MOCTAHOBAEHWE

O HOAOXKEHMW LUTPADA MO AEAY 06 AAMUHUCTPATVBHOM MPABOHAPYLLEHNM

ropoa OmMck Aeno Ne
28 ceHta6ps 2016 roaa 06-10.2/79-2016/14.3

/.0. 3amMecTUTens1 PyKOBOAUTEAS YNPaBAEHUS PeAepAAbHOW AHTUMOHOMOABHOM
CAY>kBbl Mo OMCKOM OBAQCTU, PACCMOTPEB MPOTOKOA 06 AAMUHUCTPATUBHOM
npaBoHApYLWeHM OT 16 ceHTs16ps 2016 roaa 1 Apyre MATEPUAAbI AEAQ,
BO3OY>KAEHHOrO B OTHOLLEHNN MHAMBUAYOABHOIO MPEANPUHUMATENS <...>,

B oTcyTCcTBUME UM <...>, N3BELLEHHOMN HOAAEXALLMM OBPA30M,
B MPOUCYTCTBMM 3ALWMTHUKA <...> (AOBEepeHHOCTb 6/H oT 15.09.2016),
YCTAHOBUA:

B xoA€ OCyLLECTBAEHMS TOCY AQPCTBEHHOMO HOA30PA 30 CODAIOAEHMEM
3aKOHOAOTEABCTBA Poccumckom Qeaepaumm o pekrame YnpasaeHnem GepepanbHOM
OHTUMOHOMOABHOM CAY>KObl MO OMCKOM OBAACT BbIA YCTAOHOBAEH QAKT
PACMPOCTPAHEHUST HO PEKAAMHON KOHCTPYKUMK, Y CTAHOBAEHHOW HO GACAAE YKUAOIO
AoMa Ne 16/1 no yA. AnaHoBa B . OMCKe, PEKAOMbBI CAEAYIOLLLETO COAEPIKAHMUS:
«OHAANH 3AKA3 farmakopeika.ru AocTaeKka Baluero Aekapctea A0 asepm! 8-800-200-
Q@7-07».

N3 coaepI>KAHNST YKA3AHHOM PEKAOMbI CAEAYET, YTO PACMOAOYKEHHAST B YXMAOM AOME Ne
16/1 no yA. Avarosa B 1. OMcke anteka «ODAPMAKOMENKA®» NpeAAAraeT, B TOM YUCAE
YCAYTY MO 3AKA3Y AEKAPCTBEHHbBIX MPENAPATOB Yepes CANT AMOBO MO TEAEPOHY C
BO3MOYXHOCTbIO MX AOCTABKM MOKYMATEAKD «AO ABEPU», YTO SIBASIETCSI HEAOCTOBEPHOMN
MHOOPMALMEN, HOPYLLAOLLEN TPEOOBAHUS NYHKTA 3 YacTn 3 CTaTbU 5 PepepAAbHOro
3AKOHA «O peKkAamen,

CorAacHo nyHKTy 3 4yacTtn 3 ctatb 5 PepepanbHOro 3akoHa «O pekAamMen
HEAOCTOBEPHOW MPU3HAETCS PEKAOMA, KOTOPAS COAEPXKUT HE COOTBETCTBYIOLLME
AENCTBUTEABHOCTU CBEAEHWS 0O ACCOPTVMEHTE 11 O KOMIMAEKTALMM TOBAPOB, A TAKXKE O
BO3MOYXHOCTU UX MPUNOBPETEHMS B ONPEAEAEHHOM MECTE UAW B TEYEHNE OMNPEAEAEHHOTO
CPOKQ.

B cootBETCTBUM C NYHKTOM 4 [1pABUA MPOAOYKN OTAEAbHBIX BUAOB TOBOPOB,
YTBEPXKAEHHBIX [TOCTAHOBAEHMEM [paeuTeAbCTBA Poccumckon Qeaepaumm ot
19.01.1998 Ne 85, npun OCYLLECTBAEHNN PO3HUNYHOM TOPIOBAM B MECTE HOXOMKAEHUS]
NOKYMATEASI BHE CTALMOHAPHBIX MECT TOPrOBAM: HO AOMY, MO MECTY PABOTbI 1 y4ebbl, HO
TPAHCMNOPTE, HA YAULE U B MHBbIX MECTAX (AQAEE MMEHYETCSI - PA3HOCHAS TOPrOBAST) HE
AOMYCKAETCSI MPOAQYKA MPOAOBOABCTBEHHBIX TOBAPOB (3A MCKAKOHEHNEM MOPOXKEHOT O,
6E30AKOrOAbHbIX HOMUTKOB , KOHAUTEPCKUX N XAEDOOYAOUHBIX U3AEANM B YNAKOBKE
M3rOTOBUTEASI TOBAPA), AEKAPCTBEHHBIX MPENAPATOB, MEANLMHCKUX U3AEAN,
IOBEAUPHDBIX U APYTUX U3AEAUNA N3 APATOLEHHBIX METAAAOB 1 (MAN) APArOLEHHbBIX
KAMHEN, OPY>KMS N NATPOHOB K HEMY, SK3EMIMASIPOB AY ANOBK3YAAbHBIX MOOU3BEAEHNIN U
DOHOrPAMM, MPOrPAMM AAST SAEKTPOHHbBIX BBIYMCAUTEABHBIX MALLUMH 1 6A3 AQHHbIX.

B COOTBETCTBUMM C YACTbIO 2 CTATbU 497 [PAXKAAHCKOro KOAEKCA POCCUMNCKOM



PeaepaLyn AOrOBOP PO3HNYHOM KYNAU-MPOACYKM MOYKET OblTb 3AKAKOYEH HO OCHOBAHMM
O3HAKOMAEHWS MOKYMATEAS C MPEAAOMKEHHBIM MPOAQBLOM OMNMMCAHMEM TOBAPA
NOCPEACTBOM KATAAOrOB, MPOCMNEKTOB, BYKAETOR, POTOCHMMKOB, CPEACTB CBSI3M
(TEAEBU3VIOHHOW, MOYTOBON, PAAMOCBSI3N 1 APYIUX) UAM MHBIMU crnocoBamu,
NCKAOYAOLLIMMK BO3MOMKHOCTb HEMOCPEACTBEHHOTO O3HAKOMAEHUSI MOTPEBUTENS C
TOBAPOM AMBO 06PABLOM TOBAPRA MPU 3AKAKYEHN TAOKOrO AOrOBOPRA (AUCTAHLMOHHDBIN
cnocob NpPoACYKM TOBAPRA).

CoraacHo nyHKTy 5 MpaBMA NPOACYKM TOBAPOB AUMCTAHLMOHHBIM CNOCOOOM,
YTBEPYKAEHHBIX MOCTAHOBAEHMEM [paBuTEAbCTBO Poccuickom Geaepaumm ot
27.09.2007 Ne 612, He AONMYCKAETCS MPOAOKA AUCTAHLMOHHBIM CMOCOHOOM AAKOrOAbHOW
NPOAYKLMM, A TAIOKE TOBAPOB, CBOOOAHAST PEAAMIALMS KOTOPLIX 3AMNPELLEHA A
OrPAHMNYEHO 3AKOHOAQTEALCTBOM Poccumckom Qeaepaumn.

Yrkasom MpesmnaeHta Poccuimnckom Geapepaumm ot 22.02.1992 Ne 179 yTBep>KAEH
[lepeyeHb BUAOB MPOAYKLUMM N OTXOAOB MPOU3BOACTBA, CBODOAHAS PEAAUIALMS
KOTOPbIX 3AMPELLEHA, B KOTOPbLIN B TOM YACAE BXOASIT M AEKOPCTBEHHBIE CPEACTBA.

TakMm 0BPA30OM, MPOACHKA AEKAPCTBEHHbBIX MPENAPATOR AUCTAHLMOHHBIM CMOCOOOM,
MPU KOTOPOM BO3MOMHA MPOAOYKA TAKMX TOBAPOB BHE CMELAAbBHO O60PYAOBAHHbBIX
MOMELLEHMIN, HE AOMYCKAETCS, CAEAOBATEABHO, PEKAAMA AUCTAHLMOHHOTO Crnocobad
MPOACYKN AEKAPCTBEHHBIX MOENAPATOB SIBASIETCSI HEAOCTOBEPHOW.

Mo onpeaenerntio (NyHKT 4 ctaTtbh 3 PeAepAAbHOro 3aKOHA «O PEKAAMEN)
HEHAAAEXKALLAST PEKAOMA — PEKAOMA, HE COOTBETCTBYOLLASI TOEOOBAHMSIM
3aKOHOAOTEABCTBA Poccumckom Qeaepaumi.

B cooTtBETCTBUM C 4YACTbIO 6 CTATbM 38 PepepPAAbHOro 3aKOHA «O pekAaMmen
OTBETCTBEHHOCTb 3Q HOPYLUEHWE TPEDOBAHMM, Yy CTAHOBAEHHbBIX MYHKTOM 3 YOCTK 3
cTaTbn 5 DepepPAAbHOro 3aKOHA «O PEKAOME», HECET PEKACOMOAATEAD.

COrAnaCHO MHOOPMALMK, PA3MELLEHHOM HO PEXKMMHOM BbIBECKE Y BXOAQ B AMNTEKY
«PAPMAKOMENKA®», AvLLOM, OCYLLECTBASIOLLIMM AESITEABHOCTb B AQHHOWM AnTeKe,
SIBASIETCSI MIHAMBUAYOABHBIV MPEANPUHUMATEAD <...>, KOTOPAS MO OMNPEAEAEHUIO
SIBASIETCSI PEKACMOAQTEAEM, T.€. AVILIOM, OMPEAEAVBLLVM OOBbEKT PEKAOMUPOBAHWMS
(NyHKT 5 ctaTb 3 PepAEPAABHOrO 3aKOHA «O PEKAAMED).

PelueHrnem Kommncceum YnpaeaeHns GepepanbHOM QHTUMOHOMOAbHOW CAY>KObI MO
OMcKom OBAACTU MO PACCMOTREHNIO AEA, BO3BYXKAEHHDBIX MO MPU3HAKAM HAPYLLEHMS
3aKkoHoAaTeAbCTBA Poccumckom Peapepaumm o pekaame ot 23 aerycta 2016 roaa no
Aeny Ne 06-10.1/56-2016 pexrnama «OHAAVH 3AKA3 farmakopeika.ru Aoctaska Bawero
AekapcTtea A0 ABepu! 8-800-200-97-07», pACnpOCTPAHEHHASI MUHAMBUAY QAbHBIM
NPEANMPUHUMAOTEAEM <...> HO QACAAE YXUAOTO AoMa Ne 16/1 no yA. AmaHoea B . OMCKe,
H6bIAQ MPUBHAHA HEHAAAEXKALLEN, HOPYLLAOLLEN TPEOOBAHMS MYHKTA 3 YOCTU 3 CTATbU 5
PeAepPAAbHOrO 3aKOHA «O pekAaMmeD.,

B cmay npumedanus k ctatbe 2.4 Koaekca Poccumcikom Geapepaumm ob
OAMUHUCTPATUBHBIX MPABOHAPYLLEHMSIX AULLA, OCYLLLECTBASIIOLLNE
NPEANPUHNMATEABCKYO AESITEABHOCTb 6E3 06PA30BAHMST KOPUANYECKOTO AULQ,
COBEPLUMBLUVME AAMUHUACTPATUBHbBIE MPABOHAPYLLEHWS, HECYT AAMUHUCTRATUBHYIO
OTBETCTBEHHOCTb KOK AOAYKHOCTHbBIE AULLA.
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Takmum obpaszom, UMM <...>, uMest BO3BMOYKHOCTb AASI COBAIOAEHNS TPEDOBAHMM MYHKTA 3
yacTth 3 ctaTtbm 5 PepepaAbHOrO 3aKOHA «O PEKAAME» 1 HE MPUHSIB BCE 3ABUCSLIME OT
Hee Mepbl MO X CODAKOAEHMIO, PACTIPOCTPAHNB HEHOAAEXKALLYIO PEKAAMY, COBEPLLUMAC
AAMUHUCTPATUBHOE NPOBOHAPYLLEHNE, OTBETCTBEHHOCTb 30 KOTOPOE MPEeAYCMOTPEHA
yacTbto 1 ctatby 14.3 Koaekca Poccumckom Geaepaumm 06 AAMUHNCTPOATUBHDBIX
NPABOHAPYLLEHUSIX.

CoraacHo yactn 1 ctatbm 14.3 Kopekca Poccumckon epepaumm 06
AAMUHUCTPATUBHbBIX MPABOHAPRYLLEHUSIX HOPYLLUEHNE PEKACMOAOTEAEM,
PEKAAMONPOV3BOANTEAEM UAN PEKACOMOPACIPOCTOAHUTEAEM 3AKOHOAQTEABCTBA O
peKAaMe, 3 MCKAKOYEHNEM CAYHAEB, MPEAYCMOTPEHHBIX YACTSIMU 2-6 HOCTOSILLLEN
CTATbU, YacTbto 4 ctaTtbu 14.3.1, ctatbsamu 14.37, 14.38, 19.31 HaOcTosILero Koaekca, -

BAEYET HOAOYKEHNE AAMUHUCTPATUBHOIO LUTPAMA HO TPAYKACH B PA3MEPE OT ABYX
THICSI4 AO ABYX ThICSIH MSITUCOT PYBAEN; HO AOAKHOCTHbBIX AULL - OT YETBIPEX ThiICSIY AO
ABOALQOTY ThICSIY PYOAEN; HO KOPUANYECKMX AULL - OT CTA ThICSIY AO NSATUCOT ThiCSIM
pybaen.

MecTom coBepLUeHM st AAMUHUCTPATUBHOMO MPABOHAPYLLEHUS SIBASIETCSI MECTO
HOXOYKAEHMST PEKAAMHOW KOHCTPYKLUMW: GACAA YKUAOrO AoMa Ne 16/1 no yA. AMQHOBA BT,
Omcke.

BpemeHem coeepLleHnst AAMUHUCTPATUBHOMO MPOBOHAPYLLEHMS SIBASIETCST AQTA
OUKCALMM PACMPOCTPAHEHUST PEKAAMbBI, A MMEHHO: 20 1ntoAs1 2016 roaa.

MNPOTOKOA MO AeAY 06 AAMUHNCTRATUBHOM MPABOHAPYLLEHMM Ne 06-10.2/79-2016/14.3
cocTaBAeH 16.09.2016 yNOAHOMOYEHHBIM AOAMKHOCTHBIM AMLIOM Omckoro YPAC Poccum B
otcyTtcTtBue UM <...>, N3BELEHHON HOAAEXKALLMM OBPA30OM, B MPUCYTCTBMM 3ALLUTHUKA
<...> (poBepeHHOCTb 6/H oT 15.09.2016).

MoV HO3HAYEHUN HOKA3AHMST AOAMKHOCTHBIM AULIOM, PACCMATPVBAIOLLMM AEAO Ne 06-
10.2/79-2016/14.3, yunTbiBAOTCS OOLLME MPABUAC HOBHAYEHNST AAMUHUCTPATUBHOIO
HAKQA3AHUS, MPEAYCMOTPEHHbIe cTaThbel 4.1 Koaekca Poccumckom Peaepaumm ob
AAMUHNCTPATVBHbBIX MPOABOHAPYLLEHUSIX.,

OBCTOATEABCTB, CBUAETEALCTBYHOLLMX O MOAO3HAYNTEABHOCTU COBEPLLIEHHOIO
OAMUHUCTPATVBHOIO MPABOHAPYLLEHNS, AOAXKHOCTHBIM AMLIOM OMckoro YDPAC Poccun,
YMNOAHOMOYEHHBIM HO PACCMOTPEHNE AEAT 0O AAMUHUCTPATVIBHOM MPOBOHAPYLLEHNN,
He BbISIBAEHO.

Ha OCHOBAHMM N3AOYKEHHOT O, PYKOBOACTBYSICb CTATbSIMU 14.3,23.48, 4aCTbto 1 CTATbMU
29.9 Koaekca Poccuinckon Geaepaupm 06 aAMUHUCTOATVBHBIX MOABOHARYLLIEHUSIX,

MOCTAHOBUA:

MPW3HATb MHAVBUAYOABHOIO NPEANMPUHUMATEAS <...> BUHOBHOM B COBEPLLEHNN
AAMUHUCTPATUMBHOIO MPABOHAPYLLEHUS, OTBETCTBEHHOCTb 30 KOTOPOE
npeaycMoTpeHa YacTbto 1 ctatbu 14.3 Koaerkca Poccumnckom Qeapepaumm ob
AAMUHUCTPATUBHbBIX NPABOHAPYLLEHUSIX, M HO3HAYUTb €1 HOKA3OHMNE B BUAE
OAMUHUCTPATUBHOIO WTPAda B pasmepe 4000 (HeTbipe Thicsun) pybaen.

B cootBeTcTBUM C YaCTbio 1 cTtaThm 32.2 Koaekca Poccumckom Geaepaumm oo
OAMUHUCTPATVBHBIX MOOBOHAPYLLEHUSX LUTPAD AOAKEH BbITb YIIAQUYEH <...> HE



Nno3AHee LECTUAECSITU AHEN CO AHSI BCTYMAEHMSI MOCTAHOBAEHKS O HOAOMKEHN
OAMUHNCTPATVBHOIO LWTPAPA B 3AKOHHYO CUAY AMBO CO AHS UCTEYEHUS CpOoKa
OTCPOHKN NAN CPOOKA PACCPOHKN.

CYMMO OAMUNHNCTPATMBHOI O LUTPAPA BHOCUTCST AN MNEePeYNCAIEeTCS AULOM,
MPUBAEYEHHBIM K AAMUHUCTPATUBHOM OTBETCTBEHHOCTU, B BIOAXKET MO CAeSAYIOWNM
PEKBNINTAM:

BaHk noay4dateas:: OtaenerHmne no OmMmckom obAaactn CbUpPCKOro rAABHOMO YrNpABAEHMUS
LleHTpaabHoOro 6aHka Poccumckon Pepepaumm

HH 5503023028 K11 550401001

MNoay4daTtenb: YOK no Omckon obaacTu (YNpaBAeHUE GeAESPAABHOM AHTVIMOHOMOABHOMN
CAY>KBbl Mo OMCKoMm oBbAaCT)

B1K 045209001
Cyet Ne 40101810100000010000

Koa BroaykeTHOM kKanaccmoukaumm 16111626000016000140 « AeHeyKHble B3bICKOHMS
(WTPA®LI) 30 HOPYLUEHME 3AKOHOAAQTEABCTBA O PEKAAMEY

Koa OKTMO 52701000

HasHayeHre NnAaTeXKa: AAMUHUCTPATUBHDBIV LUTPAD B COOTBETCTBUM CO CTATbeEN 14.3
Koaekca Poccuickom Qeapepaumm 06 AAMUHUCTPATUBHBIX MPOABOHAPYLLEHKSIX

BHUMAHWE! B cAyyae onAaTbl AAMUHACTRATUBHOIO LUTPAMA MAATEMKHbBIN AOKYMEHT B
OBSISATEAbHOM TMNOPSAKE AOAKEH COAEPKATE CBEAEHMST O HOMEPAX
MAEHTUOUKATOPA HAYNCAEHUNST M UAEHTUDUKATOPA MAATEABLLMKA, YKA3AHHbBIX B BEPXHEN
4ACTU NPUAArAEMbIX K HOCTOSILLIEMY MOCTOHOBAEHMIO OAQHKOB M3BELLEHMS M KBUTAHLN.

CoraacHo 4yactn 5 ctatbu 32.2 Kopekca Poccumckon Pepepaumm 06
AAMUHUCTPATUBHBIX MPABOHAPRYLLEHUSIX NP OTCYTCTBUN AOKYMEHTA,
CBUAETEALCTBYIOLLLErO 06 YNAOTE AAMUHUCTRATUBHOIO LUTPADA, U MHOOPMALMM OB
YAAQTE OAMUHUCTPATUBHOIO LWUTPAMA B [ OCYAQPCTBEHHOW MHOOPMALMOHHOW CUCTEME
O FOCY AQPCTBEHHBIX 1 MYHUUMMAAbHBIX MAQTEXKAX, MO MCTEYEHNM LLUECTUAECSITU AHEW CO
CpOKQA, YKQ3AHHOro B YHOCTW 1 HAOCTOSILLEW CTATbU, CYAbSI, OPraH, AOAMHOCTHOE AULLO,
BbIHECLUME NOCTAHOBAEHMNE, HAMPABASIKOT B TEYEHNE AECSITU CYTOK NMOCTAHOBAEHME O
HOAOXKEHNN AAMUHUCTPATVBHOMO LUTPADA C OTMETKOM O ero HeynAaTe cy AebHoOMy
MNPUCTABY-UCMOAHUTEAIO AASI UCTTIOAHEHMST B MOPSIAKE, MPEAYCMOTPEHHOM GEAEPAABHBIM
30KOHOAQTEALCTBOM. KpoMe Toro, AOAYKHOCTHOE AMLIO DEAEPAABHOIO OPraHa
NCMNOAHUTEABHOM BAQCTU, CTRYKTYPHOr O NOAPA3AEAEHNS UAU TEPPUTOPUAABHOIO
OPraHA, MHOIO rOCYy AQPCTBEHHOIO OPraHa, PACCMOTPEBLLMX AEAO 06
OAMUHUCTPATUBHOM MPABOHARYLLEHNN, AMOO YMOAHOMOYEHHOE AULLO KOAAETMAABHOIO
OPraHA, PACCMOTPEBLLErO AEAO 06 AAMUHUCTPATUBHOM MPABOHAPYLLEHNN,
COCTABASIET MPOTOKOA 06 AAMUHUCTPATVBHOM MPOBOHAPYLLEHUN, MPEAYCMOTPEHHOM
yacTblo 1 ctatbm 20.25 HaAcTosILEro Koaekca, B OTHOLLEHMM AVLA, HE YIAQTUBLLIErO
AAMUHUCTPATUBHBIV LUTPAD.
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CoraacHo yactn 1 ctatbm 20.25 Koaekca Poccuiickom Qeapepaumm ob
AAMUHUCTPATUBHbBIX MPABOHAPYLLEHUSIX HEYNAATA AAMUHUCTPATUBHOIO LUTPAG®A B
YCTOHOBAEHHbBIN CPOK BAEYET HOAOKEHNE AAMUNHNCTPATVBHOIO LUTPADA B ABYKPATHOM
pa3MepPe CyMMbl HEYNAQYEHHOrO AAMUHNCTPATUBHOMO LUTPADA, AMBO
OAMUHUCTPATVBHBIM QPECT HO CPOK AO NSITHOALQTV CYTOK, AMB0 0693aTEAbHBIE PABOTHI
HO CPOK AO MSITUAECSITU YHOCOB.

B cootBetctBUM Cc YacTamu 1, 3 ctatbn 30.1 nyacTteto 1 ctaTtbn 30.3 Koaekca
Poccumckom Geapepaumm 06 AAMUHUCTPATVBHBIX MPOBOHAPRYLLEHNSIX MOCTAOHOBAEHME MO
AEAY 006 AAMVHUNCTOATUBHOM MPABOHAPYLLEHUN MOYKET BbiTb OOXKAAOBAHO B
BbILLECTOSILLMIM OPrAH, BbILLUECTOSILLEMY AOAMKHOCTHOMY AULY AMDO B CyA B TedeHre 10
CYTOK CO AHSI BPYYEHUS MAM MOAYYEHMST KON MOCTAHOBAEHUS].

Mo UCTEYEHNN BTOrO CPOKA HEOOYKOAOBAHHOE N HEOMPOTECTORAHHOE NMOCTOHOBAEHNE
no AeAy 06 AAMUHUCTPOTVBHOM MPABOHAPYLUEHM BCTYMNAET B 30KOHHYO CUAY U
0BpPALLAETCS K UICMOAHEHWIO.

MpaBa 1 0693AHHOCTU, MPEAYCMOTPEHHbIE CTATben 51 KoHCTUTyumm PO, ctatbamim 24.2,
24.4,25.1,25.5 KOAI PO, pa3bsICHEHD!.

Konmst NOCTAHOBAEHMST MOAYYEHO

«28» ceHT6ps 2016 roaa




