ONPEAEAEHUE Ne 06-10.1/52-2016
0 BO36Y)XAEHUM AeAd NO NPU3HAKAM HAPYLIEHNS

3AKOHOAOTEAbCTBA Poccumnckom @eAepOLI.VIVI O peKAaMme

27 nions 2016 ropa
ropoa OmMck

MNpoeaceaatens Komumccum Omckoro YOAC Poccrm no pACCMOTPEHUIO AEA MO
MPEUV3HAKAM HOPYLUEHUST 3AKOHOAQTEABCTBA O PEKAAME <...> — WN.0. 30MECTUTEAS
pykosoautens Omckoro YOAC Poccun, pacCMOTPER MATEPUAAbBI, CBUAETEABCTBYIOLLIME
O MNPU3HAKAX HOPYLLUEHUST MHAVUBUAYOABHBIM MPEANPUHUMATEAEM <...> (pAanee — U <...
>) TpeboBAHUN MYHKTA 3 YacTh 3 ctaTb 5 PepepanbHoro 3akoHa ot 13.03.2006 Ne 38-O3
«O pexknamer» (panee - PepepanbHbii 3aKOH «O PEeKAaME») MPU PACNPOCTPAHEHNMN
HOPY>KHOM PEKACQMbI,

YCTAHOBUAA:

B XxoAe  OCYLIECTBAEHMSI TOCYAQPCTBEHHOIO  HAA30PA 30  COBAKOAEHMEM
3aKOHOAOTEAbCTBA Poccuickon Peapepaummn o pekname YnpaeaeHnem PepepanbHOM
OHTUMOHOMOABHOM  CAY>KBbl 1Mo OmMckon  OBAaCTM  BbIA  YCTAHOBAEH — DOKT
PACMPOCTPAHEHUST PEKAOMbBI HO PEKAAMHOMN KOHCTRYKLMM, YCTAOHOBAEHHOW HA dACAAE
KUAOTO AoMa Ne 6 no yA. 21-a9 Amypckast B . OMCKE, CAEAYIOLLETO COAEPXKAHUSI:
«DAPMAKOIMEVNKA®.  NekapciBa Mo AoCTyrnHbiM — ueHaMm.  OHAAVIH - 3AKA3
farmakopeika.ru AocraBka Balwero aAekapcBa A0 aAsepwn!  8-800-200-97-07
DOAPMAKOIEVIKA»,

N3 COAEPXAHMS YKA3AHHOW PEKAOMbl CAeAYyeT, 4To anrtekn «PapmMakonemkan
NPEAAQralOT, B TOM YNCAE YCAYTY MO 3AKA3Y AEKAPCTBEHHBIX NPENAPATOB Yepes CANT
AMBO MO TeAePOHYy C BO3MOXXHOCTbIO MX AOCTOBKM MOKYMNATEAKD, 4YTO SIBASIETCS
HEAOCTOBEPHOM MHOOPMALMEN O BO3MOXXHOCTU MPUOBPETEHNST  AEKAPCTBEHHbIX
npenapaToB NOAODBHBIM CNOCOOOM, HOPYLLAKOLLEN TPEBOBAHMS NYHKTA 3 YOCTU 3 CTATbU
5 PepepanbHOro 3akoHa «O pekAamey,

CoranacHo nyHkTy 3 4yactm 3 ctaten 5 PepepanbHOro 3akoHa «O  pekAame»
HEAOCTOBEPHOM MPU3HAETCST PEKAOMA, KOTOPASI COAEPMKUT HE COOTBETCTBYIOLLME
AENCTBUTEABHOCTU CBEAEHUSI OO ACCOPTVIMEHTE U O KOMMNAEKTALMM TOBAPOB, A TAKXKE O
BO3MOYXHOCTU VX MPUOBPETEHMS B ONMPEAEANEHHOM MECTE UAW B TEYEHNE OMPEAEAEHHOIO
CpoKa.

B cootBerctBMM C nNyHKTOM 4 [IpOBUA NPOAQMKM OTAEAbHbIX BUAOB TOBAPOB,
YyTBEPXKAEHHbIX  [TocTaHoBAeHMEM [paeutenbctea  Poccumckon  deapepaumm  OT
19.01.1998 Ne 55, mpu oOCyweCTBAEHN PO3HUYHOM TOPrOBAM B MECTE HOAXOXAEHMS
NOKYMATEAS! BHE CTALMOHAPHBIX MECT TOPIOBAU: HO AOMY, MO MECTY paboThl 1 y4ebbl, HO
TPAHCMNOPTE, HA YAMLE M B MHBIX MECTAX (AOAEE MMEHYETCS - PA3HOCHAST TOPrOBAS) HE
AOMYyCKAETCS MPOAOKA MPOAOBOAbCTBEHHbBIX TOBAPOB (34 MCKAKOYEHNEM MOPOYKEHOI O,
HE30AKOrOAbHBIX HOMUTKOB, KOHAUTEPCKUX U XAEDOBOYAOYHBIX M3AEAUA B YMNAKOBKE



M3rOTOBUTEASI TOBAPA), AEKAPCTBEHHbIX MPEenapaToB, MEeAUUMHCKUX  U3AEAUN,
IOBEAVPHBIX N APYTUX USAEANN N3 APArOLEHHBIX METOAAOB U (MAM)  APArOLEHHbIX
KAMHEN, OpY>KKMSs N MATPOHOB K HEMY, SK3EMIMASIPOB AYAMOBM3YAAbHbBIX MPON3BEAEHNN U
GOHOrPAMM, MPOFPAMM AAST DAEKTPOHHbBIX BbIYNCAUTEABHBIX MALLMH 1 6 Q3 AQHHbIX.

CoranQcHoOOyHKTY 5 TIpOBUA MNPOACYKM TOBAPOB  AMCTAHUMOHHBIM — CMOCOBOM,
YTBEPXKAEHHBIX  MOCTAHOBAEHMEM  [lpaBuTenbCcTBa  Poccuimckomnm  Peapepaumm  OT
27.09.2007 Ne 612, HE AOMYCKAETCS MPOACYKA AUCTAHLMOHHBIM CMOCOOOM OAKOrOAbHOW
NPOAYKUMM, O TAIOKE TOBAPOB, CBOOOAHAS PEAAM3ALMS KOTOPbLIX 3AMPELLEHO UAM
OrPAHUYEHO 3AKOHOAAQTEALCTBOM Poccumckom Qeaepaumn.

Ykasom [pesmaeHta Poccumckon Pepepaumn ot 22.02.1992 Ne 179 yTBEpPIKAEH
[lepevyeHb BMAOB MPOAYKLMM U OTXOAOB MPOMIBOACTBA, CBODOAHAS PEAAM3ALMS
KOTOPbIX 3AMPELLEHA, B KOTOPbLIN B TOM YACAE BXOASIT M AEKOPCTBEHHBIE CPEACTBA.

TaknM 0BPA30M, MPOACYKA AESKAPCTBEHHBIX MPENAPATOB AUCTAHLUMOHHBIM CMOCOOOM,
MNP KOTOPOM BO3MOXHAO MPOACYKA TAKMX TOBAPOB BHE CMELMAAbHO 0B0PYAOBOHHbBIX
NMOMeLLEeHUIN, He AOMYCKAETCSl, CAEAOBATEABHO, PEKAOMA AUCTOHLMOHHOrO crnocobad
MPOAOYKN AEKAPCTBEHHbBIX MPENAPATOB SIBASIETCSI HEAOCTOBEPHOM.

Mo onpeaeneHnto (MyHKT 4 ctatb 3 PepepanbHOro 3akoHa «O  pekAaMe»)
HEHOAAEXKALLAS PEKAOMA - PEKAAMA, He COOTBETCTBYOWAS TpeboBAHMSIM
3aKoHoAOQTeAbCTBA Poccumckom Peapepaumn,

B cootBeTcTBMM € YacTblo 6 ctatbm 38 PepepaAbHOro 3akoHa «O  peKkAaMme»
OTBETCTBEHHOCTb 30 HApyLleHne TpeboBAHMW, YCTOHOBAEHHbIX MYyHKTOM 3 4acth 3
cTatbm 5 PepepaAbHOro 3akoHA «O peKAaME», HECET PEKAAMOAOTEND.

COrAQCHO MHOOPMALUUKM, PA3MELLEHHOM HA PEXNXMMHOM BbIBECKE Y BXOAQ B QMTEYHbLIN
NyHKT  «DApPMAKONENKa», AMLOM, OCYLLUECTBASIOLLMM  AESITEAbHOCTb,  SIBASIETCS
MHAMBUAYOAbHBIV NpeAnpUuHMMaTenb <...> (MHH 540132169122).

Ha ocHOBOHMM MNyHKTA 2 4yacth 1 ctaTtbn 33, yactem 1, 2 ctatbn 36 PepepAAbHOrO
30KOHA «O peKkAamMe» U B COOTBETCTBMM C NMyHKTAMK 20 1 21 TMpaBUA PACCMOTPEHUS
OHTVIMOHOMOAbHBIM ~ OPIrOHOM  AEA, BO3BOYXAEHHBIX MO MPU3HOKAM  HAPYLUEHMUS
3aKoHoAAQTEABCTBA Poccumckom Qeapepaumm o pekname,

OMNPEAEAUNAA:

1. BosbyanTb Mpomn3BoACTBO MO AeAy Ne 06-10.1/52-2016 noO MPU3HAKAM HOPYLLIEHMS
TpeboBaHMN NYHKTA 3 YacT 3 cTatbn 5 PepepanbHOro 3aKoHA «O PeKrkAaMe»,

2. MPU3HATb AVLIOM, YYACTBYIOLLIMM B AEAE:

AMLO, B AEVNCTBUSIX KOTOPOIrO COAEPXKATCS MPU3HAKM HAPYLLEHNS 30KOHOAQTEABCTBA O
peKAnaOME — UMHAMBUAYQAABHOIO MnpeAnpuHumMmaTtens <...> (UHH 540132169122, OI'PH
314547611400426).

3. HazHauntbe aeno Ne 06-10.1/52-2016 k paccmoTtpeHmto Ha 17 aesrycta 2016 roaa B
16.00 yacos no aapecy: 644010, r. Omck, np-T K. Mapkca, 12 A, kab. 102.
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4. UM <...>B cpok A0 15 aerycta 2016 ropaa NpeACTaBUTb B AAPEC YTMPABAEHMSI:
Q) MMCbMEHHbIE MOSICHEHKS MO BbILLIEYKA3AHHOMY QOKTY;

6) VHPOPMAUMIO O AATE PA3SMELLEHUST YNOMSIHYTbIX PEKAOMHbIX OOHHEePOB W UX
N3roTOBUTEAE;

B) MHOOPMAUMIO O TOM, HA KAKOM OCHOBOHUW B CBOen aAesteAnbHocTn UMl <...>
NCNOAb3YET TOBAPHbINA 3HAK «DAPMAKOIMENKA®» C MPUAOKEHMEM COOTBETCTBYIOLLIMX
AOKYMEHTOB;

M) HOAAEXALLE 3aBEPEHHbIE KOMUW:
-cemnpetenncts VIHH n OIPH UMM <...>;

- AVLUEH3MM HA OCYLUECTBAEHME QAPMALEBTUYECKON AESITEABHOCTM CO BCEMU
NMELLMMUNCS MPUAOXKEHNSIMIA,

- NPABOYCTAHABAVBAIOLLMX AOKYMEHTOB HO TOProBOe MNOMeELLeHne No appecy: 644052,
r.OMcK, YA, 21-9 AmypcKkast, A. 6 (CBUAETEABCTBO O MpaBe COBCTBEHHOCTU, AOrOBOP
QPEHAbBI U T.M.);

- AOrOBOPOB HA M3rOTOBAEHME U PA3MELLEHNE YNOMSIHYTOrO PEeKAAMHOro 6aHHepa C
NMEIOLWMMUCS  MPUAOKEHUSIMU U AOKYMEHTOMU,  MOATBEOXKAQIOLMMK  ONACTY
N3rOTOBAEHUS U PA3MELLIEHNS PEKAAMHOIO BAHHEPA;

- PA3PELLEHNST HO YCTAHOBKY U SKCNAYATALMIO PEKAAMHBIX KOHCTPYKUMIA, PA3MELLEHHDBIX
HO dacaae 3AaHUSI Ne 6 Mo yA. 21-9 AMypckast B r. OMcke.

OAHOBPEMEHHO YBEAOMASIIO, YTO B CUAY CTATbU 12 DepAepAAbHOro 3aKoHA «O pekAamen
PEeKAOMHbIE MATEePUOAbBl UAU UX KOMUKM, O TAKKE AOrOBOPbI HA MPOW3BOACTBO,
pA3MeLLEeHME U PACTIPOCTPAHEHNE PEKATAMbI AOAKHBI XPAHUTLCS B TEYEHNE FOAQ CO AHSI
MOCAEAHEro PACMPOCTPAHEHUSI PEKAOMbl AU CO AHSI OKOHYOHUST CPOKOB AESNCTBUS
TOKNX AOrOBOPOB.

MNoun atom ctatben 14.31 Koaekca Poccumckon Peapepaumm 06 AAMUHUCTPOATUBHDBIX
NPOOBOHAPYLLUEHUSIX  MPEAYCMOTPEHA  AAMUMHUCTPATVBHAST  OTBETCTBEHHOCTb 34
HAPYLLUEHNE CPOKOB XPAHEHMS PEKAOMHBIX MOTEPUAAOB.

OAHOBPEMEHHO  MPEAYMNPENKAQKD, YTO  HEMPEACTOBAEHME B QEAEPAAbHbIN
QHTVIMOHOMOAbHbBIV OPIraH, ero TePPUTOPUNAAbHBIM OPraH CBeAeHUn (MHPopMaAUMK), a
PABHO MPEAOCTOBAEHME TAKUX CBEAEHUN (MHOOPMALWMKM) B HEMOAHOM OBbeEME VAN B
NCKAPKEHHOM BMAE AMBO MPEAOCTABAEHME HEAOCTOBEPHBIX CBEAEHUN (MHPOPMALMA)
BAEYET 30 COBON AAMUHUCTPATUBHOE HOKA3AHME B BUAE OAMUHUCTPATVBHOIO LUTPA®GA
B COOTBETCTBMM C 4Yactbto 6 crtatbm 19.8 Koaekca Poccumckon ®Peapepaumm o6
AAMUHUCTPATUBHbBIX MPABOHAPYLLEHUSIX.

SIBKO MPEACTABUTEAST AULIA, B AENCTBUSIX KOTOPOIO COAEPIKATCS MPU3HAKN HOPYLLEHWS
3aKoHoAOTeAbCTBA Poccumckon Peapepaummn o pekname - UM <...> AAG yyacTvs B
PACCMOTPEHUN AEAd MO MPU3HAKAM HAPYLWWEHUNST 3AKOHOAOQTEABCTBA POCCUNCKOW
Pepepalym o pekrname 0653aTeAbHA.
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