OMNPEAEAEHUE Ne 06-10.1/55-2016
0 BO3OY>KAEHUN AEAC MO MNPUSHAKAM HOPYLLIEHMUS]

30KOHOAQTEABCTBA Poccuinckon Peaepaumm O pekaame

28 nons 2016 rona
ropoa OmMck

MNpeaceaaTtenb Kommccum Omckoro YDOAC Poccrm No pACCMOTPEHUIO AEA MO
NPW3HAKAM HAPYLLEHWMS 3AKOHOAQTEABCTBA O PEKAAME — 1.0, 3AMECTUTEAS
pykoBoautenss Omckoro YPAC Poccum, pacCMOTRER MATEPUAADLI, CBUAETEABCTBYIOLLINE
O MPUBHAKOX HOPYLLIEHNS MHAVMBUAYAAbHBIM MOEANPUHUMAOTEAEM <...> TPEOOBAHNN
nyHKTA 3 yacTtn 3 ctatbn 5 PepepanbHoro 3akoHa ot 13.03.2006 Ne 38-03 «O pekname»
(aanee - DepepanbHbIr 3AKoH «O pekAaMe») MPU PACTPOCTPOHEHUM HAPYKHON
PEKAQMbI,

YCTAHOBUAA:

B Xx0A€ OCYLLECTBAEHMS FTOCY AQPCTBEHHOrO HOA30PA 30 COBAIOAEHMEM
3aKOHOAOTEAbCTBA Poccumckom Qeapepaumm o pekrame YnpasaeHnem GepepanbHOM
OHTUMOHOMOABHOM CAY Kbl MO OMCKOM OBAACTY BbIA BbISIBAEH QAKT PACMPOCTOAHEHS
peKkAaMbl anTekn «PapMAKONENKA» HA PEKAAMHON KOHCTPYKLMM, Yy CTAOHOBAEHHOM HA
dacaae 3aaH1s Ne 24/2 no yA. AMaHoBA B . OMCKe (TOProBbivt KOMMAEKC «/\tOBOUMBbIN»):
«OHAAWH 3AKA3 farmakopeika.ru AocTasKka Balwero Aekapctea A0 apepu! 8-800-200-
Q7-07».

N3 coaEpYKaAHMS YKABAHHOM PEKAOMbI CAEAYET, YTO anTekn «Papmakonenka»
NPEAAArQOT, B TOM YACAE YCAYTY MO 30KA3Y AEKAPCTBEHHBIX MPENAPATOR Yepes CanT
AMBO MO TEAEDOHY C BO3MOMKHOCTbIO UX AOCTABKM MOKYMATEAID, YTO SIBASIETCS
HEAOCTOBEPHOM MHPOPMALMEN O BO3MOYKHOCTU MPUNODBPETEHNS AEKAPCTBEHHbIX
npPenapaToB NOAODOHBIM CNOCOOOM, HOPYLIAOLWEN TPEeOOBAHMS MYHKTA 3 YOCTU 3 CTATbU
5 ®epepanbHOro 3akoHa «O pekAames,

CoraacHo nyHKTy 3 4yacTt 3 ctatb 5 PepepanbHOro 3aKoHA «O pekAaMen
HEAOCTOBEPHOW MPU3HAETCS PEKAOMA, KOTOPAS COAEPXKUT HE COOTBETCTBYOLWLME
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 Poccuicikom Peaepaumm ot
19.01.1998 Ne §5, npun ocyLLECTBAEHNN PO3HUNYHOW TOPIOBAV B MECTE HOXOMKAEHMS
NOKYMATEASI BHE CTAUMOHAPHBIX MECT TOPrOBAM: HO AOMY, MO MECTY PaBOTbl 1 y4ebbl, HO
TPAHCMNOPTE, HA YAULE U B MHbIX MECTAX (AQAEE MMEHYETCSI - PA3HOCHAS TOPIrOBASI) HE
AOMYCKAETCSI MPOAQYKA MPOAOBOABCTBEHHbBIX TOBAPOB (34 MCKAKOYEHVEM MOPOXKEHOT O,
H6E30AKOrOAbHbIX HOMUTKOB , KOHAUTEPCKUX N XAEBOOYAOUHBIX U3AEANM B YNIAKOBKE
M3rOTOBUTEASI TOBAPA), AEKAPCTBEHHBIX MPENnAPATOB, MEANLMHCKNX U3AEAUN,
IOBEAVPHDBIX N ARYTUX U3AEAUN N3 APATrOLIEHHBIX METAAAOB U (MAN) APQATOLLEHHbIX



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

CoraacHo nyHKTY 5 MpaBMA NPOACYKM TOBAPOB AUCTAHLMOHHBIM CNOCOOOM,
YTBEPXKAEHHBIX MOCTAHOBAEHMEM [paBuTEAbCTBO Poccuickom Geaepaumm ot
27.09.2007 Ne 612, He AOMYCKAETCS NPOAOKA AUCTAHLMOHHBIM CMOCOHBOM AAKOrOAbHOW
NPOAYKLMM, A TAIOKE TOBAPOB, CBOOOAHAS PEAAMIALMS KOTOPbLIX 3AMNPELLEHA A
OrPAHMNYEHO 3AKOHOAAQTEALCTBOM Poccumckom Qeaepaumn.,

Yrkasom MpesmnaeHta Poccuinckom 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 CMELOAbBHO O60PYAOBAHHbBIX
MOMELLEHMIN, HE AOMYCKAETCS, CAEAOBATEABHO, PEKAAMA AUCTAHLMOHHOIrO Cnocobad
MPOACYKN AEKAPCTBEHHBIX MOENAPATOB SIBASIETCSI HEAOCTOBEPHOW.

Mo onpeaeneHnto (MyHKT 4 cTatbk 3 PeAepPAAbHOrO 3AKOHA «O PeKAaMED)
HEHOAAEXKALLAS PEKAAMA — PEKACMA, HE COOTBETCTBYIOLLAS TPEOOBAHMSIM
3aKoHOAOQTEABCTBA Poccumckom Qeapepaumn,

B cooTtBeTCTBUM C 4YACTbIO 6 CTATbM 38 PepepPAAbHOro 3aKOHA «O pekAaMen
OTBETCTBEHHOCTb 3A HOPYLUEHME TPEBOBAHNM, y CTAOHOBAEHHbBIX MYHKTOM 3 4ACTM 3
cTatbm 5 PepepaAbHOro 3akoHA «O peKAaME», HECET PEKAAMOAOTEND.

COrAQCHO MHOOPMALMMA, PASMELLEHHOM HA PEXKMMHOM BbIBECKE Y BXOAQ B ANMTEYHbBIN
MyHKT «PAPMAKONENKA», AULIOM, OCYLLIECTBASIHOLLIVIM AESTEABHOCTD, SIBASIETCS
NHAMBUAYOABHBIV MPOEANPUHUMAOTEAD <...>.

Ha ocHoBOHWM NyHKTA 2 YyacTn 1 ctatbu 33, yacten 1,2 ctatbn 36 PepepanbHOro
30KOHA «O pekAaMeE» U B COOTBETCTBUM C MyHKTAMK 20 1 21 MpaBUA PACCMOTPEHMS
OHTVIMOHOMOABHBIM OPFrAHOM AEA, BO3DY>KAEHHDBIX MO MPUIHAKOM HOPYLLEHMS]
3aKoHoAAQTEABCTBA Poccumckom Qeapepaumm o pekname,

OlNPEAEAUAA:

1. BozbyanTb Npomn3BoACTBO MO Aeny Ne 06-10.1/55-2016 no NpmM3HAKAM HOPYLLUEHNS]
TpeboBaHUM NyHKTA 3 YacT 3 cTatbn 5 PepepanbHOro 3aKoHa «O PekAaME»,

2. [NPW13HATb AVLIOM, YHACTBYIOLLVM B AEAE:

AVLO, B AENCTBUSIX KOTOPOIrO COAEPKATCS MPU3HAKN HAPYLLEHNST 3OKOHOAQTEABCTBA O
PEKAAME — MHAVBUAYOAbHBIV MPEAMPUHUMATEAD <...>.

3. HazHauntb Aeno Ne 06-10.1/55-2016 K paccmoTpernto Ha 23 aerycTta 2016 roaa B
156:30 yacos no aapecy: 644010, r. Omck, np-T K. Mapkca, 12 A, kab. 102.

4. /N <...>B cpok A0 18 aBrycta 2016 roAQ NPEACTABUTb B AAPEC YTMPABAEHUSI:
Q) MMCbMEHHBIE MOSICHEHMS MO BbILLEYKA3AHHOMY QAKTY;

6) MHOOPMALMIO O AQTE PA3MELLIEHNS YKA3AHHOrO PEKAAMHOro 6AHHEPd U1 ero
N3rOTOBUTEAE;
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B) MHOOPMALMIO O TOM, HO KOKOM OCHOBQAHUW B CBOEN AesiTeEAbHOCTU LT <...>
NCNOAb3YET TOBAPHbIN 3HAK «DAPMAKOTMENKA®», C MPUAOXKEHMEM COOTBETCTBYIOLLMX
AOKYMEHTOB;

M HOAAEXKALLE 30BEPEHHDBIE KOMUW:
- cemaetenbcts VIHH n OIMPH UM <...>;

- AMIUEH3MN HA OCYLLECTBAEHME QAPMALEBTUYECKON AESITEABHOCTU CO BCEMU
MMEeLLMMUNCS NMPUNAOXKEHUNSIMIA,

- MPOBOYCTAHABAMBAIOLLMX AOKYMEHTOB HAO 3AHMMOEMOE TOPIrOBOE NOMELLEHNE
(anTeYHbIV MYHKT) No aapecy: 644073, r. OMCK, yA. AMAHOBA, A,. 24/2 (CBUAETEABCTBO O
npaee COBCTBEHHOCTU, AOFOBOP APEHADI U T.M.);

- AOTOBOPOB HA N3rOTOBAEHUE 1 PA3MELLEHMNE YITOMSIHYTOrO PEKAOMHOro 6aHHEePa ¢
MMEIOLLMMUCS MOUAONKEHUSIMU U AOKYMEHTAMMU, MOATBEPIKACIOLLMMU OMNACTY
N3rOTOBAESHWS U PA3MELLLEHNS PEKAOMHOrO BAHHEPA;

- PA3PELLEHUST HO YCTAHOBKY 1 SKCMAYATALMIO PEKAAMHOM KOHCTPYKUMM, PA3MELLEHHOM
HO dacaae 3aaHns Ne 24/2 no yA. AmaHoea B . OMcCKe.

OAHOBPEMEHHO YBEAOMASIIO, YTO B CUAY CTATbU 12 DeAepAAbHOro 3aKoHA «O pekAaMmen
PEKACMHbBIE MATEPUAABI AU UX KON, O TAKXKE AOrOBOPbI HO MPOM3BOACTBO,
pa3MeLLeHME N PACNPOCTPAHEHNE PEKAAMbI AOAXKHBI XPOHUTHCS B TEYEHNE FOAC CO AHSI
NMOCAEAHEr0 PACMPOCTPAHEHNST PEKAAMbBI UAM CO AHST OKOHYCOHMSI CPOOKOB AEVCTBUS
TAKMX AOrOBOPOB.

Mpw atom ctaTtben 14.31 Koaekca Poccumckom Qeaepaumm 06 AAMUHUCTPOATUBHDBIX
NPOBOHAPYLLEHMSIX MPEAYCMOTPEHA AAMUHUCTPATVIBHAST OTBETCTBEHHOCTL 3Q
HAPYLLEHNE CPOKOB XPAHEHWST PEKAOMHBIX MATEPUAAOB.

OAHOBPEMEHHO MPEAYMPEKAOIO, YTO HEMPEACTABAEHNE B QEAESPOABHbIV
QHTUMOHOMOAbHbBIV OPIraH, ero TEPPUTOPUAAbHBIM OPIraH CBeAEHUN (MHOOoPMALKMK), A
POBHO NPEAOCTABAEHME TAKNX CBEAEHNN (MHOOPMALMMN) B HEMOAHOM OObEME VAU B
NCKOYKEHHOM BMAE AMOO MPEAOCTABAEHNE HEAOCTOBEPHBIX CBEAEHNIM (MHOOPMALMN)
BAEYET 30 COOOM AAMUHUCTPATUBHOE HOKA3OHNE B BUAE QAMVHUCTPATUBHOIO LUTRAMA
B COOTBETCTBUM C YACTbIO 6 cTaTbM 19.8 Koaekca Poccuimckom Qeaepaumm ob
OAMUHUCTPATUBHBIX MPABOHAPYLLEHKSIX.

SIBKQ NPeACTABUTEAST AULA, B AENCTBUSIX KOTOPOIO COAEPIKATCS MPU3HAKM HAPY LLEHWS]
3aKOHOAOTEABCTBA Poccumckom Qeapepaumm o pekrame — UM <...>, AAS y4aCTUS B
PACCMOTPEHNN AEAQ MO MPUIHAKAM HAPYLLEHMST 30KOHOAQTEABCTBA POCCHMNCKOW
Pepepaumm o pekrame 0653aTeAbHA.



