Mpuka3 MuH3apasa Poccumn ot 19.01.2018 N 20H
(pen. ot 24.10.2019)
"O6 yTBEpXAEHUN AOMUHUCTPATUBHOIO pernameHTa MMHUCTEPCT...

3apeructpupoBano B Muntocte Poccuu 9 anpens 2018 r. N 50672

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOWU ®EOQEPALINA

NMPUKA3
oT 19 anBaps 2018 r. N 20H

Ob YTBEPXAEHUN AODMUHUCTPATUBHOIO PETTTAMEHTA
MWHUCTEPCTBA 30PABOOXPAHEHNA POCCUUCKOWN ®EOEPALNA
MO NPEQOCTABIEHUIO FOCYOAPCTBEHHOW YCINYIU MO BbIOAYE
PA3PELWUEHUA HA NPOBEAEHUE KITMHUWYECKOIO UCCIIEAOBAHUA

NEKAPCTBEHHOI'O NMPEMNAPATA AlA MEAULUUWHCKOIO NPUMEHEHUA

CIucoK U3MEHSIOUINX TOKYMEHTOB
(8B pen. Ilpukaza Munzapasa Poccun ot 24.10.2019 N 880n)

B coorBerctBUU ¢ DenepanbHbiM 3akoHOM OT 27 utons 2010 r. N 210-®d3 "OO6 opranuzanuu
IIPEIOCTABIIEHUSI TOCYJAapCTBEHHbIX M MyHuUUunanbHbIX yciayr" (CoOpaHue 3aKOHOJATENIbCTBA
Poccuiickoit @enepanun, 2010, N 31, ct. 4179; 2011, N 15, ct. 2038; N 27, ct. 3880; N 29, c1. 4291; N
30, ct. 4587; N 49, ct. 7061; 2012, N 31, c1. 4322; 2013, N 14, c1. 1651; N 27, ct. 3480; N 30, cT. 4084;
N 51, cT. 6679; N 52, c1. 6952, 6961, 7009; 2014, N 26, ct. 3366; N 30, ct. 4264; 2015, N 1, cT. 67, 72;
2015, N 10, ct. 1393; N 29, ct. 4342, 4376; 2016, N 7, cT. 916; N 27, c1. 4293, 4294; 2017, N 1, ct. 12),
nocraHoBieHueM IIpaBurtensctBa Poccuiickoit @enepanun ot 16 mas 2011 r. N 373 "O paszpaboTke u
YTBEPXKJACHUU  aJIMHHUCTPATUBHBIX PETJIAMEHTOB HCIOJHEHMS TOCYJAapCTBEHHBIX (DYHKIUN U
aJIMMHHUCTPATUBHBIX  PErJIAMEHTOB  TpeaocTaBlieHUss  rocyaapctBeHHbIx  ycnyr'  (CoOpanue
3akoHoarenscTBa Poccuiickoit @enepanmu, 2011, N 22, ct. 3169; N 35, ct. 5092; 2012, N 28, ct1. 3908;
N 36, ct. 4903; N 50, ct. 7070; N 52, ct. 7507; 2014, N 5, c1. 506; 2017, N 44, c1. 6523) npuxa3bIBaio:

1. YtBepauTh npunaraeMelii AJIMUHHCTPAaTUBHBIM pErilaMeHT MMHHMCTEPCTBA 3APaBOOXPAHECHUS
Poccuiickoit denepanuu 1Mo IPENOCTABICHUIO TOCYJApCTBEHHOM YCIYTH IO BBbIJAYE pa3pellICHUs Ha
MIPOBEACHUE KIMHUYECKOTO UCCIIEN0BAHMS JIEKAPCTBEHHOTO IIpenapara Jyisi MEAUIIMHCKOIO IPUMEHEHHS.

2. Ilpu3HaTh yTpaTUBIIUMH CUITY:

npuka3 MHUHHCTEPCTBA 3paBOOXPAHEHUS U COLMAIIBHOTO pa3BuThs Poccuiickoin @enepannn ot 26
aBrycta 2010 r. N 7481 "O0 yTBepk/1eHUH MOPSIKA BbIIAYX pa3pelleHns] Ha IPOBeIeHNE KINHUYECKOTO
UCCIIEIOBaHMs JIEKapCTBEHHOrO0 IperapaTta JUisi METUIMHCKOTO TNpuMeHeHHs" (3aperucTpupoBaH
MunucrepctBoM toctuimu Poccuiickoii @eneparuu 31 aBrycra 2010 r., peructparuonssiii N 18317);

npuka3 MuHuncrepcTBa 3apaBooxpanenus Poceuiickon @enepanuu ot 13 mapra 2015 . N 1118 "O
BHECEHUU W3MEHEHMH B MOPSAJOK BBIIAYM Pa3pelEHUs] Ha INPOBENECHUE KIMHUYECKOTO HCCIIECIOBAHMS
JIEKapCTBEHHOI'O Tpernapara A MeIULHUHCKOrO MPUMEHEHUs, YTBEPKICHHbIN NMpuKa3oM MuHHCTEpCTBA
3/paBOOXpAHEHUS U colManbHOro pasButus Poccuiickoit @enepanuu ot 26 asrycra 2010 r. N 748n"
(3apeructpupoBan  MunHCcTepcTBOM foctuniuu  Poccmiickoit  ®eneparuun 20 ampens 2015 1.,
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(pen. ot 24.10.2019)
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peructpanronubiii N 36922).

Munuctp
B.M1.CKBOPLIOBA

YT1BepxkIcH

MpUKa30M MHUHHCTEPCTBA 3/1paBOOXPaHEHUS
Poccniickoit ®enepanuun

oT 19 auBaps 2018 r. N 20H

AOMUHUCTPATUBHBbIN PEFMAMEHT
MWHUCTEPCTBA 3[PABOOXPAHEHNA POCCUUCKOWN ®EOEPALINA
Mo NPEQOCTABNEHUIO TOCYOAPCTBEHHOW YCNYIU MO BbIOAYE
PA3PELUEHUA HA NPOBEAEHUE KITMHUYECKOIO UCCITIEAOBAHUA

NEKAPCTBEHHOI'O NMPENAPATA AndA MEAULIMHCKOIO NPUMEHEHUA

Cnucok U3MEHSIOIINX TOKYMEHTOB
(B pen. Ilpukaza Munzapasa Poccun ot 24.10.2019 N 880H)

. O6wme nonoxeHunn
MpeameT perynupoBaHnUA pernaMmeHTa

1. AIMUHUCTpPaTUBHBIN pernameHT MuHHCTEpCTBa 3apaBooxpaHeHust Poccuiickoit @enepaiuu no
IIPEIOCTABIIEHUIO TOCYJApCTBEHHOM YCIYrdM IO BbIJAa4y€ Pa3pelIeHUs] Ha IPOBENECHUE KIMHUYECKOTO
HCCIIEIOBaHMs JIEKAPCTBEHHOTO IpernapaTa Il MEIWLUHCKOIO IMPUMEHEHUs (J1ajee COOTBETCTBEHHO -
MUHUCTEPCTBO,  JIEKApCTBEHHBIM  IpemapaT) YCTAHAaBIMBAa€T CPOKM U IOCIIEN0BATEIbHOCTD
aJIMMHHUCTPaTUBHBIX Ipoueayp (aedctBuil) MuHHCTEpCTBA, OCYIIECTBISIEMBIX 10 3alpOCy 3asBUTENS B
Ipezienax, yCTaHOBJICHHBIX HOPMATUBHBIMU IIPaBOBbIMU akTaMu Poccuiickoit denepanny MoJIHOMOUYUH B
COOTBETCTBUH ¢ TpeboBaHusMu denepanbHoro 3akona ot 27 uroist 2010 r. N 210-D3 "OO6 opranuzanuu
IIPEIOCTABIIEHUSI TOCYAAPCTBEHHBIX W MYHHULIMNAIBHBIX yciyr" <1> (manee - ®denepanbHblii 3akoH N
210-®3), a Takxke MOPSIOK B3aUMOJEHCTBUS MEXIY CTPYKTYPHBIMHU NoJipa3zefeHusiMu MuHHCTEpCTBa,
€ro JOJDKHOCTHBIMM JIMIIAMH, B3aMMOAEWCTBHA MUHHCTEPCTBA € 3aABUTEISIMH, WHBIMM OpIraHaMHU
rocy/1apCTBEHHON BJIACTU MPU MPEAOCTaBICHUH TOCYIapCTBEHHON YCIyrH (Aanee - AJIMUHUCTPATUBHBIN
pErIamMeHT, roCy1apCTBEHHAs YCIIyra).

(B pen. [Ipukaza Munsnpasa Poccuu ot 24.10.2019 N 880H)

<1> Co6panue 3akoHoaarenbcTBa Poccuiickoit ®enepannu, 2010, N 31, ct. 4179; 2011, N 15, cT.
2038; N 27, ct1. 3880; N 29, ct1. 4291; N 30, c1. 4587; N 49, cT. 7061; 2012; N 31, ct. 4322; 2013, N 14,
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ct. 1651; N 27, ct. 3480; N 30, ct. 4084; N 51, ct. 6679; N 52, c1. 6952, c1. 6961, cT. 7009; 2014; N 26,
cT. 3366; N 30, ct. 4264; N 1, c1. 67; N 1, ct. 72; 2015; N 10, c1. 1393; N 29, ct. 4342, c1. 4376; 2016, N
10, ct. 916; N 27, cT. 4293; 4294; 2017, N 1, ct. 12; N 50, cT. 7555.

Kpyr 3asButenen

2. 3asgBHUTENSAMH Ha MPEIOCTABICHNE TOCYJAPCTBEHHOMN YCIYTH (J1asiee - 3asiBUTEIN) SBISIOTCS:
1) pa3paboTuuk J€KapCTBEHHOI'O Ipernapara Wik yIoJHOMOYEHHOE UM JIULO;

2) o0Opa3oBaTeibHbIE YUYPSKICHHS BBICHIETO MPO(PECCHOHATLHOTO 00pa3oBaHus ©  (WJIH)
o0pa3oBaTeNbHbIC YUPEKICHHS JOTTOIHUTEIHHOTO MPO(PECCHOHATBHOTO 00pa30BaHuUs;

3) HAy4YHO-UCCJIICAOBATCIILCKUC OpraHU3alluu.

TpeboBaHus K nopsaaKy MHOPMUMpPOBaHUSA O NpeaoCTaBNeHUn
rocyaapcTBeHHOM yCnyrum

3. IndopMupoBaHue 0 NOpsIKe NPENOCTABICHUS TOCYJAPCTBEHHOM yCIyTH OCYLIECTBIISIETCS:

1) mocpencTtBoM pasmMelieHus: MHQOpMalMK, B TOM uucie O rpaduke Mpuema 3asBUTENEH U
HOMepax TeleOHOB IS CHpaBOK (KOHCYJbTalui), Ha odummansHOM caiite MuHHCTEpCTBa B
MH(OPMALIMOHHO-TEIIEKOMMYHUKAIMOHHON ~ cetn  "HuTepHer"  www.rosminzdrav.ru  (mamee -
ouManbHeIi calT MUHHUCTEPCTBA);

2) B (enepasbHOM TOCYZapCTBEHHOM WHGpOpMauMOHHON cucremMe "EnunHblii  moprain
roCy/IapCTBEHHBIX U MyHUIIMNAIBHBIX ycIyT (pyHkmit)" www.gosuslugi.ru (nanee - Enunblii nopran);

3) no HoMepam Teae(OHOB IS CIIPABOK;
4) B cpencTBax MaccoBOil HHPOPMAITUH.

4. CropaBoyHas wuHpopmanus (MecTO HaxXxoXIeHus MuHucTepcTBa, Trpapuk ero paboThI,
CIpaBOYHble  TeleOHBl  CTPYKTYpPHOrO  MojpasfeneHus MUHUCTepCTBa,  IPEIOCTABISIOIIETO
TOCYJJapCTBEHHYIO YCIyTy) pa3Mmelnaercs Ha oduuuanbHoM caiite Munucrepcrsa, Eaunom noprane, B
(dhenepaibHON TOCYAapCTBEHHON HHGOpMAIIMOHHON cucteme "denepanbHbIil peecTp rocy1apCTBEHHBIX U
MYHULUOANBHBIX yenyT (QyHkmii)" (nanee - @eaepaibHbIid peecTp).

(. 4 B pen. [Ipukaza Munzapasa Poccun ot 24.10.2019 N 880n)

4.1. Ha EnunomM noprase pa3meniaercs cieayomias nHpopMarms:

1) ncuyepnpiBaroOIMii MepedyeHb JOKYMEHTOB, HEOOXOAMMBIX JJIsl TPEIOCTABIIEHUS TOCYAapCTBEHHON
yCIyrH, TpeOboBaHMs K 0()OPMIIEHHUIO YKa3aHHBIX JOKYMEHTOB, a TaK)Xe IepeueHb JOKYMEHTOB, KOTOPbIE
3asiBUTEIIb BIIPaBe MPEACTaBUTh 110 COOCTBEHHON MHUIMATHBE;

2) KpyT 3asBUTENEN;

3) cpok IpeocTaBIeHUs TOCYAAPCTBEHHON YCIyTH;
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4) pe3ynbTaThl NMPEAOCTABICHUS TOCYAapCTBEHHOW YCIyTH, MOPSAIAOK MpEACTaBICHUS JOKYMEHTA,
SIBJISIFOLLETOCS PE3YJIbTaTOM MPEIOCTaBICHUS TOCYAapCTBEHHOM YCIyTH;

5) pa3mep rocy1apcTBEHHON MOLUIMHBI, B3UMAEMOM 3a MPeI0CTaBICHNE TOCYITAPCTBEHHOMN YCIYTH;

6) WcUepNbIBAIOIINNA NIEpeUYeHb OCHOBAHUH JIJIsi MPUOCTAHOBJICHUS WM OTKa3a B MPEAOCTaBICHUU
roCy/1apCTBEHHOU yCIyTH;

7) o mpaBe 3asBHUTENS Ha JocyaeOHOe (BHecyaeOHOe) oOkajmoBaHME NEHCTBUU (Oe3melicTBUs) U
peIIeHH, TPUHATHIX (OCYIIECTBISIEMBIX) B X0JI€ TIPEAOCTABICHHS TOCYTAPCTBEHHON YCITyTH;

8) Qopmbl 3asBieHu (YBEIOMIICHWH, COOONICHMII), WCIOIB3yeMble TIPHU MPEIOCTABICHUU
roCy/IapCTBEHHON yCIyTH.

Wudopmanus Ha ExuHoM mopraie o HOpsiIKe B CpoKax Mpe0CTaBICHHUS TOCYAapCTBEHHOM YCIIyTH
Ha OCHOBaHHMM CBEIEHHM, cozep:kammxcs B DeaepalbHOM peecTpe, MPEIOCTABISIETCS 3asABHTEIIIO
OecIuIaTHO.

Joctyn k wuHpOpMAIMK O CpPOKaXx M TMOPSAAKE NPEIOCTABICHUS TOCYJapCTBEHHON YCIyTrH
OCYIIECTBISIETCST 0€3 BBINOJIHEHUSI 3asBUTENEM KaKuxX-Tu0o TpeOoBaHWUM, B TOM uHcie 0e3
UCIOJIb30BaHUs MPOTPAMMHOI0 00€CTIeYeHHs], YCTAaHOBKA KOTOPOTO HAa TEXHUUYECKHE CPEACTBA 3asiBUTEIS
TpeOyeT 3aKIIOYEHHUs JIMIEH3MOHHOTO WJIM WHOTO COTJIAIIEHUS C MpaBooOagaTesieM MPOrpaMMHOTO
o0ecrniedeHus, MpeayCMaTPUBAIOIIETO B3UMAHUE TUIAThI, PETHCTPAIMIO UM aBTOPU3AIIHMIO 3asIBUTENS WU
MPEIOCTABIICHNUE UM ITIEPCOHATBLHBIX JIAHHBIX.

(m. 4.1 BBenen [Ipukaszom Munzapasa Poccun ot 24.10.2019 N 880n)

5. 3asBieHME C MPUIIOKEHUEM JIOKYMEHTOB B JIEKTPOHHOU (popME MOKET ObITh HAIPaBJIEHO Yepe3
opunmaneHeli cait MuHHCTEpCTBA uepe3 MOpTaJl MO BEIACHHUIO TOCYJapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX cpencTB: http:grls.rosminzdrav.ru unu yepe3 Enunbiii noprasn.

@opMbl  3adBICHMA M JOKYMEHTOB, O(OPMIISIEMBIX HEMNOCPEJICTBEHHO 3asBUTEISIMH U
MNpeaACTaBIACMEBIX B MI/IHI/ICTepCTBO IJId IOJTYYCHUSA FOCyI[apCTBeHHOﬁ YCIyru B 3JICKTPOHHOM BHIC,
JIOJKHBI OBITh JOCTYIIHBI JUIsl KOTIMPOBAHUS U 3allOJTHEHUS B 3JICKTPOHHOM BHJI€ HAa OQUIIMATBHOM caiTe
Munucrepcrsa, Equnom noprane.

[Ipu mpemocTaBleHWH TOCYJAPCTBEHHOM YyCIyrHW MOCPEACTBOM EnuHOro moprana 3asBUTEINIO
obecrieunBaeTcs:

1) nony4enue nHGOpMAIMH O TOPSAIKE U CPOKAX MPEJOCTABICHUS YCIYTH;

2) 3anuch Ha MpUeM B opraH (OpraHM3aliio), MHOTO(QYHKIIMOHAIbHBIA LIEHTP MpPelOCTaBICHUS
rOCy/IapCTBEHHBIX U MYHULMNAIBHBIX YCIYT JUIs NOJA4M 3arpoca O MPEAOCTaBICHUM YCIyru (naiee -
3amnpoc);

3) popmupoBanue 3amnpoca;

4) mpueM M perucTpanusi OpraHoM (OpraHuzaluei) 3arnpoca U UHBIX JOKYMEHTOB, HEOOXOJUMBIX
JUIS IIPEIOCTABIIEHUS YCITYTH;
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5) omnara rocyJapCTBEHHOH MOIUIMHBI 3a NPEAOCTABICHHE YCIyr W yIjaTa HHBIX ILJIaTexew,
B3MMAaeMBbIX B COOTBETCTBHHU C 3aKOHOAATebcTBOM Poccuniickoit denepanuu;

6) onyueHue pe3ynbTara IpeJoCTaBICHHUS YCIyTH;
7) nostydeHue CBEACHUM O X0/i€ BBIOJIHEHUS 3a1poca;
8) ocylecTBICHHE OIICHKU KayecTBa MPEJIOCTaBICHUS YCIIYTH;

9) nmocynebHoe (BHecymeOHOE) O0O0KaJOBaHHWE pEUICHWH W JeHCTBUU (Oe3heiicTBHs) oOpraHa
(opranm3anmu), JOJDKHOCTHOTO JIMIA oOpraHa (opraHu3anuy) 0O TOCYJapCTBEHHOTO — HIIU
MYHHUIUIIAJIBHOTO CJIY’KaIlICro.

Hcnonp30BaHue IEKTPOHHON MOAMUCH MU Mojaue B MUHUCTEPCTBO 3asiBICHUS U NMPUIIAraeMbIX K
HEMYy DOJIEKTPOHHBIX JIOKYMEHTOB OCYIIECTBJISIETCSS C MOMEHTAa CO3JaHUs COOTBETCTBYIOIIEH
MH(OPMALIMOHHON U TEIEKOMMYHUKAIIMOHHOW CTPYKTYPHI.

OTka3 B mpuemMe 3ampoca M HWHBIX JOKYMEHTOB, HEOOXOAMMBIX /ISl TPEIOCTABICHHUS
roCy/IapCTBEHHOW YCIIYTH, a TaKKe OTKa3 B MPEIOCTABIECHUU TOCYJapCTBEHHOW YCIIYTHU B Cllydae, eCiu
3alpoc M JIOKYMEHTBI, HEOOXOAMMBIC ISl IPEIOCTABICHUS TOCYJapCTBEHHOW YCIyTH, IOJaHBI B
COOTBETCTBUHM ¢ HHGOpMAIMEl O cpokax M TMOPSJKE MPEeIOCTaBICHUSI TOCYJapCTBEHHOH YCIyTH,
ory0iuKoBaHHOW Ha EauHOM mopTaie, Heomy CTHMBI.

(a63arn BBeneH IIpukazom Munsnpasa Poccun ot 24.10.2019 N 880H)

6. Ha undpopmanumoHHbIX cTeHAax MuHHCTEpCTBA MU Ha OQUIMAIbHOM caiite MuHuCTepcTBa
pasMemarTcs cieayonme HHGopMaoHHbIe MaTepUabl:

1) uadopMmarnus o MopsiIKe MPeIoCTaBIECHUS TOCYIapCTBEHHON YCIyTy, B TOM YHcie HHPOpMAIUs O
MecCTe ITpUeMa 3assBUTENIEN U YCTaHOBJICHHBIX Ul IpUEMa 3asiBUTEIIEH JHAX U Yacax;

2) nepeyeHb HOPMATHBHBIX IPABOBBIX  AKTOB, PErJIAMEHTUPYIOIIMX  MPEJOCTaBICHHE
roCyJapCTBEHHOU YCIyTH;

3) pPeKBUBHTHI Il YIUIATHl TOCYJApPCTBEHHOM MOIUIMHBI 3a TPEIOCTaBICHUE TOCYIapCTBEHHOM
YCIIyTH.

7. CBeneHusi, COAEPKAIIMECS B PEECTPE BBIAAHHBIX PAa3pEIICHU HAa IMPOBEACHUE KIMHUYECKUX
HCCIEAOBAHUMN JIEKAPCTBEHHBIX IIPENapaToB Il MEAUIUHCKOIO NPUMEHEHUS, pa3MEIlaloTCs Ha
odumansHOM caiiTe MUHHCTEpCTBA.

Il. CraHpapT npepocTaBneHMA rocyfapCcTBEHHON yChyru
HanmeHoBaHue rocyaapcTBEHHOMW yCnyru
8. 'ocymapcTBeHHas yciiyra Mo BblJIauye pa3pelieHHs Ha MPOBEICHUE KIMHUYECKOTO UCCIEOBAHMS

JICKApCTBCHHOT'O IMpfrapara AJid MCAUIHUHCKOIO MPUMCHCHHA (,uanee COOTBCTCTBCHHO - KIMHHYCCKOC
HCCICO0OBAHUE, pa3pCICHUC HA ITPOBEACHNUEC KIIMHUYCCKOT'O HCCHC}IOB&HI/IH).
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HanmeHoBaHue cheaepanbHOro opraHa UCNONTHUTESNILHOW BIacTy,
npenocTaBnAKOLWEro rocyaapCcTBeHHYI0 yCnyry

9. I'ocynapcTBeHHas yciiyra npeocTaBiseTcsi MUHUCTEPCTBOM.

[Ipy npenocTaBleHUMM  TIOCYAAPCTBEHHOW  YCIyrM  MUHUCTEPCTBO  B3aMMOJECHCTBYET C
MuHUCTEPCTBOM MPOMBIIITIEHHOCTH U TOproBiu Poccuiickoir denepaunn (Munnpomropr Poccun) u
®denepanpubiM Ka3HauelicTBoM (KasnauelictBo Poccun).

[Tpu npeoCcTaBICHUN TOCYIaPCTBEHHON ycIyrd MUHHCTEPCTBO HE BIIPaBe TPEOOBATH OT 3asiBUTEIIS
OCYIIECTBJICHUS JEHCTBUM, B TOM YHCJIE COTIaCOBaHUM, HEOOXOAMMBIX TSI IIOJTYyYCHUSI TOCY1apCTBEHHOM
YCIIYTH U CBSI3aHHBIX C 0OpaIlleHueM B MHBIE TOCYJapCTBEHHBIC OPTaHbl U OpraHU3AINH, 32 UCKIIIOUCHUEM
MOJIyYeHUsI YCIYT, BKJIIOYEHHBIX B TMEPEYEeHb YCIOYr, KOTOpPbIE SBISAIOTCA HEOOXOAUMBIMU H
00s13aTeNbHBIMHA  JIJIST TIPEAOCTABICHHUS TOCYNApPCTBEHHBIX YCIYT, YTBEPXKICHHBIA [IpaBUTEIHCTBOM
Poccuiickoit deneparum <2>.

<2> TlocranoBnenue IlpaBurensctBa Poccuiickoit ®@enepamuun or 6 mas 2011 r. N 352 "O6
YTBEPXKACHUU TEPEUHS YCIYr, KOTOpBbIE SIBISIIOTCA HEOOXOJUMBIMH UM OOs3aTCIIbHBIMU  JIJISI
npenocTaBieHus ¢eaeparbHbIMU OpraHaMu HCIOJTHUTENBHOM BiacTH, ['ocyqapCcTBEHHOI Koproparueit
o aroMHOM »Hepruu "PocaTtoM" rocynapCTBEHHBIX YCIYr W MPEAOCTAaBIISAIOTCS OpraHU3alUsIMHU,
YYaCTBYIOIIMMH B MPEIOCTABICHUH TOCYIAapCTBEHHBIX YCIyr, U ONpEAeNCHUH pa3Mepa IUIaThl 3a UX
okazanue" (CobOpanue 3akoHonarenscTBa Poccuiickoit deneparuu, 2011, N 20, ct. 2829; 2012, N 14, cr.
1655; N 36, ct. 4922; N 33, ct. 4382; 2013, N 49, cT. 6421; N 52, cT. 7207; 2014, N 21, cT1. 2712; 2015,
N 50, ct. 7165; 2015, N 50, ct. 7189; 2016, N 31, ct. 5031; 2016, N 37, cT. 5495; 2017, N 8, cT. 1257; N
32, cT. 5090; N 40, ct. 5843; N 42, c1. 6154).

Onucanue pe3ynbTaTta npeaoctaBlieHUA rocyp,apCTBeHHoﬁ ycnyru

10. Pe3ynpraTamu npegocTaBieHNs TOCYAAPCTBEHHON YCIIYTH SBIISIOTCSA:

1) HanpaBiieHHe (Bpyu€HUE) 3asiBUTEIIO Pa3pELIeHHs Ha MTPOBEIEHNE KIIMHUYECKOTO UCCIEA0BAHUS
JIEKapCTBEHHOI'O IIpErnapara;

2) HampaBiieHHE (Bpyu€HHUE) 3asBUTENIO PEIIeHUs 00 OTKa3e B BblJjaue pa3pellieHus Ha MPOBEACHUE
KJIIMHUYECKOTO NCCIIEI0BaHM JIEKAPCTBEHHOTO NIpenapaTra;

3) HampaBiieHHe (BpyuY€HHE) 3asBUTENIO TyOJIMKaTa pa3pernieHus: Ha MPOBEJACHHE KIMHHUYECKOTO
WCCIIeTOBaHMS JIEKAPCTBEHHOTO Mpernapara.

CpoK npefocTaBreHusi rocyAapCTBEHHOMW yCnyru
11. Cpok mpenocTaBieHus TOCYJapCTBEHHOHN ycnyru He mpeBbimaeT 40 (copok) pabodmx IHEH ¢
JaThl TIOCTYIUIGHWsT B MMUHHCTEPCTBO 3asBJICHHS © JOKYMEHTOB, YKa3aHHBIX B MyHKTe 15

A,Z[MI/IHI/ICTpaTI/IBHOFO periiamMmeHTa.

12. Boigaua 3asBuTeno AyOnukaTa pa3pelieHus Ha MpoBeieHne KIMHUYECKOro uccienopanus - 10

CrpaHuua 6 us 29



Mpuka3 MuH3apasa Poccumn ot 19.01.2018 N 20H
(pen. ot 24.10.2019)
"O6 yTBEpXAEHUN AOMUHUCTPATUBHOIO pernameHTa MMHUCTEPCT...

(mecsaTh) paboumx JgHEH CO JHS MOCTYIUICHWs] B MUHHCTEPCTBO 3asBJICHUS, YKa3aHHOTO B MYyHKTE 16
AJIMUHUCTPATUBHOTO PEIJIAMEHTA.

13. Cpok mpUOCTAaHOBICHMS NPEAOCTABIEHHS TOCYIApCTBEHHOM yCIyrH B Ciydae,
MPEYCMOTPEHHOM ITyHKTOM 22 AJIMHUHHCTPAaTHUBHOTO periamenTa, He 6onee 90 pabounx aueit <3>.
(B pen. ITpukaza Munznpasa Poccuu ot 24.10.2019 N 880H)

<3> Yactu 3 u 4 crateu 39 OenepanpHoro 3akoHa ot 12 anpens 2010 r. N 61-d3 "O06 obOpameHuun
nekapctBeHHBIX cpenacTB” (CobOpanne 3akoHonatenbeTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815;
N 31, ct. 4161; N 42, ct. 5293; N 49, ct. 6409; 2011, N 50, ct. 7351; 2012, N 26, cT. 3446; N 53, cT.
7587; 2013, N 27, ct. 3477; N 48, c1. 6165; 2014, N 11, ct. 1098; N 43, ct. 5797; N 52, cT. 7540; 2015,
N 10, ct. 1404; N 27, cT. 3951; N 29, cT. 4359; N 29, cT1. 4367; N 29, cT. 4388; N 51, c1. 7245; 2016, N 1,
cT. 9; N 23, ct. 3287; N 27, ct1. 4238, ct. 4283) (nanee - @enepanbubiii 3akoH N 61-D3).
(B pen. ITpukaza MunznpaBa Poccuu ot 24.10.2019 N 880H)

lNepeyeHb HOPMaATUBHBLIX NPaBOBLIX aKTOB, PerynupyroLmx
OTHOLLEHUS, BO3HUKalOLMe B CBA3N C NpegocTaBneHnemM
rocyaapcTBeHHOM ycrnyru

14. TlepeyeHr HOPMATHBHBIX MTPABOBBIX AKTOB, PETYIMPYIOMIMX IPEIOCTABICHUE TOCYAaPCTBEHHOM
yCIyTH (C yKa3aHHEM UX PEKBU3UTOB M MCTOYHHUKOB O(HIIMAIEHOTO OMYOJUKOBAHMSA), pa3MEIIacTCs Ha
ounmansHOM caifte MuHuctepcTBa, B @enepanbHoM peectpe U Ha Ennnom nopraie.

(n. 14 B pen. Ilpukaza Munsapasa Poccun ot 24.10.2019 N 880H)

UcuepnbiBaowmi nepevyeHb JOKYMEHTOB,
Heo6X04NMbIX B COOTBETCTBUM C HOPMATMBHbLIMU NPaBOBbLIMU
akTaMu oNnA npefocTaBlieHUA rocyfapcTBEHHOM yCIyru, KoTopble
AIBNSAOTCA HEOOXOAUMbIMU U 06A3aTeNbHbLIMU ANA NpefoCcTaBeHus
rocyfapcTBeHHOM ycryru, noanexalwux npeacTaBrieHuo
3asiBUTENneM, crnocobbl X NOoNyyYeHust 3asaBUTeNemM, B TOM Yucrne
B 3/1IeKTPOHHOM hopmMe, NOPAAOK UX NpeacTaBneHus

15. Jns mnonydeHHs pa3pelieHds] Ha NPOBEACHUE KIMHUYECKOTO MCCIEHOBAaHMS 3asIBUTEIIb
npenacrapiseT B MUHHUCTEPCTBO HA OyMa)KHOM HOCHUTEIIE U B DJIEKTPOHHOM BHJIE:

1) 3asiBiIeHME O BbIIaUe pa3pelieHHs Ha MPOBEACHHUE KIMHUYECKOTO HCCIIEeNOBaHHS MO (opme,
npeaycMoTpeHHoM npumnoxxeHnneMm N 1 Kk AIMUHUCTPATUBHOMY PETJIaMEHTY;

2) KoUMW JOKYMEHTOB, MOATBEPXAAIOIIMUX YIUIATy TOCYAApCTBEHHOM MONUIMHBI 3a MPOBEACHUE
JTUYECKOM DKCIEPTU3bI, SKCIEPTU3bl JOKYMEHTOB HA JICKAPCTBEHHBIN IIpenapar Ui IOJIy4YEHHUs
paspellleHuss Ha NPOBEACHHE KIMHUYECKOTO HCCICNOBAaHUSA JIEKapCTBEHHOTO Ipenapara Ui
MEIULMHCKOIO IPUMEHEHHUs, 3a BbIJAady pa3pelICHHs Ha IMPOBEACHUE KIMHUYECKOIO HCCIEHOBaHUS
JIEKAPCTBEHHOTO MperapaTa il MEIUIUHCKOTO NPUMEHEHUs, 3 MPOBEACHUE ITUYECKOM DKCIIEPTHU3HI,
JKCIIEPTU3Bl JOKYMEHTOB Ha JICKAPCTBEHHBIN IpenapaTr I IOJy4eHMs pas3pelleHus Ha IPOBEICHUE
MEXIYHAPOAHOTO MHOTOLEHTPOBOIO KJIMHUYECKOIO MCCIIEIOBAHUS JIEKAPCTBEHHOIO IIpenapara s
MEIULHUHCKOTO IIPUMEHEHMs, 3a BblJady paspelleHus Ha IPOBEICHHUE  MEXIYyHApOJHOTO
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MHOI'OLICHTPOBOIO KJIMHUYECKOIO HCCIEAOBAHUA JIEKAPCTBEHHOIO IIpemnapara il MEAUIUHCKOIO
IIPUMEHEHHUs], 32 IPOBEICHHUE ITHUYECKOM DKCIEPTU3BI, IKCIEPTU3bl JTOKYMEHTOB Ha JIEKAPCTBEHHBIN
mnpenapar i I[IOJAY4YEHUs pa3pelleHus Ha I[POBEIEHUE IIOCTPETHCTPALMOHHOIO KIMHUYECKOrO
HCCIIEA0BAHM JIEKAPCTBEHHOTO Mperapara Uil MEJUIUHCKOrO0 IPUMEHEHHs, 3a BblIady pa3pelieHus] Ha
[IPOBEACHUE ITOCTPETUCTPALMOHHOIO KIMHUYECKOIO MCCIIEA0BaHUs JIEKapCTBEHHOIO IIpemnapara s
MEAUIIMHCKOTO IPUMEHEHHUSI (ITPEICTABIISIOTCS 10 COOCTBEHHOW MHUIIMATUBE 3asBUTEIS);

3) MPOTOKOJ KIIMHUYIECKOTO UCCIICIOBAHHS;
4) Gporropy McciIea0BaTes;
5) uHGOPMAIHOHHBIH JTUCTOK MMAIUCHTA,

6) cBenmeHus 00 OmMbITe PabOTHI MCCIEIOBATENCH MO COOTBETCTBYIOIIMM CIEIHAIBHOCTAM U UX
OIIBITE PA0OTHI IO MPOBEICHUIO KJIMHUYCCKUX MCCIICIOBAHUH JIEKAPCTBEHHBIX MTPENIapaToB;

7) cBemeHHMsT O MEIUWIMHCKUX OpraHU3alMsX, B KOTOPBIX MPEANOJaraeTcsi MpPOBEICHUE
KIIMHUYECKOTO HCCIIEZIOBaHMSI JIEKApPCTBEHHOTO IMpemnapara (MOJHOE W COKpAllleHHOe HAUMEHOBAaHMS,
OpraHHU3aIOHHO-TIPaBOBas (GopmMa, MECTO HAXOXKJACHHS W MECTO OCYIICCTBICHHS JESTCIBHOCTH,
tenedoH, Tenedakc, aapec AMEKTPOHHON MOYTHI KaXA0H MEAUIIMHCKON OpraHU3aIiN);

8) cBeZieHUs O MPEIIoIaraéMbIX CPOKax MPOBEICHUS KIMHUYECKOTO UCCIICIOBAHNUS,

9) KOIIMKO OOTOBOpa 00513aTEIILHOTO CTpaxOBaHUs, 3aKIIFOUYCHHOI'O B COOTBETCTBHUH C THUIIOBBIMU
ImpaBHUJIaMH 00513aTEJILHOTO CTpaxoBaHHid, C YKa3aHUCM HpC}lGJ’IBHOﬁ YHUCJICHHOCTHU ITAallMCHTOB,
Y4aCTBYIOIIUX B KIMHUYECKOM HCCIICIOBAHNU,

10) uadopmaruio o cocTaBe JEKapCTBEHHOTO Mpemnapara;

11) HAOKYMCHT, COCTaBJICHHBIN IMPOU3BOAUTCIIEM JICKAPCTBCHHOI'O IIpfliapaTa H coz[epxcaumﬁ
IIOKa3aTcIn (XapaKTepI/ICTI/IKI/I), a TaKKXC CBCACHUA O JICKAPCTBCHHOM IIperiapare i1 MCIUIHHCKOI'O
NMPUMCHCHUS, TIPOU3BCACHHOM JIS IIPOBCACHUS KIIMHUYICCKUX PICCJ'IC,Z[OBEIHPIIZ;

12) xonMio JIMLEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB B CIydyae, €CIU MPOU3BOJCTBO
JIEKapCTBEHHOI'O TIpemnapara ocyiectsisercss B Poccuiickoil ®enepanuy, WM KONHUIO 3aKIYEHHS O
COOTBETCTBUM TPOU3BOAUTENS JIEKAPCTBEHHOTO IpernapaTa TpeOOBaHMUSAM MpaBWJI  HaJulexalen
IIPOU3BOJICTBEHHOW TPAKTUKH, BBIJAHHOTO KOMIIETEHTHBIM YIIOJJHOMOUYEHHBIM OPraHOM CTpPaHbI
MIPOU3BOIUTENS JIEKAPCTBEHHOT'O IIpernapara.

Ecin 1OKyMEHTBI, yKa3aHHbIE B HAacTOSIIEM, COCTaBIEHbl Ha WMHOCTPAHHOM A3BIKE, OHHU
MIPEJICTABIISIOTCS C 3aBEPEHHBIM IIEPEBOIOM Ha PYCCKUIl SI3BIK.

HpOTOKOJ'I KIIMHUYCCKOIoO HMCCICOAOBAHUA H 6pom10pa ucciaeaoBareya IMpeAaACTaBIAIIOTCA B IABYX
OK3EMILIApPaAx JJIsA MPOBEACHUA OAHOBPEMCHHO JSKCIIEPTU3BI JOKYMCHTOB JJIA IMOJIYUCHHUA pa3pCUICHUA Ha
MPOBCACHUC KIIMHUYCCKOT'O UCCIICAOBAHU U 3TUYECKOU OKCIICPTHU3BI.

16. Jlna mnomydeHust AyOnuKara paspelieHuss Ha IMpOBEIEeHHE KIMHUYECKOTO HCCIeA0BaHUS
JIEKapCTBEHHOI'O IIperapaTa B Cllydyae €ro NOpYM WM yTpaThl IPEICTABISIFOTCS 3asBICHUE C YKa3aHUEM
MIPUYMH TOPYH UJIM YTPAThl pa3pelieHns U UCTIOPUYEHHBIM OpUrHHAI pa3peleHus (B ciaydyae ero nopuu).
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UcyepnbiBaowmm nepevyeHb JOKYMEHTOB,
Heo6X04UMbIX B COOTBETCTBUM C HOPMAaTUBHbLIMU NPaBOBbLIMU
aKkTaMu AnsA npefocTaBlieHUA rocyfapcTBEHHOM YCIyru, KoTopble
HaxoasATCcsl B pacnopsikeHUU rocyaapCcTBEeHHbIX OPraHoB, OpraHoB
MeCTHOro camoynpaBJieHUA U UHbIX OPraHOB, y4acTBYHOLUX
B NpeAoCTaBlIEHUM rOCYAAPCTBEHHbIX UMM MyHULMNANbHbLIX YCAYT,
M KOTOpble 3asiBUTeNb BrpaBe NpeacTaBUTb, a Takke Cnocoobbl
UX NONy4YeHUs 3aABUTENAMU, B TOM YUCTIe B INIEKTPOHHOMU
dopMe, NOpAAOK UX NpeacTaBneHus

17. Ilpun mpenocTaBieHUU TOCYAapCTBEHHOM ycimyrn MMHHCTEPCTBO HE BIpaBe TpebOoBaTh OT
3asiBUTENS TPECTABICHUS JOKYMEHTOB, COJEPKAIINX CBEIEHUs 00 OIlaTe TrOCyJapCTBEHHON MONUTUHBI
3a MPEIOCTABJICHUE TOCYJAAPCTBEHHOW YCIyTH, COJEpKammecs B [ocyaapcTBeHHOW HH(POPMAIMOHHON
CUCTEME O rOCYJIapCTBEHHBIX 1 MYHHUILIMIAIbHBIX IIATEKAX.

18. MuHucTepcTBO HE BIpaBe TpeOOBATh OT 3asABUTEIIS:

1) mpexncraBineHUss JOKYMEHTOB M HMH(OpPMalMU MU OCYIIECTBICHUS NEHCTBUM, IpEICTaBICHUE
WM OCYIICCTBJICHHE KOTOPBIX HE TMPEAYCMOTPEHO HOPMATHBHBIMH  IPABOBBIMH  aKTaMH,
PETryIHUPYIOMIMMH OTHOIICHHSI, BOSHUKAIOIINE B CBA3H C MIPEIOCTABICHUEM T'OCYIapPCTBEHHON YCIYTH;

2) mpexacTaBieHUs TOKYMEHTOB M WH(GOpMAIHM{, KOTOPHIE B COOTBETCTBHHM C HOPMATHBHBIMU
npaBoBeIMU akTamMM Poccuiickoit ®exepanuy, HOPMATUBHBIMU TIPAaBOBBIMH AaKTaMU CYOBEKTOB
Poccuiickoit ®enepany U MyHUIUIAIBHBIMM IPABOBBIMH aKTaMHM HAaxOIATCS B PaCHOPSKEHHUH
rOCYJapCTBEHHBIX OpPraHOB, IPENOCTABISAIOIIMX TOCYAAPCTBEHHYIO YCIYry, HHBIX TI'OCYIapCTBEHHBIX
OpraHoOB, OPraHOB MECTHOT'O CaMOYIIpaBJIeHUs U (WIN) NOJBEJOMCTBEHHBIX TOCY/1apCTBEHHBIM OpraHaM U
opraHaM MECTHOI'O CaMOYIIPABJICHHUs OpraHU3alui, y4acTBYIOIIUX B MPEIOCTABICHUHN IOCY1apCTBEHHBIX
WIM MYHUIMIAIBHBIX YCIYT, 3a MCKJIIOYEHHEM JIOKYMEHTOB, YKa3aHHbIX B dYacTh 6 cratbu 7
®enepanpHoro 3akoHa N 210-D3.

3) mpencraBieHHs JOKYMEHTOB U MH(POpPMAIUH, OTCYTCTBUE U (WUJIM) HETOCTOBEPHOCTh KOTOPBIX HE
YKa3bIBAJIHMCh MIPU NEPBOHAYAILHOM OTKa3€ B IpUEMe JOKYMEHTOB, HEOOXOAUMBIX JUIs MPEIOCTaBIECHUS
rOCyJJapCTBEHHOH yCIIyrH, MO0 B IPEIOCTABICHUN TOCYAAPCTBEHHON YCIIYTH, 32 UCKIFOUEHHEM CIIy4aes,
IIPEyCMOTPEHHBIX IYHKTOM 4 dacTu 1 ctateu 7 @enepanbHoro 3akoHa N 210-D3.

(nm. 3 BBeaeH [Ipukazom Munsapasa Poccun ot 24.10.2019 N 880H)

UcuyepnbiBaowmm nepevyeHb OCHOBaHMMN ANA OTKa3a B npueme
OOKYMEHTOB, HEOGXO0AMMbBIX AN NpeaocTaBreHus
rocynapCTBeHHOM ycnyru

19. OcHoBanms i OTKaza B TpUEME JOKYMEHTOB, HEOOXOAMMBIX ISl TIPEAOCTaBIICHUS
rocyJapCTBEHHOM YCIyru, OTCYTCTBYIOT.

UcuepnbiBarowmi nepeyeHb OCHOBaHUM Ansi NPUOCTAaHOBIEHUSA
UNKu oTKa3a B NpefoCcTaBfieHMN rocyfapCTBEHHOM yCryrm
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20. OcHoBaHMEM /I OTKa3a B BbLaue pa3pellieHHs] Ha MPOBEICHUE KIMHUYECKOTO HCCIEI0BaHUS
ABIISICTCA ~ 3aKJIIOUYEHHE KOMHCCHHM JKCIEPTOB  (helepaibHOrO0  TOCYAapCTBEHHOrO  OIOKETHOTO
yupexaeHuss MUHHCTEepPCTBa, CO3JaHHOIO Ui 00ecliedeH s UCTIOIHEHUS TOTHOMOYMIT MuHKCTEpCTBA MO
BbIJIaYE pa3pelIeHUi Ha IPOBEJCHUE KIMHUYECKUX HCCIIEI0OBAaHUM JIEKAPCTBEHHBIX MPENapaToB U (WJIH)
10 TOCYAAPCTBEHHOW PETUCTPALIUU JIEKAPCTBEHHBIX MPENaparoB (Jajnee - SKCIePTHOE YUPEKICHUE) WUIH
3aKJIIOYEHUST COBETa 10 JTHUKE O HEBO3MOXHOCTU MPOBEACHUS KIMHUYECKOIO HCCIIEIOBAHUS
JIEKapCTBEHHOI'0 Iperapara 1o pe3yibTaTaM MPOBEACHHBIX SKCIIEPTH3 <4>.

<4>Yacts 8 cratbu 39 @enepanbHoro 3akoHa N 61-D3.

21. OcHoBaHueM AJIL O0TKa3a B IPOBCACHUU SKCIIEPTU3BI JOKYMCEHTOB IJIA IMOJTYYCHUA PA3PCIICHUA
Ha NMPOBCACHHUEC KIIMHUYCCKOT'O UCCIICIOBAHUA U 3THUYECKOM 9KCIICPTUILI ABIAIOTCSA <5>:

<5> Yacts 5 crarbu 39 denepanbHoro 3akona N 61-D3.

1) npencraBieHue TOKyMEHTOB, IPETyCMOTPEHHBIX IIYHKTOM 15 AJMUHHCTPAaTUBHOTO perjiaMeHTa,
B HEMOJIHOM 00BbeEME;

2) HempeJCTaBICHUE 3asBUTENIEM B YCTAHOBJICHHBIH CPOK OTBETa HAa yKa3aHHbIA B IyHKTe 44
AJZIMUHUCTPAaTHUBHOTO pErJIaMeHTa 3ampoc MUHHUCTEpCTBa JIMOO OTCYTCTBHE B TPEACTaBIECHHBIX
JOKYMEHTaX MCUEpIbIBAIOLIETO NepeyHsi HeoOxoauMmMol HH(opMmanuu uiau UHPOpPMALUHU, KOTOpPas
JOJKHA OBITh OTPAXKEHA B HUX;

3) orcyTrcTBHME HH(pOpPMAIMM, TOATBEPXKAAIONIEH (DAKT yIuiaThl TOCYJApCTBEHHOHN TMOIUIMHBI 3a
BbIJ]a4y pa3pelieHNs Ha MPOBEICHNE KIMHUYECKOTO UCCIIEOBaHUS.

22. OcHOBaHMEM [UIsl TPUOCTAHOBJIEHUS MPEIOCTaBICHUSI TOCYJApCTBEHHON YCIYrH SBIsSETCS
HanpaBieHue MUHHCTEPCTBOM 3ampoca 3asBUTENI0 00 YTOYHEHUHM CBEACHUN B Cllyyae BbISBICHUS
HEMOJIHOTHl U (WJIM) HEJOCTOBEPHOCTH HMH(OPMALIMU, COAEp KalllelCcsi B IPEICTaBICHHBIX 3asBUTEIEM
JOKYMEHTaX, a TaKXKe 3alpOoCOB JKCIEPTHOIO YYPEXKICHUSA B Cllyd4ae HEAOCTATOYHOCTU Ul Jadu
3aKJIIOYEHUS ITPEACTABICHHBIX HA YKCIIEPTU3Y MaTEPHAIIOB.

MNMepeyeHb ycnyr, KOTOpble ABNAKTCA HEOOXO0AUMbIMU
M o6s3aTeNnbHbIMU ANA NPeaoCTaBleHUs rocyaapCTBEHHOM yCnyru,
B TOM YMUCle CBeAeHUA O JOKYMEeHTe (AOoKyMeHTax), BblAaBaeMOM
(BblAABaEMbIX) OpraHM3aumusiMm, y4acTBYHOLWMMU B NpeaoCcTaBeHun
rocynapCTBeHHOM ycnyru

23. VYcayrua, KOTOpBIE SIBJISIFOTCS HEOOXOAUMBIMH U 0OSI3aTEIBHBIMH JJIsI TMPEJOCTABICHUS
rOCYJIapCTBEHHOMW YCIYTH, OTCYTCTBYIOT.

Mopsaok, paamep n OCHOBaHUSA B3UMaHUA
rocyfapCcTBeHHOM NOLWSMHbI UITU MHOW NJaTbl, B3UMaeMoun
3a NnpefocTaBrieHMe rocyaapCTBEHHOM ycnyrm
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24. 3a mpenocTaBi€HUE TOCYJapCTBEHHOM YCIyI'M YIUIAUYMBAETCSl TOCYAapCTBEHHAs IOLUIMHA B
CIEAYIOUIMX pa3Mepax, yCTaHOBICHHBIX yHKTamu 1, 3,4, 9 - 11 crateu 333.32.1 HanoroBoro kojaekca
Poccutickoit denepanuu:

1) 3a mpoBeneHNUE ATUYECKON KCIEPTH3bI, SKCIEPTU3bI TOKYMEHTOB JICKAPCTBEHHOTO Iperapara
JUTSL TIOJIyYEHUSI pa3pelleHus] Ha MPOBEICHUE KIMHUYECKOTO HCCIEAOBaHUs JIEKAPCTBEHHOIO Mperapara
JUTsI MeTUIIMHCKOTO TipuMeHeHus - 110 000 pyomeit;

2) 3a MpOBENEHUE HKCIEPTU3bl JOKYMEHTOB JIEKAPCTBEHHOrO IMpenapara s IOJIyYeHUs
paspellieHuss Ha MPOBEACHHE MEXKIYHAPOJAHOIO MHOTOLIEHTPOBOIO KIMHHUYECKOIO HCCIIEOBAHUS
JIEKapCTBEHHOTO MperapaTa i MeIUIUHCKOTo mpuMeHeHus - 210 000 pyOneit;

3) 3a mpoBeJeHHE STUYECKON IKCHEPTU3BI, IKCIEPTU3BI TOKYMEHTOB JIEKApPCTBEHHOTO Mpenapara
JUTSL TIONYYEHHSI Pa3pellieHUs Ha MPOBEACHUE MOCTPETUCTPAIMOHHOTO KIMHUYECKOTO HCCIIECIOBAHUS
JIEKapCTBEHHOTO MperapaTa il MeIUIIMHCKOTo npuMeHeHus - 60 000 pyouieit;

4) 3a BbIaUy pa3pelieHUs Ha TMPOBEIACHUE KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOTO
npernapara JUisi MeIUIUHCKOTo mpuMeHeHus - 5 000 pyoueii;

5) 3a Bblmady paspelnieHus Ha MPOBEICHHUE MEXIYHAPOIHOTO MHOTOIICHTPOBOTIO KIMHUYECKOTO
WCCIIeIOBaHMS JIEKAPCTBEHHOTO Mpenapara s MeIUIUHCKOro mpuMmenenus - 5 000 py06meii;

6) 3a BbAAuy pa3pellieHuss Ha MPOBEICHHE MOCTPETUCTPALMOHHOTO KIMHUYECKOIO HMCCIEI0BaHuUs
JIEKapCTBEHHOT'O Mpenapara il MeIUIMHCKOro npumenenus - 5 000 pyGunei.

VYmnata rocy1apcTBEHHON MONIIUHBI OCYIIECTBIIACTCS B MOPSIIKE, MPETyCMOTPEHHOM MOIIMTYHKTOM
6 nynkra | crateu 333.18 Hanmorosoro kogekca Poccutickoii @enepanuu A0 M0Aa4U COOTBETCTBYIOIINX
3asBJICHUHN U JOKYMEHTOB.

Mopspok, pasmep U OCHOBaHUA B3UMaHUA NnaThbl
3a npeaocTaBneHue ycnyr, KoTopble IBASKOTCA He06X0AUMbIMU
n ob6s3aTeNnbHbLIMU AN NpPefoCTaBNeHUsl FoCyAapCTBEHHOW yCnyru,
BKNo4vasa MHopMaLmio 0 MeToAuKe pacyeTa pa3Mepa Takou nnarthbl

25. VYcmyru, KOTOpbIe SIBISIOTCS HEOOXOMUMBIMU U 00S3aTeNbHBIMU Ui TPEAOCTABICHUS
rocy/1apCTBEHHON yCIyTH U 32 KOTOPbIE€ B3UMAETCS IU1aTa, OTCYTCTBYET.

MakcumanbHbIM CPOK OXUAAHUA B o4Yepeaun npu nogayde
3anpoca o npefoCcTaBfeHMN rocyaapCTBeHHOW YCnyru, yCrnyru,
npeaocTaBnsaeMomn opraHmsaumen, y4acTByHLlen B NpefocTaBrieHnmn
rocyfapCcTBeHHOM yCryru, U Npu Nofy4eHum pesynbTraTta
npeaocTaBlieHUst TaKUX ycnyr

26. MakcumMalbHBI CPOK OKHMJIAHHS B OYEpPENM IpU I0Jade JOKYMEHTOB Ha MPEIOCTaBICHUE
rOCyJapCTBEHHOM YCIYyTH, a TaKKe IPU IOIYyYEHUU JOKYMEHTOB, CBS3aHHBIX C IIPENOCTaBICHUEM
rOCYIapCTBEHHOM YCIYTH, COCTABISIET 15 MUHYT.
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CpokK 1 nopsaaokK perucTpauumm 3anpoca 3asBuUTens
O NpeaoCTaBieHUM rocyAapCTBEHHOM YCNyryu U yCnyrm,
npeaocTaBnsieMon opraHusaumen, yyacTeylollen B npeaoctaBrieHUmn
rocyaapcTBeHHOM yCryru, B TOM YMcre B 3fIeKTPOHHOU ¢hopme

27. JIOKyMEHTBI, TOCTYNHUBIIHNE OT 3asiBUTEICH B MUHUCTEPCTBO (B TOM YHUCJE MPECTABICHHBIE B
(dbopMe DSIEKTPOHHOTIO JOKYMEHTA) AJisi TOJYy4YeHHUS TOCYJapCTBEHHOH YCIIyTHU, PETUCTPUPYIOTCA B
JlenapramMeHTe ympaBlieHUs JAejlaMd U KaapoB MwuHHCTepcTBa B TeueHue | pabodero AHS € JaThl MX
MOCTYIUICHHUS.

TpeboBaHUA K NOMeLLEHUSIM, B KOTOPbIX NpeaocTaBnseTcA
rocyfapcTBeHHas ycnyra, K 3any oXXuwaaHus, Mectam
AnA 3anosiHeHUsA 3anpocoB O npegocTaBlieHUU rocyp,apCTBeHHoﬁ ycnyru,
MH(OPMaLIMOHHbLIM CTeHAaM ¢ obpa3LaMu UX 3anosIHEHUA U NepeyHeM
OOKYMEHTOB, Heo6XxoAMMbIX ANS NpeaoCTaBlIeHUA KaXaou
rocyaapcTBeHHOM yCrnyru, pasmeLieHuo n ocpopmMmneHnio BU3yanbHOM,
TEKCTOBOW U MyfibTUMeAUUHOU MHdOpMaLUM 0 nopsake npeaocTaBlieHUs
TaKoW ycrnyru, B TOM Y1crie K obecne4yeHno JOCTYNMHOCTU ANs
MHBaNMAoOB YKa3aHHbIX OO HEKTOB B COOTBETCTBMU C 3aKOHOAATENIbCTBOM
Poccuinckon Pegepauum o coymanbHOM 3alwmTe UHBaNuaoB
(B pen. Ilpukaza Munszapasa Poccuu ot 24.10.2019 N 880H)

28. TlomemieHne, B KOTOpPOM IPEJOCTABISIETCS TOCYNApCTBEHHAs Yciyra, oOecreduBaeTcs
HEOOXOJUMBIMU JUIsl TPEOCTaBICHHUS] TOCYJAapCTBEHHOM YcCiIyru oOOpyAOBaHUEM, KaHUEISIPCKUMHU
NPUHAIIIEKHOCTAMY, O(GUCHOW MeOenplo, CUCTEeMOM KOHIUIMOHMPOBAHUS BO3JyXa, CHUCTEMOMH
OTIOBeIIeHHs 00 ouepeu, Teneh)OHOM, KOMIBIOTEPOM C BO3MOXKHOCTBIO TT€YaTH M BbIXxonaa B MHTepHeT,
JOCTYIIOM K rapaepoOy, a TakXke MeYaTHBIMM MaTepualaMi, COJAEpXKAIUMH CIEAYIOIINE TOKYMEHTbI
(cBenenus):

1) HopmaTuBHbIE TmpaBoBble akThl Poccuiickoit deneparnuu, peryaupyromue MHOPsSA0K
MIPEIOCTABIIEHUS TOCYIapCTBEHHON yCIyTH;

2) AIMUHUCTPATHUBHBINA PETJIaMEHT;

3) oOpasubpl odopMiIeHUST JIOKYMEHTOB, KOTOpPBIE MPEJACTABISIOTCS s TOJYYCHHS
rOCy/IapCTBEHHOU yCIyTH;

4) cBeneHus, cojeprKaiiue napopmaImio, mperyCMOTPEHHYIO MMPaBUIaMU YKa3aHus HHGOPMAIINH B
PEKBU3UTAX PacIOpsHKEHUN O EpeBOJIe JICHEXKHBIX CPEICTB B YIUIATY IUIaTeKell B OI0/PKETHYIO CUCTEMY
Poccuiickoit @enepanuu, yrBepkaeHHbIMU TpukazoM Munduna Poccun N 107H;

BXO,Z[ U TCpCABUKCHHUEC 110 IMOMCHICHUAM, B KOTOPBIX MPOBOAUTCA HPUEM JOKYMCHTOB,
HGO6XOI[I/IMBIX JJI IpEAOCTAaBIICHUSA FOCynapCTBeHHOfI YCIyru, HE JOJIKHBI CO31aBaTh 3any21HeHHﬁ JJIA
JIIy ¢ OrpaHUYCHHBIMU BO3MOKHOCTAMMU.

29. B cootBercTBUU ¢ DeaepanbHbIM 3aKOHOM OT 24 HOsiOpss 1995 r. N 181-®3 "O conumansHOM
3amuTe nHBaNUA0B B Poccuiickoit @eneparuun” <6> nnBanuaaM o0ecreunBarOTCs:
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<6> Cobpanue 3akoHonarenscTBa Poccuiickoit @eneparuu, 1995, N 48, cr. 4563; 1998, N 31, cr.
3803; 1999, N 2, ct. 232; N 29, ct. 3693; 2000, N 22, c1. 2267; 2001, N 24, ct. 2410; N 33, cT. 3426; N
53, cT. 5024; 2002, N 1, ct. 2; N 22, c1. 2026; 2003, N 2, c1. 167; N 43, ct. 4108; 2004, N 35, cT. 3607;
2005, N 1, ct. 25; 2006, N 1, cT. 10; 2007, N 43, ct. 5084; N 49, ct. 6070; 2008, N 9, c1. 817; N 29, cT.
3410; N 30, ct. 3616; N 52, ct. 6224; 2009, N 18, cT. 2152; N 30, ct. 3739; 2010, N 50, cT. 6609; 2011,
N 27, ct. 3880; N 30, ct. 4596; N 45, ct. 6329; N 47, c1. 6608; N 49, ct. 7033; 2012, N 29, ct1. 3990; N
30, cT. 4175; N 53, ct. 7621; 2013, N 8, cT. 717; N 19, c1. 2331; N 27, cT. 3460; cT1. 3475; cT. 3477; N 48,
cT. 6160; N 52, cT. 6986; 2014, N 26, cT. 3406; N 30, cT. 4268; N 49, cT. 6928; 2015, N 14, cT. 2008; N
27, ct. 3967; N 48, cT. 6724; 2016, N 1, ct. 19; N 52, ct. 7510, 7493; 2017, N 24, ct. 3485; N 50, cT.
7563.

1) ycinoBus OecHpemsTCTBEHHOTO J0CTyna K OOBEKTYy (3laHuI0, IOMEIIEHUI0), B KOTOPOM
MPEJOCTABISICTCS TOCYAApCTBEHHAs YCIyra, a Takke Ui OeCHpensaTCTBEHHOTO —T0Jb30BaHUS
TPAHCIOPTOM, CPEIICTBAMHU CBSI3U U MH(DOPMAITHH;

2) BO3MOXHOCTb CaMOCTOSITEIBHOI'O INEPEABHKEHUS 110 TEPPUTOPUH, Ha KOTOPOW PaCIOIOKEHBI
OOBEKTBHI (3/1aHUS, IOMELEHHS), B KOTOPBIX IPEJOCTABIIACTCS rOCY1apCTBEHHAs YCIIyra, a TaKkKe BX0o/a B
Takrue OOBEKTHI M BHIXO/Ia U3 HUX, ITOCAIKU B TPAHCTIOPTHOE CPE/ICTBO U BHICAJKU U3 HETO, B TOM YHUCIIE C
HCIIOJIb30BAHUEM KPECIIA-KOJISCKH;

3) COIpOBOXAECHHWE WHBAIMIOB, HMEIOIIUX CTOHKHE paccTpoiicTBa (YHKUUU 3pEHUS] U
CaMOCTOATEIIBHOIO NEPEIBUKEHNUS;

4) Hajuiexaiee pasMelieHue oO0OpyAOBaHUS M HOCHUTeNed HWHGOpPMAIuU, HEOOXOIUMBIX IS
obecrnieueHrs OECTpEensTCTBEHHOTO [OCTylla HMHBAIUJOB K OOBEKTaM (3/1aHUSM, TOMEUICHHSIM), B
KOTOPBIX MPEAOCTABIACTCA roCyAapCTBEHHAA yCiiyra, ¢ y4€TOM OFpaHI/I‘ICHI/IfI HUX )KU3HCACATCIBbHOCTH,

5) ny6nupoBaHue HEOOXOTUMOMN JUIsl MHBAJIMIOB 3BYKOBOW M 3pUTENbHOM MH(OpPMALMU, a TaKxKe
HaJMUCeH, 3HAKOB M HWHOM TeKCcTOBOW M rpaduueckoil uHOpManMKM 3HAKAMH, BBINOJIHEHHBIMU
penbedHO-TOYeuHbIM mIpudTOM bpaiins;

6) JIOIyCK CypAONepeBOAYNKA U TU(IIOCYPIOTIEPEBOTIHNKA,;

7) momyck coOakH-MPOBOJHUKA HA OOBEKTHI (37aHMs, MTOMEIIEHUS), B KOTOPBIX MPEI0CTaBISETCS
rocy/apCTBeHHasl yCIlyTa;

8) okazaHHe HMHBaJIUAaM IIOMOIIM B IPEOAOJICHUU OapbepoB, MEIIAIOUINX IOJYYEHUI0 HMHU
roCyJapCTBEHHOM YCIyTH HapaBHE C APYTMMHU JIMIIAMHU.

30. B cioyyae HEBO3MOXXHOCTH TIIOJHOCTBIO MPUCIOCOOUTH OOBEKT C YYETOM IOTpeOHOCTEH
WHBAJIUJI0B MUHUCTEPCTBO B COOTBETCTBUU CO cTaThel 15 denepanbHOro 3akoHa OT 24 HOsAOps 1995 1.
N 181-®3 "O counanbpHOl 3amure MHBaIUAOB B Poccuiickoit Penepanun” NOKHO IPUHUMATh MEPHI
U oOecriedeHus TOCTyIla MHBAIUJIOB K MECTY IPEIOCTaBIIEHUS YCIYyTH, JIMOO KOI/a 3TO BO3MOXKHO,
o0ecreynTh ee Mpel0CTaBICHUE 0 MECTY KHUTEIbCTBA MHBAJIN/1A WIIM B IUCTAHLIMOHHOM PEKUME.

MokasaTenu [OCTYNHOCTU U KavyecTBa rocyAapCTBEHHOW yCryru,
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B TOM YMUCIie KONIMYeCTBO B3aMMOAEMUCTBUMN 3aABUTENSA C AOMMKHOCTHbLIMMU
niuamum npuv npeaocTaBfieHUN rocyaapCcTBEHHOM YCIYry U UX
NPOAOIIKUTENIbHOCTb, BO3MOXHOCTb Nosly4yeHust uHpopmauum o xope
npenocTaBfieHUA rocyaapCcTBEHHOM yCryru, B TOM Yucrne
C UCNoNb30BaHMeM NH(POPMaALIMOHHO-KOMMYHUKALMOHHbIX TEXHONOIUM,
BO3MOXHOCTb 160 HEBO3MOXHOCTb NOJSTy4YEHUA rocyaapCTBEHHOM YyCIyru
B MHOTo(pyHKLMOHaNbHOM LieHTpe NpeaoCcTaBfieHUA rocyfapCTBEHHbIX U
MyHUUMNarnbHbIX YCNyr (B TOM Yucne B NONHOM o6beme), B no6om
TeppuTOopUanbLHOM noapasneneHMun opraHa, npefocTaBnsAoLWEro
rocyfapCcTBeHHYH0 yCryry, no BbIOOpy 3aaBuUTens (3KCTepputopmuanbHbIN
NpUHLMN), NOCPeaACTBOM 3anpoca O NpefocTaBleHNUN HECKONbKUX
rocyaapcTBeHHbIX U (MNU) MyHULMNANbHbIX YCNYr B MHOFo(yHKLMOHaNbHbIX
LeHTpax NpeaocTaBfeHUs rocyfapCTBEHHbIX U MyHULUNANbHbIX YCNyT,
npeaycMoTpeHHoro ctatben 15.1 ®egepansbHoro sakoHa N 210-®3
(B pen. ITpukaza Munszapasa Poccuu ot 24.10.2019 N 880#H)

31. Iloka3aTemsasMu JOCTYIIHOCTH U Ka4C€CTBA IIPCAOCTABIICHUS FOCYHapCTBeHHOﬁ YCIIYTU ABJIAIOTCA:

1) OTKpBITHIM AOCTYI JUIsl 3asBUTENEHd K MHPOpMAIMU O MOPSAKE M CPOKAX IPEeNOoCTaBIICHUS
rOCYJapCTBEHHON yCIyru, MOpsJIKe o0O0KaJoBaHUA JAEHUCTBUM (Oe34eHCTBUSA) JOJDKHOCTHBIX JIUI]
MunucrepcTBa;

2) cobnrofieHre cTaHAapTa NPeAoCTaBICHHs TOCYIapCTBEHHOU YCIIyTH;

3) otcyTcTBUE Xano0 3asBUTENEl Ha JNedcTBUs (Oe3aeiicTBHE) NOMKHOCTHBIX JHI MHUHHUCTEpCTBA
IIPU IPEJOCTaBIEHUH IOCYJapCTBEHHOM yCIIyTH;

4) BO3MOXHOCTbH MOJy4eHHs] HHGOPMAITUHU O XOJ€ MPEIOCTABICHUS TOCYAapCTBEHHOW YCIyTH Yepe3
NopTajl TOCYJapCTBEHHOIO0 peecTpa JIEKapCTBEHHBIX CPE/ICTB, Pa3MEIIEHHOr0 Ha O(QHIMAIBHOM caiTe
MunucrepcTsa, nim uyepe3 Enunelil noprain,

5) BO3MOXHOCTb IMOJYYEHHUS TOCYAAPCTBEHHOW YCIyI'M B MHOTO(YHKIIMOHAJIBHOM LIEHTpE
MIPEIOCTABIIEHUS TOCYIapPCTBEHHBIX U MYHHUIUIIAIBHBIX YCIYT.

32. B mpouecce mpenoCTaBIEHUs TOCYAAPCTBEHHOM YCIyrM 3asBHUTEIb B3aUMOACHCTBYET C
JOJKHOCTHBIMU JIMIIaMu MUHHCTEpCTBA!

1) mpu mopaye TOKYMEHTOB, HEOOXOAMMBIX AJIsl MOJYYEHHUs TOCYIAapCTBEHHOM yCIyrH, - 0 15
MUHYT;

2) IpU IMOJYUYCHHUU PA3PCHICHHA HA IMPOBCACHUC KIMHUYCCKOI'O HUCCIICAOBAHUA HIIM PCUICHHA 00
OTKa3€ B BEIJAYC pa3pClICHNA Ha IPOBCACHUC KIIMHUYCCKOTO UCCICIOBAHUSA - 1O 15 MHHYT,

3) npu noaydeHuu AyOJMKaTa pa3pelieHus Ha MPOBEICHHE KIMHHUYECKOTO HCCIIEAOBAaHUS - 10 15
MHHYT.

32.1. Ilpu nosydeHUN rocyJapcTBEHHOM YCIYI'M C MCIOJIb30BaHWEM ENMHOrO mopraia 3asBUTEIIO
o0ecrnieunBaeTcs BBIIOJHEHHUE CIAEAYIOUINX AEHCTBUM B 3JIEKTPOHHOU popme:

CrpaHvua 14 u3 29



Mpuka3 MuH3apasa Poccumn ot 19.01.2018 N 20H
(pen. ot 24.10.2019)
"O6 yTBEpXAEHUN AOMUHUCTPATUBHOIO pernameHTa MMHUCTEPCT...

1) nony4enue nHGOpMaIK O MOPAIKE U CPOKAX MIPEJOCTABICHUS YCIyTH;

2) BO3MOXKHOCTb (DOPMUPOBAHHMS 3asIBICHHS,;

3) npuem u perucTpanus 3asBICHUS U IPUIIAraeMbIX JOKYMEHTOB;

4) nostydueHue pe3yJpTaTa PeI0CTaBICHUs TOCY1apCTBEHHON YCIIyTH;

5) nony4deHue cBeJCHUN O XOA€ PACCMOTPEHNUS 3asBICHHUS;

6) oCyIlIEeCTBICHUE OLIEHKN KayeCcTBa IPEAO0CTaBIEHHSI TOCYAAPCTBEHHON YCIIyTH;

7) nocyneOHbI (BHECYIeOHBIN) MOPAIOK OOXaloBaHUS pelIeHW W AeicTBuil (Oe3meiicTBHs)
JOJHKHOCTHBIX JIUI] MUHHCTEPCTBA.
(n. 32.1 BBeneH [Ipukazom Mun3apasa Poccun ot 24.10.2019 N 880H)

32.2. Tlony4yeHre TOCYIapCTBEHHOW YCIYTH B MHOTO(YHKIIMOHAIBHOM IIEHTPE MPEIOCTABIICHUS
TOCYJAPCTBEHHBIX U MYHUIUITAJIBHBIX YCIYT (ajiee - MHOTO(DYHKIIMOHAIBHBIN [IEHTP) OCYIIECTBISICTCS B
COOTBETCTBHUM C COIJIAIICHUEM, 3aKIIOYCHHBIM MEXJAY MHOTO(QYHKIMOHAIBLHBIM IICHTPOM H
MWUHHCTEPCTBOM, C MOMEHTA BCTYIUICHUS B CHITY YKa3aHHOTO COTJIAIIICHUS O B3aUMOJICHCTBHH.

(m. 32.2 BBenen Ilpukazom Munzapasa Poccun ot 24.10.2019 N 880H)

MHble TpebGoBaHMA, B TOM YMCIe yYUTbIBaKOLWMe 0COGEeHHOCTHU
npeaocTaBlieHUsi FOCyAapCTBEHHOW YyCIyrn No aKCTeppUTOpUanbHOMy
npuHUMny (B cny4ae, ecnv rocygapcTBeHHas ycnyra
npenocTaBnsdAeTCA NO 3KCTeppuTopunaribHOMy I'IpVIHLIVII'Iy) M 0COOEHHOCTU
npenocTaBlieHUA rocyfapCTBEHHOM YCIyryM B 3NIeKTPOHHOM chopme
(B pen. IIpukaza Munznpasa Poccun ot 24.10.2019 N 880h)

33. IlpenocraBieHue TOCYyJIapCTBEHHONW YCIYI'M IO 3KCTEPPUTOPUAIBLHOMY MPHUHLMILY HE
OCYIECTBIISETCA.
(1. 33 B pen. [Ipukaza Munznpasa Poccuu ot 24.10.2019 N 880n)

34. Vuble TpeOOBaHMS U OCOOEHHOCTU MPEIOCTABIEHUS TOCYIaPCTBEHHON YCIyTd B AJIEKTPOHHON
(dbopMe OTCYTCTBYIOT.

lll. CocTaB, nocnegoBaTenbHOCTb U CPOKU BbINOJIHEHUA
aAMWHUCTPATUBHbIX Npouenyp, TpeboBaHMA K NopaaKy
MX BbINOJSIHEHNSA, B TOM YMcCJie OCOOEHHOCTU BbINONHEeHUS
aAMWHUCTPATUBHbIX NMpoueayp B 3NeKTPOHHOU popme

MNepeyeHb agMUHUCTPATUBHbLIX Npoueayp

35. Ilpu npeagocTaBIE€HUM  TOCYIJAPCTBEHHOM  yCIYTM  OCYHIECTBISIIOTCS — CIEAYIOUIUE
aAMUHUCTPATUBHBIE MPOLEAYPHI:

1) mpuem, perucTpamusi, pacCMOTPEHHUE TIOCTYNUBIIMX OT 3asABUTENS JOKYMEHTOB Ha
MPEIOCTABIICHUE TOCYJIAPCTBEHHOM YCIYI'M U MPHUHATHE PELIEHWE O IMPOBEICHUU DKCIEPTU3BI
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AOKYMCEHTOB IJId IOJYYCHHS PaA3pPCIICHHA Ha IMPOBEACHHUEC KIMHHUYCCKOI'O HCCICIOBAHUA U ITHYECKOM
OKCIICPTU3BI NI 00 oTKa3e B MMPOBCACHNH YKAa3aHHBIX 3KCIICPTU3;

2) HalpaBJICHUC 3aABUTCIIIO 3aIlIPOCOB 00 YTOYHCHHUHA CBCHGHHﬁ, coacpKamuxcs B IpeACTaBJICHHBIX
3asABUTCIICM NOKYMCHTAX, a TAKXKC 3allPpOCOB 3KCICPTHOI'O YUPCIKACHUA B CIIydaC HCAOCTATOYHOCTU JIA
Ja4u 3aKIIIOYCHHA MPEACTABIICHHBIX HAa OKCIIEPTHU3Y MATECPHUAIIOB,

3) ¢popmupoBaHue W HampaBICHHE MEKBEJIOMCTBEHHBIX 3alPOCOB B T'OCYJApCTBEHHBIC OPIaHBI,
YYaCTBYIOIIME B PEIOCTABICHUHU TOCYAAPCTBEHHOM YCIYTH;

4) npuHATHE 1O pe3yjibTaTaM IIPOBEJIEHHBIX JKCIEPTU3 pPELICHHS O BblJaue pa3pelieHUs Ha
IIPOBE/IEHUE KJIMHUYECKOTO0 HCCIIEOBAaHUS MM 00 OTKa3e B BbIJauye pa3pelieHus Ha MpPOBEJCHUE
KJIMHUYECKOTO MCCIIEIOBAHNUS;

5) npueM, perucrpanusa, pacCMOTPCHHUC IMOCTYIHUBIOCIO OT 3aABUTCIIA 3asgABJIICHUA W IIPHUHATHC
pEeIICHUA O BbIJA4C I[y6JII/IKaTa paspeui€Hud Ha MPOBCACHUC KIIMHUYCCKOI'O UCCIICAOBAHMS.

Mpuem, pernctpauus, paccMoTpeHre NoCTyNUBLUNX
OT 3asiBUTENsl AOKYMEHTOB Ha NpeAocTaBneHne rocyaapcTBeHHOM
yCIyru U NpUHATHE peLleHUs o NpoBeAEeHUN IKCNepTU3bI
AOKYMEHTOB ANA NoNnyYeHUs paspelueHust Ha npoBeaeHne
KITMHMYECKOro uccrnefoBaHUA U 3TUYECKOM IKCNepTU3bl
Mnu o6 oTkase B NpoBeAeHUM YKa3aHHbIX IKCNepTU3

36. Yrpatun cuiy. - [Ipukaz Munzapasa Poccun ot 24.10.2019 N 880=.

37. TlpencraBieHHBIE 3asBUTENIEM B MUHHCTEPCTBO JOKYMEHTHI MPHHUMAIOTCS IO OIHCH U
peructpupytorcst [lemapraMeHTOM ymOpaBieHHs JAelJaMd U KaJpoB MMHHCTepCTBA B JE€Hb UX
MOCTYTIJICHHS, KOIHWS 3asiBIIEHUSI C OTMETKOM O JaTe NpreMa yKa3aHHBIX JOKYMEHTOB HAaIlpaBIISETCs
(Bpyuaercs) 3asBUTEIIIO.

3ap€FI/ICTpI/IpOBaHHI>I€ JOKYMCHTBI B JICHb UX IIOCTYILUICHHUSA B MI/IHI/ICTepCTBO HAIpaBJIAIOTCA B
JlemapTaMeHT TOCYNapCTBEHHOT'O PEryJIUpOBaHUsl OOpallleHHus JIeKapCTBEHHBIX CpeACTB MuH3IpaBa
Poccuu (nanee - Jlemaprament).

38. upekrop JlemapramMeHTa OpraHM3yeT JOKYMEHTHUPOBAHHBIA Y4ET M KOHTPOJb BBIITOJHEHUS
Ka)KJI0T0 dTarna aIMUHUCTPATUBHOM MPOLIETypHI.

HavaneHuk otnena JlenapraMeHTa, OTBETCTBEHHOIO 3a MIPEIOCTABIEHUE TOCYIaPCTBEHHON YCIYTH
(manee - HaYATBPHUK OTJIENA), B TEUCHHUE OJTHOTO PadOUYEro JHS CO JHS MPHUHSITHS 3asBJICHUS U KOMIUICKTA
HEOOXO/IMMBIX JOKYMEHTOB Ha3Ha4yaeT U3 4YHcia COTPYAHHUKOB OT/E]a OTBETCTBEHHOTO MCIIOJHUTENS 110
PaccMOTPEHHIO TOKYMEHTOB (J1ajiee - OTBETCTBEHHBIN HCIIOIHUTED).

@amwinsg, UM M OTYECTBO (MOCIEOHEE - NMPU HAIUYMHU) OTBETCTBEHHOI'O MCIIOJHUTENS, €ro
TeneoH cOOOIAOTCS 3asIBUTENIO 110 €r0 MMCbMEHHOMY MJIM YCTHOMY OOpAaIllEHUIO.

PaCCMOTpeHI/IC AOKYMCHTOB IIPOU3BOJUTCA B TOPAAKEC UX ITOCTYIIJICHUS.
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39. OTBeTCTBEHHBI HMCHOJHUTENIb B TeueHwe | (omHOro) paboyero AHS C JaThl Ha3HAYCHMS
OCYIIECTBIISIET MPOBEPKY CBEICHUM, COACPIKAIMIUXCS B TPEJCTABICHHBIX JOKYMEHTaX W CBEACHHH 00
yIUIaTe 3asBUTENIEM TOCYapCTBEHHOM MONIIMHBI C IEBIO:

1) OIPCACIICHUA TIOJHOTBI W AJOCTOBCPHOCTHU CBGI[GHI/If/'I, coacpiKamuxca B HPCACTABJICHHBIX
3as4ABUTCIIEM JOKYMCHTAaX;

2) cornacoBaHHOCTH MPEICTaBICHHON HH(DOPMAIIHN MEXTy OT/ICIIbHBIMU JTIOKYMEHTaMH;
3) moaTBEpIKACHUS YIUIATHI 3aiBUTEJIEM TOCYIaPCTBEHHOMN ITOIUINHBIL.

@akT ymiaTel 3asABUTEIEM TOCYJApPCTBEHHOW MOLUIMHBI 3a NPEAOCTABIECHUE TOCYAApPCTBEHHOM
yCIIyTU TPOBEPSIETCA MOCPEACTBOM HarpaBieHHus B ['ocyJapcTBEHHYI0 MH(QOPMAIOHHYIO CHUCTEMY O
roCyJapCTBCHHBIX W MYHHIUIIAJIBHBIX ILIATCIKAX COOTBCTCTBYIOMICTO 3alpoca 100 MoCpeaACTBOM
PaccMOTPEHHUsSI M OLIEHKU MPEICTABICHHOTO 3asBUTEIEM B MHUIIMATUBHOM MOPSIKE JOKYMEHTa 00 yriare
rOCy/1IapCTBEHHOM MOUIIUHBI.

40. B cpok, He mpeBblmaonmil 2 (AByx) pabouux JHEH cO JHS PACCMOTPEHHs MPeICTaBICHHBIX
JIOKYMEHTOB OTBETCTBEHHBIN UCIIOJHUTE:

1) B ClIy4ac OTCYTCTBH:A OCHOBaHHfI, NpeaAYCMOTPCHHBIX ITYHKTOM 21 AI[MI/IHI/ICTpaTI/IBHOFO
periiaMCcHTa, roTOBHUT HNPOCKT PCIICHHA 00 opranu3alv SKCHCPTU3BI AOKYMCHTOB JIA IIOJYUCHUA
paspCiCcHus Ha IPOBCACHUC KIIMHUYCCKOI'O UCCIICIOBAHUS U ATUYECKOM OKCIICPTHU3LI, a4 TAKIKC 3aJlaHUA B
OKCIICPTHOC YUPCIKACHUC U CoBer 1o 3TUKE Ha MMPOBCACHNUC YKAa3aHHBIX SKCIICPTU3;

2) B cllyyae HaJIWYMs OCHOBAHMUH, MPEIYCMOTPEHHbIX MyHKTOM 21 AJMHUHUCTPaTHBHOTO
periJamMeHTa, TOTOBUT MPOEKT pelleHus: 00 OTKa3e B MPOBEIEHUHU DKCIEPTU3, YKA3aHHBIX B MOJAMYHKTE 1
HACTOSILEro MyHKTA, ¢ YKa3aHUEM MPUYMH OTKa3a;

3) B ciyuyae BBISBJIEHMSI HEMOJIHOTHI M (MJIM) HEIOCTOBEPHOCTH MH(pOpMAIlUH, COJepKalleiics B
IIPEJCTABICHHBIX 3asBUTENIEM JIOKyMEHTaX, TOTOBUT MPOEKT 3arpoca 00 YTOYHEHUH NPEeACTaBIEHHBIX
CBEJCHUN.

41. TIpoeKkThl MPHUHSATHIX PEIICHUH, YKa3aHHBIX B MyHKTe 40 AJIMUHHCTPATUBHOTO pErjaMeHTa,
COTJIACOBBIBAIOTCS HAYaJbHUKOM OT/IENa, MOJMKMCHIBAIOTCS AUpeKkTopoM JlemapramMenTa B TeuyceHue |
(omHOTO) pabouero AHs.

42. Pemenve o0 OpraHu3allMd OSKCIEPTU3bl JOKYMEHTOB [UIsl TOJYYEHHs pa3pelleHus Ha
MIPOBE/ICHUE KIMHUYECKOTO MCCIIEJOBAHUS U 3TUYECKOM IKCIIEPTH3HI, pellieHne 00 OTKa3e B MPOBEICHUHI
yKa3aHHbBIX 3KCIEPTHU3, 3a11poc MUHKCTEPCTBA 00 YTOUHEHUH MIPE/ICTABICHHBIX CBEICHUN HAIPABIISIOTCS
(BpyuaroTcst) 3asBUTEIIO B BUJIE YBEOMJICHHUS B MMCbMEHHOM U (WJIM) 3JEKTPOHHON (opme B TeueHue 1
(omHOTO) paboyero HS.

IIpumeyanue.
B odunmansHoM TekcTe JOKyMEHTa, BUIUMO, AOMYIEHa ONevyaTka: UMeeTcsl B BUAY IMyHKT 15, a He
IYHKT 1.
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43. 3agaHue Ha IPOBEACHUE HKCIEPTU3b] JOKYMEHTOB JUIs OJIY4YEHUS Pa3pelleHus] Ha IPOBeIeHUE
KJIIMHUYECKOTO0 HCCIIEOBaHUs C IPUIIOKEHUEM JIOKYMEHTOB, YKa3aHHbIX B moamyHkrax 3, 4, 10, 11
IyHKTa 1 AJIMUHUCTPaTHBHOIO perjiaMeHTa, B TedeHue 1 (oaHOro) pabodero AHsA IOCIE NOIIMCAHUS
IUpeKTopoM JlermapTaMeHTa HallpaBJIIE€TCsl B OKCIIEPTHOE YUPEKACHUE).

3aganue Ha MPOBENEHHE STHYECKOH HKCIEPTU3bl C IMPUIOKEHHEM JOKYMEHTOB, YKa3aHHBIX B
noanyHkrax 3 - 6, 8 u 9 myHkra 15 AIMHUHHCTPAaTUBHOTO periamMenTa, B TeueHue 1 (oxHoro) pabodero
THS TOCJIe TTIoANMCcaHus qupekTopoM JlenapramenTa, Hanpasisiercs: B COBET MO THKE.

HanpaBneHue 3asBUTENO 3aNpocoB 06 yTOYHEHUHU
cBeAeHUN, coaepXKawmxca B npeacTaBreHHbIX 3asBUTeNeMm
OOKYMEHTaX, a TaKKe 3anpocoB 3KCNEePTHOro yupexaeHus
B crlyvae He4OCTaTOYHOCTU ANA faun 3aKYeHus
npeAcTaBrieHHbIX HAa 3KCNepTU3y MaTtepuarnoB

44. Yrpatun cuiy. - [Ipukaz Munznpasa Poccuu ot 24.10.2019 N 880H.

45. B ciyuae BBISIBIICHUS] HETIOJTHOTH U (MJIM) HEAOCTOBEPHOCTH MH(OPMAINH, COAEpIKaIICHCs B
NPE/ACTABICHHBIX 3asBUTENEM JOKyMEHTaX, MMHHUCTEPCTBO HANpaBisieT 3asBHTENIO 3ampoc 00
YTOYHEHUM yKa3aHHOM MH(pOpMaluu B COOTBETCTBUU € yacThio 4 cratbu 39 denepanbHOro 3akoHa N
61-D3.

B cJIydya€ HCIPCACTABJIICHHA 3adBHUTCICM OTBCTa Ha 3arpocC MI/IHI/ICTCpCTBa 110 HCTCUYCHHU
JACBAHOCTA pa60LII/IX JTHEH MI/IHI/ICTepCTBO B TCUCHUC IIATU pa60qylx JHEH:

1) nmpuHMMaeT pernieHHe 00 OTKa3e B OpraHU3aIlMU JKCHEPTH3bl JOKYMEHTOB [UJISl TOJYYEHUS
pa3pelleHust Ha MPOBEACHUE KIMHUYECKOTO UCCIEN0BAHUS U ITUYECKOU DKCIIEPTU3BI;

2) HanpaBJISET B AKCIEPTHOE YUPEXKIACHNUE YBEIOMIICHUE O HETIPEACTABIEHUH 3asBUTEIIEM OTBETa Ha
3armpoc.

46. IlpencraBieHHbIN 3asBUTENEM B MHHHCTEPCTBO OTBET Ha 3alpoC PETHUCTPUPYETCS B JACHD
IIOCTYIUIEHUs B [lenmapramMeHTe ymnpaBlIeHHs AClIaMHU M KaJpoB MUHUCTEpPCTBA U HANPABIIAECTCA B OTACI
JlenaprameHTa, OTBETCTBEHHBIN 3a IIPEIOCTABIECHUE TOCYIAPCTBEHHON yCIIyTH.

HavanpHuk oThena B TeUYEHUE 1 (O,Z[HOFO) pa60qer0 AHSA € JaTbhl pEruUCTpaliu MOCTYIIUBIICTO B
MI/IHI/ICTepCTBO OT 3a4ABUTCIIAI OTBCTAa Ha 3allpoC Ha3HadYacT HW3 YWClIa COTPYAHUKOB OTACIIA
OTBCTCTBCHHOI'O UCITIOJIHUTECJIA 110 PACCMOTPCHUIO TOKYMCHTOB (L[anee - OTBETCTBEHHBLIN I/ICHOJ'IHI/ITCJ'IB).

q)aMI/IJ'II/ISI, UM B OTYECTBO (HOCJ’IG}IHGC - Ipu HaJ'II/I'-II/II/I) OTBETCTBCHHOI'O HCIIOJIHUTECIIA, €TI0
TeJ’Ie(bOH COOGH.IE[IOTCH 3asABUTCIIIO 110 €ro NIMCbMCHHOMY HJIU YCTHOMY 06pa1ueH1/Ho.

47. OTBETCTBEHHBIN HCIIOJNHUTENb B TeueHue | (onHOro) pabodero IHS € AAaThl Ha3HAYCHUS
OCYLIECTBIISIET IPOBEPKY CBEICHUM, COAEPXKAIIMXCS B OTBETE€ HA 3allpOC U KOMIUIEKTE JOKYMEHTOB,
IIPEJICTABICHHBIX 3asBUTEIIEM, C LIEIBIO ONPEACICHU:

1) MOJIHOTBI U HOOCTOBCPHOCTHU CBCﬂCHHﬁ, CoaCpiKauxXcsa B TMPCACTABJICHHBIX 3asABUTCIICM
AOKYMCHTAXx;
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2) coriacoBaHHOCTH IpeICTaBICHHON HHGOPMAIIUU MEXKIY OTAEIbHBIMU JOKYMEHTaMU;

3) HayIM4Ke B MPEACTABICHHBIX JOKyMEHTaX HH(OpMAIMH, KOTOpas JOJDKHA ObITh OTpa)KeHa B HUX
B COOTBETCTBUHU C COAEPKAHUEM U IIPEAMETOM 3a1poca.

48. OTBETCTBEHHBIN UCIOJIHUTENb IO PE3yJIbTaTaM PACCMOTPEHUS IPEICTABICHHBIX 3asBUTEIEM B
OTBET Ha 3aIlpoC JOKYMEHTOB B TeueHue 1 (ogHoro) pabouero qHs:

1) B ciayuyae OTCYTCTBHMSI OCHOBAHM, IPEAyCMOTPEHHBIX IYHKTOM 21 AJMUHUCTPAaTUBHOIO
perinaMeHTa, TOTOBUT IIPOEKT pelieHHs 00 OpraHM3aldy SKCIEPTU3bl JOKYMEHTOB [UI IOTy4EHUs
paspellieHusT Ha IPOBEJIEHUE KIMHUYECKOTO MHCCIENOBAHUS U D3TUYECKOW OHKCIEPTHU3bl, a TaKkKe
COOTBETCTBYIOIME 3aJaHUs B KCIIEPTHOE yupexaeHue 1 COBET 110 ITUKE;

2) B chaydyae Halu4Msi OCHOBAaHUM, IPEAYCMOTPEHHBIX IYHKTOM 21 AJIMHUHUCTPaTUBHOIO
perinaMeHTa, TOTOBUT IPOEKT pelieHus 00 OTKa3ze B IPOBEIEHHM SKCIEPTU3, C YKa3aHUEM NPUYUH
OTKa3a;

3) TOTOBUT IIPOCKT COIMPOBOAUTECIIBHOTO IMMCbMaA B KCIICPTHOC YUPCIKIACHUC, KOTOPOC 06paman005
C COOTBCTCTBYIOIIHUM 3aIIpOCOM B MI/IHI/ICTCpCTBO.

49. IIpoeKT cOmpOBOIUTENBHOIO MUChMa COTJIACOBBIBACTCA HAYAILHUKOM OT[IENA, MOAMUCHIBACTCS
nupekTopoM JlemaprameHTa (3amMecTuTelieM AupekTopa JlemapramMeHTa) W HAmpaBisieTCs B DKCIIEPTHOE
YUpEXKJIECHUE C MPUIIOKEHUEM K HeMy IpEICTaBICHHBIX 3asBUTENIEM B OTBET Ha 3ampoc MuHHCTEpCTBA
JIOKYMEHTOB B TEYCHHE OJTHOTO pabodero JHs.

50. IlpoexTsl pemeHWH, yKa3aHHBIX B MNOAMYHKTax | u 2 myHkra 48 AJZMMHHCTPaTMBHOIO
periJamMeHTa, COTJacOBBIBAIOTCS HAyaJIbHUKOM OT/AENA, MOJAMUCHIBAIOTCS AUpEKTOpoM JlemaprameHTa B
TeueHue 1 (o1HOro) paboyero aHs.

dopmupoBaHMe U HanpaBrieHUe MeXBeAOMCTBEHHbIX 3arnpocoB
B rocyjapcTBeHHble opraHbl, y4acTBYHOLKNe B NpeaocTaBneHum
rocyaapcTBeHHOM ycrnyru

51. OcHoBaHMeM JUIsl Hayana aJMUHHCTPATUBHOW mpouenypsl "dopMupoBaHHE U HalpaBjieHUE
MEXBEJOMCTBEHHBIX 3allpOCOB B TOCYJIapCTBEHHbIE OpPraHbl, Y4YacTBYIOUIME B MPEAOCTaBICHUU
roCyIapCTBEHHOMN yCIIyru" sIBJISIETCA MOCTYIUIEHHE B MUHUCTEPCTBO 3asBJIEHUS U JOKYMEHTOB 3asBUTEIIS
0 IIPEJOCTaBJIEHUH FOCY1apCTBEHHON YCITyTH.

52. OTBETCTBEHHBIN HCIOJHUTENIb B paMKaxX IMPOBEIEHUS MPOBEPKU IOJHOTHI M JIOCTOBEPHOCTHU
CBEICHMI, yKa3aHHBIX 3asBUTEJIEM B 3asBJIEHUU M (WIM) AOKyMeHTaX, B TeueHue 10 paboumx aHel c
MOMEHTa TOJYYEHHUs 3asBlICHHS M (MIM) JTOKYMEHTOB (OpMUpYeT M HampaBiseT 4Yepe3 CUCTEMY
MEKBEJIOMCTBEHHOI'O 3JIEKTPOHHOro B3amMmojencTBus B Munnpomropr Poccum m ®HC Poccun, B
pacropsHKeHUH  KOTOPBIX HAXOOUTCd HMH(OpManus O HaJMYUU JIMLEH3UHM Ha TMPOM3BOJCTBO
JIEKapCTBEHHBIX CPEICTB B CIIy4dae, €CJIM MPOM3BOACTBO JICKAPCTBEHHOI'O IpernapaTa OCYIIECTBIICTCS B
Poccuiickoit denepanuu, WM KOIMUHU 3aKIIOYEHUS O COOTBETCTBUM IPOU3BOJIUTENS JIEKAPCTBEHHOI'O
npenapaTta TpeOOBaHUSAM MpPaBUJI HAJUIEKAIIEH MPOU3BOJICTBEHHOW MPaKTUKU U WH(popMalus o0 yrare
roCyJapCTBEHHOM MOLIIMHBI 3a MPEIOCTaBICHUE I'OCY 1apCTBEHHON YCIIyTH.

CrpaHuua 19 us 29



Mpuka3 MuH3apasa Poccumn ot 19.01.2018 N 20H
(pen. ot 24.10.2019)
"O6 yTBEpXAEHUN AOMUHUCTPATUBHOIO pernameHTa MMHUCTEPCT...

53. MeXBeOMCTBEHHBIH 3aIIpoC O MPEIOCTaBICHUN HH(DOPMAITUU JOJIKEH COJIEP)KATh:
1) HauMeHOBaHME OpraHa, HalpaBJISIOIIETO MEXXBEIOMCTBEHHBIN 3a1poc;

2) HauMMEHOBaHHE OpraHa TOCyJapCTBEHHOW BIACTH, B aJpec KOTOPOro HampaBiseTcs
MEKBEJOMCTBEHHBIN 3aMpoc;

3) HauMMEHOBAaHHWE TOCYJApPCTBEHHOW YCIyru, IS TNPEAOCTaBICHHUS KOTOPOH HEOO0XOAMMO
Mpe/ICTaBICHIEe HHPOPMAIINH, a TAKXKEe, eCIIM UMeeTCsl, HoMep (MAeHTU(HUKATOP) TaKOH YCIIyTH B peecTpe
rOCy/IapCTBEHHBIX YCIIYT;

4) ykazaHue Ha MOJIOXKEHHUS HACTOSIIEro AIMUHUCTPATUBHOIO pErjlaMeHTa U MHBIX HOPMAaTUBHBIX
paBoBbIX akTOB Poccuiickoit deneparyy, KOTOPHIMU YCTAaHOBJICHO MPEAOCTABICHHE JOKYMEHTA U (MJIN)
nHpOpManY, HEOOXOAUMBIX JJISl TPEJOCTABICHUS TOCYJAPCTBEHHOHN YCIYTH, H YKa3aHHUE HA PEKBU3UTHI
COOTBETCTBYIOIIMX HOPMATUBHBIX NPaBOBBIX akTOB Poccuiickont denepannu;

5) cBeneHus, HEOOXOIWUMBIC MJISl TIPEACTABICHUS HH(OPMAIMH, YCTAaHOBJICHHBIC HACTOSIIUM
AJMUHUCTPAaTUBHBIM PETJIAMEHTOM, a TAK)KE CBEACHMUSI, IIPEICTABICHHbIE 3asBUTEIIEM;

6) agpec 11 HaIpaBJICHUS! OTBETa HA MEXKBEJIOMCTBEHHBIN 3a1poc;

7) dbamunusi, ©Ms, OTYECTBO (TIOCIIEAHEE - TPU HAIUYUN) M JOJDKHOCTD JIMIIA, TTOJrOTOBUBIIETO U
HaIPaBUBIIIETO MEKXBEJOMCTBEHHBIN 3ampoc, a TaKkKe HOMEp CciaykeOHoro TtenedoHa u (WIM) aupec
ANEKTPOHHON MOYTHI JAHHOTO JIMIIA IS CBS3H;

8) mara HampaBlIeHUS MEKBEJIOMCTBEHHOTO 3aIpoca.

MpuHATHe pelleHus O Bbiaaye paspelleHUs Ha npoBeAeHue
KITMHMYECKOro uccrnegoBaHusA unu o6 oTkase B Bblgaye paspelueHus
Ha NnpoBefeHne KIMHUYECKOro nuccnenoBaHus

54. Yrpatun cuny. - [lpukaz Munszapasa Poccun ot 24.10.2019 N 880H.

55. Ilpu nOCTYIJIEHNH 3aKJIFOUEHUI SKCIEPTHOIO YUPEXKICHHS U COBETA MO 3THKE MO PEe3yJbTaTam
9KCMEPTU3BI IOKYMEHTOB JIJISl TIOTYYEHHUsI pa3pelieHus Ha MPOBEJIEHNE KIMHUYECKOTO MCCIICI0BaHUS, B
CpOK, He mpeBblmatonuii 3 (Tpex) pabounx JHeH, OTBETCTBEHHBIN NCIIOIHUTENb:

1) OCYHICCTBIACT OUCHKY MOCTYIIMBIINX 3aKIIFOYCHUM AT OoNpEACIICHUA UX COOTBECTCTBHUA 3aJaHHUAM
MI/IHI/ICTepCTBa Ha NPOBCACHUEC COOTBCTCTBYIOIIUX SKCIICPTHU3;

2) TOTOBUT MPOEKT pa3perieHus Ha MPOBEIeHNE KIMHUYECKOTO UCCIICIOBAHMS B CITydae MOTyUYCHUS
or CoBera MO H3TUKE W OBKCHEPTHOrO YUPEXKICHHUS 3aKIOYEHUH O BO3MOXKHOCTU MPOBEICHUS
KJIMHAYECKOTO MCCIICIOBAHNS,

3) TOTOBUT HNPOCKT PCUICHUA 00 OoTKase B BbLJAYC PA3pCHICHUA Ha IMPOBCACHHUC KIMHUYCCKOI'O
HCCIICO0BaHMA B ClIydac IOJYUYCHHSA 3aKIIOYCHUA CoBeTa Mo 3THUKE U (I/IJ'II/I) 3aKJIIOYCHUA SKCIIEPTHOTO
YUPCIKACHUA 3aKJII0UYEHUM 0 HEBO3MOKHOCTHU MMPOBCACHU KIIMHUYCCKOT'O UCCIICIOBAHUAA,

56. Ilpoekt pa3pemieHus Ha TMPOBEACHUE KIMHUYECKOrO0 HMCCIENOBaHUs, MPEIyCMOTPEHHbBIN
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MOAMYHKTOM 2 TMyHKTa 55 AJIMUHUCTPAaTHBHOTO pErjiaMeHTta, opopmisercsa Ha OJaHKe, SBISIOIIEMCS
3aIUIICHHON Monmurpaguueckoil MpoayKIuMeld cO CTeneHblo 3amuThl ypoBHS "B", W comepxut
CIIEyIOIINE CBEACHHUS:

1) naty BpI1auM pa3pellieHus] U €r0 HOMED;

2) HanMMCHOBAaHHUC HW aApeC OpraHu3aluu, OCYH.[CCTBHHIOIHeﬁ opraHu3alnuilo IMIIPOBEACHHUA
KIIMHUYCCKOT'O UCCIICAOBAHUA JICKAPCTBCHHOI'O IIPLCIiapara,

3) HauMeHOBaHHME IOPUAMYECKOTO JIMIlA, TPUBJICUYEHHOTO pPa3pabOTYUKOM JIEKAPCTBEHHOI'O
npenapara K OpraHu3aluy MpoBEACHUs KIMHUYECKOT0 UCCieoBaHus (IIpU HAJIMYUN);

4) HanMeHOBaHHe JIEKAPCTBEHHOI'O MperapaTa, ¢ yKka3aHueM JIEKapCTBEHHOU (OpMBI U 103UPOBKH;
5) HaMMEHOBaHKE MPOTOKOJIA KIMHUYECKOTO UCCIIEOBAHUS;
6) 11eJ1b KIIMHUYECKOTO UCCIIEeIOBAHMUS;

7) mepevyeHb MEIUIIMHCKUX OpPTaHU3alid ¢ YKa3aHUEM UX aJpecoB, B KOTOPHIX OyJeT MPOBOJUTHCS
KJIIMHUYECKOE UCCIICI0BAHUC;

8) CpOKH MpPOBEICHNS KIMHUYECKOTO HCCIICIOBAHNUS;
9) KONIMYECTBO MAMEHTOB, IPUHUMAIOIINX YYacTHE B KIMHUYECKOM UCCIICIOBAHHH.

[TpoekT pa3pemieHusi COTrIacoBBIBACTCS HAYaJbHUKOM OT/AENa U TOINHCHIBAETCS TUPEKTOPOM
JlenaprameHTa B TeueHue 5 (MATH) pabouyux JHEH co JHS MocTymuieHus B JlemapTaMeHT 3akiItoueHui 1o
pe3ysbTaTtaM IPOBEACHHBIX IKCIIEPTH3 IKCIEPTHHIM yupexaeHneM U COBETOM IO 3THKE.

B cnyyae yrouHeHMs (M3MEHEHHs) NpPU MPOBEACHUU KIMHMUYECKOTO MCCIEOBAHUS JIaHHBIX,
COJIEpKalllMXCsl B pa3pellieHuHd Ha MPOBEACHHME KIMHUYECKOro HcciaeloBaHus, MHUHHCTEpCTBO Ha
OCHOBAaHMU OOpalleHus 3asiBUTENs B IMHCbMEHHOM M JJIEKTPOHHOW (opMe TMpH  HAIMYUH
MOTHBUPOBAHHOTO 0OOCHOBAHUS U IOKYMEHTOB, MMOATBEPKIAIOIINX HEOOXOAUMOCTh YTOUHEHHS JaHHbBIX
BHOCHUT M3MEHEHMs B pa3pelleHue Ha MpPOBEIeHUE KIMHUYECKOIO MCCIIEAOBaHU, O yeM HHPOpPMUpPYET
3asiBUTENsI B MHUCbMEHHOW (RJIEKTPOHHOM) (opMme B Cpok, He mpesblmaronuii 30 (Tpuaunartu) pabouux
JHEW ¢ 1aThl MOCTYIUIEHUS OOpallleHus 3asiBUTEIIS.

[Ipumeuanmue.
B odununanbHOM TeKcTe JOKyMEHTa, BUIUMO, JOIyIIEHa OoleyaTka: UMEeeTcsl B BULYy IYHKT 55, a He
IIyHKT 52.

57. Tlpoext pemeHus o0 oOTKaze B BbIJau€ pa3pelleHUs] Ha MPOBEIACHHUE KIMHUYECKOTO
WCCIEAOBAHUS MPEAYCMOTPEHHBIM TOAIMYHKTOM 3 TMyHKTa 52 AJIMHHHCTPAaTMBHOIO pEIVIAMEHTA,
oopmisieTcss B MMCbMEHHOM U (WJIM) JIEKTPOHHOM BHUJE, COTJIACOBBIBACTCS HAYAJILHUKOM OTHeNa U
MOAMNKUCKHIBaeTCcs qupekTopoM JlemaprameHTa TedeHue S5 (MATH) paboyux JHEH cOo JHS MOCTYIUICHHS B
MUHHCTEPCTBO 3aKIFOYEHUH 110 pe3yabTaTaM IIPOBEIECHHBIX DKCIIEPTU3.
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OTBeTCTBEHHBI HCIONHUTEIL B TeueHue | (ogHOro) paboyero JHS €O JHS TOANMCAHUSA
JIOKYMEHTOB, YKa3aHHBIX B MOAMYHKTax 2, 3 myHKTa 55 AJMHHUCTPATHUBHOTO pPErjaMeHTa BpydYaeT
(HampaBisieT) 3asgBUTENIO (YIIOJIHOMOYEHHOMY MPEICTaBUTEINIO 3asBUTENS) pa3pellieHre Ha MPOBEACHUE
KIIMHUYECKOTO WCCIEAOBaHUS WM pelieHHe 00 OTKa3e B BbIJAYe pa3pelicHus Ha TPOBEICHUE
KJIMHMYECKOTO MCCIIEJOBAaHUS C YKa3aHUEM IIPUYMH OTKa3a.

58. JIOKyMEHTBI, IPE/ICTaBIICHHBIC 3asIBUTEIISIMU, HE3aBUCUMO OT TOTO, MPEJOCTABICHO 3asBUTEIIO
paspelieHue Ha TMPOBEACHUE KIMHUYECKOTO HCCIASAOBAaHUS WM OTKa3aHO B BbIJAYe YKA3aHHOTO
paspenieHusi, MoJIeKaT XpaHeHUI0 B MUHUCTEPCTBE B MOPSAKE, YCTAHOBJICHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanuu.

PaccMmoTpeHue 3asiBNeHus U NPUHATUE peLleHUs O Bblaaye
Ay6nukaTta paspelueHus Ha NnpoBeAeHue
KITMHUYECKOro uccriegoBaHus

59. Yrparun cuny. - [lpukaz Munszgpasa Poccun ot 24.10.2019 N 880H.

60. 3asBieHue o BhIIaye AyOnMKaTa pa3penieHus] Ha MPOBEACHHE KIMHUYECKOTO HCCIICIOBAaHMS,
MPEJCTaBICHHOE 3asBUTEIEM B MHHHCTEPCTBO, PETUCTPUPYETCS B JICHb MOCTYyIUICHHUs B JlemapTamMeHT
yYhpaBJCHUA ACIaMU U KaApPOB MI/IHI/ICTepCTBa W HAIIpaBJIACTCA B OTICII.

61. HauansHuk otaena B TeueHue 1 (ogHOro) pabodero AHS C JaThl PETUCTPAIMK OCTYHBIIETO B
MUHUCTEPCTBO 3asBIICHUS O BblAaue ayOiMKaTa pa3pemieHuss Ha MPOBEICHUE KIMHUYECKOTO
WCCIIEIOBAaHMUS Ha3HA4YaeT W3 YHCIa COTPYAHMKOB OTAeNa OTBETCTBEHHOTO UCIHOJTHHUTENS IO
PACCMOTPEHHIO YKA3aHHOTO 3asIBJICHUS.

daMuius, UMsI U OTYECTBO (TIOCIEHEEe - MPHU HAIWYMM) OTBETCTBEHHOIO HCIOJIHMTENS, €ro TeiaedoH
COOOMIAI0TCS 3aBUTEIIIO IO €r0 MUCbMEHHOMY WIIM YCTHOMY OOPAIlEHHIO.

62. OTBETCTBEHHBI HWCIIOJHUTENh B TedyeHHe S5 (maTu) pabouymx OHEH ¢ JaThl HAa3HAYCHUS
OCYIIECTBJISIET TIPOBEPKY CBEACHUM, COAEPXKAIIMXCA B 3aABICHUM C IEJbI0 OMNPENETCHUsT UX
JIOCTOBEPHOCTH.

I[To pe3ynbTaTam NpOBEPKH MPECTABICHHBIX TOKYMEHTOB OTBETCTBEHHBIN HCIIOJIHUTENb B TEUEHHE
1 (omHOrO) pabouero JHs TOTOBUT AyOJIMKAT paspelieHus: Ha MPOBEACHNE KIMHUYECKOro HCCIeI0BaHus,
c orMeTkol "myOmmkatr"', KOTOpBIA odopmiIseTcs Ha OJIaHKe, SBISIONEMCS  3allUIIEHHON
noJurpaguueckoi MpoIyKIHel Co CTETEeHbIO 3aluThl ypoBHs "B".

HyOnukar paspemieHusi Ha TPOBEACHUE KIMHUYECKOTO HCCIIEIOBAHUS  COTJIACOBBIBACTCS
HAYaJIbHUKOM OTJIENIa U TIOJITUCHIBAeTCS AUPEKTOpoM JlemapramenTta B TeueHue 2 (AByX) pabodmx JHEH.

OTBeTCTBEHHBIN UCIIOIHUTEND B Te4eHHe 1 (01HOro) paboyero AHsS CO JHS MOJIUCAHMS AyOJMKaTa
paspelleHrss Ha TPOBEJCHHE KIMHUYECKOro HCCIEeOBaHUs BpydyaeT (HAMpaBisieT) €ro 3asBUTEII0
(YIOJIHOMOYEHHOMY MPEACTABUTENIO 3aIBUTEIS).

IV. ®opMbl KOHTPOSA 32 UCMOSTHEHUEM
AAMUHUCTPaATUBHOIO pernameHTa
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Mopsaok ocyuiecTBNEeHUs TeKyLEero KOHTPOsA 3a cobnoaeHnem
M UCNOJTHEHUEM OTBETCTBEHHbIMU [OMKHOCTHBLIMU NTULAMU NONOXEHUM
ALOMWHUCTPATMBHOIO pernamMeHTa U MHbIX HOPMaTUBHbIX NPaBOBbLIX
aKTOB, yCTaHaBNUBaKLWMNX TpeGoBaHUSA K NpeaoCcTaBNEeHUIo
rocynapcTBeHHOM yCryru, a Takke NPUHATUEM UMW peLLeHUN

63. Tekyumii KOHTpPOJb 3a COOJIOJCHHMEM U HUCIHOJHEHHEM OTBETCTBEHHBIMU JOJIKHOCTHBIMU
nuuaMu MUHUCTEPCTBA MOJO0KEHUH AJMUHUCTPATUBHOTO PErJIaMEHTa U MHBIX HOPMATUBHBIX ITPABOBBIX
aKTOB, YCTaHAaBJIMBAIOMIMX TpeOOBaHUS K IMPEIOCTABICHUIO TOCYJapCTBEHHOM YCIyrd, a Takxke
MPUHATAEM UMH pEUICHUN (J1aee - TeKYIUi KOHTPOJIb), OCYIIECTBIISIETCS MOCTOSHHO.

64. Texkymmili KOHTpOJIb  OCYHIECTBIIIETCS  JOJDKHOCTHBIMM  JIMIAMUM  MUHHUCTEpPCTBA,
OTBETCTBEHHBIMHU 3a OPraHM3aIMI0 pabOThl MO MPEAOCTABIECHHIO TOCYJapCTBEHHOM YCIIyTH, B IIPOLEcce
IIPEIOCTABIICHUSI TOCYJAPCTBEHHOM YCIYTM B COOTBETCTBMM C YCTAHOBJIEHHBIMH AJMUHHCTPAaTUBHBIM
pErIaMeHTOM COAECPKAHUEM JICUCTBUM U CPOKAMH UX OCYLIECTBIICHUS.

Mopsaaok n nepuoaNYHOCTb OCYLLEeCTBNEHUA NNaHOBbIX
M BHENNAHOBbLIX NPOBEPOK MOJSIHOTbLI U KayecTBa NpeaocTaBneHuns
rocyaapcTBeHHOM yCryru, B TOM Ynucne nopsagok nu hopmbli
KOHTPOSSA 3a NOJIHOTOW U Ka4eCTBOM NpeaocTaBreHus
rocyaapcTBeHHOM yCnyrum

65. KoHTposb MOJHOTHI U KayecTBa MPEAOCTaBICHMSI TOCYAApCTBEHHOM YCIIyTH OCYLIECTBISETCS
IyTeM MPOBEAEHUS JODKHOCTHBIMU JHMIIaMH MUHHCTEPCTBA MPOBEPOK COOMIOAEHUS U HCHOJIHEHUS
OTBETCTBEHHBIMU JOJKHOCTHBIMU JAULIAMU MunucrepcTBa MOJIOXKEHU HACTOSAIIETO
AJZIMUHUCTPAaTUBHOTO perjaMeHTa, MHBIX HOPMATUBHBIX IpaBOBbIX akToB Poccuiickoit denepauuu,
YCTaHABJIMBAIOIIKX TPEOOBAaHNUS K MIPEIOCTABICHUIO FOCYAAPCTBEHHON YCIIYTH.

66. B MunucrepctBe MpOBOJATCA IUIAHOBBIE M BHEIUIAHOBBIE IMPOBEPKU IOJIHOTHI M KadecTBa
HCTOJIHEHUS TOCYIAPCTBEHHOM YCIYTH.

IIpy mnpoBencHMM IUIAHOBOW IPOBEPKM MOTYT pacCMaTpUBATBCA BCE BOIPOCH, CBA3aHHBIE C
WCIOJIHEHUEM TOCYJapCTBEHHOM YCIYIM (KOMIUJIEKCHBIE IPOBEPKH), WM BOIPOCHL, CBSI3aHHBIE C
UCTIOJIHEHUEM TOM WM UHON aIMUHUCTPATUBHON NPOLEYPHl (TEMaTUYECKHE TPOBEPKH).

67. BHermiaHOBbIE NMPOBEPKH MPOBOJAATCSA MO KOHKPETHOMY OOpalleHHio (3kanode) rpakiaH HiIu
IOPUIANYECKHX JINLL.

HepI/IOJII/I'-IHOCTI) OCYHICCTBJICHUS IIJIAHOBLIX ITPOBEPOK YCTAHABIINBACTCA MI/IHI/ICTepCTBOM.
[InaHoOBEIEC M BHEILIAHOBEIE ITPOBCPKHU NPOBOAATCA HAa OCHOBAHWUH ITPHUKA30B MI/IHI/ICTepCTBa.

68. Ilo pe3ynbraTam KOHTPOJIS MOJHOTHI U KAYECTBA MPEIOCTABICHUS TOCYAAPCTBEHHON YCIIYTH, B
Clly4ae BBISIBJICHMsI HapyLICHUH ITpaB 3asBUTENIEH, BUHOBHBIE JIMIA NIPUBJIEKAIOTCS K OTBETCTBEHHOCTH B
COOTBETCTBHUU C 3aKOHOJATENbCTBOM Poccuiickoit denepanni.

OTBEeTCTBEHHOCTb AOMMKHOCTHbIX Nuy, MUHUCTEpCTBa 3a pelueHus
n pgencteus (6espnencreme), npUHMMaeMble (ocyLlecTBnsieMble)
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UMU B Xoae npenocrtaBsieHUsA rocyp,apCTBeHHoFI ycnyru

69. IlepcoHanbHas OTBETCTBEHHOCTh JOJDKHOCTHBIX JIMI MHHHCTEpCTBA 3aKpeIuiieTcss B HX
JOJDKHOCTHBIX ~ perilaMeHTaX B COOTBETCTBHM C TpeOOBaHMSAMH 3aKOHOAATeNbcTBAa Poccuiickoi
denepanuu.

70. MHcnosnHuTtenb, OTBETCTBEHHBIM 3a OCYIIECTBICHUE aJMUHUCTPATUBHOM IPOLEAYpPbI
AJIMUHUCTPAaTUBHOI'O perjaMeHTa, HeCeT NePCOHAIbHYIO0 OTBETCTBEHHOCTb 3!

1) cooTBeTcTBHE pe3yJbTaTOB PACCMOTPEHUSI JOKYMEHTOB, IIPEACTABICHHBIX 3asBUTEIISIMHU,
TpeboBaHUsAM 3aKOHOAaTeIbcTBa Poccuiickoit deneparuu;

2) co0IroIcHNE CPOKOB U MOPSIIKA ITpHEMa JIOKYMEHTOB;

3) CO6J'IIO,I[€HI/IC CPOKOB H IIOpAAKa BblAa4YM Pa3pCHICHUA Ha IM[MPOBCACHUC KIMHHUYCCKOI'O
HCCIICAOBaHMA WM YBCIOMIICHUSA 00 oTkase B BbIA4Y€C pa3pCliCcHrd Ha IMPOBCACHHUC KIMHHYCCKOI'O
HCCICIOBaHUA.

71. JlomKHOCTHBIE JNWIla MHHHCTEPCTBA HAMCISIIOTCS OOSI3aHHOCTSAMU [0 OCYIISCTBIICHHUIO
KOHTPOJIS 32 UCIIOJIHEHUEM AJIMUHHMCTPATUBHOTO periiaMeHTa aktaMu MuHucTepcTBa.

NMonoxeHuns, xapakrepusyrwme TpeboBaHMA K NOPAAKY
1 chopmamM KOHTpOIIS 3a NpefocTaBlieHNEeM rocygapcTBeHHOM
ycnyru, B TOM Yucne co CTOPOHbI rpaXkaaH,
MX 00O beAMHEeHUN N opraHusauumn

72. T'paxxnaHe, ux OoOBEAMHEHHWS M OpraHU3allMy BIIpaBE KOHTPOJIMPOBATH IPEIOCTABICHUE
rOCYJapCTBEHHOH YCIyIrH IMyTeM MOJIy4eHUs! HHPOPMAaLUK Mo Teae(oHy, 0 MMCbMEHHBIM O0paLeHUsM,
I10 3JIEKTPOHHOM MmouTe, Ha opuIMaIbHOM caiite MuHucTepcTBa U yepe3 Enunblii moprant.

73. 3asBUTENN MOTYT IPUHUMATh Y4acTHE B 3JIEKTPOHHBIX OIpocax, GopyMax U aHKETUPOBAHUU 110
BOIIPOCaM YZOBJIETBOPEHHOCTH MOJHOTONM M KayeCTBOM IIPENOCTABIIEHUS TOCYJIapCTBEHHOM YCIyIH,
COONIIOJICHUST ~ JIOJDKHOCTHBIMM ~ JIMAMM  MUHHUCTEPCTBA  CPOKOB U IIOCIIEA0BATEIbHOCTH
aJIMMHHUCTPATUBHBIX NPOLIETYP, YCTAHOBIEHHBIX AJIMUHUCTPATUBHBIM PETJIAMEHTOM.

V. NocynebHbIN (BHecyaeOHbIN) nopsaaoK o6xanoBaHus AeNCTBUA
(6e3penctTBuna) MuHuctTepcTBa U JOMKHOCTHbIX nuy MMHucTepcTBa

(B pen. IIpukaza Munznpasa Poccun ot 24.10.2019 N 880n)

UHdopmauma ana 3amHTepecoBaHHbIX NUL 06 Ux npase
Ha pocynebHoe (BHecyaebHoe) ob6xanoBaHue AeNCTBUN
(6e3pencTBUA) N (UNU) peeHNn, NPUHATBLIX (OCYLLEeCTBNEHHbIX)
B XoAe npeaocTaBrieHUsi rocyAapCTBEHHOMN yCnyru

74. 3auHTEpECOBaHHBIC JIWIIAa UMEIOT MPABO Ha ocyie0Hoe (BHECYneOHOe) 0OKamoBaHUE JEHCTBUI
(Oe3nmeticTBUsI) M (WIM) pEIIEHUH, MPUHATHIX (OCYIIECTBICHHBIX) MUHHCTEPCTBOM, TOKHOCTHBIMU
quuaMu  MuHHCTEpCTBA B XOJA€  MPEAOCTABICHMS TOCYJIapCTBEHHOW yCIyrM B TOpPSJIKE,
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npeaycMoTpeHHoM riaaBoit 2.1 denepanpHoro 3akona N 210-D3 (manee - xxanoba).

OpraHbl rocyfapcTBeHHOM BNacTu, opraHn3auumn M yrnosIHOMO4YeHHbIe
Ha paccMOTpeHMUe Xanobbl NMua, KOTOPbIM MOXeT O6bITb HanNpaBrieHa
Xanoba 3asBuTENsA B Aocyae6GHOM (BHecyneO6HOM) nopsiake

75. B cnydae oOkanoBaHHs JACHCTBUN (0€3ACHCTBUSA) TOJDKHOCTHOTO JIMIIA CTPYKTYPHOTO
nojapasaeneHus MuHUCTepCTBa jkanmoba TOoMaeTcss Ha WM  PYKOBOJUTENS COOTBETCTBYIOIIETO
CTPYKTYPHOTO MoJpa3aenaeHusi MuHucrepcTsa.

B cnyuae oGxanoBanus aeiicTBuil (0e31elCTBUSA) PYKOBOJIUTENSI CTPYKTYPHOIO MOJpPAa3AeacHUs
MunucTepcTBa Jkanoba mopaercss Ha MM 3aMecTuTens MuHHCTpa 3apaBooxpaHeHMs Poccuiickoit
@enepanuy, KypUpYOLIEro JaHHOE CTPYKTYpHOE IMOJpPa3/eleHUuEe B COOTBETCTBUM C PACHpPENCIIEHUEM
00513aHHOCTEH, yCTaHOBJIEHHBIM ITPUKa30M MUHUCTEPCTBA.

Kanoba na neiictBus (Oe3zpeiictBue) 3amectutenss Munucrtpa 3apaBooxpaHeHus Poccuiickoit
®enepanuu nogaercs Ha Mg MuHHUCTpa 3apaBooxpanenus Poccutickor denepanuu.

Cnocobbl MHhopMMpOBaHUs 3assBUTENEN O nopsigke nogavum
M pacCMOTPEHMA Xanobbl, B TOM YUcrie C UCNOSNib30BaHUEM
EpauHoro noprana

76. Undopmaruss 0 mopsake MoJa4yl M PacCMOTPEHHUs KalnoObl pa3Meniaercs Ha opUIHaTIbHOM
caiite MunucrepctBa 1 Enqunom moprase, a Takke MOXKET ObITh COOOIIEHA 3asBUTENIO JOTKHOCTHBIMU
TuaMu MUHHCTEpCTBA MPHU TIMYHOM OOpalleHu .

MNepeyeHb HOPMATUBHLIX NPAaBOBbLIX aKTOB, PEryNIMPYOLWMNX NOPAJOK
pocynebHoro (BHecynebHOro) o6xanoBaHusA pelweHn u 4encTBumn
(6e3penctBusa) MuHuctepcTea 1 ero AOMKHOCTHbIX NUL

77. OTHOLIEHUS, BO3HUKAIOIUE B CBSI3H C JOCYICOHBIM (BHECYAEOHBIM) 00KalOBaHUEM PELICHUN U
nerucTBuii  MUHHCTEpPCTBA, JIOJDKHOCTHBIX JIMIT  MEUHHCTEPCTBA  PETYIHMPYIOTCS — CIEAYIOIIMMU
HOPMAaTUBHBIMU IIPABOBBIMU AKTaMHU:

1) ®enepanbhbiM 3akoHOM N 210-D3;

2) nocranoBneHueM IIpaButenscrBa Poccuiickoit ®enepaunn ot 16 aBrycra 2012 r. N 840 "O
TIOPSI/IKE TTOJa9M M PACCMOTPEHUS JKallod Ha pemeHus u aeictBus (0e3aeicTBue) dheaepaibHbIX OPTaHOB
WCTIOJHUTENIBHOM BIACTH W WX JOJDKHOCTHBIX JIML, (elepanlbHbIX T'OCYJapCTBEHHBIX CIIY)KalIHX,
JOJKHOCTHBIX JIMI[ TOCYJapCTBEHHBIX BHEOIOKeTHBIX (poHIoB Poccuiickoit ®@enepanun" (CobOpanue
3akoHojarenbcTBa Poccuiickoit @enepanuu, 2012, N 35, ct. 4829; 2014, N 50, ct. 7113; 2015, N 47, cT.
6596; 2016, N 51, ct. 7370; 2017, N 44, cT. 6523; 2018, N 25, c1. 3696).

78. Uudopmarivs, yka3aHHas B HACTOSIIEM pas3felie, MOMICKHUT 00sS3aTeTbHOMY pa3MEIICHHIO Ha
Ennnom noprarne.
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[Tpunoxenue N 1

K AZIMUHUCTPAaTUBHOMY PETJIaMEHTY
MunucTepcTBa 31paBOOXpaHEHUS
Poccuiickoit ®enepanuu

10 MPEAOCTaBICHUIO TOCYAapCTBEHHOM
YCIIYTH TI0 BbIJIa4€ pa3pelieHus

Ha MPOBEACHHUE KIIMHUYECKOTO UCCIIEIOBAHUS
JIEKApCTBEHHOIO TperapaTa i MeIULIUHCKOTO
MPUMEHEHHUS, YyTBEPKACHHOMY MTPUKA30M
MuHucTepcTBa 31paBOOXpaHEHUS
Poccuiickoit @enepanuu

ot 19 suBaps 2018 r. N 20H

dopma

B MMHUCTEPCTBO 3OPaBOOXPaHeHUA
Poccurickon demepauum

3aaByeHue

O BBIIAUYE pa3zpelleHNrA Ha IIPOBEeIEHME KIIMHMYECKOI'O MCCJIeOOBaAaHMA
JIEKAPCTBEHHOT'O IIpelriapaTa OJid MeOMUIMHCKOI'O IIPVMMEHEHNMA

oT

(ykaszplBaeTCcs IIOJIHOE M COKpalleHHOe (IpY HaJluuuy) HaVMMeHOBaHUe
3asgBUTEJISA, alpec MecTa HaXOXIeHUST)

Hpomy paspelimThb IIPpOBeIeHMEe KIIMHMYEeCKOI'O MCCJIeIOBaHNMA
(KHMHMHQCKOQ mcciyiegoBaHMe, MeXIyHapoIHO€ MHOT'OLEHTPOBOE KIIMHUYUEeCKOe
mucciiegoBaHme, IIOCTpeIl'MCTpalMOHHOE KIIMHMYeCKOe MCCHeﬂOBaHMe)

(HyXHOE€ MNOIOYEPKHYTH)

JIEKapCTBEHHOT'O IIpellapaTa IOJi4d MeIOVMIMHCKOI'O IIPVMMEeHEeHNMA

(yxasplBaeTCsd HAVMMEHOBAHME MCCIEIYyeMOTO JIEKAPCTBEHHOTO Mpenapara IJjsg
MEOULMHCKOTO IPMMEHEHMs, B TOM UMCJIe MeXIyHAapOOHOEe HelaTeHTOBaHHOEe
HaMMeHOBAaHME, TOPTOBOE, IIPOEKTHOE)

B JIeKApPCTBEHHOM QopMe U HO3UPOBKE

(yxaselBaeTCcsa JiekapCTBeHHas dopMa M OOBMPOBKA UCCIENYyeMOTO
JIEKaPCTBEHHOTO IpernapaTra IJjs MeIMLUMHCKOTO IPMMEeHEeHMS)

OpraHM3alnm4d, OCyUeCTBJIJIAKIaA OPIaHM3allMI INIPOBEIEHUMA KIIMHUYECKOI'O
MCCJIEeJOBAHMA JIEKAPCTBEHHOT'O IIpeliapaTa IJId MeIMUMHCKOTI'O IIPMMEHEHUMA

(yKa3HBaeTCH IIOJIHOE VM COKpalleHHOe (HpM HaJlMuuy) HaUMeHOBaHUe OPMIOINYEeCKOI'O
Jirita, OPI'aHM3allMMOHHO-IIpaBOBaA @opma, agpec MecTa HaXOXIEeHMS)

OpUINYEeCKOe JIMIIO, [IPUBJIEUEHHOE K OpTaHM3alUuM NPOBEOeHMS KJIMHUYUECKOIO
VCCJIeNOBaHUA JIEKAPCTBEHHOTO IpelnapaTa IOJig MeIULMHCKOI'O IIPpUMMEeHEeHMuSa (Ipu
HaJIU4UN)

CtpaHuua 26 us 29



Mpuka3 MuH3apasa Poccumn ot 19.01.2018 N 20H
(pen. ot 24.10.2019)
"O6 yTBEpXAEHUN AOMUHUCTPATUBHOIO pernameHTa MMHUCTEPCT...

(yxaselBaeTCcs IIOJIHOE U COKpalleHHOe (HpM HalMuuy) HaMMeHOBaHUe OPMINYEeCKOI'o
Jinita, €ro OPIaHM3alMOHHO-IIpaBOBaA @opMa, agpec MecTa HaxXOXIOeHUS)

IIPOUM3BOINTEJIE JIEKAPCTBEHHOTI'O IIpelriapaTa IOJid MeIMUIMHCKOI'O IIPpVMMEHEHUHA

(yxaselBaeTCs IIOJIHOE U COKpalleHHOe (HpM HaJlMuuy) HaMMeHOBaHUe OPMINYEeCKOI'o
Jirita, OPI'aHM3allMOHHO-IIpaBOBaAd @opMa, agpec MecTa HaxOXIOeHUS)

10 MIPOTOKOJY

(yxaseiBaeTCcs HOMEP " Bepcu#d (HpM Haluuuy) , HaVMMeHOBaHMue, naTa
YTBEPXIOEHNA IIPOTOKOJIa KIIMHMYECKOI'O MCCJIedOBaHMA JIEKAPCTBEHHOI'O
InpeliapaTa nOJ4d MeIVMUIVHCKOI'O HpMMeHeHMH)

C LeJIbIo

(yKaSHBaeTCH IeJib KJIMHMYECKOTI'O MCCJIeOOBaHMA JIEKAPCTBEHHOTI'O
InpeliapaTa nOJ4d MeIVMIVHCKOI'O HpMMeHeHMH)

Ha Ilepuon

(yKaSHBaeTCH IJaTa HauvaJla M JgaTa OKOHUYAaHMA KIIMHMYEeCKOI'O MCCJIegJOBaHMA
JIEKaApCTBEHHOT'O IIpellapaTa IOJi4d MeIOIVMIIMHCKOI'O HpMMeHeHMH)

C ydyacTrmuem IIallMEHTOB
(yKasmBaeTcg KOJIMYeCTBO IIalMeHTOB, IIpefrnojiaraeMoe
K y4acCTMIO B KIIMHMYECKOM MCCJIEeOOBAHMM JIEKAPCTBEHHOI'O
InpelriapaTa nOJ4d MeIVMIVMHCKOI'O HpMMeHeHMH)

B cCllenylrX MeIVMUIVMHCKMX OPI'aHM3allMAX

(ykaselBanTCs II0JIHOE, COKpalleHHOe (IpY HaJIuMuuMuM) HaMMEeHOBaHMEe U alpec
MEeOMUMHCKUX OpTraHM3aumii, B KOTOPHX NPeAnojiaraeTcsa NPOBeleHMe KJIMHUIECKOTO
MCCJIeOOBaHMA JIEKAPCTBEHHOTO MNpenapaTa IJjs MeOMUVMHCKOT'O NPMMEHEHMUS) .

Saapyenme cocrasjeHo " " 20 T.
HaAaNMMCHOBAHUC TOJIDKHOCTHU IIOAITNCH pYKOBOI[I/ITeJ'Ifl WHUIIUAJIBI, q)aMI/IJ'II/ISI
PYKOBOOUTCIIA OpraHu3allunu-3adBUTCIIA PYKOBOIUTCIIA
OpFaHI/ISaHI/II/I-BaﬂBI/ITeHH OpFaHI/ISaHI/II/I-3a$IBI/ITeJ'I$I
M.IL

KoHTakTHEM TejedoH

[Ipunoxenne N 2
K AIMUHUCTPAaTUBHOMY PETJIAMEHTY
MunucTepcTBa 3paBOOXpaHEHUS
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Poccuiickoit denepanu

10 TIPEIOCTABICHUIO TOCYJaPCTBEHHOM

YCIIyTH IO BbIJaue pa3perieHus

Ha MPOBEICHUE KIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOT'0 IIperaparta Jisi METUIIUHCKOTO
MIPUMEHEHUSI, YTBEPKICHHOMY TTPUKA30M
MunucTepcTBa 31paBOOXpaHEHUS

Poccniickoit enepanuu

oT 19 auBaps 2018 r. N 20n

BJIOK-CXEMA
MCNONHEHNA AODMUHUCTPATUBHbIX NMPOLIEAYP "MNMPUEM, PETUCTPALIUA,
PACCMOTPEHMUE NOCTYNUBLUNX OT 3AABUTENA OOKYMEHTOB
HA NPEOOCTABJIEHUE TOCYOAPCTBEHHOM YCNYTU U NPUHATUE PELLEHUE
O NMPOBEAEHUU 3KCMNEPTU3bl AOKYMEHTOB AJ14 NOJTYYEHUA PA3PELUEHUA
HA NPOBEOEHUE KNUHUYECKOIO UCCNEQOBAHUA U 3TUYECKON
SKCNEPTU3bI U1K OB OTKA3E B NPOBEAEHUN YKA3AHHbIX 3KCIMNEPTU3"

VYTparuna cuny. - [Ipuka3 Munzapasa Poccuu ot 24.10.2019 N 880H.

[Tpunoxenue N 3

K AIMUHUCTPAaTUBHOMY PETJIAMEHTY
MunucTepcTBa 34paBOOXpaHEHUS
Poccniickoit ®enepanuun

0 MTPENOCTABJICHUIO FOCY1apCTBEHHON
YCIIyTH IO BbIJau€ pa3peLieHus

Ha MPOBEACHNUE KIIMHUYECKOTO UCCIIEIOBaHMS
JIEKapCTBEHHOTI'0 IIpernapara Jisi METUIIUHCKOTO
IIPUMEHEHHS, YTBEPKICHHOMY ITPUKA30M
MunucTepcTBa 3paBOOXpaHEHUS
Poccuiickoit denepanuu

ot 19 suBaps 2018 r. N 20n

BJIOK-CXEMA
UCMNOJNIHEHUA AODMUHUCTPATUBHOM NPOLEEAQYPbI "HAMNPABJIEHUE
3AABUTENNIO 3ANMPOCOB OB YTOYHEHUU NOJIHOTbI U AOCTOBEPHOCTHU
CBEOEHUW, COOEPXALLMXCSA B NPEACTABINEHHbIX 3AABUTENEM
AOOKYMEHTAX, A TAKXE 3ANPOCOB 3KCIMNMEPTHOIO YYPEXOEHUA
B CNNYYAE HEQOCTATOYHOCTMU AnA AA4YXN 3AKINIOYEHUA
NMPEACTABJIEHHbIX HA 3KCMNEPTU3Y MATEPUAINOB"

VYrpatuna cuiy. - [Ipukaz Munsnpasa Poccun ot 24.10.2019 N 880=.
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Mpuka3 MuH3apasa Poccumn ot 19.01.2018 N 20H
(pen. ot 24.10.2019)
"O6 yTBEpXAEHUN AOMUHUCTPATUBHOIO pernameHTa MMHUCTEPCT...

[Tpunoxenue N 4

K AZIMUHUCTPAaTUBHOMY PETJIaMEHTy
MuHucTepcTBa 31paBOOXpaHEHUs
Poccniickoit ®enepanuu

10 MPEJOCTABICHUIO FOCYAapCTBEHHOU
YCIIYTH 10 BbIJIa4Y€ pa3pelieHus

Ha IIPOBE/ICHNE KIMHUYECKOT0 UCCIIEIOBAHNUS
JIEKApCTBEHHOTO TperapaTa il MeIULIUHCKOTO
IIPUMEHEHHUS], YTBEPKICHHOMY IIPUKa30M
MuHucTepcTBa 3[paBOOXpaHEHUS
Poccuiickoit @enepanuu

ot 19 suBaps 2018 r. N 20H

BJIOK-CXEMA
UCMNONHEHUA AODMUHUCTPATUBHOW NMPOLEAYPLI "MPUHATUE PELLUEHUA
O BbIAAYE PA3PEWEHNA HA NMPOBEAEHUE KITMHUYECKOIO UCCINEAOBAHUA
UITN Ob OTKASE B BbIAAYE PA3PELUEHUA HA NPOBEAEHUE
KNMAHUWYECKOIO UCCINIEAOBAHUA"

Yrparuna cuny. - [Ipukas Munsapasa Poccun ot 24.10.2019 N 880=.

[Ipunoxenne N 5

K AIMUHUCTPAaTUBHOMY PETJIAMEHTY
MunucTepcTBa 31paBoOOXpaHEHUS
Poccuiickoit denepanuu

10 MIPEJOCTaBJIEHUIO TOCY1apCTBEHHON
YCIIYTH 110 Bblia4e qy0JInKaTa pa3pereHus
Ha MPOBEACHNE KIIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOI'0 IIpernapara Juisi MEAULIUHCKOT O
IIPUMEHEHHUS, YTBEPKAECHHOMY ITPUKA30M
MunucrepcTBa 31paBOOXpaHEHMS
Poccniickoit ®enepanuun

ot 19 suBaps 2018 r. N 20H

BJIOK-CXEMA
WCMONHEHUA AODMUHUCTPATUBHOW NMPOLEEAQYPLI "PACCMOTPEHUE
3AABINEHUA U NMPUHATUE PELLEHUA O BbIAAYE OYBJIMKATA PA3PELLEHUA
HA NPOBEAEHUE KITMHUYECKOIO UCCITIEAOBAHUA™

VYrpatuna cuiy. - [Ipukas Munznpasa Poccun ot 24.10.2019 N 880H.
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