OlMPEAEAEHUE

O BO30OOHOBAEHM MPON3BOACTBA MO AeAy Ne 3-24-46/00-08-15 no NpM3HAKAM HOPYLLIEHNS
3aKOHOAOTEABCTBA Poccumckom Peapepaumm O pekrname

10 peepana 2016 . r. Mockea

Komumccma GAC Poccum No pACCMOTPEHUIO AEA, BO3BY>KAEHHBIX MO MPW3HAKAM
HOPYLLEHMST 30KOHOAQTEABCTBA O PEKAGME B COCTABE: <...>, PACCMOTPER MATEPUAAbLI O
PACNPOCTPAHEHNN PEKAAMbBI AEKAPCTBEHHOIO NpenapaTta «/3onpunHodmnH» OO0 «Tera»
B >kKypHaAe «DapmauesTrnieckmin BeCTHMk» Ne30/817 ot 29.09.2015,

YCTAHOBUAA:

Moon3BOACTBO MO AeAy Ne 3-24-46/00-08-15 nNo Npr3HAKAM HAPYLLEHUS]
3aKOHOAQTEABCTBA Poccumckom Qeapepaumm o pekname BbIAO MPUOCTAOHOBAEHO 25
aHBaPS 2016 roAQ B CBSI3U C HEOBXOAUMOCTBIO BbISICHEHMST MHEHMST DKCNEPTHOrO
COBETA MO NPUMEHEHNIO 30KOHOAQTEABCTBA O pekaame npu GAC Poccum
DKCNEepPTHOroO COBETA MO PA3BUTUIO KOHKYPEHLMM B COLUMAABHOM Chepe U
3apaBooxpaHeHnn npu GAC Poccunm (Aanee — DKCNEPTHBIM COBET) OTHOCUTEABHO
PEKAQMbI AEKAPCTBEHHOIO NpenapaTa «/3onprHodmnH» OOO «Tera» B YXYPHAAE
«PapmauepTnyecknin secTHrk» Ne30/817 ot 29.09.2015, no caeaytoLLieMy BOMNPOCY:

FAPAHTUPYET AU PEKAOMHOE YTBEPYKAEHME «BbiCTpoe 1 BeperkHoe neveHne OPBU 6e3
AVLLHEN MEANKAMEHTO3HOM HAMPY3KMN» MOAOYKUTEABHOE AENCTBME NPENAPATA
«30MPUHO3MH», ero 6E30MNACHOCTb, PPEKTUBHOCTH?

09 verpans 2016 roaoQ COCTOSIAOCb COBMECTHOE 3aCEeAQHME DKCMEPTHBIX COBETOB.

Mo pPe3yAbTATAM OB CY>KAEHMST YAEHDI DKCNEPTHBIX COBETOB OOABLUMHCTBOM FOAOCOB
MPULAN K 3AKAKOYEHNIO OO OTCYTCTBUM B PEKACOMHOM YTBEPXKAEHUN YKA3AHMS HO
FAPAHTUIO MOAOYKUTEABHOIO AENCTBUSI AEKAPCTBEHHOrO NPEenapaTa «M30nprHO3KMH», ero
6e30MacHOCTb N 3PPEKTUBHOCTD.

OAHAKO YAEHbI DKCNEPTHBIX COBETOB OTMETUAM, YTO YTBEPIKAEHUE «BbICTpOE U
6eperkHoe nedeHne OPBU 6e3 AULLHEN MEAUKAMEHTO3HOW HArPY3K» B PEKACME
AEKAPCTBEHHOro npenapaTa «3onprHo3mnH» OOO «TeBa» SIBASIETCSI HEAOCTOBEPHbBIM U
BBOAUT NOTPEBUTEAEN B 3ADAYIKAEHUNE BBUAY CAEAYIOLLETO:

CAOBOCOYETAHME «ObICTPOE AEYEHNEN AULLEHO CMbBICAQ, MOCKOABKY HAYYHO HE
ONpPEeAEAEH MOPOT U KPUTEPUK, MO3BOASIKOLLME PACCMATPVBATL NPOLECC ASYEHNS]
ObICTPbIM,

peLenTyPHbIM PEXXM OTMYCKA MPEnapaTa U HOANYME MPOTUBOMOKA3IAHUIA AULLICKOT
CMbICAQ YTBEPIKAEHNE «BepeskHOE AeYEeHMe»,

TEPMUH «<MEANKAMEHTO3HAST HArPY3KA» HE MCMOAb3YETCS B MEAVLMHCKON NPAKTUKE U
HAY4YHO He OrpeAeneH,

yTBEPXKAEHME «AeveHne OPBI 6e3 AMLLIHEN MEAMKAMEHTO3HOM HArPY3Kki» CNOCOOHO
BBECTU B 3ADAYXKAEHNE OTHOCUTEABHO HOAMYMS Y MPOTUBOBMPYCHOMO NPENnapATa



«130MPUHO3MH» (OTHOCUTCSI K APMAKOTERAMNEBTUYECKOW rpynne
MMMYHOCTUMYAMPYIOLLIMX CPEACTB 1 BO3AENCTBYET HA npundnHy OPBI), TaKKMX
AOMOAHNTEABHbBIX TEPANEBTUYECKUX DDDEKTOR KAKMMU OBACAQIOT MPENAPATLI AAS
cuMnToMaTunyeckoro Aedenmnst OPBU (Bo3pencTBytoT HO cumnTombl OPBU 1 obacaatoT
YKAPOMOHMYKAIO LM, MPOTUBOBOCTIAAUTEABHBIM, COCY AOCY>KMBAKOLLIMM U

OB LLEYKPEMASIIOLLMM AENCTBUEM).

COrAQCHO NHCTRYKLUUN MO MEAUNLMHCKOMY MPUMEHEHMIO NPEnapATa «/30NPUHO3UH»
MPOAOAKUTEABHOCTb AEYEHMS Y B3POCABIX U AETEW OObIYHO COCTABASIET OT 5 A0 14 AHEW,
4YTO COOTBETCTBYET 0B blYHOM MPEOAONKUTEABHOCTU BOAE3HM 1N HE OTAMYAETCS OT
MPOAOAKNTEABHOCTU A€YEHUS NPENAPATAMK C AHAAOTNYHBIM AENCTBUEM.

B COOTBETCTBUM C YACTbIO 6 CTATbY 24 PeASPAABHOrO 3AKOHA «O peKkAame» coobLeHme
B PEKAOME O CBOMCTBAX U XAPAKTEPUCTUKAX, B TOM YMCAE O CMOCOBAX MPUMEHEHMS U
NCMOAb30OBAHUS, AEKAPCTBEHHbBIX MPENAPATOR 1N MEAULIMHCKUX U3AEANA AOMYCKAETCS]
TOABKO B MPEASACX MOKA3AHUIN, COASPIKALLNXCS B YTBEPIKAEHHBIX B Y CTAHOBAESHHOM
MOPSIAKE UHCTRYKLUMSX MO MPUMEHEHUIO 1 MCMOAB3OBAHUIO TAKUX OOBHEKTOB
PEKAOMUPOBAHMSI,

B cootBeTCcTBUM C NYHKTOM 1 4acTh 3 cTtaTbt 5 PepAepaAbHOrO 3aKoHA «O peKAaME»
HEeAOCTOBEPHOW MPU3HAETCS PEKACMA, KOTOPASI COAEPIKUT HE COOTBETCTRYIOLLIME
AENCTBUTEABHOCTY CBEAEHMS O MPENMYLLIECTBOX PEKACMUPYEMOrO TOBAPA NEPEA
HOXOASILLMMKCS B OBOPOTE TOBAPAMM, KOTOPbLIE MPOM3BEAEHDBI APY VMU
N3rOTOBUTEASIMU UAN PEAAMIYIOTCS APYTVIMI MOOACBLAMMU.

B cooTBeTCTBUM C MYHKTOM 2 4acTh 3 cTaTb 5 PeAepAAbHOrO 3aKOHA «O PEeKAaME»
HEeAOCTOBEPHOW MPU3HAETCS PEKACMA, KOTOPASI COAESPIKUT HE COOTBETCTRYIOLLIME
AENCTBUTEABHOCTY CBEAEHMS O AOOBIX XOPAKTEPUCTUKAX TOBAPA, B TOM YACAE O €ro
NPEUPOAE, COCTABE, CNOCOBE 1 AQTE N3rOTOBAEHNS, HOSHAYEHWN, MOTPEOUTEAbCKINX
CBOMCTBAX, 06 YCAOBUSIX MOUMEHEHKS TOBAPA, O MECTE €ro MPOUCXOMKAEHUS, HOAUYNY
CEPTUOUKATA COOTBETCTBUSI UAU ASKAQPALIMN O COOTBETCTBUN, 3HOKOB COOTBETCTBUS U
3HAKOB OOPALLEHUS HO PbIHKE, CPOKOX CAYYKObI, CPOKAX FOAHOCTV TOBAPA.

PeknamMHoe yTBepyKaeHMe «bbicTpoe 1 BepedkHoe nederne OPBU 6e3 AvLLHen
MEANKAMEHTO3HOM HAIPY3KM» XAPAKTEPUIYET AENCTBME AEKAPCTBEHHOIO NpenapaTa
«130MprHO3MH» B Npouecce AedeHnst OPBU KaK MpenmyLLecTBo NepeA MHbIMIU
AEKAPCTBEHHBIMM NPENAPATAMM AHAAOIMYHOTO AENCTBUS U MPUMEHEHWSI.

BmecTe ¢ TeM C y4ETOM MHEHUS YAEHOB 9I(CI'IepTHbIX COBETOB TAKJS XAPAKTEePUCTUKA
AQEeTCs 3a rnpepeNndMa MHCTPYKUMKM Mo MeANUMHCKOMY NMonMeHeHMIO rnpenapaTta
«30MPUHO3NH» N HEAOCTOBEPHA B LIEAOM.

Takmm 06pA30M, B PEKAOME AEKAPCTBEHHOrO MpenapaTta «M3onprnHo3nH» OOO «Tepa» B
KypHaae «PapmauepTrniecknin BeCTHmK» Ne30/817 o1 29.09.2015 yCMATPUBAKOTCS
NPU3HAKM HOPYLLEHMS MYHKTOB 1,2 4acTh 3 cTaTbM 5, NYHKTA 5 YacTn 1 1 4acTn 6 CTaTbU
24 ®epepaAbHOro 3akoHa «O peKAaME»,

C Y4HETOM N3AOXKEHHOI O, 0B CTOSATEABCTBA, MOCAY>KMBLLUMNE OCHOBAHNEM AANS
MONOCTAHOBAEHMS NMPOON3BOACTBA MO AEAY, MCHEePINAHbI.

B cooteeTCTBUM C NYHKTOM 35 MNPABUA PACCMOTPEHMST AHTUMOHOMNOABHBIM OPIAHOM AEA,
BO3OY>KAEHHbBIX MO MPU3HAKAM HOPYLLEHMS 3AKOHOAATEABCTBA Poccuickom Peaepaumm



0 pekname, Kommnccus
OMNPEAEAUNAA:
1. Mpoun3eoaACcTBO MO AeAy Ne 3-24-46/00-08-15 BO30OOHOBUTD.

2. HasHauntb Aeno Ne 3-24-46/00-08-15 kK paccmoTtpennto Ha 11 mapTta 2016 roaa e 13
yacos 40 MUHYT Mo aapecy: r. Mocksa, MNbbkeBCKkU nep., A. 6, 30A Ne 1, 2-1 aTAXK,
(1. (499)755-2323/8H.674, 474).

SlBka npeactasutenen OO0 «Terar, OAO «['epeoH PuxTep» (BEHrpus), MetoLLLero
MpeACTOBUTEABCTBO HA TEpPUTOPUM PO AAS YHOCTUS B PACCMOTREHNN AEAC MO
MNPU3HAKAM HOPYLLEHMS 3OKOHOAOQTEALCTBA Poccumckom Qeaepaumm o pekrame
0b6a3aTenbHA (AASI MOEACTABUTEAEN OPIAHM3ALUMN — C MOAAMHHOW AOBEPEHHOCTBIO HO
NPEACTABAEHME NHTEPECOB OPraHM3aumm no Aeny Ne 3-24-46/00-08-15).

AAs1 obecnedeHns nporyckos B 3aaH1e QAC Poccrn QAMUANM NPEACTOBUTENEN
HEOBXOAMMO COOBLLATL 3apaHee (MO T. 8 (499) 755 23 23 BH. 674, 474): ANSI TPAXKAQH
Poccumckom Qeapepaumm 3a 1 AeHb, AASI MIHOCTPAHHBIX FOCYKAQH — 30 3 AHSI.



