[Tpuka3z Munuctepctsa 3apaBooxpaneHust PO ot 19 supaps 2018 r. N 20u
"O0 yTBepKJIeHUH AIMUHUCTPATUBHOTO periiaMmenTa MuHUCTEpCTBa 31paBooxpaneHus: Poccuiickoi
denepanuu 1Mo MPeJOCTABICHHUIO TOCYJaPCTBEHHOMN YCIYTH 110 BbIIa4Ye pa3pellieHus Ha MPOBEICHUE
KIIMHUYECKOTO UCCIIEIOBaHUS JICKAPCTBEHHOTO MIperapaTa Jisi MeIUIIUHCKOTO ITPUMEHEHuUs "

B penakiyu [Ipukasa MunuctepcTBa 3npaBooxpaneaust PO ot 24 oxtsaops 2019 r. N 880n

B cootBerctBun ¢ ®enepanbabiM 3akoHoM oT 27 umtons 2010r. N 210-03 "O6 opranuzanuu
NpPEJIOCTaBICHUST TOCYJapCTBEHHBIX W MyHHIMNaIbHbIX yciyr' (CoOpaHue 3aKOHOJATEIbCTBA
Poccwmiickoit @enepanuu, 2010, N 31, cr. 4179; 2011, N 15, ct. 2038; N 27, cr. 3880; N 29, cr. 4291,
N 30, ct.4587; N 49, cr. 7061; 2012, N 31, cr.4322; 2013, N 14, cr. 1651; N 27, cr. 3480; N 30,
ct. 4084; N 51, ct. 6679; N 52, cT. 6952, 6961, 7009; 2014, N 26, ct. 3366; N 30, ct. 4264; 2015, N 1,
ct. 67, 72; 2015, N 10, ct. 1393; N 29, c1. 4342, 4376; 2016, N 7, ct. 916; N 27, ct. 4293, 4294, 2017,
N 1, cr. 12), nocranosienuem [IpaBurensctBa Poccuiickoir @enepanuu ot 16 mas 2011r. N 373 "O
pa3paboTKe M YTBEP)KACHUU aJMUHHCTPATUBHBIX PErJIaMEHTOB MCIOJHEHUS TOCYJapCTBEHHBIX (DYyHKIMHA
U aJMHUHUCTPAaTHBHBIX PErJIAMEHTOB IPENOCTaBlIeHUs rocynapctBeHHbIX  yeuyr — (CoOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2011, N 22, ct. 3169; N 35, ct. 5092; 2012, N 28, ct. 3908;
N 36, ct. 4903; N 50, ct. 7070; N 52, ct. 7507; 2014, N 5, ct. 506; 2017, N 44, ct. 6523) npuka3biBaro:

1. YTBepaute mpuiaraeMblii AJMUHUCTPATUBHBIA perjaMeHT MHHUCTEpCTBa 3paBOOXPAHEHUS
Poccuiickoii @enepanuu M0 NPEJOCTABICHUIO T'OCYJAPCTBEHHOM YCIYIM IO BbIJA4e DPA3PELICHUs Ha
MPOBEICHUE KIIMHUYECKOT0 UCCIICA0BAHMS JICKAPCTBEHHOTO penapaTa i MeIMIMHCKOTO IPUMEHEHUSI.

2. [lpu3HaTh yTpaTUBIIUMU CHUITY:

nprka3 MUHUCTEPCTBA 3IpaBOOXPAHEHHSI U COIMANIbHOTO pa3BuTUs Poccuiickoit @enepanuu ot 26
asrycta 2010 r. N 748u "O0 yTBepkaeHUU MOPsAKa BBIAAYN pa3pelleHus] Ha MpOBeIeHHE KIMHUYECKOTO
UCCIIEIOBAaHHUS JICKAPCTBEHHOTO Tperapara s MEAMIMHCKOTO TpHUMEHEeHus  (3aperncTpupoBaH
MunucrepctBom roctunn Poccutickort denepanun 31 arycra 2010 r., peructpaumonnsiit N 18317);

npuka3 MunHucTepcTBa 31paBooxpaHenus Poccuiickoit deneparmu ot 13 mapra 2015r. N 111n
"O BHECEHUWHU M3MEHEHUH B MOPSJIOK BBIIAYU pa3pelIeHHUs Ha MPOBEIEHHE KIMHHUYECKOTO MCCIeIOBAaHUS
JIEKapCTBEHHOTO MpernapaTa A MEJIUIMHCKOr0 NPUMEHEeHMs, YTBEep KJICHHbIN NpuKa3oM MHHHCTEpPCTBA
3IpaBOOXpaHEHHUs U couuanbHOro pa3Butusi Poccuiickoit ®deneparuu ot 26 aBrycra 2010r. N 748"
(3apeructpupoBan MuHuctepctBoM toctuiun  Poccuiickoit  ®enmepaumu 20 ampens 2015,
peructparonssiii N 36922).

Munuctp B.N. CkBopuosa

3apeructpupoBano B Muntocte P® 9 ampens 2018 r.
Perucrpaunonnsiii N 50672



YTBEPKJAEH

puKazoM MHHHCTEPCTBA 3PaBOOXPAHEHUS
Poccuiickoit @exepannu

ot 19 siuBaps 2018 r. N 20n

AJIMHMHHCTPATHBHBIN periiaMeHT MuHucTEepCcTBa 3ApaBooxpaHenusi Poccuiickoii @enepanmu no
NPeI0CTABJIECHHIO FOCYAAPCTBEHHOM YCJIYI'M 10 BbIJa4e pa3pelieHus1 Ha NpoBeJeHNe KINHUYECKOro
HCCJIeI0BAHNS JIEKAPCTBEHHOI'0 NIpenapara AJasi MeJHIMHCKOr0 NPpUMeHEeHHUs

|. O01ue mooKeHus

IIpeaMer peryimpoBaHus perjamMeHTa

1. AnMuHucTpaTuBHBIN periameHT MuHucTepeTBa 31paBooxpanenus Poccuiickoit denepannu no
IIPEIOCTABJICHUIO T'OCY/JapCTBEHHOW YCIYTM IO BblJau€ pa3pelleHHs] Ha IPOBEIEHUE KIMHUUYECKOTO
UCCIICIOBaHMsI JICKAPCTBEHHOIO Mpernapara il MEIUIIMHCKOTO MPUMEHEHHs (JajJee COOTBETCTBEHHO -
MmuHUCTEpCTBO,  JICKAPCTBEHHBIH  Ipenapar) YCTaHABIMBAaeT CPOKH W IOCJIEJOBATEIBHOCTH
aJIMUHUCTPATUBHBIX Tpouenyp (aeiicTBuil) MUHHCTEPCTBA, OCYIIECTBISIEMBIX IO 3alPOCY 3asiBUTEIS B
IIpezeilax, YCTaHOBIECHHBIX HOPMAaTUBHBIMU IIPAaBOBBIMU akTaMu Poccuiickonn denepanuu MOJIHOMOYUM B
COOTBETCTBUH ¢ TpeboBanusmMu PenepanbHoro 3akona ot 27 urons 2010 r. N 210-d3 "O6 opranuzauuu
IIpe0CTaBJIECHHs TOCYIapPCTBEHHBIX M MyHUIMNAIbHBIX yeuyr" ! (nanee - ®enepanbubiii 3akon N 210-D3),
a TakKKe IOpSANOK B3aUMOJEHCTBUS MEXIY CTPYKTYPHBIMH MOJpa3IeiICHUsIMH MMHHUCTEPCTBA, €ro
JNOJDKHOCTHBIMU  JIMLIAMH, B3auUMOJEHCTBUS MMuUHUCTEpCTBA C  3adBUTESIMH, HWHBIMU OpraHaMu
rOCY/IapCTBEHHOW BJIACTH MPH NPEJIOCTABICHUN TOCYAapCTBEHHOW yciyru (nanee - AJMUHHCTPaTUBHBIN
pEerJIaMeHT, rOCYJapCTBEHHAS YCIIyTa).

Kpyr 3asaBurenei

2. 3asBUTEISIMU Ha MPEJIOCTABICHNE FOCYIapCTBEHHOM YCIyTH (1anee - 3asiBUTEINN) SBISIFOTCS:

1) pa3paboT4mK JeKapCTBEHHOTO Mpernapara Wiv yIIoJIHOMOYSHHOE MM JIUIIO;

2) o0Opa3oBaTeNnbHBIC YYPEXKIEHHS BBICHIErO NPO(ECCHOHANBHOIO 0O0pa3oBaHus u  (Win)
o0pazoBaTebHbIE YUPEXKIECHUS JOMOTHUTEIHLHOrO NMPo(ecCHOHANIBHOTO 00pa30BaHus;

3) Hay4YHO-HCCIIEIOBATEILCKUE OPTaHU3AIINH .

TpebGoBanus k nopsaaAKy HHGOPMHUPOBAHHA O NMPEAOCTABJICHUH I'OCYJAPCTBEHHOM yCJIYIH

3. UadopmupoBanue 0 mopsake NpeaoCTaBICHUS FOCYJapCTBEHHON YCIyTH OCYIIECTBIISETCS

1) mocpencTBoM pasmenieHus: MHPOpMaWU, B TOM 4YHCIEe O rpaduke NpHeMa 3asBHTENCH |
HOMepax TeneoOHOB Uil CnpaBoK (KOHCYNbTalWi), Ha OQUIMAIBHOM caiite MuHHCTEpCTBa B
UH(QOPMAIIMOHHO-TEICKOMMYHHKAlMOHHOH ~ cetn  "MHTepher”  www.rosminzdrav.ru  (manee -
oumanbHeIi caiiT MUHHCTEPCTRA);

2) B (enepanbHON rocymapcTBeHHOH uHpopmanmonHou cucteme “ExuHblii  mopran
TOCYIapCTBEHHBIX 1 MYHUIIMNAIBHBIX yeiyT (yHkuuit)" www.gosuslugi.ru (nanee - Enunblii mopran);

3) mo HoMepaM TesIe()OHOB IS CIIPABOK;

4) B cpeacTBaX MaccoBOI MH(POPMAIHH.

4. CrmpaBouHas wuHpopManus (MeCTO HaxOXAEHUs MUHHCTEpCTBa, TpauKk ero padoTH,
CIpaBOYHbIE  TeNe(OHBl  CTPYKTYPHOTO  MOJpa3JeseHus:  MUHHUCTEPCTBA,  NPEAOCTABISIOIIETO



TOCY/IapCTBEHHYIO YCIYTY) pa3MeliaeTcs Ha opuIuUaibHOM caiite MunucrepcTBa, EnuHom noprane, B
denepanbHON TOCyNapcTBEHHON WH(MOPMANMOHHON cucTeme "denepalbHBIN peecTp rocyAapCTBEHHBIX U
MYHUIMNATBHBIX yeryT (GyHkuumit)" (nanee - denepaibHbIid peecTp).

4.1. Ha EnquHoM mopraiie pa3Meniaercs cieayroas nHhopMaIus:

1) wucuepmbIBalOIIMA  MEpevYeHb  JOKYMEHTOB, HEOOXOJMMBIX  JUIS  HPEIOCTaBICHHS
TOCY/IapCTBEHHOW YCIIyTH, TpeOOBaHUS K O(GOPMICHHMIO YKa3aHHBIX JTIOKYMECHTOB, a TaK )K€ IepeycHb
JOKYMEHTOB, KOTOPBIC 3asSBUTENb BIPABE MIPEICTABUTh 10 COOCTBEHHON HHUIIMATHUBE;

2) KpyT 3asiBUTEICH;

3) CpOK IpeIoCTaBICHHS TOCYIaPCTBEHHOW YCITYTH;

4) pe3ynbTaThl MPEJOCTABICHUS TOCYIaPCTBEHHOW YCIYTH, MOPSIOK MPEICTABICHUS JOKYMEHTA,
SIBJISIFOILIETOCS. Pe3yJIbTaTOM MPEIOCTABICHUS FOCYJAPCTBEHHOM YCIYTH;

5) pa3mep rocyrapcTBeHHOH MOLUUTMHBI, B3UMAeMOH 3a MPEJOCTABICHUE TOCYJapCTBEHHOM yCIyTH;

6) rcyepnbIBalONINI TIEPEYCHbh OCHOBAHMIA ISl IPUOCTAHOBIICHHS WIIM OTKa3a B MPEAOCTABICHUH
roCyJapCTBEHHOM YCIIYTH;

7) o mpaBe 3asBUTENs Ha AocyneOHOe (BHecyaeOHOe) oOxaoBaHue jaevcTBuid (Oe3meiicTBUs) U
pELICHUH, NPUHSTHIX (OCYIIECTBIIEMbBIX) B X0/€ IIPEIOCTABICHHS TOCYIaPCTBEHHOW YCIIyTH,

8) ¢opmbl 3asBineHuil (yBeJOMIICHHI, COOOLICHWII), WCIOJNB3yeMble TPH MPEJOCTABICHUH
roCyJapCTBEHHOU YCIIYTH.

Nudopmanus Ha ExuHoM moprase o mopsiike ¥ CpoKax MpeoCTaBICHUS TOCy1apCTBEHHON YCITyTH
Ha OCHOBAaHWHW CBEICHUH, conepxamuxcs B DexepasbHOM peecTpe, NPEJOCTABISECTCS 3asiBUTEIIO
OecruiaTHO.

Joctyn k wuH(pOpMaMM O CpPOKAax M TMOPSJAKE NPEJIOCTaBICHHS TOCYIapCTBEHHON YCIyrH
OCYUIECTBIISICTCS O€3 BBITIOIHEHHSI 3asBUTEIEM KaKuX-JIMOO TpeOOBaHMI, B TOM YHUCIie 0€3 UCTIONB30BaHUS
NPOTrPaMMHOTO OOECIIe4YeHHs], yCTAaHOBKa KOTOPOTO0 Ha TEXHHYECKHE CpEICTBa 3asBUTENS TpeOyeT
3aKJTFOYCHUS JTMLEH3MOHHOTO MIIM MHOTO COTJIAIIEHHS C MPaBoOOaiaTesIeM porpaMMHOro o0ecreueHusl,
NpeayCMaTPUBAIONIETO  B3MMaHHE IUIATBl, PETUCTPALUIO WM  aBTOPH3ALMIO  3asABUTENS  WIN
NPEeIOCTaBICHHE UM MEPCOHATBHBIX JaHHBIX.

5. 3asBiieHHE C PUIIOKEHUEM TOKYMEHTOB B DJICKTPOHHOM (OpMe MOKET OBITh HalpaBJICHO Yepes3
opunmanpHelii  caiit MuHHCTEpCTBa dYepe3 TMOpTajl MO BEACHHIO TOCYJapCTBEHHOTO peecTpa
JIeKapCcTBEHHBIX cpencTs: http:grls.rosminzdrav.ru wim yepe3 Exnnblit mopra.

@opmbl  3asBICHMA ¥ JIOKYMEHTOB, O(OPMIISIEMBIX HEMOCPEACTBEHHO 3asBUTEISIMH U
Npe/CTaBIsieMbIX B MHHHUCTEPCTBO ISl TONYYSHHs TOCYAApCTBEHHOW YCIYrH B O3JIEKTPOHHOM BHJIE,
JOJDKHBI OBITh JIOCTYITHBI JUIS KOIMPOBAHUS W 3allOJHEHHS B SJIEKTPOHHOM BHJIE Ha O(QHUIMAIBLHOM CalTe
MunucrepcTsa, EnrnHom nopraie.

[lpn mpenocTaBleHHH TOCYIAPCTBEHHOW YCIYyTH IMOCPEACTBOM ENWMHOrO moprana 3asBUTEIO
obecrieunBaeTcs:

1) mony4yenue nHGpOPMAIMHU O TOPSIKE U CPOKAX MPEAOCTABICHHS YCIYTH;

2) 3amMch HAa NpUEM B opraH (OpraHu3anuio), MHOTO(QYHKIHOHAJIBHBIH HEHTP MPEJOCTaBICHUS
rOCY/IapCTBEHHBIX M MYHHIMNAIBHBIX YCIYT Ul TOJa4M 3ampoca O MPeJOCTaBIeHUU yciuyru (nanee -
3a1poc);

3) dpopmupoBanue 3ampoca;

4) mpueM U peructpauusi opranoM (opraHu3zaimeil) 3anpoca U WHBIX JOKYMEHTOB, HEOOXOIMMBIX
JUIS TIPEJIOCTABIICHUS YCITYTH;

5) omnara rocyaapcTBEHHOH MOUUTMHBI 32 MPEJOCTAaBICHUE YCIyI M yIUlaTa MHBIX IUIaTeXeH,
B3MMaeMbIX B COOTBETCTBHH C 3aKOHOJAaTeNbcTBOM Poccuiickoii deneparyu;

6) momy4yeHue pe3ysbTaTa IpeI0CTaBICHNS YCIyTH,;

7) mosry4eHue CBEACHHI O X0/1€ BBITIOJIHEHHS 3a1Ipoca;

8) ocyIiecTBIeHNE OLICHKH KaueCcTBa MPEIOCTABICHHS YCIyTH,

9) nmocyneb6Hoe (BHecymeOHOe) oOXalloBaHWE peIICHWH | aeiicTBuil (Oe3aelicTBUs) oOpraHa
(opraHm3anyu), JODKHOCTHOrO JHua oprana (opraHm3anuu) JMOO TOCYNApCTBEHHOTO — HIIH



MYHULANIAJIIBHOTO CIIY’KaIIETO.

Hcnonp30BaHue dJIEKTPOHHON MOANMCH IPU Iojade B MUHUCTEPCTBO 3asBICHUS U IPUIAracMbIX
K HEMY OJJICKTPOHHBIX JOKYMEHTOB OCYLIECTBJISETCS C MOMEHTAa CO3[aHUs COOTBETCTBYIOLIEH
MHGOPMAIIMOHHOHN U TEIEKOMMYHHKAIIMOHHON CTPYKTYPHI.

OTkaz B mpueMe 3ampoca M MHBIX JIOKYMEHTOB, HEOOXOIMMBIX JUISI TPEAOCTABICHHS
rOCyJapCTBEHHOM YCIYTd, a TaKKe€ OTKa3 B IIPEJOCTABICHUM IOCYJAapCTBEHHOM YCIYTH B Cily4ae, €Cilu
3alpoc M JOKYMEHTBI, HEOOXOMUMBbIE Ml NPEAOCTAaBICHHS TOCYJAapCTBEHHOW YCIyrH, IOJaHbl B
COOTBETCTBUM C HHGpOpMAIMEd O CpPOKax M MOpPsSAKE TMPEeIOCTaBICHUs TOCYJapCTBEHHOH YCIyTH,
ormy0JIMKOBaHHOH Ha EquHOM mopTalie, He10Imy CTUMBI.

6. Ha undopmammonnsix creHgax MuHHcTEepcTBa M Ha OQHUIMAIBHOM caiite MuHHUCTEepCcTBa
pasMeIaroTcs cienyromue HHGOpMamoHHbIe MaTepUabl:

1) uadopmanus o mopsaAKe MPEIOCTABICHUS TOCYIAPCTBCHHOW YCIYTH, B TOM YHCJIEe HHPOPMALHS
0 MECTE IPUEMA 3asiBUTEIICH U YCTAHOBJICHHBIX JUIS IIpPUEMa 3asABUTEIICH JHAX U Yacax;

2) TmepeYeHb HOPMATUBHBIX IIPAaBOBBIX  aKTOB, PETVIAMCHTUPYIOUIMX  PEAOCTaBICHUEC
roCyJapCTBEHHOM YCIIYTH;

3) PEeKBH3HTHI /ISl YIUIAThl TOCYAAapCTBEHHOW IOIUIMHBI 33 MPEIOCTABICHUE TOCYAapCTBEHHOM
YCIIyTH.

7. CBeneHus1, coleprKalluecsi B PeecTpe BBIIAHHBIX pa3pellieHHuil Ha MPOBEJICHHE KIMHHUYECKUX
UCCJICNOBAHUM JICKAPCTBEHHBIX IIpENapaToB Il MEIWLHUHCKOINO IIPUMEHEHUS, pa3MEIlaloTcs Ha
ourmansHOM caiire MuHHCTEpCTBA.

1. CtanaapT npeaocraB/ieHUsI TOCY1apCTBEHHO yCayru

HanmeHnoBaHMe rocy1apCcTBEeHHOM yCJIYyI'H

8. Focy;[apCTBeHHa;I yciyra 1o Bbigavuc paspCuICHus Ha MPOBCACHUC KIIMHUYCCKOI'O UCCICIOBAHUA
JICKApCTBCHHOTO Mpefriaparta e MEAULMUHCKOTO NPUMCHCHHUA (L[anee COOTBCTCTBCHHO - KIHMHHYCCKOC
HCCJIICAOBAHUC, pa3pCIICHUC HA ITPOBCACHNUC KIIMHUYCCKOT'O HCCHCI{OB&HI/IH).

HanmenoBanue (peaepajbHOr0 OpraHa HCIOJHUTEILHON BJIACTH, NIPEI0CTABJIAIOLIECT0
roCyJapCcTBEHHYI0 YCIYyIy

9. 'ocynapcTBeHHas yciyra npeaocTtaBisieTcss MUHHCTEPCTBOM.

IIpyu mpenocTaBlleHMH TOCYJAapCTBEHHOM  yCiIyrM  MUHUCTEPCTBO  B3aMMOJEHCTBYET C
MuHUCTEPCTBOM TPOMBINUICHHOCTH W ToproBiu Poccuiickorn ®enepanmn (Munnpomropr Poccumn) n
denepanbHbiM Ka3HaueiicTBoM (KasnauelictBo Poccun).

[Ipu mnpenocTaBieHHH TOCYIApPCTBEHHOM yCIyrd MMHUCTEPCTBO HE BIIpaBe TpeOOBaTh OT
3asBUTENS OCYIIECTBICHUS JEHCTBUH, B TOM YHCIE COIJIACOBaHMM, HEOOXOIUMBIX IS TOTY4YEHHUS
rOCYJJApCTBEHHOM YCIYTH U CBSI3aHHBIX ¢ OOpaIlleHHeM B UHbBIE FOCYAapCTBEHHBIE OPTaHbl U OpraHU3aIUH,
3a MCKIIIOYEHUEM TOIY4YEHHUs yCIyT, BKIIOUEHHBIX B MIEpeUeHb YCIYT, KOTOPBIE SBISIOTCS HEOOXOIMMBIMU
U 00s3aTeNbHBIMU JJIi TPEAOCTABICHUS TOCYNApCTBEHHBIX YCIYT, YTBepKAeHHBbIH [IpaBuTenscTBOM
Poccuiickoii deneparuu .

Onucanme pesynbTaTa NpeAOCTABJICHHS FOCYIaPpCTBEHHON YCIyTH

10. Pe3ynbraTamMu npeaoCcTaBaCHUs FTOCYJAPCTBEHHOM YCIIyTH SBIISIOTCS:
1) nanpasiieHue (Bpy4eHHUe) 3asBUTEINIO Pa3pELICHUS HAa TIPOBEJCHUE KIMHUYECKOTO CCIIEOBAHUS



JICKapCTBEHHOTO Iperapara;

2) HampaBJieHue (BpyUCHUE) 3asIBUTEIIIO PEIICHUS 00 OTKa3¢ B BbIJaue pa3pelicHus Ha MPOBEICHHE
KJIMHUYECKOTO MCCIICAOBaHMUS JICKAPCTBECHHOTO MPEnapaTa;

3) HampamiieHue (Bpy4yeHHE) 3asSBUTENIIO NyONHMKara paspelleHHs Ha MPOBEICHHUE KIMHHYECKOTO
UCCJIeJOBAaHHS JICKaPCTBEHHOTO TIpernapara.

Cpok npegocraBjieHHsl TOCYAaAPCTBEHHOM yCJIYIH

11. Cpok mpenocTaBlieHHs TOCYAapCTBEHHOM yciuyru He npesbiaeT 40 (copok) pabodmx THEH ¢
JaThl TOCTYIUIGHMS B MUHUCTEpCTBO 3asBICHHS © JOKYMEHTOB, YKa3aHHBIX B myHKTe 15
AJIMUHUCTPATUBHOTO PETJIAMEHTA.

12. Brinaya 3asiBUTENIO AyOJIMKaTa pa3pelieHus Ha IPOBeeHIe KIMHUYECKOTo uccuenopanws - 10
(mecsiTh) paboyMx IHEH CO JHS TMOCTYIUIGHHS B MUHHCTEPCTBO 3asBJICHHUS, YKa3aHHOTO B IyHKTE 16
AJIMUHUCTPATUBHOTO PETJIAMEHTA.

13. Cpok mNpUOCTAHOBICHUS TMPENOCTABICHUS TOCYJapCTBEHHOW yCIyrd B  Ciydae,

peayCMOTPEHHOM ITYHKTOM 22 AJIMUHHCTPaTHBHOTO pernaMenta, He 6onee 90 pabounx ameit .

IlepeyeHb HOPMATHBHBIX IPABOBBIX AKTOB, PEryJIHPYIOIIUX OTHOLICHHS, BOSHUKAIOIINE B CBSI3HU C
NpefoCTaBJIeHHEeM roCylapCTBEHHOM YCIyTru

14. TlepeyeHb HOPMATHUBHBIX MPABOBBIX AKTOB, PETYIUPYIOLUINX IPEJOCTaBICHUE FOCYI1apCTBEHHON
yciuyru (C yKa3aHUEM HMX PEKBU3UTOB M MCTOYHHKOB O(UIMATIBHOTO OMYOJIMKOBAaHHS), Pa3MEIIACTCs Ha
ounmansHoM caiire MunuctepcTBa, B @enepansHoM peectpe U Ha Exnnom nmopraie.

HcyepnbiBaommii nepedeHb J10KYMEHTOB, HEOOXOAMMBIX B COOTBETCTBHH ¢ HOPMAaTHBHBIMHU
NPAaBOBBIMHU AKTAMM VISl IPEAOCTABJICHHUS FOCYIAPCTBEHHOM YCIYI'H, KOTOpPbIE SIBJSIIOTCS
HEe00XOAUMBIMH M 00513aTeJILHBIMH ISl IPEJOCTABJICHUS IOCY1aAPCTBEHHOM YCJIYIH, MOJIeKAIINX
NpeACTABJICHUIO 3asiBUTEJIEM, CIIOCOOBI UX NMOJIy4YeHHs 3asiBUTeIeM, B TOM YHCJI€e B JJICKTPOHHOMH
(¢opme, NOpsAIOK UX NPEACTABICHHUS

15. Jlns modydeHus paspelieHds Ha MPOBEACHUE KIMHUYECKOTO MWCCIEIOBAaHUS 3asBUTENb
npezcTaBisier B MUHHCTEPCTBO HAa OyMa)KHOM HOCHUTENIE U B DJIEKTPOHHOM BHJIE!

1) 3asBiieHME O BbIIAYe pa3pelICHUs Ha MPOBEICHHE KIMHUYECKOTO HCCIENOBaHHA 1O (opme,
npenycMoTpeHHoi npunoxxkenrueM N 1 Kk AIMUHHCTPaTUBHOMY pETJaMeHTYy;

2) KONWH JOKYMEHTOB, MOJTBEPXKAAIOIINX YIUIATYy TOCYNApCTBEHHON MOILIMHBI 32 MPOBEICHUE
ATUYECKON DSKCHEPTU3bI, JKCHEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM IpemapaTr A IOJy4YeHHUs
paspellieHuss Ha IPOBEJIEHUE KIMHUYECKOTO HCCIIEJOBaHMWS JIEKAPCTBEHHOIO Ipenapara s
MEUIIMHCKOTO MPUMEHEHMS, 3a Bblady pa3pelleHHs Ha IPOBEICHHE KIMHUYECKOTO MCCIEN0BAHUS
JIEKapCTBEHHOI'O INpenapara A MEJUIIMHCKOrO MPUMEHEHHs, 3a IPOBEACHUE ITHUECKOM SKCIIEPTHU3HI,
OKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IpenapaT A IOJy4YEHUs pa3pelleHus Ha IPOBEICHHE
MEXAYHapOAHOIO MHOTOLIEHTPOBOIO KJIMHUYECKOTO HCCIIENOBaHMs JIEKAPCTBEHHOIO IpemnapaTra Uit
MEIULIMHCKOTO  NPUMEHEHMs, 3a BblJA4y pas3pelleHMss Ha  IPOBEIEHUE  MEKIyHAPOIHOIO
MHOTOLIEHTPOBOTO KJIMHUYECKOTO MCCIEA0BAaHUSA JIEKapCTBEHHOIO IIpenapara Juisli MEIULUHCKOrO
IIPUMEHEHMS], 3a IPOBEAECHUE STHUYECKOM HKCIEPTU3bI, DKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIN
mpernapar JUisl [OJIy4EHHs pPAa3pelieHHs] Ha MPOBEACHHUE IMOCTPETMCTPALMOHHOIO KIMHUYECKOTO
HCCJIEOBAHMS JIEKApCTBEHHOI O Ipenapara Uil MEIMLIUHCKOTO MPUMEHEHHs, 3a BblJady pa3pellieHus Ha
IIPOBEJIEHUE TOCTPETUCTPALMOHHOIO KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOIO IIpernapara s
MEIUIIMHCKOTO IPUMEHEHHUS (IIPEACTABISIOTCS IO COOCTBEHHOW MHUIIMATUBE 3asBUTEIIS);



3) IPOTOKOJI KIIMHUYECKOTO MCCIICIOBAHNUS;

4) 6pouropy UccaeI0BaTes;

5) uH(}OpMALMOHHBIH JUCTOK NALUEHTA,;

6) cBeneHusi 00 OIbITE PAabOTHI HMCCIENOBATENCH MO COOTBETCTBYIOIIMM CIICHHAIBHOCTSIM H HX
OIBITE PAOOTHI MO MPOBEACHUIO KIMHUYECKUX UCCIIEIOBAHUI JIEKaPCTBEHHBIX MIPENapaTos,;

7) cBemeHHMs O MEAUIMHCKUX OpraHU3alusAX, B KOTOPBIX MPEINOJIaracTcs IPOBEICHUE
KJIMHUYECKOTO HCCIICOBaHMs JICKAPCTBEHHOTo mpenapara (MOJIHOE M COKpAICHHOC HaMMEHOBaHWS,
OpraHu3alMOHHO-TIPaBOBast popMa, MECTO HaXOXKJICHHUSI U MECTO OCYIIECTBICHUS IEATEIbHOCTH, TeJIe(OH,
Tenedakc, anpec AMEKTPOHHON MOYTHI KXKI0W MEUIIMHCKON OpraHn3alliHn);

8) cBeneHUs O MPEIoIaraeMbIX CPOKaX MPOBEICHUS KIMHMYECKOTO UCCIICIOBAHMS;

9) KomuI JOroBopa 00S3aTENBHOTO CTPaxXOBaHHS, 3AKIIOYCHHOTO B COOTBETCTBHU C THIIOBBIMH
npaBUJIaMH  00S3aTENBHOTO CTPaxOBaHMs, C YyKa3aHHEM MPEJeNbHOW UWCIEHHOCTH MAIEeHTOB,
YUYaCTBYIOUIMX B KIIMHUYECKOM HMCCIIEIOBAaHUH,

10) nndopmanuio o cocraBe JEKapcTBEHHOTO Mpenapara,

11) nOKyMEHT, COCTaBJCHHBIA IPOU3BOAUTEIEM JIEKAPCTBEHHOIO Ipernapara W COACpIKalluii
nokasaTen (XapakTepHCTHKH), a TaKKe CBEACHHsS O JIGKAPCTBEHHOM IIpenapare JJisi MEJUIIMHCKOTO
PUMEHEHHUS, TPOU3BEACHHOM /ISl POBEICHNUS KIMHUYECKUX UCCIIEI0OBaHUA;

12) xonuio JIMIICH3UW Ha TPOU3BOJCTBO JICKAPCTBEHHBIX CPEICTB B Cllydyae, €CIIM MPOHU3BOACTBO
JIEKapCTBEHHOTO TpemnapaTa ocymiecTBisercss B Poccuiickoit Denepanuy, WM KOMHUIO 3aKIIOYEHUS O
COOTBETCTBUHM IPOM3BOJAUTENS JICKAPCTBEHHOTO Ipenapata TpeOOBaHMSAM NpaBUi  HaJyIexarei
MPOU3BOJICTBEHHON TMPAaKTHUKH, BBIIAHHOIO KOMIIETEHTHBIM YIOJHOMOYEHHBIM OpPraHOM CTpaHbl
MIPOM3BOIUTEIS JIEKAPCTBEHHOTO IIpernapara.

Ecnmu  10OKyMEHTBI, YKa3aHHbIE B HACTOSILIEM, COCTaBJIEHbI HAa WHOCTPAHHOM SI3bIKE, OHH
NPEJCTABISIOTCS C 3aBEPEHHBIM MIEPEBOIOM Ha PYCCKUM S3bIK.

ITpoTOKOJI KIMHUYECKOTO HCCIENOBaHUS M OpoIlIopa HCCIIEAOBaTeNsl MPEACTaBIAIOTCA B JIBYX
SK3EeMIUIApax il MPOBEAECHUS OJHOBPEMEHHO SKCIEPTU3bI TOKYMEHTOB Il NOJYYEHUs pa3pelieHus Ha
NPOBE/ICHUE KIMHUYECKOTO UCCIIEOBAHMS U ITUYECKON SKCTIEPTU3HI.

16. Jns momyueHust nyOnukaTa paspelleHHs Ha TMpOBeJIeHHE KIMHUYECKOrO MCCIIeOBAHUs
JIEKapCTBEHHOTO Iperapara B ciaydae ero Mop4yH WM yTpaThl MPEICTaBISIOTCS 3asBJICHUE C YKa3aHHEM
NPUYYH TTOPYX WU YTPAThl Pa3pelieHus] H UCTIOPUYCHHBII OpPUTUHAT pa3pelleHus (B Crydae ero mopyu).

HcyepnbiBaommii nepedeHb T0KYMEHTOB, HEOOXOAMMBIX B COOTBETCTBHH ¢ HOPMAaTHBHBIMHU
NPaBOBbLIMHU AKTAMH VI NIPEIOCTABJICHHUSA TOCYAAPCTBEHHOM YCIYIrH, KOTOPbIe HAXOAATCH B
PaCHOPAKEHNH IOCYAAPCTBEHHbIX OPraHOB, OPraHOB MECTHOI'0 CAMOYNPABJICHUA U HHBIX OPTraHOB,
Y4YaCTBYIOIIMX B MPEeI0CTABJICHUH IOCY1APCTBEHHBIX HIIM MYHHIHMIIAJIBHBIX YCJIYT, H KOTOPbIE
3asiBUTE/Ib BIIPaBe NMPEACTABUTD, a TAK/Ke CIIOCOOBI UX MOJTy4YeHHUs 3asiBUTEJISIMH, B TOM YHCJIEe B
3JICKTPOHHOM (hopMe, MOPAOK UX NPEACTABICHUA

17. Tlpu mpenocTaBlIeHUU TOCYAAPCTBEHHOW YCIyrd MUHHUCTEPCTBO HE BIIpaBe TpeOOBaTh OT
3asBUTEIIS MPEJICTABICHUS JTOKYMEHTOB, COJEpKalllUX CBEACHUS 00 OIlaTe rocylapCTBEHHON MOLUTUHBI
3a MpeNoCTaBICHUE TOCYAapCTBEHHOW YCIyrd, conepkamuecss B ['ocyaapcTBeHHOW MH(POPMAITMOHHON
CHCTEME O F'OCYAapPCTBEHHBIX U MyHUIIUTIAJIbHBIX [UIATEXKAX.

18. MunucTepcTBO HE BrpaBe TpeOOBaTh OT 3asBUTEIS !

1) mpeacraBiieHHs JOKYMEHTOB W MH(GOPMAIMH WM OCYILECTBICHUS JICUCTBHM, MPEICTaBICHHE
WIM OCYILECTBIEHUE KOTOPBIX HE MIPELYCMOTPEHO HOPMATUBHBIMY IIPABOBBIMU aKTaMH, PETYJINPYIOIIUMU
OTHOILIEHHUS, BO3HUKAIOIUE B CBSA3H C IIPEJOCTABIEHUEM I'OCYJapCTBEHHOM YCIIyTH;

2) TpeACTaBICHUS IOKYMEHTOB M HMH(OPMAaIMH, KOTOPbIE B COOTBETCTBUU C HOPMATHBHBIMH
npaBoBbIMU akTamu Poccuiickoit ®enepauuu, HOPMATUBHBIMM IPAaBOBBIMH aKTaMU CyOBEKTOB
Poccuiickoit ®enepauud M MyHHLIMNAIBHBIMU HPAaBOBBIMH aKTaMHU HAaXOJATCS B PACHOPSKECHUU



rOCy/IapCTBEHHBIX OPraHOB, MPEIOCTABISIONIUX TOCYIAPCTBEHHYIO YCIYry, WHBIX TOCYIapCTBEHHBIX
OpPraHoB, OPraHOB MECTHOT'O CaMOYIPaBJICHUS U (WJIK) MOIBEAOMCTBCHHBIX MOCYIapPCTBEHHBIM OpraHaM U
OpraHaM MECTHOTO CaMOYMpPAaBICHUS OpPraHMU3AIHid, Y9aCTBYIONINX B MPEIOCTABICHUU TOCYIaPCTBEHHBIX
WIM MYHHIHUIMAIBHBIX YCIYyT, 3a WCKIIYEHHWEM JIOKYMEHTOB, YyKa3aHHBIX B 4YacTH 6 cTaThu /
®denepanbHoro 3akona N 210-D3;

3) mpencTaBlieHUS JOKYMEHTOB M MH(OpMAIUK, OTCYTCTBHE U (MJIM) HEIOCTOBEPHOCTh KOTOPBIX
HE YKa3bIBAIUCh TMpPH TMEPBOHAYAILHOM OTKa3e B MPHEME JOKyMEHTOB, HEOOXOAUMBIX s
MPEIOCTaBIEHUSI TOCYIApCTBEHHOW yCIyrd, TUO0 B TPEJOCTaBICHHHM TOCYIAapCTBEHHOW YCIyTH, 3a

UCKJIIIOYEHHEM CIIy4aeB, IpPeNyCMOTPEHHbIX NyHKTOM 4 wyactu 1 crateu 7 @PepepanbHOro 3akoHa
N 210-@3.

HcyepnbiBarommii nepedeHb OCHOBAHMI VIS 0TKa3a B IpHeMe JOKYMEHTOB, He00X0AMMBbIX ISl
NpefoCTaBJICHUS TOCYJAPCTBEHHOM yCJIYIH

19. OcHoBanus [ OTKa3a B TpUeMe JOKyMEHTOB, HEOOXOAMMBIX [UIsI TPEIOCTaBICHUS
rOCyJ1IapCTBEHHOM YCIYTH, OTCYTCTBYIOT.

HcyepnbiBaouuii nepevyeHb OCHOBAHUM I IPHOCTAHOBJICHHUS HJIHM 0TKA32 B PEAOCTABJICHUHU
rocy1apCcTBEHHOM yCIyru

20. OcHoBanueM AJIs OTKa3a B BbIAAUYE Pa3pelieHus] Ha MPOBEACHUE KIMHUYECKOTO HCCIEeIOBAHUS
ABJISICTCS 3aKII0UEHHE KOMUCCHH KCIIEPTOB (heAepaIbHOr0 rOCyJapCTBEHHOTIO OIOKETHOTO YUPEKICHHS
MuHHCTEpCTBA, CO3JAHHOTO Jisi OOECIEeYeHHs HCIOIHEHHUs IMOJTHOMOYMN MMHHCTEpPCTBAa 1O BbIIaue
paspeleHnii Ha TPOBEACHHE KIMHUYECKHX HCCICIOBAaHUH JIGKAPCTBEHHBIX MpenaparoB W (Wim) Mo
TOCY/IapCTBEHHOW PETHCTPAIlMH JICKAPCTBEHHBIX IpEnapaToB (Hanee - IKCIEPTHOE YYPESKACHHE) WU
3aKJIIOUEHUS] COBETAa II0 O3TUKE O HEBO3MOXXHOCTH NPOBEACHUSI KIMHMYECKOTO HCCIIEIOBaHMS
JIeKapCTBEHHOTO TIperapaTa 1o pe3yibTaTaM IPOBEIEHHBIX IKCIepTH3 *.

21. OcHoBaHMEM [T OTKa3a B MPOBEACHUU HKCIEPTU3bI JOKYMEHTOB JUIs MOTYyUYEHHS pa3pereHHs
Ha TIPOBeJIEHHE KIMHHYECKOTO UCCIIEI0BAHMS M STHUECKOH SKCIIEPTU3bI ABJIAIOTCA °:

1) nmpencraBieHHE JIOKYMEHTOB, TIPEIYyCMOTPEHHBIX IyHKTOM 15  AJIMUHHCTPaTHBHOTO
periaMeHTa, B HETOJIHOM 00BeEME;

2) HENpe/CTaBIICHUE 3asBUTENIEM B YCTAHOBJCHHBIH CpPOK OTBETAa Ha YKa3aHHbBIH B IyHKTe 44
AJZIMMHHCTPAaTUBHOIO perjlaMeHTa 3ampoc MwuHUCTepcTBa JUOO OTCYTCTBHE B IPEICTaBIECHHBIX
JIOKYMEHTaxX MCUEpIIbIBAIOIIET0 MepedHsi Heo0X0AnMOM nH(opMauy Ui HHPOPMAITUH, KOTOpas JOJKHA
OBITh OTpa)XKEHA B HUX;

3) orcyrcTBHE HMH(pOPMAIMH, MOATBEpXKIaromield (PakT yIuIaThl TOCYIAapCTBEHHOW MONIUIMHBI 3a
BbIJIaUy pa3pelieHUs] Ha IPOBEACHNE KIIMHUYECKOIO UCCIIEJOBAHMS.

22. OcHOBaHHMEM JUIsl TPUOCTAHOBJICHUS INPEIOCTABICHUS TOCYNApPCTBEHHOW YCIYTH SBISETCS
HanpaBjieHue MMHUCTEPCTBOM 3ampoca 3asBUTENI0 00 YTOUHEHUH CBEIEHUH B Cllyyae BBISBICHUS
HEMOJHOTH M (WJIM) HEZOCTOBEPHOCTH HMH(MOPMALUH, COAEPIKAIEeHCs B IMPEICTABICHHBIX 3asBHTEIEM
JIOKYMEHTaX, a TaKKe 3alpoCOB HKCIEPTHOTO YYPEXKIEHUS B CilIydae HEAOCTATOYHOCTH JUIsl Jadu
3aKJIFOUEHUS TIPEICTABICHHBIX HA DKCIIEPTU3Y MaTEpUAJIOB.

ITepedens yciayr, KOTOpbIe SIBJAIOTCH HEO0X0AMMBIMH U 00513aTeIbHBIMH [JIs1 IPEIOCTABJICHHU S
rocyapcTBeHHOM yCJIYTH, B TOM YHCJe CBeeHUs 0 TOKyMeHTe (T0KyMeHTaXx), BbIIaBaeMOM
(BbIZaBaeMbIX) OPraHH3ANMIMH, YYACTBYIOIIHMH B MPEIOCTABJIEHHU TOCYAAPCTBEHHON YCJIYyTH

23. VYcayrd, KOTOpbIE SBISIOTCS HEOOXOTUMBIMH UM 00S3aTENbHBIMU JUIS MPEAOCTABICHUS
roCyapCTBEHHOM yCIIyTH, OTCYTCTBYIOT.



Iopsaaok, pazMep U OCHOBAHHMSA B3UMAHHA rOCyAapCTBEHHOM MOLIMHBI WM HHOH IJIATHI,
B3MMaeMoOH 32 IpeJoCTaBJIeHUue rOCy1apCTBEHHOM yCaIyru

24. 3a mpenocTaBleHUE TOCYAAPCTBEHHOM YCIYyI'M YIUIAUMBAETCS TOCYJApCTBEHHAs IMOLUIMHA B
CIIEIYIOIINX pa3Mepax, yCTaHOBIeHHBIX myHkTamu 1, 3, 4, 9-11 crarem 333.32.1 HanoroBoro kojmekca
Poccutickoi denepanuu:

1) 3a mpoBeJCHUE ITUUECKON IKCIIEPTU3BI, IKCIIEPTU3BI JOKYMEHTOB JIEKAPCTBEHHOTO Ipernapara
JUISL TIOYYEHUsl pa3pelieHus Ha MPOBEJCHUE KIMHUYECKOTO HCCIICAOBAHMS JIEKAPCTBEHHOIO Iperapara
i MeauuHekoro npumenenus -110 000 py6nei;

2) 3a TMpOBEICHHE OSKCIEPTH3bl JOKYMEHTOB JIGKAPCTBEHHOIO IIpenapara sl IOJy4YeHUs
paspelleHrdss Ha TPOBEICHHE MEXAyHAPOJHOIO MHOTOLIEHTPOBOI'O KJIMHHUYECKOTO HCCIIEeIOBaHUS
JICKapCTBEHHOTO Mpenaparta i MeIuIuHcKoro npumenenus - 210 000 pyGueit;

3) 3a MpOBEJCHUE ATUYECKOW SKCIEPTU3bI, IKCIEPTU3bI TOKYMEHTOB JICKAPCTBEHHOTO IpernapaTa
JUI TIOJIyYEHHs] pa3pelleHus Ha MPOBEIEHHE MOCTPErHCTPALMOHHOTO KIMHUYECKOTO HCCIICTOBAHMS
JIEKapCTBEHHOTO MpenapaTa i MeauuHcKoro npumenenus - 60 000 py6neii;

4) 3a BBIAAYy pa3peUICHUS Ha NPOBEJCHUE KIMHUYECKOTO HCCICIOBAaHMs JICKAPCTBEHHOTO
npernapara Juist MeqUIUHCKOro npuMenenus - 5 000 pyoinei;

5) 3a BbIJa4yy paspelicHHs Ha MPOBEICHUE MEKIyHAPOJHOIO MHOTOICHTPOBOTO KIMHHYECKOTO
MCCIICIOBaHMSI JICKAPCTBEHHOT'O Mpenapara /i MeIulMHCcKoro npumenenus - 5 000 py6uiei;

6) 3a BbLIAYy pa3pelleHHs Ha MPOBEICHHE NOCTPETUCTPALIMOHHOIO KIMHUYECKOTO MCCIIEIOBAHUS
JIEKapCTBEHHOTO Mpenapata Juis MeIMIMHCKoro npumenenus - 5 000 pyGuneit.

Ynnata rocyJapCTBEHHOM TOUUTMHBI — OCYLIECTBISETCS B MOpSAAKE, MPEIyCMOTPEHHOM
noanyHktoMm 6 mynkra 1 cratem 333.18 HanoroBoro komekca Poccuiickoit @enepanuu 10 MOAAYH
COOTBETCTBYIOIIUX 3asBJICHUNA U JOKYMEHTOB.

IHopsaok, pazmep U OCHOBAHHMA B3UMAaHUA IIATHI 32 IPEJOCTABJIEHHE YCIYT, KOTOPbIE ABJIAIOTCS
HE0OXOUMBIMH M 00513aTeJIbLHBIMH ISl PEAOCTABJICHUSI TOCYJAPCTBEHHOM YCJIYIH, BKJIIOYas
HH(popMaLHIO 0 METOAHKE pacyeTa pa3Mepa TaKOH I1aThl

25. YCJ'IyFI/I, KOTOPLIC ABJIAIOTCA HCO6XOI[I/IMBIMI/I U 00s3aTeIbHBIMU AL [MPEAOCTaBJICHUA
FOCYZ[apCTBCHHOﬁ YCIIYT'U 1 3a KOTOPBIC B3UMACTCA I1J1IaTa, OTCYTCTBYIOT.

MakcuMaJIbHBIN CPOK 0KMIAHUSA B 0YepelH NPH MoJa4ye 3a1poca 0 NPeAoCTaBICeHUH
roCy1apCTBEHHOM yCIAyrd, YCIAYyrd, IPe10CcTaB/IgeMOH Opranu3anuei, y4acTByouen B
NpeJ0CTaBJICHUU IOCYAAPCTBEHHOM YCJIYIH, M NIPH MOJYYEHUH Pe3yJIbTaTa MPeIoCTaBJIeHI TAKUX

yeayr

26. MaxkcuMasbHbBIM CPOK OXHAAHUS B OYepend MpH Iojadye JOKYMEHTOB Ha MpEJI0CTaBICHHE
roCy/lapCTBEHHOM YCIYrHM, a TakXe IpH IOJYyYEHUM JOKYMEHTOB, CBS3aHHBIX C IIPEIOCTABICHUEM
rOCYJJapCTBEHHOH YCIIyTH, COCTaBIsAET 15 MUHYT.

CpokK 1 NopsiAOK perncTpanuy 3anpoca 3asBUTeJIsA 0 MPeJ0CTABJICHUH IroCyIapCTBEHHOM YCJIYIH H
YCJIYIH, NPeJoCTaBIseMOil OpraHu3anuei, y4acTByomeil B IpeAoCTaBIeHHH IOCYAapCTBEHHOM
YCJIYI'd, B TOM YHCJIE B JJIEKTPOHHOH opme

217. I[OKyMCHTLI, MNOCTYIIMBIIUEC OT 3asBUTEIICH B MI/IHI/ICTepCTBO (B TOM YHUCJIC IPCACTABJICHHLIC B



dopMe DIEKTPOHHOTO JOKYMEHTA) Ui TOJNYyYeHHS TOCYAAPCTBEHHOH YCIYI'H, PErHCTPUPYIOTCS B
JlemapramMeHTe yHpaBieHUs JelaMd U KaJapoB MuHucTepcTBa B TedeHHe 1 paboyero AHS € JaThl UX
IIOCTYTUICHUS.

TpeOGoBanus Kk NoMelIeHUSAM, B KOTOPBIX NIPEAOCTABJISIETCA TOCYIaPCTBEHHAS YCJIyra, K 3aJ1y
0’KUJaHMSA, MeCTaM JJIf 3al10JTHEHUH 3aIPOCOB O NPEAOCTABJICHUH IOCYAAPCTBEHHOM YCJIYyIH,
HH(OPMALMOHHBIM CTEHJIAaM ¢ 00pa3laMM MX 3aM0JJHEHHs U NlepeYHeM J0KYMEHTOB, He00X0AMMBIX
JJIA IPENOCTABJICHUSA KaKI0H rocyJapCcTBEHHOM YCJIYIH, pasMeLeHUI0 U 0(pOPMJICHHUIO BU3YAIbHOM,
TEKCTOBOM U MYyJIbTUMeIMHHON HH(pOpMALU 0 NOPAAKe IPEeJOCTABJICHUA TAKOH YCIYIHd, B TOM
yucie K o0ecrnevyeHn0 JOCTYITHOCTH /IS HHBAJIN/I0B YKa3aHHBIX 00beKTOB B COOTBETCTBHH C
3aK0HOAATeJIbCTBOM Poccuiickoit degepauuu 0 CONMAIBHOM 3aIUTEe HHBAJIUI0B

28. IlomemieHue, B KOTOPOM NPEAOCTABISETCS TOCYJapCTBEHHas yciyra, obecneuuBaercs
HEOOXOJUMBIMU JJISl TIPEIOCTABICHUS TOCYAAPCTBEHHOM YCIyrd OOOpYyIOBaHHEM, KaHLEISIPCKUMHU
NPUHAIIISKHOCTAMY, O(UCHOW Mebenblo, CHUCTEMON KOHIUIMOHUPOBAHMUA BO3JyXa, CHUCTEMOM
OIoBeIleHUsT 00 ouepeau, Tene(oHOM, KOMIBIOTEPOM C BO3MOXHOCTBIO M€UaTH M BbIXoJa B MHTEpHeT,
JIOCTYIIOM K rapaepoOy, a Takke IeYaTHbIMU MaTepuajaMi, COACP)KALIMMHU CIEAYIOUIME IOKYMEHTBI
(cBenmeHwsl):

1) HopMmaTHBHBIE TMpaBOBbie akThl Poccuiickori deneparyiv, peryJIupyoOIMe HOPSIO0K
NPEJOCTaBIECHHS TOCY1apCTBEHHON YCIYTH;

2) AIMUHUCTPATHBHBIA PErjaMeHT;

3) oOpasusl  OpOpPMIICHHS  JOKYMEHTOB, KOTOpBIE TPEACTABISIOTCS UL MOJTYYCHHUS
rOCyJJapCTBEHHOH YCIIyTH;

4) cBeneHus, cojepikaiiue HHGOpMAIMIO, MPEAYCMOTPEHHYO NIPaBHIaMU yKa3aHus HH()OpMaIuu
B PEKBU3UTAX PACMOPSHKEHUH O IepeBoJie ACHEKHBIX CPEJCTB B YIUIATY IUIaTeXel B OI0OUKETHYIO CUCTEMY
Poccuiickoit @enepanuu, yrBepxkIeHHbIMH NprkazoM Munduna Poccun N 107H;

Bxon u mepeaBMKeHHE IO TOMENIEHUSM, B KOTOPBIX TPOBOJMTCA IPUEM JOKYMEHTOB,
HEOOXOMMBIX JIJIsl IPEIOCTaBICHUS TOCYJapCTBEHHOM YCIIyTH, HE JOJDKHBI CO3/aBaTh 3aTPyAHEHUN s
JIMILL C OTPaHUYEHHBIMU BO3MOKHOCTSIMH.

29. B cootBerctBUM ¢ DenepanbHbiM 3akoHOM OT 24 HOs0ps 1995 1. N 181-®3 "O coumnanbHoi
3aluTe MHBANUI0B B Poccuiickoii Meneparuu’ ® nuBamuaam obecrneunBaroTCs:

1) ycnoBus OecHpensTCTBEHHOTO JOCTyna K OOBeKTy (34aHHi0, TOMENICHUI0), B KOTOPOM
NPEJOCTAaBIsAETCS TOCyNapCTBEHHass yciayra, a Takke [uid OecHpensTCTBEHHOTO  IOJb30BaHUs
TPAHCIIOPTOM, CPEICTBAMHM CBSA3H U MH(OpMaIH;

2) BO3MOXXHOCTh CaMOCTOSITEJIBHOTO TEPEIBIKEHUSI TI0 TEPPUTOPHU, HA KOTOPOH PACIIOJIOKEHBI
00BeKTHI (3aHUs, IOMEILICHUS), B KOTOPBIX MPEJOCTABISIETCS TOCYAapCTBEHHAS YCIyTa, a TaKkKe BXO/a B
Takue 0O0OBEKTHI U BBIXO/A U3 HHUX, MOCAJAKH B TPAHCIIOPTHOE CPEACTBO U BBICAJKU U3 HETO, B TOM YHUCIIE C
UCIIOJIb30BAHUEM KPECIa-KOJSICKH;

3) CONpPOBOXKICHWE WHBAIWAOB, HMCIOIMX CTOMKHE pAacCTpoiicTBa (DYHKIMHM 3pEHUS |
CaMOCTOSITEJIBHOTO NEPEABHIKEHUS,

4) Haanexaiee pa3MeIIeHHEe OOOpYIOBaHUS W HOCUTeNed HH(MOpPMAlUH, HEOOXOAMMBIX IS
obecrieueHns OECIPENsITCTBEHHOTO JOCTYIa MHBAJIHIOB K 00BEKTaM (31aHUSM, TIOMEIICHUSIM), B KOTOPBIX
IPEJOCTABIIACTCS FOCYIapCTBEHHAs! YCIyTa, ¢ yYeTOM OIpaHMUYCHHUN UX KU3HEICSITeIbHOCTH;

5) nybnupoBanue HEOOXOIMMOH JIsi MHBAJIHMIOB 3BYKOBOM M 3pUTEILHON MH(MOPMALIUH, a TaKKe
HAQ/MUCeH, 3HAKOB M MHOM TEKCTOBOM M rpaduueckoil HHGOpMAIUMM 3HAKAMHU, BBINOJIHEHHBIMU
penbedHO-ToueyHbIM mpudTom bpaiins;

6) momyck cypaornepeBounKa u TH(IOCYpaAONIePEBOIUNKA;

7) momyck coOaku-NPOBOAHMKA Ha OOBEKTHI (3aHMs, TIOMEUICHUS), B KOTOPBIX MPEIOCTABISETCS
roCyJlapCTBEHHas yCIIyra;



8) okazaHWe WHBAIMIAM IOMOIIM B IPEOJOJCHUU OapbepoB, MEIIAIOIIUX MOIYYCHHIO HUMHU
rOCyJapCTBEHHOH YCIIyTH HapaBHE C APYTUMHU JIULAMH.

30. B ciydae HEBO3MOXXHOCTH MOJHOCTHIO MPUCTIOCOOMTH OOBEKT € Y4YETOM NOTPEeOHOCTEH
MHBAINUJ0B MUHHUCTEPCTBO B COOTBETCTBUM CO cTaTheil 15 denepanpHoro 3akoHa ot 24 nHostiOps 1995 r.
N 181-®3 "O conuanpHOM 3amuTe HHBAIKWAOB B Poccuiickoit deaepanuu’ 10JHKHO TPUHUMATh MEPbI IS
o0ecrieyeHus1 JI0CTyNa HMHBAJIMIOB K MECTY MpPEIOCTaBICHHUS YCIYrd, JIMOO KOrga 3TO BO3MOXKHO,
o0ecrevnTh ee MpeIoCTaBICHUE 10 MECTY KHUTEIbCTBA MHBAJINIA WIIM B IUCTAHLIMOHHOM PEKUME.

IToxa3aTeu 1OCTYNHOCTH ¥ Ka4eCTBa roCyJapCTBEHHOM YCIyIrH, B TOM YHCJIe KOJIHYeCTBO
B3aMMO/1eliCTBMIl 3aABUTEJISI € J0/KHOCTHBIMM JIMIAMH NPH MPeI0CTABJIEHHH IOCy1apCTBEHHOM
YCJIYTH M X HPOJ0JLKMTEIbHOCTh, BO3MOKHOCTB MOJy4eHUs] MH(pOpManuu 0 Xo/1e Npe0cTaBIeHus
rocy1apcTBeHHOI yCJyrd, B TOM YHUcJ/Ie ¢ HCI0JIb30BaHMeM HHPOPMAIIMOHHO-KOMMYHHKAIIMOHHBIX
TEeXHOJIOTHii, BO3MOKHOCTB JIH00 HEBO3MOKHOCTH MOJTYy4YeHHs IrOCYAapCTBEHHOH YCJIyrd B
MHOTO()YHKIIHOHAJILHOM IIeHTpPe NMPeI0CTABIeHUS IrOCYAapCTBEHHBIX U MYHHIUNIAJIBHBIX YCIYT (B
TOM 4YHCJIe B MOJHOM 00beMe), B JTII000M TePPUTOPHATLHOM MOAPa3IeIeHHU OPraHa,
MPeI0CTABISIIONIET0 TOCYIAPCTBEHHYIO YCJIYTY, M0 BBIOOPY 3asiBUTEIS (IKCTEPPUTOPHATbHBIN
NPUHIMN), TOCPEICTBOM 3aMpoca 0 MPeAoCTABJIEHHH HECKOJIBKHX IOCy/IapCTBEHHBIX U (HJIH)
MYHUIMIATBHBIX YCJIYT B MHOTO(YHKIHOHAIBHBIX EHTPAX NPeA0CTABIEHUS FOCYAapPCTBEHHBIX U
MYHUIMIIAJTBHBIX YCJIYT, NPEeAYCMOTPEeHHOro cTaThbeil 15.1 ®denepanbHoro 3akona N 210-®3

31. TlokazaTensiMM JOCTYITHOCTH M KauyecTBa NPEAOCTABICHHUS TOCYJapCTBEHHON YCIyru
SABJISIFOTCA

1) OTKpBITHI MOCTYH Ui 3asBUTENEH K WHPOPMAIMM O TOPSIKE W CPOKaX MPEAOCTABICHUS
TOCYJAapCTBEHHOW YyCIyTd, TMOpsAKEe OOXKaloBaHUS JAedcTBUi (0Oe31elCTBUSI) HOJDKHOCTHBIX —JIHIY
MunucTepcTBa,;

2) coONI0ICHNE CTaHapTa NPEI0CTaBICHHS TOCYAapCTBEHHOW YCIIyTH;

3) oTcyTcTBHE Xanob 3asBHUTENeH Ha nercTBus (Oe3/1eiicTBUE) TOMKHOCTHBIX JIMIT MUHUCTEpCTBA
IIPU IIPENOCTABIEHUN TOCYAApPCTBEHHOU YCIIYTH;

4) BO3MOXXHOCTh MOJYYEHHs] WH(POPMAIMU O XOJIE MPEJOCTaBICHUS TOCYJapCTBEHHOH YCIyTH
yepe3 MopTal roCyJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB, pa3MEIEHHOro Ha O(QHUIHAIbHOM
cante Munucrepcrsa, iy yepe3 Equnelii noprai;

5) BO3MOXHOCTH TIOJNyY€HHS TOCYJApCTBEHHOH YCIYyrH B MHOTO(YHKIMOHAIBHOM LIEHTPE
IIPEAOCTABIICHUs I'OCYIapCTBEHHBIX U MYHHULIMIIAIBHBIX YCIIYT.

32. B mpouecce mnpenocTaBieHUs TOCYIAapCTBEHHON YCIyTHW 3asBUTENb B3aHMMOJACHCTBYET C
JIOJDKHOCTHBIMU JIMIIaMu MUHKCTEPCTBA!

1) mpu momaye AOKYMEHTOB, HEOOXOAMMBIX JUISl TOJyYCHHUsS] TOCYNApCTBEHHOW yciyrH, - 10 15
MUHYT;

2) MpU MOJYYEHUH Pa3pelICHUs] Ha MPOBEIACHUE KIMHHYECKOTO HCCIECIOBaHHS WM PELICHUs 00
OTKa3e B BbIJIaU€ Pa3pellieHUs Ha MPOBeIeHHE KITMHUYECKOT'0 UCCIIE0BaHMs - 10 15 MUHYT;

3) mpu MoyueHUu TyONmuKaTa pa3pelieHus Ha MPOBEJACHUE KIMHUYECKOTO HCClieoBanus - 10 15
MUHYT.

32.1. IIpu nony4eHun TrocyJapCTBEHHOM YCIyTru ¢ Mcoib30BaHueM EfuHoro moprasna 3asBUTEINIO
o0ecreynBaeTCs BHIIIOJHEHHUE CIEAYIOUINX ASHCTBHIA B 3JIEKTPOHHOM (opme:

1) mony4yenue nHPOPMAIHMHU O MOPSIKE U CPOKAX MPEAOCTABICHHS YCIYTH;

2) BO3MOXKHOCTB (DOPMUPOBAHUS 3asIBICHUS,

3) mpueM H perucTpalys 3asBICHHS U MPUIaraéMbIX JOKyMEHTOB;

4) nmonyuyeHue pe3ysbpTaTa Ipe0CTaBICHHS TOCYIapCTBEHHON YCIIyTH,

5) momy4yeHue cBeICHHIA O X0/Ie pACCMOTPEHUS 3asIBIICHHS

6) ocyIIecTBICHNE OIICHKU KauyecTBa MPEIOCTABICHUS TOCYIapCTBEHHON YCIIyTH;



7) nmocyneOHbIN (BHECYIeOHBIN) MOPSAAOK OOXKATOBaHUsS pelieHUH u aeicTBuii (Oe3meicTBHs)
JOJDKHOCTHBIX JIML MUHHCTEpPCTBA.

32.2. Tlony4yeHue rocyaapcTBEHHOW yCIyrH B MHOTO(DYHKIIMOHAIBHOM LEHTPE MPEIOCTABICHHS
TOCY/IapCTBEHHBIX U MYHUIIMIIAIBHBIX YCIyr (nanee - MHOro(yHKIMOHAIBHBIN [IEHTP) OCYILECTBIISIETCS B
COOTBETCTBUM C  COIJIAIICHHWEM, 3aKIIOYEHHBIM MEXAYy MHOTO(QYHKIIMOHATBHBIM LEHTPOM U
MuHUCTEPCTBOM, C MOMEHTA BCTYIUICHHSI B CHJTY YKQ3aHHOT'O COTJIAIICHHS O B3aUMO/ICHCTBUM.

Hubie TpedoBaHMsA, B TOM YHC/Ie YYUTHIBAIONINE 0COOCHHOCTH NPEI0CTABJICHHS IOCY1apCTBEeHHOM
YCJIYTH 110 3KCTePPUTOPHATIBLHOMY NPpHHIMMY (B ciIy4ae, ecJiM roCy1apcTBeHHAsl yCJIyra
MPeI0CTABISAETCS M0 IKCTEPPUTOPHATLHOMY NPHHIUIY) U 0COOEHHOCTH MPeI0CTABIEHUS
roCy1apCTBEHHOM yCIYyrd B 3JIEKTPOHHOU Gopme

33. IlpenmocraBieHue TroCyIapCTBEHHOM YCIYTH 10 OSKCTEPPUTOPUAILHOMY MPHHLUIY He
OCYILECTBIISETCH.

34. Nnble TpeOoBaHUS U OCOOCHHOCTH MPEIOCTABICHHUS TOCYJapCTBEHHOM YCIYTH B 3JIEKTPOHHOU
(dbopMe OTCYTCTBYIOT.

I11. CocTaB, nocijief0BaTeIbHOCTH U CPOKH BBINOJHEHHS AIMUHUCTPATUBHBIX NPOLEAYP,
TpPe0OBaHUs K NOPSIAKY UX BBINIOJHEHHSs, B TOM YHCJIe 0COOCHHOCTH BbINOJTHEHUS
aIMHHHMCTPATHBHBIX POLEAYP B 3J1eKTPOHHOI (popme

Ilepeyenb aIMMHUCTPATHBHBIX MPOLETYP

35. Ilpu npenocTaBieHHMM TOCYJApCTBEHHOH  yCIYI'M  OCYIIECTBIISIOTCA  CIEAYIOIINE
aJMUHUCTPAaTUBHBIE IPOLIEAYPBHI:

1) nmpuem, perucrpaims, pacCMOTPEHHE MOCTYNHMBIIMX OT 3asBUTENS JOKYMEHTOB Ha
IIPEIOCTABIIEHUE TOCYIapPCTBEHHON YCIIYTH U MPUHATHE PELIEHUE O IPOBEIEHUH IKCIIEPTU3BI JOKYMEHTOB
JUI TIOJTyYEHUS pa3pellieHns] Ha POBEACHUE KIMHUYECKOTO UCCIIEI0BAaHUS U 3TUYECKONW IKCIEPTU3BI WIH
00 OTKa3e B IPOBEJICHUH YKa3aHHBIX IKCIEPTHU3;

2) HampaBleHHWE 3asABHTENIO 3alpocoB 00 YTOYHEHWUH CBEICHUH, COIEpXKAIIMXCS B
IIPEJICTABICHHBIX 3asBUTENEM JOKYMEHTaX, a TaKXe 3alpOoCOB 3KCIEPTHOIO YYpPEXIEHUSA B ciydae
HEJO0CTAaTOYHOCTH JJIs Aauy 3aKJIFOUEHUS IPEICTABICHHBIX HA SKCIIEPTU3Y MaTepUaIOB;

3) ¢dopMupoBaHUE M HaNpaBlICHHE MEKBEIOMCTBEHHBIX 3allPOCOB B TOCYAApCTBEHHBIC OPraHbl,
Y4YacTBYIOIIME B IIPENOCTABICHUH IOCYIapCTBEHHOMN YCIIYTH;

4) mpuHSATHE TO pe3yjbTaTaM MPOBEICHHBIX AKCIEPTH3 PELICHUS O BbIAYe pPa3pelieHHs Ha
NPOBEJCHUE KIMHUYECKOTO HCCIIEJOBAaHUS WIM 00 OTKa3ze B BbIade pas3pelieHus Ha NpOBEICHUE
KIIMHUYECKOIO UCCIIEIOBaHMS,

5) mpueM, peructpanusi, pacCMOTPEHHE IOCTYIMBLIETO OT 3asSBHUTENS 3asBICHUS W TPUHATHE
peleHus o Beaye TyOnuKara pa3pereHus Ha MpoBeIeHUE KIMHUYECKOTI0 UCCIIeI0BaHMUS.

IIpuem, perncrpanus, paccMOTpPeHHe MOCTYNMBIINMX OT 3asiBUTEIS IOKYMEHTOB HA NIPE0CTABJICHHE
rOCyAapCTBEHHOM YCJIYyId U NPUHATHE pelieHue# 0 NPOBeAeHUH IKCIEePTH3bI JOKYMEHTOB I
NOJIy4YeHHs pa3pelieHus Ha NPOBeJeHNe KIHHUYECKOr0 HCCIeA0BAHUA M 3THYECKOI IKCIIepTU3bI
WM 00 0TKa3e B IPOBEICHNH YKA3aHHBIX IKCIIEPTH3
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37. IlpencraBneHHbIE 3asBUTEIEM B MHHHUCTEPCTBO JOKYMEHTHl NPUHUMAIOTCA MO OIUCH H



peructpupytorcs JlemapraMeHTOM yrpaBieHHs AeJaMu U KaApoB MUHHCTEPCTBA B ACHD MX MOCTYIUICHUS,
KOMHMs 3asBJICHUS C OTMETKOM O JaTe MpHeMa yKa3aHHbIX JIOKYMCHTOB HaIpaBisieTcs (BpydaeTcs)
3aBUTEIIIO.

3aperucTpupoBaHHbIE JOKYMEHTHI B JIEHb HUX IMOCTYIUICHHS B MHHHCTEPCTBO HAIPABIISIIOTCS B
JlemapTaMeHT TOCYJAapCTBEHHOTO PETyJIUPOBAHHS OOpaIeHHs JEKapCTBEHHBIX CpeAcTB MuH3IpaBa
Poccuu (nanee - Jlemapramenr).

38. lupekrop [lemaprameHTa OpraHuM3yeT JOKYMEHTHPOBAHHBIA Y4€T W KOHTPOJb BBIMOTHEHUS
KQ)KJ0r0 dTarna afMUHUCTPATUBHOMN MPOIIETyPHI.

HavansHuk otnena /lenapramenTa, OTBETCTBEHHOTO 3a MPEAOCTaBICHUE TOCYJaPCTBEHHOM YCIyTH
(mayiee - HaYAJIBHKUK OT/IEJIA), B TCUCHUE OJHOT'O pabOuero JHs CO JHS MPUHSITHS 3asBJICHUS U KOMILICKTA
HEOOXOMMBIX JOKYMEHTOB HAa3HAYAET W3 YMCIIA COTPYAHHUKOB OTJENIa OTBETCTBEHHOT'O UCIIOIHUTEINS TI0
PacCMOTPEHUIO JOKYMEHTOB (J1aJiee - OTBETCTBCHHBIM UCIIOTHUTEID).

damuiust, ¥Msg M OT4eCTBO (MOCIEAHEE - NPU HAJIMYUK) OTBETCTBEHHOI'O WCIIOJHHUTENS, €ro
TeneoH COOOIAITCs 3asIBUTEIIO 110 €T0 MUCbMEHHOMY WJIM YCTHOMY OOpaIlCHHIO.

PaccmoTpenue 10KyMEHTOB MTPOU3BOIUTCS B OPSAKE UX MOCTYIUICHUS.

39. OTBETCTBCHHBIM HCIIOJHHUTEIb B TeueHue 1 (0aHOro) pabouero JHsS C JaThl Ha3HAYCHUS
OCYIIECTBIISIET MPOBEPKY CBEACHUM, COJEPKAIIMXCS B IMPEACTABICHHBIX JOKYMEHTaX W CBEACHHN 00
yIiaTe 3asBUTENIEM rOCYAapCTBEHHOM MOIIINHBI C EIBIO:

1) ompeneneHUs TMOJHOTHI W JOCTOBEPHOCTH CBEICHHMU, COJACPKAIIMXCS B MPEICTABICHHBIX
3assBUTENIEM JOKYMEHTaX;

2) COTJIaCOBAaHHOCTH IPEJICTaBICHHON HH()OPMAIIUK MEX/Ty OT/ICIIbHBIMH JOKYMEHTAMH,

3) HOATBEePKICHHS YILIAThI 3asBUTEIICM FOCYIapCTBEHHOMN MOILIHHBI.

@DakT ymuaTel 3asABUTENEM TOCYJApCTBEHHOW TMONUIMHBI 3a MPEIOCTaBIEHHE TOCYAapCTBEHHOM
yCIyTU TIPOBEPSETCS TMOCPEACTBOM HaMpaBiieHUs B [0ocyAapCTBEHHYIO HH(POPMAIMOHHYIO CUCTEMY O
rOCy/IapCTBEHHBIX M MYHHIIMIIAJIBHBIX TIJIaTeKaX COOTBETCTBYIONIETO 3ampoca MO0 IMOCPEICTBOM
PacCMOTPEHHSI U OIICHKH MPEJACTABICHHOTO 3asSBUTEIEM B MHUIIMATUBHOM MOPSIKE JOKYMEHTa 00 yIuiaTe
roCy1apCTBEHHON MOILTHHBI.

40. B cpok, He mpeBblmaromui 2 (1Byx) pabouux THEH CO JAHS PaCCMOTPEHHSI MPEICTaBICHHBIX
JIOKYMEHTOB OTBETCTBEHHBII HCTIOJIHUTEIh!

1) B ciyuae OTCYTCTBUSI OCHOBAaHHUH, MPEIyCMOTPEHHBIX MYHKTOM 21 AJIMHHHUCTPATHBHOTO
permamMeHTa, TOTOBUT MPOEKT peIHIeHHs OO0 OpraHu3aliH SKCIEePTU3bl JOKYMEHTOB MJsl TMOTy4YeHUs
paspeleHus: Ha MPOBeIeHUEe KIMHUYECKOTO MCCIEIOBAHUS M STUYECKON IKCIEPTU3bI, a TAaKXKe 3a/1aHUs B
AKCIIEpTHOE yupexaeHrue u CoBeT Mo ATHKE Ha MPOBECHUE YKa3aHHBIX IKCIIEPTHU3;

2) B cllyyac HaJM4yusl OCHOBaHWH, MPEIYCMOTPCHHBIX MYHKTOM 21 AJIMUHHCTPATUBHOTO
permamMeHTa, TOTOBUT MPOEKT pelieHusl 00 0TKa3e B MPOBEICHHUH IKCIEPTU3, YKA3aHHBIX B MOAMyHKTE 1
HACTOSAIIEro MyHKTa, C YKa3aHUEM MPUYNH 0TKAa3a;

3) B ciyyac BBISIBJICHHS HEMOJHOTHI M (WJIM) HEAOCTOBEPHOCTH WH(POPMAIIMH, COACPIKAIICHCS B
MPEJICTABICHHBIX 3asBUTENIEM JIOKyMEHTaX, FOTOBUT MPOEKT 3ampoca 00 YTOUHEHUHU MPEeACTaBICHHBIX
CBEJICHUI.

41. TIpoeKThl NMPHUHATHIX PEUICHUM, yKa3aHHbIX B MyHKTe 40 AJMUHHCTPATHBHOTO PErjaMeHTa,
COTJIACOBBIBAIOTCS HAYAIBHUKOM OT/EJa, IMOANUCHIBAIOTCS AUpeKTopoM JlemaprameHnta B TeueHue 1
(omHOTO) pabouero HS.

42. Pemenue 00 oOpraHu3aldy SKCIEPTH3bl JOKYMEHTOB /Jsl TOJYYEHHUs pa3pelieHus Ha
MPOBEJICHUE KIMHUYECKOTO MCCIEAOBAHUS U dTHYECKOM IKCIEePTHU3bl, pelieHre 00 OTKa3e B MPOBEACHUU
yKa3aHHBIX AKCIEPTU3, 3anpoc MUHHCTEPCTBA 00 YTOYHEHUH MPEACTABICHHBIX CBEICHUIN HAMPaBISIFOTCS
(Bpy4aroTcsi) 3asiBUTENIIO B BHJIC YBEJIOMIICHUS B MUCHbMEHHOM M (MJIM) AJIEKTPOHHOM (opMme B TeueHue 1
(omHOTO) pabouero JHS.

43. 3aaHue Ha MPOBEICHUE IKCIEPTU3BI JOKYMEHTOB ISl IOTYYEHUS pa3pelieHns Ha IPOBEICHIE
KIIMHUYECKOTO HCCIEAOBaHUs C MPHIOKEHHEM JIOKYMEHTOB, yKa3aHHBIX B moamyHkrax 3, 4, 10, 11
nyHkTa 1 AJIMUHHCTPaTHBHOTO perjameHTta, B TedueHue 1 (omHOro) pabouero JHs TOCHE MOANUCAHUS



IUPEKTOpPOM JlemapTaMeHTa HalpaBiIseTCs B OKCIIEPTHOE YUPEKICHHE).

3amaHue Ha TPOBEJIEHHE STHUYECKOW SKCHEPTH3bl C MPUIOKEHHEM IOKYMEHTOB, YKa3aHHBIX B
noamyHkrax 3 - 6, 8 u 9 mynkra 15 AQMHUHHCTpPaTHBHOTO periiaMenta, B TeueHue 1 (ogHOro) padouero
THS TTOCTIe MTOANUCaHus AupeKTopoM Jlenapramenra, HarpaisieTcst B COBET 10 STHKE.

HanpaBﬂeHne 3asiIBUTEJII0 3alIPOCOB 00 YTOUYHCHUH CBeJIeHMI, CoacpKalMXCHd B MPEACTABJACHHBIX
3aIBUTEJIEM JOKYMEHTAX, a TaAKIKe 3alIPOCOB IKCIIEPTHOT0 YUPCKICHHUA B CJIy4ae HETOCTATOUYHOCTH
MJIA 1a44 3AKJITHYCHUAA MPEACTABJCHHBIX HA IKCIIEPTU3Y MAaTEPHAJTIOB
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45. B ciydae BBISBICHUS HENOJHOTHI U (MJIM) HEIOCTOBEPHOCTH MH(OPMAIIMHU, COAEpIKAIICHCs B
NIPECTABICHHBIX 3asiBUTEIEM JOKYMEHTaX, MUHUCTEPCTBO HANPABIIAET 3asBUTEIIIO 3a1POC 00 YyTOUHEHUH
yKa3aHHON MH(OPMAaLMU B COOTBETCTBUU C yacTbio 4 crathu 39 denepanbhoro 3akona N 61-D3.

B ciyyae HempexncraBileHHs 3asBUTENIEM OTBETa Ha 3ampoc MUHHCTEPCTBA 10 UCTEYCHUU
JEBSIHOCTA PabOYMX AHEH MUHUCTEPCTBO B TEUCHUE TIATH PAOOUYMX THEH:

1) mpuHuMaeT pemieHHe 00 OTKa3e B OpraHM3allMM DKCIEPTU3bl JOKYMEHTOB JUIS TOJTYyYCHHS
paspenieHus Ha IPOBEACHUE KIMHUYECKOTO UCCIIEIOBAHUS U D TUYECKON DKCIIEPTU3BI;

2) HampaBJsieT B SKCIEPTHOE YUYPESIKICHUE YBEIOMIICHUE O HENPE/ICTABICHUM 3asBHUTEIIEM OTBETa
Ha 3a1poc.

46. IlpencraBineHHBI 3asBUTENEM B MUHUCTEPCTBO OTBET Ha 3alpOC PETUCTPUPYETCS B JCHD
NOCTYIUIEHHs B JlemapTaMeHTe ynpaBlieHUs JejdaMHM U KaJpoB MUHHUCTEpCTBAa M HAIpaBIsAETCS B OTIEIN
JlenaprameHTa, OTBETCTBEHHBIN 3a IIPEIOCTaBICHUE TOCYAAPCTBEHHON YCIIyTH.

HauanpHuk otaena B teuenue 1 (omHOro) pabodero AHs ¢ JaThl PErMCTpPAlMU MOCTYIHBIIETO B
MuHHCTEpPCTBO OT 3asBUTEIIS OTBETA HA 3alIpOC HA3HAYAET U3 YUCIIA COTPYIHUKOB OT/ENa OTBETCTBEHHOI' O
UCTIOJTHUTEINS TI0 PACCMOTPEHUIO TOKYMEHTOB (1aJiee - OTBETCTBEHHBIH UCTIONIHUTEIb).

damunmus, UM U oT4ecTBO (HOCNEAHEEe - MPU HAIMYHMU) OTBETCTBEHHOI'O HWCIIOJHHUTENS, €ro
TesnedoH coOOIA0TCs 3asiBUTENIO 110 €0 MUCbMEHHOMY MJTH YCTHOMY OOpaIleHUIO.

47. OTBETCTBEHHBIH HUCIONHHUTENL B TedeHue 1 (omHOro) paboyero IHS € JAaThl Ha3HAYCHUS
OCYLIECTBIISICT NPOBEPKY CBEICHUM, COAECPIKALIUXCSA B OTBETE HA 3alpOC U KOMIUIEKTE JOKYMEHTOB,
IIPEICTABJICHHBIX 3asBUTENIEM, C LIEJIBIO ONPEACIICHHUS

1) mONHOTBI W JOCTOBEPHOCTH CBEICHMH, CONEPXKALIMXCS B IPEICTABICHHBIX 3asBUTEIEM
JIOKyMEHTaXx;

2) COTIaCOBaHHOCTH TPEJICTaBICHHON HH(POPMALIUK MEXIY OTICIBHBIMH JOKYMEHTAMH,

3) HanMYKe B MPEJICTABICHHBIX JOKyMEHTaxX HH(POPMAIMH, KOTOpast JOJDKHA OBITh OTPayKeHa B HUX
B COOTBETCTBUHU C COJIEPKAHUEM U IIPEIAMETOM 3ampoca.

48. OTBETCTBEHHBIN MCIOJIHUTEIND 110 PE3yJIbTaTaM PaCCMOTPEHUs MPEICTABICHHBIX 3asBUTEIIEM B
OTBET Ha 3aIpoc JOKyMEHTOB B TeueHue 1 (ogHoro) pabodero aHs:

1) B ciydae OTCYTCTBUSI OCHOBAaHHUH, NPEAYCMOTPEHHBIX IyHKTOM 21 AJIMHUHHCTPAaTHBHOTO
periaMeHTa, TOTOBHT MPOEKT peLIeHHs 00 OpraHu3aliH SKCIEPTU3bl JTOKYMEHTOB [UIS IOJyYeHHS
paspelicHUs Ha IPOBEACHUE KIMHUYECKOTO MCCIECAOBAaHUA M OJTUYECKOM OKCIIEPTU3bI, a TaKkKe
COOTBETCTBYIOIIKE 3aJaHUs B OKCIIEPTHOE yupexaeHue 1 COBET 10 ITUKE;

2) B Ciyyac HalM4YUsl OCHOBAaHWH, TWPEIyCMOTPEHHBIX ITyHKTOM 21 AJIMHUHHCTPAaTHBHOTO
periaMeHTa, TOTOBUT MPOEKT pelieHns 00 0TKa3e B IPOBEICHUH SKCIEPTH3, C yKa3aHUEM IIPUYUH OTKAa3a;

3) TOTOBHT MPOEKT COMPOBOJUTEIBEHOIO MICbMa B KCIIEPTHOE YUPESKACHUE, KOTOpPOEe 00panaioch
C COOTBETCTBYIOLIUM 3alIpOCOM B MHUHUCTEPCTBO.

49. ITpoexT CompoOBOAUTENHHOIO MUChMa COTTIACOBBIBACTCA HAYaJIbHUKOM OTJIENa, MMOAMUCHIBACTCS
nupekropoM JlemaprameHrta (3amecTuTeNeM AupekTopa JlemaprameHTa) M HampaBIisieTCs B OKCIIEPTHOE
YUpEXKACHHUE C NPUIOKEHUEM K HEMY IPEICTaBICHHBIX 3asABUTEIEM B OTBET Ha 3alpoc MMHHCTEpCTBA
JIOKYMEHTOB B T€YEHHE OJJHOTO paboyero JHs.



50. IlpoexThl pelieHu#, yKa3aHHBIX B MOANMYyHKTax 1 u 2 mnyHkra 48 AJIMUHUCTPaTHBHOTO
periaMeHTa, COIJIACOBBIBAIOTCS HAYaJbHUKOM OTHENa, MOAMUCHIBAIOTCA AMPEKTOpoM JlemaprameHTa B
teuenue 1 (ogHOr0) paboyero AHs.

®opMHupOBaHHE U HaNPaBJICHHE MEKBEJOMCTBEHHBIX 3alIPOCOB B IrOCyJapCTBEHHbIE OPraHbl,
Y4acTBYOILIMe B IPEAOCTABJICHHH IOCYAAPCTBEHHOH YCJIyrH

51. OcHoBaHMeM JUIs Hayajga aJMUHUCTPATUBHOM nIpoueaypsl "@OpMHpOBAaHME M HANpaBICHHUE
MEXBEJOMCTBEHHBIX 3alpOCOB B TOCYJapCTBEHHBIE OpraHbl, Y4acTBYIOIIME B IPEJOCTABICHUU
roCy/IapCTBEHHON YCIYrH' SIBJISIETCS NOCTYIUIEHHE B MUHUCTEPCTBO 3asBJIEHUS U JOKYMEHTOB 3asBUTEIS
0 IIPEIOCTABJIEHNHN TOCYTaPCTBEHHOMN YCIYTH.

52. OTBETCTBEHHBI HCIOJHUTEIb B PaMKax MPOBEJCHUS MPOBEPKU MOJIHOTHI M JOCTOBEPHOCTU
CBEJICHUH, YKa3aHHBIX 3asBUTENIEM B 3asBICHUM U (WiIH) JOKyMeHTax, B TedeHue 10 paboumx maHe c
MOMEHTa TIOJly4eHUsl 3asBICHUS W (WIM) JOKyMEHTOB (opMHpYeT W HampaBisieT 4Yepe3 CHCTeMY
MEXBEJOMCTBEHHOIO AJIEKTPOHHOIO B3aumozeicTBus B Munnpomropr Poccum u ®HC Poccun, B
pacmlopsHKeHUH KOTOPBIX HAaXomuTcs HWHGpOpMAalMs O HaJUMYMM JIMIEH3UMM Ha IPOU3BOJACTBO
JIEKapCTBEHHBIX CPEACTB B Ciydae, €CIM MPOU3BOJCTBO JIEKAPCTBEHHOI'O IIperapaTa OCYLIECTBIISIETCS B
Poccuiickoii @enepauyy, MM KOIUHU 3aKIIOYEHUS O COOTBETCTBUU IIPOU3BOAUTENS JIEKAPCTBEHHOI'O
npernaparta TpeOOBaHHUAM MPaBWJI HAJISKAIIECH MTPOU3BOJACTBEHHON NPAKTUKU U MH(POpManus o0 yruiare
rocy/1apCTBEHHOM MOLUIMHBI 33 IPEJOCTABIEHUE IOCYAAPCTBEHHOM YCIIYTH.

53. MexBeIOMCTBEHHBIH 3aMPOC O MPEIOCTABICHUU HHPOPMAIUH TOJIKEH COJCPKATh:

1) HauMeHOBaHKE OpraHa, HalPaBJIAIOUIETO MEXBEIOMCTBEHHBIH 3a1poc;

2) HaMMEHOBAaHHME OpraHa TOCYJapCTBEHHOM BJIACTH, B aJpec KOTOPOTO HaIlpaBJIseTCs
MEXXBEAOMCTBEHHBIN 3a1poc;

3) HaWMEHOBaHWE TOCYJApCTBEHHOW YCIyrH, Uil TPEJOCTaBICHHS KOTOPOH HEOOXOIHMMO
npe/ICTaBIeHNe WHPOPMAIMH, a TaKXKe, eClIi uMeeTcs, Homep (MISeHTU(PHUKATOP) TAKOH YCIyTH B peecTpe
roCy/lapCTBEHHBIX YCIYT;

4) yxa3aHue Ha TOJIOKECHHUS HACTOSIIET0 AMUHHCTPATHBHOTO PETJIAMEHTA M MHBIX HOPMAaTHBHBIX
npaBoBbIX akToB Poccuiickoit denepanuu, KOTOPHIME YCTAHOBIJICHO MPEJOCTABICHUE JOKyMEHTa U (HJIH)
uHpOpMaIMK, HEOOXOAUMBIX Ul MPEAOCTaBICHHS FOCYIapCTBEHHON YCIYyTH, U yKa3aHHE Ha PEKBU3HTHI
COOTBETCTBYIOIIMX HOPMATUBHBIX NIPAaBOBBIX akTOB Poccuiickoit denepanuy;

5) cBenmeHusi, HEOOXOAWMMBIE JJsI TPEACTABICHUS HH(MOPMALUK, YCTAaHOBJICHHBIC HACTOSIIUM
AJIMUHUCTPAaTUBHBIM PETJIAMEHTOM, a TAK)XKE CBEJEHUS, IPEACTABICHHBIE 3asIBUTEIIEM;

6) agpec U1 HaNpaBJIGHUS OTBETA HA MEKBEIOMCTBEHHBIH 3a1poc;

7) damumus, umst, 0T4ECTBO (MOCIIEAHEE - PU HAJHYMH) U JOJDKHOCTH JIMIA, ITOJTOTOBHBIIETO
HaNpaBHUBIIETO MEKBEJIOMCTBEHHBIN 3aIllpoc, a TaKKe HOMep ciyxkeOHoro TtenedoHa u (Mim) aapec
AJIEKTPOHHOM MOYTHI JAHHOTO JIMLA ISl CBSI3H;

8) mara HampaBJICHUS MEXKBEIOMCTBEHHOTO 3aIpoca.

IIpunsiTHE pemieHNs O BbIaYe pa3pelieHisl HA NPOBeJeHNe KIHHUYECKOro HCCJIeJOBAHUS UM 00
0TKa3e B BbIa4e paspelieHusl HA NPOBeJeHne KIMHHYECKOr0o HCCJIeJOBAHNS
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55. IIpu NOCTYIICHNH 3aKIIOUYEHUI SKCIIEPTHOTO YUPEXKICHHUS M COBETA 110 ATHUKE IO pe3yJibTaTaM
HKCIEPTHU3bl JOKYMEHTOB JUI MOJIyYE€HHUS pa3pelleHus Ha MpPOBeIEHHE KIMHUYECKOro HMCCIEeJOBAHUS, B
CpOK, He npeBbimaronyii 3 (Tpex) pabounx AHEH OTBETCTBEHHBIH UCTIOIHUTEIb:

1) ocymiecTBisieT OLEHKY NOCTYNHMBIIMX 3aKIIOYEHHH Ui ONpPEACTICHUS HMX COOTBETCTBHS
3a7aHusAM MUHHCTEpCTBa HA POBEICHUE COOTBETCTBYIOIIUX IKCIEPTH3;



2) TOTOBUT TPOEKT pa3pelIeHHss Ha MPOBEJCHUE KIMHUYECKOTO HCCICIOBaHUS B Cilydae
nosryuyeHus: oT CoBeTa IO 3TUKE M 3KCIEPTHOTO YUPEKACHUS 3aKIIOYEHHH O BO3MOXHOCTHU IIPOBEIEHUS
KIIMHUYECKOIO UCCIIEI0OBaHMS;

3) TOTOBHUT MpPOEKT peuieHus 00 OTKa3e B BbIJA4Y€ Pa3pelICHHs HA MPOBEACHUE KIMHUYECKOTO
UCCJICIOBAaHMS B Cilyyae MOydeHHs 3akiaroucHus CoBeTa Mo ITHKE W (WJIM) 3aKIFOUSHHsS IKCIIEPTHOTO
YUPEXKJIEHUS 3aKJIIOUEHUN O HEBO3MOKHOCTH ITPOBECHUS KIMHUYECKOTO UCCIIEOBAHMS;

56. IIpoekT paspemieHuss Ha TNPOBENEHHE KIMHUYECKOTO HCCIEIOBaHMS, NPEIyCMOTPEHHBIH
NOJNYHKTOM 2 TYHKTa 55 AJIMMHUCTPAaTHBHOTO pErjiaMeHTa, opopMiIsieTcss Ha ONaHKe, SBIAIOLIEMCS
3alIUIIEHHON Tonurpaduueckoil NpoayKUMeH CcO CTemeHblo 3amuThl ypoBHS "B", u comepxwur
CIICAYIOIINE CBEICHUS!

1) naty BeITauu pa3pelieHus U ero Homep;

2) HaMMEHOBaHME U aJpec OpraHW3aliH, OCYIICCTBILIIONICH OPraHU3alUI0 IPOBEACHHUS
KIIMHUYECKOIO UCCIIEI0BaHU JIEKAPCTBEHHOTO IIpenapara;

3) HaMMEHOBaHHWE IOPHIMYECKOrO JIMIA, IPHBICYCHHOTO pa3paOdOTYMKOM JIEKAPCTBEHHOTO
npernapara K OpraHu3aliy MPOBEACHUS KIMHUYECKOT0 HCCiIeoBanus (Ipyu HaTMYUH);

4) HauMEHOBaHUE JICKAPCTBEHHOTO IIpenapara, ¢ yKkazaHHeM JIEKapCTBEHHOW ()OPMBI U I03HUPOBKH;

5) HaMMEHOBaHUE MPOTOKOJIA KIIMHUYECKOTO UCCIICIOBAHMS;

6) 1eb KIMHUYECKOTO HCCIICI0BaHUS,

7) mepeyeHb METUIIMHCKUX OpraHu3aliid ¢ yKa3aHWEM HX aJpecoB, B KOTOPBIX OyJIeT MPOBOJUTHCS
KIIMHUYECKOE UCCIIEIOBAHMUE;

8) cpoku mpoBeeHNs KITMHUYECKOTO UCCIICAOBaHNUS,

9) KOIMYECTBO MALMEHTOB, TPHHUMAIONIUX YYaCTHE B KIMHUYECKOM UCCIICIOBAHHH.

IIpoekT paspelieHuss COIACOBBIBAETCS HAYAIBHUKOM OTZAEJIa M IOANKCHIBAETCS ITUPEKTOPOM
JlenapramenTta B TeueHue 5 (maru) paboumx AHEH co JHA NOCTYIUICHHS B JlemapTaMeHT 3aKiIFoueHHd 110
pe3yJibTaTaM IPOBEACHHBIX SKCIIEPTU3 IKCIIEPTHBIM yupexieHueM 1 COBETOM 110 ITHKE.

B cimyyae yrouHeHus (M3MEHEHUs) NpPU TNPOBEACHHM KIMHUYECKOTO HCCICAOBAaHUS IaHHBIX,
COJIEpKAIMXCA B pa3pelleHHHd Ha IPOBEIEHHE KIMHUYECKOTO HCCIENOBaHMs], MHUHHCTEPCTBO Ha
OCHOBAHMHU OOpAIICHUs 3aBUTEIIS B TUCBMEHHOM U AJIEKTPOHHOM (popMe MPU HATUYUKA MOTUBUPOBAHHOTO
00OCHOBaHHUS M JOKYMEHTOB, MOATBEPKIAIOIINX HEOOXOUMOCTh YTOUHEHUS TAaHHBIX BHOCHT U3MEHEHUS
B pas3pelleHne Ha MpPOBEJECHHE KIMHUYECKOTO0 HCCIIEAOBAaHM, O 4YeM HH(OPMUPYET 3asBUTENS B
NUCEMEHHOM (dNeKTpoHHOI) Gopme B cpok He mpeBbimaronmii 30 (Tpuamari) padoumx THEW € JaThl
MOCTYTIICHUs 00paleHus 3assBUTEIS.

57. Ilpoekt pemeHuss o0 oOTKa3e B BblJaue pas3pelIeHUs Ha TNPOBEJICHHE KIMHUYECKOTO
UCCIICIOBAaHUsI  IPEAYCMOTPEHHBI  MOANYHKTOM 3 MYHKTa 52 AJMUHHCTPATHBHOIO  perjaMeHTa,
odopmiisieTcss B MACBMEHHOM W (WJIM) DJICKTPOHHOM BHJE, COIVIACOBBIBACTCS HAYaJbHHKOM OTIENa M
NOANUCHIBAaeTCs AupekTopoM JlemaprameHra Teuenue 5 (msatu) pabouymx AHEH CO JHS TOCTYIUICHUS B
MuUHHUCTEPCTBO 3aKIOYEHUN 110 pe3ysIbTaTaM IPOBEACHHBIX dKCIIEPTH3.

OTBeTCTBEHHBII HCHONHUTENb B TedeHue 1 (ogHOro) pabouero JHS CO JHS TOANUCAHUS
JIOKYMEHTOB, YKa3aHHBIX B MNOJMYHKTax 2, 3 MyHKTa 55 AJMHMHUCTPAaTHUBHOIO pErjaMeHTa BpyyaeT
(HanpaBiseT) 3asBUTENIO (YIOJIHOMOUYECHHOMY IPEACTABHTENIO 3asSBUTENS) pa3pelieHHe Ha MPOBEICHUE
KJIMHUYECKOTO HCCIEIOBaHMs WJIM pelieHue o0 OTKa3e B BblJadye pas3pelieHus Ha IPOBEACHUE
KJIIMHUYECKOI'0 UCCIIEI0OBAHUS C YKa3aHUEM IIPUYMH OTKa3a.

58. JIoKkyMeHTBI, IIPeICTaBICHHbIC 3asBUTENIMH, HE3aBUCUMO OT TOT'0, MPEIOCTABICHO 3asBUTEIIIO
paspellieHne Ha MPOBEACHHE KIMHUYECKOTO HCCIECJOBAaHMS WIM OTKa3aHO B BblJaue YKa3aHHOIO
paspellieHus], MoAJIekKaT XpaHEHUI0 B MMHMCTEPCTBE B NOPAIKE, YCTAaHOBJIEHHOM 3aKOHOJATEIbCTBOM
Pocculickon @enepanuu.

PaccmoTpenne 3asBJIeHHs M NPHHSATHE PELICHNUA 0 BbIIaYe 1y0/IMKATa pa3pelieHusi Ha NPOBeeHUe
KJIMHHYECKOr0 MCCIeI0BAHUS
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60. 3asBneHune O Bblaye AyOIMKaTa pa3pelieHHus Ha MPOBEICHHE KIMHUYECKOTO HCCIeI0BaHus,
NPEJICTaBJICHHOE 3asBUTENIEM B MMHUCTEPCTBO, PETUCTPUPYETCS B JIeHb MOCTYIUIEHUS B JlemapTamMeHT
yIpaBJICHUs JAeIaMU U KaJpoB MUHHUCTEPCTBA U HAMPABIIAETCS B OT/IEN.

61. HaganpHuk otzena B TeueHue 1 (0HOro) pabodero AHS C JaThl pETUCTPALUK TOCTYIUBILETO B
MuHHCTEPCTBO 3asABICHHS O BblJadye AyOJMMKaTa pas3pelleHds Ha NPOBEIEHHE KIMHUYECKOTO
UCCIICIOBAaHMs Ha3HAyaeT M3 4YHClIa COTPYAHUKOB OTJENAa OTBETCTBEHHOI'O HCIOJHHUTENS I10
PAacCMOTPEHHIO YKa3aHHOro 3asiBicHHs. Damunust, ¥Ms u OT4ecTBO (HOCIENHEEe - TPH HATUYUH)
OTBETCTBEHHOT'0 MCIIOIHUTES, €ro TeJIeOH COOOLIat0TCs 3asIBUTEIIO IO €r0 MUCbMEHHOMY WJIM YCTHOMY
o0paleHHIO.

62. OTBETCTBCHHBIM HCIOJIHUTENb B TeueHHe 5 (msATH) pabo4yMx JHEH C JaThl Ha3HAYCHUS
OCYLIECTBIISICT MPOBEPKY CBEACHUI, COAEpXKAIIMXCS B 3asBICHUM C LEJIbIO OINpEeNieHUs] UX
JOCTOBEPHOCTH.

[To pesynpTaTaM NpPOBEPKH IMPEICTABICHHBIX JOKYMEHTOB OTBETCTBEHHBI HCIIOJIHUTENb B
teueHne 1 (omHOro) pabodero IHS TOTOBUT AyOJIHMKAT paspelleHHs Ha NPOBEICHUE KIMHUYECKOTO
HCCIIEIOBaHMs, C OTMETKOH "mayOnmukat', KOTopblid odopmiisercs Ha OnaHKe, SBISIOMIEMCS 3aIlUIICHHON
noJurpagpuueckon NpoayKIUeH Co CTETEeHbIO 3alUThl ypoBHA "B".

JlyénukaT paspemieHusi Ha TPOBEIEHHE KIMHUYECKOTO MCCIEIOBAHUS  COTJIACOBBIBACTCS
HaYaJIbHUKOM OTJIENIa U TIOANUCHIBACTCS TUpeKTOpoM JlenaprameHTa B TeueHue 2 (1ByX) pabounx JHEH.

OTBeTCTBEHHBII UCTIOIHUTEND B TedeHUe 1 (01HOr0) pabodero THs co JHS MONUCaHUs TyOnuKaTa
paspemieHuss Ha MpPOBEJICHHE KIMHHYECKOTO WCCICJOBAaHHUS BpydYaeT (HAmpaBiseT) €ro 3asBHTEIIO
(YIOJTHOMOUYEHHOMY TMPECTABUTEIIO 3asBUTEIIS).

IV. ®opMbl KOHTPOJISI 32 MCNIOJIHEHHEM AIMUHMCTPATHBHOIO PerjiaMeHTa

ITopsinok ocymecTBIeHHS TEKYLIEro KOHTPOJISI 32 COOII0AeHHEM H MCIIOJTHEHHEM OTBETCTBEHHBIMU
JAOJZKHOCTHBIMM JIMIAMH MOJI0KeHHH AIMUHUCTPATHBHOIO PerIaMeHTa H MHHbIX HOPMAaTHUBHBIX
NPABOBBIX AKTOB, YCTAHABJIUBAIOIINX TPEOOBAHHUS K NPEIOCTABJICHUIO TOCY1aPCTBEHHOM YCJIYIH, a
TaKsKe NPUHATHEM HMHU peLieHuii

63. Tekymmii KOHTPOIb 3a COOMIOACHMEM M HCIOJHEHHUEM OTBETCTBEHHBIMHU OJKHOCTHBIMU
TuamMu MUHHCTEpCTBA MOJTOKEHHH A TMUHUCTPATHBHOIO periaMeHTa U WHBIX HOPMATHBHBIX MPABOBBIX
aKTOB, YCTaHABJIMBAIOIINX TPEOOBAHUS K MPEAOCTABICHUIO TOCYAAPCTBEHHOU YCIIyTH, a TAKXKe MPUHATHEM
UMM pelieHuit (1anee - TEeKyInuid KOHTPOJIb), OCYIIECTRIISETCS TTOCTOSHHO.

64. Texyuuii  KOHTPOJIIb  OCYIIECTBISIETCS  JODKHOCTHBIMH — JUIAMH  MHHHCTEPCTBA,
OTBETCTBEHHBIMH 3a OPTaHH3AIMI0 Pa0OTHI MO MPEIOCTABICHUIO TOCYJApPCTBEHHON YCIYTH, B MpOIECCe
MPEAOCTABIECHUS TOCYIAPCTBEHHONW YCIYTM B COOTBETCTBHM C YCTAHOBJIEHHBIMH AJIMUHUCTPATUBHBIM
pErjiaMeHTOM COACPKAHUEM JIEUCTBUM M CPOKAMHU UX OCYLIECTBIICHUS.

ITopsinok ¥ MepHOAMYHOCTH OCYIECTBICHHS IJIAHOBBIX M BHEIVIAHOBBIX IPOBEPOK IOJHOTHI H
Ka4eCcTBA NMPeJ0CTABJICHHSA FOCYJAPCTBEHHOM YCIYIH, B TOM YHCJIe NOPSAA0K U (pOPMBI KOHTPOJISI 32
MOJTHOTOM M Ka4eCTBOM IPEJOCTABJICHHS OCYAAPCTBEHHOM yCJIYyIH

65. KOHTpOHL IMMOJIHOTBI U Ka4Y€CTBa NMPEAOCTABJICHUA T OcyﬂapCTBeHHOﬁ YCIyru OCYHICCTBJIIACTCA
MyTeM HNPOBCACHUA HNOJLZKHOCTHBIMU JIMLAMUA MI/IHI/ICTepCTBa IMPOBCPOK CO6J'IIO,ZL€HI/IH N HCIIOJHCHUA
OTBCTCTBCHHBIMH NOJDKHOCTHBIMU JIMIIAMHU MI/IHI/ICTepCTBa MOJIOJKEHHMI HACTOAIIETO AZ[MI/IHI/ICTpaTI/IBHOl"O
perilaMCHTa, HWHBIX HOPMATUBHBIX IIPABOBBIX AKTOB Poccuiickoit d)ezlepam/m, YyCTaHaBJIMBArOIIUX



TpeOOBaHUs K MPEAOCTABICHHUIO FOCYIapCTBEHHON YCIIYTH.

66. B MuHucTepcTBe MPOBOJATCS IUIAHOBBIE W BHEIJIAHOBBIE IPOBEPKU IOJHOTHI M KayecTBa
HCIIOJIHEHUS TOCYAAPCTBEHHOU YCIIYTU.

IIpn mpoBefcHUM IUIAHOBOM IPOBEPKM MOTYT PACCMATPUBATLCA BCE BOIIPOCHI, CBS3AHHBIE C
UCIIOJTHEHUEM TOCYAAapCTBCHHOW YCIyrd (KOMIUIEKCHBIE NPOBEPKH), WJIM BONPOCHI, CBSI3aHHBIE C
UCIIOJIHCHUEM TOW MJTM MHOW aJMUHUCTPATUBHOM NPOLEAyphl (TeMaTUYECKUE IPOBEPKN).

67. BHer1aHOBbIE TPOBEPKH MPOBOISTCS 10 KOHKPETHOMY oOpaiieHuio (kanoOe) rpaxkaaH I
IOPUIUYECKUX JIMLI.

IIeproIMYHOCTD OCYIIECTBIIECHHUS IIJIAHOBBIX IIPOBEPOK YCTAHABINUBACTCS MUHUCTEPCTBOM.

IInaHOBBIE M BHEIJIAHOBBIE IIPOBEPKU IPOBOJISATCS HA OCHOBAHUM IIPHUKa30B MUHUCTEPCTBA.

68. Ilo pe3yabpTataM KOHTPOJIS TOJTHOTH M Ka4ecTBa MPEOCTaBICHUS TOCYJApCTBEHHOM yCIyTH, B
cllydae BBISBIICHUS HapylLICHWH NpaB 3asBUTENICH, BUHOBHBIE JIMIlA MPUBJIEKAIOTCA K OTBETCTBEHHOCTU B
COOTBETCTBUU C 3aKOHOJATenbCTBOM Poccuiickoit denepannu.

OTBETCTBEHHOCTH I0OJLKHOCTHBIX JIMI MUHHCTEPCTBA 32 pelleHus u AeiicTBus (6e3neiicTBue),
NpuHHMaeMble (0CyIIecTBIseMble) HMH B X0/1€ MPEIOCTABIEHUS TOCYAaPCTBEHHON YCIyTH

69. IlepconanbHas OTBETCTBEHHOCTh OJKHOCTHBIX JHII MHHHCTEPCTBA 3aKPEIUIIETCS B HX
JOJDKHOCTHBIX — perjlaMeHTaxX B COOTBETCTBUUM C TpPeOOBaHUSMHM 3aKOHOJATelnbcTBa Poccuiickoi
denepauuu.

70. HWcnonHuWTenb, OTBETCTBEHHBIM 3a OCYHICCTBJICHHWE aAJMHUHHCTPATHUBHOW MPOLEAYPHI
AJIMUHHUCTPAaTUBHOTO PETJIAMEHTA, HECET MEPCOHAIBHYIO OTBETCTBEHHOCTD 34!

1) cooTBeTcCTBHE pE3YJIBTaTOB PACCMOTPECHHUS JIOKYMEHTOB, IIPEACTABICHHBIX 3asBUTCIISIMH,
TpeboBaHUsAM 3aKkoHOAaTeNbcTBa Poccuiickoit deneparnuy;

2) coOJIOICHHUE CPOKOB U TIOPSI/IKA IpUEMa JIOKYMEHTOB;

3) coOmoZeHHE CPOKOB U TMOpSAAKA BBIAAYM pa3pelICHUs Ha MPOBEACHUEC KIUHHUYECKOTO
WCCIICIOBAaHMS WU YBEIOMIIEHHS 00 OTKa3e B BbIJaue pa3pelieHdss Ha MPOBEICHUE KIMHUYECKOTO
HCCJIeIOBaHUSI.

71. JlomxkHOCTHBIE JHUIa MUHUCTEPCTBA HANCISIOTCS OOSI3aHHOCTSAMU MO OCYIIECTBICHHUIO
KOHTPOJIA 32 UCIIOJIHEHHEM AIMUHUCTPATUBHOTO perjiaMeHTa akraMu MUHHCTEpCTBA.

ITostokeHnst, XapakTepu3youmue Tped0oOBaHNs K NOPAAKY M GopMaM KOHTPOJISI 32 MPeA0CTaBJICHHEM
roCy1apCTBEeHHOM YCJIYIH, B TOM YHCJIe CO CTOPOHBI TPAXKIaH, HX 00be/INHCHUH W OpraHu3anuii

72. TI'paxnane, ux OOBEIUHEHMS M OpraHU3alMU BIPABE KOHTPOJIUPOBATH MPEAOCTABICHHE
rOCYJJapCTBEHHOM YCIIyTH IMyTeM MOJy4YeHHs] HHPOPMALUU 1O Telae(oHy, 0 MMCbMEHHBIM OOpaIleHUsIM,
I10 AJIEKTPOHHOMU NoYTe, Ha OQHUIMAIBHOM caiiTe MuHHCTepcTBa U yepe3 Enunblii mopra.

73. 3agBUTENM MOTYT NPUHUMATh y4yacTUE B AJIEKTPOHHBIX OMpocax, GpopymMax M aHKETUPOBAHUH
[0 BOIIPOCAM YIOBJIETBOPEHHOCTH IIOJIHOTOM M KayeCTBOM IIPENOCTABIICHUS T'OCYAAPCTBEHHOU YCIIYTH,
COONMIOZICHU  JIOJDKHOCTHBIMM ~ JIMIIaMH  MUMHHUCTEPCTBA  CPOKOB M TIOCJIE€JOBATEIbHOCTU
aIMMHHUCTPATUBHBIX MPOLIETYP, YCTAHOBIEHHBIX AJIMUHUACTPATUBHBIM PETJIIAMEHTOM.

V. JocyneoHblii (BHeCcy1eOHBINH) MOPSIIOK 00:KaI0BaHus nelicTBHii (0e3neiicTBus) MuHHCTEpPCTBA 1
JMOJKHOCTHBIX Jimll MUHHCTEPCTBA

HNudopmanus 1Jisi 3aMHTEPECOBAHHBIX JIMI] 00 UX NMpaBe Ha AocynedHoe (BHecyAeOHOe)
o0kasioBaHue JeiicTBHil (0e3nelicTBus) U (MIH) pelieHN i, MPUHATHIX (OCYIIECTBJIEHHBIX) B X0/1€



NPeJ0CTaBJICHUS TOCY1aPCTBEHHOM yCJIYIH

74. 3auHTepecoBaHHBIC JMIIAa HMMEIOT TpaBo Ha JocyneOHoe (BHecyneOHOe) oOkaloBaHHE
nevictBuii  (OesneiicTBus) W (WaM) peIICHWH, NPUHATBIX (OCYHIECTBICHHBIX) MUHHCTEPCTBOM,
JIOJDKHOCTHBIMH JIMIIAMH MUHHCTEPCTBA B XOJI€ NPEIOCTABICHHUS T'OCYIApPCTBECHHOW YCIYT'H B MOPSIIKE,
npeaycMoTpeHHoM miaBoit 2.1 denepanbhoro 3akona N 210-D3 (nanee - xanoba).

Oprassl rocy1apcTBeHHOM BJIACTH, OPraHU3ALMHU U YIIOJTHOMOYEHHbIE HA PACCMOTPEHHE KAT00bI
JINIA, KOTOPBIM MO3KeT ObITh HANPABJIEHA JKAJ100a 3asiBUTEJIsI B 10CY/Ie0HOM (BHeCY1e0HOM)
nopsiaKe

75. B cnywyae oOxanoBanus aedcTBUil (Oe3meiiCTBUS) MODKHOCTHOTO JIMIA CTPYKTYPHOTO
noapasfeneHuss MuHHCTEpcTBa Kanmo0a TMOJAeTCss Ha HMs  PYKOBOJIUTENS  COOTBETCTBYIOIIETO
CTPYKTYPHOTO nnoapaszaeineHus MUHHUCTEepCTBA.

B ciyuae oGxanoBanusi aerictBuil (Oe3aeHCTBUS) PYKOBOAUTENS CTPYKTYPHOIO MOJpa3ieieHUsI
MunuctepcTBa Jkanoba momaeTcss Ha HMMs 3aMecTHTens MuHMCTpa 3apaBooxpaHeHus Poccuiickoit
denepanny, KypUpyOILIErO JaHHOE CTPYKTYPHOE IIOApAa3JeieHUE B COOTBETCTBUU C PaCIpEACIICHUEM
0053aHHOCTEH, yCTaHOBJICHHBIM NPHKa3oM MUHHUCTEPCTBA.

XKanoba Ha neiictBus (Oe3nmeiicTBue) 3amecturenss MuHMCTpa 3apaBoOXpaHeHHs Poccuiickoi
®enepannu nogaercs Ha uMsa MuHucTpa 3apaBooxpanenus Poccuiickon @enepanuu.

Cnoco0b1 mHGOpMHUPOBAHMS 3asiBUTEJIeH 0 MOPSAKE MOJAYH M PACCMOTPEHHS KaJI00bI, B TOM YHCJIe
¢ ucnojb3oBanueMm ExnHoro noprana

76. Nnpopmanys o mopsake MOJAYd M PacCMOTPEHHMs KaJoObl pa3MeriaeTcss Ha O(UIMaTbHOM
caiite MunucrepctBa u EnuHoM moprane, a Takke MOXKET ObITh COOOILICHA 3asBUTEIIO JOKHOCTHBIMU
auaMu MUHUCTEpCTBA MPU JTMYHOM OOpaIeHu .

Ilepevyenb, HOPMATHBHBIX MPABOBBIX AKTOB, PEryJIMPYIONIUAX MOPSIIOK A0Cy1e0HOT0 (BHECY1e0HOT0)
00kaJioBaHus pemieHuii u neiicreuii (6e3neiicTBrsi) MUHHCTEPCTBA U €0 JIOJKHOCTHBIX JIHI

77. OTHOIICHUS, BO3HUKAIOIINE B CBA3U C JOCYACOHBIM (BHECYICOHBIM) 00KAIIOBAHUEM PEIICHHI
U JedcTBUil MUHHCTEPCTBA, MJODKHOCTHBIX JIMIl MUHHUCTEPCTBA PETYIHUPYIOTCS — CIEAYIOIUMU
HOPMAaTHUBHBIMH MPABOBBIMU AKTAMHU:

1) denepanbhbiM 3akoHOM N 210-D3;

2) nocraHoBienueM IIpaButenbctBa Poccuiickoit @enepanuu ot 16 aBrycra 2012r. N 840 "O
MOPSIJIKE TOJJaud ¥ PACCMOTPEHUS JKAJI00 Ha pelieHus U AeUCTBUs (Oe3meicTBre) QenepalbHbIX OPraHOB
UCTIOTHUTENBHON BIIACTH M WX JOJDKHOCTHBIX JIHI, (eAepalbHBIX TOCYAapCTBEHHBIX CITyKalIHX,
JOJDKHOCTHBIX JIMII TOCYJIapCTBEHHBIX BHEOIOMKETHBIX (GoHmoB Poccuiickoit @enepanmu” (Cobpanue
3akoHoaarenbcTBa Poccmiickoit ®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, cT. 3696).

78. Nudopmarus, ykazaHHas B HACTOSIIEM pasJiene, MOMISKHUT 00s13aTeIbHOMY pa3MEIIeHHI0 Ha
Ennnom nopraite.

! Co6panue 3axkoHoparenscrsa Poccuiickoit ®enepauuu, 2010, N 31, cr. 4179; 2011, N 15, ct. 2038; N 27, ct. 3880;
N 29, ct. 4291; N 30, ct. 4587; N 49, ct. 7061; 2012; N 31, ct. 4322; 2013, N 14, cr. 1651; N 27, ct. 3480; N 30, cr. 4084;
N 51, ct. 6679; N 52, ct. 6952, ct. 6961, ct. 7009; 2014; N 26, cT. 3366; N 30, ct. 4264; N 1, ct. 67; N 1, ct. 72; 2015; N 10,



cT. 1393; N 29, cr. 4342, c1. 4376; 2016, N 10, ct. 916; N 27, ct. 4293; 4294; 2017, N 1, ct. 12; N 50, ct. 7555

2 [Tocranosnenue ITpasutensctsa Poccuiickoii @enepamun ot 6 mast 2011 r. N 352 "O6 yTBepskieHHH TEPEUHS YCIIyT,
KOTOpBIE SIBIISIIOTCS HEOOXOAMMBIMU M 00s3aTEIBHBIMHU JUISl TPENOCTABICHUS (eaepaabHbIMU OpraHaMy HMCIOJHUTEIBHON
BiactH, ['ocymapcTBeHHOH Kopriopamued Mo aToMHOM sHeprum "PocaroM™ rocyJapcTBEHHBIX YCIYT W HPEIOCTABISIOTCS
OpraHu3alysIM{, YYacTBYIOIIMMH B IPEIOCTAaBICHUM TOCYJAPCTBEHHBIX YCIYT, W ONpPEACICHHM pa3Mepa IUIaThl 3a HX
okazanne" (Cobpanue 3akoHomaTenbeTBa Poceuiickoit @eneparmn, 2011, N 20, cr. 2829; 2012, N 14, cr. 1655; N 36, cr. 4922;
N 33, c1. 4382; 2013, N 49, ct. 6421; N 52, c1. 7207; 2014, N 21, cr. 2712; 2015, N 50, ct. 7165; 2015, N 50, ct. 7189; 2016,
N 31, cr. 5031; 2016, N 37, ct. 5495; 2017, N 8, ct. 1257; N 32, ct. 5090; N 40, ct. 5843; N 42, ct. 6154).

® Yactn 3 u 4 crateu 39 ®enepanbroro 3akona or 12 anpens 2010r. N 61-®3 "O6 obpalieHnH JeKapCTBEHHBIX
cpenctB” (Cobpanue 3akoHOmarenbcTBa Poccuiickoit @emeparmu, 2010, N 16, ct. 1815; N 31, cr. 4161; N 42, ct. 5293; N 49,
cT. 6409; 2011, N 50, cr. 7351; 2012, N 26, cr. 3446; N 53, ct. 7587; 2013, N 27, cr. 3477, N 48, ct. 6165; 2014, N 11,
c1. 1098; N 43, ct. 5797; N 52, c1. 7540; 2015, N 10, ct. 1404; N 27, ct. 3951; N 29, ct. 4359; N 29, ct. 4367; N 29, ct. 4388;
N 51, cr. 7245; 2016, N 1, ct. 9; N 23, c1. 3287; N 27, c1. 4238, ct. 4283) (nanee - ®enepansusiii 3akon N 61-D3).

*Yacts 8 cTatbn 39 ®@enepanbroro 3akona N 61-D3.

% Yacrs 5 cratbn 39 ®enepanbHoro 3akona N 61-D3.

6 Cobpanne 3akoHomaTenscTBa Poccmiickoit ®@emeparmu, 1995, N 48, ct. 4563; 1998, N 31, cr. 3803; 1999, N 2,
cT. 232; N 29, c1. 3693; 2000, N 22, ct. 2267; 2001, N 24, ct. 2410; N 33, cr. 3426; N 53, ct. 5024; 2002, N 1, c1. 2; N 22,
ct. 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, ct. 817; N 29, ct. 3410; N 30, ct. 3616; N 52, ct. 6224; 2009, N 18, ct. 2152; N 30, cr. 3739; 2010,
N 50, cr. 6609; 2011, N 27, ct. 3880; N 30, ct. 4596; N 45, ct. 6329; N 47, ct. 6608; N 49, ct. 7033; 2012, N 29, cr. 3990;
N 30, cr. 4175; N 53, ct. 7621; 2013, N 8, ct. 717; N 19, cr. 2331; N 27, cr. 3460; cr. 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, c1. 7510, 7493; 2017, N 24, ct. 3485; N 50, ct. 7563.




IIpunoxenne N 1

K AIMUHUCTPaTUBHOMY periaMeHTy MUHHCTepCcTBa
3apaBooxpaHeHus Poccuiickon degepaunu

10 NPeI0CTABJICHHUIO FOCYAAPCTBEHHOM YCJIYI'H

110 BblJa4ye pa3pelieHus] HA MPoBeeHre KIMHNYEeCKOro
HCCJICA0OBAHUS JIEKAPCTBEHHOI'0 Mpenapara

MJIS MEIUIUHCKOI0 PUMEHEHUs, YTBEePKACHHOMY IPUKA30M
Munucrepcrsa 3a1paBooxpaHenus Poccuiickoin @enepauun
ot 19 suBapsn 2018 r. N 20n

®opma

B MMHMCTEPCTBO 3OpaBOOXPaHEeHUd
Poccurickon denepaumm

BasiBnenune
O BHIOAQUYE paspemennﬂ Ha npoaenenne KIIMHNYEeCKOI'O MCCJienOBaHUSA
JIeKapCTBEHHOT'O NpernapaTa i MeOUUMHCKOT'O NPMMEHEHUS

oT
(yxaswBaercs nosiHoe u cokpaumenHoe (IpM HaMMuMM) HaVMEHOBAHME 3asSBUTEJIS,
ampec MecTa HaxOXIEeHMS)

llpowy paspeumTs NPOBENEeHUEe KIMHMUECKOTO muccienoBaHusa (kiImHuUeckoe
MUCCIIeNOBAaHME , MEXIYHAPOOHOE MHOTOLEHTPOBOE KIIMHUNYECKOE
___ MCCJIemoBaHye, NOCTPETMCTPALMOHHOE KIIMHMUECKOE MCCJIENOBAHMUE)
(HyXHOE MNONUEPKHYTH)

JIEKAPCTBEHHOT'O IIpellapaTa OJId MEeIOVMIVHCKOI'O IIPVMMEHEHMA

(yxasbBaeTca HauMMEHOBAHUE MCCIIENyEeMOTO JIEKAPCTBEHHOTO Mpenapara
IJIsT MeOVMUMHCKOID'O IIPMMEHEHMUs, B TOM UMCJIe MeXIyHapOIHOEe HelaTeHTOBaHHOe
HaVMeHOBaHUE, TOPTOBOE, MNPOEKTHOE)
B JIeKapCTBEHHOM GopMe M HO3UPOBKE

(yxaseBaeTcsd JIEKapCTBEHHAaA @opma M IOO3VMPOBKa MCCJIeOyeMOI'O JIEKAapCTBEHHOI'O
nperiapaTa IoJj4d MeIMIVHCKOI'O HpMMeHeHMH)

OpTaHM3alliA, ocyumecCTBJIAIA A OpraHmM3alnio npoBeeHmMA KIIMHNMYECKOTI'O

MCccCJleoOBaHMA JIEKapCTBEHHOTI'O IIpellapaTa OJId MeIMUIVMHCKOI'O IIpUMMEeHEHWMA

(yKaBHBaeTCH IIOJIHOE M COKpalleHHOe (HpM HaﬂMqMM) HaVIMEHOBaHME KPpUMOMNYECKOI'O
Jiniia, OPIT'aHM3allMOHHO-IIPaBOBAaA @opma, agpec MecTa HaXOXﬂeHMH)

OPUONYECKOE JIMLIO, [IPUBJIEUEHHOE K  OPTaHM3alMy NPOBEIEeHMS  KJIMHUUECKOTO
MCCJIEeNOBAaHMSA JIEKAPCTBEHHOTO  [pelapaTa oJjsg MeOMUMHCKOTO npmuMeHeHus (pu
HaJIMYMN )

(yKaBHBaeTCH IIOJIHOE M COKpalleHHOe (HpM HaﬂMqMM) HaVIMEHOBaHME KPpMAMNYECKOI'O
Jiniia, €I'O OPIaHM3alVOHHO-IIpaBOBadA @opMa, amjpec MecTa HaXOXﬂeHMH)

IIpoM3BOOMTEJIE JIEKAPCTBEHHOT'O IIpellapaTa OJid MeIMUIMHCKOI'O IIPMMEHEHWA

(yKaBHBaeTCH IIOJIHOE M COKpalleHHOe (HpM HaﬂMqMM) HaVIMEHOBaHME KPpNAOMNYECKOI'O
Jiiiia , OPI'aHM3allMMOHHO-IIPaBOBaA @opMa, ajgpec MecTa HaXOXHeHMH)
1O TIPOTOKOJIY



(yrkasuBaerca HoMep u Bepcua (py Hamuummn), HAMMEHOBAHME, IaTa yTBEPXICHUS
NPOTOKOJIAa KJIMHUUECKOTO MCCJeNOBaHMA JIEKAaPCTBEHHOTO [IpernapaTa
IJIS MEIUILUHCKOTO MNPUMEHEHMI)
C LeJbio

(ykasbeBaeTCs LeJjib KJIMHUUECKOTO MCCJeIOBaHMs JIEKapCTBEHHOTO IpenapaTa Injs
MENMILMHCKOTO MNPUMEHEHMS)
Ha Iepuon

(YKa3HBaeTCH IJaTa Hadajla M JaTa OKOHUYUAHMA KIIMHUMYECKOI'O MCCJIEeIOBaHMA
JIEKAPCTBEHHOT'O IIpellapaTa IOJId MeIMUIMHCKOI'O HpMMeHeHMH)
C ydacTrmuem IIallMEHTOB
(YKaEHBaeTCH KOJIM4eCcTBO IIalMEeHTOB, IIpenliojiaraeMoe K
YHACTHMIO B KIIMHMYECKOM MCCIJIEOOBaAHUNM JIEKAPCTBEHHOI'O
InperapaTa OJjid MeIOVMIVMHCKOI'O HpMMeHeHMH)
B CclliegymourMx MEeIMUIMHCKUMX OpI'aHM3allMAX

(yKa3HBaDTCH IIOJIHOE , COKpalleHHOEe (HpM HaHMqMM) HaVIMEHOBaHME UM anpecC
MEIIMIIMHCKUX OpPaHMBaHMﬁ, B KOTOPEBIX IIpenriojiaraeTcsd IIpoBeleHMe
KIJIMHNMYECKOI'O MCCJIEeOBaHMA JIEKapCTBEHHOI'O IIpellapaTa
JI14 MeIMIVMHCKOI'O HpMMeHeHMH)-

BasgaBJIeHME COCTAaBJIEHO ' 20 T.
HauMEHOBaHNE JOJDKHOCTH MOJIUCH PYKOBOJUTENSA WHUIMATbI, paMuus
PYKOBOIHUTENSA OpraHu3alun-3asBUTEIS PYKOBOIHUTENSA
OpraHU3alMU-3asBUTENS OpraHMu3alM1-3asBUTENS
M.II.

KonTakTHEM TejiedoH




Ipuioxenne N 2

K AIMUHUCTPaTUBHOMY periiaMeHTy MHHHCTepCcTBa
3apaBooxpaneHus Poccuiickon Pegepaunu

110 NPEAOCTABICHUIO FOCYAAPCTBEHHOM YCJIYI'H

110 Bbl/aye paspelleHus Ha IPOBeleHHe KIMHUYECKOr o
HCCJIeI0BAHHS JIEKAPCTBEHHOI0 Ipenapara

AJI1 MEAULUHCKOI0 IPUMEHEHHs, YTBEPKAEHHOMY IIPUKA30M
MunucrepcrBa 3a1paBooxpanenus Poccuiickoit @enepannu
ot 19 suBaps 2018 r. N 20n

Baok-cxeMa ucnoJIHeHUs1 AIMUHUCTPATHBHBIX npouenyp ''[lpueM, perncrpanus, paccMOTpeHHe NOCTYNMBIIMX OT 3asiBUTE/ISI JOKYMEHTOB Ha
NpegocTaBJIeHHe roCyJapCTBEHHOM YCJIYId U NPUHATHE pellleHue# 0 MPOBeAeHUH IKCIEePTU3bI JOKYMEHTOB /ISl OJIy4YeHUs] pa3pelieHus Ha
NpPOBe/ieHNe KIIMHNYECKOr0 MCC/IeI0BAHUS H 3THYECKOH IKCIePTH3bl WM 00 0TKa3e B POBECHUN YKa3aHHbBIX IKCIIePTH3'

VYrpatuno cuity ¢ 7 mapta 2020 r. - [Ipukaz Munsnpasa Poccun ot 24 okts6ps 2019 r. N 880H



Ipuioxenne N 3

K AIMUHUCTPaTUBHOMY periiaMeHTy MHHHCTepCcTBa
3apaBooxpaneHus Poccuiickon Pegepaunu

110 NPEAOCTABICHUIO FOCYAAPCTBEHHOM YCJIYI'H

110 Bbl/aye paspelleHus Ha IPOBeleHHe KIMHUYECKOr o
HCCJIeI0BAHHS JIEKAPCTBEHHOI0 Ipenapara

AJI1 MEAULUHCKOI0 IPUMEHEHHs, YTBEPKAEHHOMY IIPUKA30M
MunucrepcrBa 3a1paBooxpanenus Poccuiickoit @enepannu
ot 19 suBaps 2018 r. N 20n

Baok-cxema uCIOJIHEHHsI AIMUHUCTPAaTUBHOM npoueayps! "HanpapiieHne 3asBUTEJII0 3a1IPOCOB 00 YTOYHEHUH IOJIHOTHI M 1I0CTOBEPHOCTH
CBeJICHH, COJeP/KAMXCS B NMPEACTABJICHHBIX 3asiBUTEJIeM JIOKYMEHTAX, a TAKKe 3alPOCOB IKCIIEPTHOI0 YUPeKAeHHUS B CJIy4yae HeA0CTATOYHOCTH
AJISl 1aY4M 3aKJII0YeHHUS NMPeACTABJICHHBIX HA JKCIIEPTH3Y MATEPHAJIOB"

VYrpatuno cuity ¢ 7 mapta 2020 r. - [Ipukaz Munsnpasa Poccun ot 24 okts6ps 2019 r. N 880H



IIpunaoxenne N 4

K AIMUHUCTPaTUBHOMY periiaMeHTy MHHHCTepCcTBa
3apaBooxpaneHus Poccuiickon Pegepaunu

110 NPEAOCTABICHUIO FOCYAAPCTBEHHOM YCJIYI'H

110 Bbl/aye paspelleHus Ha IPOBeleHHe KIMHUYECKOr o
HCCJIeI0BAHHS JIEKAPCTBEHHOI0 Ipenapara

AJI1 MEAULUHCKOI0 IPUMEHEHHs, YTBEPKAEHHOMY IIPUKA30M
MunucrepcrBa 3a1paBooxpanenus Poccuiickoit @enepannu
ot 19 suBaps 2018 r. N 20n

Baok-cxema ncnoJIHeHUs1 AIMUHUCTPATHBHOM npoueayps! “'IIpuHsiTHE pelieHns 0 Bblaye pa3pellieHusl HA NPOoBeJAeHNe KIMHNYECKOro
HCCJICIOBAHNS WM 00 0TKa3e B Bbllaye pa3pelieHusi Ha PoBeJeHue KINHNYEeCKOro HCCIeI0BaHus

VYrpatuino cuiy ¢ 7 mapta 2020 r. - [Ipukaz Munsnpasa Poccun ot 24 oxts6ps 2019 r. N 880H



IIpuaoxenne N 5

K AIMUHUCTPaTUBHOMY periiaMeHTy MHHHCTepCcTBa
3apaBooxpaneHus Poccuiickon Pegepaunu

110 NPEAOCTABICHUIO FOCYAAPCTBEHHOM YCJIYI'H

110 Bbl/aye paspelleHus Ha IPOBeleHHe KIMHUYECKOr o
HCCJIeI0BAHHS JIEKAPCTBEHHOI0 Ipenapara

AJI1 MEAULUHCKOI0 IPUMEHEHHs, YTBEPKAEHHOMY IIPUKA30M
MunucrepcrBa 3a1paBooxpanenus Poccuiickoit @enepannu
ot 19 suBaps 2018 r. N 20n

Biok-cxema ucnosiHeHHs A IMAHUCTPATUBHOM npoueaypsl ''PaccMoTpenne 3asiBjieHUs M IPUHSATHE PellleHUs 0 BblAave Ay0JuKaTa pa3pelieHus: Ha
NpoBeJeHNe KINHUYECKOr0 HCCIIeI0BAHNS "

Yrpatuno cuiy ¢ 7 mapta 2020 r. - [Ipukaz Munsnpasa Poccun ot 24 okts6ps 2019 r. N 880H






