PEWEHWE
no AeAy Ne 08/01/14.5-12/2021

O HapyuweHN AHTMOHOMNOABbHOIO 3AKOHOAAQTEABCTBA

r. Mockesa
Pe30AIOTMBHAS HOCTb PeLleEHNs orAalleHa «20» noast 2021 T,

B noAHOM ob6beme pelleHmne N3aroTOBAEHO «22» MoAs 2021 T,

Komuccuga QeaepanbHOM AHTUMOHOMOABHOM CAYXKObl MO PACCMOTPEHMIO
Aena Ne 08/01/14.5-12/2021 0 HOpYLWEHM QHTUMOHOMOABHOIO
30KOHOAQTEABCTBA B COCTABE:L...>,

paccMoTpes B npucyTcTemm npeacTasutenen OO0 «HoeapTtnc Gapman
<..>, <..>unnpeactasutenen OO0 «MamoHT Papm» <...>,

Aeno Ne 08/01/14.5-12/2021 o HApYLLEHNMN AHTUMOHOMOABHOIO
30KOHOAQTEABCTBA MO NpU3HaAKam HapyLueHmns OO0 «MamoHT Qapm» (OIPH
1127747170374, HH 7736652008, appec: 119331, r. Mocksa, np-KT
BepHaacKkoro, A. 29, aT. 12, n. |, kom. 5 (OD.1203A)) ctatbu 14.5
PeaAepAnbHOrO 3aKOHA OT 26.07.2006 Ne 135-P3 «O 3aLMTE KOHKYPEHLM»
(aAanee - 3aKoH «O 3anNTE KOHKYPEHLIMNY®),

YCTAHOBUAA:

B ®eaepanbHYytO QHTUMOHOMOABHYIO CAYXKOY MOCTYNMAO 3aseAaeHne OO0
«HoeapTtnc Gapmar (Aanee TaKke — 3AsBUTEAB) O HOPYLLEHNN
OHTVMMOHOMOABHOIO 3AKOHOAQTEABCTBA CO CTOPOHB OO0 «MamoHT Papm»
(aanee Take — OTBETUMK), BbIPA3KBLLUEMCS B HE3AKOHHOM UCMOAb30OBAHM
n3obpeTteHuns No nateHty Ne 2348627, npaBOOBACAATEAEM KOTOPOIO
aBAsieTcst koMmnaHmst Hosaptmuc Al (Novartis AG), npy Npon3BoOACTBE U
PEOAV3ALMN AEKAPCTBEHHOIO NpenapaTa «HUAOTUHMG» (MHH HUAOTVHMO) MO
PErMCTPAUMOHHOMY yAocToBepeHntio Ne AMN-003879 o1 05.10.2016. 3asiBUTEAb
NPOCUA MPU3HATb AQHHBIE AENCTBUSI OTBETUYMKA OKTOM HEAOBPOCOBECTHOW
KOHKYPEHUMW, 3anpeLleHHbIM CTatben 14.5 3akoHa «O 3anTE KOHKYPEHLMN»,
1 BbIAOTE OTBETUMKY NPEAMMCAHME O MPEKPALLEHNN AEVNCTBUN, HOPYLLAKOLLINX
OHTUMOHOMOABHOE 30KOHOAATEALCTBO, NYTEM MPEKPALLLEHUST AENCTBUIN MO
BBOAY B OBOPOT AEKAPCTBEHHOIO NPENAPATA «HUAOTUHNOY,



OTBETUYMK C YKA3OHHBIMU TPEDOBAHMSIMN HE COTAQCUACS, YKO3OB B
MMCbMEHHbIX NOsICHEHMSIX OT 25.02.2021 (Bx. Ne 31302/21 o1 26.02.2021) HO
OTCYTCTBME B €0 AENCTBUSIX COCTABA MNPABOHAPYLLEHUSI,
NPEAYCMOTPEHHOIro ctathen 14.5 3akoHa «O 3aWmTe KOHKYPEHLUMNY,

[MOOAHAAM3MPOBABR MMEIOLLIMECS B MATEPUAAOX AeAd Ne 08/01/14.5-12/2021 o
HOPYLWEHU OHTUMOHOMOABHOIO 3AKOHOAQTEALCTBA AOKA3ATEABCTBA U
YCTOHOBAEHHbBIE MO AEAY OBCTOSITEABCTBA, 3ACAYLLAB NPEACTABUTEAEN AVLL,
YYOCTBYIOLMX B paccMoTpeHun aenad, Kommccusg PAC Poccum yCTAHOBUAQ
CcAeAyioLLee.

3a5BUTEADb 3QPEMMCTPUPOBAH B KOYECTBE IOPUANYECKOrO AMLUA 27.12.2006, B
KQYECTBE OCHOBHOIO BUAQ AESITEABHOCTU YKA3AH KOA OKB3OA 46.46.1
TOProOBASI ONTOBAST PAPMALEBTUYECKOM MPOAYKUMEN. 3ASIBUTEAD SIBASIETCS]
POCCUNCKNM IOPUANYECKM AULIOM — AOYEPHMM OBLLIECTBOM FPYMMbl AML
kKomMnaHum HosapTnc AlT (Novartis AG), rAOBaAbHOM GAPMALEBTUYECKOMN
KOMMOHMN, OCYLLECTBASIOLLEN AESITEABHOCTb MO PA3PABOTKE, MPOUN3BOACTBY
N NPOAQYKE LLUMPOKON AMHENK OPUMMHAAbHBIX (oed®epPEeHTHbBIX) AeKAPCTBEHHbIX
NPEenapaAToB.

B [OCYyAQPCTBEHHOM peecTpe AEKAPCTBEHHbBIX CPEACTB PoCccumnckon
Peaepaumm 30pPerncTpPrPOBAH AEKAPCTBEHHbIN NMpenapaT «TacurHa» (MHH
HUAOTMHMG): Ne ACP-000830/18 ot 18.02.2008 (kancyabl 200 mMr), Ne AlM-000574
oT 26.08.2011 (kancyAbl 150 Mr). lNMpomn3BoanTEAEM AEKAPCTBEHHOTO
npenapaTa sBASETCS KoMnaHug Hosaptnc Gapma LLUTtenH All, AepykaTenem
PErNCTPALMOHHOIO YAOCTOBEPEHUS SIBASIETCS KOMMAHKMS HoBapTuc Gapma
Al (LLIsenuapwus).

Ha tepputopun Poccumncrkom @eaepaummn 3aseutens n OAO
«PapMCTAHACPT-YOABUATA» OCYLLIECTBASIKOT PEAAUIALMIO AEKAPCTBEHHOO
npenapata «TacurHa» (MHH HUAOTUHMG), YTO NoATBEPXKACETCS CBEAEHUNSIMUA
O BBOAE B IPAMKACHCKM 060p0T B Poccumckom Peaepaumm AEKOPCTBEHHbBIX
CPEACTB MO COCTOSIHMIO Ha 19.05.2021, pa3melLleHHbIMK HO canTe
PeaAepanbHOM CAYXKObI MO HOA30PY B ChHEpEe 3APABOOXPAHEHNS. TAKXKE B
MHCTPYKUMM MO MEANUMNHCKOMY MPOUMEHEHNIO AeKAPCTBEHHOIO Npenapara
«TacurHar» 3assutenb 1 OAO «DapMcTaHAOPT-Y PaBUTA» yKO3aHbI B
KQYeCTBe AUL, OT KOTOPbLIX MOYHO MOAYYUTb AOMOAHUTEABHYIO MHOOPMALMIO O
npenapare, a TAKXKE HAMPABUTb NPETEH3UN 1 MHOOPMALMIO O
HEXXEAATEABHBIX SIBAEHUSIX, HO Tepputopnn Poccun.

B kayecTBEe QKTMBHOIMO BelleCTBA AeKAPCTBEHHbIM MPEenapaAT «TACUrHA»
COAEPXKUT HUIAOTUHMO, KOTOPBIN OXPAHSIETCSI MATEHTOM POCCUMNCKOMN
Peapepaumm Ne 2348627, NpABOOBACAATEAEM KOTOPOTO SIBASIETCS KOMMOHMS
HoeapTnc Al (Novartis AG), ¢ NpeAOCTOBAEHMEM MPABOBOM OXPAHbI AO



04.07.2023.

OTBETUMK 3APENMMCTPUPOBAH B KOYECTBE topnAnYeckoro Amua 21.11.2012,
OCHOBHOW BMA AESITEABHOCTU: TOPIrOBASI OMNTOBASI PAPMALEBTNYECKOM
npoAykumen (koa OKBIA 46.46), sSBASIETCS MPOUIBOAUTEAEM N AEPXKATEAEM
PErncCTPAUMOHHOrO yaocToepeHmst Ne AM-003879 ot 05.10.2016 Ha
AEKAPCTBEHHBIN MpenapaT «<HUAOTUHMO» (MHH HUAOTUHMG), O YEM CBEAEHUS
BHECEHbI B PEMMCTPAUMOHHOE AOCbE U PEMMCTPALMOHHOE YAOCTOBEPEHME
18.06.2020.

Ha nocTtaeky yKa3aHHOIo npenapata OTBETYMKOM 3AKAKHEHDI KOHTPAKTbI OT
03.09.2020 Ne 2272404126020000453 ¢ KpaeBbiM roCy AQPCTBEHHbBIM KA3EHHbBIM
yUpENKAEHNEM 3APABOOXPAHEHUS «Me AMLMHCKNN MHOOPMALMOHHO-
QHAAUTUYECKN LEeHTP» MUHUCTEPCTBA 3ALABOOXPAHEHUST XOBAPOBCKOro
Kpast 1 oT 08.09.2020 Ne 2616304981420000865 ¢ MMHUCTEPCTBOM
3APABOOXPAHEHNS POCTOBCKOM OBAQCTW.

COrAQCHO CBEAEHMSIM, MPEACTABAEHHBIM OTBETHYMKOM UM PA3MELLEHHBIM HO
OPUUMAABHOM UHTEepHeT-canTe PepepaAbHOM CAYXKObI MO HOA30PY B chepe
3ApaBooxpaHeHust, B 2020 roay OTBETUMK BBEA B IODAXKACHCKMM 060POT B
Poccumnckon Qeapepaumm Nsatb NApTM Npenapatd «<HUAOTUHMG» 200 Mr 1
OAHY NAPTUIO NPENAPATA «HUAOTVHMO» 150 MI, B NOATBEPXKAEHNE YErO
OTBETUYMKOM TAIKXKE MPEACTABAEHDBI TOBAPHbBIE HAOKAOAHbBIE.

Takmm obpaszom, 3asieutenb, OAO «DapMcTaHAAPT-Y PABUTA» 1 OTBETUMK
SIBASIFOTC ST XO3SIMCTBYIOLLMMU CYOBEKTAMK — KOHKYPEHTOMM HA TOBOPHOM
PbIHKE AEKAPCTBEHHBIX MpenapaTos Poccumckom Peapepaumm, 4To
NOATBEPXKAQETCS TAKXKE KPATKMM OTYETOM (0630POM) AHAAN3A COCTOSIHUS
KOHKYPEHLM.

BmecTe c TeMm, permctpaumoHHoe yaoctopeperme Ne AlNM-003879 ot
05.10.2016 paHee 6bin0 noAydeHo OOO «HATUBA» HO AEKAPCTBEHHbBIV
npenapaT «<HMAOTUHUO-HaTKB» (MHH HUAOTUHMG).

B cooteeTcTBMM C NMYHKTOM 10.1 cTOTbN 4 DEeAEPAABHOrO 30KOHA OT
12.04.2010 Ne 61-03 «O6 0b6paLleHUN AEKAPCTBEHHBIX CPEACTB» (AOAEE —
3aKoH 06 06PALLEHNN AEKAPCTBEHHbBIX CPEACTB) OPUMMHOABHbIN
AEKAPCTBEHHBIN NPENAPAT — 3TO AEKAPCTBEHHbBIN MPENAPAT C HOBbIM
AEVICTBYIOLLVM BELLECTBOM, KOTOPbLIN MEPBbIM 3APEMMCTPUPOBAH B
Poccumnckonm Qeapepaumm MAM B MHOCTPAHHBIX TOCYAQPCTBOX HO OCHOBCOHUM
PE3YALTATOB AOKAVHNYECKNX MCCAEAOBOHUNN AEKAPCTBEHHbBIX CPEACTB U
KAMHNYECKMX NCCAEAOBAHMN AEKAPCTBEHHBIX MPENAPATOB,
NOATBEPIKAQIOLLIMX €r0 KOYECTBO, 3PPEKTVBHOCTb 1 6E30MACHOCTb.

COranacHo ¢ nyHKTy 12 cTaTbn 4 3aKOHA 06 06pPALLEHNN AEKAPCTBEHHbBIX
CPEACTB BOCMPOM3BEAEHHbBIN AEKAPCTBEHHBIM MPENAPAT — 3TO



AEKAPCTBEHHBIV MPENAPAT AASI MEAVLMHCKOrO NMPUMEHEHWS, KOTOPLIN UMEET
3KBVBAAEHTHBIV pePEPEHTHOMY AEKAPCTBEHHOMY MPEMNAPATY KAYECTBEHHDBIN
COCTOB N KOAMYECTBEHHBIN COCTAB AENCTBYHIOLLMX BELLECTB B DKBMBAAEHTHOMN
AEKAPCTBEHHOM GOPME, AMDBO AEKAPCTBEHHBIN MPENAPAT AASI BETEPUHAPHOIO
MPUMEHEHWS, KOTOPbIN MMEeET TAKME dKEe, YTO N PePEepPEHTHbBIN AEKAPCTBEHHbBIN
MNPEenapPaT, KAYECTBEHHBI COCTOB U KOAMYECTBEHHbBIN COCTAB ACVNCTBYHIOLLMX
BELLECTB B TOKOM YK€ AEKAPCTBEHHOWM OopMe, BNOSIKBMBAAEHTHOCTb UAU
TepPaAneBTUYECKAST DKBUBAAEHTHOCTb KOTOPbLIX COOTBETCTBYIOLLLEMY
PEPEPEHTHOMY AEKAPCTBEHHOMY MPENAPATY MOATBEPIKAEHA
COOTBETCTBYOLLMMN NCCAEAOBAHNSIMM.

B cootBeTCcTBMM C YacTbto 10 cTtaTbm 18 3akoHa 06 obpalleHun
AEKAPCTBEHHbIX CPEACTB MPW rOCYAQPCTBEHHOM PErncTpauLmm
BOCMPOU3BEAEHHBIX AEKAPCTBEHHbIX MPENAPATOB AAS MEAMLIMHCKOIO
NPUMEHEHMST AOMYCKAETCS BKAKOYEHME B COCTOB PA3SAEAC
OAPMAKOAOTNYECKOM, TOKCUKOAOTNYECKON AOKYMEHTALMM N PA3AEAQ
KAVHMYECKOW AOKYMEHTALMM BMECTO OTYETA PA3PABOTUMKA O PE3YALTATAX
CODBCTBEHHBIX AOKAMHUNYECKUX MCCAEAOBOAHNA AEKAPCTBEHHBIX CPEACTB
0630pPa HAYYHBIX PABOT O PE3YABTATAX AOKAMHNYECKMX NCCAEAOBAHN
PEPEPEHTHOrO AEKAPCTBEHHOMO MPENAPATA U NPEACTABAEHNE BMECTO
KAVHUYECKMX MICCAEAOBAHUIN B MOAHOM O6beme, YCTAOHOBAEHHOM PA3AEAOM
KAVHUYECKOW AOKYMEHTALMM, OTYETA O PEIYABTATOX MICCAEAOBOHNMN
BVO3KBMBAAEHTHOCTU BOCMPOU3BEAEHHOTO AEKAPCTBEHHOIO MPENAPATA AAS
M€ AMLIMHCKOrO MPUMEHEHWSI.

N3 MATEPUAAOB AEAQ CAEAYET, UTO B PeecTpe KAMHNYECKNX MCCAeAOBOHN
MMEIOTCSI CBEAEHMSI O TOM, 4YTO B 2016 roAY NMPOBOAMAOCH MCCAEAOBAHNE
BUOBKBVBAAEHTHOCTW C NPENAPATOM «TACUIHAY: MPOTOKOA MCCAEAOBAHMUS
NIL-NATIV-04-2015 «OTKpbITOE PAHAOMUNINPOBAHHOE NEPEKPECTHOE
NCCAEAOBOHNE CPABHUTEABHOM QAPMAKOKMHETUKN (BUO3KBMBAAEHTHOCTI)
npenapaTta «<HUAOTUHUO-HATKB» KANCyYAbl 200 mr (OOO «Hatmea», Poccus) v
npenapaTa «TacurHa®» kancyAbl 200 mr («HosapTnc @apma Al»,
LLIBenuapwus)».

TakM 06pPA30M, NPENAPAT «HUAOTUHUO-HATUB» SIBASIETCS]
BOCMPOU3BEAEHHBIM ASKAPCTBEHHBIM MPEMNAPATOM, UMEIOLLIVMM KA4ECTBEHHbI
N KOAMYECTBEHHbBI COCTOB ASVCTBYIOLLErO BELWECTBA, OKBUBOAESHTHbIN
OPUMMHOABHOMY MPENAPATY «TACUMHOD,

COrAQCHO Pe30AKOTUBHOM YOCTU BCTYMMUBLUENO B 3AKOHHYIO CUAY PELLEHMST OT
27.09.2017 no aeny Ne A41-85807/16 ApbuTpadkHbIn CyA MOCKOBCKOMN
obAaaCTu:

- Mpr3HAA ncnoab3oeaHme nateHta PO Ne 2348627 Ha nsobpeteHue
«HrMBUTOPBI TUPO3UHKMHA3» B AEKAPCTBEHHOM npenapate «TacurHa» (MHH



HUAOTMHMG), perncTpaumoHHoe yaocToepeHne Ne ACP-000830/08 ot 18
deppanst 2008 roaa n AlN-000574 ot 26 aerycta 2011 road; B AEKQPCTBEHHOM
npenapate «<HMAOTUHUO-HaTKB» (MHH HUAOTVHMG), perncTpauMOHHOE
yaocToepenme Ne AM-003879 o1 05 okTa6ps1 2016 roaa:;

- O6430A 0BLLECTBO C OrPAHNYEHHOW OTBETCTBEHHOCTBIO «HATMBO» HE
BBOAMUTb B IPAYKAQHCKUIN 0BOPOT Ha TeppuTopumn Poccumckom Qeaepaumn
AEKAPCTBEHHBIN NMpenapaT «HUAOTUHMO-HATMB» (MHH HUAOTUHMG)
perncTpaunoHHoe yaoctosepenmne Ne AMM-003879 o1 05 okTabps 2016 road A0
AQTbl UCTEYEHMST CPOKA AencTBust naTeHTa PO Ne 2348627 nan Boaee paHHEN
AQTbl, B CAy4HOE AOCPOYHOIO NPEKPALLEHNST AENCTBUSI NATEHTA Ne 2348627,

Takum 06pasom, OTBETUYMK BBOAUT B FPAPKAQHCKN OOOPOT AEKAPCTBEHHbIN
npenapat ¢ MHH HUAOTUHMO MO PErNCTPALMOHHOMY YAOCTOBEPEHMIO Ne All-
003879 ot 05 okTa6ps 2016 roaq, B KOTOPOM peLleHnemMm ApBUTPOXKHONO CyAQ
Mockoeckom obaacT oT 27.09.2017 no aeny Ne A41-85807/16 npr3HAHO
MCMNOAb30OBAHME NMAaTeHTa PO Ne 2348627 Ha n3obpeTtenmne «NHrmbutopbl
TUPO3UNHKMHA3» 1 HO BBEAEHME B OBOPOT KOTOPOro MMeeTCs BCTYMUBLLNA B
3AKOHHYO CUAY CYAEDHbBIN 3aMpeT.

Komunccuma QAC Poccum He nprHUMaeT A0BOoA OTBETUYMKA O TOM, YTO
YKQ3OHHbIN CYAEBHbIV 3anPeT KACAETCS MHOMO XO3SIMCTBYIOLLErO CYObeKTA —
OO0 «HaTtmea», KOTOPOMY 3AMPELLEHO BBOAUTb B IPOMKAQHCKUA OBOPOT HO
Tepputopum Poccumncikon Qeaepaumm AeKapCTBEHHbBIM NPENAPAT
«HUAOTUHMO-HATMB» (MHH HUAOTVHMG), N3 Yero OTBETYMK AEAQET BbIBOA O
TOM, YTO M BBOAMTCS B IPOPKAQHCKUA OBOPOT AEKAPCTBEHHBIV NPENAPAT
«HUAOTUHMO» HA 3AKOHHBIX OCHOBAHUSIX.

B o60CHOBAHME AQHHOIO AOBOAOQ OTBETYMK CCHIAGETCSI HO TO
0BCTOATEABCTBO, YTO KOMMNAHMs HoapTnc Al (Novartis AG) o6paTnAaCh B
CYA C 30QSIBAEHMEM O MPOLECCYAABHOM MPABOMPEEMCTBE NMYyTEM 30MEHb
OO0 «HATUBA» Ha OOO «MamoHT Papm». OnpeaeneHnem ApBUTPAXKHOTO
cyaa Mockoeckom obaacT oT 11.12.2020 no aeny Ne A41-85807/16
YAOBAETBOPEHUN 3ASIBAEHMST OTKA3AHO.

Kommnccusg PAC Poccum MOAQraeT, 4To TOT QAKT, YTO APBUTPAXKHBIN CYA,
MockoBckom obAaacTu pelueHmnem ot 27.09.2017 no aeny Ne A41-85807/16
o0693aA OOO «HATVIBA» HE BBOAUTb B MOAXKAQHCKMM OBOPOT HA TEPPUTOPUN
Poccumnckon Qeapepaumm AeKAPCTBEHHBIN NPenapaT «<HUAOTUHNO-HATVBY
(MHH HUAOTUHMB) perncTpaumoHHoe yaocTtoBepeHme Ne AINM-003879 ot 05
okT6ps 2016 roaa A0 AQTbI UICTEYEHMST CPOKA AENCTBUS NATEHTA PO Ne
2348627 nan 6onee paHHem AQTbIl, B CAyHOE AOCPOYHOIrO NPEKPALLLEHMUS
AENCTBUSI NATEHTA Ne 2348627, HE OTMEHSIET MHOW BbIBOA CYAQ, CAEAQHHBIV HO
OCHOBQOHUM YCTAHOBAEHHbBIX MO AEAY ODCTOSITEABCTB, - O MPUHAHNY
MCMNOAb30BAHMS NAaTeHTa PO Ne 2348627 Ha naobpeTtermne «NHrmbutopbl



TUPO3NHKMHA3» B AEKAPCTBEHHOM MNpenapaTte «HUAOTUHWG-HaTMB» (MHH
HUAOTUHUG), pernMcTpaumMoHHoe yaocToBepenmne Ne AM-003879 ot 05 okTabps
2016 roaa.

Takum 06pPA30M, YKA3AHHBIM PELLEHNEM CYAQ YCTAOHOBAEHO, YTO NATeHT PO Ne
2348627 Ha nsobpeteHme «NHrImMbUTopbl TUPOINHKMHA3», MPOBOOOACACTEAEM
KOTOPOro siBAsieTcst koMmnaHust HosapTtnc Al (Novartis AG), MICNOAb3OBOH B
AEKAPCTBEHHOM MpenapaTte «<HMAOTUHMG-HaTKB» (MHH HUAOTUHMG),
perncTpaunoHHoe yaoctoeepenne Ne AM-003879 ot 05 okTabps 2016 roaa.

Kak y>ke 6bin0 oTMedeHo, 18.06.2020 B perncTpauMOHHOE AOCHE U
permctpaunoHHoe yaoctoeeperme Ne AlM-003879 ot 05.10.2016 Ha
AEKAPCTBEHHBIN MpenapaT «HUAOTUHMO-HATMB» (MHH HUAOTVHMG) GbIAV
BHECEHbl MUAMEHEHWSI.

Mockonbky OTBETYMKOM HA 3aceAaHn Kommccunm GAC Poccum o1 01.03.2021
ObIAO 3ASIBAEHO O TOM, YTO NEPEXOA PEMMCTPAUMOHHOMO YAOCTOBEPEHMSI OT
OO0 «HATUBA» K OTBETYMKY HE O3HAYAET NAEHTUYHOCTb AEKAPCTBEHHDIX
NPEenapPATOB, B OTHOLLEHUN KOTOPbIX BBIAQHO PErncTpPALUMOHHOE
YAOCTOBEPEHME, 1, COOTBETCTBEHHO, HE CBMAETEABCTBYET OO N3rOTOBAEHNM
AEKAPCTBEHHOIO NPenapaTa «HUAOTUHMO» C NCNOAb3OBAHMUEM MNATEHTA
komMnaHum HosapTtuc Al (Novartis AG), DAC Poccum nncbmom oT 04.03.2021
Ne AK/16004/21 3anpoCUA AONOAHUTEABHYO MHOOPMALMIO Y MUHUCTEPCTBA
3ApaBooxpaHeHnst Poccuimckom Geapepaumm (MmH3apae Poccun).

B otBeT Ha 3anpoc PAC Poccum MUH3ApPABOM Poccum Npe ACTOBAEHO
nMcbmMo OIBY «HAyYHbIN LEHTP 9KCMEPTU3bl CPEACTB MEAVLUMHCKOrO
npumMmeHeHus» (Prey «HUSCMIM» MuHaapaea Poccumn) ot 19.03.2021 Ne 6149 ¢
MNPUAOXKEHNEM AOKYMEHTOB O BHECEHMN N3MEHEHNIN B PEMMCTPALMOHHOE
AOCbe HA 3QpPErnMCTPUPOBAHHBIM AEKAPCTBEHHbLIN MPEnapPAT AAS
MEANLMHCKOrO NpUMEHEHNS «HUAOTUHNOY.

B conporoanTenbHoM nMncbme oT 19.03.2021 Ne 6149 OI'BY «HLUDCMI»
MuH3APOBRO POCCrmM COOBLMAO, YTO B COOTBETCTBUM C TPEOOBAHMSIMM YACTU
1 ctatbn 13 PepepanbHOro 3akoHa ot 12.04.2010 Ne 61-03 «O6 obpatlleHumn
AEKAPCTBEHHbBIX CPEACTB» FOCYAQPCTBEHHOM PEMMCTPALMN MOAAENAT BCE
AEKAPCTBEHHbIE MPENAPATHI, BNEPBbIE MOAAEXKALLME BBOAY B OBpaALLEeHME B
Poccurckon Peapepaumn. PermctpaumoHHoe yAOCTOBEPEHME
AEKAPCTBEHHOIO MNPENAPATA SIBASIETCST AOKYMEHTOM, NOATBEPXKAQKOLLIMM QAKT
FOCYAQPCTBEHHOW PErMCTPALMM AEKAPCTBEHHOIO MPENAPATA.
PernctpaumoHHoe yAOCTOBEpPEHNE NOATBEPXKAAET PAKT PErMCTPALLUN OAHOIO
AEKAPCTBEHHOIro Npenapard, He3aBUCUMO OT U3BMEHEHUN, BHOCUMBIX B
AOKYMEHTbI, COAEPIXKaWUecs B PErMCTPALUOHHOM AOCbe
30pPEerucTpPUPOBAHHOIO AEKAPCTBEHHOro npenapara.

CoraacHo peleHunio MuHaapasa Poccum o1 18.06.2020 Ne 20-3-



4137433 /WA/N3M-B2 © BHECEHNN MBMEHEHUN B AOKYMEHTbI, COAEPXKALLMECS
B PEMMCTPALUMOHHOM AOCHE HA 3APEMMCTPUPOBAHHBIM AEKAPCTBEHHDIX
NpPenapaT AASI MEAULMHCKOTO MPOUMEHEHUSI B PErMCTPALUMOHHOE AOCbE
BHECEHbI CAEAYIOLLNE NBMEHEHWSI:

- NBMEHEHME B HOPMATUBHYIO AOKYMEHTAUMIO (TUTYAbHBIV AUCT, MAPKMPOBKA);

- UIBMEHEHME B MHCTRYKUMIO MO MPUMEHEHUNIO AEKAPCTBEHHOIO MpenapaTa
(Toproesoe HaMMeHoBAHME, BAOAeAeL, permcTpaumMoHHOro
YAOCTOBEPEHUSI/AAPEC AAST HOMPABAEHUS NPOETEH3NIN);

- UBMEHEHME B MAKETbI NEPBUYHOM 1 BTOPUYHOW (MOTPEBUTEABCKON)
YMNAKOBOK;

- B PErMCTPALMOHHOE YAOCTOBEPEHNE AEKAPCTBEHHOIO MPEnapATA AAS
MEANLMHCKOrO MPUMEHEHWMS,

[MOSICHATEABHOW 3ANMMCKOM O BHECEHUNN U3MEHEHIN B PEMMCTPALMOHHOE
Aocbe oT 06.05.2020 6/H OOO «MamoHT Papm» MPOCUAO AENAPTAMEHT
FOCYAQPCTBEHHOIO PEMYAUPOBAHMST OBPALLEHNST AEKAPCTBEHHBIX CPEACTB
MUH3APOBA POCCUM BHECTU M3MEHEHMS B PEMMCTPAUMOHHBIE AOKYMEHTbI HO
AEKAPCTBEHHBIN MPenapaT «HUAOTUHMO-HATMBY» KANCyAbl 150 mr, 200 mr (PY Ne
AM-003879 o1 05.10.2016).

COrAQCHO YKA3AHHOMY MMCbMy OTBETUMKA AQHHBIE UBMEHEHMSI HOCSIT
AAMVHUCTPOTUBHBIN XOPAKTEP U HE 3ATPArMBAKOT MECTO MPOU3BOACTBA,
060pPYAOBAHME, AHAAUTUHECKNE METOABI, METOAbBI PACMPOCTOAHEHMS U
KOHTPOAS KOYECTBA, CNeLUPUKALMM, MPOV3BOACTBEHHBIE MPOLECCHI,
MOTEPWOAbI,

AQHHbIE U3MEHEHVIS1 HE BAUSIKOT HO 9OOEKTVBHOCTb 1 6E&30MACHOCTb
AEKAPCTBEHHOIrO CPEACTBA U HE TPEOBYIOT NPOBEAEHUS SKCMEPTU3bI.

13 BbiLLEnpPBE AEHHBIX AOKYMEHTOB CAEAYET, YUTO AEKAPCTBEHHBIV MpenaparT
«HUAOTUHNO-HATVB» N AEKAPCTBEHHBIM NPENAPAT «HUAOTUHMNEO» SIBASIKOTCSI
OAHVM N TEM XK€ AEKAPCTBEHHDBIM MPenapaToM ¢ MHH HUAOTUHMG, HO
KOTOPbLIN BLIAQHO pPerncTpaumoHHoe yaoctopeperme Ne AlNM-003879 ot
05.10.2016.

COOTBETCTBEHHO, MOCKOAbKY peLleHneEM APBUTPAXKHOIO CyAd MOCKOBCKOM
obnacTn ot 27.09.2017 no aeAy Ne A41-85807/16 Npr3HOHO MCMNOAb3OBOHUE
nateHTa PO Ne 2348627 Ha nsobpetenme «NHrimbutopsl TMPO3MHKHO3» B
AEKAPCTBEHHOM nMpenapaTte «HUMAOTUHMO-HaTMB» (MHH HUAOTVHMG),
YKQ3AHHBIN BbIBOA CYAQ OTHOCUTCS TAKXKE K ACKAPCTBEHHOMY MPENApATy
«HUAOTUHMO», NOCKOABKY pedb MAET 06 OAHOM AEKAOPCTBEHHOM MPenapaTe,
HQ KOTOPbIV BBIAOGHO perncTpaunoHHoe yaoctoeeperme Ne Al1-003879 ot
05.10.2016.



B cooteeTcTBMM cO cTatben 10.bis MNapmyKCKom KOHBEHLMM MO OXPAHE
NPOMbILLAEHHOM cobcTBeHHOCTM OT 20.03.1883 akTtoM HEAOCBPOCOBECTHOM
KOHKYPEHUUN CHYUTAETCSI BCSIKMM QKT KOHKYPEHLUMW, NPOTUBOPEHALLNI
4ECTHBIM OBbBIHYASIM B MPOMBILLAEHHBIX 1 TOPrOBbIX AEACQX. B YACTHOCTH,
MNOAAEXKAT 3AMPETY BCE AENCTBUSI, CMOCODBHBIE KAKMM Bbl TO HU BBIAO
CrnocoBOM BbI3BATb CMELLEHNE B OTHOLLEHUN NPEANPUSTAS, MOOAYKTOB NAU
MPOMBbILLAEHHOW AV TOPIrOBOW AESITEABHOCTU KOHKYPEHTQ;

B cooTtBeTCTBMM C NYHKTOM 9 CTATbU 4 3AKOHA «O 3ALNTE KOHKYPEHLMN»
HEAODBPOCOBECTHAST KOHKYPEHLMS — AOBbIE AENCTBUSI XO3SINCTBYIOLLINX
cybbeKkToB (Fpynnbl AYLL), KOTOPbIE HOMPABAEHbBI HO MOAYYEHVE NPEUMYLLLECTB
NpPW OCYLLECTBAEHNM MPEANPUHUMATEABCKOW AESITEABHOCTU, MPOTUBOPEYAT
3AaKOHOAQTEABCTBY Poccumckon Peapepaumm, obblHasiv AEAOBOro 060poTa,
TPebOBAHUSIM AODBPOMOPSIACYHOCTU, PAIYMHOCTU U CMPABEAAMBOCTU U
NPUYUHUAL AU MOTYT MPUYNMHUTD YOBITKU APYTM XO3SINCTBYIOLLMM CYBbeKTAM-
KOHKYPEHTAM AMBO HOHECAM AU MOTYT HOHECTU BPEA UX AEAOBOM
penyTaunmn.

B cuay ctatbn 14.5 3aKoHA «O 3ALMTE KOHKYPEHLMU» HE AOMYCKAETCS
HEAOBPOCOBECTHAS KOHKYPEHLMS MyTEM COBEPLLEHMS XO3SNCTBYIOLLM
CYyOBEKTOM AEVCTBUM MO NPOAOYKE, OBDMEHY AU MHOMY BBEAEHMIO B OOOPOT
TOBQAPA, ECAM MNP 3TOM HE3AKOHHO MCMOAb3OBOAUCH PE3YALTATHI
NHTEAAEKTY OABHOWM AESITEABHOCTU, 3A NUCKAKOYEHMEM CPEACTB
NHAVBUAYOAUIALMKN, MPUHOAAEXKALLMX XO3SIMCTBYIOLLEMY CYOBbEKTY-
KOHKYPEHTY.

CoraacHo nyHkTy 9.5 nncbma QAC Poccum ot 24.12.2015 Ne UA/74666/15 «O
MPUMEHEHUN "4ETBEPTOrO AHTUMOHOMOABHOIO NAKETA"» NOA HE3AKOHHbLIM
MCMNOAb30OBAHNEM CAEAYET NMOHUMATb HECAOHKLMOHUPOBAHHOE BAOAEALLIEM
MCMNOAb30BAHNE OBBEKTA MHTEAANEKTYOABHOM COBCTBEHHOCTW, B TOM CAYYQOE,
eCAV TAKAS CaHKLUMST HeobxoaAnMA.,

Takmm oBpa3oMm, NPEAMETOM AOKA3bIBAHUS MPW KBOAMDUKALMN AENCTBUIN KOK
HAPYLWAKOLWWMX 3AMNPET, YCTAHOBAEHHBIV cTaTben 14,5 3akoHa «O 3awmTte
KOHKYPEHLUNY», SIBASIKOTCST CAEAYIOLME OBCTOSITEABCTBA:!

- YCTOHOBAEHME DAKTA UCTIOAb3OBAHMS PE3YAbTATA NHTEAASKTY OAbHOW
ASSTEABHOCTUN B TOBAPE, SIBASIIOLLMMCST OOBEKTOM MPOAINKK, OBMEHA VAN
MHOIO BBEAEHUSI B MPOMKACHCKMIA 0O0POT;

- HOAM4YMe CAHKUnmn I'IpOBOO6/\OAOTe/\9I HA TAKOE NCIMNOAb3OBAHNE.

OueHMB B COBOKYMHOCTM BCE UMEKOLLIMECS B AEAE AOKA3ATEALCTBA U
OBCTOATEABCTBA, YCTAOHOBAEHHbBIE B XOAE PACCMOTREHMS AEAQ, 3ACAYLLIOB
NPEACTOBUTEAEN AUL, YYOCTBYIOLLUKX B Aene, Kommccrng GAC Poccun



MEMXoANT K CASAYOLWNMM BbIBOAGM.

3asBUTEADb U OTBETUUK SIBASIKOTCS XO3SMCTBYIOLLUMU CYObEKTAMU —
KOHKYPEHTAMK HO TOBAPHOM PbIHKE AEKAPCTBEHHbBIX MPEenapaToB
Poccumnckon Qeaepaumi.

Bonpekn AoBoAaM OTBETUMKA AAST PACCMOTPREHMSI AOGHHOIO AEAQ HE MEET
MPAOBOBOIr0 3HAYEHWUS TOT QAKT, YTO 3ASIBUTEAEM MO AEAY siBAsieTCst OOO
«HoeapTtnc Papmar, HO HE MPABOOBAAAATEAL NATEHTA PO Ne 2348627
KomMnaHust Hoesaptnc Al (Novartis AG), € KOTOPOW, KAK yKA3biBAET OTBETUMK, Y
HEro OTCYTCTBYIOT KOHKYPEHTHbIE OTHOLLEHWMS], MOCKOAbKY NMPEAMETOM
PACCMOTPEHNST AQGHHOTO AEAQ HE SIBASIETCS YCTAHOBAEHUNE QAKTA HAPYLLEHWMS]
YbUX-ANOO NCKAIOUYUTEABHDBIX MPABR HA PE3YALTATH MHTEAAEKTY OAbHOWM
AESITEABHOCTM.,

CoraacHo ctaTtbe 39 3akoHa «O 3aWUTE KOHKYPEHUMMY OCHOBAHNEM AAS
BO3BOYIKAEHUS AEAQ O HOPYLLUEHUN AHTUMOHOMOABHOIO 30KOHOAQTEALCTBA
MOXKET BbITb 3AsIBAEHNE ALOOOIrO AVLIA, YKA3bIBAKOLLEE HO HOAMYME MPOUBHAKOB
HOPYLLUEHMST AHTUMOHOMOABHOIO 3AKOHOAQTEABCTBA.

3ASIBUTEAD SIBASIETCS KOHKYPEHTOM OTBETUYMKA HO TOBAPHOM PbIHKE
AEKAPCTBEHHBIX MPenapaTos Poccumckonm Pepepaumm, O 4em
CBUAETEALCTBYIOT MATEPUAABI AEAQ, B TOM YNCAE KPATKMM OT4eT (0630p)
AHOAM3A COCTOSIHMSI KOHKYPEHUMA. [1pn 9TOM TAKXKE HE MMeeT MPABOBOro
3HAYEHWST AAST PACCMOTPEHNS AEAQ HOANYME AMDBO OTCYTCTBUE
30PErMCTPUPOBAHHBIX B YCTAHOBAEHHOM MOPSAKE AULEH3MOHHBIX AOTOBOPOB,
3AKAKYEHHBIX MeXAy KoMmnaHnen Hoesaptmc Al (Novartis AG), ¢ oAHOM
CTOPOHbI, U 3ageuterem n OAO «DapMCTaHAAPT-Y aBUTA», - ¢ Apyron.

B pamkax paccmoTtpennst aoena Ne A41-85807/2016 BGbINO YyCTAHOBAEHO, YTO B
AEKAPCTBEHHOM MpenapaTte «HUAOTUHNO-HATMB» MCMOAbIYOTCS BCE MPU3HAKM
HE3ABUCKMbIX MYHKTOB 1, 7, 8, 9 OPMYAbI M3OBPETEHMS, COAEPXKALLNECS B
nateHte PO Ne 2348627, NnpaBo0BAAAATEAEM KOTOPOIO SIBASIETCS KOMMOHWS
HosapTtnc Al (Novartis AG), KOTopble TAK)KE NCMOAb30OBAHbI B ACKAPCTBEHHOM
npenapaTe «TACUrHa», KOTOPbINM BBOAUT B FPAMKAQHCKMIN OBOPOT HA
Tepputopum Poccumnckom Qeaepaumm 3ageutenb 1 OAO «PapMCTAHAQPT-
YoOaBUTA»,

13 MOTEpPUMAAOB PEMMCTPAUMOHHOIO AOCbe OAHO3HAYHO CASAYET, YTO
AEKAPCTBEHHbBIN MPEenapPaAT «HUAOTUHMO-HATUBY, B OTHOLLEHMUN KOTOPOrO
NPW3HAHO NCMOAb30oBaHME NaTeHTa PP Ne 2348627 Ha n3obpeTteHue
«HrMBUTOPBI TUPO3UHKMHA3Y» peLleHneM APBUTPOMKHOMO CyAQ MOCKOBCKOWM
obaacTn ot 27.09.2017 no aeny Ne A41-85807/16, 1 A€KQPCTBEHHBIN MPENAPAT
«HUAOTUHMNO», BBOAUMbBIV B TPOKAQHCKMM 060PpO0T OTBETYMKOM B
COOTBETCTBMN C PEMMCTPALMOHHBIM YaOCTOBEPEHMEM Ne AlM-003879 oT
05.10.2016, SIBASIKOTCS1 OAHVM U TEM YKE AEKAPCTBEHHBIM MPENAPATOM.



N3mMeHeHWNSs1, BHECEHHbIE B PETMCTPAUMOHHOE AOCHE, HOCST MCKAKOYUTEABHO
AAMUHNCTPATUBHbBIV XAPAKTER, B YeM OTBETYMK 30BEPUA MIH3APOB Poccun
NnosiICHUTEABHOM 3armckom ot 06.05.2020 6/H.

HoAnume y OTBETUYMKA COrAQCUS MPABOODBACAATEAS HO MCMOAB3OBAHNE BO
BBOAMMOM B MPODKAQHCKMIN OBOPOT AEKAPCTBEHHOM NMpenapaTe «HUAOTUHNO»
nateHta PO Ne 2348627 Ha naobpeTterHne «AHrmbuntopbl TUPO3UHKHASIY
MATEPUNAAOMUN AEAC HE YCTAHOBAEHO.

N3 npe ACTOBAEHHbBIX MOTEPUAAOB YCMATPMBAETCS, 4TO OTBETUMK BBOAUT B
FPAMKAQHCKMIA OBOPOT AEKAPCTBEHHBIM NPENAPAT «HUAOTUHMNEOY , AOMOAAMHHO
3HAOST O HOPYLUEHNM TOKUMU AENCTBUSIMUA MCKAKOYUTEABHbBIX MPAB KOMMAHN
HoeapTtmc Al' (Novartis AG) Ha nsobpeteHme no nateHty PO Ne 2348627.
[oaTBEPIKAEHMEM BEIYCAOBHOM OCBEAOMAEHHOCTM OTBETYMKA B OTHOLLEHN
YKA3OHHbIX OBCTOSTEABCTB SBASIETCS TO, YTO B PAMKAX CYAEOHOro Aena Ne
A40-245729/2018, paccMaTpnBaeMOoro ApBUTPAXKHBIM CYAOM FOPOAQ
MOCKBbI, B COOTBETCTBUM C onpeaeneHmnem o1 09.06.2020 6bina NponsBeAEHA
30MEHA UCTLA HA NpaBonpeeMHMKA. Aeno BbIAnO BO3BYAEHO Mo ncky OOO
«HATUBA» kK komnaHum HoeapTnc Al (Novartis AG) 0 NnpeAOCTOBAEHNM

MPUVHY AUTEABHOM MPOCTON (HENCKAIOYNTEABHOWN) AVLIEH3VW HO TEPPUTOPUN
Poccumckonm Qeapepaummn. B pesyAbTaTe Npon3BeAEHHOTO NPOLECCYOABHOIoO
npaesonpeemcTea nctey OO0 «HATUBA» BbiIA 3OMEHEH HA MPABOMPEEMHUKA
OO0 «MamoHT Dapm»,

COrAQCHO CBEAEHMSIM, PA3MELLEHHBIM HO OPULUMNAABHOM UHTEpPHET-CcanTe
PepepanbHOM CAYXKObI MO HOA30PY B CHEPE 3APABOOXPAHEHNS,
nHdopmauys o seepeH OOO «MaMoHT Dapm» B FPAYKAAHCKMIA 0BOPOT
nepBoOV NAPTUN AEKAPCTBEHHOIO NPenapaATa «HMAOTUHMOG» BbIAG BHECEHAO B
ANC PocaapasHaa3opa 24.08.2020, TO eCTb NOCAE COCTOSIBLLEIOCS
NPOLECCYOAbHOIO NpAesonpeeMcTea No AeAy Ne A40-245729/2018.

Taknm obpaszom, Kommccumsa PAC Poccrm NpUXOANT K BbIBOAY, YTO BCe
MNPU3HAKN HEAOCBPOCOBECTHOWM KOHKYPEHLMN, COAEPXKALLMECS B MYHKTE 9
4yacTn 4 3akoHa «O 3ANTE KOHKYPEHUMN», MOUCYTCTBYIOT B AENCTBUSIX
OTBETYMKA:

1. HanpaBAEHHOCTb HO MOAYYEHME MPEMMYLLLECTB MNPV OCYLLECTBAEHUN
NPEeAMNPUHNMATEABCKOM AESITEABHOCTU BbIPA3MAOCH BO BBEAEHMN B
FPAYKAQHCKUIN O60POT HAO TeppuTopumn Poccumckom Qeaepaumm
AEKAPCTBEHHOro Npenapatd «HNMAOTUHMO» (MHH HUAOTUHMO) C
MCMNOAb3OBAHMEM M306peTeHMs Mo nateHTy PO Ne 2348627, kKotopoe
NCMOAb3YETCS B OPUTMHAABHOM AeKAPCTBEHHOM npenapare «TacurHa» (MHH
HUAOTVHMO), BEe3 Coraacus NPABoOBACAATEAS. [NpenapaThl ¢ MHH HUAOTUHMG
npeAHA3HAYEHbBI AAST AEYEHWMST OHKO3ADOAEBAHNN U BKAKOYEHDI B PEECTP
YKN3HEHHO HEODBXOAMMbBIX U BAYKHENLLMX NpenapaTtos (OKHBAT), 4To no3BoAsieT



OTBETUMKY YYOCTBOBATb B FOCYACQPRCTBEHHbIX 3QKYMKAX HOPABHE C
MOCTABLLVKOAMM OPUrMHAABHOMO npenapaTta. Kpome Toro, OTBETUYMK NOAYYAET
NPEeVMYLLLECTBO NEPEA UHBIMU XO3ISINCTBYHIOLLVMMN CYOBEKTAMM — YYACTHAKOAMM
TOBOPHOIO PbIHKA AEKAPCTBEHHBIX MPENAPATOR, KOTOPbLIE BO3AESPIKMBAKOTCS]
OT NMPOU3BOACTBA U PEAAM3ALMM BOCTPOM3IBEAEHHBIX MPEMNAPATOR AQ
NCTEYEHUS CPOKOB MATEHTHOM 3ALLNTBI OPUMMHOABHBIX MPENAPATOB.

2. [poTnBoOpEUME 3AKOHOAATEABCTBY BbIDOMKAETCS B HOPYLLEHMM CTATbU
10.bis MNapmyKCKOM KOHBEHLMM MO OXPAHE MPOMbBILUAEHHOW COBCTBEHHOCTU OT
20.03.1883, zanpeLatoLen BCSIKNA AKT KOHKYPEHLMN, MPOTUBOPEYALLNN
YECTHBIM OBBIHYASM B MPOMBILLAEHHBIX 1 TOPrOBbIX AEACQX, CTaTEN 1229 1 1358
K PO.

3. YKQ3OHHbIE AENCTBUSI CMOCOOHDBI MPUYNHNTD YOBITKN 3ASIBUTEAID, MOCKOAbKY
OTBETUMK, PEAANIYST AEKAPCTBEHHDBIM MPENAPAT «HUAOTUHMO», yMEHbLLAET
NPOAOKN AEKAPCTBEHHOIO MPEnAPATA «TACUIHO», BBOAMMOIO B
rPAKAQHC KM 060poT 3aseutenem U OAO «PapMCTAHAOPT-Y QaBUTAY,
NOAYHASsT AOAKO PbIHKA M MPUBbIAb, HO KOTOPYIO BMPOBE PACCHATHIBATD
3aseutens 1 OAO «DAPMCTAHAAPT-Y PABUTA», ICXOAS N3 HOPMOAbHbBIX
YCAOBUM MOOMKAQHCKOFO 060POTA NPK YCAOBUM CODAKOAEHMUST YECTHDBIX
06blHOEB B MPOMbILLAEHHBIX 1 TOPrOBbIX AEAQX.

Kpome toro OTBETYMKOM BCAEACTBME HAPYLLEHMSI HOPM AHTUMOHOMOABHOIO
30KOHOAQTEABCTBA BbIA MOAYYEH AOXOA B pasmepe 19 116 994 (AeBATHOALIOTb
MUAAVMOHOB CTO LUIECTHOALOTb ThICSIH AEBSITbCOT AEBSIHOCTO YeThIpe) pyoAas 90
(AeBSIHOCTO) Koneek (6ea yyeta HAC) B PAMKOX MCMOAHEHMST KOHTPOKTOBR OT
03.09.2020 Ne 2272404126020000453 ¢ KpaeBbiM roCyAQPCTBEHHBIM KA3EHHbBIM
YUYPEXKAEHMEM 3APABOOXPAHEHMST «Me AMUMHC KN MHPOPMALMOHHO-
OHOAUTUYECKNM LIEHTP» MUHUCTEPCTBA 3APABOOXPAHEHMST XOBAPOBCKOro
kpast 1 oT 08.09.2020 Ne 261630498 1420000865 ¢ MMHNCTEPCTBOM
3APOBOOXPAHEHMST POCTOBCKOW OBAQCTMW.

MoyHUMAg BO BHUMAHME YNOMSHYThle OBCTOSITEABCTBA U PYKOBOACTBYSICb
cTatben 10bis NapuMKCKOM KOHBEHUMM MO OXPAHE MPOMbILLAEHHOMN
cobcecTtBeHHoCcT oT 20.03.1883, ctaTtben 23, yacTtbio 1 ctatbn 39, yacTtamm 1 -4
ctatbM 41, 4acTtbto 1 cTtatbm 49 3akoHa «O 3AWmMTE KOHKYPEHUMM», KOMUCCUS
OAC Poccumn

PEWNAA:

1. OCHOBQOHUSI AAS NPEKPALLLEHMST pacCMOoTPeHUst AeAa Ne 08/01/14.5-12/2021
O HAPYLLUEHNN OHTUMOHOMOABHOIO 3AKOHOAOQTEABCTBA OTCYTCTBYIOT.



2. NpwaHatb Aenctemsg OO0 «MamoHT Gapm» (OIPH 1127747170374, NHH
7736652008, aapec: 119331, r. Mockea, np-KT BEpHAACKOro, A. 29, 9T. 12, n. |,
KoM. 5 (O®.1203A)), BbIPA3VBLUMECS B MPOUIBOACTBE U PEAAMIALNN
AEKAPCTBEHHOIO NMpenapata «HMAOTUHMG» (MHH HUAOTUHMG) NO
pPerncTpaUnoHHoOMy yaocTtorepeHuto Ne AM-003879 o1 05 oktabps 2016 roaa
C HE3AKOHHbBIM MCMOAb30BAHMEM N30BPETEHNS No NaTeHTy Ne 2348627,
NPABOOBACACTEAEM KOTOPOIO sBASETCS KOMMaHMst HorapTtmuc All (Novartis
AG), 6e3 coraacus NpABOOBAAAATEASI HO TAKOE MCMNOAb3OBAHNE,
HapyLwarowWyMm ctaTtbio 14.5 3akoHa «O 3aWmMTe KOHKYPEHLMNY,

3. Boiaatb OOO «MamoHT Gapm» (OIPH 1127747170374, UHH 7736652008,
aapec: 119331, r. Mocksa, np-KT BepHaACcKoro, A. 29, 7. 12, n. |, kom. 5
(OD.1203A)) NnpeAnMMCaHME O MPEKPALLEHNN AENCTBUA, HOPYLLQKLLMX
QOHTUMOHOMOABHOE 30KOHOAOQTEABCTBO, U MEPEUYNCAEHNN B DEAEPAABHbIN
BIOAKET AOXOAQ, MOAYHYEHHOIO BCAEACTBME HAPYLLEHMSI OHTUMOHOMOABHOIO
30KOHOAQTEALCTBA.

4. OCHOBQAHMIST AASI TIPUHSITUST ARYTX MEP MO MpecedYeHNo 1 (MAK)
YCTPOHEHMIO NMOCAEACTBUMN HOPYLLEHMST OHTVMOHOMOABHOIO
30KOHOAQTEABCTBA OTCYTCTBYIOT.

PelueHne MoyKeT BbiTb OOXKAAOBAHO B TEYEHNE TPEX MECSILEB CO AHS €ro
MNPOUHSTUS B APOUTPOMKHDBIV CY A,



