MOCTAHOBAEHWE

O HOAOXKEHNW LUITPADA MO AEAY 06 AAMUHUCTOATUBHOM MPOBOHAPYLLEHM

ropoA OMCK Aeno Ne
28 ceHta6ps 2016 roaa 06-10.2/78-2016/14.3

/.0. 3amMecTUTenst pyKoBOAUTEAS YNPpaBAEeHUSI PeAepaAbHOM AHTUMOHOMOABHOWN
CAY>K6bl N0 OMcKoM OBAQCTU, PACCMOTPER MPOTOKOA 06 AAMUHUCTPATUBHOM
npaBoHApYLWeHU OT 16 ceHTs6ps 2016 road 1 Apyre MATEPUAAbI AEAQ,
BO3OY>KAEHHOrO B OTHOLLEHUN MHAMBUAYOABHOIO MPEANPUHUMATENS <...>,

B oTcyTCcTBUME UM <...>, N3BELLEHHOM HOAAEXKALLVM OBPA30M,
B MPUCYTCTBUM 3ALLUNTHUKA <...> (AoBepeHHOCTb Ne 60 ot 15.09.2016),
YCTAHOBUA:

B XOA€ OCYLLECTBAEHMS FTOCY AQPCTBEHHOTO HOA30PA 30 COBAKOAEHNEM
3aKOHOAOTEAbCTBA Poccumckom Qeaepaumm o pekarame YnpasaeHnem GepepanbHOM
OHTUMOHOMOABHOM CAY>KBbl MO OMCKOM OBAACTN BbIA YCTAHOBAEH QAKT
PACMPOCTPAHEHMST HO PEKAAMHOM KOHCTRYKUMM, YCTAOHOBAEHHOM HO GACAAE 3AAHMST Ne
24/2 no yA. AnaHosa B r. OMCKe (TOProebin KOMMAEKC « AtoOMMBINY»), PEKAOMbI
cAeAytoLLero coaep kanmst: «OHAAH 3AKA3 farmakopeika.ru Aoctaska Baluero
AekapcTBa A0 ABepu! 8-800-200-97-07».

N3 coAEPIKAHNST YKA3AHHOM PEKAOMbI CAEAYET, YTO PACMOAOYKEHHBIN B TOPIOBOM
Komnaekce «Atobrmbiy (r.OMCK, YA, AMaHoBa Ne 24/2) anTeYHbIN MyHKT
«DAPMAKOMENKA®» MPEeAAQraeT, B TOM YMCAE YCAYTY MO 3aKA3Y ASKAPCTBEHHbIX
NPEenapaAToB Yepesa CANT AMBO NO TEAEDOHY C BOZMOYKHOCTBIO MX AOCTABKM MOKYMATEAKD
«AO ABEPU», YTO SIBASIETCS HEAOCTOBEPHOM MHOOPMALMEN, HOPYLLAOLEN TPeOOBAHMS
nyHKTA 3 yacTn 3 ctatbn 5 PepepaAbHOro 3aKoHA «O pPeKAaME»,

CorAacHo nyHkTy 3 Yyactn 3 ctatb 5 PepepanbHOro 3aKoHaA «O peKAaMEN
HEAOCTOBEPHOM MPU3HAETCS PEKAOMA, KOTOPAST COAEPXKUT HE COOTBETCTBYIOLLME
AENCTBUTEABHOCTU CBEAEHMSI OO ACCOPTUMEHTE U O KOMMAEKTALIMM TOBAPOB, A TAKXKE O
BO3MOXKHOCTW UX MPUOBPETEHUS B ONMPEAEAEHHOM MECTE UAU B TEYEHMNE ONMPEAEANEHHOTO
CPOKQ.

B cootBeTCcTBUM C NYHKTOM 4 [TPABUA MPOACMKN OTAEABHBIX BUAOB TOBAPOB,
yTBEPIKAEHHbIX [TocTaHoBAeHMeM MNpaemnTenbcTBa Poccumckon Peapepaumm ot
19.01.1998 Ne 55, npun OCyLLECTBAEHNN PO3HUNYHOM TOPIOBAM B MECTE HOXOMKAEHUS]
MNOKYNATEAS BHE CTALMOHAPHBIX MECT TOPIOBAM: HO AOMY, MO MEeCTy paboThl U y4ebbl, HO
TPAHCMNOPTE, HO YAULE M B MHBbIX MECTAX (AQAEE MMEHYETCS - PA3HOCHAS TOPrOBASI) HE
AOMYCKAETCSI MPOAQYKA MPOAOBOABCTBEHHBIX TOBAPOB (3A MCKAKOYEHNEM MOPOXKEHOI O,
H6Ee30AKOrOAbHBIX HAMTKOB, KOHAUTEPCKMX U XAEBOBYAOYHBIX MBAEAUM B YNAKOBKE
N3rOTOBUTEASI TOBAPA), AEKAPCTBEHHBIX MPENAPATOB, MEANLMHCKNX U3AEAN,
IOBEAUPHDBIX U APYTUX U3AEAUNA N3 APATOLEHHBIX METOAAOB 1 (MAM) APArOLEHHbBIX
KAMHEN, OPYKMS N NATPOHOB K HEMY , SK3EMIMASIPOB AY ANOBK3YAAbHBIX MOOU3BEAEHNIN U
DOHOrPAMM, MPOrPAMM AAST SAEKTPOHHbBIX BBIYMCAUTEABHBIX MALLUMH 1 6A3 AQHHbIX.



B cootBETCTBUM C YACTbIO 2 CTATbU 497 [PAYKAQHCKOrO KOAEKCA POCCHMMCKOM
Peaepalym AOroBOP PO3HNYHOM KYTMAN-NPOAQYKN MOXKET OblTb 3AKAKYEH HO OCHOBAHMI
O3HAKOMAEHWSI MOKYMATEAS C NPEAAOMKEHHBIM MPOAQBLOM OMNMMCAHMEM TOBAPA
NOCPEACTBOM KATAAOIOB, MPOCMNEKTOB, BYKAETOR, POTOCHMMKOB, CPEACTB CBSI3M
(TEAEBU3VIOHHOW, MOYTOBOM, PAAMOCBSI3N U APYIUX) UAM MHBIMU CnocoBamu,
NCKAOYAOLLIMMK BO3MOMKHOCTb HEMOCPEACTBEHHOTO O3HAKOMAEHUSI MOTPEBUTENS C
TOBAPOM AMBO 06PABLOM TOBARA MPU 3AKAKYEHN TAKOrO AOrOBOPRA (AUMCTAHLMOHHDBIN
cnocob NpPoACYKM TOBAPA).

CoraacHo nyHKTY 5 MpaBMA NPOACYKM TOBAPOB AUCTAHLMOHHBIM CNOCOOOM,
YTBEPXKAEHHBIX MOCTAHOBAEHMEM [paBuTEAbCTBO Poccuickom Peaepaumm ot
27.09.2007 Ne 612, He AOMYCKAETCS MPOAOKA AUCTAHLMOHHBIM CMOCOHOOM AAKOrOAbHOW
NPOAYKLMM, A TAIOKE TOBAPOB, CBOOOAHAST PEAAMIALMS KOTOPLIX 3AMNPELLEHA A
OrPAHUYEHO 3AKOHOAAQTEALCTBOM Poccumckom Qeaepaumn.

Yrkasom MpesmnaeHta Poccuimnckom Geapepaumm ot 22.02.1992 Ne 179 yTBEep>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 AUCTAHLMOHHOTrO Crnocobad
MPOACYKN AEKAPCTBEHHBIX MOENAPATOB SIBASIETCSI HEAOCTOBEPHOW.

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

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

COrAacHO MHOOPMALMU, PA3MELLEHHOM HO PEXKMMHOM BbIBECKE Y BXOAQ B 3AQHNE
TOProBOro KOMMNAEKCA «AtoBUMbIN», FAE HOXOAMTCS! ANTEYHbIA MYHKT
«DAPMAKOMENKA®», AILLOM, OCYLLIECTBASIIOLLMM AESITEABHOCTb B AGHHOM QINTEYHOM
MYHKTE, SIBASIETCST UHAMBUAYOABHBIV NPEANPUHUMATEAD <...>, KOTOPAS MO ONPEAEAEHNIO
SIBASIETCSI PEKAOMOAATEAEM, T.€. AVILLOM, ONPEAEAVBLLMM OB BEKT PEKAOMMPOBAHMS
(NyHKT 5 cTaTb 3 PepAEPAABHOrO 3aKOHA «O PEKAAMED).

PelueHrnem Kommncceum YnpaeaeHns GepepanbHOM QHTUMOHOMOAbHOW CAYYKObI MO
OMcKom OBAACTU MO PACCMOTREHNIO AEA, BO3BYXKAEHHDBIX MO MPU3HAKOM HAPYLLEHMS]
3aKoHoAAQTEABCTBA Poccumckonm Peapepaumm o pekname, ot 23 aprycta 2016 roaa no
Aeny Ne 06-10.1/55-2016 pexrnama «OHAAVH 3AKA3 farmakopeika.ru Aoctaska Bawero
AekapcTtea A0 ABepu! 8-800-200-97-07», pACnpOCTPAHEHHASI MHAMBUAY QAbHBIM
NPEANPUHUMATEAEM <...> HO dacaae 3A0HMS Ne 24/2 no yA. AmaHoea B . OMcke, BbiAa
MNPW3HAHA HEHAAAEKALLEN, HapYLLatoLen TPebOoBAHMS MYHKTA 3 YOCTK 3 CTATbU 5
PeAepPAAbHOrO 3aKOHA «O pekAaMmeD.,

B cunay npumedanus k ctatbe 2.4 Koaekca Poccumckom Qeapepaum ob
OAMUHUCTPATUBHBIX MPABOHAPYLLEHMSIX AULLA, OCYLLLECTBASIIOLLNE
NPEANPUHNMATEABCKYO AESITEABHOCTb 6E3 06PA30BAHMST KOPUANYECKOTO AMLQ,
COBEPLUMBLUME AAMUHUCTPATUBHbBIE MPABOHAPYLLEHWS, HECYT AAMUHUCTOATUBHYIO
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OTBETCTBEHHOCTb KAK AONXKHOCTHblE AMLA.

Takm 0BpA30oM, <...>, UMESI BO3MOYKHOCTb AASI COBAIOAEHNS TPEDOBAHMM MYHKTA 3
yacTth 3 ctatbm 5 PepepaAAbHOrO 3aKOHA «O PEKAAME» 1 HE MPUHSB BCE 3aBUCSLIME OT
Hee Mepbl MO X CODAKAEHMIO, PACTIPOCTPAHNB HEHOAAEXKALLYO PEKAAMY, COBEPLLUMAC
AAMVHUCTPATUBHOE NPABOHAPYLLEHME, OTBETCTBEHHOCTb 3a KOTOPOe NPeAYCMOTPEHA
yacTbto 1 ctatbm 14.3 Koaekca Poccumckon Qeapepaumm 06 AAMUHUCTPOATUBHDIX
MNPOBOHAPYLLEHUSIX.

CoraacHo 4yactn 1 ctatbu 14.3 Kopekca Poccumckon epepaumm 06
AAMUHUCTPATUBHbBIX MPABOHAPYLLEHUSIX HOPYLLUEHNE PEKACMOAOTEAEM,
PEKAAMOMNPON3BOAUTEAEM UAN PEKACOMOPACIPOCTOAHUTEAEM 3AKOHOAQTEABCTBA O
PEKAOME, 30 UCKAKOYEHNEM CAYYAEB, MPEAYCMOTPEHHBIX YOCTIMM 2-6 HOCTOSILLLEN
CTaTbU, YacTbio 4 ctaTtbm 14.3.1, ctatbsamun 14.37, 14.38, 19.31 HacTosLLero Koaekca, -

BACYET HOAOXKEHNE OAMUNHNCTRATVBHOMO LUTPAMA HA MPAYKAQH B PA3MEpPE OT ABYX
ThICSIY AO ABYX ThICSIH MSITUCOT PyBAEN; HO AOAXKHOCTHBIX AUMLL - OT YETHIPEX ThICSIY AO
ABOALQTU ThICSY pyBAEN; HO KOPUANYECKMNX AULL - OT CTA THICSIY AO MSITUCOT ThiCaY
pybAen.

MecTom coBepLUeHM st AAMUHUCTPATUBHOMO MPABOHAPYLLEHUS SIBASIETCSI MECTO
HOXOMAEHMST PEKAOMHOM KOHCTRYKUMM: GACAA 3AQHUS Ne 24/2 no yA. AMQHOBA B T.
Omcke.

BpemeHem coeepLueHnst AAMUHUCTPATUBHOMO MPABOHAPRYLLEHUS SIBASIETCST AQTA
DUKCALMM PACTIPOCTPAHEHMST PEKAAMBI, O MMEHHO: 20 1toAst 2016 roaq.

MNPOTOKOA MO AEAY 06 AAMUHNCTRATUBHOM MPABOHAPYLLEHM Ne 06-10.2/78-2016/14.3
coctaBAeH 16.09.2016 yNOAHOMOYEHHBIM AOAMKHOCTHBIM AMLLOM OmMckoro YPAC Poccun B
otcyTcTeme UM <...>, N3BELLEHHOW HOAAEXKALLMM OBPA30M, B MPUCYTCTBUM 3ALLUUTHUKA
<...> (poBepeHHOCTb Ne 60 o1 15.09.2016).

[NpK HA3HAYEHMMN HOKA3AHKST AOAMKHOCTHBIM AULLOM, PACCMATPVBAIOLLM AeAO Ne 06-
10.2/78-2016/14.3, yunTtbiBAIOTCS OOLLME MPABUACQ HOBHAYEHMST AAMUHNCTPATUBHOIO
HAKA3AHUSI, MPEeAYCMOTPEHHble cTaTbel 4.1 Koaerkca Poccumckom Geapepaumm ob
AAMUHUCTPATUBHbBIX MPABOHAPYLLEHUSIX.

OBCTOSITEABCTB, CBUAETEABCTBYIOLLMX O MOAO3HAYNTEABHOCTV COBEPLLEHHOIO
AAMUVHVCTPATUBHOMO MPABOHARYLLEHMS, AOAMKHOCTHBIM AMLoM Omckoro YOAC Poccum,
YMNOAHOMOYEHHBIM HO PACCMOTPEHME AEAQ 06 AAMUHUCTPATUBHOM MPOBOHAPYLLEHN,
He BbISIBAEHO.

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

MOCTAHOBUA:

MPU3HATb MHAMBUAYOABHOMO MPEANPUHUMATEAS <...> BUHOBHOW B COBEPLLEHN
AAMUHUCTPATVBHOIMO MPABOHAPYLLEHWS, OTBETCTBEHHOCTb 3Q KOTOpOe
npeaycMoTpeHa YacTtbto 1 ctatbu 14.3 Koaexkca Poccumckom Gepepaumm ob
AAMUHUCTPATVBHbBIX MPABOHAPYLLUEHMSIX, M HO3HAYNTb el HOKA3AHME B BUAE
AAMUHUCTPATUBHOMO WTPA®A B pasmepe 4000 (HeTbipe Thicsun) pybaen.



B cooteeTcTBUM C YacTbio 1 cTaTtbm 32.2 Koaekca Poccumckonm Qeapepaumm ob
OAMUHUCTPATVBHBIX MOOBOHAPYLLEHMSIX LUTPAD AOAKEH BbITb YINIAQUYEH <...> HE
NO3AHEE LLECTUAECSTU AHEN CO AHSI BCTYNAEHMSI MOCTAHOBAEHMST O HOAOYKEHNMN
OAMUHUCTPATVBHOMO LUTPAMA B 3AKOHHYIO CUAY AMBO CO AHST UICTEYEHMS CPOKA
OTCPOYKMN MAUN CPOKA PACCPOYKM.

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

BaHk noay4daTteas:: OtaenerHmne no OmMmckom obAaactn CbUpPCKOro rAABHOMO YrNpPABAEHUS
LleHTpaabHOro 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®bLI) 30 HOPYLUEHME 3AKOHOAAQTEABCTBA O PEKAAMEY

Koa OKTMO 52701000

HasHayeHre NAaTeXKa: AAMUHUCTPATUBHDBIV LUTPAD B COOTBETCTBUM CO CTATbeN 14.3
Koaekca Poccuickonm Qeapepaumm 06 AAMUHUCTPATUBHBIX MPOABOHAPY LLEHKSIX

BHUMAHWE! B cAyyae onAaTbl AAMUHACTRATUBHOIO LUTPAMA MAATEXKHbBIN AOKYMEHT B
OBSISATEAbHOM MNOPSAKE AOAKEH COAEPKATE CBEAEHMST O HOMEPAX
MAEHTUOUKATOPA HAYNCAEHUNST M UAEHTUDUKATOPA MAATEABLLMKA, YKA3AHHbIX B BEPXHEN
4ACTU NPUAArAEMbIX K HOCTOSILLIEMY MOCTOHOBAEHMIO OAQHKOB M3BELLEHMS U KBUTAHLIMN.

CoraacHo yactn 5 ctatbm 32.2 Kopaekca Poccumckom Geaepaumm oo
AAMUHUCTPATUBHBIX MPABOHAPYLLEHUSIX MU OTCYTCTBUN AOKYMEHTA,
CBUAETEAbCTBYIOLLETO 06 YyNAQTE AAMUHUCTPATVBHOIO LUTPADA, M MHGOPMALMM 06
ynAQTE AAMUHUCTPATUBHOIO LUTPA®A B [ OCY AOPCTBEHHOW MHOOPMALMOHHOM CUCTEME
O FOCY AQPCTBEHHBIX 1 MYHUUMMAAbHBIX MAQTEXKAX, MO MCTEYEHNM LLUECTUAECSITU AHEW CO
CpOoKQ, YKO3AHHOro B YHOCTW 1 HAOCTOSILLEW CTATbU, CYAbSI, OPraAH, AOAMHOCTHOE AULLO,
BblHECLLUME NOCTAHOBAEHMNE, HAMPABASIKOT B TEYEHNE AECSITU CYTOK NMOCTAOHOBAEHME O
HOAOXKEHN AAMUHUCTPATUBHOIO LUTPAMA C OTMETKOM O ero HeyrnAaTe cyAebHOMY
MNPUCTABY-UCMOAHUTEAIO AASI UCTTIOAHEHMST B MOPSIAKE, MPEAYCMOTPEHHOM GEAEPAABHBIM
30KOHOAQTEALCTBOM. KpoMe TOoro, AOAYKHOCTHOE AULLO DEeAEPAABHOIO OPraHa
NCMNOAHUTEABHOM BAQCTU, CTRYKTYPHOI O NMOAPA3AEAEHNS UAU TEPPUTOPUAABHOIO
OPraHa, MHOro rocy AQPCTBEHHOO OPraHA, PACCMOTREBLLMX AEAO 00
OAMUVHVCTPATUBHOM MPOBOHAPYLLEHUN, A0 YTOAHOMOYEHHOE AULLO KOAAETMAABHOMO
OPraHa, PACCMOTPEBLLETO AEAO 06 AAMUHUCTPATUBHOM MPABOHAPYLLEHWN,
COCTABASIET MPOTOKOA 06 AAMUHUCTPATVBHOM MPOBOHAPYLLEHNN, MPEAYCMOTPEHHOM
yacTbto 1 ctatbm 20.25 HaAcTosILEero Koaekca, B OTHOLLEHMM AVLLA, HE YIIAQTUBLLErO
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




