MHUHHUCTEPCTBO 3IPABOOXPA! I a0 1ocTin PocCHACKOR SEAEPATHK
POCCHUCKOU ®EAEPALINA JAPE[UCTPHPOBAHO

(MUH3/IPAB POCCHH) Perneipauuinil N 55 T35
NPUKA3 o Lieebed il

30 paw Jo1Ye. : No 343/—/

MockBa

006 yrBep:xkaenun Ilopsiaka ocymecrBiaeHHs
HAYYHOI0 KOHCYJIbTHPOBAHMA MO BONPOCAM, CBA3AHHBIM C IPOBEAeHHEM
AOKJIMHHYECKHX HCCIeA0BaAHMI, KTHHHYECKHX HCCIeA0BAHHH JIEKAPCTBEHHBIX
NpenapaToB, FIKCHEPTH3BI KA4eCTBA JIEKAPCTBEHHBIX CPEACTB, 3P PeKTHBHOCTH H
6€30MaCHOCTH, C OCYIleCTBJIeHHEeM roCyAapCTBEHHOH PErHCTPaluH
JIEKAPCTBEHHbIX MpenapaToB ‘

B coorBercTBHH ¢ 4YacThio 7 crarbu 13 @epepanbHoro 3akoHa oT 12 ampend
2010 . Ne 61-®3 «0O6 obpamennn sekapcTBeHHbIX cpeactB» (CobpaHue
3aKoHomarenscTBa Poccuiickoit ®enmepanuu, 2010, Ne 16, cr. 1815; 2013, Ne 48,
cr. 6165; 2014, Ne 52 cr. 7540; 2015, Ne 29, cr. 4367; 2018, Ne 24, ct. 3407) n
noanyHkToM 5.2.141(1) IMonoxenus o MuHHUCTEpCTBE 3ApaBooxpaHenus Poccuickoit
denepalyy, yTBep)KAeHHOTo moctaHoBieHueM IlpaeurensctBa  Poccuiickoit
®epepanuu ot 19 mons 2012 r. Ne 608 (Cobpanue 3akoHOAaTeNbCTBA Poccuiickon
®enepanuu, 2012, Ne 26, ct. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22,
cr. 2812; Ne 33, ct. 4386; Ne 45, cr. 5822; 2014, Ne 12, cr. 1296; Ne 26, ct. 3577,
Ne 30, ct. 4307; Ne 37, c1. 4969; 2015, Ne 2, ct. 491; Ne 12, ct. 1763; Ne 23, c1. 3333,
2016, Ne 2, ct. 325; Ne 9, ct. 1268; Ne 27, ct. 4497; Ne 28, cT. 4741; Ne 34, ct. 5255,
Ne 49, ct. 6922; 2017, Ne 7, ct. 1066; Ne 33, cr. 5202; Ne 37, c1. 5535; Ne 40, ct. 5864,
No 52, ct. 8131; 2018, Ne 13, cr. 1805; Ne 18, ct. 2638; Ne 36, cr. 5634; Ne 50,
cr. 7774; 2019, Ne 4, cr. 330; OdunuanpHelii HHTEPHET-IIOPTAN IIPaBOBOK
uadopmauun http://www.pravo.gov.ru, 10 ampens 2019 r., Ne 0001201904100013,
0001201904100015), i pu ka3 bl Balo:

V1Bepauts npuiaraeMblii [lopsaok HaydHOro KOHCYIBTHPOBAHMSA 110 BOIIPOCAM,
CBS3aHHBIM C MPOBEJAEHHEM JOKIMHUYECKUX HCCIEHAOBAHMM, KIMHAYECKUX
MCCIIEA0BaHU JIeKapCTBEHHBIX NPENapaTroB, 3KCIEPTH3bl KauecTBa JICKApCTBEHHBIX
cpecTB, 3PHeKTUBHOCTH M 0€30IacCHOCTH, C OCYIIECTBICHHEM TOCYAapCTBEHHOH
PETHCTpPALH JIEKaPCTBEHHBIX NPENIapaToB.
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Hopsipok
OCYILIECTBJIEHHS] HAYYHOI0 KOHCYJIbTHPOBAHHUA N0 BONPOCaM,
CBSAI3AHHLIM ¢ MPOBeAEeHHEM JOKJIHHUYECKHX MCC/IeI0BAHUI, KIHHHYECKHX
HCC/IeA0BAHHUH JTeKaAPCTBEHHbIX NMPENapaToB, SKCNEePTH3bI KA4eCcTBa
JIEKAPCTBEHHDBIX CPeCTB, 3(PPeKTHBHOCTH H 06€30MACHOCTH, C OCYLIeCTBIEeHHEM
rocyJapcTBeHHOH perucTpaliu JeKapCTBEHHbLIX NMPenapaToB

1. Hactosmuit [lopsanok ompezenser npaBuia ocyllecTBieHU MHUHHCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit @eneparum  (nanee — MUHHUCTEPCTBO) HAYYHOTO
KOHCYJIbTUPOBAHHs MO BOIPOCaM, CBA3aHHBIM C MPOBEJECHHEM JOKIMHUYECKUX
UCCIIEJOBAaHUII M KIMHWUYECKUX MCCIEJAOBaHUW JIEKAPCTBEHHBIX IpernapaTos,
OKCHEPTU3bl KayecTBa JIEKAPCTBEHHBIX CpPEACTB, 3()(PEeKTHUBHOCTH U OE30MacCHOCTH,
C OCYIIECTBIIGHHEM TOCYAApCTBEHHOW perucTpanyd JeKapCTBEHHBIX IIpernapaToB
(manee — KOHCYJIBTUPOBAHHE).

2. KoHCcyneTHpOBaHHEe OCYyIIeCTBISeTCS MMHHUCTEPCTBOM C IPUBJICYSHHEM
MOJIBEJOMCTBEHHBIX €My  00Opa3oBaTellbHBIX H  HAy4YHBIX  OpraHu3allyii,
OCYIIECTBILIIOIINX JAeATENbHOCTh B cdepe oOpalleHHs JIeKapCTBEHHBIX CPEACTB
(manee — opraHuzanus), 3a HCKIIOYeHHWeM  (elepalbHOTO  I'OCYHapCTBEHHOIO
OI0[KETHOTO yUpexeHUss MUHUCTepCTBa, CO3AaHHOTO ISl 00eCTedeH s HCIIOTHEHNS
IIOJJHOMOYMH MMUHHCTEpPCTBA 10 BhIJlade pa3pelleHuid Ha MPOBEAeHHE KIMHUYECKUX
UCCIIEIOBAaHUN JIEKApCTBEHHBIX TMpenapatoB u (WIM) 10 TOCYyAapCTBEHHOM
PETHCTPAINU IeKapCTBEHHEIX TIPENaparoB (fanee — SKCIEePTHOS YUpeKIeH e) .

3. KoHcynbTHpOBaHHE OCYIIECTBISETCSA Ha JOOPOBOJIEHOM OCHOBE U HE SBIIAETCS
o0s3aTeNnbHBIM 11 CyOBEKTOB  OOpallleHHss JIEKAPCTBEHHBIX CPENCTB  IPH
IIPEJOCTaBIeHUY MUHHCTEPCTBOM IOCYyAapCTBEHHBIX YCIYT MO BbIJaue pa3perieHus
Ha IIPOBEJEHUE KIMHUYECKOTO WCCIEAOBaHUA JIEKApCTBEHHOTO Ipemnapara M
MEIUIUHCKOTO IPUMEHEHHUS U TOCYAapCTBEHHOM pPErucTpaluM JIEKapCTBEHHbBIX
[IpenapaToB JUIs MEAULIUHCKOT'O IPUMEHEHHS.

4. IlpencraBnennple cyObekTaM OOpalleHHs JIEKapCTBEHHBIX CPEICTB B paMKax
KOHCYJIBTHPOBAaHHS pa3bsCHEHUS IO BONpOCAaM, CBS3aHHBIM C MPOBEACHUEM
NOKIIMHAYECKUX HCCIENOBaHUM, KIMHUYECKUX HCCIEJOBaHUN JIEKapCTBEHHBIX
IIPENapaToB, OSKCIEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB, 3()PEKTUBHOCTH H
0€30I1aCHOCTH, C OCYIIECTBICHHEM TOCYNapCTBEHHOM pPErHCTpalliM JIeKapCTBEHHBIX
IPEIapaToB, HOCSAT PEKOMEHIAaTeIbHbIA XapaKTep U He ABISAIOTCS 00s3aTebHbIMM IS
9KCIIEPTHOTO YYPEXKACHUS IPU BBIHECEHUM 3aKIIIOUEHUH MO pe3ybTaTaM JKCIEPTH3,

! Crates 15 denepanbHoro 3akoHa or 12 anpensa 2010 r. Ne 61-@3 «O0 ofpameHun JIEKapCTBEHHBIX CPEACTBY
(Cobpanue 3axoHomarenbcTBa Poccuiickoit ®enepammm, 2010, Ne 16, cr. 1815) (manee — 3akon Ne 61-D3).




peayCMOTpeHHBIX YacThio 1 crarbu 20, yacteio 1 ctatem 23, yacThio 12 crateu 29,
yacThio 7 ctaTh¥ 30, yacThio 2 ctaTh 34, 4acThio 6 crathi 39 3akona Ne 61-03.

5. KoHCynbTHpOBaHHE OCYIIECTBIISIETCA MHHHUCTEPCTBOM II0 3ampocy cyObekTa
oGpallleHHs JIeKapCTBEHHBIX CPEACTB - (Iajlee — 3ampoc), KOTOpBIE MOXET OBITh
HampaBiieH (MpeACTaBlieH) B IHMCbMEHHOW ¢opMe WM B 3JIEKTPOHHOH (Qopme
IOCPECTBOM  oOOpamieHuss 4Yepe3 oQuUMaNbHBI  caiit MuOHHCTepcTBA B
“HGOPMaLIMOHHO-TEIEKOMMYHUKAMOHHOU ceTH «IHTepHET».

6. IIpym Hanmuuuu B 3ampoce WHGOPMALMH, COCTaBISAIOIIEH KOMMEPYECKYIO WU
WHYI0 OXpaHSEMYIO0 3aKOHOAaTelbCTBOM Poccuiickoil Denepanuu TailHy, coOrjacue
3asBUTENsl (oOmanmarenss wuHGopManuu) Ha Tmepenadyy MUHUCTEPCTBOM —Takoi
UHpOpMALMK OpraHU3alMsAM JOJDKHO OBITh OTpaXkeHO B 3ampoce. Ilpu oTcyTcTBUM B
3alpoce TaKoro coriacus 3asButens (oOmamarens WH(POpPMAIMH)  3ampoc
BO3BpalllaeTCs 3asBUTENO0 0€3 PacCMOTPEHHS C MOTHBHPOBAaHHBIM OOOCHOBaHHEM
IIPUYMHBI BO3BparTa.

7. Ilpu nocrymnenun B MuHucTepcTBo 3anpoca JlenapraMeHT rocyjapcTBEHHOTO
perynupoBaHusl oOpallleHHs] JIEKapCTBEHHBIX CpeacTB MUHHCTepcTBa (Janee —
JenmapraMeHT) B Te4eHHE JecATH pabouux JHeH paccMaTpHBaeT 3ampoc
U TpujaraeMble K HeMy JOKYMEHThl (NIpM HaJIMYWHU) UM HaOpaBlsieT 3alpoc
C IpwiaraéMplMH K HeMy JOKyMeHTamMH (Ipd HaJW4YhuM) B OpraHU3AlMIO B
COOTBETCTBUU C TEMOH 3ampoca, IPEeAMETOM U 1ENAMU AESTENbHOCTH OPraHU3alluH.

8. Opranusanus paccMaTpUBaeT MOCTYMHBIINH 3allpOC U MPEACTABISET OTBET Ha
Hero B JlemapTaMeHT B TeYeHHE JBaauaTd paboumx JHeH cO [OHS TMOCTYIUICHHS
3ampoca.

9. OtBeT oOpraHuM3zalMyd Ha 3alpoc JODKEH OBITh HAYYHO OOOCHOBAHHBIM,
COIEepXXaTb  CCBUIKM HAa  CBEJEHHA ©  JaHHBIe, ONyOJMKOBaHHBIE B
CIEIHAJIM3MPOBAHHBIX IE€YAaTHBIX W3[AHUAX, a TaKke Ha HOPMATHBHBIE MPABOBBIC
aKTbl, UCIIOJIb30BAaHHbIE MPU MOJATOTOBKE OTBETA.

10. OTBeTcTBEeHHBIE JIUIIA OPraHH3AIIN:

He JOJDKHBI HaXOAUTBHCS B KaKOU-THMOO 3aBUCHMOCTH OT cyObekTa oOpalleHus
JEKapCTBEHHBIX CPEJCTB, OOpaTHBINErocs 3a KOHCYJBTHPOBAaHHUEM, H HMETh
3aMHTEPECOBAHHOCTD B pe3yJibTaTe KOHCYJIbTHPOBAHMS,

HE BIIpaBe paslialllaTh CBEIEHUS, KOTOPBIE CTald MM HM3BECTHHI B CBS3H C
OCYIIECTBJIEHHEM  KOHCYJIBTHPOBAaHHS, a TaKXe CBEICHHS, COCTABIISIONINE
KOMMEPYECKYIO WK MHYIO OXPaHAEMYIO 3aKOHOM TaklHy.

11. B tedyenue necstu pabouumx AHEH CO JOHA IOCTYIUIEHHS W3 OpraHU3alldH
OTBETa Ha 3aIpOoC OTBETCTBEHHBIM HCMONHUTENb [lemaprameHTa HampaBisieT OTBET
OpraHM3alMu CyOBeKTy oOpamleHus] JIeKapCTBEHHBIX CPEACTB B MHCBMEHHOU (QopMe
WM B DJIEKTPOHHON (opMe mocpencTBoM oduUIMaIbHOro caiita MHHHUCTEPCTBAa B
UH()OPMAITMOHHO-TeTIeKOMMYHHKAIIMOHHOM ceTr «HTepHET».

12. Undopmarms 0 coepKaHUM 3alpOCOB U OTBETOB HA HHUX €XEKBAPTAILHO,
HE IIO3JHEE JECATOr0 YHCIAa MECsALa, CIEAYIOIIero 3a OTYETHBIM MepHOJIOM,
pasmemiaeTcss Ha oQuUOUAIbHOM caiite MUHHCTEPCTBA B  HHOPOPMAIMOHHO-
TENIeKOMMYHHUKAIMOHHON cet  «MHTepHeT» ¢ COOMIONEHHMEM OTpaHUYEHHi,
YCTaHOBJIEHHBIX 3aKOHOIATENBCTBOM Poccuiickoit @enepaiiu 0 MEPCOHATBHBIX
JAHHBIX, KOMMEPUYECKOH, TOCYAAPCTBEHHOW U UHON OXpaHseMOoli 3aKOHOM TaifHe.

2 ITynxT 29 cTtathu 4 3akoHa Ne 61-D3,




13. Koy JOKyMEHTOB, IpeNCTaBICHHBIE 3asABHTEIEM U1 KOHCYJILTUPOBAHHS,
BO3BpaTy He MOJJIEXKaT.

14.Pasmep B3uMaeMoifi ¢  3asBUTENs  IUIATBl  3a  INIPEJOCTaBIICHHE
KOHCYJIETHPOBAaHH OIPEIEIIAETCS B COOTBETCTBUH C 3aKOHOAATENLCTBOM Poccuiickoi
Denepanuyn 06 OpraHU3alUM MPENOCTABICHUS TOCYJIAPCTBEHHEIX U MYHHUIMIATBHBIX
yenyr.

3 Yacrs 7 cratbu 13 3akoHa Ne 61-D3,




