NOCTAHOBAEHUE
O HOAOYKEHUM LUTPADA Mo Aeny Ne PL.08.08.18
24 Hoa6ps 2008 r. r. Mockea

3amecTuTenb pykoroanTenst PeaepanbHOM AHTUMOHOMOABHOM CAYYKObI KALLEBAPOB
A.b., paccmoTpes B NpucyTCTBUM NpeacTasuTenen lNpeactaesmtenbctea OOO "bepAnH-
Xemu/MeHapuHmn Gapma N'meX" (lepmanms) AkceHesom O.I. (AOBEPEHHOCTb OT
07.08.2008 6/H), CepeamnHa A.A. (arosepeHHOoCb oT 07.08.2008 6/H), MPOTOKOA U
MaTepmanbl Aena Ne PLIL08.08.18, Bo3By>KAEHHOMO B OTHOLLEHU KOMMAHUK Berlin-
Chimie/Menarini Pharma GmibbH (aKUMOHEPHAST KOMMAHKS C OFPAHNYEHHOMN
OTBETCTBEHHOCTbIO 'epMaHuK "BepAnH-Xemun/MeHapuHm Qapma MN'meX") (aapec:
Glienicker Weg 125, 12489, Berlin, Germany), umetoLien Ha Tepputopui PoOCcCcrmnckom
Pepepaumm Mpepctapmntenbcteo OO0 "BepanH-Xemun/MeHapmHm Gapma MmeX"
(Fepmanus) (appec: 115162, r. Mockea, yA. LLla6onoeka, poom 31, cTp. B),
YCTAHOBWA:

B aerycrte - Aekabpe 2007 roaa B adpupe tenekaHanos "HTB", "CnopT" HO OCHOBAHMMN
3AKAIOYEHHOrO MeXKAY KoMnaHven "BepannH-Xemm/MeHapmHm Gapma MmeX" n OO0
"CMAPT KombtoHMKeNLH3" poropopa Ne CM-3642/1206 ot 15.12.2006 1 NpUrAOXKeHMsT Ne
CM-283/0207 o1 09.02.2007 K HEMY, PA3MELLAAACH PEKAOMA MpenapaTa "MpOCTAMOA
YHO"

B ykasaHHom pekname "TIpocTaMoA YHO" COAEPXKAANCH CAEAYIOLLME TE3UCHI:

"TipocTamon YHO. AedyenHre npocTaTnTa 1 AAEMOMbI MPOCTATH", "TIPOCTAMOA. [1pOoCTO
By Ab MY>KUMHON", 13 PEKAOMHOIO POAUKA CAEAYET, 4TO "TIpocTaMoA YHO" CO3AQH AN
YCTPAHEHMST CUMMTOMOB MPOCTATUTA U AAEHOMbI MPOCTATbI, M MOMOrAeT BEPHYTbCS K
MOAHOLEHHOM YKN3HW.

CoraacHo yactn 7 ctatbn 5 epepanbHoro 3akoHa ot 13.03.2006 Ne 38-03 'O pekaame”
(AQAE€e - BAKOH O PEKAOME) HE AOMNYCKAETCS PEKAAMA, B KOTOPOWM OTCYTCTBYET YOCTb
CYLLLECTBEHHOW MHOOPMALIMN O PEKAOMUPYEMOM TOBAPE, OO YCAOBUSIX €ro
NPUOBPETEHNST AU NCTMTIOAb3OBAHMST, ECAU MPU STOM UCKAXKAETCS CMbICA MHOOPMALN U
BBOASITCSI B 3ADBAYKAEHMNE MOTPEBOUTEAN PEKAOMBI.

TepMUH "AeveHne” (tepanimst) MCMOAb3YETCS NPW ONMMCAHMM KAK MATOrEHETUYECKOrO
NOAXOAQ B A€4EHNM 3000AEBAHNI (KOFAQ NPY MOMOLLM AEKAPCTBEHHBIX MPENAPATOB
YCTPOHSIKOTCS MPUYMHBI 3ABO0AEBAHUST), TAK 1 MPU ONMUCAHNM CUMITOMOTUYECKOT O
NOAXOAQ B A€YEHNM 3000AEBAHNI (KOFAQ NPY MOMOLLM AEKAPCTBEHHBIX MPENAPATOB
YCTPAHSIKOTCSI CUMMTOMbI/MPOSIBAEHMS 300 0AEBAHMS).

B yTBEPKAEHHOW NHCTRYKUMM NO MEAULIMHCKOMY MPUMEHEHMIO NPpenapaTa 'TIpOCTAMOA
YHO" (INMNe012255/01 o1 20.04.2007) B pasaeAe "©ApMAKOAOrMYECKME CBOMCTRA"
YKQA3AHO, YTO OBAQAQST OHTUAHAPOMEHHBIM, MPOTUBOCMAAUTEABHbBIM U
BA3OMPOTEKTOPHBIM AEVNCTBMEM, MPENAPAT CNOCOOCTBYET YMEHbLLEHNIO CUMMTOMOB
AOBPOKAYECTBEHHOW MMNEPNAC3NN MPEACTATEABHOM YKEAE3bI. TOKMM 0BPa30M,
NPENAPAT NPUMEHSIETCST AASI CUMITOMATUYECKOTO AEYEHNST AAEHOMbI MPOCTATbHI U
XPOHMYECKOro NPOCTATUTA. HaspaHMe PapMAKOTEPANEBTUYECKOM IrPYMMbl, B KOTOPOW
3aperncTpmnpoBaH npenapart "Mpoctamon YHO", - "CpeACTBO AASI AEHEHUST OAEHOMbI
MNPOCTATbI PACTUTEABHOIO MPOUCXOXKAEHUS" (Kop ATC : GOACX02).

CnoAb30OBAHHOE B PEKACME BbIPAYKEHME "AeYEHME" CBUAETEABCTBYET O BO3MOXKHOCTU
BO3AENCTBMS HO OPraHM3M GOAbHBIX C MICMOAb30BAHMEM KOK MATOrEHETUYECKOr O, TAK U
CUMMOTOMATUYECKOr O MOAXOAQ. BMecTe ¢ TeMm, cpeacTeo "TlpocTtamon YHO"
MCMOAb3YETCS TOAbKO AASI OAHOTO M3 AQHHOMO BUAQ A€YEHUST - CUMITOMATUYECKOT O.
Takmm 06pA30M, B PEKAOME OTCYTCTBYET YACTb CYLLECTBEHHOM MHOOPMALMK O
NOAXOAE, CMOAb3YEMOM AAS AEHYEHUS C MOMOLLbIO NpenapaTta "Mpoctamon YHO", yto
HOPYLAET TPEDOBAHMS YOCTM 7 CTATbU 5 3AKOHA O PEKAAME, U B CUAY CTATbU 3 3AKOHA



O PEKAAME AQHHAS PEKAAMA SIBASIETCSI HEHOAAEXKALLLEN.

CoraacHo ctatbe 14.3 Koaekca Poccuickon Peaepauym 06 aAMUHUCTPATUBHBIX
NPABOHAPYLLEHUSIX HOPYLLUEHNE PEKAAMOAATEAEM, PEKAOMOMPON3BOANTEAEM UAN
PEKAAMOPACTPOCTPAHUTEAEM 30KOHOAQTEABCTBA O PEKAAME BACHET HOAOXKEHME
AAMUHUCTPATUBHOIO LWUTPA®A HA IOPUANYECKUX AVLL B PA3MEPE OT COPOKA ThICSIH AO
NSITUCOT ThiICSIY pyBAen.

B cooTBEeTCTBMM C 4ACTbIO 6 CTATbM 38 3AKOHA O PEKAAME PEKAOMOAQTEAD HECET
OTBETCTBEHHOCTb 30 HOPYLUEHNE TPEDOBAHUIN, Y CTAOHOBAEHHBIX YOCTSIMU 2-8 CTATbU 5
3AKOHA O pekAaMeE.

CoraacHo camnaetenbcTtBy Ne 6963.3 o1 15.03.2006 ['oCcy AQPCTBEHHOM PEMMCTOALMOHHOM
NaAaThl ey MnHKCTEPCTBE toCTULMIN Poccuickom Qeaepaummn MNpeACTABUTEABCTBO
OO0 "bepann-Xemu/MeHapuHn Gapma Mo X" (FepMaHmMs) SIBASETCST AKKPEAMTOBAHHBIM
Ha TeppuTopun Poccumckom Qeaepaumm NpeACTABUTEAbLCTBOM MHOCTRAHHOM
KomnaHum Berlin-Chimie/Menarini Pharma GmbH (akumoHepHAst KOMMAHUST C

Ol PAHNYEHHOM OTBETCTBEHHOCTbLIO 'epMaHun "BepAnH-Xemu/MeHapuHn Gapma NmeX").
PeknaMoAQTEAEM YKA3AHHOM PEKAAMbI SIBASIETCST KOMMNAHKS Berlin-Chimie/Menarini
Pharma GmbH (akumoHepHast KOMMAHKMST C OrPAHNYEHHOM OTBETCTBEHHOCTBLIO [ €PMAHNMN
"BepAnH-Xemmn/MeHapuHm Oapma MTMeX"), MMetoLLLasl Ha TeppuTopumn Poccuinckom
Peaepaunm Mpeactasmntenbctso OO0 "bepanH-Xemun/MeHapuHn Gapma M X"
(FrepmanHns).

Takm 06pa30oM, yCTAHOBAEHA BMHA KoMMNaHuK Berlin-Chimie/Menarini Pharma GmbH
(QKUMOHEPHAST KOMMAHKS C OrPAHNYEHHOM OTBETCTBEHHOCTBIO [ €epMAHUN "BEepPANH-
Xemu/MeHapuHmn @apma MmeX"), nmetoLlen Ha Tepputopumn Poccuinckomn eaepaumm
MpeacTtaButenbcteo OO0 "BepAnH-Xemmn/MeHapuHm Gapma TmeX" (FfepmaHns), B
HAPYLLEHUN YOCTM 7 CTATbM 5 3AKOHA O PEKAAME MPU PACMPOCTPAHEHUN PEKAOMDbI
npenapaTta ‘TlpoctamoA YHO", B KOTOPOW OTCYTCTBYET YHACTb CYLLECTBEHHOMN
MHOOPMALMM O MOAXOAE, NCMIOAb3YEMOM AASI AEHEHUST C MOMOLLbIO AQHHOIO Mpenapara.

PYKOBOACTBYSICb HYOCTbIO /7 CTATbU &, CTATbENM 33 SAKOHA O PEKAAME, CTATbSIMM 14.3,
23.48, nyHkTa 1 ctatbu 29.9 Koaekca Poccumckom Geaepaumm 06 AAMUHACTOATUBHBIX
NPABOHAPYLLEHUSIX,

NOCTAHOBUA:

1. MpumMmennTsb K KOMNaHuK Berlin-Chimie/Menarini Pharma GmbH (akumoHepHas
KOMMQAHMST C OrPAHNYEHHOW OTBETCTBEHHOCTbBIO [ epMaHUK "BepAnH-Xemin/MeHapuH/
Papma M'vbX"), umetowen Ha Tepputopurn Poccuinckom Qeaepaumm
MNpeacTtaBntenbctBo OO0 "BepAnH-Xemun/MeHapunn Gapma Mo X" (Fepmanus), mepsbl
AAMUHUCTPATUBHOM OTBETCTBEHHOCTU B BUAE LUTPAGPA 30 HAPYLUEHNE
30KOHOAQTEABCTBA O PEKACME B PA3MEPE COPOKA ThICSIY pyBAeEn.

2. CyMMYy LUTPADGA HOAAEXKUT YNAQTUTb MO CAEAYIOLLMM PEKBUIUTAM:

MNony4daTtenb: YOK M® PO nor. Mockee (anst PAC Poccun)

Bank noAaydatens:: Otaenenne 1 Mockoeckoro ['TY baHka Poccum r. Mocksa
NHH 7703516539

Krr 770301001

BIK 044583001

p/c 40101810800000010041

KBK 161 116 26000 01 0000 140

OKATO 45286575000



CoraacHo nyHkTy 1 ctatbu 32.2 Koaekca Poccumckon Qeapepauym ob
OAMUHUCTPATVBHBIX MOABOHAPYLLEHMNSIX AAMUHUCTPOTUBHBIM LUTRAD AOAKEH OblTb
YNAQYEH AULLOM, MPOUBAEYEHHBIM K AAMUHUCTPATUBHOWM OTBETCTBEHHOCTU, HE MO3AHEE
TPUALQOTU AHEN CO AHSI BCTYMAEHMS MOCTAHOBAEHWS O HOAOXKEHMN AAMUHUCTPATUBHOMO
LUTPADA B 3AKOHHYKO CUAY AMBO CO AHSI UCTEYEHMST CPOKA OTCPOYKM UAM CPOKA
PACCPOHKM, MPEeAYCMOTPEHHbIX cTaThbel 31.5 Koaekca Poccuinckom Peapepaumm oo
OAMUHUCTPATUBHBIX MPABOHAPYLLEHKSIX.

B TPEXAHEBHbBIN CPOK CO AHST YIAQTHI LUTPADA KOoMMaHMK Berlin-Chimie/Menarini Pharma
GmbH (aKUMOHEPHAST KOMMAHMS C OrPAHNYEHHOM OTBETCTBEHHOCTBIO [ €pPMAHNN
"BepAnH-Xemmn/MeHapuHmi Oapma N'MeX"), umetoLLien Ha Tepputopmnm Poccuinckom
Peaepaunm Mpeactasmntenbctso OO0 "bepanH-Xemun/MeHapuHn Gapma M X"
(FepMaHMs), HAAAEXKUT NPEACTABUTL B PeAESPAABHYHO AHTUMOHOMOABHYIO CAYYXKOY
HOAAEXKALLMM OBPA30M 3ABEPEHHBIE KOMM NAQTENKHBIX AOKYMEHTOB

B cooteeTcTtBUM C nyHKTOM 1 cTaTbK 30.3 Koaekca Poccuinckon Peaepaumm ob
OAMUHUCTPATVBHBIX MPOBOHAPYLLEHMSIX MOCTAHOBAEHME MO AEAY 00
OAMUHUCTPATVBHOM MPOBOHAPYLLEHNN MOYKET OblTb OBYKOAOBAHO B TEYEHNE AECSTU
CYTOK CO AHSI BRYYEHUST AU MOAYYEHMST KON MOCTAHOBAEHMS. XKOAODA HO
NOCTAHOBAEHME MO AEAY 06 AAMUHUCTPATUBHOM MPABOHARY LLEHUM MOAQETCS
BbILLECTOSILLIEMY AOAKHOCTHOMY AMLLY AMOO B CYA B MOPSIAKE, MPEAYCMOTPEHHOM FABOM
30 Koaexca Poccumckom Geaepaumm 06 AAMUHCTOATUBHBIX MOABOHARYLLIEHMUSIX.

3amecTtutens pykosoanTenst A.b. Kawesapos

MNepeyeHb TepPUTOPUAAbHBIX opraHoB PAC Poccum € Mx QKTYAAbHBIMK OAPECAMM
MOYXHO CKQYQATb BHMN3Y CTPAHMLbI



