ONPEAEAEHUE Ne 06-10.1/48-2016
0 BO36Y)XAEHUM AeAd NO NPU3HAKAM HAPYLIEHNS

3AKOHOAOTEAbCTBA Poccumnckom @eAepOLI.VIVI O peKAaMme

27 nions 2016 ropa
ropoa OmMck

MNoeaceaaTtens Komumccum Omckoro YOAC Poccum nMo PACCMOTPEHUMIO AEA MO
NPU3HAKAM HAPYLEHWUST 30KOHOAQTEABCTBA O pPeKAaMe <...> — WN.0. 30MECTUTEAS]
pykoeoanTens Omckoro YDOAC Poccum, pacCMOTREB MATEPUAABI, CBUAETEALCTBYIOLLIVIE
O MPW3HAKOX HAPYLLEHNS MHAMBUAYOABHBIM MPEANPUHMMATEAEM <...> (A0Aee — UT <.,
>) TPeboBAHMN MyHKTA 3 YacTn 3 cTaTb 5 PepepanbHoro 3akoHa ot 13.03.2006 Ne 38-
D3 «O peknamer» (panee - PepepanbHbI 3aKOH «O pekAamMe») NMPK PACNPOCTPAHEHNN
HOPY><HOM PEKAAMbI,

YCTAHOBUAA:

B xoae  OCYyWEeCTBAEHUSI  FOCYAQPCTBEHHONO  HOA30PA 30  CODAKOAEHVEM
3aKOHOAOTEAbCTBA Poccuickon Peapepaummn o pekname YnpaeaeHnem PeaepanbHOM
OHTUMOHOMOABHOM  CAYXKOBbl 1Mo OmMcKkon  OBAACTUM  OblA  YCTAHOBAEH — MOKT
PACNPOCTRAHEHNST PEKAOMbBI HO PEKAAMHOW KOHCTPYKUMM, YCTAHOBAEHHOM HAO GACOAE
3A0HMST Ne 26 B no yA. 10-9 Yepeaosast B . OMCKE, CAEAYIOLLETO COAEPXKAHUSI:
«DAPMAKOIMEVNIKA®. Anreka-amckayHrep. OHANAVIH 3AKA3 farmakopeika.ru AocTaBka
Batiuero rekapcma A0 ABepn! QAPMAKOIEVIKA 8-800-200-97-07».

N3 coaep KaHUST YKA3OHHOW PEeKAOMbl CAeAyeT, 4Tto anTtekn «PapMakonemka»
NPEAAArQtOT, B TOM YNCAE YCAYTY MO 3AKA3Y AEKAPCTBEHHbBIX NPENAPATOB 4Yepes3 CAnT
AMBO MO TEeAePOHy C BO3MOXXHOCTbIO UX AOCTOBKM MOKYMNOTEAKD, 4YTO SIBASIETCS
HEAOCTOBEPHON MHPOPMALMEN O BO3MOXKHOCTV MPUOBPETEHNST AEKAPCTBEHHbIX
NPenapaToB NOAODBHBIM CNOCOOOM, HOPYLLAKOLLLEN TPEBOBAHMS MYHKTA 3 YOCTW 3 CTATbU
5 ®epepanbHOro 3akoHa «O pekAames,

CornacHo nyHkTy 3 yactm 3 ctatbnt 5 PepAepanbHOro 3akoHa «O  pekAame»
HEAOCTOBEPHOW MPU3HAETCS PEKAAMA, KOTOPAST COAEPXKUT HE COOTBETCTBYHOLLME
AENCTBUTEABHOCTUN CBEAEHUSI OO ACCOPTVMEHTE U O KOMMNAEKTALMM TOBAPOB, A TAKXKE O
BO3MOYXHOCTU UX MPUOBPETEHMS B ONPEAEANEHHOM MECTE UAW B TEYEHME OMNPEAEAEHHOIO
CPOKQ.

B cootBerctBUM C nNyHKTOM 4 [IpOBUA NPOAOMKM OTAEAbHbIX BUAOB TOBAPOB,
yTBEPXKAEHHBIX [locTaHOBAEHMEM [lpaBuTtenbctBa  Poccuickom  Peaepauym  oOT
19.01.1998 Ne 55, npv OCYLLECTBAEHUM PO3HUYHOW TOPrOBAM B MECTE HOAXOMAEHMUS
NOKYMOTEASI BHE CTALLMOHAPHbBIX MECT TOProBAU: HO AOMY, MO MECTY PABOTHI U y4eDbI, HO
TPAHCMNOPTE, HA YAULE U B MHBIX MECTAX (AQAEE MMEHYETCS - PA3HOCHAST TOPIrOBAS) HEe
AONycKaeTcs NPOoAAXA MPOAOBOALCTBEHHbBIX TOBAPOB (3A MCKAKOYEHNEM MOPOMEHOTO,
HE30AKOrOAbHBIX HOMUTKOB, KOHAUTEPCKUX U XAEDOOYAOYHBIX M3AEAUNA B YNAKOBKE
N3rOTOBUTEAS TOBAPA), AGKAPCTBEHHbIX MPEenapaTtoB, MEAMUMHCKUX  U3AEAUN,
IOBEAVPHBIX U APYTUX U3AEAUN N3 APArOUEHHBIX METAAAOB U (MAM)  APArOLEHHbBIX
KAMHEN, OPY>KUST U MATPOHOB K HEMY, SK3EMIMASIDOB AYAMOBU3YAAbHbBIX MOOUN3BEAEHNIN U



OOHOrpPAMM, MNPOrPAMM AAS SAEKTPOOHHBIX BbIYNCAUTEABHbBIX MALUNH N 603 AQHHbIX.

CoranacHoOOyHKTY 5 TIpOBUA MNPOACYKM TOBAPOB  AMCTAHUMOHHBIM — CMOCOBOM,
YTBEPXKAEHHBIX  MOCTAOHOBAEHMEM  [lpaBuTenbCcTBa  Poccuimckon  Peapepaumm  OT
27.09.2007 Ne 612, HE AOMYCKAETCS MPOACYKA AUCTAHLMOHHBIM CMOCOOOM OAKOrOAbHOW
NPOAYKUMM, O TAIOKE TOBAPOB, CBOOOAHAS PEeaAU3aUUS KOTOPbIX 3dnpeleHa UAU
OrpaHUYEHa 3aKOHOAAaTeAbCTBOM Poccuiickoinn Depepauum.

Ykasom [pesnaeHta Poccumckonm QPepepaumm otr 22.02.1992 Ne 179 yTBEp>KAEH
[NepeyeHb BUAOB MPOAYKLUMM N OTXOAOBR MPOU3BOACTBA, CBODOAHAST pPeaAn3alus
KOTOPbIX 3AMPELLEHA, B KOTOPbLIN B TOM YACAE BXOASIT U AEKAPCTBEHHbIe CPEACTBA.

TakMm 06PA30M, MPOACHKA AEKAPCTBEHHBLIX MPENAPATOR AMCTOHLMOHHBIM CrOCOOOM,
MPEU KOTOPOM BO3MOYKHO MPOAOMNKA TAKUX TOBOPOB BHE CMELMAAbHO 0O0PYAOBOHHBIX
MOMELLEHUNIN, HE AOMYCKAETCSl, CAGAOBATEABHO, PEKAOMA AUCTAHLMOHHOMO Crnocobd
MPOACYKN AEKAPCTBEHHBIX MOENAPATOB SIBASIETCSI HEAOCTOBEPHOW.

Mo onpeaeneHnio (MyHKT 4 ctatbn 3 DepepaAbHOro 3aKkoHa «O  peKkAaMe»)
HEHOAAEXKALLAS PEKAOMA - PEKAOMA, He COOTBETCTBYOWAS TpebOoBAHMSIM
3aKOHOAOTEABCTBA Poccumckomn Qeaepaumi.

B cootBetctBMM C 4YacTbio 6 cTatbn 38 PepepaAbHOro 3aKoHA «O pekAame»
OTBETCTBEHHOCTb 30 HApYLUEHNE TPEOOBAHUM, YCTAOHOBAEHHBIX MYyHKTOM 3 4actn 3
cTaTbn 5 PepAepAAbHOro 3aKOHA «O PEKAAME», HECET PEKACOMOAQTEAD.

COrAQCHO MHOOPMAUUK, PA3MELLEHHOM HA PEXNXMMHOM BbIBECKE Y BXOAQ B AMTEYHbLIN
NyHKT  «DApPMAKONENKA», AULOM, OCYLLUECTBASIOLIMM  AESITEABHOCTb,  SIBASIETCS
MHAMBUAYOAbHBIN NPEANPUHUMATEAD <...>.

Ha ocHoBOHMM MyHKTA 2 4acth 1 ctaTtbn 33, yactem 1, 2 ctatbn 36 PepepAAbHOro
3aKoHA «O pekAamMe» U B COOTBETCTBUM C NYHKTAMKM 20 1 21 [TPABUA PACCMOTPEHUS
OHTVIMOHOMOAbHBIM ~ OPIrOHOM  AEA, BO3BYXAEHHBIX MO MPU3HOKAM  HAPYLUEHMUS
3AKOHOAOTEABCTBA Poccumckom Qeaepaumm o pekaname,

OMNPEAEAUAA:

1. BosbyanTb Mpomn3BoACTBO MO AeAy Ne 06-10.1/48-2016 nO MPU3HAKAM HAPYLLIEHWS
TpeboBaHUN NYHKTA 3 YacT 3 cTatbn 5 PepepaAbHOro 3aKoHA «O PeKAaME»,

2. MPU3HATb AVLIOM, YYACTBYIOLLIMM B AEAE:

AVLO, B AENCTBUSIX KOTOPOIrO COAEPIKATCS MPU3HAKM HOPYLLEHWMST 3AKOHOAOTEABCTBA O
PEKAAME — MHAMBUAYOAbHBIV MPeAnpUHMMATEND <...> (MHH <...>).

3. HasHauntb aAeno Ne 06-10.1/48-2016 Kk paccmoTpennio Ha 17 aerycta 2016 ropa B
16.00 yacos no aapecy: 644010, r. Omck, np-T K. Mapkca, 12 A, kab. 102.

4. /N <...>B cpoK A0 15 aerycta 2016 roaa NpeACTABUTb B AAPEC YTNPABAEHMUS:
Q) MMCbMEHHBIE MOSICHEHMS MO BbILLEYKA3AHHOMY QAKTY;

6) VHOOPMAUMIO O AQTE PA3SMELLEHUST YNOMSIHYTbIX PEKAOMHbIX OOHHEePOB W UX
N3roTOBUTEAE;
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B) MHOOPMAUMIO O TOM, HAO KAKOM OCHOBOHWWM B CBOEN AesitenbHocTn Ul <...>
NCNOAb3YET TOBAPHbIN 3HAK «DAPMAKOIMENKA®» C MPUAOKEHMEM COOTBETCTBYIOLLIVX
AOKYMEHTOB;

M) HOAAEXXALLE 30BEepPEeHHble KONun:
- cemaetenbcts VIHH n OIMPH UM <...>;

- AMUEH3MM HA OCYyLWeCTBAEHME OAPMAUEBTUYECKON AESITEAbHOCTM CO BCEMMU
nMMer L NMNCS NMPUNAOXKEHNSIMIA,

- MPABOYCTAHOBAMBAIOLLMX AOKYMEHTOB HA TOProBOe NMOMeELLEeHMe Nno aapecy: 644030,
r.OMcK, YA, 10-9 HepeaoBast, A. 26 B (CBMAETEABCTBO O NPABE COOCTBEHHOCTU, AOrOBOP
APEHAbLI U T.M.);

- AOrOBOPOB HA M3rOTOBAEHME U PA3MELLEHNE YNOMSIHYTOrO PEeKAAMHOro 6aHHepa C
NMEIOLWMMUCS  MPUAOKEHNSIMU U AOKYMEHTAMMU,  MOATBEOXKAQIOLLMMK  ONACTY
N3rOTOBAEHUS U PA3MELLIEHNS PEKAOMHOrO BAHHEPA;

- PO3PELLIEHNST HO YCTAHOBKY M SKCAAYATAUMIO PEKAAMHBIX KOHCTPYKUMIA, PA3MELLEHHDBIX
Ha ¢acaae 3AaHMs Ne 38 no np. Kapaa Mapkca B r. Omcke.,

OAHOBPEMEHHO YBEAOMASIO, YTO B CUAY CTATbU 12 DepAepAAbHOrO 3aKoHA «O pekAamen»
PEKACOMHbIE MOTEPUAABl UAM KX KOMUKW, O TAKKE AOroBOPbl HA MPOU3BOACTBO,
PAa3MeLLieHME U PACTPOCTPAHEHNE PEKACMbI AOANKHDBI XPOHUTBCS B TEYEHME FOAC CO AHSI
MOCAEAHEro PACMPOCTPAHEHUST PEKAOMbI MAN CO AHSI OKOHYOHUST CPOKOB AEMNCTBUS
TAKUX AOTOBOPOB.

Mpwn atoMm ctatben 14.31 Koaexkca Poccuickon Peapepaumm 06 AAMUHUCTPATUBHDBIX
NPABOHAPYLUEHUSIX  MPEAYCMOTPEHA  AAMUHUCTPATMBHAST  OTBETCTBEHHOCTb  3Q
HOPYLWEHNE CPOKOB XPAHEHMST PEKAAMHbBIX MOTEPUAAOB.

OAHOBPEMEHHO  MPeAYrnpexAQlo,  4ilo  HernpeACrtaBAeHe B PeAEPANbHBIVI
QHTVIMOHOMOAbHbBIVI OPraH, ero TeppUTOpPUAAbHbIVI OPraH CBEeAeHW (MHPOpMAUMKM), a
PABHO MPEAOCTAOBAEHNE TAKMX CBEASHWA (MHPOPMALMKM) B HENOAHOM Obbeme MM B
MCKOXKEHHOM BUAE MO0 MOEeAOCTABAEHNE HEAOCTOBEPHbIX CBEASHWV (MHPOPMALMM)
BAEYeT 3a cobovi QAMUHNCTOATMBHOE HOKA3AHUNE B BUAE QAMUHVCTOQTMBHOIO LUTOAQA B
cooTBerciBMM ¢ Yactelo 6 crarbm 19.8 Koasekca Poccuvickort Qeasepauym ob
AAMUHNCTOATVBHbIX MOABOHAPYLLIEHUSIX.

SIBKO MPEACTABUTEAST AULIA, B AENCTBUSIX KOTOPOrO COAEPIKATCS MPU3HAKN HOPYLLEHMS]
3aKOHOAOTEAbCTBA Poccumckon Pepepaumm 0 pekname — UM <...>, AAS y4acTus B
PACCMOTPEHNN AEAQ MO MPU3HOKAM HAPYLLIEHNST 3AKOHOAQTEABCTBA POCCUNCKOM
Pepepaumm o pekrame 0653aTeAbHA.

[MpeaceapaTens Kommcenn <...>



