3A0 «DapmMaleBTIecKoe

npeanpustne «MEAUTEH»

n. LLlernoeo, 530,
BCEBOAOKCKNIN P-H,

AEHMHIPAACKAs OOA., 188676

NOCTAHOBAEHUE
no AeAy Ne 4-14.33-2217/00-08-18

06 AAMUHUCTPATUBHOM NPABOHAPYLWEHUU

«29» gHBAPS1 2019 1. r. Mockea

9, samectutenb pykooamnTenss PAC Poccum Pectok A.B., paccMoTpes MPOTOKOA U
MATEPUAAbI Aend Ne 4-14.33-2217/00-08-18 06 AAMUHUCTPOTUBHOM MPOBOHAPYLLEHNN,
BO3OYy>XAEHHOro B oTHoweHun 3A0 «Dapmauestmnyeckoe npeanpusatrne «MEAUTEH»
(188676, NernmHrpaackast obA., Bceronoykckuin p-H, n. LLleranoeo, 53a; MHH 4703008794;
OlPH 1024700554086), B npucyTtcteum npeactaButenss 3A0 «PapmauesTnieckoe
npeanpusitne «MEAUTEH» <.............. >,

YCTAHOBUA:

OO0 «ANioMu»  (AQAee - 3aSIBUTEAb) SIBASIETCSI MPOU3BOAUTEAEM AEKAPCTBEHHOMO
npenapaTta — BUTAOMUHHOIO KOoMMAeKkca «AEBUT», B cCOCTOB KOTOPOro BXOAUT AAbOO-
TOKODEPOAa aueTaT (BUTaMUH E) 1 peTHOAQ NaAbMUTAT (BUTaMmH A). AeKapCTBEHHbIN
NPENApPAT MMEET PEMMCTPAUMOHHOE YAOCTOBEPEHME OT 21.11.2008 P Ne 001776/01-2002.
BeeaeHME B TPOXKAQHCKMM OBOPOT MOATBEPIKAQETCST OBPA3LAMKM  MPOAYKUMKM C
NPUAOYKEHMEM KOCCOBbIX YEKOB.



Kpome 3asBUTENs] AEKAPCTBEHHbIVM MPEnapaAT — BUTAMUMHHBIM KOMMAEKC «AEBUT»
NPOUN3BOASIT Y PEAANIYIOT TAIKKE:

- A0 «AATOMBUTAMUHDBI» (PErMCTPAUMOHHOE YAOCTOBEPEeHMe Ne ACP-005750/08);
- OAO «Mapbuodapm» (pernctpaunoHHoe yaoctopeperme Ne AM-002589);

- BAO «®apmauesTnyeckoe npeanpustne «MEAUTEH» (pernctpaumoHHoe
yAocToBepeHne Ne AM-002467);

- YT «MuHckmHTepkanc» (PecnybAnka beaapycb, permcTpaumoHHOE YAOCTOBEPEHME Ne
MNe015142/01.

N3 MHCTPYKUMA MO MPUMEHEHUIO AEKOAPCTBEHHOrO Mpenaparta AAS MEAUMUMHCKOro
npuMeHeHns «AEBUT» CcAeayeT, 4TO OH MPUVMEHSIETCST MPU  KOMOUHMPOBAHHOM
OBUTOMKMHO3e A 1 E, a TaKKe B KOMMNAEKCHOW TEPAMNM MOPAMKEHNN 1 3060AEBAHUIN
KOMW, COMPOBOXKAQIOLLMXCSI HAPYLUEHMEM TRODUKM TKAHEM (NCOPMA3, HEKOTOopble
DOPMbI SK3EMbI, UXTNO3, CEOOPENHBIN AEPMATUT).

Bmecte C TeM, UCXOASl U3 MPEACTOBAEHHbIX BMECTe C 3asIBAeHMEM OOpasLoB, B
FPOdKACHCKOM obopoTe Ha Tepputopun  Poccuinckon  Peapepaumnnt  MMEOTCS
Bronorm4yeckn aktneHole Aobaek K nuwe (BAA) C TOXKAECTBEHHbBIM HOMMEHOBOHNEM
«AEBT» npon3BOACTBQ:

- OO0 «MUppPOAAQ», CBUAETEABCTBO O FOCYAQPCTBEHHOM PErMCTPALMN
RU.77.99.11.003.E.010533.11.14 07 11.11.2014;

- OO0 «AAnHa QapMar, CBUAETEABCTBO O FOCYAQPCTBEHHOW perncTpaumm
RU.77.99.11.003.E.008915.10.14 o1 06.10.2014;

- BAO «2BAAQP», CBUAETEABCTBO O FOCYAQPCTBEHHOM perncTpaumm
RU.77.99.88.003.E.004080.09.16 ot 15.09. 2016;

- 000 «KpaapaT-C», CBUAETEABCTBO O FOCY AQPCTBEHHOM PEerncTpaumm
RU.77.99.32.003.E.004480.10.16 o1 05.10.2016;

- AO «PeanKanc», CBUMAETEABCTBO O FOCY AQPCTBEHHOM PErMCTOALMN
RU.77.99.88.003.E.04656.10.16 o1 14.10.2016;

- BAO «AOMUNHAHTA-CEPBUNC» (MMNOpTEP), CBMAETEABCTBO O FOCY AQPCTBEHHOW
pernctpaumm KZ.16.01.98.003.E.0000563.01.16 o1 12.01.2016;

- OO0 «BUODAPMPYC», CBUAETEABCTBO O FOCY AQPCTBEHHOW PErMCTPALNM
KZ.16.01.78.003.E.004029.02.15 o1 24.02.2015;

- BAO «DapmauesTrniyeckoe npeanpuatne «MEAUTEH», CBMAETEABCTBO O
FOCYAQPCTBEHHOM perncTpaumm RU.77.99.88.003.E.008260.08.15 o1 03.08.2015;

- OO0 «BHewTopr Papma», CBUAETEABCTBO O FOCY ACPCTBEHHOM pernmcTpaumm Ne
RU.77.99.11.003.E.009486.11.13 01 27.11.2013;

- BAO «[MOK O6HOBAEHME®, CBUAETEABCTBO O TOCYAQPCTBEHHOM pernctpaumm Ne
RU.77.99.88.003.E.001809.04.16 o1 22.04.2016.



OB60OpPOT AESKAPCTBEHHbIX CPEACTB Ha Teppwutopun  Poccuickon  Deapepaumm
peryampyetcst PeaepanbHbiM 3akoHOM oOT 12.04.2010 Ne 61-03 «O6 obpalleHnn
AEKAPCTBEHHbIX CPEACTB», COrAAQCHO 4ACTM 1 CcTaTbM 13 KOTOPOro AEKAPCTBEHHbIE
NPenapaTbl  BBOASTCS B FPOMKACHCKMA  OBOPOT HA Tepputopumn  Poccumckom
Peapepauym, €CAM OHW  3APErMMCTOUPOBOHBI COOTBETCTBYHOLMM  YNOAHOMOYEHHBIM
deAESPAAbHBIM OPraHOM NCMOAHUTEABHOM BAQCTW.

AeKQpCTBEHHbIE MPENAPATHI HE SIBASIKOTCS TOXKAECTBEHHBIMU C BUOAOTNYECKM
OKTUBHBIMU AODQABKAMMU, B TOM YMCAE BCAEACTBUE PA3AUYNNA B COCTOBE AENCTBYHIOLLINX
BelleCTB, NMOKA3AHUSIX, Tpe6OBOHl/I9IX K MOOU3BOACTBY, KOYECTBY, 9O PEKTVBHOCTU A
6e30MaCHOCTH YKA3AHHbIX TOBAPOB.

BAAbBI OAHOVMEHHOIrO HA3BAHWS C 3APEMMCTPUPOBAHHBIM B YCTOHOBAEHHOM MOPSIAKE
AEKAPCTBEHHbBIM nMpenapatoM «AEBUT» HE MOryT UMeTb HEOBXOAMMOro Ae4eBHOro
3OPEKTA, HO KOTOPbIN PACCYUTBIBAKOT, KAK BPAY, NPONCHIBAKOLLNA MPUEM YKA3AHHOIO
npenapaTa, TaK 1 NAUMNEHT, MPUHNMAIOLWKMIA TAKOE CPEACTBO. [1pKr 9TOM, HECMOTPSI HO
PA3HMLY B KOAUYECTBEHHOM COCTABE, PEKOMEHAALMM MO NpMeHeHnto bAAoB «AEBUT»
eAVHOODPA3HbI: B3POCABIM U AETSIM, AOCTUMLIMM 14-A€THEro BO3PACTA, MO 1 KANCYAE B
AEHb BO BPEMSI EAbI.

C y4yeToM TOro, YTO M AEKAPCTBEHHBIN MPENAPAT, M OAHOMMEHHAS1 BAA npoaaoTcs B
anTekax 6e3peuenTypHO, YNakoBk BAAOBR COAEPXKAT QHAAOMMYHYIO C AEKAPCTBEHHbBIM
NPEenapATOM MHOOPMAUMID, MOTPREDUTEAID, HE UMEIOWEMY CMEUMAAbHbBIX HOBbLIKOB,
3ATPYAHUTEABHO OTAMHUTD AEKAPCTBEHHBIM NpenapaT oT BAAQ, 1 Tem BoAaee oueHUTb
KOAMYECTBEHHbBII COCTOB CPEACTBA MPUMEHUTEABHO K OXUAQEMOMY AevYebHOMY
20PeKTy. B CBS3N C 9TUM BEAMKA BEPOSITHOCTb HE TOAbKO OTCYTCTBUSI OXKUAQEMOro
AEYEBHOr 0 2PDEKTA, HO M BO3MOYKHOCTb YXYALLEHNS TEYEHMST BOAE3HM.

Pe3yAbTATbl COLUMOAOTMYECKOroO OnpocaA, NPEACTABASHHOrO 3AsIBUTEAEM, MOKA3bIBAIOT,
YTO AAS MOTPEBUTEAEN HET CYLLECTBEHHOM PA3HULIBbI MEXAY BAAOM 1 ero CBONCTBAMM U
BUTOMWUHOMW — AEKOPCTBEHHbIM MPENAPATOM M €ro CBOMCTBAMK, YTO OOYCAOBAEHO
OAVHAKOBbBIM HAVMMEHOBAHMEM, YKA3bIBAIOLLKMM HO KOYECTBEHHbIM COCTAB — BUTAMUHDBI A
nE.

[OTOBHOCTb moTpebutens nepentn K nokyrnke BAAG BMeCTO AeKAQPCTBEHHOro
NPEnApPATA MNOATBEPXKAAETCS MPEACTABAEHHOM 3ASIBUTEAEM CTATUCTUKOM MAAEHUS
BbIPYYKM OT MPOAOMKM AEKAPCTBEHHOro npenapata «AEBUT»: Bbipydka B 2015 roay
coctaBuAa 143 217 074 pybaen, B 2016 roay — 110 413 824 roay. B 2017 roay Bce
ceTesble anteky B CaHkT-Netepbypre n AEHUHIPAACKOM OBAACTM BOOBLLE NPEKPATUAM
3AKYMATb BUTAMUHBI «AEBUAT» CO CCbIAKOM HO 6OAbLLIOM 0ObeM 3aKynAeHHbIXx BAAOB C
QHAAOMMYHBIM HOMMEHOBOHUNEM.

OTKa3bl ANTEK OT 3AKYMKU AEKAPCTBEHHOIO MPENAPATA OO BSICHSIETCS OTCYTCTBUEM
FOCYAQPCTBEHHOIO PEryAMPOBAHMS LieH HO BAABI 1 napadApMALEBTUKY. TAKMM
0B6pPA30M, ANMTEYHBIM YUYPENKAEHMSIM BbiIrOAHEE PEAAM30BLIBATL BAABI, Npw
YCTOHOBAEHMM PO3HNYHOW LIEHBI HO KOTOPbIE OHWN HUYEM HE OrPAHUYEHDI, YHEM
AEKAPCTBEHHbIN NPENAPAT, PO3HNYHAS HOADABKA HO KOTOPbIN OrPAHNYEHA.

[Mpn atoM MNpPon3BoACTBO BAAOB C TOXXAECTBEHHBIM HAVMMEHOBAHMEM CYLLECTBEHHO
AELLEBAE, 4YEM TMPOM3BOACTBO AEKAPCTBEHHOroO npenapaTa. [lpexae Bcero,
npoussoamnTenm BAAOB He OBS30HbI, B OTAMYME OT MPOUIBOAUTEAEN AEKAPCTBEHHbIX
NpPenapaToB, MCMNOAb3OBATb 30PErnCTPUPOBAHHbIE MWH3APOBOM Poccuun



dapMaALEBTUYECKNE CYOCTAHLMM N MOTYT 30MEHUTb X BOAEE ASLLEBBIMU XUMUYECKUMMU
BELLLECTBAMMU, KOTOPBIE SIBASIKOTCSI 6E30MACHBIMUN AAST 3AOPOBbBS MOTPEBUTEAEIN, HO MOTYT
He 0BAQAQTb KOYECTBOM U CBOMCTBAMU GAPMALEBTUYECKON CyDOCTAHLMN,

N cnoAb3ys M3BECTHOE C COBETCKOroO Neproaa HammeHoBaHne «AEBAT», mMpon3soanTeEAN
OAHOMMEHHBIX BAAOB CO3HATEABHO BBOASIT MOTPEBUTEAEN B 3ADAYXKAEHNE B OTHOLLEHNM
TOXAECTBEHHOCTV AEKAPCTBEHHOrO MPEnapPaATa 1 BUOAOrMYECKN AKTUBHOM AODABKWM K
nmLle.

KaK yCTOHOBAEHO B XOAE PACCMOTPEHMUS 3ASIBAEHMS, HO TOBAPHOM PbIHKE BUOAOrNYECKU
QKTUBHbIX AODCBOK K MULLE MNPUCYTCTBYIOT MPOM3BOAUTEAN, KOTOPLIE WCMOAbIYIOT
TOproeblie HAVIMEHOBOHUS BAAOB, HE SIBASIHOLLIMECS] TOXKAECTBEHHBIMM
3APEMMCTPUPOBAHHOMY AEKAPCTBEHHOMY MPENAPATY, HO TEM HE MEHEE YKA3bIBAKOLLNE
Ha coctae bAAQ:

- BAA «BntamumHbl A n E» «BAATOMAKC» npomnzesoactea OOO «BUCH;
- BAA «AE ButamuHbl popTter» npondsoactsa OOO «Dapmrpynny.

B TO ke BpeMsl KpoMe CBUAETEABCTBA O TOCYAQPCTBEHHOW pernctpaunm bAA «AEBUT»
Ne RU.77.99.88.003.E.008260.08.15 o1 03.08.2015, BAO «DapmMaLeBTUYECKOE NpeAnpusiTne
«MEAUTEH» gBASIETCS BAOQAEABLEM PEMMCTPAUMOHHOIO yAocToBepeHmnst Ne A1-002467 Ha
AEKAPCTBEHHbIN npenapat «AEBUT», 4To AQeT eMy AOMOAHUTEAbHbIE MPENMYLLECTBA
nepep OCTAAbHBIMM YYOCTHUKOMM TOBAPHOIMO PbIHKA MPOU3BOACTBA M PEAAU3ALMN
BUOAOITNYECKM AKTUBHBIX AODABOK K nMLLLe Poccuinckom Peaepaumi.

3A0 «DapmauesTndeckoe npeanpuatre «MEAUTEH» BbIAO HONPABAEHO
npeaynpexaeHne PAC Poccrm ot 30.01.2018 Ne UA/5731/18 o npeKkpalleHnn AENCTBUN
(6e3AenCTBUS), KOTOPBIE COAEPYKAT MPU3HAKM HOPYLIEHNS OHTUMOHOMOABHOIO
30KOHOAQTEALCTBA.

Kak cAeAyeT 13 oT4eTa 06 OTCAEXMBAHU OTMPABAEHNS C MOYTOBLIM UAEHTUPUKATOPOM
12599319262025, npeaynpexaerne GAC Poccum noayyeHo 3A0 «PapmaueBTmyeckoe
npoeanpusgtme «MEAUTEH» 06.02.2018. B YyCTAHOBAEHHbII CPOK MPEAYNPEXAEHNE
MCMOAHEHO HE BbIAO.

Ha oCHOBAHMM N3AOXKEHHOTO BbIA 3AAH nprKad GAC Poccum ot 06.03.2018 Ne 272/18 o
BO3OY)KAEHUN AEAQ U CO3AQHUM KOMUCCKUUM MO PACCMOTREHNIO AEAQ O HOPYLUEHUM
OHTUMOHOMOABHOIO  3AKOHOAOTEABCTBA MO MNPU3HAKAM  Hapywenust  3A0
«PapmauertTnyeckoe npeanpusatne «MEAUTEH» (188676, AeHUHrpaackasi ODA.,
Bcesonoxckmm p-H, n. Leraoso, 53a; MHH 4703008794, OI'PH 1024700554086) nyHkTa 1
ctatby 14.2 PepepAAbHOro 3aKoHa oT 26.07.2006 Ne 135-03 «O 3aLmMTE KOHKYPEHLMNY,

CoranacHo nosicHeHnsam  3A0 «PapmaueBTuyeckoe  npeanpuatme  «MEAUTEH»
YTBEPIXKAQET, YTO HMKOTAQ HE MPon3BOAUA BAA «AEBUT». Ao despanst 2018 r. OTBeTYMK
nponseoaAnA BAA «AEBUT MEAUTEH», nocAe noAydernst npeaynpeskaerns GAC Poccum
ee Npon3BOACTBO BbIAO MPUOCTAHOBAEHO.

MNpn atoM OTBETYMK CCbIAQETCS1 HO MeToamyeckme ykadanust MYK 2.32.721-98 «2.3.2
OnpeaeneHme 6e30MNaCHOCTU U 3PPEKTUBHOCTU BUOAOMNYECKM AKTUBHBIX AODABOK K
nLLe», YTBEPIXKAEHHbIE [AQBHBIM [OCYAQPCTBEHHBIM CAHUTAPHBIM BpadyoMm PO B 1998
FOAY, COrAQCHO KOTOPbIM OCHOBHblE OTAMYMSI BAA OT AEKAQPCTB CAEAYIOLWME:



- BAA crneumnounyeckt NOAAEPXKMBAKOT OPIraHN3M B QUIMOAOTNYECKMX MPEAEAAX, TO ECTb
BbICTYNQAKOT KAK BCMOMOrATEAbHbIE BELLECTBA B KOMMNAEKCHOW TEPAnnn;

- BAA NCMOAB3YIOTCS (PEKOMEHAYIOTCS) KAK MCTOYHUK HYTPMEHTOB, HEKOTOPbLIX BELLLECTB
N MNHEPAAOB; AEKAPCTBEHHbBIE MPENAPATLl — 3TO MOKA3AHUST K MPUMEHEHMIO;

- AEKAPCTBEHHbIE CPEACTBA COAEPXKAT TEPANEBTUYECKYIO AO03Y AENCTBYIOLLErO
BellecTtsd, d bAA — OM3NOAOTMYECKYIO; MPUN DTOM CYTOYHAST A03a BAA He npeBblllaeT
PO30BYIO TEPAMNEBTUYECKYIO 1 HE Bonee 60% OT TEPANEBTUYECKOM AO3bI.

C UEeAbIO NCKAKOYEHMST AE3MHDOPMALMK NOTPEBUTEAS U HAPYLLEHUS ero Npae, OTBETYMK
CO3HATEABHO U BO MCMOAHEHWE NYHKTA 4.4 CaHllnH 2.3.2 1290-03, HOHeC HA yNAKOBKY
HOMMEHOBAHMNE C OTANYUTEABHBIMU MPU3HAKAMMK, KOTOPbIE YKA3bIBAKOT, YTO MPOAYKLMS
OTBETYMKA MOA TOBAPHBIM 3HAKOM «AEBUT MEAUTEH» He SIBASIETCSI AEKQPCTBEHHBIM
CPEACTBOM.

OaHAKo, Mo MHeHuo Komuccnm OAC Poccum, BbilLEYKA3AHHbIE MOSICHEHMST OTBETYMKA
CBUAETEABCTBYIOT O CO3HATEABHBIM U LEAEHAMPOBAEHHOM BBEAEHVMN MOTPEOUTEAS B
3ABAYKAEHME, MOCKOAbKY AOCTOBEPHO 3HASI O BbILLEMNEPEYNCAEHHBIX YCTAHOBAEHHbBIX
OTAMYMSIX BAA OT AEKAPCTBEHHbBIX MPENAPATOB, B TOM YACAE B OTHOLLUEHMMN OTCYTCTBUSI
TEPANEBTUYECKOro addeKkTa, OTBETUMK, TEM HE MEHEE, PACMNOAArasl PErMCTPAUMOHHBIM
yaocToepeHneM ot 20.056.2014 Ne AlM-002467 HO AeKQPCTBEHHbIM npenapat «AEBUT»,
3APEMMCTPUPOBAA BAA C HAVMEHOBOHMEM «AEBUT MEAUTEH»
(RU.77.99.88.003.E.008260.08.15 ot 03.08.2015), 4aCTb HAMMEHOBAHWSI KOTOPOrO
YKQ3bIBAET HA MPOU3BOAUTEASI.

CpAaBHUTEABHBI QHAAM3 MMEIOLLMXCST B MATEPUAAAX AEAQ MAKETA AM3AMHA C KPOEM
ynakosku BAA «AEBUT» n 06pa3ua AeKapCTBEHHOro NpenapaTa «AEBUT» Npon3BoACTBC
OTBETUMKA HE TMO3BOASIKOT CAEAQTb BbIBOA O HAAUYMKM CYLLECTBEHHbIX PA3AMYMA B
ODOPMAEHNM YNAKOBOK BAAQ N AEKAPCTBEHHOIO NMpenapaTta. boAee Toro, MHGOPMALUMS
O ToM, 4Yto «AEBUT MEAUTEH» gsasieTcs BAAOM HOHECEHO MNAOXO BOCMPUHVMMOEMbBIM
O4YEHb MEAKMM LWPUDTOM HA ThIAbBHOWM CTOPOHE YNAKOBKM, HO TOpLEBOW YACTU YNAKOBKMN,
rA€ MMEeeTCsl YKO3AHME HO HOANYME CBUAETEABCTBA O FOCYAQPCTBEHHOM PErNCTPALMN,
OTCYTCTBYET YKA3AHME HA TO, YTO CBUAETEABCTBO BbIAQHO B OTHOLWLEHM BAAQ.

MNown aTOM cAoBecHoe ob6o3HadyeHne «MEAUTEH» mn3obpaykeHOo WpndTOM 3EAEHOO
LBETA, NOBTOPSIHOLLEro LUBET MHbIX SAEMEHTOB OPOPMAEHUS, M PA3MEPOM, B HECKOAbKO
PA3 MEHBbLUMM, YeM CAOBECHOE 0DBO03HAYEHME «AEBUT», BHINOAHEHHOE BPOCAIOLMMCS B
FAQ30 SIPKMM KPACHBIM LUBETOM. B CBSI3M C MU3AOXKEHHBIM B KAYeCTBE HAMMEHOBAHMS
BAAQ BOCMPUHMMAETCSI TOAbKO CAOBecHOe 0603Ha4vyeHne «AEBUT», a cAoBecHoe
ob6o3Ha4eHne «MEAUTMEH» - KOK yKA3aHME HO MPOn3BOAUTEAS TOBAPA «AEBUT».

Kpome Toro, CAEAYET MMETb B BUAY, HTO MICXOAS U3 AQTbI MOAYYEHWS PEMMCTPALMOHHOIO
YAOCTOBEPEHUST HO AEKAPCTBEHHbIV NpenapaTt «AEBUT» - 20.05.2014, 1 AQTbl NOAYYEHMS
CBUAETEABCTBA O rOCyAQpPCTBEHHOM permncTtpaumm BAAa - 03.08.2015, nmetowmecs
HE3HAYUTEAbHBIE OTAMYKS B OQOPMAEHUM BAAQ «AEBUT» n AeKQpPCTBEHHOIrO NPEnapPaATA
«AEBUT» nponzeoacTBa OTBETYMKA BOCTIPUHUMALIOTCSI, CKOpEee, B KAYECTBE HEKOTOPbIX
N3MEHEHMNIN, BHECEHHbBIX B OQOPMAEHME YTNAKOBKN AEKAPCTBEHHOIO npenapata «AEBUT».

B cooteetctBMM cO cTtatben 10.bis MNapUKCKOM KOHBEHUMM MO OXPAHE MPOMbILUAEHHOM
cobcteeHHoCcT oT 20.03.1883 aKTOM HEAOBPOCOBECTHOM KOHKYPEHLMU CUYNTAETCS
BCSIKUA QKT KOHKYPEHUMW, MPOTUBOPEYALMNA YECTHBIM OBbIHASIM B MPOMbBILLUAEHHBIX 1



TOProBbIX AEAOX. B 4YOCTHOCTU, MOAAEXKAT 3AMNPETY YKA3AHUST UAU YTBEPIKAEHMSI,
MCMOAb3OBAHME KOTOPbLIX MPW OCYLLECTBAEHUM KOMMEPYECKOW AESITEABHOCTU MOXKET
BBECTV ODOWECTBEHHOCTb B 3AOAYXKAEHME OTHOCUTEABHO XAPAKTEpPA, crnocoba
N3rOTOBAEHWS, CBOVCTB, MPUrOAHOCTU K MOUMEHEHMIO AN KOAMYECTBA TOBAPOB.

B cuay nyHkTa 1 ctaTtbm 14.2 3akoHa «O 3aLUTE KOHKYPEHLMU» HE AOMYCKASTCS
HeAOBPOCOBECTHAS KOHKYPEHLMS MyTeM BBEASHMUS B 3AOAYIKAEHNE, B TOM YMCAE B
OTHOLLEHUW KOYECTBA 1 MOTPEOUTEABCKMX CBONCTB TOBAPJ, MPEAAArAeMoro K
MNPOAOYKE, HO3HAYEHVSI TOKOrO TOBAPA, CMOCOOO0B U YCAOBUIN €M0 U3rOTOBAEHUS AU
NPUMEHEHWS, PE3YAbTATOR, OXKMACEMbIX OT MCMNOAb3OBAHMS TAKOrO TOBAPJ, €ro
MNPUrOAHOCTU AASI OMPEAEASHHBIX LIEASH.

Takum obpazom, Kommccus GAC Poccrm NPUXOANT K BIBOAY, YTO BCE MPUIHAKM
HEAOBPOCOBECTHOM KOHKYPEHLMW, CoOAEPKALLMECS B NyHKTE 9 YacTn 4 3akoHa «O
3ALLNTE KOHKYPEHLMM», MPUCYTCTBYIOT B AencTBrgax 3AO «DapMaLeBTUYECKOe
npeanpugatne «MEAUTEH»:

1. HONpABAEHHOCTb HA MNOAyYEHVE TMPpeuMyLLeCTB B  MNPEeANPUHUMATEAbCKOM
AESITEABHOCTU HAA KOHKYPEHTOM BbIPA3VMAACH B UCMOAb3OBAHMKM MPU BBEAEHUMN B
FPAOKACQHCKMA 0BOPOT BMOAOrMYECKM OKTUBHOM aA00aBKkM K e (BAA) «AEBUT»
HOMMEHOBQAHWSI, QHAAOTMYHOIO HOMMEHOBAHUIO 3QPErnCTPUPOBAHHOIO B
YCTAOHOBAEHHOM 3AQKOHOM MOPSIAKE AEKAPCTBEHHOr O npenapaTta «AEBUT», siBAsitoLLLErOCS]
BUTAMMHHBIM KOMMAEKCOM, PA3PAOOTAOHHBIM COBETCKMMK YYEHBIMU 1 U3BECTHBIM C 70-X
roAOB NPoLAOro seka. Mpn atom 3A0 «PapmauesTriyeckoe npeanpuatne «MEAUTEH»
NPOU3BOAUT N BBOAUT B MPAPKAQHCKMA OBOPOT KAK AEKAPCTBEHHbLIM MPENapPAT, TAK U
OUOAOTMYECKM  OKTUBHYIO AO0DQBKY K MMWeE, MNO0A  QAHAAOTMYHBIMKM - TOPrOBbIMM
HAVMEHOBAHUSIMU.

2. lpoTnBopeUYne 3AKOHOAOQTEALCTBY BbLIPDOMKAETCSI B HAPYyLEeHUM cT1atbk 10.bis
MNAPWYKCKON KOHBEHLMKM MO OXPAHE MPOMBbILLAEHHOM cobctBeHHoCcTM oT 20.03.1883,
3AMNPELaOWEN BCSIKMA QKT KOHKYPEHUMM, MPOTUBOPEYALMA YECTHBIM OBblHASIM B
MPOMBILLAEHHBIX M TOProBblX AEAAX. B 4ACTHOCTWM, MOAAEXAT 3ANPETY YKA3AHUST MAMU
YTBEPIXKAEHMS,  UNCMOAb3OBAHME  KOTOPbLIX MPW  OCYLLECTBAEHUM  KOMMEPYECKOW
AESITEABHOCTVI MOMET BBECTU OOLIECTBEHHOCTb B 3AOAYXKAEHME OTHOCUTEABHO
XApAKTEPQA, cnocoba WU3rOTOBAEHWS, CBOWCTB, MPUIOAHOCTU K MPUMEHEHUIO UAN
KOAMYECTBA TOBAPOB.

m YKa3aHHble aencteus  3A0 «DPapMaueBTUYECKOE  MpeAnpUuaTne
«MEAUTEH» cnocobHbl MPUYUMHUTE YOBITKM KOHKYPEHTOM, BBOASILLIVM B
FOAYKAQHCKMN OBOPOT HA TOBAPHOM PbIHKE BUOAOrMYECKM AKTUBHbBIX
A06aBOK K nNmLLe Poccumckon Peapepaumm cxoaHble No coctaey BAABI,
HO HE MCMOAb3YIOLLUMM B WX TOProOBbiX HAMMEHOBAHMSIX OBO3HAYEHME,
AHOAOMMYHOE HAVIMEHOBAHMIO AEKAPCTBEHHOIO MpenapaTa, M3BECTHOro
C COBETCKOIro NeproAQ BpeEMEHN.

PeweHnem Komumccum OAC Poccum ot 28.052018 Ne AK/38311/18 o HapyLleHum
OHTUMOHOMOABHOIO  3aKoHOAQTeEAbCTBA  apenctBug  3A0  «DapmaueBTnyeckoe
npeanpusitmne «MEAUTEH» (188676, AeHuHrpaackasi obA., BCEBOAOXKCKMM pP-H, M.
LLlernoeo, 53a; NHH 4703008794; OI'PH 1024700554086), BbipQ3MBLUMECST BO BBEAEHUN B



FOAKACHCKMIA  0B60opOoT Ha Tepputopun Poccuinckon Peaepaumnmt  BUOAOTNYECKN
aktmBHOM pAobBaBku K nnwe (BAA) ¢ HammeHoeaHnem «AEBUT MEAUTEH», BBOASILLIMM B
3AOAYXKAEHMNE B OTHOWEHUM  TOXXAECTBEHHOCTUM C  3APErnMCTPUPOBAHHLIM B
YCTOHOBAEHHOM  30KOHOM  MOPSIAKE  AEKAPCTBEHHbIM  MmpenapatoM  «AEBUT»,
HOPYLWALWKMMKM 4aCTb 1 cTtatbM 14.2 3aKoHA «O 3aWMTE KOHKYREHLMMN,

CornacHo vactm 1 ctatbn 1433  Koaekca Poccumckon  Peapepaummn 06
OAMUHUCTPATVBHBIX MPOBOHAPYLLEHMSIX (Aanee — KoAll PD) HepaobpocoBecTHAS
KOHKYPEHLMSI, ECAU STU AENCTBUSI HE COAEPXKAT YTOAOBHO HAKOA3YEMOIrO AESHUS, 3a
NCKAIOYEHMEM CAYYOEB, MPEAYCMOTPEHHbIX CTaThen 14.3 HacTosiero Kopaekca wu
YOCTbKO 2 HACTOSILLEN CTATbU, BAEYET HAAOXKEHME AAMUHUCTPATMBHOMO LWTPAGA HA
AONKHOCTHBIX AULL, B PABMEPE OT ABEHOALATU ThiICSY AO ABOALATY ThiCsY pybAen; HA
IOPUANYECKNX AULL, - OT CTA ThICSIY A0 NSITUCOT ThiCSIH PyOAEN.

B cooteeTrcTBuMM C YacTbto 2 cTtatbk 2.1 KOAll PO opuandeckoe AMLO MPUBHAETCS
BVHOBHBIM B COBEPLUEHNN OAMUHUCTPATUBHOIO MPABOHAPYLUEHUS, €CAM  ByAeT
YCTOHOBAEHO, YTO Y HErO MMEAOCHb BO3MOXHOCTb AAST CODAKOAEHMS MOABUA U HOPM, 30
HapyLlleHne KkKotopbix KoAl PO wmAm 3akoHamum cybbekta Poccumckon Deapepaumm
NPEeAYCMOTPEHA AAMVHUCTOATUBHAST OTBETCTBEHHOCTb, HO AQHHBIM AMLOM HEe ObiAU
MNPWHSITHI BCE 3ABUCSILLIME OT HErO MEPbI MO UX COBAIO AEHMIO.

Y 3A0 «DapmauesTndeckoe npeanpusatne «MEAUTEH» mmeAacb BO3MOMKHOCTb He
BBOAUTb B TPAKAQHCKMA 0OBOPOT Ha Tepputopun Poccumnckon Peaepaumm
Buonormyeckn akteHole Aobaeky K e (BAA) € HavmeHoBaHeM «AEBUT»,
TOKAECTBEHHBIM HAVIMEHOBAHUIO 3APErNCTPUPOBOAHHOIO B YCTAOHOBAEHHOM 3QKOHOM
NopsIAKE AEKAPCTBEHHOIO npenapara. Takmm obpaszom, BUHO 3A0
«PapmauerTnyeckoe npeanpusitne «MEAUTEH» B coBepLUIEHHOM AAMUHUCTPOATUBHOM
NPABOHAPYLLEHNM YCTAOHOBAEHA.

QaKT  COBEPLUEHMNST  AAMUHUCTPOATMBHOIO  MPABOHAPYLUEHUST  MOATBEPYKAQETCS
peweHnem Komumccum PAC Poccum ot 28.05.2018 no aeay Ne 1-14-48/00-08-18 o
HAPYLLIEHNMN OHTVMMOHOMOABHOIO 30QKOHOAQTEABCTBQ, NPOTOKOAOM ob
OAMUHUCTPATUBHOM MpaesoHapyLeHnn ot 15.01.2019 Ne 4-14.33-2217/00-08-18, a Takke
ARYTVIMU MOTEPUAAOMU AEAQ.

CoranacHo 4actm 3 ctatbu 4.1 KoAll PO npuv HA3HAYEHUU OAMUHUCTPOATUBHOIO
HOKQA3AHUST  IOPUAMYECKOMY  AULY  YYUTBIBAKOTCSI  XAPAKTEP COBEPLUEHHONO UM
AAMUHUCTPATUMBHOIO MPABOHAPYLUEHNS], MMYLLECTBEHHOE M OUMHAHCOBOE MOAOMEHME
IOPUANYECKOTO AMLQ, 0B CTOSITEABCTBA, cMsIryaroLme AAMUHUCTPATUBHYIO
OTBETCTBEHHOCTb, % 0B CTOSITEABCTBA, oTsiIryaoLne AAMUHUCTPATUBHYIO
OTBETCTBEHHOCTD.

B kauyectBe OBCTOSITEABCTBA, CMSIMHOIOWEro OAMUHUCTPOTUBHYKO OTBETCTBEHHOCTD,
YCTOHOBAEHO AODBPOBOAbHOE WCMOAHEHME 3A0 «PapmMaueBTUYECKOE MNpeanpusTue
«MEAUTEH» npeAnnCaHns AO BbIHECEHMSI MOCTAHOBAEHMS MO Aeny Ne 4-14.33-2217/00-08-
18 06 AAMUHUCTPATMBHOM  MPOBOHAPYLUEHUM, BBIACGHHOIO €My  OPraHOM,
OCYLLECTBASIHOLLIMM FOCYAQPCTBEHHBIN KOHTPOAb (HOA30P) U MYHULMMAABHBIVA KOHTPOAD.

NHble 0BCTOTEABCTBA, cMsryarowmne AAMUHNCTPATUNBHYIO OTBETCTBEHHOCTb,
AHTUMOHOIMNOAbHbBIM OPIrdHOM HE YCMATPUBAKOTCSI.

OBCTOaTEALCTB, OTSr4AKOLLNX OAMUHUCTPATUBHYIO OTBETCTBEHHOCTb 3A0



«PapmauerTrnyeckoe npeanpusatme «MEAUMEH» 3a coBeplUeHHOEe AAMUHUCTRATUBHOE
NPABOHAPYLLEHNE, HE YCTAHOBAEHO.

B cooteeTctBUM C KOATT PO pasmep aAMUHUCTRATUBHOIO LUTPAMA 34 COBEPLUEHNE
OAMUHUCTPATUBHOIO MPABOHAPYLLUEHUS, MPEAYCMOTPEHHOro ctatben 14.33 KoAll PO,
NCUYMNCASIETCSI COFAQCHO NPUMEYaHNIo K cTaTbe 14.31 KoAl PO.

B cootBeTctBMM C 4YacTbio 4 npumedaHmn K ctatbe 14.31 KoAll PO 3a coeeplueHune
OAMUHUCTPATUBHOIO MPABOHAPRYLLEHWS, MPEAYCMOTPEHHONO HACTOSILLLEN CTATbEN AMDBO
ctatben 14.31.2, 14.32 nan 14.33 HacTosilero Koaekca, npuv OTCYyTCTBUM OBCTOSITEABCTB,
CMSIFYAOLLINX % OTSINYAKOLLNX AAMUHUCTRATUBHYIO OTBETCTBEHHOCTD,
AQAMUHUCTPATUBHBIM LUTPA® HAAQrAETCsl HA IOPUANYECKOE AMLO B PA3MEPE CYMMbI
MUHVUMQOABHOIO  pasMepa  AAMUHUCTPATUMBHOIO  WTPAGA, MPEAYCMOTPEHHOMO 3a
coBepLlleHne AQHHOTO AAMUMHUCTPATVBHOIO MPABOHAPYLLEHWMS], M MOAOBMHBI PA3HOCTU
MOKCUMOABHOIO pA3Mepa  AAMUHUCTPATUMBHOINO LUTPADA, MPEAYCMOTPEHHOIO 3a
coBeplleHne AQHHOTO OAMUHUCTPATUMBHOMO MPABOHAPYLLIEHUS, U MUHUMAAbBHOIO
pAa3sMepa AAMUHUCTPATVBHOIO LWUTPADA, MPEAYCMOTPEHHOIO 30 COBEPLLIEHNE AQHHOIO
AAMUHUCTPATUBHOIO NPABOHAPYLLEHWS], Mpun HOAMYMN OBCTOSITEALCTB,
NPEAYCMOTPEHHbBIX MYHKTAOMKM & 1 6 yactm 1 ctatbn 4.2 HacTtosiwero Koaekca,
AQAMUHUCTPATUBHBIM LUTPA® HAAQrAETCSsl HA IOPUANYECKOE AMLO B PA3MEPE CYMMbI
MUHVMMQOABHOIO pasMepa  AAMUHUCTPATUMBHOIO  WTPAGA, MPEAYCMOTPEHHOMO 3d
CcoBepLUEHNE AQHHOMO  OAMUHUCTPATMBHOIMO  MNPABOHAPYWEHMS. [lpy HOAUYUK
OB CTOSITEABCTB, CMSITHAOLWMX AAMUHUCTPATVBHYKO OTBETCTBEHHOCTb, 3Q UCKAKYEHNEM
OBCTOSITEABCTB, MPEAYCMOTPEHHBIX MYHKTAOMU 5 1 6 yacTn 1 cTaTbM 4.2 HACTOSILLErO
Koaekca, pasvep aAMUHUCTPATUBHOMO LWTPADA, HOAQraemoro Ha topramndecKkoe AMUO,
NOAAEXKNT YMEHBLLEHMIO 3Q KOMKAOE TAKOE OBCTOSATEABCTBO HO OAHY BOCbMYHIO PA3HOCTU
MOKCUMOABHOIrO pA3Mepa  AAMUHUCTPATUBHOINO LUTPADA, MPEAYCMOTPEHHOIO 3a
coBeplleHne AQHHOTO OAMUHUCTPATUMBHOIMO MPABOHAPYLLIEHUST, U MUHUMAABHOIO
pAa3sMepPa AAMUHUCTPATVBHOIO LUTPADA, MPEAYCMOTPEHHOIO 30 COBEPLLIEHNE AQHHOIO
OAMUHUCTPATUBHOIO MPABOHAPYLIEHWS. 1oy HOAMYMKM OBCTOSITEABCTB, OTSMYAIOLLMX
AAMUHUCTPATVBHYIO  OTBETCTBEHHOCTb, paA3Mep OAMUHUCTPATMBHOIO  WITPAGA,
HOAQrQeMOro HA PUANYECKOE AULO, MOAAEKUT YBEAUYEHMIO 3A KAMKAOE TAKOE
OBCTOSITEABCTBO  HO  OAHY  BOCbMYKO  PO3HOCTM  MOKCUMOABHOrO  pasmepda
OAMVHUCTPATMBHOIO  WTPA®A, MPEAYCMOTPEHHOIO 30 COBEPLIEHVE  AQHHOIo
AAMUHUCTPATUBHOIO NPABOHAPYLLEHMSI, % MUHVUMQABHOIO pasmepa
OQAMVHUCTPATUMBHOIO  WTPA®A, MPEAYCMOTPEHHOIO 30 COBEPLUEHVE  AQHHOIo
AAMUHUCTPATUBHOMO MPABOHAPY LLEHUS],

Ha OCHOBQHWMM U3AOMEHHOIO, PYKOBOACTBYSICb YaACTbto 1 cTtatbn 14.33, cTtaTben 23.48,
cTaTben 29.7, ctatben 29.9 KoAll PO,

MOCTAHOBUA:

1. Mpumenntb Kk 3A0 «Dapmauestnyeckoe npeanpuatme «MEAUTEH» (188676,
AeHnHrpaackast obA., Bcesonoxkckmm p-H, n. Leraoso, 53a; MHH 4703008794; OI'PH
1024700554086) mepbl OAMUHUCTPATUMBHOM OTBETCTBEHHOCTM B BUAE LWITPADA 3Q
HEAODPOCOBECTHYIO KOHKYpeHUMto B pa3mepe 250 000 (ABYXCOT MSATUAECSTU ThICSY)
pybaen.



2. CyMMYy LUTPADA HOAAEXKUT YNIACTUTb MO CASAYIOLLIMM PEKBUUTAM:

MNoAydyaTenb: MexkpernmoHanbHoe onepaumoHHoe YPK (ang PAC Poccum A/cC
04951001610)

NHH 7703516539 KIil 770301001

KBK 161 1 16 02010 01 6000 140

OKTMO 45380000

BaHk noAydaTens: OnepaunoHHbIM AenapTaMmeHT baHka Poccumn r. Mockea
BMK 044501002

PacyeTtHbin c4eT 40101810500000001901

B cooteetctBUM C YacTbto 1 cTaTtbm 32.2 KOAI PO AAMUMHUCTPATUBHBIN LUTPAD AOAXKEH
OblTb  YOAQUYEH AULOM, MPUBAEYEHHBIM K AAMUHUCTPATUBHOM OTBETCTBEHHOCTU, He
NO3AHEE LWECTUAECSITM AHEM CO AHSI BCTYMNAEHWMST MOCTOHOBAEHWMST O HAAOMEHUM
OAMUHUCTPATVBHOIO LTPADA B 3AKOHHYIO CUAY AUMOO CO AHSI UCTEYEHUST CPOKA
OTCPOYKM UAM CPOKA PACCPOYHKM, MPEAYCMOTPEHHbIX CcTaTben 31.5 HacToswero
Koaexca.

B cootBeTCcTBUM C YacTbto 5 cTtaTtbm 3.5 KOAT PO cymMMa OAMUHUCTRATVBHOMO LUTPAGA
NOAAEXUT  3AYUCAEHMIO B  OIOAXKET B MOAHOM OObeMe B COOTBETCTBUM C
30KOHOAQTEABCTBOM Poccumckon Qeaepaumn.

B cooteetctBUM Cc 4acTtbo 3 ctatbn 30.1 v 4yacteto 1 crtatbm 30.3 KoAll PO
MOCTOHOBAEHME MO AeAy 00 OAMUHUCTPATUMBHOM MPABOHAPYLUEHUM MOXKET ObiTb
0B6>KOAOBAHO B APOUTPOMKHBIN CYyA MO MECTY PACCMOTPEHNS AEAD B TeyeHre 10 CyTokK
CO AHSI BPYYEHUS A MOAYHYEHMST KON MOCTAHOBAEHMSI,

CornacHo 4yact 1 ctatem 31.1 KoAll PO nocTtaHOBAeHME NO AeAy 06
OAMUHUCTPATVIBHOM MPABOHAPYLUEHNN BCTYNAET B 3AKOHHYIO CUAY MOCAE UCTEYEHUS
CPpOKQ, YCTOHOBAEHHOIO AASI  ODOXOAOBOHWMSI  MOCTAHOBAEHMSI MO  AEAy 06
OAMUVHUCTPOTVMBHOM MPOBOHAPYLLIEHUN, €CAM YKO3OHHOE MOCTOHOBAEHME He OblAO
06>KAAOBAHO NAW OMPOTECTOBAHO.

Konmio AOKYMEHTA, MOATBEPIKAQKOLLEro YNAATY AAMUHUCTPOATMBHOIO LITPAGA, AMLO,
NPEUBAGYEHHOE K OAMUHUCTPATVBHOM OTBETCTBEHHOCTW, HAMPABASIET AOAMKHOCTHOMY
AWMLY, BBIHECLLEMY MOCTAHOBAEHME.,

CoraacHo yacti 1 ctatbu 20.25 KoAll PO HeynAaTa AAMUHUCTRATUBHOMO LWTPAMA B
CPOK, BAEYET HOAOXKEHNE AAMUHUCTPATUBHOIO LUTPAPA B ABYKPATHOM PA3MEPE CYMMbI
HEeYNAQYEHHOrO AAMUHUCTPATUBHOIO LUTPADA, HO HE MEHEE OAHOM ThiICSI4M pybBAaen Anbo
AAMUHUCTPATVBHbBIM QPECT HO CPOK AO MNSITHOALATM CYTOK.



