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VeaxaeMble I'ocriojia,

000 «Mepky, sBisrolIeecs IpecTaBuTeneM B Poccuu nepikartessl peruCTpaiuoHHOTO
yIIOCTOBepeH s Ha Tipenapar «JIomos3y, mo cormacoanuio ¢ PexepanbHOR ciyx00# 10
HaJ30py B cepe 37paBOOXpaHeHus cooOmmaeT Bam o HOBBIX JaHHBIX IO 6€301IACHOCTH
TeKapcTBeHHOro mpemapara «JIomos», cozepkaimiero B KadecTBE OIHOIO M3
JEWCTBYIOIINAX BEIIECTB TMAPOXIOPOTHASH]L.

Hanpasnsem Bam B TpmioxeHHH HHGOPMAIMOHHOE IMCBMO, COITIACOBAHHOE C
DeniepanbHOi  CTyKO0# 1O Hamsopy B cepe 31paBOOXpAHCHMs, O IOBBIICHAW PHCKA
Pa3BUTHS HEMEIIAHOMHOTO paka KOXH (0a3aJIbHO-KIICTOYHON KapIHOMBI, INIOCKOKJICTOYHOTO
paka) IpW BO3pacTaiomedl KyMYJIITHBHOM [03¢ THAPOXJIOPOTHAsHIA, a TaKKe
PEKOMEHIAIKAX IO KOHTPOIIIO U NPOPHIAKTHKE paKa KOXH.

IIpocum Bac joHecTd JaHHYIO HHQOpMalMIO [0 CBEICHUS CICHUATUCTOB

CITEYIOIIHX CTIENUANBHOCTEH: KapAHOJIOTH, TEPAIeBThI, Bpaun OOIIeH IPAKTHKA.

C yBaxeHHEM,

Oner Po3encon
MenunuHCKUH JUPEKTOP

Tlpunoxenune:

HH(l)OpMaHI/IOHHOC muceMo  «O HOBBIX JAHHBIX IO 06e3011aCHOCTH JICKApCTBCHHOIO IIpenapara ((.HOL[OS»,
COJICPHALICTO B KAYECTBE OXTHOI'O H3 HeﬁCTByIOHLHX BCHICCTB THAPOXJIOPOTHA3ZHA

MAHHCTEPCTBU IAPABOOXFPAHEH.
34BAHKA/TBCKOTO KPAA

3f 07 2079
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Tenedon: (495) 698 45 38; (4951698 1574
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O HOBBIX AAHHEIX I10 ©€e30MacHOCTH

JIEKapCTBEHHOIO Ipenapara
«Jlono3», coaepxauero B Ka4ecTse
JIeHCTBYIOIIETO BEIEeCTBa

THAPOXJIOPOTHA3MA

denepanshas ciyx6a mo Hamsopy B cbepe 31paBOOXPAaHEHHMS B paMKax
HCIIOJHEHUs. TOCYJAapCTBEHHOH  (QYHKUMM 1O  OpraHW3alMd M [POBEJCHHIO
(papMakoHa30pa JIEKAPCTBEHHBIX IpENaparoB, HAaXONAIMXCA B ofpanieHdH Ha
TeppuTopuH Poccuiickod Penepaluu, AOBOAUT IO CBEACHHSA cy6BhexToB 0OpalleHHs
nexapcTBeHHBIX cpeactB muceMo kommanud OOO «Mepk» O HOBBIX [aHHBIX MO
Ge30MacHOCTH  JIeKapCTBEHHOro 1ipemapara «Jloos», coaepxamlero B KadecTBe
JeHCTBYIOLIETO BELIECTBA 2HOPOXIOPOMUA3IUO.

[Ipunoxenue: Ha 2 11. B 1 3K3.

M.A. Mypaiuxo
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r'MAPOX/IOPOTHA3NA - PUCK HEMENAHOMHOIO paka KoXwu (6a3anbHO-KNETOUHbIA paK,
MIOCKOKAETOUHAaNA KapuUHOMA)

YBaXKaeMbiif MEANLMHCKKWA PaboTHUK,

000 «Mepk», sBnAOWMACA npeacTaBuTeneM B Poccuu AepxaTens perucTpaloHHoro
yaocToBepeHus Ha npenapart Jloaos® (6uconponon + ruapoxnopoTHasung), TabneTku, NoKpbiThie
NABHOUHON 060M104KOIA 2,5 Mr + 6,25 Mr, 5 Mr + 6,25 mMr, 10 Mr + 6,25 Mr, No cornacosaHuio ¢
GepnepansHO cyx6oi no Haa3opy B chepe 34paBooxpaHeHus coobujaet Bam cnepyioiyee:

Pe3oMe

e B hapMaKosnuaeM1onoruieckux UCCneaoBaHusx 6bi10 NPOAEMOHCTPUPOBAHO NOBbLILIEHNE
pUCKa pPasBMTMA HEMENaHOMHOTO paka Koxu (6a3anbHO-KNETOYHOW  KapLMHOMLI,
NNOCKOKNETOUHOr0 paka) Npu BO3ASHCTBUM YBENNUYUBAIOWEHCA KYMYNATUBHOA [03bl
rMAPOXNopoTHAa3snAa.

e [auueHTbl, MPUHMMAIOWME [MAPOXNIOPOTNA3UA OTAGNBHO WAM B COYETAHWM C ApYruMu
NeKapcTBeHHbIMM CPeACTBaMM, AO/KHbI 6biTb NPOMHGOPMUPOBAHLI O PUCKE DasBUTUSA
HEMEesIaHOMHOTO paKa Koxu. MauveHTaM Heo6X0AUMO peKoMeHAoBaTL PeryisapHo nNpoBepaTL
KOXHblE NOKPOBbI Ha Hanuuue so6bIX HOBBIX MOPAXKEHWH, W3MEHEHWH CyuwecTByoLmnX
nopaxeHuii, a Takxe coobLath 0 JHo6LIX NOAO3PUTENBHBIX MOPAXKEHUAX KOXKHBIX MOKPOBOS.

. HeobxoauMO KU3yuaTb MOAO3pUTE/IbHbIE NOPaXeHUA KOXHbIX MOKpoBOB, BKAKOYas
nposegexHue 6uoncuu c nocnegyoummM rucToNoruieckuM uccneanosaluveM marepuana.

o [auueHTaM CneAyeT PeKOMEHAOBaTh OrpaHMYUTb BO3AEHCTBUE CONHEYHOro cBeTa u Y-
nyueli, a Takke MCNOAb30BaTL 3AEKBATHYIO 3alUTY NPK BO3AEHCTBUM CONHEUYHOrO CBETa U
Y®-nyyeit, 4To6bl CBECTU K MUHUMYMY PUCK Pa3BUTUSA paka KOXu.

e Taixe MOXeT noTpeb0oBaTbCs TUIATE/NLHO NepecMoTpeTh npuMeHeHue rugpoxioporuasuaa
nauyuveHTaMu, y KoTopbixX paHee 6bin AMarHoCTUpOBaH PaK KOXu.

O6uue ceefeHnn o npobneme no 6ezonacHoCcTH

fleKapCTBEHHbIE CpPEeACTBa, CoAepXalue FuAPOXIOpPOTUasUA, WHUPOKO UCMOAL3YIOTCA ANS
NleveHUs apTepuasnbHON rMNEpPTOHUMU.

KomuteToM no oueHke dapMakoHaasopHbix puckos (PRAC) EBponeickoro areHrcrsa no
nekapcTseHHbiM cpeactsaM (EMA) Gbinu oueHeHbl AOCTYNMHbIE UCTOYHUKW AAHHbIX (Hanpumep,
nurepartypHbie nybnukauuu, 6asa AaHHBIX EudraVigilance). [sa nocnegHux
(hapMaKo3NUAEMMONOTMYECKUX UCCISA0BAHUA, NPOBEAEHHbLIX B HAUUOHANbHbLIX 6azax faHHbIX
Dauuu (Bkaovas [artckuit perucrp paka - Danish Cancer Registry # HauuoHanbHbii perucrp
peuentos - National Prescription Registry), npoaeMOHCTpUpOBanU  KYMYAATUBHYIO
[10303aBUCUMYIO CBA3b MEXAY NPUMEHEHWEeM rMAPOXA0pPOTUa3HAA U HEMENAHOMHbIM DaKOM KOXU
(6a3anbHO-KAETOUHbIA  paK, MIOCKOKNETOYHAA KapuuxoMa). ®oToceHcubunusmpytoilee
AeiicTBue ruapoxnopotvasuaa Moxer pabortath  Kak BO3MOXHbIN MEXaHW3M pa3BUTUA
HEMENAHOMHOIO PakKa KOXu.

OaHo uccneaosanue [1] BraOuano nonynsuumio, cocrosulylo us 71 533 cnyuaes 6a3anbHo-
knetouHoro paka (BKP) u 8 629 cny4aes MIOCKOKAETOUHON KapUUHOMbI (NKK), conocraBneHHbiX
c 1 430 833 u 172 462 KOHTPOALHLIX ChyyaeB nonynsuuu, COOTBETCTBEHHO. Beicokuit
noKasaTens UCMONL30BaHWA ruapoxnoporuasuaa (kymynstisHo 250 000 mr) 6bin cessaw co
CKOPPEKTUPOBaHHbIM OTHOWeHUeM wakcos (OLL) 1,29 (95% aoBepuTensHblit uHTepsan (ON):
1,23-1,35) ana BKP u 3,98 (95% [U: 3,68-4,31) ana MNKK. KymynatueHas 3aBMCUMOCTb OTBETa
oT Ao3bt Habnwganack kak ana BKP, tak u ans NKK. Hanpumep, KyMynaTuBHas 403a 50 000 mr
cooTBeTcTeyeT 12,5 Mr ruapoxnopornasuaa, NPUHMMAEMoro eXeaHeBHO B TeYeHUe NpUuMepHo
11 ner.

B apyrom uccnesfosaduu [2] nokasaHa BO3MOXHAA CBA3b MEXAY PaKoM ry6oi (NMKK) v npuemom



rugpoxnoportuasuga: 633 cayyas paka rybet (MKK) 6binin conocrasneHsl ¢ 63 067 KOHTPOIbHbIX
Cny4aes nonynsiuuM, MCNOAL3Ys crTpateruio BbuibopkKM ¢ y4dyetom pucka. KymynarusHas
3aBUMCUMOCTL OTBETa OT 403bl 6bINA NPOASMOHCTPUPOBAHA CO CKOppeKTpoBaHHbiM Ol 2,1 (95%
av: 1,72,6) ans naumeHToB Korga-nvbo npuHuMaslnx npenapart ¢ ysenuuenueM OWU go 3,9
(3,0-4,9) ans npMHUMaBLIKX MNMAPOXNIOPOTUA3KA B Bbicokoi gose (~ 25 000 mr) u OW 7,7 (5,7-
10,5) ans caMoit BbICOKOM KyMYNAaTUBHOM A03bt (~ 100 000 wmr).

HeMenaHOMHbIA paK KOXu ABAAETCA PeAKUM aBneHuem. okasarenu 3abonesaeMocT CUNbLHO
3aBUCAT OT (PEHOTUMOB KOXU M ApYrux (hakTopoBs, NPUMBOAAILMX K pasnuyHbiM 6a30BbIM puckam
¥ pasfinuHbIM oKazarenaM 3abonesBaeMOCTM B pasHbIX CTpaHax. PacueTHble rokasaTenu
3a60n1eBaeMOCTU BapbUpPYIOTCA B PasindHbix pernoHax Esponbl u no oueHKam coCTasnsioT oT 1
A0 34 cnyvaes Ha 100 000 xuteneit 8 rog ana NKK v ot 30 ao 150 Ha 100 000 xuteneit 8 rog
ansa BKP. OcHoBbIBasiCb Ha pesysnibTaTtax ABYX AATCKUX INUAEMUONOTUUECKUX UCCNEA0BaHNA, 3TOT
PUCK MOXeT yBenuuutbca npubnusurenoHo B 4-7,7 pas ana MNKK u-8 1,3 pasa ansa BKP B
33BUCUMOCTH OT KYMYAATUBHOW A03bl rMapoxsiopoTuasuaa.

VIHCTPYKUMA MO  MEAULIMHCKOMY fpuMeHeHuio npenapata Jlogo3® (6uconponon +
ruApoxXnopoTUMasus), Tabnerku, nokpbiTeie NAéHoYHOW obonovkolt 2,5 mr + 6,25 Mr, 5 mr + 6,25
Mr, 10 Mr + 6,25 Mr koMnaHumn 6yaet o6HOBAEHE C LeNbio UHPOPMUPOBaAHUS O PUCKE Pa3BUTUA
HeMenaHOMHOro paKa KOXU, CBA3AHHOTO C MCMOJb30BaHUEM MrMAPOXIOpoTHasuaa.

Heo6xoauMocTb coobuieHns nudopmaunn

Coobuwienue. uHGOPMaLUMM O HEXENaTenbHbIX peakuusx Ha MNOoCTPEerucTPauuoHHOM 3Tane
KUSHEHHOro UMKAa NEKapCTBEHHOrO CPeAcTBa SABASETCH OYEeHb BaxHbiM. OHO no3sonser
obecneynBaTe HENpPepbiBHbIH MOHUTOPUHI COOTHOLIEHUS <MOMb33a-PUCK» NIEKAPCTBEHHOIO
npenapara.

Cnieuuanucram B 061acTi 3ApaBoOXpaHeHUA HEo6X0AUMO COObLLaThL O HEeXenaTeNbHbIX PeaKunax
B NOpAAKe, YCTAHOBNEHHOM COOTBETCTBYIOLNM 3aKOHOAATENLCTBOM.

KoxntakTHaa uHdopMaumns KoMnaHuu
000 «Mepk»

Poccuitickas ®egepauns, 115054, Mocksa, yn. Banosas, 4.35
Ten.: +7 (495) 937-33-04
dakc: +7 (495) 937-33-05
e-mail: safety@merck.ru
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