3apeructpmupoaHo B MuHiocte PO 10 ceHTabpsa 2010 r. N 18411

MWHUCTEPCTBO 3[0PABOOXPAHEHWSA U COLIMAITIBHOIO PA3BUTUA
POCCUUCKOWU ®EOEPALIUN

NPUKA3
ot 23 aBrycta 2010 r. N 703H

OB YTBEPXXOEHUU ®OPMbI
COOBLLEHUA O 3ABEPLUEHWUN, MPUOCTAHOBNEHUW UINU NMPEKPALLEHUN
KNMMHNYECKOI O NCCNEANOBAHUM NNEKAPCTBEHHOI'O MPEMNAPATA
anAa MEQUUUHCKOro NPUMEHEHUA

B cootBetctBuM co ctatben 40 depepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6
obpalleHnn nekapcteeHHbIX cpeacts” (CobpaHue 3akoHopatenscTtBa Poccuiickon ®epepauun, 2010, N
16, cT. 1815; N 31, cT1. 4161) npukasbiBato:

YtBepante ¢GopMy COOOLIEHMS O 3aBepLUeHUM, MPUOCTAHOBMIEHMM WUNU  MpeKkpalleHun
KIMHNYECKOro MCCefoBaHNs NeKkapCTBEHHOro npenaparta Ans MeAUUMHCKOro MPUMEHEHMUST COrfacHo
NPUNOXEHNIO.

MwuHucTp
T.A.TONVUKOBA

MpunoxeHune

K Mpukasy

MwuHucTepcTBa 30paBOOXpaHEHMs
1 coumanbHOro passuTus
Poccuirickon ®enepaunn

ot 23 aBrycta 2010 r. N 703H

dopma

CoofBueHue
O 3aBepleHVM, IPMOCTAHOBJIEHUM MUIIM NPEeKpalleHUM KIMHUIECKOTO
VCCJIEIOBAHUS JIEKAPCTBEHHOTO MpernapaTa IJjs MeIMUMHCKOTO IPUMEeHEeHUs

TlosnHOE Ha3BaHMe KIIMHUYECKOI'O MCcCJieoOBaHMA JIEKapPCTBEHHOT'O npernapara panis=
MEIIMUMVHCKOI'O IIPVMMEHEHMA (majlee - KJIMHMYECKOE MCCJIeHOoBaHME) :

IaTa INIPMHATKA PeleHMAa O BBEIAadYe pPa3pelleHMA Ha
INIPOBEOEHME KIIMHMYECKOT'O MCCJIEOOBAHMA M €I'O HOMEDP: N

MH@OpMauMH O MeIOMLMHCKOMN opraHmsauum, HpOBOHMBMeﬁ KJIMHMYECKOEe MCCJIegOBaHUE

HaumeHoBaHWe 1 agpec pUaMYECKoro nuua,
OCYLLECTBMALLEro OPraHn3aLmio KNMMHUYECKoro
nccrnenoBaHusa <*> nekapCcTBEHHOro npenapara Ans
MeOMLMHCKOro NpUMEHeHUs (danee - opraHmsaTop)

HanmeHoBaHuMe 1 topngnyeckun agpec MeguLMHCKoOM
opraHusauum, NpoBoAMBLLEN KIMHUYECKOE UCCIefoBaHmne
<**> (pmanee - MeavLMHCKas opraHusaums)

®UNO pykoBoaNTENS MEANLIMHCKOW OpraHn3aunm:

Homep, aaTta 3akno4eHus 4orosopa o NpoBeaeHnm
KNMHUYECKOro NCCrnefoBaHNsa NekapcTBEHHOro npenaparta
ONs MeauLMHCKOro NpMMeHeHus (aanee - nekapCTBEHHOro
npenapaTa) U CpoK 4eNCTBUSA:

OnmcaHMe KIMHUYECKOTO MCCJIeNOBaHMA:



KnmHunueckue VlccinenosaHue MexIOyHapoOHoOe MHOT'OLLEHTPOBOE

UCCIJIeNOBaHMUs C OVOBKBUBAJIEHTHOCTM MHOTOLIEHTPOBOE  KJIMHMUECKOE
LeJIbo u (nm) KJIMHUYECKOe uccienoBaHue
TOCYyHapCTBEHHONM TepaleBTUYECKOMN uccrenoBaHue JIEKapPCTBEHHOTO
perucTpauun SKBMBAJIEHTHOCTH JIEKapCTBEHHOTO Ipenapara
JIEKapPCTBEHHOTO JIEKapPCTBEHHOTO npenapara

npenapara npenapara

IlocTperucrpauroHHOe
KJIMHNYECKOe
ncceroBaHue
JIEKapPCTBEHHOTO
npenapara

HammeHOBaHMeneKapCTBeHHon)npenapaTa

dopma Bbinycka fiekapCTBEHHOro npenapaTa:

[loanpoBKa nekapcTBEHHOro npenapara:

Cnocob BBegeHUSA nekapCTBEHHOro npenapara:

CocTaB nekapcTBEHHOro npenapara:

HanmeHoBaHue NPOTOKOJa KNNMHNUYeCKOoro nccrnenosaHua,
€ro garta Bblgadn n Homep:

llesnlb KJIIMHUYECKOTO MCCJIeOOBAaHMUA:

1) ycraHOBJIeHMe 0e30NaCHOCTU JIEKapCTBEHHOT'O Ia HeT

npenapara IOJjs 3L00POBBIX HOOOPOBOJIBLIEB M (MIM)
[IEPEHOCUMMOCTHY MX 3IO0POBBIMM HOOPOBOJIbLIAMU

2) KypC JledeHMSd MaluYeHTOB C OIpeneJieHHBM Ia HeT

3abosieBaHMeM, [ONOOP ONTMMAJIBHEIX LO3 M CXEM
BaKLUMHALMY MMMYHOOMOJIOTUYECKMMM JIEKAPCTBEHHBIMM
npenapaTaMmM 3IOPOBHX LOOPOBOJILLIEB

3) ycTaHOBJIeHMe Oe30NacCHOCTU JIEKAPCTBEHHOTO Ia Her

npenapaTta u ero 500exTMBHOCTM IOJIA [NalMEHTOB C
onpenesyieHHEM 3aboJjieBaHMeM, IPodMIakTUIeCKON
50PEeKTMBHOCTM UMMYyHOOMOJIOTMYECKOTO JIEKAPCTBEHHOT'O

npernapaTa IJjsa 3O0POBBEIX HO@pOBOHbHeB

4) m3ydeHre BOSBMOXHOCTM pPacCUIMPEeHMs [NOoKa3aHWM IJis Ia HeT
MEeIMUMHCKOT'O IIPYMEHEHMS ¥ BHABJIEHMS paHee

HEeM3BECTHBIX [OOOUHEIX IeMCTBUMN 3apeIrmMCcTpMpPOBaHHOTO

JIEKaPCTBEHHOTO Ipernapara

chKM NIPpOBEeNEeHMA KIIMHMYECKOT'O MCCJIeOHOBaHMA::

KommuecTBO NALMEHTOB, IMIPMHABIMX ydacTHe B
KJIMHMYECKOM MCCJIEeOOBAaHUN

OnucaHue KIVMHMUECKOTO MCCIJEeNOBaHMsS O MNPUUMH,
[OBJIEKIMX K €TI0 3aBEepUeHM0, IPUOCTAHOBIIEHUO MIIN
npexpaleH o

IlaHHEIE MCCIIenoBaTeJIq:

Wcecneposartens: lol7[e]

MecTo paboThi:

3aHnmMaemas OOMMKHOCTb:

CneunanbHOCTb:

Keanudukaums:

MepeyeHb KNMHUYECKUX UCCriefoBaHuit
neKkapcTBEHHbIX NpenapaToB, B KOTOPbIX OH
npuHMMan y4yactue B kayecTBe
nccnegosaTens unu conccnegosaTens (c
yKa3aHnem HanmeHoBaHuaA, AaTtbl U HOMepa
NPOTOKOMa KIMMHUYECKOrO UCCNEef0BaHMS,
nepvoga y4acrtums)

CowviccnegoBaTenu: lol7[e]

MecTo paboThi:

3aHnmaemasi AOMKHOCTb:




CneunanbHOCTb:

Keanudukayms:

lMepeyeHb KNMHNYECKUX NccrneaoBaHnn
neKapCTBEHHbIX NpenapaToBs, B KOTOPbIX OH
npuHMMan yyactue B KavyecTse
nccnegosaTens unu conccnegosaTtens (¢
YKa3aHmem HanmeHoBaHuaA, Aatbl U HOMepa
NPOTOKOMa KIMMHN4YEeCKOro nccneaoBaHns,
nepuoga yyacTtuns)

PesynbTaT KIMHMYECKOIT'O MCCJIeOOBAaHUA:

3aBepleHne I[lpoCcTaHOBJIEHMKE IlpekpalieHue
KJIMHNYECKOTO KJIMHNYECKOTO KJIMHNYECKOTO
MCCJIeIOBaHUA MCCJIeIOBaHUA MCCIenoBaHusa

IlaTa 3aBeplleHMA KIMHUYECKOT'O MCCJIeOOBAaHMA:

n n 20 .

[TpruMHEL SaBepmeHMH/HpMOCTaHOBHeHMH/HperameHMH KJIMHNYECKOI'O MCCJIeOgOBaHMA
JIEKAPCTBEHHOT'O IIpellapaTa:

BezonacHocTb Huzkas VlccriemoBaHue He Ipyroe
20bexkTUBHOCTDL Ha4aJloChb
Ia Her Ia Her Ia Her

Obmas olLeHKa PeE3YJIBTATOB KIIMHMYECKOIT'O MCCJIEeOOBAaHMA:

Obmas OlLEeHKa PpMCKa M OXMIAEMOM I1O0JIb3BEl OT IPMMEHEHUSI
MCCJIeIyeMOTO JIeKapCTBEHHOTO IpernapaTa:

lIpennojylaraeMele najibHeMumMe IeNCTBUA:

VccrnenoBaTesb

MIOIONMUCH [2)(0) maTa

CouccrienoBaTenmu

IOANNCH [oi(e} maTa

PykoBomouTesnb
MEeOMUMHCKOM OpTaHM3aLun

IOIINCH [o(e} mara
M.II.

n  (mnam)

PyxkoBomuresnb

opraHmM3auuy, IOJIydMBIIEN paspelleHre

Ha MpOBeleHMe KJIIMHMUECKOI'O UCCJIeHOBaHUA

IOIINCH [oi(e} mara

<*> Pa3paboTunk nekapcTBEHHOro npenapata UM yrorHOMOYeHHoe UM NnLo, obpasoBaTenbHble
yypexaeHuss BbiCLIero npodeccuoHanbHoro obpasoBaHus U (MnKn) obpasoBaTenibHble ydpexaeHus
AOMONMHUTENBLHOro NpodeccuoHarnbHOro 06pasoBaHusl, Hay4HO-UCCNenoBaTENbCKME OpraHn3aLmm.

<**> [loHaTune MeaUUNHCKaa opraHm3auuna wucnonb3yetcd B TOM Xe 3Ha4vyeHun, 410 u B
depepanbHom 3akoHe oT 12 anpensa 2010 1. N 61-93 "O6 obpalleHnn nekapcTBEHHLIX CPeacTB".




