBa UCITOJIHEHUS] TOCYJapCTBEHHOM YCIIyTH.

IIpn mpoBeneHHH IIAHOBOW INPOBEPKH MOTYT PacCMATPUBATBhCS BCE BOIPOCHI,
CBA3aHHBIE C MCIIOJHEHHMEM IOCYIApPCTBEHHOM yCIyrH (KOMIUIEKCHbIE IPOBEPKH), MM
BOIPOCHI, CBS3aHHBIE C MICIIOJHEHHWEM TOW MM MHOM aJIMMHHCTPATHBHOHN MPOLETYPhI
(TeMaTHYECKHE TPOBEPKH).

67. BHennaHoBEIE IPOBEPKH MIPOBOAATCS [0 KOHKPETHOMY 0OpalleH o (Xkanobe)
rpaxkiiad WK IOpUANYECKUX JIULL.

[leproAUYHOCTE  OCYNIECTBJICHHS IUIAHOBBIX IIPOBEPOK  yCTAHABIHMBACTCS
MHHUCTEPCTBOM.

ITnaHoBBIE ¥ BHEIUIAHOBBIE MPOBEPKH IPOBOLATCA HA OCHOBAaHHHU ITPHKA30B
MunucTtepcTBa. ,

68. Ilo pesyapTaraM KOHTpPOJA TMOJHOTBI M KadecTBa MPENOCTABICHHUS
roCyJapCTBEHHOW YCIyrW, B Cllydae BBISBICHUS HapyIICHMH INpaB 3asBUTEIEH,
BAHOBHBIE JIMIA TMPHUBJICKAIOTCS K  OTBETCTBEHHOCTH B  COOTBETCTBUH C
3aKoHOaTeNsCcTBOM Poccuiickoit @enepaiyu.

OTBETCTBEHHOCTH JOJDKHOCTHBIX JIUL MUHHUCTEPCTBA 3a pELICHUS
U geiicTus (6e3elcTBUE), MPUHIUMaeMBbIe (OCYIIEeCTBIISIEMBIE)
HMH B XOJie NIPeJJOCTaBIEHNs IOCy 1apCTBEHHON YCIyTH

69. IlepcoHanbHas OTBETCTBEHHOCTb JMOIDKHOCTHBIX JHI[ MHHHCTEpCTBA
3aKperuiseTcss B WX JO/DKHOCTHBIX pPErllaMEHTaX B COOTBETCTBHU C TpeOOBaHUIMH
3aKoHo arennscTBa Poccuiickoit @enepanuu.

70. VcnonHuTeNnb, OTBETCTBEHHBIA 3a OCYIIECTBJIICHUE aIMHUHHMCTPAaTHMBHOMN
npoueaypbl AIMUHUCTPATUBHOIO PErlIaMEHTa, HECET MEPCOHANBHYIO OTBETCTBCHHOCTh
3a:

1) cooTBeTCTBHE PE3YIBTATOB PAaCCMOTPEHHMS JOKYMEHTOB, IIPeJICTaBICHHBIX
3asBUTENAMH, TpeOOBaHMAM 3aKoHOJaTenbcTBa Poccuiickoit denepanm,
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2) cobuiro/IcHrEe CPOKOB U MOPs/IKa IpHeMa JIOKYMEHTOB;

3) cobmo/ileHe CPOKOB M IMOPSAAKAa BBIOAYH paspellileHWs Ha IIPOBEICHHE
KIMHUYECKOr0 HMCCIICHOBaHUSA WM yBeIOMJIeHHS 00 OTKa3e B BbIIAa4ye pa3pellleHus Ha
[IpOBeJICHAE KIMHINYECKOI0 HCCIIEAOBaHM.

71. JloipKHOCTHEIE Jila MHUHHCTEpCTBa HAJEAIOTCAd 00A3aHHOCTAMHU IO
OCYILIECTBJIEHHIO KOHTPOJIS 32 MCIIOJIHEHHEM AJMUHUCTPATUBHOIO PErIaMEHTa aKTaMu
MuHuCcTEPCTBA.

[TonoxeHus, XapakTepH3yrolue TpeOGoBaHHS K NOPSAAKY U Gpopmam
KOHTPOJIA 32 NPeIOCTaBICHUEM IroCyJapCTBEHHON YCIIyTH,
B TOM YHCJIE CO CTOPOHBI IPaXKAaH, X 00beJUHEHNH U OpraHU3alii

72. I'paxnane, wx oOBeJUHEHUS U OPraHW3ALMH BIPaBe KOHTPOJIHMPOBATH
IpENOCTaBIeHHe TOCYNApCTBEHHOW YCHyrM IIyTeM IIOJdydYeHHs HMH(QOpPMAIUH IO
TeneoHy, 110 MHUCHMEHHBIM OOpAIIEHHUSIM, TI0 3JIEKTPOHHOM I10YTe, HA OQHIHATEHOM
caiite MunucTepcTBa U yepe3 Enunbiil moprai.

73. 3agBUTENM MOTYT IIPUHHMATE y4acTHe B 3JIEKTPOHHBIX OIpocax, GopyMmax H
AQHKETMPOBaHHU IO BOIPOCaM YJOBICTBOPEHHOCTH IIOJHOTOM M  KayeCTBOM
IpeIOCTABJIEHHS TOCYAapCTBEHHON YCIYI'H, COONIONEHUS MOJDKHOCTHBIMHU JIMIIAMH
MHMHHCTEPCTBA CPOKOB M IOCIEIOBATENILHOCTH aAMHHUCTPATUBHBIX IPOLELYD,
yCTaHOBJIEHHBIX AZIMUHUCTPATUBHBEIM PETIAMEHTOM.

V. Jocyneonblii (BHecyaeOHBIH) MOPSAAOK 00:Ka/10BaHUSA
pemeHuii u AeiicTBuii (6e3aefictBusi) MHHHCTEPCTBA, IPEAOCTABJISIOLIETO
rocyAapcTBEHHYIO YCJIYIY, a TAK:Ke €€ JOI2KHOCTHBIX JIHIX

HudopMalius 1 3asBUTEIS O €ro NIpaBe NoJATh 5Kajlo0y Ha pelleHue
u (wn) nevicteue (6e3meiicTBUE) (heiepaTbHOIO OpraHa UCIOIHHTEIBHON BIACTH
1 (MIM) ero JOJDKHOCTHBIX JIUII, (pefiepalIbHBIX FOCY IapCTBEHHBIX CIIyXKallHX,

74. 3asgBuUTEns MMEET MPAaBO IMOJATh JKAJoOy Ha pelieHde U (WUIU) JEHCTBHE
(6esmeitctBe) MunucTepcTBa M (MIM) HX JOIDKHOCTHBIX JIMIl, IIPHHATOE W
OCYIIECTBIIEMOE B XOJI€ IIPEIOCTaBIECHUs rOCYAapCTBEHHOM yCIyTH (fanee — xanoba)
B JOCYAeOHOM IMOPSJIKE.

75. 3agBHUTENE MOXKET OOpAaTHUTBCA C kanoboil B TOM 4YHCIE B CIEAYIOLIHX
ClTydasx:

1) HapyIIleHHe cpoka perucTpaldH 3aIpoca 3asBUTENs O IPeJOCTaBICHHU
rOCyJIapCTBEHHOM YCIIyTH;

2) HapyIleHre CPOKa MpPeI0CTaBIeHHs FOCYAapCTBEHHOM YCIIyTH,

3) TpeGoBanue y 3asABUTENS TOKYMEHTOB, HE IPeyCMOTPEHHEIX HOPMATHBHBIMH
NpaBoOBEIMH akTaMu Poccuiickoit Pemepauu i MPEAOCTaBIEHHS OCYAapCTBEHHOM
YCITyTH;

4) oTKa3 B mnpHeMe Yy 3adBUTENS JIOKYMEHTOB, IPEJOCTaBIEHHE KOTOPBIX
IIpeJyCMOTPEHO HOPMATHBHBIMU IIPaBOBBIMHM akTaMu Poccuiickoit ®enepaumu [Uis
IPEIOCTaBICHUS rOCyIapCTBEHHOMN YCIIyTH;
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5) oTka3 B MpenoCTaBlIEHUU TOCYNAPCTBEHHOM YCIYTH, €CIM OCHOBaHHUSA OTKa3a
He MpeaycMOTpeHbl (QeleparibHBIMA 3aKOHAMHU U IPHUHATEIMH B COOTBETCTBHHM C HAMH
MHBIMH HOPMaTHUBHBIMY MPpaBoBbIMH akTaMu Poccuiickoil @exnepanuu;

6) 3aTpeboBaHNe C 3asABUTENS NPH IIPEJOCTaBICHUH [OCYJAapCTBEHHOM YCIIyTH
IUIaTBl, HE MPEAyCMOTPEHHOW HOPMAaTUBHBIMH IIpaBOBBIMH akTamu Poccuiickoit
Oenepauuu;

7) oTka3 MHHHCTEPCTBA B WCIPABJICHUH JOIYIIEHHBIX OINEYaTOK M OLIMOOK B
BBIIAHHBIX B pE3YJIbTATe MPEHOCTABIEHHS TOCYJAPCTBEHHON yCIyrd A0KyMeHTaX Tu0o
HapyIIeHUEe YCTaHOBJIEHHOT'0 CPOKa TAKUX UCIPABIICHUM.

ITpenmer >xano0sl

76. IlpeameroMm XanoOwl SBIAIOTCH pemeHus Hu jAedcTBus (6esmeicTue)
MMUHHCTEPCTBA, IPEIOCTABISIONIET0 IOCYyJApCTBEHHYIO YCIYTY, €€ JOKHOCTHBIX JIMIL,
IpHHSATEIE (OCYIIECTBIIEMbIE) UMH B X0JIe IIPEAOCTaBICHUsS TOCYAaPCTBEHHOM yCIIyTH B
COOTBETCTBHH C HACTOSAIIUM AJIMWHHUCTPATUBHEIM PETJIaMEHTOM, KOTOPBIE, IT0 MHEHHUIO
3asBUTEJNS, HAPYIIAIOT €ro IpaBa U 3aKOHHBIE HHTEPECHI.

OpraHbl ToCyIapCTBEHHOH BIACTH U YIIOJTHOMOYEHHBIE
Ha PacCMOTPEHHME JKaT00BI JOJDKHOCTHBIE JIMIIA, KOTOPHIM MOJXET OBITh
HalpaBJjieHa xanoba

77. B cnydae oGxanoBaHus AeicTBuid (0Oe3[eiiCTBUI) HOIKHOCTHOTO JIHIA

CTPYKTYpHOTO  ToApasfelieHdss MUHUCTepCTBa, Kajoba IoJaeTcs Ha MM
PYKOBOAMTEIS COOTBETCTBYIOILETO CTPYKTYPHOTO IIoApa3AeieH!uss MUHHCTEPCTBA.
B cay4yae oGxamoBaHus JeiicTBuil (Oe3melCTBUI) PyKOBOOUTENS CTPYKTYPHOIO
nojpaseieHiuss MHUHUCTepPCTBa, )kajnoba IMojaeTcss Ha UM 3aMecTHTels MuHucTpa
3apaBooxpaHeHuss Poccuiickoii ®epepanuy, KypUpYIOLIETO JaHHOE CTPYKTypHOE
nojipasjieJieHie B COOTBETCTBHU C paclpelielieHHeM O00S3aHHOCTEH, YCTaHOBIIEHHBIM
npuka3zoM MuHHCTepCTBa.

XKanoba Ha netictBus (Oe3melicTBUsI) 3aMecTUTENs] MUHUCTPA 34paBOOXpaHEHHUS
Poccuiickoit denepanuu nmomgaercs Ha uMs MuHucTpa 3apaBooxpaneHus Poccuiickoi
®denepanun. ‘

IopsAnok moja4u ¥ pacCMOTPEHUS XKa0OBI

78. B mocyneGHOM mopsiKe 3asBHTEH UMEIOT NPaBO OOpaTHThCA C )Kaloboil B
IMCHMEHHOM QopMe MO TmoyTe, C KCHONB30BaHHEM O(QHIMANBHOIO CalTa
MumnrucrepcrBa, depe3 EQuHBIN mopTan, a Takxke jkanoba MOXeT OBITh IPHHATA IIPH
JIUYHOM TIpHEeMe 3asBUTES.

79. Tlpuem >xano® B mUcbMeHHOH (opMe ocymecTBisieTcss MHHUCTEPCTBOM B
MeCTe IIPeI0CTaBIeH! TOCyIapCTBEHHOMN yCIIyTH.

Bpems mnpuema kaimo® JOJDKHO COBMNAZaTh CO BPEMEHEM  IPEOCTaBICHHS
rOCyIapCTBEHHBIX YCIIYT.

B cinyuae momaum >kamoObl TpH JUYHOM IpHeMe 3asBUTENb IIPEJCTaBIAET
JOKYMEHT, yJOCTOBEPSIOUIMH €ero JMYHOCTh B COOTBETCTBUM C 3aKOHOJATEIBCTBOM
Poccuiickoit ®enepanyu. B cinydae ecnu xanoba momaercss 4epes3 NPEACTaBUTENS
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3a9BUTENS, TAKKe IpPEACTaBiseTcs NOKYMEHT, MOATBEPXKIAIOIIUA ITOJHOMOYHMS Ha
OCyIIeCTBIIEHUE AEHCTBUNA OT HMEHH 3adBUTE]IS.

80. Xanoba nomKHa comepiKaTh:

1) HaMeHOBaHHE OpraHa, IPeJOCTAaBIAIONIET0 TroCyJapCTBEHHYIO YCIYTY,
CBEJIeHHs O JOJDKHOCTHOM JjiMie MUHHCTEpCTBa, pelleHus U AedicTBus (6esneiicTere)
KOTOPOI'0 00KaIyloTCs;

2) hamMuIMIO, UM, OTYeCTBO (TOcieqHee — IpPH HaIW4MH), CBEICHUS O MECTe
)KUTENbCTBA 3a9BUTENS — QU3MIECKOro JIHIa MO0 HaUMEHOBaHHE, CBEEHHS O MECTE
HAXO0XEHMS 3asABUTENA — IOPUAMIECKOTO JIMIA, a Takke HoMep (HoMepa) KOHTaKTHOTO
TenedoHa, aapec (aapeca) 3JeKTPOHHON MOYTH! (P HAIMYMHK) ¥ TOYTOBLIH aapec, 10
KOTOPBIM JIOJDKEH OBITH HalpaBiIeH OTBET 3asBUTEIIO;

3) ceemenus 00 oOOXamyeMBIX pellleHHsX u JelcTBUiIX (Oe3nelcTBHM)
MuHUCTEpCTBa, JOKHOCTHOr O Tuia MUHHCTEpCTBa;

4) noBOABI, HA OCHOBAaHMHM KOTOPBIX 3asBUTENb HE COINACEH C pelleHHEM H
neiicTBueM (Oe3aeiicTBeM) MUHUCTEPCTBA, JOKHOCTHOTO IHIa MuHHCTEpCTRA.

81. 3asBuTeneM Moryr OBITH MpPEICTaBIEHBl [IOKYMEHTHl (IpH HAalH4MH),
NOATBEPXKIAIOIINE JOBOIBI 3asIBUTENS, JINOO UX KOIHH.

82. Ilpn mopmade XanoOB B MHUCbMeHHOH (opMe MM (GopMe 3IEKTPOHHOrO
JIOKYMEHTa JOKYMEHT, yAOCTOBEPIONIHI TUIHOCTD 3asdBUTENs, He TpebyeTcs.

83. XKanoba momnexuT o0S3aTeNBHOM perucTpalvy B TedeHue 3 (Tpex) padbouux
IHEH ¢ JaThl HOCTYIIeHHs! B MUHHCTEPCTBO.

Cpoku paccMOTpeHHs Kanoobl

84. IIpu oGpalleHnr 3asBUTENEH ¢ )Kano6ol B MHCbMEHHOR dopMe UM B popMe
3JIEKTPOHHOTO JIOKYMEHTa, CpOK €€ pacCMOTPEHHs He JOJDKEH MPEBHIATh
15 (uaTHamnark) paboudx AHe# cO AHS ee pericTpallid, a B Clly4ae 00XalOBaHHSA
0TKa3a MHUHHCTepCTBa B IpHeMe IOKYMEHTOB Y 3asBUTeNs JIMOO B HCIPABICHHH
JONYIIEHHBIX ONEeYaTOK M OIMHOOK WM B cilydae OOXKajlloBaHMS HapyLICHHS
YCTaHOBJIEHHOTO CpOKa TaKWX HCNpaBieHUudl — 5 (mATth) pabouux IHEW co THA ee
peructpanuu, eciu IIpaButensctBoM Poccuiickoit @enepauyu He YCTaHOBIEH HHOM
CpOK.

[lepeveHb OCHOBaHMIA JJISl IPHOCTAHOBIIEHHUS PACCMOTPEHHS XKaJIOObI
85. OcHOBaHuUs I IPUOCTAHOBIICHHUS PACCMOTPEHUS Kal00bI OTCYTCTBYIOT.
Pe3ynbTaT paccMOTpeHHs XKall0ObI

86. ITo pe3ynbeTaTaM paccMOTpeHHs *kalo6s MUHHUCTEPCTBO IIPHHUMAET OHO H3
CIEeAYIOLINX pelIeHUN: '

1) ynosieTBopseT xkajao0y, B TOM 49Hcie B (popMe OTMEHBI IPHHATOTO pEIIeHHs,
ACTIPaBJIeHHs OIYINEHHBIX MUHHCTEPCTBOM ONEYaTOK M OWHKOOK B BHIJAHHBIX B
pe3ynbTaTe MpPelOCTaBIEeHUs TOCyJapCTBEHHOW [OKYMEHTaX, BO3BpaTa 3asBUTEINIO
JEHEXHBIX CpPEACTB, B3MMaHHE KOTOPHIX He IIPEeJyCMOTPEHO HOPMATHBHBIMH
npaBoBbIMH akTaMu Poccuiickoit @efepanyy, a Takke B HHBIX opMax;
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2) OTKa3bIBAET B YAOBJIETBOPEHUH KalOOBL.

IMopsinok HHPOPMHUPOBAHHUS 3aABUTENS O pe3ysIbTaTax
paccMOTpeHHs XKao0bl

87. He mosgHee AHA, CIEOYIONIEro 3a JHEM IPHHATHSA pEUICHHS, 3aABUTENIO
HaNpaBIAeTcs MOTHBHUPOBAHHBI OTBET O pe3yNbTaTaX pPacCMOTPEHMS >KaloOBl B
IHMCBMEHHOM (OpME H, 0 JKETaHHIO 3asBUTENS, B 3JIEKTPOHHOMH (opMe.

88. B ciyuae ycTaHOBJIEHHS B XOJle MIIH 10 pe3ysibTaTaM PacCMOTPEHHS KaloObl
NPU3HAKOB COCTaBa aJMUHHCTPAaTHBHOIO NPaBOHAPYIIEHUS WIH IpecTyIUICHHS
HOJDKHOCTHOE JIMLIO, HaJeJeHHOe IIOJHOMOYHAMH II0 PacCMOTPEHHIO Xajoo,
He3aMeUIMTENBHO HalpaBisieT UMEIOLIUecs MaTepUalbl B OpraHbl IPOKYpaTyphL.

IMopsinox o6xanoBaHUs pellleHus 1o Xanobe

89. O6xanoBaHHEe pelleHHs MO >XKano0e OCYIIECTBIIIETCS B COOTBETCTBHH C
NYHKTOM 77 AIMHHHCTPAaTHBHOI'O peryiaMeHTa.

I1paBo 3asBUTENI Ha NOTy4eHUEe HHPOPMALUHU U TOKYMEHTOB,
HEeoOXOMMMBIX JI1 00OCHOBAHHMS M pacCMOTPEHHS KaloObl

90. 3agBuTend HMMEIOT NpaBO OOpaTUTbCI B MHMHHCTEPCTBO 3a MONyYEeHHEM
uHpOpPMAUMH ¥ JOKYMEHTOB, HEOOXONUMBIX Ml OOOCHOBaHUA ¥ PacCMOTPEHUS
XKarmoOBbl.

Croco6bl HHGOPMUPOBaHUA 3asBUTENEH O MOPSAIKE IOIaYH
¥ pacCMOTpPEHH Kano0bl

91. UndpopMHupoBaHUe 3asBUTENEH O MOPAIKE MOJaYH H PACCMOTPEHHs XKaloOHI
OCYIIECTBIISETCA B COOTBETCTBUH C MyHKTOM 3 AJIMUHUCTPATHBHOTO perjiaMeHTa.




MPUJIOXEHME Ne 1
K AIMUHHCTpaTUBHOMY pernamMeHTy MUHHCTEpCTBA
sapaBooxpaHeHus Poccuiickoii @enepanuu
10 MpeJOCTaBICHUIO roCy AapCTBEHHOM yCIyrH
TI0 BblIaue pa3pelieHHs Ha NPOBeJCHHE KITMHUYECKOTO
HCCIIeA0BaHU JIEKapCTBEHHOI O Tpenapara
JU18 MEJMUIMHCKOTO NIPUMEHEHUs, YTBEPKACHHOMY NMPHKA30M

MuHucTepcTBa 3apaBooxpaHenus Poccuiickoil @enepanuu
ord »%@L 20 //r. NQW//

®opma

B MunucTepcTBO 31paBOOXpaHEHHs
Poccuiickoit @enepaunu

3asBiieHHE
0 BbIZaue paspelleHns Ha MpoBelleHre KIMHNYECKOTrO HCClIeIOBaHuUs JIEKAPCTBEHHOTO
npenapara JUisi MEAUIUHCKOTO IPUMEHEHH

oT

(yKa3biBaeTcs MONHOE M COKpallleHHOe (TIPU HAJIMYHMK) HAUMEHOBaHUE 3asBUTEIA, a[Pec MECTa HAXOXKACHHUS)

HpOHIy paspe€lInTh NPOBEACHHE KIIHHUYCCKOI0 HCCICIOBAHUA
(KJTHHI/I‘IeCKOC HCCIIEQOBAaHNEC, MCXKAYHAPOJHOC MHOTOLICHTPOBOC KIIMHUYIECKOEC

HccleqoBaHue, IOCTPErHCTPAlMOHHOE KIMHUYECKOE HCCIIeIOBaHNE)
(HyXHOE TTOTYepKHYTh)

JIEKapCTBCHHOI'O nIpenapara Ayl MEAUIIHHCKOIO0 MPUMCHEHUA

(y1(a3I>IBaCTC5I HauMMeHOBaHUE HCCIeAYyEMOro JIEKApCTBCHHOIO Mpenapara 1jid MCAUIHHCKOro NpUMEHEHN!, B TOM
qHclIe MEXIYHapOAHOE€ HCTIAaTCHTOBAHHOEC HAUMEHOBAHUE, TOPTOBOL, l'IpOCKTHOG)

B JIEKApCTBEHHON (popMe B JO3HPOBKE

(yKasbiBaeTcs JlekapcTBeHHas GopMa 1 I03UpOBKa HCCIIEAYEMOro IeKapCTBEHHOTO NpenapaTa Ul MeIUIUHCKOTO
TIpEMEeHEHMT)

OpraHu3ailysi, OCYIIECTBIIMIONIas Oprann3annio NpoBEACHNUA KIMHUICCKOTO
HCCICA0BaHUA JICKAPCTBCHHOI'O Mperapara A1 MEAUIIHHCKOI0 IPUMEHCHUA

(yka3biBaeTcs TOJHOE M COKPAIUEHHOE (IIpH HaJIMYMH) HANMEHOBAaHHE FOPHIMYECKOro JIMUA, OPraHU3aLMOHHO-IPaBOBAs
(opMa, aipec MecTa HaXOXJICHUS)

IOpUIMYECKOE JINLO, MPUBJIEYeHHOE K OpraHM3alliy IPOBEICHHS KIMHAYECKOrO
MCCIIEOBaHMU JIEKApPCTBEHHOr 0 Mpemnapara Jiis MEAUIIMHCKOro IpUMeHeHH s (TIpH
HaJIYHH )

(yKasbiBaeTCs MOJTHOE U COKpallleHHoe (TIPH HAJTMYMH) HaHMEHOBAHME FOPUIMYECKOTO JIMIA, €r0 OPraHH3aloHHO-
npaBoBast popma, apec MecTa HaXOXIeHUs)



MMPOU3BOAUTEIIb JICKAPCTBEHHOI'O IIpelapaTa Uil MEAUINHCKOTO IIPUMCHCHHUA

(yKa3bIBaeTcs TOHOE ¥ COKPAIleHHOE (IPH HAIMYHH) HalMEHOBaHHE IOPHAMYECKOTO JIMla, OPraHU3aHOHHO-TIPaBOBas
dopma, axpec MecTa HaXOXKEHHUs)

10 IPOTOKOITY

(y1(a3I>IBaeTCﬂ HOMED H BEpCHs (lTpI/l HaJ'II/I‘II/II/I), HanMMEHOBAHHE, JaTa YTBCPXKJACHUA MPOTOKOIA KITMHHYECKOT O
HcclIeI0BaH/ JIEKAPCTBCHHOIO MpernapaTa A METULIMHCKOTO HpI/IM€HeHPIﬂ)

C IICJIBIO

(YKa3l>IBaeTCSI uenb KTHHUYECKOTo UCCIIEN0BaHUA JICKapCTBCHHOTO NpenapaTa Ul MeJULIMHCKOT O IIpI/IMGHeHI/Iﬂ)

Ha Tepuoj

(YKa3HBaeTCH JaTa HadaJjia ¥ JaTa OKOHYaHUA KITHHUYECKOr 0 UCCIedJOBaHUA JICKAPpCTBCHHOTO NpenapaTta s
MCIULUHCKOIO HpP]MCHeHI/Iﬂ)

C y4aCTUCM MMaoucCHTOB
(yka3piBaeTcs KONMYECTBO NALMCHTOB, NPEATIONAraéMoe K yYacTHIO B KIMHUIECKOM
UcC/eA0BaHNM JIEKAPCTBEHHOrO Npenapata sl MeAULMHCKOTO NIPHMEHEHHs )

B CJICAYIOIINX MEJIHIUHCKUX OpraHu3aluiax

(yKa3I>IBaIOTC$l TMOJTHOE, COKpPALlICHHOS (l'lpI/I HaJ'II/I‘-II/II/I) HaMMCHOBAHHUC U aJIpeC MEIULIMHCKHX opraHmauHiI, B KOTOPBIX
npeanonaraeTcs NpoBeACHUE KIIMHNYECKOr0 HCCIEN0BARMA JIEKAapCTBEHHOTO TIIpeNapaTa i MEIRIIMHCKOro l'IpI/IMCHCHPISI).

3asBIEHNE COCTABIIEHO «__ » 20 1.
HaNMEHOBaHHUE NOIKHOCTH MOAITACE PYKOBOAHUTEIIA HNHHULAJbL, (1)aMI/IJII/Iﬂ
PYKOBOAMTENS OpraHu3alvin- OpraHu3aluu-3aABUTENA PYKOBOAUTENS OpraHu3allun-
3asBUTCIS 3aABHUTECIA
M.IL

KoHrakrHEI# TenedoH
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