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MockBa

O BHeCeHHH H3MeHeHMIH
B NOPA/I0K BbIJA4H pa3pellieHNs1 HA NPOBeJeHHe KIHHHYECKOr0o HCC/Ie0BaHUSs
JIEKAPCTBEHHOTO0 Npenapara JJisi MeANIINHCKOr0 NpHMeHeHH s,
YTBepKAeHHbIH NprukazoM MuHHCTepcTBa 31paBOOXpaHeHHS
H CONMAILHOrO pa3BuTHS Poccuiickoii ®eaepanun ot 26 asrycra 2010 r. Ne 748n

IlpukaszrpBalo:

YIBepAUTh NpHiIaraeMble H3MEHEHHs, KOTOpble BHOCATCA B IIOPANOK BBIAAYM
paspelleHns] Ha IPOBEACHUE KIMHHYECKOrO HCCIIEIOBAHHS J'IeKapCTBeHHOAl“O npernapara
AMA MENMUHMHCKOTO — NPUMEHEHMS,  yTBEPXKICHHBIH  mpukasom MuHuCcTepcTBa
3/IpaBOOXPAaHCHUS W COLHMANbHOro passurus Poccmiickolt ®enepanun or 26 asrycra
2010 r. Ne 748n (3apernctpupoBan MuHHCTepcTBOM ocTHimH Poccuiickoii Qenepanuu
31 aBrycra 2010 r., peructpanuonssiii Ne 18317).

Munvctp B.U. CxsoprioBa

KOITH S BEPHA

Haaasuuk OGuero ornena %

18 tapio. 20:&/,;




YTBEPX/JIEHbBI

IIprka3oM MUHHCTEPCTBA 3ApaBOOXPaHEHUS
Poccuiickoit @enepanmu

ot «713» _ AopTo. 2015 . Ne Z’Z’Zg

HNzmenenns,

KOTOpbI€ BHOCATCS B HOPSAJ0K BbIIA4YH pa3spelieHHsI HA NPOBeJeHHne
KJIMHHY€CKOro HCc/leJOBAHHS JIEKapPCTBEHHOI0 Npenapara Ijisi MeTHIHHCKOro
NpHMEHEHHs, yTBeP;KACHHbIH NpuKa3oM MHHHCTEpCTBA 3paBOOXPAHEHHS
U conuaabHoro passutus Poccuiickoit @eaepannu ot 26 aBrycra 2010 r. Ne 748n

1.B a6zame mnepBoM IyHKTa 5 ciioBa «MHHHCTEPCTBO 3ApaBOOXpPAaHEHUS
U colManbHoro passurus Poccuiickoit ®enepanumy» 3aMEHUTH cIIOBaMH « MHHHUCTEPCTBO
3apaBooxpanenus Poccutickoii @eneparymy.

2. B nyHkre 6:

a) IMMOAITYHKT 2 U3JIOXKUTH B CIIEAYIOUIEH pelaKiiuu:

«2) KonMsl JOroBOpa 06s3aTeNBHOTO CTPaXOBAaHMS SKHM3HH, 30pOBbsl TIAIUEHTOB,
Yy4acTBYIOMX B  KIMHUYECKOM  HCCIENOBAaHUM  JIGKAapCTBEHHOIO  IIperapara
IS MEQUIIMHCKOTO IIpUMEHEHHUs, 3aKTIOYEHHOTO B COOTBETCTBHM C THIIOBBIMH
NpaBUIIaMH O0S3aTEIBHOTO CTPaXOBaHUs XU3HU ¥ 3[I0OPOBbS IMAIMEHTa, YYaCTBYIOIIETO
B KIMHHYECKAX HCCIEIOBAaHHUSX JIEKAPCTBEHHOrO IMpenapara, YTBEPKICHHEIMH
nocra”oBieHueM lIpasurensctBa Poccumiickoit ®enepanmu ot 13 centsops 2010 r.
Ne 714°, ¢ yKazaHHEM I[peeNbHOM 4YHCIEHHOCTH TMAIlMeHTOB, YYaCTBYIOIIHUX
B KIMHMYECKOM HCCIIEHOBAaHMU JIEKapCTBEHHOrO IIpermapara JUIi MeIUIMHCKOTO
IpUMEHEHMS;);

6) MOIONHNUTE NOMITYHKTaMH 3 ¥ 4 CIEIYIONIEro CoaepKaHus:

«3) cBeleHMd O MENMIMHCKHAX OpPTaHUW3aLMsX, B KOTOPBIX IpeIoJaraeTcs
IPOBE/ICHUE KIMHUYECKHX UCCIIENOBaHUH JIEKapCTBEHHOTO IIpenapara il MeIUIMHCKOTO
IpYMEHEHUs (IIOJHOE M COKpaIlleHHOe HaMMEHOBaHMs, OPTaHH3alMOHHO-IIPABOBas
dopMma, MECTO HaXOXKIECHHS M MECTO OCYIIECTBIEHHS NeATeIbHOCTH, TenehoH, Tenedakc,
afipec 3NEeKTPOHHON IOYTHl MEAUIUHCKOW OpraHM3alliH);

4) npennonaraeMele  CPOKM  MPOBENEHHS  KIMHAYECKOTO  KCCIENOBAHUS
JIEKapCTBEHHOTO IIpenapara i MeIULUHCKOro MPHMEHEHH. ).

3. IlyHKT 7 NONOMHHUTE MOMITYHKTaMH 7 ¥ § ClIeAYyIOIIero CoaepKaHus:

«T) MOKyMEHT, COCTaBIEHHBIH IPOM3BOAUTENIEM JIEKAPCTBEHHOrO Mperapara
M CoepXallMi  moKasaTend  (XapaKTepHCTHKH)  JICKAPCTBEHHOTO  IIPENapara,
HIPOM3BENEHHOIO sl NPOBEAECHUS KIIMHUYESCKUX HUCCIICOBAHMIA;

8) vHdopMalMIO O BRIIATAX M KOMIEHCAUMSX MAlWEeHTaM  (3J0pPOBBIM
no6poBonbLaM, 60JIBHEIM), IPUBIEYEHHBIM K IPOBEICHUIO KIMHUUECKAX HCCISIOBAHMI
JEKapCTBEHHOT0  Ipemapara i1  MEOULIMHCKOrO  IMPUMEHEHHS, HCCIeNOBaHMit
OMOBGKBUBAJICHTHOCTH U (HMJTH) TEPAITEBTHYECKON SKBUBAJIEHTHOCTH. ).

st

' Cobpanue 3axononarensctsa Poccuiickoit ®enepanun, 2010, Ne 38, cr. 4832; 2011, Ne 22, ct. 3171; 2012, Ne 37, c. 5002.



4. B mynkre 8: :

a) B ab3alle NepBOM CJIOBa «B IMyHKTaxX 6 U 7» 3aMEHHUTH CIIOBaMH «B ITyHKTE O,
cioBa «MuHHCTEpPCTBA 3ApaBOOXpaHEHWUs M COLMAIBHOrOo pa3Butui Poccuiickoit
Qenepanyn» 3aMeHUTH cloBamMu «MUHHCTEpCTBAa 3ApaBoOXpaHeHHUs Poccuiickoi
Denepanyny;

' 0) HOAIYHKT 1 U3MOXUTE B ClIENYIONIEH penaKiuu:

«1) mpoBOAUT MpOBEpPKY IONHOTHI U JIOCTOBEPHOCTH CBENEHHIA, COMEpPKAIIMXCS
B IIpeJCTAaBICHHBIX 3asABUTENIEeM MaTepuanax. B ciydae BBIABICHHS HEIOCTOBEPHOCTH
CBEJICHUH, COIEep)KalluXcs B MPEACTaBICHHBIX 3asjBHUTENEM MaTepHaiaXx, MUHHCTEpCTBO
3npaBooxpaHeHus Poccuiickoit @enepanyy HanpaBiseT 3asgBUTEIIO 3apoc 00 YTOYHEHUH
yKa3aHHBIX cBefleHWi. JlaHHBIN 3ampoc MOXeT OBITh IepelaH YIOJHOMOYEHHOMY
IPEeJCTaBUTENI0 3asiBUTENS JIMYHO IIOJ paACIUCKy, HampaBjieH MO TMOYTe 3aKa3HBIM
OUCBMOM WM TIEpENAaH B BJIEKTPOHHOH (opMe IO TeJeKOMMYHHKAIMOHHBEIM KaHallaM
CBsA3W.. B Cllydae HampaBiieHHS IaHHOrO 3ampoca I0 MOYTe 3aKA3HEIM IHCHMOM
OH CUMTAeTCs MOMYYEHHEIM 110 HMCTEYEHHH LIECTH JHEH C JaThl HalpaBleHHs 3aKa3HOTO
MHCHMa;».

5. HonomHuTh MyHKTOM 8.1 clieyroiero coiep)xanus:

«8.1.B ciydyae mnomydeHHs paspellleHHS Ha IPOBEACHHE MEXIYHApOIHOTO
MHOTOLICHTPOBOI'0 KJIMHWYECKOTO HCCIEIOBaHUSA JIEKApCTBEHHOrO IIperapara MId
HOCTPETUCTPAIMOHHOI0  KJIMHUYECKOTO WCCIEIOBAaHHS JIEKQpPCTBEHHOTO IIperiapara
JenapraMeHT MunnctepcTBa 31paBOOXPaHEHMS Poccuiickoit Denpepaiuny,
OTBETCTBEHHBIN 3a BEIJ]auy pa3peIieHMs: '

1) B cpok, He MpeBHIIAIOIIUN IIATH pabounx MHEH co JHS MPUHATHS 3asBIeHHUS Ha
BbLIa4y pa3pelleHus U JOKyMEHTOB, yKa3aHHBIX B IIyHKTe 7 HacTosmero Ilopsaka:

IPOBOAUT IIPOBEPKY MOJHOTEI M JOCTOBEPHOCTH CBEACHUH, COMEpKAIIAXCS
B IPEACTABICHHBIX 3asgBUTENEM IOKYMEHTax. B cioydae BBIABIECHHS HEIOCTOBEPHOCTHU
CBEJICHHUM, COIEPXKAIMXCA B IPEACTABICHHBIX 3adBUTENIEM MaTepHanax, MUHHUCTEPCTBO
3npaBooxpaHeHns Poccuiickoii ®enepalivu HanpaBIseT 3agBUTENIO 3apoc 00 YTOYHEHHH
yKa3aHHBIX CBeleHMH. JIaHHBIA 3ampoc MOXeT OBITh IiepefaH YIMONHOMOYEHHOMY
MIPEACTABUTENIO 3asBUTENSA JMYHO IIOJ pAaclKCKy, HampapjeH [0 I0YTe 3aKa3HBIM
IMCEMOM WJIM IIepefaH B 3JIEKTPOHHOH (QopMe IO TeJeKOMMYHHKAIIMOHHBIM KaHajlam
CcBa3u. B ciy4yae HampaBieHMs IAaHHOrO 3ampoca II0 MOYTe 3aKa3HbIM HCEMOM
OH CYHUTAETCA IIOJYYEHHBIM 10 MCTEYEHHMH LIECTH AHEH C JaThl HalpaBICHHS 3aKa3HOTO
ITUCEMa; '

NPUHAMAET DPEIIEHHE O IPOBEICHUU SKCIIEPTHU3HI NOKYMEHTOB M/ MONYYEHHS
paspelleHus Ha IIPOBEJCHHE MEXAYHAapOAHOIO MHOTOLEHTPOBOIO KIMHHYECKOIO
UCCIIEZIOBaHMs JIEKapCTBEHHOIO IIpernapaTa WM IIOCTPErHCTPAIHOHHOIO KIMHHUYECKOIo
HCCJIeIOBaHMS JIEKAPCTBEHHOI'O IIperapara U 3THYECKOW SKCIEpPTH3bl JH00 00 oTKaze
B [IPOBEICHUH YKa3aHHBIX SKCIIEPTH3;

YBEIOMIIAET 3asBHTENId B NHCBMEHHOHM (QOpMe O HAlpaBlIeHHH AOKYMEHTOB Ha
yKasaHHBIE  OKCIEPTH3Bl HMIM 00 OTKase B  HANpaBlIeHWH  JIOKYMEHTOB
Ha 3KCIIEPTHU3bI C YKa3aHHEM NPUIMH TaKOTO O0TKa3a;



2)B CpOK, He NpeBBINAIONMA maTu paboumx JHEH cO MOHA MOCTYILICHUS
Pe3yBTaTOB KCIEPTH3, YKa3aHHEIX B a03alle TPETheM MOAMYHKTa 1 HACTOSAIIEro ITyHKTa!

NpUHUMaeT pElICHHe O BhiJade pa3pelleHUs Ha NPOBEHEHUE MEXIYHAPOIHOTO
MHOTOIICHTPOBOTO  KJIMHUYECKOTO  MCCIEIOBaHUSI  JIGKQPCTBEHHOro  IIperapara
WIH TOCTPErHCTPALIMOHHOTO KIMHHAYECKOTO HCCIIEOBaHUS JIEKapCTBEHHOI'O Ipenapara
60 06 OTKa3e B BBIJa9€ COOTBETCTBYIOIIETO Pa3peLIeHs;

BBIJIAET 3aABUTEIO pa3pelieHHe WIM YBEJOMIIIET 3asABUTENII B ITMCHBMEHHOM
dbopMe 006 0TKasze B BeIIaYe pa3pelleHus ¢ YKa3aHueM IPUYUH TaKOro 0TKasa..

6. ITyskt 11 1onoMHUTE NOAMYHKTaMHU 3 U 4 CleyIoIIero CoaepKaHus:

«3) HempeCTaBlIeHHE 3asBUTENIEM B yCTAHOBIEHHBIH CPOK OTBETa Ha YKa3aHHBIH
B noxmyHkTe | myHkra 8, aG3ane BTopom noamyHkta 1 myHkTa 8.1 Hacrosmero Ilopsaka
3anpoc MuHHUCTEpCTBa 3paBooxpaneHus Poccuiickoilt @enepanuu;

4) Hanu4Ke 3aKIFOYEeHHUsS KOMUCCHH 3KCIIEPTOB WJIM 3aKIIIOYEHHs COBeTa IO 3THKE
0 HEBO3MOXXHOCTH MPOBEACHU KIMHUIECKOTO UCCIIEe[OBAaHUS JIEKapCTBEHHOTO MperapaTta
JUIS  METUIMHCKOTO TIPHMEHEHHSA 10 pe3ylbraraM IPOBEIEHHBIX JKCIEPTHU3,
npexycMoTpeHHbIX craThedt 20 denepansHoro 3akoHa ot 12 ampens 2010 r. Ne 61-®3-
«O6 obpalleHH JIEKapCTBEHHBIX CPEICTBY.».



