MUHUCTEPCTBO 31PABOOXPAHEHUA

POCCHUUCKOW ®EJEPALIUU
(MUH3[IPAB POCCHM)

5
23 peuadie cozy, v Fork

sinCTERCTRG focMpRRBecciickol oEEPALY |
SAPETHCTPUPORAHD

PerBCTpalKORHbIE N SI12 5
o1 5~¢«J;@¢é%ﬂ%5

06 yreepxaennu Ilopsaka BeleHns peecTpa BLIIAHHBIX pa3pellieHHii Ha

NMpoBE€ACHHE KIIHHAYECCKHX HCCJieJOBAHUM JEKAPCTBCHHLIX IMpenapaTos AJs
MCAHIAHCKOIC HPUMCHECHMS

B cootBercTBum ¢ yacThio 4 crateut 38 @enepanbpHOro 3akoHa ot 12 ampesns 2010 r.
Ne 61-03 «O6 oOparieHUM NEKapCTBEHHBIX CPEACTB» M HoAmyHKTOM 5.2.157 myHKTa 5
Ilonoxennss o  MunucTepciBe — 3apaBooxpaHeHus  Poccuiickoit  dDenepanuw,
yTBepKIeHHoro nocraHoieHueM [Ipasurenectsa Poccuiickoit @enepanuu ot 19 urons
2012r. Ne 608, mpu K a3 BB aIo:

1. VtBepaute mpuiaraeMsiii [lopsnox BeneHus peecTpa BBIIAHHBIX paspelleHHH
Ha [pPOBEIEHUE KIMHUYECKHUX MCCIENAOBaHWM JIEKAPCTBEHHBIX TpenapaToB  JiA
MEIULMHCKOTO IIPUMEHEHUS.

2. IlpusHaTe yTPAaTHBIIMM CHIy TpHKa3 MHMHHCTEPCTBA 3APABOOXPAHCHMUS
U couuaibHOro passutus Poccuiickol @Pepepaumu oT 25 aBrycra 2010 1. Me 754n
«O0 yTBepXIE€HUH MOpAAKA BeleHHsI, OIyOIHKOBAHUS M Pa3MEICHHUS Ha OPUIAATEHOM
caiite B ceTd «MHTepHeT» peecTpa BBIJAHHBIX Da3pelieHUH Ha ITPOBEICHHE KIIMHUYECKKX
UCCIICJOBAaHUH  JIEKAPCTBEHHBIX IPENap& o8 Ul MEJUIUHCKOTO  IPHMEHEHUSD)
(3apeructpupoBaH MuHucTepcTBOM IocThuu# Poccuiickot ®enmepammm 31 aBrycra
2010 r., peructpanumonssiit Ne 13300).

MunucTtp S M.A. Mypawko
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HOpﬂllOK BCACHHA peeCTpa BblJAaHHDBIX paspemeﬂnﬁ HA ONPOBCACHHE KIIMHHYE€CKHX
nccnenonamn?l JEKAPCTBCHHBIX IIpeNapaToB AJA MCAUIHHCKOI0O IPUMEHCHUA

1. Peectp BbIIaHHBIX pa3pelleHUN Ha MPOBEACHHE KIMHUYECKUX HCCIEIOBAHUIMA
JIEKapCTBEHHBIX npenapaTos U1 MEJULAHCKOTO HpUMEHEHUS (nanee
COOTBETCTBEHHO — PeecTp, KIMHHUYECKOE HCCIEOBaHUE, JIEKApCTBEHHBINA IIpenapar)
BeaeTcs MUHHUCTEPCTBOM 3a4paBooxpaHeHus Poccuiickoit denepanuu B JIIEKTPOHHOM BUIE
IIyTeM BHECEHHs B HEro peecTpOBbIX 3amuced ¢ uHbopManued, yKa3aHHOU
B nmyHkTe 2 Hacrosmero Ilopsaka (mamnee — Ilopsimok), ¢ cobnrogeHMeM OrpaHHYEHUH,
YCTaHOBJIEHHBIX 3aKoHoHarenbcTBOM Poccuiickoit denepanuy 0 NepCOHABHBIX JaHHBIX,
KOMMEPUYECKOM, TOCYIapCTBEHHON M MHOHN OXpaHsAEeMOMN 3aKOHOM TaMHe.

2. PeectpoBas 3aIMCh COAEPKUT CIIEAYIOLIYIO HH(GOPMALIUIO:

1) HoMep paspellieHHs Ha MPOBe/ICHUE KITMHUYECKOr0 HCCIIe0BaHMS,

2) nata paspelleHUs Ha IpOBeJeHHEe KITMHUYECKOTO UCCIeOBaHUS;

3) HauMeHOBaHHE JIEKAPCTBEHHOTO MpernapaTa (MeXIyHapogHOe HEMaTeHTOBAaHHOE
HauMEHOBaHWe, W (WUJM) TOProBoe HAWMEHOBaHHE, M (WIH) TPYNIHPOBOYHOE
HauMeHOBaHUe, U (WJIM) XUMUYECKOE HAUMEHOBaHUE);

4) HauMEHOBaHHE OpTraHHW3alli{, OCYIIECTBISIONIEH OpraHu3alUI0 IPOBEICHHUS
KIIMHUYECKOr0 UCCIEA0BaHUS;

5) cTpaHa pa3paboTuuKa JeKapCTBEHHOTO Tpenapara;

6) HalMEHOBaHHE IOPUAMWYECKOTO JIMLA, MPHUBJICYEHHOTO Pa3pabOTIMKOM
JIEKapCTBEHHOI'0 IIpenapaTa K OpraHu3aliy MPOBEACHUS KIMHHYECKOTO WCCIICAOBaHHUS
(npu HAIUYHUN);

7) nara Havyajla IPOBEAEHMS KIMHUYECKOTO UCCIeIOBAaHU;

8) nara OKOHYaHUS MPOBEAEHUS KIMHUUECKOTO UCCIICIOBAHHS;

9) uneHTH(PHUKATMOHHBIA HOMED MPOTOKOJIA KITHHHYECKOTO KCCIIeOBaHMUS,

10) HauMeHOBaHKe MMPOTOKOJIa KIIMHUYECKOT0 UCCIIeTOBAHHUS;

11) daza KTMHHYECKOTO UCCIIEIOBAHHS,;

12) BuA KIIMHUYECKOTO UCCIIEAOBaHMUS;

13) KoIMYeCTBO MENUIMHCKUX OpraHu3alMid, MPOBOMAIIMX  KIHHHYECKOE
UCCJIEIOBAHMUE;

14) Konu4yecTBO MAlMEHTOB, MNPUHUMAMIIAX YyYaCTHE B  KIMHHYECKOM
HCCIIe0OBaHNH;

15) obsacTe NMpUMEHEHHs JIEKApCTBEHHOI'O Mperapara, B OTHOLIEHHH KOTOPOI'O
IPOBOJIUTCS KIIMHUYECKOE HCCIIEIOBAHHUE;

16) Texylee COCTOSHUE KIMHMYECKOTO HCCIeNOBaHHs (MPOBOAMTCA, 3aBEPIIEHO,
MPUOCTAHOBIIEHO, IIPEKPAILIEHO);

17) uenb WM 1enu KIMHAYECKOTO UCCIeIOBaHHUA.
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3. Baecenne B Peectp peecTpoBeix 3amucell ¢ HUHpopManuel, yKa3zaHHOMH
B nyHkTe 2 Ilopsnka, ocymiecTBisieTcss OAHOBpEMEHHO ¢ mpuHATHeM MwuH3apaBoM Poccuu
pelIeHus O BhIa4e pa3pelieHus Ha IPOBEICHUE KIMHNYECKOTO UCCIIeI0BaHHS.

4. BHeceHue u3MeHeHHI B MHGOpPMALUIO, COMIEPXKAIIYIOCS B PEECTPOBOM 3aIlUCH, 3a
UCKITIOUeHreM HHpOopMaIliy, yKa3aHHOH B moammyHKTe 16 mynkra 2 [Topsaka, ocyIecTBiseTcs
MunsapaBom PoccurM OIHOBpEMEHHO € BHECEHHMEM COOTBETCTBYIONIMX HM3MEHEHHUH B
paspenieHue Ha MpoBeJeHUE KIIMHUYECKOTO HCCIeA0BaHM.

5. BHeceHnre n3MeHeHMIl B MHQOpPMAIUIO, COAEPKALIYIOCS B PEeCTPOBOM 3allMCH B
COOTBETCTBUM C TNOANMyHKTOM 16 mynkrta 2 Ilopsaka, ocylnecTBIse€TCS Ha OCHOBaHHH
IIOJ[yY€HHOTO OT OpraHM3allMM, OCYLIECTBIISIONIEeH OpraHu3aluio MPOBEICHUS KIHHAIECKOTO
UCCIIeIOBaHMs, COOOIIEHHS O 3aBepIIeHWH, TMNPHUOCTAHOBICHHH MM IPEeKpaIleHuH
KJIIMHUYECKOr0 MCCIIEIOBAaHUs, B T€UEHUE MATH paboumx JHEH cO HHS TMOJIyYeHHS TaKoro
COO0LIEHUS.

6. Nudopmamus B Peectp BHOCHTCS Ha TOCYyJapCTBEHHOM s3bIKe PoccHiiCKOM
denepauuu.



