OMNMPEAEAEHWE
0 BO3OY>KAEHNN AN 06 AAMUHUCTPATUBHOM MPaBoHApyLLeHnn Ne 4-19.8-1034/00-18-18

M nposepseHnM AAMNHNCTPATBHOIO PACCAEAOBAHNSI

27 mona 2018 r. r. Mockea

%1, 3OMECTUTEAD HAYOABHMKA Y MPABAEHMSI KOHTPOAST COLMAABHOM CHEPDI 1 TOPrOBAM
QAC Poccnm M.A. AerTapér, paCCMOTPEB MATEPVAAbI, YKA3bIBAKOLIME HO HAOAMYME
COBbITVSI AAMUHUCTPATUBHOIO MPABOHAPYLLEHMS B OTHOLWEHMM AO
«Mupakcbrno®apmar (aanee — OBLECTBO) (MECTO HAXOMAEHMS: PABo4ast yA., A. 2Q,
kopn. 1, . Xumkn, Mockosckas 06A., 141401; BpsHckas yA., A. 5, 1. Mockea, 121059
Ol'PH 1057749051645, NHH 77305632561, KM 773001001, poaTa pervcrtpaumm
topuanyeckoro amua 14.11.2005),

YCTAHOBUA:

B ®eAepAAbHY O OHTUMOHOMOABHYO CAYYKOY NOCTYMUAM 3ASIBAEHMS TOOYKACH
Poccuimckom Gepepaumm (Bx. ot 03.05.2018 Ne 67989-3r1/18, ot 07.05.2018 Ne 70300-
201/18) no Bonpocy yBeANYEHMST CTOMMOCTU AEKAPCTBEHHOIO NPENAPATA C TOPIrOBbIM
HAVMEHOBAHVEM «NHAMHOA DOpPTON.

B paMKAxX paCCMOTPEHNS BbiLLEYKA3AHHbIX 3asiBAeHin PAC Poccum HaNpaBUAG
ObuecTsy MOTMBUPOBAHHbBIE 3ANPOCHl MHGOPMALMM oT 08.05.2018 Ne AK/32978/18
3aKa3HbIM MMcbMoM QIYTT «[Moyta Poccrnm» Cco CPOKOM NPEeACTABAEHMS MHOOPMALMN AO
31.05.2018 1 ot 14.05.2018 Ne AK/33862/18 3akasHbIM nncbMmom OIYT1 «Moyta Poccunm» co
CPOKOM MPEACTABAEHUS MHOOPMALMM A0 28.05.2018.

CoraacHo ceepeHnsam HtepHeT-canTa PIry T «Moyta Poccum» - www.pochta.ru 3anpoc
PAC Poccum ot 08.05.2018 Ne AK/32978/18 aocTaBaeH ObLecTry 22.05.2018 (Homep
NOYTOBOro OTNPABAEHMST 12571719931046).

TaK»Ke COrAQCHO CBeAeHNaM UHTepHeT-canTa QYT «Moyta Poccum» - www.pochta.ru
3anpoc GAC Poccum ot 14.05.2018 Ne AK/33862/18 pocTtaBaeH ObuiecTey 22.05.2018
(HOMepP NOYTOBOrO OTNPABAEHUST 125717 19945449).

B otBeT Ha 3anpockl PAC Poccum ot 08.05.2018 Ne AK/32978/18 n ot 14.05.2018

Ne AK/33862/18 nncbmamm Obuiectsa ot 25.05.2018 Ne 046-18 (Bx. o1 05.06.2018

Ne 89001/18) n o1 25.05.2018 Ne 047 18 (Bx. o1 05.06.2018 Ne 88988/18) nHpopmaumsl
NPEACTABAEHAO HE B MOAHOM OBbEME, O MMEHHO He MPEACTABAEHBI AOKYMEHTHI,
NOATBEPXKAAIOLLIE OBOCHOBAHHOCTb MOBbILLEHUS LIEHBI MPOV3BOANTEAEM HA



AEKAPCTBEHHbIN NPEnapaT C TOProBbiM HaAMMeEHOBAHMEM «AHAHOA DopTon. Mpn aTOM
xoAaTancTeo OBLLECTBA O MNPOAAEHUM CPOKA MPEACTABAEHUS HPpopMaLmm B PAC
Poccum He NOCTYMUAO.

B cBS13M C TEM, YTO MHOOPMALMS MO BbILLEYKA3AHHBIM 3AMPOCAM B AHTUMOHOMOAbHbIM
opraH He noctynmaa, PAC Poccum HaNPABAEH MOBTOPHbLIN 3amnpoc oT 04.06.2018
Ne AK/40381/18 coO CpOKOM NMPEACTABAEHNS MHOOPMAUUM A0 15.06.2018.

CoraacHo ceepennsaM nHtepHet-camnta Oy «Moyta Poccum» - www.pochta.ru
3aKa3Hoe NncbMo ¢ 3anpocom GAC Poccum ot 04.06.2018 Ne AK/40381/18 noAayyeHo
aapecaTom 26.06.2018 (Homep NoYTOBOro OTNPAaBAeHUs 12571923428066). [pn aToM, B
LeASIX YCKOPEHMS MoAy4deHUs MHdopmaumm 3anpoc PAC Poccum ot 04.06.2018

Ne AK/40381/18 Tak>ke AOMOAHUTEABHO HAMPOBAEH HO SAEKTPOHHbBIN appec ObuwecTsa
RyaskovaDN@mbpharma.ru, yKa3aHHbIM CEKPETAPEM-AEAONPONIBOANTEANEM
O6uiecTsq.

B oTBET Ha MOBTOPHbLIN 3anpoc nHdopmaumm PAC Poccunm ot 04.06.2018 Ne AK/40381/18
ObuwecTtsoM NpeAcTaBAeH oTeeT OT 15.06.2018 Ne 051-18 (Bx. 0T 20.06.2018 Ne 98280/18),
B COOTBETCTBUM C KOTOPbBIM OBLLECTBOM HAMPABAEHO MCKOBOE 3ASIBAEHME B
ApPBUTPOXKHBIN CyA . Mocksbl 0 NpuaHaHuK 3anpoca GPAC Poccum ot 04.06.2018

Ne AK/40381/18 HE3AKOHHbBIM.

Takum obpa3zom, no nosTopHoMy 3anpocy GPAC Poccum ot 04.06.2018 Ne AK/40381/18 B
YCTOHOBAEHHbBIN CpOoK MHPopMaums B PAC Poccrnm OBLIECTBOM TAK e He
npeacTaBAeHa. [Npu atom otBeT ObuecTtsa ot 15.06.2018 Ne 051-18 (Bx. o1 20.06.2018 Ne
98280/18) cemaetenbcTryeT 06 oTkase ObuwecTtsa npeaoctasmntb PAC Poccum
3AMNPOLUEHHYO MHOOPMALMIO B Y CTAHOBAEHHbIN QHTVIMOHOMOAbHBIM OPIrAHOM CPOK.

B cootBeTCTBUM C YOCTbIO 1 CcTaTbM 25 DepepaAbHOro 3aKkoHA oT 26.07.2006 Ne 135-P3
«O 3aWmnTE KOHKYPEHUMM» (AAQAEE — 3AKOH O 3ALMNTE KOHKYPEHUMM), KOMMEpYeCcKne
OPraHMN3AUNN 1 HEKOMMeEPYECKMNEe OPraHM3auLmm (MX AOAMKHOCTHbIE AVLA), dEAEPAAbHbIE
OPraHbl MCMOAHUTEABHOM BAACTU (MX AOAMKHOCTHbBIE AULA), OPIAHbI FTOCY AQPCTBEHHOM
BAQCTU cyObekToB Poccuickom Qeapepaumm (MX AOAKHOCTHbBIE AULIA), OPr AHbl MECTHOIO
CAMOYNPABAEHUST (MX AOAYKHOCTHbBIE AULA), MHBbIE OCYLLIECTBASIOLLINE QYHKLMN
YKQA3AHHbBIX OPraHOB OPraHbl AW OPFAHU3ALMN (MX AOAMKHOCTHbIE AVLLAY), A TAKIKE
FOCYAQPCTBEHHbBIE BHEBIOAMXKETHBIE POHABI (MX AOAYKHOCTHBIE AULIA), PUBUNYECKME AULD, B
TOM YNCAE UHAMBUAYAAbHBIE MPEANMPUHNMATEAN, OBS3AHbI MPEACTOBASITL B
AHTVIMOHOMOAbHbIV OPraAH (ero AOAMXHOCTHBIM AMLLAM) MO €ro MOTUBUPOBAHHOMY
TPEOOBAHUIO B YCTAHOBAEHHBIN CPOK HEOBXOAMMBIE AHTUMOHOMOABHOMY OPraHY B
COOTBETCTBMM C BO3AOYKEHHBIMU HO HEMO MOAHOMOUYMSIMU AOKYMEHTbBI, OO bSICHEHNS,
MHOOPMALMIO COOTBETCTBEHHO B MMCbMEHHOWM N YCTHOW GOpMeE (B TOM YMCAE
MHOOPMALMIO, COCTABASIOLLYIO KOMMEPYECKYIO, CAYXKEDHYIO, HYIO OXPAHSIEMYIO
30KOHOM TAWHY), BKAKOYAST AKTbI, AOrOBOPbI, CMPABKM, ASAOBYIO KOPPECTOHAEHUMIO,
MHble AOKYMEHTbI M1 MATEPUAABI, BbINMOAHEHHbBIE B dOPME LMPPOBON 3AMNCKU UAK B dOpMeE
3AMUCU HO SAEKTPOHHbBIX HOCUTEASIX.

NCcXoAS 13 BBILLEM3AOYKEHHOI O, B AeNCTBUSIX OBLLLECTBO YCMATPMBAKOTCS NPU3HAKA
HAOPYLLUEHMST HOCTU 1 CTATbU 25 3aKoHA O 3awnTe KOHKYPEeHUNN, BbIPA3MBLUNECS B
HEMPEACTABAEHNN B AHTUMOHOMOAbHbBIN OPraH CBEAEHMI (MHOOPMALNN).

B cooteeTCcTBUM C YaCTbO 5 cTaTbhm 19.8 Koaekca Poccuimcrkon Peapepaummn ob
AAMUHUCTPATVBHbBIX MPABOHAPYLLUEHUSIX (AaAee — KOATT), HEMPEeACTABAEHNE A



HECBOEBPEMEHHOE NMPEACTABAEHNE B DEAEPAAbHBIV AHTUMOHOMOAbHbIV OPraH
CBEAEHUN (MHOOPMALMWN), NPEAYCMOTPEHHBIX AHTUMOHOMOAbHBIM 3AKOHOAQTEABCTBOM
Poccuickom Gepepaumn, B TOM YACAE HEMPEACTABAEHME CBEAEHUIN (MHOOPMALMK) NO
TPEeBOBAHUIO YKA3AHHOIO OPraHad, A PABHO MPEACTABAEHMNE B DEAEPAABHbIN
AHTUMOHOMOAbHbI OPraH 3ABEAOMO HEAOCTOBEPHbLIX CBEAEHNN (MHOOPMALKMK) — BAEYET
HOAOYKEHME AAMUNHUCTPATUBHOMO LUTPADA HA FOPUANYECKUX AULL — OT MNSITUAECSITU ThICSIY
AO MSITUCOT ThICSIY pyBAEn.

YKA3AHHBbIE MATEPUAAbLI N AQHHBIE SIBASIKOTCST AOCTATOYHBIMIA AAS] BOS6V>I(A€HM9I Aena 06
AAMNHNCTPATMBHOM MNPABOHAPYLLUEHNN.

PYyKOBOACTBYSICb CTOTbSIMU 28.1 1 28.7 KOATT,

OMPEAEAUA:

1. Bozbyantb B oTHOLLEHNN AO «Mupakcbrno®@apmar» (MeCTo HaXOXKAEHUS: PABoYas YA.,
A. 2a,kopn. 1, r. Xumkn, Mockosckast 06A., 141401; BpgaHckas yA., A. 5, . Mockea, 121059
OI'PH 1057749051645, MHH 7730532561, KT 773001001, AoQTa permctpaumm
topuandeckoro Amua 14.11.2005) oeno 06 AAMUHUCTPATUBHOM MPABOHAPYLLEHNN Ne 4-
19.8-1034/00-18-18 no NpM3HAKAM HAPYLLUEHUSI YOCTU 1 cTaTbK 25 3aKoHA O 3aWmTe
KOHKYPEHLMM, BEIPA3MBLUVMCS B HEMNPEACTABAEHUN B DEAEPAABHBIN AHTUMOHOMOAbHbBIV
opraH nHoopmauum no 3anpocy PAC Poccum ot 04.06.2018 Ne AK/40381/18.

OTBETCTBEHHOCTb 30 AQHHOE MPABOHAPYLLEHMNE NPEAYCMOTPEHA YACTbIO 5 cTaTbM 19.8
KoAIl.

2. MpoBECTV AAMUHUCTPATVBHOE PACCASAOBAHME.

3. AO «Mupakcbrno®apma» HOAAEXKUT B TOEXAHEBHBIN CPOK CO AHST MIOAYYEHMS
HACTOSILLLErO onpeAeneHms npeacTaBnTb B PAC Poccum CAEAYIOLLYIO MHOOPMALMIO U
AOKYMEHTbI, 3ABEPEHHBIE HOAAEXALLIMM OBPA30M:

3.1. M"Hoopmaumio no 3anpocy PAC Poccrm o1 04.06.2018 Ne AK/40381/18, BKAKOUAS
CBEAEHMSI MO NYHKTY 2 YKA3AHHOIO 3AnNpOCca (CBEAEHNMST O POPMUPOBAHNM LiEHDI
AEKAPCTBEHHOr O Npenapata ¢ MHH «MHaoAkapBuHoa») 3a 2015, 2016, 2018 roabl
OTAEABHO 30 KODKAbBIN oA MO GOPME COrAACHO MPUAOXKEHMIO.

3.2. [MTMCbMEHHbIE MOSICHEHWUS MO OAKTY HEMPEACTABAEHUSI B PEAEPAABHbBIN
AHTUMOHOMOAbHbI OPrAH 3AMNPOLLEHHON NHPOPMALN.

3.3. Konmm y4peAmnTEAbHDBIX AOKYMEHTOB 1 AOKYMEHTOB, OMNPEAEASIIOLLINX AOAMKHOCTHbBIE
MOAHOMOUKS FEHEPAABHOIO AMPeKkTopa «MuparkcbrnoPapmanr,

3.4, Konmio Npuka3a 0 HO3HAYEHWM reHepaAbHOIro anpektopa AO «Muparkcbrno®apman.

3.5. MNacrnopTHble AGHHBIE (AQTA 1 MECTO POXKAEHNS, CEPUS 1 HOMEP MACMOPTA, KEM
BbIACH, AQTA BbIAQUM, KOA MOAPROAIAESAEHNS, AAPEC PErUCTRALNN), ABO KOMM BTOPOIO,
TPETbEro, MITOro AMCTOB MNACTOPTA C BbILLISYKA3AHHOW MHOOPMALMEN, O TAKKE aAPEeC
DOAKTUYECKOTrO MECTA MPOXKUBAHMS, CTIPABKY O AOXOACX, CBEAESHNS 00 MKANBEHLIAX B
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OTHOLLIEHWU FreHEePAAbHOrO AMpekTopad «Mupakcbro®apman.

4. 3akoHHoMy npeacTasuTento AO «Mupakcbrno®apmar semntbes 23.08.2018 B 14 yac. 00
MWH. MO appecy: 123995, r. Mockea, yA. CaaoBas-KyapuHekas, A. 11, ataxk 3, kab. 314
AAST AQYM OO BSICHEHMI MO GAKTY HOPYLLEHMUS, A TAKKE AAS MTOAMMCAHMS MPOTOKOAQ 06
AAMUVHUCTPATUBHOM MPOBOHAPYLLEHUN, ABO HOMPABUTL 3ALMTHUKA C HOAAEXKALLMM
0B6pPa30M OPOPMAEHHBIMU MOAHOMOYMSIMU HO YHACTVE B AAMUHUCTOATUBHOM
NPOM3BOACTBE MO AEAY 06 AAMUHUCTPATUBHOM MPaBoHApYLLEHM Ne 4-19.8-1034/00-18-
18 co BCcemu NpaBaMM, NPEAYCMOTPEHHBIMU CTATbeN 25.5 KOATT.

HeaBka B YKA3AHHBIN CPOK BYAET PACLEHEHA KAK OTKA3 OT MOAMUCAHMS MOOTOKOAJ,

B cooteeTcTBUM C YaCTbIO 1 cTATbM 25.1 KOATT AMLO, B OTHOLLEHU KOTOPOIO BEAETCSI
NPOM3BOACTBO MO AEAY 06 AAMUHUCTPATUBHOM MPABOHARYLLEHNN, BIPABE
3HAKOMUTbCS CO BCEMU MATEPUAAOMU AEAQ, ACBATb OO BSIICHEHWST, MPEACTOBASITb
AOKQ3ATEABCTBA, 3ASIBASITb XOAATANCTBA 1 OTBOAbI, MOAb30OBATHCS KOPUANHECKOWM
MOMOLLbIO 3ALUTHMKA, A TAKXKE MHBbIMU MPOLECCYAAbHBIMU MPABAMM,

B cooteeTCcTBUM C 4ACTBIO 4 CTATbM 25.5 KOATT 3AWMTHMK U MPEACTABUTEAD
AOMYCKAKOTCS K YH4OCTUIO B MPOM3BOACTBE MO AEAY 06 AAMVHUCTPOTUBHOM
NPABOHAPYLLEHNN C MOMEHTA BO3BY>KAEHUS AEAQ 06 AAMUHUCTPOTUBHOM
NPABOHAPYLLUEHNN.

[MonAoXeHne: Ha 1 A. B 1 9Ka.

3aMEeCTUTEAD HOYAABHMKA
YNPOBAEHUSI KOHTPOAS! COLMOAABHOM

coepbl 1 ToprosAn M.A. Aertapés

[MpuAoOYKEHNE

PopmMa NPEeACTABASHNST MHOOPMALMKM O GOPMUPOBAHNN LiEHDI



AEKAPCTBEHHOrO Npenapata ¢ MHH «MHAOAKOPBUHOA»

3d roA

[loka3aTenb

Pacxoabl, HEOBXOAMMbBIE AASI MOOU3BOACTBA
AESKAPCTBEHHOrO NMpenapaTa

Pacxoabl, HEOOXOAUMbBIE AAST PEAAUIALNN

AEKAPCTBEHHOrO NMpenapaTa

CebecTomMmMoCTb (CYMMA BCEX PACXOAOB)
MpnbbIAb
OTnyckHas ueHa (cebeCcToMOCTb + NPUObBIAL)

D..... (HOMMEHOBOHME)
2)..... (HOMMEHOBAHME)
Ne..... (HOMMEHOBOHME)

Toro
MPOW3BOACTBEHHbBIE
PACXOAbI

D..... (HOUMEHOBAOHME)
2)..... (HOMMEeHOBOHME)
Ne..... (HOMMEHOBAOHME)

Toro
HEMPOW3BOACTBEHHbIE
PACXOAbI

3Ha4yeHne, pyob.
(6e3 HAC)



