OMPEAEAEHWE
O 3aMeHe AU, No AeAy Ne 3-24-36/00-08-15
20 okTab6ps 2015 . r. Mocksa

Kommccma OAC Poccum no PACCMOTPEHMIO AEA, BO3BYXKAEHHBIX MO MPU3HAKAM
HOPYLLEHMS 3AKOHOAQTEABCTBA O PEKAAME B COCTOBE:

<..>,

PACCMOTPEB MATEPUAAB AEAA O PACMPOCTPAHEHNN PEKAAMbBI  AEKAPCTBEHHOIO
npenapaTta «[MMmMadyumH» B Hosibpe 2014 r. HO TEAEKAHOAOX «[1epBblt KOHOA», «PEH TB»,
«THT», «kO-TB»

B MPUCYTCTBUN AUL, YHOCTBYIOLLINX B AEAE:

OO0 «ACTEANAC PAPMA TIPOAAKLLEH» (topmandeckuin appec: YA.MApKCUCTCKaSI,
A 16, 1. Mockea, 109147, OIPH 1147746234701; WHH/KIMM 7709948951/770901001, aAaTa
perncTpaumm 07.03.2014) - <...> (aoBepeHHOCTb 6/H oT 14.10.2015);

OAQO «[lepBbl1 KAHOA» (IOpPUAMHECKMA appec: YAAKaaemumka Kopoaesa, A.19, T.
Mocksa, 127000, OIPH 1027700222330; WHH/KMM 7717039300/771701001, aaQTta
permctpaumm 28.02.1995) — <..> (aoBepeHHoCTb Ne 350 o1 23.12.2014);

3A0 «TeaekomnaHumsg PEH TB» (topuandeckmnm aapec: 3ybosckmnm Byabeap, A.17, kopn. 1,
r. Mockea, 119847, OI'PH 1027700541549; WHH/KMNM 7704013792/770401001, acQTa
permctpaumm 09.10.1997) — <..> (AoeepeHHocTb Ne 101/15 o1 19.10.2015);

OAO «THT-TeneceTb» (tOPUANYECKNI aApeC: KpacHonpecHeHcKkasa HabepexkHas, A.12,
LUMT-2, noabesp 7, r. Mockea, 123610, OIPH 1027700130149; WHH/KIITI
7703171771/770301001, aata pernctpaumm 26.08.1997) —<...> (poBepeHHOCTb Ne 10-
)K/2015 o1 03.03.2015);

OO0 «OTB-Meana» (topuandecknin aapec: yA. OAbxoBcKkast, A4, koprn. 2, r. Mocksa,
105066, OIPH 1087746178453, WHH/KMM 7707653712/770101001, AQTO pernctpaumm
07.02.2008) — He SIBUACS], yBEAOMAEH,

YCTAHOBUAA:

Pekanama peuenTypHOro AEKAPCTBEHHOIO npenapaTta «MTMMagyumH»
PACMPOCTPAHSIAACL B HOSI6pe 2014 road HO TEAEKAHAAQX «[1epBbli KOHAA», «PEH TB»,
«THT», «lO-TBw.

B pekAnaMHOM BMAEOPROAMKE AEKAPCTBEHHOMO NMpenapaTa «[MMMMadyumH» CoobLaeTcst O
HEODXOAMMOCTN KOMMAEKCHOTO AEYEHUST AAS YCTPAHEHUST MPUYUH  MOAOYHULBI 1
AEMOHCTPUPYHIOTCST TPU GOPMbl BbIMYCKA ASKAPCTBEHHOrO MNpenapaTta «[MMadyumH»:
Cynno3UTOPUM  BArMHAAbHBIE  «[TMMADYUMH», TABAETKM, MOKPbITbie  OBOAOYKOMN
«[IMMAQyUMH»,  KPEM  AASl  HAPY>XKHOrO  MpUMeEeHeHus1 «[umadyumH». B poanke
NPOUN3BOAMTCSI  MOKA3  YMAKOBOK AEKAPCTBEHHOro npenaparta «[nuMadpyumH» C
CUHXPOHHBIM FOAOCOBBIM OBO3HAYEHMEM HOMMEHOBAHUST KOXKAOM U3 DOPM BbiMyCKA
AQHHOrO nMpenapara.

COrAQCHO MHCTPYKLUMW MO MPUMEHEHMIO ASKAPCTBEHHOrO NMpenapaTta «[MMAadyLUmnH» B



dopME KpeMa AAST HOPY>KHOrO NPUMEHEHUS, permcTpaumoHHbin Homep I N013552/02, B
COCTOB AEKAPCTBEHHOrO npenapata «[MMAdyumH» BXOAUT QAKTMBHOE BELLECTBO
HATAMUUMH, 20 MI, O YCAOBME OTIMYCKA M3 ANTeEK — MO peLenTy.

Taknm obpa3om, NpenapaT «[MMMAPYLUH» B GOPME KPeMa AAS HOPYYKHOrO MPUMEHEHMS
SBASIETCS PELEenTYPHbIM AEKAPCTBEHHBIM MPENAPATOM.

CornacHo 4yact 8 cratb 24 PepepanbHoro 3akoHa ot 13.03.2006 Ne 38-03
«O pekname» (panee — 3AKOH O PEKAaME) PEKAOMA AEKAPCTBEHHbIX MPEnapaToB B
GOPMAX U AO3SNPOBKAX, OTIYCKAEMbIX MO PELEnTaM BPAYen, He AOMYCKAETCS MHAYe KAK
B MECTAX MPOBEAEHNST MEAULIMHCKUX UAN GAPMALEBTUYECKUX BBICTOBOK, CEMUHAPOB,
KOHOEPEHLMIN N NHBIX MOAODHBIX MEPOMPUSITUN N B MPEAHA3HAYEHHBIX AAST MEAVLIMHCKUX
N APMALEBTUYECKUX PABOTHUKOB CNELMAAM3UPOBAHHbBIX MEYATHBIX U3ACHUSIX.

Takm 0BpPA30OM, B PEKAAME PELENTYPHOro AEKAPCTBEHHOIrO NPENAPATA «[MMADYLUMHY,
PACMPOCTPAHSIBLUENCS B HOSIBpe 2014 1. HO TEAEKAHOAOX «[1epBbll KAHAA», «PEH TB»,
«fO-TB», «THT» yCMATPUBAKOTCSI MPUIHAKM HAPYLLEHMST YOCTU 8 CTATbM 24 3AKOHA O
pEeKAaME.,

B cooTtBeTCTBMM C 4ACTbiO 6 CTATbM 38 3AKOHA O PEKAOME PEKAOMOAOTEAb HECET
OTBETCTBEHHOCTb 30 HApylweHne TpebOoBAHMN 3AKOHOAOTEALCTBA Poccumckom
Peapepaumm 0 pekAaMe, YCTAOHOBAEHHBIX CTATbEN 24 3aKOHA O pPeKAaMe,

B cooteerctBMM C 4acTbo 7 ctatbn 38 DepepaAbHOro 3akoHa «O  peKkAaMe»
PEKAOMOPACMIPOCTPAHNTEAD HECET OTBETCTBEHHOCTb 34 HApylleHe TpebosaHui,
YCTOHOBAEHHbIX YACTSIMK 7 — Q cTaTbM 24 DepAepAAbHOro 3aKoHA «O pekAamMe,

Onpeaenernem ot 18 ceHtabpsa 2015 roaa (ucx. AK/50457/15 ot 18.09.2015) o
BO3OY>KAEHUN Aena Ne 3-24-36/00-08-15 no NMpU3HAKAM HOPYLLUEHWST 3AKOHOAOTEABCTBA
Poccumckom Qepepaumm O PeEKAAME K yYACTUIO B Aene npuBAedeHbl OOO «ACTeAAdC
Qapma  MpoadKileH» B KAYECTBE PEKAOMOAQATEAST PEKAOMbI  AEKAPCTBEHHOrO
npenapata «[umadyumH», a Takke 3A0 «Tenekomnanmst PEH TB» 1 OOO «KOTB-Meana»
B KOYECTBE PEKAAMOPACMPOCTPAHUTEAEN AQHHOMN PEKAQMbI.

COrAaCHO NMMCbMeHHbIX 0bbsicHeH OO0 «Acteanac Papma MNpoaaKLLeH» obLecTBO
HE 3AKAKYOAO AOrOBOPOB MO PA3MELLEHMIO PEKAOMbI AEKAPCTBEHHOMO MpPenapaTa
«"TMaoyumH» (B GOpPME KPEMA AAST HAPYXXHOTO TMPUMEHEHUST) U HE  SIBASIETCS
NPOUN3BOAUTEAEM AEKAPCTBEHHOIO npenaparta «MmadyumH», CorAQCHO MHOOPMALMK
[OCYAQPCTBEHHOIO PEECTPA AEKAPCTBEHHBIX CPEACTB BAOAEABLEM PEMMCTPALMOHHOIO
YAOCTOBEPEHUST AEKAPCTBEHHOIO npenapaTa «[nmadyumH» Ne [T NO13552/02 aeasieTcs
KOMMAHUS «ACTEAANDC dapma tOpon b.B.» (HnaepAaaHAbl), MMeIoLLLas
NPEeACTABUTEABCTBO HA TeppuTopmnmn Poccumckom Geapepaumu.

3A0 «TenekomnaHmst PEH TB» NpeACTOBUMAO MUCbMEHHBIE OBBSICHEHMSI, COFAQCHO
KoTopblM 3A0 «TeaekoMnaHust PEH TB» He OCyLLECTBASIET TEAEBU3VIOHHOIO BELLAHMUSI,
OBA0AATEAEM AVLEH3UMN HO TEAEBUBMOHHOE BELLIOHME U yupeanTenem CMU TenekaHaA
«PEH TB» aeAasieTcss OOO «AKLIEMT».

OO0 «lOTB-Meamna» 3a51BUAOC XOAQTANCTBO O 3AMEHE HEHOAAEXALLLErO AMLA B CBSI3N C
TeMm, 4to TenekaHan OO0 «KOTB-Meana» He OCYLLECTBASIET TEAEBU3MOHHOE BELLOHME
CMU TenekaHan «kO-TB». Yupeamntenem u seutatenem CMUN tenekaHaA «fO-TB» saBAsieTCS
3A0 «TB cepsuCo.



YUnTBIBAST MBAOYKEHHOE, HEODXOAMMO MPON3BECTM 3AMEHY YUYACTBYIOLLMX B AEAE AU, W
MPEUBAEYD K YHYOCTUIO B AGAE:

B KA4YeCTBe PEKAAMOACTEAS.

MNpeACTaBUTEABCTBO KOMMAHUM «AcTtennac Papma KOpon b.B.» B Poccun (NOYTOBRLIN
aapec: yA. MapkeuncTtekast, A.16, 1. Mocksa, 109147);

B KOYECTBE PEKAAMOPACTPOCTPAHUTEASI:

OOO «AKUEMT» (TeanemadnoHHbIM KOHOA PEH TB) (topuandeckmm aapec: 3yOOoBCKui
6yabBap, A. 17, kKopn.1, r. Mockea, 119847; noutoBbin aapec: 3yboeckunm 6yabeap, A. 17,
kopn.1, r. Mockea, 119021; KIMIM 770401001; UHH 7704241848; OI'PH 1027700418811, paTa
permctpaumm: 12.11.

3AO «TB cepBuc» (lopramdecknin aapec: boabion TwnHckun nep., A.43, r. Mockea,
123557; nodtoBbli appec: yA. Oabxosckas, A4, kopn. 2, r. Mockesa, 105066; KIrl
770301001; UHH 7703136921; OI'PH 1037739654215, pata pernctpaunn: 14.02.2003).

B cootBeTCTBUMM C NYHKTOM 32 [MPABUA PACCMOTPEHNS AHTUMOHOMOABHBIM OPFAHOM AEA,
BO3OY>KAEHHBIX MO MPU3HAKAM HOPYLLIEHNS 3AKOHOAQTEALCTBA Poccumckom Geaepaumm
O pekaname, Kommccus

OlNMPEAEAUAA:
1. [pon3BeCcT 3aMeHy AUL, YYOCTBYIOLLMX B AEAE:

MOU3HATb  AULCAMKW, B AEWCTBUSIX KOTOPLIX COAEPXKATCS MPUSHAKM  HAPYLLUEHUS
30KOHOAOQTEABCTBA O PEKAAME:

PEKAOMOAATENAL - [PEACTABUTEALCTBO KOMMNAHUKM «AcTennac Oapma tOpon B.B.» B
Poccum (NodToBbIN appec: YA. Mapkeuctckast, A.16, . Mocksa, 109147);

pekanamopacnpocTpanutenb - OOO  «AKLEMT» (TeAeBM3MOHHbIM  KAHOA PEH  TB)
(topuandeckmnm aapec: 3yboscknmn 6yabsap, A. 17, kopn.1, r. Mockea, 119847; No4ToBLIN
aapec: 3ybosckmm 6yabeap, A. 17, kopn.1, r. Mockea, 119021; KM 770401001; WHH
7704241848; OI'PH 1027700418811, poata permnctpaumm: 12.11.2002);

pekAaMopacnpocTpaHnTenb - 3AO «TB cepBuC» (lOpUAMYECKUA aapec: BoAbluon
TrwmHcKkmnm nep., A.43, 1. Mockea, 123557; no4ToBbIN appec: YA. OAbXOBCKASI, A.4, KOpPI. 2,
r. Mockea, 105066; KM 770301001; WHH 7703136921; OIPH 1037739654215, aaTa
permctpaummn: 14.02.2003)

NCKAIOYNTb N3 YHACTHMKOB AEAQ!

3A0 «TeaekomnaHug PEH TB» (topuandeckmnm aapec: 3yboscknm Byabeap, A.17, kopn. 1,
r. Mocksa, 119847, OIPH 1027700541549; WHH 7704013792; KM 770401001, aata
pernctpaumm 09.10.1997);

OO0 «OTB-Meana» (topmandecknin aapec: yA. OAbxoBcKkast, A4, koprn. 2, r. Mocksa,
105066, OI'PH 1087746178453, NHH 7707653712, KIMIM 770101001, AQTa perncrtpaumm
07.02.2008).



2. MpeacTaBUTEABCTBY KOMMNAHKM «AcTenrnac Gapma tOpon B.B.» B POCccnm HOAAEXUT B
cpok A0 18 Hos1Bps 2015 roaa npeactaBute PAC Poccum caepyolme AOKYMEHTHI U
MOTEPUAADI:

CBUMAETEABCTBO O BHECEHMM B CBOAHbBII FOCYAQPCTBEHHbBIN PEECTP AKKPEANTOBAHHbBIX
Ha TeppuTopun Poccumckom Pepepaumm NpeACTOBUTEAbCTB MHOCTOAHHBIX KOMMAHWNA,
BolaAGHHOE PIY «[OCYyAQPCTBEHHAS PErncTpaAUMOoHHAS NAAATa npvt MUHUCTEpCTBE
tocTnUmm Poccumckom Gepepaumim»;

KOMIO MOAOYKEHMS O MPEACTABUTEABCTBE B ASNCTBYIOLLEN PEATKUNMN;
KOMUIO AOBEPEHHOCTV PYKOBOAUTEAS MPEACTOBUTEABCTBA;

KON PA3PELLINTEABHBIX AOKYMEHTOB (PErMCTRALMOHHOMO YAOCTOBEPEHIS, AULIEH3N HO
MPON3BOACTBO U MP.) HO AEKAPCTBEHHOE CPEACTBO «[TUMADYLINHY;

KOMMIO MHCTRYKLMM MO MPUMEHEHMIO ASKAPCTBEHHOrO CPEACTBA «[TUMADYLMH» B dOopMe
KpemMa AASI HOPYYKHOMO MPUMEHEHSI;

0B6pPA3Lbl YNAKOBOK AEKAPCTBEHHOrO CPEACTBA «[IMMAdYLUMH» B GOPME KPEMA AASI
HAPY>KHOIO MPVIMEHEHSI;

rOAPUKM PACMPOCTPAHEHNS HO DEAEPAABHBIX TEAEKAHAACX PEKAAMbI AEKAPCTBEHHOO
cpeAcTBa «[TMMAdyLMH» B Neproa € HOs1I6ps 2014 1. no Hosi6pb 2015 T.;

KOMKM  AOrOBOPOB, MAQTEMHBIX MOPYYEHUA U UHbIX OUHOHCOBBLIX AOKYMEHTOB, HA
OCHOBQOHWMM  KOTOPbLIX PACMPOCTPAHSIAACH PEKAOMA  AEKAPCTBEHHONO CPEeACTBA
«IMMadyumH» B Nepuroa C Hosibpst 2014 r. MO HACTOSILLEE BPEMST HO DEAEPOAAbHbBIX
TEAEKAHOAOX;

KOMMM PEeKAaMbl (3anmncb Ha CD-pMCKe, MAKeTbl, 0bpasubl M MNP.) AEKAPCTBEHHOMO
cpeACTBA «[TMMADYLMHY, PACTPOCTPAHSIBLLENCS B NEPUOA C HOS1I6pS 2014 r. NO HONBPb
2015 1. HO PEAEPAABHBIX TEAEKAHOAOX;

MMCbMEHHbIE OO BSICHEHWS MO CYLLECTBY MNPEADBSIBASIEMbIX NOETEH3NN.

Bce AOKYMEHTb AOAXHbI OblTb 30BEPEHbI MOAMUCBID PYKOBOAUTEAST U MNEYATbIO
MNpeacTaBUTEALCTBA KOMNAHMK «AcTennac Papma tOpon b.B.» B Poccuum.

3. 3A0 «TB cepBUC» HOAAAEXUT B CpPOK A0 18 Hoabpsa 2015 roaa
npeactaesmntb PAC Poccrm caepyrolme AOKYMEHTbI M MATEPUAADI:

KOMMN  yd4peAUTEAbHBIX AOKyMeHToB 3AO «TB cepBuc» (YCTOB, CBUAETEABCTBO O
NOCTOHOBKE HA HOAOIOBbIN YYET, CBUAETEABCTBO EMPIOA M MHBIE) C MOCAEAYOWMMU
N3MEHEHWSIMU;

KOrMmMm AOKYMEHTOB, NMOATBEPIKAAQIOLLIMX NMOAHOMOYN ST TEHEPAABHOIO ANPEKTOPA;

KON PA3PELLINTEABHBIX AOKYMEHTOB (PErMCTRALMOHHOMO YAOCTOBEPEHNIS, AULIEH3N HO
MPON3BOACTBO U MP.) HO AEKAPCTBEHHOE CPEACTBO «[TUMADYLINHY;

KOMUIKO MHCTPYKLUMK MO NMPUMEHEHUNIO AEKAPCTBEHHOIO CPEACTBA «[IMMADYLNH» B OpME
KpeMa AN HAOPY>KHOI O nonMeHeHusl,



rPAPUKM  PACMNPOCTPAHEHNST HA TeAekaHaAe «lO-TB»  pekAaMbl  AEKAPCTBEHHOIO
cpeAacTea «[IMMadyLmH» B nepuoa ¢ Hos16ps1 2014 roaa no HosI6pb 2015 1

KON  AOrOBOPOB, MAQTEMHBIX MOPYYEHUNA U UHBbIX OUHOHCOBbLIX AOKYMEHTOB, HA
OCHOBQOHMM  KOTOPbIX PACMPOCTPAHSIAQCE  PEKAAMA  AEKAPCTBEHHONO CPEACTBA
«[IMMadyumH» B nepuroa, ¢ HosI6ps 2014 r. no no Hosbpb 2015 1. Ha TeAekaHaAe «KO-TB»;

KoM pekAambl (3anmmcb Ha CD-aMcke, MAkeTbl, obpasubl U NpP.) AEKAPCTBEHHOro
cpeAacTBa «[MIMMAdYUUH», PACNPOCTPAHSBLUENCS B MEPUoA € HosiB6ps 2014 r. no HosBpb
2015 r. Ha TenekaHaAe «lO-TB»;

MMCbMEHHbIE OO BSICHEHNS MO CYLLLECTBY MPEADBSIBASIEMbIX MOETEH3NI.

Bce AOKYMEHTbI AOAYKHBI BbITb 3ABEPEHBI MOAMUCHIO PYKOBOAUTEAS 1 NevaTbio 3A0 «TB
CEepBUCH.



