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06 yrBepxaenun Ilopsiaka ocymecTB/IeHHs
HAYYHOr0 KOHCYJIbTHPOBAHHSA MO BONPOCAM, CBSI3AHHBIM C POBEACHHEM
AOKJIHHHYECKHX HCCJIeI0BaHUH, KTHHHYCCKHX HCCIeI0BaHMil JIeKAPCTBEHHBIX
NpenapaToB, IKCHEPTH3LI KA4eCcTBA JIEKAPCTBEHHBIX CPEACTB, 3¢ (eKTHBHOCTH H
6e30nacHOCTH, ¢ OCYIeCTBJIEHHEM rocyiapCcTBEHHOH perucTpanty
JieKapcTBeHHBIX NpenapaTos '

B coorBercTBHH ¢ 4acTeio 7 crathu 13 DenepanbHOro 3akoHa oT 12 ampens
2010 . Ne 61-®3 «0O6 oOpamennn JekapcTBeHHBIX cpenactB» (CobOpanue
3aKoHomaTenbcTBa Poccmiickoit ®epepanun, 2010, Ne 16, cr. 1815; 2013, Ne 48,
cr. 6165; 2014, Ne 52 cr1. 7540; 2015, Ne 29, ct. 4367; 2018, Ne 24, ct. 3407) u
noanyHkToM 5.2.141(1) IMonoxenuss o MuHuCTepcTBE 3ApaBooxXpaneHus Poccuiickoit
Denepaunn, YTBepKAeHHoro moctaHoBieHueM IlpaeurensctBa  Poccuiickoit
®enepauun ot 19 mons 2012 r. Ne 608 (Cobpanue 3akoHOmaTenscTBa Poccuiickoit
®enepauuu, 2012, Ne 26, ct. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22,
ct. 2812; Ne 33, c1. 4386; Ne 45, ct. 5822; 2014, Ne 12, ct. 1296; Ne 26, ct. 3577
No 30, ct. 4307; Ne 37, cT. 4969; 2015, Ne 2, cT. 491; Ne 12, ct. 1763; Ne 23, ct. 3333;
2016, Ne 2, ct. 325; Ne 9, c1. 1268; Ne 27, ct. 4497; Ne 28, ct. 4741; Ne 34, ct. 5255;
Ne 49, c1. 6922; 2017, Ne 7, c1. 1066; Ne 33, c1. 5202; Ne 37, ct. 5535; Ne 40, ct. 5864,
Ne 52, cr. 8131; 2018, Ne 13, ct. 1805; Ne 18, ct. 2638; Ne 36, cr. 5634; Ne 50,
cr. 7774; 2019, Ne 4, ct. 330; OduuuanbHBIA HHTEPHET-NIOPTAN IIPAaBOBOM
uapopManum http://www.pravo.gov.ru, 10 ampens 2019 r., Ne 0001201904100013,
0001201904100015), mipu ka3 b Balo:

V1Bepauts npuiaraeMslit [Iopsok HaydHOro KOHCYJIBTHPOBAHHUA MO BOIIpOCaM,
CBA3aHHBIM C MNPOBeJEHHEM IOKIMHHUYECKMX HCCIIEMOBAHUM, KIMHHYECKHX
MCCIIEAOBaHMM JIeKaPCTBEHHEIX MNPENapaToB, JKCIEPTHU3BI KAYeCTBA JIEKAPCTBEHHBIX
cpencts, 3¢QeKTHBHOCTH U Ge30MacHOCTH, C OCYIIECTBIEHHEM TIOCYIapCTBEHHOH
pErHCTpalFH JIeKapCTBEHHBIX IIPENapaToB.
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YTBEPXIEH
npuka3zoM MUHHCTEPCTBA 3APaBOOXPAHEHUS
Poccuiickoit ®enepanuu
or_30. 05. 2019r.Ne_ 375

Hopsaok
OCYIIEeCTBJ/ICHHSI HAYYHOI0 KOHCYJIbTHPOBAHHSI O BOIIPOCaM,
CBSAI3AHHBIM C NPOBeAEHHEM JOKJIHHHYECKUX HCCIEA0BAHUI, KIHHHYECKHX
HCCJIe0BAHM# JIeKaPCTBEHHBIX NPEeNapaToB, JKCNEPTH3bI KAa4€eCTBA
JIEKAPCTBEHHbIX CPeACTB, 3Q(PeKTHBHOCTH H 6€30MACHOCTH, C OCYHIEeCTBIeHHEM
rocyAapcTBEHHOH perHcTpaluH JeKAPCTBEHHbIX PeNapaToB

1. Hacrosuuuit Ilopsnox ompenenser npaBuia ocyulecTBlieHUs MUHUCTEPCTBOM
3apaBooxpaHeHus Poccwiickoit @enepanum  (najiee — MUHHCTEPCTBO) HAy4HOTO
KOHCYIbTHPOBaHHs MO BOIPOCAM, CBA3aHHBIM C IPOBEJECHUEM JIOKIMHUYECKUX
UCCIIEAOBAHUNA M KIMHUYECKUX MCCIEIOBaHUI JIEKapCTBEHHBIX Ipenaparos,
3KCNEPTU3bl KAa4eCTBAa JIEeKapCTBEHHBIX CpeACTB, 3((dekTUBHOCTH U Oe30macHOCTH,
C OCYIIECTBICHMEM TIOCYJapCTBEHHOH perucTpanyy JE€KapCTBEHHBIX IpenapaToB
(manee — KOHCYJIBTHPOBAHHE).

2. KoncynpTHpoBaHHe OCYIIECTBIIAETCI MUHHCTEPCTBOM C IIPHBICYEHHEM
NOABEIOMCTBEHHBIX €My  0Opa3oBaTelIbHBIX W Hay4yHBIX  OpraHM3alluii,
OCYIIECTBILIIOIIMX JEATENbHOCTh B cdepe oOpalleHHs JeKapCTBEHHBIX CpEICTB
(manee — opraHuzauus), 3a HCKIIOYeHHWEM (edepallbHOTO  I'OCYJapCTBEHHOTO
OI0[DKETHOTO yupexJIeHUs MUHUCTEPCTBa, CO3NaHHOTO IS 00eCIeueHNs UCTIOTHEHUS
IIOJIHOMOUYMY MuHucTepcTBa M0 BBIJJaye pa3pelleHHid Ha MPOBEICHHE KIIMHUYECKUX
HCCIIEIOBAHMN  JIEKApCTBEHHBIX TIIpenapaToB M (WnIM) 10 TOCYAapCTBEHHOM
PETUCTPALMH JeKaPCTBEHHEIX NPENapaToB (anee — SKCIEPTHOE yUPExKAeHHE) .

3. KoncynpTHpOBaHHEe OCYILIECTBISETCSA Ha JOOPOBOJIBHON OCHOBE U HE SABIAETCA
o0s3aTeNnbHBIM AN CyOBEKTOB  OOpallleHus JIeKapCTBEHHBIX CPEACTB  IIpH
IIpeJOCTaBIeHH MUHHCTEPCTBOM IOCYAAPCTBEHHBIX YCIYT MO BbIJa4e paspeLIeHUs
Ha IIPOBEACHHE KIMHHYECKOTO HCCICAOBaHUSA JIEKApCTBEHHOIo Ipernapara s
MECAULMHCKOIO IPYMEHEHUS M TIOCYAAPCTBEHHOM pErucTpaldy JIEKapCTBEHHBIX
[IpenapaToB JJIf MEAULHUHCKOIO [IPUMEHEHHS.

4. Ilpencrabnennsie cyObeKkTaM oOpallleHHs JIEKapCTBEHHBIX CPEJCTB B paMKax
KOHCYIETHPOBaHMA pa3bsCHEHHs IO BOINpOCaM, CBS3aHHBIM C IPOBEIACHUEM
JOKIMHMYECKHMX HCCICNOBaHMW#, KJIMHUYECKUX HCCIENOBAaHUM JIEKapCTBEHHBIX
IIPeNapaToB, 3KCIEPTH3bl KaveCTBa JIEKAPCTBEHHBIX CPEACTB, 3(P(EKTUBHOCTH H
0€30I1aCHOCTH, C OCYIIECTBIIEHHEM T'OCYAapCTBEHHON PETHCTPAIMH JIeKapCTBEHHBIX
IIPEIapaToB, HOCAT PEKOMEHAATEIbHBIH XapaKkTep U He SBIAIOTCSA 0043aTeIbHBIMU IS
9KCIIEPTHOTO YYPEXKICHHUS NP BEIHECEHUM 3AKIIOUCHUN 10 pe3ysbTaTaM JKCIIEPTH3,

! Crates 15 ®enepansHoro 3akona ot 12 ampena 2010 r. Ne 61-03 «O6 obpamieHnM JIEKapCTBEHHBIX CPEACTBY
(Cobpanue 3axoHomarenbcTBa Poccniickoit ®enepanny, 2010, Ne 16, ct. 1815) (aanee — 3akon Ne 61-03).




HpeayCMOTpeHHBIX YacThlo 1 crathu 20, yacthio 1 cratbu 23, yacteio 12 crateu 29,
yacTeio 7 ctaTthH 30, yacThio 2 cTathi 34, yacThio 6 cTtathH 39 3akona Ne 61-03.

5. KoHcynbTupoBaHue ocymiecTBiseTcs MUHUCTEPCTBOM MO 3ampocy cyObekTa
o6pallleHHs JTeKapCTBEHHBIX CPEACTB - (anee — 3ampoc), KOTOpbI MOXeT GbITh
HarpaBjieH (TpeICcTaBlieH) B INHCHMEHHOW ¢GopMe WM B 3JIEKTPOHHOH (opme
IOCPEeACTBOM  oOfpamieHuss 4epe3 o¢QUIMaNbHBIA caliT MuUHUCTepCTBa B
UHPOPMAIIUOHHO-TEJICKOMMYHHUKAIMOHHOH ceTH «IHTEpHET».

6. IIpu Hamuuuu B 3anpoce WHGOPMAIUH, COCTaBIAIONIEH KOMMEPUYECKYIO MU
UHYI0 OXpaHSIeMYI0 3aKOHOAATeNIbcTBOM Poccuiicko denepaunu TailHy, corjacue
3asBuTens (obmamarens uHPOpPMALMK) Ha Tmepenady MHHHCTEPCTBOM TakKoH
HH(OpMaIlUK OpraHH3alMsiIM JODKHO OBITh OTpaxkeHo B 3ampoce. IIpu oTcyTcTBUHH B
3allpoce Takoro corjacus 3asButens (oOmamarens WHQOpPMalWH) 3ampoc
BO3BpAILlaeTCsl 3asiBUTENIO 0€3 pPacCCMOTPEHHMS] C MOTHBHPOBAHHBIM OOOCHOBaHHEM
IpUYHHBI BO3BpaTa.

7. Ilpu noctymnenun B MuHHCTEpPCTBO 3ampoca JlemapraMeHT rocy1apCTBEHHOTO
perynupoBaHus oOOpallleHus JIeKapCTBEHHBIX CpeACcTB MHuUHHCTEpCTBa (Janee —
JenapramMeHT) B TedeHHE JeciTH pabouyux JHell paccMaTpuUBaeT — 3alpoc
W TpuwiaraeMble K HeMy JOKyMeHTHl (Npd HaJW4YMM) W HampaBliseT 3alpoc
C TpHIaraéMbIMH K HeMy JOKyMeHTaMH (Ip4 Halu4KMMd) B OpPraHU3alMi0 B
COOTBETCTBHH C TEMOH 3aIpoca, IPeIMETOM H LEISMHU AECATSIbHOCTH OpraHHu3allui.

8. Opranusanus paccMaTpUBaeT TIOCTYITUBIIHI 3alIpOC U MPEACTaBISAeT OTBET Ha
Hero B JlemapraMeHT B TedeHHe ABaAUATH pabodumx AHEH cO AHSA NOCTYILIEHHUS
3ampoca.

9. OtBeT OpraHu3alUMM Ha 3anpoc AONKEH OBITh HAy4YHO OOOCHOBAHHBIM,
COIEpXaTb  CCBUIKM Ha CBEACHHS M  JaHHBlE, ONIyOJHMKOBaHHbIE B
CIEIHAIM3MPOBAHHBIX IEYATHBIX H3JIaHHAX, a Takke Ha HOPMATHUBHBIE MPaBOBBIC
aKTbl, HCIIOIb30BaHHbIE PY OJATOTOBKE OTBETA.

10. OTBeTcTBEHHBIE JIUIIA OPraHU3allHK:

He JO/DKHBI HaXOMUTBHCS B KaKOU-IHOO 3aBHMCHMOCTH OT CyOBhekTa obpalieHus
JICKapCTBEHHBIX CPEICTB, OOpaTUBLIErocs 3a KOHCYJIbTHPOBAaHHEM, H HMETH
3aMHTEPECOBAHHOCTb B pe3yJbTaTe KOHCYIHTHPOBAHMS,

HE BIIpaBe pasrjaliaTh CBEIAEHUSA, KOTOpPBIE€ CTalld MM H3BECTHBI B CBSI3H C
OCYLICCTBIICHHEM  KOHCYJIBTHPOBaHUSA, a TakKe CBEIEHHS, COCTaBIAIONMIHE
KOMMEPUYECKYIO WM UHYIO OXpaHAEMYIO 3aKOHOM TaiiHy.

11. B Tedenne pecatu pabodymx OHEH €O OHA MOCTYIUIEHHSA W3 OpraHH3aLUH
OTBETa HA 3aIpPOC OTBETCTBCHHBIA HUCHOIHHTENb [lemapTaMeHTa HampasisieT OTBET
OpraHu3alMH CyOBEKTy oOpallleHus JIeKapCTBEHHBIX CPEACTB B MHCHMEHHOU (opMe
HIH B 3JIEKTpOHHOH (opMme mocpeAcTBoM oHIMaIbHOro caidta MHUHHCTEPCTBA B
NH(OPMALIMOHHO-TEIEKOMMYHUKAHOHHOM ceT «IHTEpHETY.

12. Madopmanus o comepxaHuK 3alpoCOB U OTBETOB HAa HHUX €XEKBapTAJILHO,
HE TIO3JHEE JEeCATOr0 YHCIAa MECsIa, CIEAYIOIIero 3a OTYETHBIM MEPHOJIOM,
pasmenaercs Ha oO¢QHIOMaNbHOM caiite MuUHHCTEpCTBA B HHGOPMAIIMOHHO-
TEJICKOMMYHUKaUMOHHON cetn  «MHTepHeT» ¢ COOMIONEHMEM OTPaHHYEHUI,
YCTaHOBJICHHBIX 3aKOHOAATeNbCTBOM Poccuiickoit denepanmu 0 NEPCOHANBHBIX
JAHHBIX, KOMMEPYECKOM, FOCYJapCTBEHHON U UHOH OXpaHAEMOii 3aKOHOM TaitHe.

2 IMynxt 29 crathy 4 3akoHa Ne 61-3.




13. Konvu OKyMEHTOB, IIpeICTaBICHHBIE 3asBUTENEM Il KOHCYJILTHPOBAHMS,
BO3BpaTy HeE MOIJIeXKaT.

14.Pasmep  B3MMaeMoil ¢  3agBHTENs  IUIATBI 3@  NPEJOCTABICHHE
KOHCYJBTHUPOBAHUSA OINPEIENAETCS B COOTBETCTBUM C 3aKOHOAATENbLCTBOM PoccHitckoii
d)enegaunn 00 OpraHM3alliM NPEJOCTaBJICHHS IOCYJapPCTBEHHBIX M MYHMIMIIATBHBIX
ycayr®.

3Yacrn 7 craten 13 3akona Ne 61-D3.




