OMNPEAEAEHWUE
0 BO3OYKaeHM pena Ne 3-24-13/00-08-16
MO MPW3HAKAM HAPYLLEHMST 3AKOHOAQTEABCTBA
Poccumncikom Qeapepaumm 0 pekAname
21 mapTa 2016 . r. Mocksa

MNpeaceaatenb Kommccum PGAC Poccum no pACCMOTPEHMIO AEA, BO3DYXKAEHHbIX MO
NPU3HAKAM HAPYLLEHWS 3AKOHOAQTEABCTBA O PEKAAME, <....>, PACCMOTPEBR MATEPUAADI
o) PACNPOCTPAHEHNN PEKAQMbI AVIHEMKN AEKOPCTBEHHONO  MPEnapaToB  C
MCMOAb3OBAHMEM  TOBAPHOro 3Haka «MoaaAnb» OOO  «TeBa» B >KYPHAAE
«PapmauepTnyeckmin BectHrk» Ne 1/830 ot 19.01.2016,

YCTAHOBUA:

B ®AC Poccum noctynmao obpatlerHne OAO «'epeoH Puxtep» (BeHrpusy), nmetoLero
MNPEeACTOBUTEABCTBO HA Tepputopun PO, C npeteHsnen K pPekAaMe AVHEVKM
PEeUeEnTYPHbIX AEKAPCTBEHHbBIX MPENAPATOB C WCMNOAb3OBOHMEM TOBAPHOIrO 3HAKA
«MOASAAb», KOTOPAST PACMPOCTPAHSIAACH B CMELUMAANINPOBAHHOM MEYATHOM U3AQHUM
ANS MEAULIMHCKNX PABOTHMKOB YKypHaAe «DapmaLleBTUYeckn BecTHuik» Ne 1/830 ot 19
aHeApPs 2016 roaaq.

ANCTPUBBLIOTOPOM YKA3AHHbBIX AEKAPCTBEHHbBIX NpenapaTtos siBAsieTcst OO0 «Tepav.

PekAaMa AMHENKM PeLLENTYPHbBIX AEKAPCTBEHHbBIX MPENAPATOR C YKA3AHMEM TOBAPHOIrO
3HAKA «MoASAAb» (cBUAETEABCTBO Ne 280311) pAChPOCTPOHIAACH HA MOCAEAHEN
CTPOHULE  >KYPHOACD «DAPMALEBTUYECKNIN BECTHUK» MOA 3AroAoBkoM «Obeperaet
HOCTOSILLYIO AtOOOBb» C MCMOAB3OBAHNEM CAEAYIOLNX YTBEPIKAEHNI:

«MOASAAD — YHUKAABHOST! KOAAEKLMST OPAABbHbBIX KOHTPALENTBOB. KOXKAbIM NpenapaT
YUYNTBIBAET UHAMBUAYOAbHbIE  MOTPEOHOCTU  KEHLWMHbL2  [TOMUMO  3AWUTHl  OT
HEMKEAOTEABHOM BEPEMEHHOCTM, OH MOMOraeT PELLUTb OAHY U3 NPOBAEM: CNOCOBCTRYET
BOCCTOHOBAEHNIO PEMPOAYKTMBHOMO 3A0POBbLSI, MPENSITCTBYET OBPA30BAHMIO OTEKOB U
HOBOPY BECA,” HE BAMSIET HO AQKTALUMIO U PA3BUTUE PebeHKa, YCTPAHSIET NpobAemy C
KOMEN 1 BOAOCAMU™ ™ 1 npoyee.! !

MOASAAb — 3TO BO3MOMHOCTb HOXOAUTb WHAMBUAYOAbBHOE pPELLIEHE BOMPOCa
KOHTPALENUMN U NEPEXOANTD HO APYroM NPEenapaAT 13 AUHENKN, ECAM 0BPA3 MU3HAN U
NOTPEOHOCTU YKEHLLIMHBI MBMEHATCS, 1 T »

B cHOCKQOX YyKQ3bIBOAOCD:
*CNpaBEAAMBO AAST KEHLLMVH C 3AAEPXKKON YKUAKOCTU B MOEAMEHCTRYOAbHbBIN MEPUOA..
**CnpaBeAAUBO AAS XKEHLLIMH C SIBAEHUSIMU TUMNEPAHAPOrEHNN,

AQAee NMPUBOASITCSI CHOCKM € 1 nNo 14. B CHOCKOX YKQ3bIBAKOTCSI HA3BAHUST PA3AUYHBIX
NyOAMKAUMA  HAYYHBIX MCCAEAOBOHMIA COOTBETCTBYIOWEN TEMATUKM U OBAQCTU
NPUMEHEHNST U NHCTRYKUMW MO MEAMUMHCKOMY MPUMEHEHVIO NpenapaTtoB «MOASAAb
MNbtop», «Moa3AAb [po», «MopaAAL Mam», «MOASAAL TPEHAY.



B pekname yKasbiBAETCSl, 4YTO MPUMEHEHME MPEenapaToB  AUMHEMKM  «MOASAALY
CNOCOOCTBYET BOCCTOHOBAEHMIO PEMPOAYKTVMBHOIO 3A0POBbSI U MPENSTCTBYET
0BpPA30BAHMIO OTEKOB 1 HOBOPY BECA.

COrAQCHO  UMHCTPYKUMM MO MPUMEHeHMo  npenapata  «MoaaaAb  [lpo»  (Homep
PErMCTPAUMOHHOrO YAOCTOBEPEHMS — AlNM-002882) NOKA3AHMEM K MPUMEHEHNIO AQHHOTO
NPENApPATA SIBASIETCS KOHTPALEMUMS.

COrAQCHO  UHCTPYKUMM MO  MPUMEHeHuo npenapata  «Moaaanb  Mam»  (Homep
PErMCTPALMOHHOIO YAOCTOBEPEHNST — AlM-002412) NOKA3AHMEM K MPOUMEHEHNIO AQHHOIO
NPEnApATA SIBASIETCS KOHTRALEMUMS.

COrAQCHO  MHCTPYKUMM MO  MPUMEHEHMIO npenapata  «MoaAsAAb  TpeHA»  (HoMmep
PErMCTPAUMOHHOIO YAOCTOBEPEHMS — AlNM-002915) NOKA3AHMEM K MPUMEHEHUIO AQHHOIO
NPEenapaATA SIBASIETCSI KOHTPALEMNUMS, KOHTPALEMUMST M AeYEHME YIPEBON ChiN CpeAHeN
TSDKECTU, KOHTPALEMNUMS U AeHEHME TSHKeAOM GopMbl [TMC.

COrAQCHO  VHCTPYKUMM MO MPUMEHEHMIO npenapaTta  «MoASAAb  [blop»  (HOMeEP
PErnMcCTPAUMOHHOro yaoctoeepeHnsi —ACP-001278/08) NOKA3AHMEM K MPUMEHEHWIO
AQHHOIO MPENAPATA SIBASIETCSI KOHTRALEMNUMS Y SKEHLWLMH C SIBAEHUSIMU QHAPOMEHN3AUMA,
AEYEHME AHAPOrEH3ABNCUMbIX 3AO60AEBAHNN/COCTOSIHAM Y YKEHLMH ("BYABIrOpPHbIE" YU
(acne papulopustulosa, acne nodulocystica);, cebopes; AHAPOreHHAs1 aAoMeumst;
FMPCYTU3M).

COrAQCHO MHCTRYKUMSIM MO MPUMEHeHMIo npenapartoB «MoaaAAb [lpo» 1 «MoASAAb
TpeHA», APOCMUPEHOH, COAEPMKALWMNCS B YKO3AHHbIX MPEnapaTax, CnocobeH
NPEeAYNPEXAATb YBEAUYEHME MACCHI TEAQ 1 NMepUudepudeckme OTeku.

NHCTPYKUMM MO NpUMeHeHUo npenapaTtoB «MoaaAAb [lbop» M «MoAaAAbL Mawm» He
COAEPKAT YKA3AHHBIX CBOMCTB M XAPAKTEPUCTUK,

COOTBETCTBEHHO HM OAVH 13 YKA3AHHBIX MPENAPATOR HE COAEPMKUT TAKUX MOKA3AHUA K
NMPVMEHEHNIO  KOK BOCCTOHOBAEHME PEMPOAYKTMBHOMO 3A00QO0BbSI, MPENSITCTBOBAHME
0B6pPA30BAHMIO OTEKOB 1 HOBOPY BECA.

B pekaname coobuaeTcsl, YTo NpUMEHEHME NPEnapATOB AMHENKUN «MOASAAB» YCTPAHSET
NPOBAEMY C KOXKEN 1 BOAOCOMM.

MK 3TOM COrAQCHO UMHCTPYKLUMU MO MPUMEHEHNIO TOAbKO NpenapaTthl «MOASAAb TpEHA»
n «Mop3AAb Tblop» OBAAAQKOT COOTBETCTBEHHO TAKUMM MOKA3AHWSMM, KAK A€YEeHMe
YFPEBOW CbiNMM CPEeAHEN TSHKECTU U "'BYAbrApHble" yrpu (acne papulopustulosa, acne
nodulocystica); cebopest; AHAPOreHHAsT AAONELMS; TUPCYTU3M.

COrAQCHO MHCTPYKUMM MO MPUMEHEHUIO npenapata «MoASAAb [1po», APOCMNPEHOH,
COAEPKALLMNCS B YKA3AHHOM MpenapaTe, 0OAAAQET OHTUAOHAPOMEHHOM AKTUBHOCTBIO U
CNOCOBCTBYET YMEHBLUEHMIO YIPEBOWM ChiM (AKHE), YXMPHOCTU KOXKM 1 BOAOC.

NHCTPYKUMS MO MPpUMEHEHMIO npenapatd «MoAaAAb MAM» HE COAEPKUT YKA3AHHbBIX
CBOWNCTB N XOPAKTEPUCTUK.

B MHCTPYKUMSX MO MPUMEHEHMIO npenapatos «MoaaAAb [lpo» 1 «MopaaAAb  Mam»
YKQA3AHME HO MEAUNLIMHCKOE MPUMEHEHNE AQHHBIX MPENAPATOB K KOXXHBbIM 306 0AEBAHNSIM
HE COAEPXKUTCSI.



OAHOKO B pPeKAOME YKO3bIBOETCSI HA BO3MOYKHOCTb TAKOrO MPUMEHEHUsT BCex
NPenapaAToB, 0OO3HAYEHHbIX TOBAPHbBIM 3HAKOM «MOASAADY.

Taknm 0BpaA3OM, B PACCMATOMBAEMOW PEKAOME COOBLIAETCS O BO3MOYKHOCTU
NPVMEHEHUST U UCMOAb3OBAHKS MPEnapaToB «Moa3AAb [po» 1 «MoaaAAb Mam» BHe
NOEASAOB MOKA3AHUN, COASPKALLUMXCST B UHCTPYKUMSX MO WX  MEAULMHCKOMY
NPEVMEHEHMIO.

Taioke B pekAaMe YKA3bIBAETCS, YTO KOXKAbIM MPEnapAT M3 AMHENKMU MNPEnapAToB,
OB03HAYEHHBIX TOBAPHBIM 3HAKOM «MOASAAb», HE BAUSIET HA AQKTAUMIO U POA3BUTUE
pebeHka.

OAHQKO B MHCTPYKUMSIX MO MPUMEHEHMIO npenapaTtos «MoaA3AAb [Tpo», «MOASAAb
TpeHa», «MopaaAAb Tblop» MNPOTVMBOMOKA3AHVMEM K MPUMEHEHUMIO SIBASIETCST MEepPUOA,
FPYAHOro BCKAPMAMBAHWS, AQKTALMSI,

COrAQCHO VMHCTPYKUMM MO MPUMEHEHUIO NPpenapaTa «MoaAAAb MaM» NpenapaT MOYKHO
MOUMEHSTb BO BPEMS TPYAHOrO BCKAPMAMBAHKMS., OAHOKO HEOBXOAUMO TLLATEAbHO
HOBAIOAQTE 30 PA3BUTMEM U POCTOM PebEHKaA MPU MPYAHOM BCKOPMAMBOHUM MPW
MPEUMEHEHMM YKA3AHHOr O NPenapaTa.

COOTBETCTBEHHO PACCMATPVBAEMAST PEKAAMA COAEPIKUT CBONCTBA U XAPRAKTEPUCTUKM
AESKAPCTBEHHbIX CPEACTB AUHENKN MPEenapaToB «MOASAAb» BHE MPOEAEAOB MOKA3AHUM,
COAEPIKALLMNXCS B UHCTRYKLMSIX MO NX MEAVLIMHCKOMY MPUMEHEHMIO.

CoranacHo 4actn 6 ctatbn 24 PepepdaAbHOro 3akoHa «O peKkAame» COooDLLeHe B
PEeKAOME O CBOMCTBAX U XAPAKTEPUCTUKAX, B TOM YUNCAE O Crocobax MPUMEHEHUS U
NCMOAb3OBAHUS, AEKOPCTBEHHbIX MPENAPATOBR U MEAULIMHCKUX U3ASAMIA AOMYCKAESTCS
TOABKO B MPEAEAOX MOKA3AHUM, COASPIKALLMXCS B YTBEPIKASHHBIX B YCTOHOBASHHOM
MOPSIAKE WHCTOYKUMSIX MO  MPUMEHEHUIO W UCMOAb3OBOHUIO  TAKUX OOBEKTOB
PEKAOMUPOBAHMSI.

Takmm 0BpA30OM, B PEKAOME AVMHENKM AEKAPCTBEHHbIX MNPenapaTos «MOASAAbY,
PACMNPOCTRAHSBLUENCS B YKypHAAe «DapMaueBTUYecknn BecTHmk» Ne 1/830 ot 19
aHeapst 2016 road, yCMATPUBAKOTCST MPU3HOKM HOPYLIEHUST 4acTn 6 CTatbM 24
PeAepPAAbHOrO 3aKOHA «O pekAaMmeD.,

B cooteeTrctBMM C 4acThio 6 ctatbyt 38 DepaepaAbHOro 3akoHa «O  pekAame»
PEKAOMOAOQTEAb HECET OTBETCTBEHHOCTb 3A HAPYLUEHME TPEBOBAHNM, YCTOHOBAEHHbIX
4acTbto 6 cTaTbU 24 PepAepPAAbHOrO 3aKOHA «O pekAamen.

PekAOMOAQTEAEM YKA3AHHOM pekAaMbl siasieTcst OOO «Teea» (OIPH 1027739033024,
NHH 7707282440, KM 770501001, aata pernctpaumm 01.08.2002; topnANHECKMNIA AAPEC:
yA. Banoeas, A. 35, . Mocksa, 115054).

Ha oCcHOBAHUM YOCTK 6 CTATbU 24, NyHKTA 2 4YacTh 1 ctatbun 33, YacTten 1, 2 ctatbn 36
PeAepaAbHOrO 3aKOHA «O pPEeKAaMe» U B COOTBETCTBUMK C nyHKTAmM 20, 21 MpaBmA
POCCMOTPEHMST  AHTVIMOHOMOAbHBIM  OPIraHOM  AE€A, BO3BYXKAEHHBIX MO  MPU3HAKOM
HAPYLLUEHNST 3AKOHOAOTEABCTBA Poccuickon Pepaepaumm O PEKAAME, YTBEPIKAEHHDBIX
NOCTAHOBAEHMEM [paBmTenbcTBa Poccuimckom Qeaepaumm ot 17.08.2006 Ne508,

OMNMPEAEAUA:



1. Bo3byautb Mpom3BOACTBO MO AeAy Ne 3-24-13/00-08-16 MO NPUBHAKAM HAPYLLIEHMS
30KOHOAQTEAbCTBA Poccuimckon Peapepaumm o pekaame.

2. MPU3HATb AVLIOM, YYACTBYIOLLIM B AEAE:

AVILIO, B AEMCTBUSIX KOTOPOrO COAEPIKATCS MPU3HAKA HOPYLLEHNST 30KOHOAOQTEALCTBA O
pPEeKAaME:

OO0 «Tesa» (OIPH 1027739033024, WHH 7707282440, KM 770501001, aaQTa
permctpaumm 01.08.2002; topmnandecknin appec: yA. Banosas, A. 35, r. Mockea, 1150564);

3ASIBUATEAD!

OAO «['epeoH Puxtep» (BeHrpus), nmetoLlero MpeaCTaBUTEAbCTBO HA Tepputopunn PO
(appec: 4-n AOBPBIHMHCKMIN MEePeyAoK, A. 8, r. Mockea, 119049, CenaeTenbcTBO Ne
8469.5 or 23052015 0O BHECEHMM B CBOAHbIMN TOCYAQPCTBEHHBIN pPEeEecTp
AKKPEANTOBAHHBIX HO TeppuTopun PO NpeACTABUTEALCTB MHOCTPAHHBLIX KOMMAHWI).

3. HazHauntb Aeno Ne 3-24-13/00-08-16 K paccMoTpeHuto Ha 15 anpeast 2016 B 15 yacos
30 MUHYT No aapecy: r. Mockea, MNbbkesckn nep., A. 6, kab. 311, 1. 8(499) 755-23-23 (BH.
474).

4, OO0 «TeBa» HOAASXKUT B cpok A0 12 anpens 2016 roaa npeacTtaButs PAC Poccumn
CAEAYIOLLME AOKYMEHTbI U MATEPUAADI:

KOMMN yYpeAUTEAbHBIX AOKYMeHTOoB OOO «Tera» (YCTAB, CBUAETEALCTBO O MOCTAHOBKE
HQ HOAOIOBbIV YYET, CBUAETEALCTBO EIMPIOA 1 MHBIE) C MOCAEAYIOLWLMMU MBMEHEHUSIMU;

KOrMmMm AOKYMEHTOB, NMOATBEPIKAAQIOLLIMX NMOAHOMOYN ST TEHEPAABbHOIO ANPEKTOPA;

KOMMU PA3PELLNTEABHBIX AOKYMEHTOB (PErMCTPALMOHHOIO YAOCTOBEPEHUS, AVILLEH3NN HO
NPON3BOACTBO UM MP.) HO AEKAPCTBEHHbIE NpenapaTbl «MOASAAbL [Tpo», «MoaaAAL Mamp,
«MoaaAAb TpeHA?, <k MOASAAD [1blop»;

KOMUW  MHCTPYKUMM MO MPUMEHEHNIO AEKAPCTBEHHbBIX MpenapaToR «MOA3AAL [1po»,
«MopAaAAb Mamy», «kMoASAAL TpeHA?, «MOASAAL [blop»;

KON  AOrOBOPOB, MAQTEMHBIX MOPYYEHUN U UHBIX OUHOHCOBBLIX AOKYMEHTOB, HA
OCHOBOHMWM KOTOPbIX PACMPOCTPAHSIAOCH PEKAOMA AEKAPCTBEHHbBIX MPEnapaToB C
MCMOAb3OBOHMEM TOBAPHOro 3HAKA «MOASAAB» B >KypHOAe «DapMaLeBTUYECKNM
BeCTHMK» Ne1/830 o1 19.01.2016;

KoMK  PEeKAaMbl  (MOKETbl, 0Bpa3upl KM MNpP.) AEKAPCTBEHHBIX MNPENAPATOB C
MCMOAb3OBAHMEM TOBAPHOIO 3HAKA «MOASAAL», PACMPOCTPAHSIBLLUMXCS B KYPHOAE
«PapmauesTryeckmin BeCTHMik» Ne1/830 ot 19.01.2016;

KOMMUN CBUAETEABCTB O PErMCTPAUMM TOBAPHBIX 3HAKOB «MOA3AALY , «MOASAAL [TpO»,
«MoaaAAb Mam», «MopaaAAb TpeHA», «MOASAAD [blop»;

MMCbMEHHbIE OO BSICHEHWS MO CYLLECTBY MNPEADBSIBASIEMbIX NOETEH3NN.

Bce AOKYMEHTbl AOAXHbI ObiTb 30BEPEHbI MOAMUCBIO PYKOBOAUTEAST U MNEYATbIO
OO0 «Teaw.



fleka npeactasutenem OO0 «Tera», B AENCTBUSIX KOTOPOIro COAEPIKATCST MPUIHAKM
HAPYLLUEHUST 3AKOHOAQTEABCTBA O PEKAAME, AASI YHACTUSI B PACCMOTPEHUN AEAQ MO
MNPU3HAKAOM HOPYLLUEHMUST 3AKOHOAOTEABCTBA Poccumckon Pepepaumm O pekAame
06a3aTenbHa (AAST MPEACTOBUTEAEN OPraHM3AUMA — MOAAMHHAST AOBEPEHHOCTb HA
NPEACTABAEHNE NHTEPECOB OPraHM3aumm no aAeny Ne 3-24-13/00-08-16).

Anst obecnedeHust nponyckoe B 3aaHMe PAC Poccur GOMUAMM MPEACTOBUTEAEN
HEOBXOAMMO COOBLNTDL 3APaHEE.



