MOCTAHOBAEHWE

O HOAOXKEHUW LUITPADA MO AEAY 06 AAMUHUCTPOTMBHOM MPOBOHOPY LLEHWM

ropoA OMcCK Aeno Ne
28 ceHTa6ps 2016 roaa 06-10.2/77-2016/14.3

N.0. 3amecTuTenst pykosoanTens YnpaBAeH1st PepepaAbHOM AHTUMOHOMOAbHOM
CAY>K6bl N0 OMCcKOoM OBAQCTU, PACCMOTPEB MPOTOKOA 06 AAMUHUCTPATUBHOM
NPABOHAPYLWEHUN OT 16 ceHTsa6ps 2016 roaa 1 Apyrme MaTepUanbl AEAd,
BO3OY>KAEHHOrO B OTHOLLEHNN MHAMBKAYOABHOIO MPEANPUHUMAOTEAS <...>,

B otcyTCcTBUME UM <...>, M3BELLLEHHON HOAAEKALLMM OBPA30M,
B NPUCYTCTBMM 3ALLUNTHUKA <...> (AOBEPEHHOCTb OT 15.09.2016)
YCTAHOBUA:

B xoA€e OCyLLECTBAEHMS TOCY AQPCTBEHHOIO HOA30PA 30 CODAIOAEHMEM
3aKOHOAOTEAbCTBA Poccumckom Qeaepaumm o pekrame YnpasaeHnem GepepanbHOM
OHTUMOHOMOABHOM CAY>KBbI MO OMCKOM OBAACTV BbIA YCTAHOBAEH QAKT
PACNPOCTRAHEHMST HO PEKACOMHON KOHCTRYKLUMW, Yy CTAHOBAEHHOM HAO GACAAE YKMAOTO
AoMa Ne 4 no yA. QyreHompora B 1. OMCKe, PEKAOMbI CASAYIOLLETO COAEPXKAHMSI:
«OHAAWH 3AKA3 farmakopeika.ru AocTasKka Balwero Aekapctea A0 apepm! 8-800-200-
Q7-07».

N3 copep>KAHMST YKA3AHHOM PEKAOMbBI CAEAYET, YTO PACTOAONKEHHBIV B AOME Ne 4 Mo yA.
dyreHpmpora B r. OMcKe anteyHbit nyHKT «DAPMAKOMENKA®» npeAAaraeT, B ToM
YUCAE YCAYTY MO 3AKA3Y AEKAPCTBEHHBIX MPENAPATOR Yepes CanT AMBO MO TEAEPOHY C
BO3MOMHOCTbIO NX AOCTABKM MOKYMATEAIO «AO ABEPU», YTO SIBASIETCSI HEAOCTOBEPHOW
MHOOPMALMEN, HOPYLUAOLWEN TPeBOoBAHUS NMyHKTA 3 YacTn 3 cTaTbm 5 PepepaAbHOro
30KOHA «O pekAamey,

CoraacHo nyHKTy 3 4yacTn 3 ctatbt 5 PepepanbHOro 3aKoHA «O pekAaMen
HEAOCTOBEPHOW MPU3HAETCS PEKAOMA, KOTOPAST COAEPXKUT HE COOTBETCTBYIOLWLME
AENCTBUTEABHOCTUN CBEAEHNS OO ACCOPTUMEHTE 1 O KOMMAEKTALMM TOBAPOB, A TAKXKE O
BO3MOYXHOCTU UX MPUOBPETEHMS B ONPEAEANEHHOM MECTE UAW B TEYEHME OMNPEAEAEHHOIO
CPOKQ.

B cootBeTCTBUM C NYHKTOM 4 [1DABUA MPOAOYKN OTAEAbHBIX BUAOB TOBOPOB,
YTBEPIKAEHHBIX [TOCTaHOBAEHMEM lNpaBuTeAbCTBA Poccumckom Peaepaumm ot
19.01.1998 Ne §5, npun ocyLLECTBAEHNN PO3HNYHOW TOPIOBAV B MECTE HOXOMKAEHMS
NOKYMATEASI BHE CTAUMOHAPHBIX MECT TOPrOBAM: HO AOMY, MO MECTY PaBOTbl 1 y4ebbl, HO
TPAHCMNOPTE, HA YAULE U1 B MHbIX MECTAX (AQAEE MMEHYETCS - PA3HOCHAST TOPIOBASI) HE
AOMYCKAETCSI MPOAQYKA MPOAOBOABCTBEHHbBIX TOBAPOB (34 MCKAIKOYEHVEM MOPOXKEHOT O,
H6E30AKOrOAbHbIX HOMUTKOB , KOHAUTEPCKUX N XAEBOOYAOUHBIX U3AEANM B YNIAKOBKE
M3rOTOBUTEASI TOBAPA), AEKAPCTBEHHBIX MPENAPATOB, MEANLIMHCKNX U3AEAUN,
IOBEAVPHDBIX N ARYTUX U3AEAUA N3 APATOLIEHHBIX METAAAOB U (MAN) APQATOLLEHHbIX



KAMHEW, OPY KNS U MATPOHOB K HEMY, SK3EMMASIPOB AYAMOBM3YAAbHbBIX MPOON3BEAEHNA U
OOHOrpPAMM, MNPOrPAMM AAS SAEKTPOOHHBIX BbIYNCAUTEABHbBIX MALUNH N 603 AQHHbIX.

B COOTBETCTBUM C YACTbIO 2 CTATbU 497 P AYKAQHCKOrO KOAEKCA POCCUMNCKOM
Peaepaumm AOrOBOP PO3HNYHOM KYNAU-MPOACYKM MOXKET BblTb 3AKAKOYEH HO OCHOBAHMM
O3HAKOMAEHWSI MOKYMATEAS C MPEAAOMKEHHBIM MPOAABLIOM ONMMCAHMEM TOBAPA
NOCPEACTBOM KATAAOrOB, MPOCMNEKTOB, BYKAETOB, POTOCHUMKOB, CPEACTB CBSI3M
(TEAEBU3NOHHOW, MOYTOBOW, PAANOCBSI3N U APYTUX) MAU MHBIMU CNOCOBamu,
NCKAKOYAOLLIMMU BO3MOMKHOCTb HEMOCPEACTBEHHOTO O3HAKOMAEHUS MOTPEBUTEAS C
TOBAPOM AMHBO 06PA3LIOM TOBAPRA MPU 3AKAKYEHN TOKOrO AOrOBOPRA (AUMCTAHLMOHHbBIN
cnocob NpoAQXKM TOBAPQ).

COrAnQcHo OyHKTY 5 MpaBUA MPOACYKM TOBAPOB AUCTAHLMOHHBIM CMOCOBOM,
YTBEPIKAEHHBIX MOCTAHOBAEHMEM [paeuTenbcTBa Poccumckon Peaepaumm ot
27.09.2007 Ne 612, He AOMYCKAETCS MPOACKA ANCTAHLMOHHBIM CITIOCOHOM AAKOrOAbHOMN
MNPOAYKUMM, O TAKXKE TOBAPOB, CBOOOAHAS PEAAM3ALMS KOTOPbIX 3AMPELLEHO NAM
OrpPAHMYEeHa 3AKOHOAATEABCTBOM Poccuimckon Oeaepaumn.

Ykasom MNpesnaeHta Poccumcikom Qepepaumm ot 22.02.1992 Ne 179 yTBepI>KAEH
[lepeyeHb BUAOB MPOAYKUMN N OTXOAOB MPOU3BOACTBA, CBODOAHAS PEAAN3ALMS
KOTOPbIX 3AMPELLEHA, B KOTOPLIN B TOM YACAE BXOASIT M AEKAPCTBEHHbIE CPEACTBA.

TakM 0BPA3OM, MPOACKA AEKAPCTBEHHbBIX MPENAPATOR AUCTAHLMOHHBIM CMOCOOOM,
MU KOTOPOM BO3MOMHA MPOAQYKA TAKMX TOBAPOB BHE CMELOAbBHO OB0PYAOBOAHHbBIX
MOMELLEHMIN, HE AOMYCKAETCS, CAEAOBATEABHO, PEKAAMA AUCTAHLMOHHOIrO Crnocobad
MPOACYKN AEKAPCTBEHHBIX MOENAPATOB SIBASIETCSI HEAOCTOBEPHOW.

Mo onpeaenernio (NyHKT 4 ctaTbh 3 PeAepPAAbHOro 3aKOHA «O PEKATMEN)
HEHAAAEXKALLAST PEKAOMA — PEKAOMA, HE COOTBETCTBYOLLAST TOEOOBAHMSIM
3aKoHoAOTeAbCTBA Poccuinckom Peaepaumi.

B cooTtBeTCTBUM C 4aACTbIO 6 cTaTbM 38 DepepAAbHOro 3aKoHA «O pekAamen
OTBETCTBEHHOCTb 30 HOPYLLEHNE TPEDOBAHUM, Y CTAHOBAEHHbBIX MYHKTOM 3 YACTU 3
cTaTbn 5 PepAepAAbHOro 3aKOHA «O PEKAAME», HECET PEKACOMOAQTEAD.

COrAQCHO MHOOPMALMM, PA3MELLLEHHON HO PEXKMMHOM BbIBECKE Y BXOACO B AMNTEYHbIN
nyHKT «DAPMAKOMEVKA®», AULIOM, OCYLLECTBASIIOLLMM AESITEABHOCTb B AQHHOM
QAMNTEYHOM MYHKTE, SIBASIETCSI UHAVBUAYOABHBIV MPEANPUHUMATEAD <...>, KOTOPAS MO
OMPEAENEHNIO SIBASIETCSI PEKAAMOAOATEAEM, T.€. AULIOM, ONPEAEAVBLLMM OOBEKT
PEKAAMUNPOBAHUS (NMYHKT 5 cTaTb 3 PepAepPAAbHOrO 3AKOHA «O pekAame».

PelueHnem Kommccumm YnpasaeHnst PeaAepAAbHON AHTUMOHOMOABHOM CAY>KObl MO
OMcKoM OBAACTH MO PACCMOTREHNIO AEA, BO3BYXKAEHHDBIX MO MPU3HAKAM HAPYLLEHMS]
3aKoHoAATeAbCTBA Poccumckom Peapepaumm o pekaame, ot 23 aBrycta 2016 roaa no
Aeny Ne 06-10.1/54-2016 peknama «OHAANH 3AKAS farmakopeika.ru AocTaeKka Balero
AekapcTea A0 ABepu! 8-800-200-97-07», pACnpOCTPAHEHHAS MUHAVBUAY OAbHBIM
NPEANPUHMOTEAEM <...> HO GACAAE KMAOro AoMa Ne 4 no yA. PyreHPUpPOBA B T.
OmMcKe, BbIAQ MPU3HOHA HEHOAAEXKALLEW, HOPYLLAOLWEN TPEBOBAHKS MYHKTA 3 4ACTU 3
cTaTbn 5 DepepaAbHOro 3aKoHA «O peEKAAMEY,

B cmay npumedarus Kk ctatbe 2.4 Koaekca Poccumcikom Geapepaum ob
OAMUHUCTPATUBHBIX MPABOHAPYLLEHMSIX AULA, OCYLLIECTBASIIOLLNE
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NPEEANPUHUMATEABCKYIO AESITEABHOCTb HE3 0BPA30BAHMS KOPUANYECKOTO AL,
COBEPLUMBLUNE AAMUHUCTROTUBHBIE MPOABOHAPYLLEHNS, HECYT AAMUHUCTPATUBHYHO
OTBETCTBEHHOCTb KAK AOAYKHOCTHBIE AULID.

Takum obpaszom, UMM <...>, uMmest BO3BMOYKHOCTb AASI COBAIOAEHNS TPEDOBAHNM MYHKTA 3
yacTth 3 ctatbm 5 PepepaAbHOrO 3aKOHA «O PEKAAME» 1 HE MPUHSB BCE 3aBUCSLIME OT
Hee Mepbl MO X CODAKAEHMIO, PACTIPOCTPAHNB HEHOAAEXKALLYIO PEKAAMY, COBEPLLUMAC
AAMVHUCTPATUBHOE NPABOHAPYLLEHME, OTBETCTBEHHOCTb 3a KOTOPOE NPeAyYCMOTPEHA
yacTbto 1 ctatbm 14.3 Koaekca Poccumckon Qeapepaumm 06 AAMUHUCTPOATUBHBIX
MNPOBOHAPYLLEHUSIX.

CoraacHo yactn 1 ctatbm 14.3 Kopekca Poccumckon epepaumm 06
AAMUHUCTPATUBHbBIX MPABOHAPYLLEHUSIX HOPYLLUEHNE PEKACMOAOTEAEM,
PEKAAMOMNPON3BOANTEAEM UAN PEKAOMOPACIPOCTOAHUTEAEM 3AKOHOAQTEABCTBA O
PEKAOME, 3A UCKAKOYEHNEM CAYYAEB, MPEAYCMOTPEHHBIX YOCTIMM 2-6 HOCTOSILLLIEN
CTaTbU, YacTbio 4 ctaTtbm 14.3.1, ctatbsamun 14.37, 14.38, 19.31 HacTogLLero Koaekca, -

BAGYET HOAOXKEHNE OAMUNHNCTRATVBHOMO LUTPAMA HA MPAYKAQH B PA3MEPE OT ABYX
ThICSIY AO ABYX TbICSIH MSITUCOT PyBAEN; HO AOAXKHOCTHBIX AULL - OT YETHIPEX ThICSIY AO
ABOALQTU ThICSY pyBAEN; HO KOPUANYECKMX AULL - OT CTA THICSIY AO MSITUCOT ThiCaY
pybAen.

MecTom coBepLUEHMST AAMUHUCTPATUBHOMO MPABOHARYLLEHUST SIBASIETCSI MECTO
HOXOXKAEHMS PEKACMHON KOHCTRYKLUMM: PACAA MKMAOTO Aoma Ne 4 no yA. DyreHdmMposa B
r. Omcke.

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

MNPOTOKOA MO AEAY 06 AAMUHNCTRATUBHOM MPABOHAPYLLEHNM Ne 06-10.2/77-2016/14.3
coctaBAeH 16.09.2016 yNOAHOMOYEHHBIM AOAMKHOCTHBIM AMLLOM OMckoro YPAC Poccun B
otcyTcTeme UM <...>, N3BELLEHHOW HOAAEXKALLMM OBPA30M, B NPUCYTCTBUM 3ALLUUNTHUKA
<...> (AoBepeHHOoCTb OT 15.09.2016).

[NpK HA3HAYEHMMN HOKA3AHKST AOAMKHOCTHBIM AULLOM, PACCMATPVBAIOLLM AeAO Ne 06-
10.2/77-2016/14.3, yunTtbiBAIOTCS OOLLME MPABUACQ HOBHAYEHMST AAMUHNCTPATUBHOIO
HAKA3AHUSI, MPEeAYCMOTPEHHblIe cTaTbel 4.1 Koaekca Poccumckom Geapepaumm ob
AAMUHUCTPATUBHbBIX MPABOHAPYLLEHUSIX.

OBCTOSITEABCTB, CBUAETEABCTBYIOLLMX O MOAO3HAYNTEABHOCTV COBEPLLEHHOIO
AAMUHUCTPATUBHOMO MPABOHARYLLEHMS, AOAMKHOCTHBIM AMLoM Omckoro YDOAC Poccum,
YMOAHOMOYEHHBIM HO PACCMOTPEHME AEAQ 06 AAMUHUCTPOATVUBHOM MPOBOHAPYLLEHN,
He BbISIBAEHO.

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

MOCTAHOBUA:

MPW3HATb MHAVBUAYOABHOIO NPEANMPUHUMATEAS <...> BUHOBHOM B COBEPLLEHNI
AAMUHUCTPATUBHOIO MPABOHAPYLLEHUS, OTBETCTBEHHOCTb 30 KOTOPOE
npeaycMoTpeHa YacTtbio 1 ctatbu 14.3 Koaekca Poccumckom Gepepaumm ob
AAMUHUCTPATUBHbBIX NPABOHAPYLLEHNSIX, M HO3HAYNTb €M HOKO3AHMNE B BUAE



OAMUHUCTPATUBHOIO WTPAda B pasmepe 4000 (HeTbipe Thicsun) pybaen.

B cootBeTcTBUM C YaCTbto 1 cTtaThm 32.2 Kopekca Poccumckom Peaepaumm 0o
OAMUHUCTPATVBHBIX MOOBOHAPYLLEHMSX LUTPAD AOAKEH BbITb YIIAQUYEH <...> HE
NO3AHEE LUECTUAECSITU AHEN CO AHS1 BCTYMAEHWS MOCTAHOBAEHMS O HOAOXKEHNMN
OAMUHUCTPATVBHOMO LUTPAPA B 3AKOHHYIO CUAY AMBO CO AHST UICTEYEHMS CPOKA
OTCPOYKMN MAMN CPOKA PACCPOHKN,

CyMMaO QAMUHUCTPATUBHOIO LUTPAPA BHOCUTCST UAM NEPEUNCASIETCS AULIOM,
MPEVBAEYEHHBIM K AAMUHUCTPATVBHOW OTBETCTBEHHOCTU, B BIOAXKET NO CAeAYIOWNM
PeKBN3NTAM:

BaHk noAydaTeas:: OtaenerHmne no OMCcKom o6AaCTU CUBUPCKOro TAGBHOMO YMPOOBAEHMS
LleHTpanbHoro 6aHka Poccumckom Qeaepaumm

HH 5503023028 K11 550401001

MNoay4daTtenb: YOK no Omckon obAacTu (YnpaBAeHUE GeASPAAbHOM AHTVIMOHOMOABHOMN
CAY>kBbl Mo OMCKoM oBbAaCTV)

BNK 045209001
Cyet Ne 40101810100000010000

Koa 6roaxkeTHOM kKhnacecudumkaumm 16111626000016000140 « AeHedKHble B3bICKOHMS
(WTpAdbl) 30 HAPYLUEHME 3AKOHOAQTEABCTBA O PEKAAMEN

Koa OKTMO 52701000

Has3HavyeHre nAaTexka: AAMUHUCTPATUBHBIV LUTPAQ B COOTBETCTBMM CO CTATben 14.3
Koaekca Poccuickom Qeapepaumm 06 AAMUHUCTPATUBHBIX MOABOHAPYLLEHKSIX

BHUMAHWE! B cAyyae onAaTbl GAMUHUCTPRATVBHOMO LWTPADA NAATEXKHBIA AOKYMEHT B
OBYI3ATEAbHOM TOPSIAKE AOAKEH COAEPKATbH CBEAEHMSI O HOMEPAX
NAEHTUOUKATOPA HAYNCAEHUST M UAEHTUDUKATOPA MAATEABLLMKA, YKA3AHHbBIX B BEPXHEN
YACTU NPUAArAEMbIX K HOCTOSILLIEMY MOCTOHOBAEHMIO OAQHKOB M3BELLEHMS U KBUTAHLIMW,

CoraacHo 4yactn 5 ctatbu 32.2 Kopekca Poccumckon Pepepaumm 06
AAMUHUCTPATUBHBIX MPABOHAPYLLEHUSIX MO OTCYTCTBUN AOKYMEHTA,
CBUAETEALCTBYIOLLErO 06 YNAOTE AAMUHUCTRATUBHOIO LUTPADA, U MHGOPMALMK OB
YAAQTE OAMUHUCTPATUBHOIO LWTPAMA B [ OCYAQPCTBEHHOW MHOOPMALMOHHOW CUCTEME
O rOCY AQPCTBEHHBIX 1 MYHUUMMAAbHBIX MAQTEXKAX, MO MCTEYEHNM LLUECTUAECSITU AHEW CO
CpOKQA, YKQ3AHHOro B YHOCTW 1 HOCTOSILLEW CTATbU, CYAbSI, OPraH, AOAMHOCTHOE AULLO,
BbIHECLUME NOCTAHOBAEHMNE, HAMPABASIKOT B TEYEHNE AECSITU CYTOK NMOCTAOHOBAEHME O
HOAOXKEHNN AAMUHUCTPATVBHOMO LUTPAMA C OTMETKOM O ero HeynAaTe cy AebHOMY
MNPUCTABY-UCMOAHUTEAIO AASI UCTTIOAHEHWST B MOPSIAKE, MPEAYCMOTPEHHOM GEAEPAABHDBIM
3AKOHOAQTEALCTBOM. KpoMe TOoro, AOAYKHOCTHOE AULIO DEAEPAABHOIO OPraHa
NCMNOAHUTEABHOM BAQCTU, CTRYKTYPHOI O NOAPA3AEAEHNS UAUN TEPPUTOPUAABHOIO
OPraHA, MHOrO rOCy AQPCTBEHHOIO OPraHa, PACCMOTPEBLLMX AEAO 06
OAMUHUCTPATUBHOM MPABOHARYLLEHNN, AMOO YMOAHOMOYEHHOE AULIO KOAAETMAABHOIO
OPraHA, PACCMOTPEBLLErO AEAO 06 AAMUHUCTPATUBHOM MPABOHAPYLLEHNN,
COCTABASIET MPOTOKOA 06 AAMUHUCTPATVBHOM MPOBOHAPYLLEHUN, MPEAYCMOTPEHHOM
yacTtbto 1 ctatbm 20.25 HacTosILEero Koaekca, B OTHOLLEHMM AVLA, HE YIIAQTUBLLErO
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AAMUHUCTOOATUBHBIN LUTPAD.

CoraacHo yactn 1 ctatbm 20.25 Koaekca Poccumnckom Geaepaumm 06
AAMUHVCTPATUBHBIX MPOBOHAPYLLIEHMSIX HEYNMAQTO AAMUHNCTPATUBHOMO LUTPADA B
YCTOHOBAEHHbIN CPOK BAEYET HOAOYKEHNE AAMUHUCTPATUBHOIO LUTPADA B ABYKPOTHOM
pa3Mepe CyMMbl HEYNMAQYEHHOrO AAMUHUCTPATUBHOIO LTPADA, AMOO
AAMUHVCTPATUBHBIN QPECT HA CPOK AO MSITHOALATU CYTOK, AMOO 0653aTEABHBIE PABOTHI
HQ CPOK AO NITUAECSITU YOCOB.

B cootBetrctBuMmM c yacTtamu 1, 3 ctaTtbn 30.1 nyacTbio 1 ctatbm 30.3 Kopekca
Poccumnckom Geapepaumm 06 AAMUHUCTPATVBHBIX MPOBOHAPRYLLEHMNSIX MOCTAOHOBAEHME MO
Aeny 06 AAMUHUCTPATUBHOM MPABOHAPYLLEHNN MOXKET BbiTb OOXKAAOBAHO B
BbILLECTOSILLMI OPraH, BbILLUECTOSILLEMY AOAMKHOCTHOMY AMLY AMDO B CyA B TedeHre 10
CYTOK CO AHS1 BPYYEHUST AU MOAYYEHMS KON MOCTAOHOBAEHMSI.

MO UCTEYEHNN BTOrO CPOKA HEOOYKOAOBAHHOE N HEOMPOTECTORBAHHOE NMOCTOHOBAEHNE
no AeAy 06 AAMUHUCTPATVBHOM MPABOHAPYLUEHM BCTYMNAET B 30KOHHYO CUAY U
0B6pPALLAETCS K MCMOAHEHUIO.,

MNpaBa 1 06513AHHOCTU, MPEAYCMOTPEHHbIE CTaThben 51 KoHcTuTyummn PO, ctatbamm 24.2,
24.4,25.1,25.5 KoAl PO, pa3bsICHEHD!.

Konmst NOCTAHOBAEHMST MOAYYEHO

«28» ceHT6ps 2016 roaa




