IIpunoxenue
K penennto OenepanbHOl CIIy)KObI 110 MHTEIUICKTYaTbHON
COOCTBEHHOCTH

3AKJIIOYEHUE
KOJIETHMH NAJIATHI 0 NATEHTHBIM CIIOpPaM
10 pe3yJbTaTaM paccMOTpeHus X Bo3pakeHus [] 3asiBJIeHUs

Komierus manaTsl 0 MaTeHTHBIM CHIOpaM B MOPAJIKE, YCTAHOBICHHOM ITyHKTOM
3 cratpu 12481 paxmanckoro koaekca Poccutickoit denepanuu (nanee — Kogeke) u
[IpaBmiiamMu momadnM BO3paKEHUM W 3asBIEHUA U UX paccMorpenus B [lamare mo
MAaTeHTHBIM CTOpaM, YTBEPXKIEeHHbIMU TNpukazoMm Pocmatenta ot 22.04.2003Ne 56,
3apErucTpUpOBaHHBIM B MuHucrepctBe roctunuu  Poccuiickoin  @enepanuu
08.05.2003Ne 4520 franee — IIpaBmia IIIIC), paccmorpena Bo3pakenue OAO
«BEPODAPM>» (nanee — JInIo, MmoaaBIlee BO3paKEHUE), MTOCTYIHUBIIECE B MMajaTy IO
naTeHTHBIM criopam 28.12.2011, npotuB Bbeigaum matenta Poccuiickoit deneparm
Ha n3o0pereHne Ne 2134123 1pu 5TOM yCTaHOBJIEHO CIIEAYIOIICE.

[TaTent Poccuiickoit denepannu Ha nzodperenne Ne 2134123Bpi1aH 110 3asiBKE
Ne 94016875/141a ums kommnanuu Pou-ITynek Pope C.A. (FR).B HacTosiee Bpems
HCKJIIOUMTEbHBIC TTpaBa Ha maTeHT npuHamiexar komnanuu ABEHTUC ®APMA
C.A., FR framee — mareHrooOiamarenp). IlaTeHT ACHCTBYeT CO cClieAyrolen
dbopMmyIoit u300peTeHUS:
«1.®PapmaneBTUYECKUA PACTBOP MPOTHUBOOITYXOJIEBOTO JAEUCTBUS, COAEPKAILMN

B KaueCcTBE AaKTHMBHOTO Hadaja TMPOU3BOJHBIE TAaKCAaHOB H (papMaleBTHYECKU
NpPUEMIIEMbI PACTBOPUTEIb, OTIMYAIOIIMICS TEM, YTO B KAYECTBE PACTBOPUTENSE OH
COJICPKUT MOBEPXHOCTHO-AaKTUBHBIA areHT, BRIOPAHHBIA U3 MOIUCOPOATOB, CIIOKHBIX
3GUPOB  MONMATUIICHTIIUKOJSA M  CIOXHBIX 3(QUPOB  MOJIMITOKCUIMPOBAHHOTO
KacTOpOBOTO Maca.

2. PactBop mo m.l, oTnuyaromuiics TeM, YTO B Ka4eCTBE COSAMHEHUH Kiacca

TaKCaHOB OH COJICP)KUT COEMHEHUSI oO1ei dbopmyIibl I
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B KOTOpOH R O03HAYaeT aTOM BOJIOPOJIa WIIH aleTUII,
R, o3Hadaet TpeT.0yTOKCMKapOOHMIAMUHO WM OCH30MJIAMUHO.

3.PactBop mo m.1, oTauyaromuiicss TeM, 4TO OH COAEPXUT MeHee 5% sTaHoIa,
MIPEUMYIIIECTBEHHO MeHee 2% 3TaHoa.

4.PactBop 110 1.1 Witk 2, OTIIMYAFOIIUAKCS TEM, 9TO OH conepkut jo 200 mr/mu,
npeumyiinecTBeHHo 10 80 mr/ma coeauHenus Gopmyist .

5.PactBop mo n.1 unm 2, wim 3, OTIMYAIOIIHANACS TEM, YTO OH coAepkuT oT 20 1o
80 mr/mn coemuuenus Gopmyisl |, B koTopoir R o3Hadaet Bojopon u R; o3Hagaer
TPEeT.0yTOKCUKApOOHUIIAMHUHO.

6.PactBop 1o mim. 1 - 3,0TIUYaroIIHACS TeM, 9TO OH COAEPKHUT OT 6 10 20 mr/mi
coequnenust ¢opmynsl |, B koropot R o3Hauaer ametun, a R; o3Hauaer
OEH30MIaMHUHO.

7. Cnoco0 momy4yeHus: (papManeBTHYECKOTO PacTBOpa MPOTHBOOIMYXOJIEBOTO
JEHCTBHUS, BKIIFOYAIOIINK PACTBOPCHUE aKTHBHBIX BEIICCTB IMPOU3BOIHBIX TAaKCAHOB B
dbapmareBTUYECKl MPUEMIIEMOM PACTBOPUTENIS, OTIUYAIONINICS TEM, YTO aKTHBHOE
BEII[ECTBO PACTBOPSIOT B TAHOJIC, 3aTE€M BBOJSAT MOBEPXHOCTHO-AKTUBHOE BEIIECTBO
U UCIHApSIOT 3TaHOJ, JUOO AaKTUBHOE BEIIECTBO MEJUICHHO BBOJIAT B PAacTBOP

MOBCPXHOCTHO-aKTUBHOI'O BCIICCTBA B 9TAHOJIC, COACPKAIICMCS B KOJIMYCCTBC 1-2%.

8.Ilepdy3roHHbBIN pacTBOp Il MHBEKIMH MPOU3BOJHBIX TOKCAHOB HA OCHOBE
dbapManeBTUYECKU MPUEMJIEMOTO0  PACTBOPUTENA, OTIWYAIOUUMHCA TEM, UTO
KOHIICHTpAIUsl POU3BOAHBIX TakcaHa cocrasisier 0,1 - 1wmr/mi, a sTanona menee 1

M/, »



[lpoTvB BbIIaYW AAHHOTO MATEHTa B MalaTy MO NATCHTHBIM CIIOpaM B
cooTBeTcTBUU ¢ TyHKTOM 2 ctatbu 1398 Komekca ObUT0 MOJAaHO BO3pa)KEHUE,
MOTHBHPOBAHHOE HECOOTBETCTBHEM IMPEACTABICHHOW B HE3aBHCHMMOM TyHKTE 1
(dopMyibl U300peTeHHS TI0 OCIApUBAEMOMY TATEHTY COBOKYITHOCTH CYIIECTBEHHBIX
IPU3HAKOB, BBIpXECHHOU aJIbTePHATUBHBIMU TOHATUSIMH, YCIIOBHIO
MaTEHTOCIOCOOHOCTH "HOBU3HA".

B moarBepkeHNe NaHHOTO MHEHHUS B BO3PAKCHUHW YKa3aHbl CIETYIOIIUE
UCTOYHUKY WHPOPMAITUH:

- 3asiBka EPNe 0253738 Afainee- [1]);

- 3asBka EPNe 0118316 Afainee- [2]);

- cratba [1.Bepuuk u ap. Wcnbeitanus ¢a3el 1 UConbp30BaHUs TaKCOJa MyTEM
24acoBoii uHdy3un B Teuenne 21 nusa: 3¢pGeKThl Npu JEUSHUH METaCTaTUYECKOU
menmanomsel. Journal of Clinical Oncology. Vol 8\e 8, 1987,pp. 1232-1239, ¢
IIEPEBOIOM PEIIEBAHTHBIX YacTel Ha pycckuit s3bIk (nanee- [D3]).

B BO3pakeHHH OTMEYEHO, YTO, COTJIACHO 3aBUCUMOMY MYHKTY 3 (pOPMYIIBI 11O
OCIIapuBaeMOMY TaTEHTY, B (hapMaIleBTUYECKOM PACTBOPE JOMYCKACTCSl COJCpIKAHUE
sraHona. [Ipu 3TOM COBOKYIHOCTH CYIIECTBEHHBIX MPHU3HAKOB 10 HE3aBUCHMOMY
nyHKTY 1 ¢dopMynbl HM300peTeHus Mo ocrmapuBacMOMy MATEHTY, IIe B KadecTBE
PaCTBOPUTEINS COACPIKUTCS MMOBEPXHOCTHO-AKTUBHBIN areHT, BRIOPAHHBINA U3 CIIOKHBIX
QUPOB TOIUITUIICHIIIMKONS WIM W3 CIOXHBIX 3(QUPOB TMOIHATOKCHIMPOBAHHOTO
KacTOPOBOT'O Macja, M3BeCTHA U3 3asBok [1], [2] u craTbu [3].

Ha ocHOBaHMM W3JI0KEHHOTO JIMIIO, TIOJABIIEE BO3PAKEHHUE, TPOCHUT MPHU3HATH
nateHT Poccuiickoii denepaunn Ha uzobperenne Ne 2134123 HeneiicTBUTENBHBIM
MOJTHOCTBIO.

B anpec naTeHTooOnaaarenss ObUIO HampaBiIeHO YBEIOMIICHHE C
PUIIOKEHUEM IK3EeMIUISIpa Bo3pakeHus coraacHo myHKTy 3.1 1Ipasun TTIC.

[TaTenTo0OONMamaTETh TPEACTABMII OT3BIB HA BO3pPaXECHHUE, TI€ OTMETHII, YTO
COTJIACHO He3aBUCUMOMY TyHKTY 1 ¢dopMynsl mo ocmapuBaeMoMy TaTEHTY

COACPIKaHUC CIIMPTa B (I)apMaHCBTI/I‘IGCKOM PAaCTBOPE HE ABJIACTCA 06}IBaTCHbeIM, B



TO BpeMsl KaK B M3BECTHBIX M3 HCTOYHHMKOB mH(popmaruu [1]-[3] pacTBopax cmupt
PUCYTCTBYET.
[To MHEHHIO TaTEeHTOOOIaHaTENsT H300PETEHHUE 110 OCIIAPUBACMOMY ITATEHTY

COOTBCTCTBYCT YCJIIOBHUIO ITATEHTOCIIOCOOHOCTH «HOBH3HA,

N3yunB Marepuasbl Jena W 3aciyllaB  yYaCTHUKOB  PACCMOTPEHUSA
BO3PAKEHUSA, KOJUIETHS MalaThl 110 NATEHTHBIM CIIOPAaM YCTaHOBMIIA CIIEYIOLIEE.

C yuerom naTel MexayHapoaHoi nmogaun 3assku (03.07.1992)paBoBas 06a3za
JUISL  OLIGHKH TIATEHTOCTIOCOOHOCTH HW300pETeHHS 1O OCHapuBaeMOMY IaTCHTY
BkitouaeT 3akoH CCCP ot 31 mas 1991roga Ne 2213-1 ©6 uzobperenusx B CCCP»
(mamee — 3akon) u [IpaBuna cocraBieHus, MOIa4M U PACCMOTPEHUS 3asBKU HA BbIAUy
NaTeHTa Ha U300peTeHue, yreepxkaeHHble mprkazoMm ['ocnatenra CCCP ot 2 nrons 1991
roaa Ne 49 (manee- Ipasuna 13), [pasuna II1C.

Cormacuno nmyukry 3.41IpaBun [IIIC nuio, mogasiiee Bo3pakeHre, BIpaBe
OTO3BaTh MOJAHHOE BO3PAKEHUE HA JIFOOOM 3Tare ero pacCMOTPEHHMS IO CYLIECTBY Ha
3aceaHuy KOJUIETMM TajaThl MO MAaTeHTHhIM cnopaMm. B 3Ttom  ciyuae

ACJIOIPOU3BOACTBO I10 BO3PAKCHUIO ITPCKPAILIACTCH.

B X0A€ 3accaaHud KOJUICTHMHM IaJIaTbl I1I0 IMATCHTHBIM CIIOpaM OT JIWIIA,

MoAaBIICTO BO3PAKCHHUC, ITIOCTYIIHUIIO XO,HaTaﬁCTBO 00 OT3BIBE BO3paXCHMUAI.

YuuteiBas H3JI0OKCHHOC, KOJUICTHA IIaJiaTa I10 IMAaTCHTHBIM CIIOpaM IIpUIlIa K

BBIBOJY O BO3MOKHOCTH

NMPEKPATHTDH ACJ0NPOU3BOACTBO 110 BO3PAKCHUIO, IOCTYIIMBILIEMY

28.12.2011.



