OMPEAEAEHWE

0 BO36Yy KaeHUN pAena Ne 3-24-29/00-08-14

MO MPW3HAKAM HAPYLLEHMST 3AKOHOAQTEABCTBA

Poccuinckom Qepepaumm O pekrame

17 ioHs1 2014 . r. Mockea

NpeaceaaTtenb Kommccum GAC Poccum no pacCMOTREHNIO AEA, BO3BY>KAEHHBIX MO
NPW3HAKAM HAPYLLEHMS 3AKOHOAQTEABCTBA O peknaMe, Kawerapor A.b., paccMoTpes
MQATEPWAAbI O PACMPOCTPAHEHUM HA TeppUTOPUK Poccnmckon Qeaepaumm B XKypHAAE
«DpPpekTreHag dapmarkotepanms» Ne 31/2013 (Ne 3 3a noAb-ceHT16pb 2013 1.), a TaKKe
NOCPEACTBOM PEKAOMHbBIX AMCTOBKOX PEKACMbI AEKAPCTBEHHOIO NPENapPATA
«HOBOBMCMOA,

YCTAHOBUA:

B ®AC Poccum NoCcTynMAO 3asiBAEHME [peACTABUTEABCTBA KOMMAHNM «ACTEAAOC
®apma tOpon b.B.» (HMAEpPAQHABI) O HECOOTBETCTBUM COOBLLIEHHBIX B PEKACME MOA
3AroAOBKOM «$13Bbl HET, FACTPUT NPOLLEA — MHE NOMOr HOBOBUCMOA» CBEAEHUIN O
CBOWVICTBAX AEKAPCTBEHHOMO NPENAPATA «HOBOBUCMOA» CBEAEHNSIM, COAEPXKALLIMMCS] B
MHCTRYKUMW MO NPUMEHEHMIO AQHHOIO NpenapaTa.

PeknamMa AQHHOrO MPEnApPATA PACMIPOCTPAHSIAACH B YKYPHAAE «DPODEKTUBHAS
dapmakotepanmg» Ne 31/2013 (Ne 3 3a MtoAb-CeHTI6pb 2013 I.), O TAKXKE B PEKAAMHbIX
AUCTOBKQIX.

B cooTBETCTBUM C YACTbIO 6 CTATbU 24 PeAEepPAAbHOrO 3aKOHA «O PEKAaME» COODLLIEH/E
B PEKAOME O CBONCTBAX U XAPAKTEPUCTUKAX, B TOM YACAE O CMOCOBAX MPUMEHEHNS U
MCMOAb30OBAHMST, AEKAPCTBEHHbBIX MPENAPATOB M MEAULIMHCKMX M3AEAUN AOMYCKAETCS
TOABKO B MPEeAEAAX MOKA3AHMN, COAEPRXKALLMXCS B YTBEPIKAEHHBIX B YCTAHOBAEHHOM
NOPSIAKE NMHCTPRYKUMSIX MO MOUMEHEHMIO 1N MCMOAb30BAHMIO TAOKMX OB BHEKTOB
PEKAOMUPOBAHWMSI.

B pekname AeKapCTBEHHOro NPenapaTa «<HOBOBUCMOA» AEMOHCTPUPYIOTCS YIAKOBKMN
npenapata 120 mr (56 TabAeTok 1 112 TABAETOK) 1 COOBLLIAIOTCS CBOMCTBA MPEnapaTa
M MOKA3AHWS K MPUMEHEHUNIO AASI AEHEHNST BOAE3HEN YKEAY AKA N ABEHAALATUNEPCTHOMN
KULLKK, B TOM YXICAE QCCOLMMPOBAHHbBIX C Helicobacter pylor.

B 4OCTHOCTW, O CBOMCTBOX MPENAPATA «HOBOBMCMOA» COODLLIAETCS CAEAYIOLLEE:
«[loBbILLAET 9PPEKTUBHOCTb CXEeM SpaAMKaumm Helicobacter pylori:
- AEVICTBYET KOK HO BEreTATMBHbBIE, TOK M HO KOKKOBbIE ®OpPMbl Helicobacter pylori;

-y Helicobacter pylori oTCyTCTBYET NEPBUYHAS 1 MPOUNOBPETEHHAST PEZNCTEHTHOCTb K
HoeoburcMony.

3ALLNLLIAET CANUIUCTYIO OBOAOUKY YKEAYAKAO OT MOBPEXKAEHUI:



- obrapQeT MPOTUBOBOCMNAAUTEABHBIM U BSIXKY LM AENCTBUEM;
- CTUMYANPYET pereHepaunto arimTteAmns... .»,

COrAQCHO NPeACTABAEHHOMY [MPEACTABUTEABCTBOM KOMMNAHUK «AcTennac Gapma
tOpon B.B.» (HMAEpPAQHADD) 3AKAKYEHNIO MEAMNLIMHCKOrO CMEUNAANCTA —

CamcoHoBa A A., A.M.H., MPOPECCOPA KADEAPDBI MPONEAEBTUKN BHYTREHHUX BOAESHEN 1
FACTPOSHTEPOAOr MU MOCKOBCKOro MEAMKO-CTOMATOAOMMYECKOrO YHUBEPCUTETA

M. A.N. EBAOKMMOBAQ - COOBLLIEHHAS B PEKAAME MHPOPMALMS NO MPENAPATy
HoBOBMCMOA MMEET HEKOTOPBIE HECOOTBETCTBUSI C MHCTPYKUMEN MO NPUMEHEHNIO
AQHHOIMO AEKAPCTBEHHOIO CPEACTBA:

B MHCTPYKLMM HET MHOOPMALMKM 06 OTCYTCTBMK Y Helicobacter pylori nepeuyHom n
NPUNOBPETEHHOW PE3NCTEHTHOCTN K HOBOBCMOAY, OTCYTCTBYET MHOOPMALMST O BAUSHUAN
npenapata HoBOBUCMOA HO BEFETATUBHBIE 1 KOKKOBbIE GOPMbl Helicobacter pylori, a
TAKKE HE COAEPIKUTCSI MPSIMOrO YKA3AHUST HA CTUMYASILMIO PEreHepaumm armTeAnsl.

Takm 0B6pPA30M, PEKACMHDBIE YTBEPXKAEHMSI O CBOMCTBAX Npenapata «HOBOBMCMOA»
He COOTBETCTBYHIOT MHCTPYKLMM MO MEANULMHCKOMY MPUMEHEHMIO AQHHOIO NpenaparTa
B YOCTW YKQA3QAHWS HO BAVSIHME CBOMCTB MPEnAapaTa HA 9QPEKTUBHOCTb CXEM
spaankaumm Helicobacter pylori 1 CTUMYASILMIO pereHepaumm anmTeAus.

CAeAOBATEABHO, B PEKAOME AEKAPCTBEHHOIO MPENApPATA «HOBOBUCMOAY,
PACMNPOCTPAHSIBLLENCS MOA 3ArOAOBKOM «$13Bbl HET, FACTPUT NPOLLEA — MHE MOMOr
HoBOBUCMOA» B XKypHAAE «DPdeKTUBHAS dapmakoTepanms» Ne 31/2013 (Ne 3 3a MIOAb-
ceHTa6pb 2013 1.), a TAKKE NOCPEACTBOM PEKAOMHbBIX AMCTOBOK, COAEPRYKATCS MPOUBHAKMN
HAPYLEeHMs 4acTn 6 CTaTbk 24 PeAepaAbHOrO 3aKOHA «O pekAame».

B cooTtBeTCTBUM C YOCTHIO 7 CTATbM 38 PepepaAbHOro 3aKoHA «O pekAamen
PEKAOMOPACTIPOCTRAHNUTEAb HECET OTBETCTBEHHOCTb 30 HOPYLLEHNE TPEOOBAHUN,
YCTAHOBAEHHbIX YOCTbO 7 CTaTbY 24 DepAepAAbHOrO 3aKOHA «O peKAaME,

MNpon3BOAUTEAEM AEKAPCTBEHHOIO NPenapPaTa HOBOBUMCMOA, A TAKKE
PEKAAMOAATEAEM €ro pekAaMbl siBAsieTcst SAO «DapmnpoekT (aapec: yA. CoOPUNCKas,
A 14, nmtep A, . CaHkT-Tetepbypr, 192236, HH 7801153192, OI'PH 1027800566045,

KIr 781601001, aoaTa pernctpauunm 26.12.2002).

Ha oCHOBAHUK YOCTWM 6 CTATbM 24, NYHKTA 2 YaCcTK 1 cTaTbM 33, 4acTen 1, 2 ctaTb 36
PeaepanbHOro 3akoHa «O pekAaMe» 1 B COOTBETCTBUM C NyHKTamu 20, 21 MNpaBmA
PACCMOTPEHMS AHTVIMOHOMOAbHBIM OPIOHOM AEA, BO3BY>KAEHHDBIX MO MPU3HAKAM
HAPYLLEHS1 3AKOHOAQTEALCTBA Poccuinckon Peaepaumm o pekaame,

OMNPEAEAUA:

1. Bo3byAnTb NPOM3BOACTBO MO Aeny Ne 3-24-29/00-08-14 N0 NPU3HAKAM HAPYLLEHMS
30KOHOAQTEAbCTBA Poccuimckon Peapepaumm o pekaame.

2. NMPU3HATb AULOMW, YYACTBYIOLLIMMU B ASAE:

AVILLO, B AENCTBUSIX KOTOPOIrO COAEPYKATCS MPUIHAKN HAPYLLEHMS
30KOHOAOTEABCTBA O PeKAAME,

peknamoaaTensd - BAO «Papmnpoekt (aapec: yA. Codumnckas, A.14, amtep A, r. COHKT-



MNeTtepbypr, 192236, MHH 7801153192, OI'PH 1027800566045, KN 781601001, aAaTta
perncTpaumm 26.12.2002);

3A59BUTEAD - [PEACTOBUTEABCTBO KOMMAHMM «AcTenrnac Papma tOpon B.B.»
(HnaepaaHabl) r. Mockea (appec: YyA. Mapkeuctckas, A. 16, 1. Mockea, 109147).

3. HazHauntb pAeno Ne 3-24-29/00-08-14 k paccmoTtpennto Ha 09 nioas 2014 ropa s 14
yacos 30 MUHYT Mo aapecy: r. Mocksa, nep. MNbbkescknm, A. 6, kab. 311 (1. 8 (499) 755 23
23 BH. 423).

4. 3A0 «PapMnpoeKT NPEACTABUTb B CPOK A0 07 nions 2014 roaa caeayolme
AOKYMEHTDI:

KON AOrOBOPOB, MAQTEMHbBIX MOPYYEHNIN N NHBIX MOTEPUAAOB, HO OCHOBQAHMUI KOTOPbIX
OCYLLECTBASIAOCH PA3MELLEHMNE U PACMPOCTPAHEHNE PEKAOMbBI AEKAPCTBEHHOMO
npenapata «HOBOBMCMOA» MOA 3AroAOBKOM «$13Bbl HET, FACTPUT MNPOLUEA — MHE MOMOT
HoBOBUCMOA» B XKypHAAE «DPdeKTUBHAS dapmakoTepanms» Ne 31/2013 (Ne 3 3a MOAb-
ceHTsa6pb 2013 1.), a TAKXKE NOCPEACTBOM PEKAOMHBIX AMCTOBOK;

Konmm (0BPA3LbI, MAKETBI M MP.) PEKAAMbI AEKAPCTBEHHOIO NPENnapPATA «HOBOBUCMOA»
NMOA 3ArOAOBKOM «513Bbl HET, FTACTPUT NPOLLEA — MHE NoMor HOBOBCMOA,
PACNPOCTPAHSBLIENCS Ha TeppuTopun Poccuickomn Geapepaumm ¢ nioas 2013 r.;

MHOOPMALMIO O PACMPOCTPAHEHNN PEKAAMbBI AEKAPCTBEHHOIO NpenaparTa
«HOBOBKMCMOA» MOA 3AroAOBKOM «S13Bbl HET, FTACTPUT NPOLLEA — MHE NOMOr HOBOBUCMOA»
C YKA3aHMEM crnocoba, CPEACTB, BpeMEHM (Mepnoa), MECTA (BKAKOYAS CPEACTBA
MACCOBON MHOOPMALMM) ee PACMNPOCTPAHEHNS;

MUCbMEHHbIE OB BSICHEHMSI MO CYLLLECTBY MPETEH3NN 1 OOCTOSITEAbCTBAM
PACMPOCTPAHEHNSI PEKACMDI.

[MpeAOCTABASIEMbBIE AOKYMEHTbI 1 MATEPUAABI AOAYKHDI ObITb 3dBepeHbl Ne4vaTbio 1
MOAMMNCBHIO COOTBETCTBYIOLLETO PYKOBOAUTEASI,

deka npeactaBuTenen 3A0 «DapMMPOEKT» B AENCTBUSIX, KOTOPOrO COAEPIKATCS
NPW3HAKM HOPYLLEHMS 30KOHOAQTEABCTBA O PEKAAME, A TAIOKE [TPEACTABUTEABCTBA
koMnaHuny «<Acteanac Gapma KOpon 5.B.» (HMAEPAQHABI) AAST YH4ACTVSI B PACCMOTOEHNN
AEAQ MO MNPU3HAKAM HOPYLLEHUS 3AKOHOAATEALCTBA Poccuickom Qeaepaumm o
pekname 0693aTeAbHA (AASI TPEACTOBUTEAEN OPIrAHM3ALUIA — C MOAAVHHOW
AOBEPEHHOCTbIO HO MPEACTABAEHNE MHTEPECOB OPIraHM3AUUKM MO AeAy Ne 3-24-29/00-08-
14).

AAs1 obecnedeHns nporyckos B 3aaHMe QAC Poccrn QAMUANM MPEACTOABUTENEN
HeobXoAMMO COOBLLIATL 3apaHee (Mo T. 8 (499) 755 23 23 BH. 423, pakc 8 (499) 755 23 23
A00. 088-257): Ans rpadkaaH Poccumcikon Geaepaumm 3a 1 A€Hb, AAST MUHOCTPAHHbBIX
FPAMKAQH — 30 3 AHSI.



