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MHH3OPAB POCCHH
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[0 NPUMEHEHHIO JIEKAPCTBEHHOTO Tpenapara s Mej{ KOT'O NpUMEHEHMs

1 COTNACOBAHO

JI eTpo3ost

Perucrpaumonnbiii HoMmep:

Toprosoe Hazpanue npenapara: Jletposon

MexayHapoaHoe HenmaTeHTOBaHHOe Ha3BaHue: JleTpo3on

JlekapcrBennast popma: TabieTKH, OKPHITHIE IUICHOYHOI 000104KOi

Cocras Ha 1 Tabuerky:

akmusHoe geugecmeo: 1eTpo30i 2,50 mr

scnomozamenvhvle  eewjecmea  (Apo):  HMakTo3sl  MoHoruzapar 20,0  Mr, uemnnono3a
MHKpOKpHCcTamnaeckas 61,45 mr, kapOokcuMeTmikpaxman Hatpus 4,0 Mr, KpeMHHS JTHOKCH]L
KostouiHbIi 0,5 mr; maruus creapar 1,5 mr.

scnomozamenvuvle eewjecmea (000J104Ka): TUICHOYHOE T1oKpeiTHe Instacoat Sol 1,7 wr
(runpomerutosza 2910 0,68 mr, makporon 0,34 mr, tanek 0,34 mr, Turana auokceua 0,34 wmr),
KpacuTelb jkeae3a okeu xentolii 0,30 mr.

Onucanue: Kpyrjible IBOSKOBBINYKIIBIE TaOJICTKH, IOKpPBIThIE TJICHOUYHOH 000JI0YKOH, OT
CBETII0-XKEITOr0 JI0 TEMHO-KEITOro IBeTa. S/1po TabJIeTKH Ha 1nonepeyHoM paspese 0es1oro uiH
noutu Gesnoro 1pera.

dapmakoTepaneBTHYeCKasi TPYNNA: IIPOTHBOOINYXOJEBOE CPEACTBO — HCTPOrCHOB CHHTE3a
HUHTHOUTOP.

Kox ATX: L02BG04

dapmMakKoJ10ru4ecKHe CBOHCTBA

Dapmarkodunamura. JIeTpo307  OKa3pIBACT  AHTHICTPOIEHHOE  JICHCTBHE,  CEICKTHBHO
HHrHOHUpyeT apomarta3dy (depMeHT CHHTe3a 9SCTPOTCHOB) IyTeM BBICOKOCHELH(HUIHOrO
KOHKYPEHTHOT'O CBSA3BbIBaHUS C CyObeIMHHUIECH 3TOoro (epmeHTa — reMom muroxpoma P450.
Brokupyer cuHTe3 3¢TPOreHoB Kak B nepH(pepuuecKoii, Tak ¥ B OMYXOJIEBOH TKaHsX.

VY JKEHIIMH B IOCTMEHOMAy3HOM MEPHOJE 3CTPOreHbl 00pa3yrTCs MPEUMYLIECTBEHHO MpH
ydacTuu (epMeHTa apomaTasbl, KOTOPbIi NpeBpallaeT CHHTE3HPYIOUIMECS B HaANOYEYHHKAX
aHJIpOTeHbl (B TEPBYIO OYepeab, AHIPOCTEHJHOH M TECTOCTEPOH) B ACTPOH M ACTPAIHOIN.
ExenneBHplii nmpuem 1nerpo3ona B cyrouHod goze 0,1-5 Mr npuBOAMT K CHMIKEHMIO
KOHLUEHTPALMH CTPaJHoJa, 3CTPOHA M ICTpoHa cyib(dara B Iu1azmMe KpoBu Ha 75-95 % ot
UCX0aHOro cojepxkanus. Cynpeccus CHHTE3a 3CTPOr€HOB IMOICPKHBACTCA HA IPOTSHIKEHUH

BCCTO II€pHOJAA JICUCHUA.



[Tpu npumenenuu netpos3ona B Auanaszone 103 ot 0,1 10 5 Mr HapymeHHs CHHTE3a CTEPOMIHBIX
rOPMOHOB B HaJIIOYEYHHKAX HE HAOJIO/IaeTCs, TECT € a/IpEHOKOPTUKOCTEPOHIHBIM TOPMOHOM HE
BBIABJIACT HAPYLIEHUH CHHTE3a ajIbJ0CTEPOHA HJIM KOPTH30Ja. JOMOJIHUTEIbHOTO NPUMEHEHHUS
ITIOKOKOPTHKOCTEPOHI0B M MHHEPATIOKOPTHKOCTEPOH/I0B HEe TpebyeTcs.

brokana OMocHMHTE3a SCTPOreHOB HE IPHUBOJMT K HAKOIUICHHMIO aHJIPOTCHOB, SBIIAIOIIMXCH
npeAleCTBEHHUKaM dcTporeHoB. Ha ¢one mnpuema nerpo3ona M3MEHEHMH KOHUEHTpalMi
JTHOTEHHH3UPYIOIEro U (HOJUTHKYIOCTUMYIHPYIOLIEr0 FOPMOHOB B IUIa3Me KPOBH, H3MEHEHHH
(YHKUMN IIMTOBUAHOM JKeje3bl, M3MEHEHHH JIMIMAHOTO Mpo(us, IOBBILEHUS YacTOTbI
nH(}ApKTOB MHOKap/ia H HHCYJIBTOB OTMEUYEHO He ObLIIO.

Ha ¢one neudenus nerpo3oiom ciabo IMOBBIIAETCS yacToTa ocreonopo3a. OpHako, yacTora
IIEPEIIOMOB  KOCTCH y MAlHMEHTOK, I0JIy4aloUMX JIETPO30J, HE OTIHYACTCs OT TAaKOBOH Y
3JI0POBBIX JII0/IEH TOTrO e Bo3pacra (6,9% no cpaBHeHuto ¢ 5,5% manebo).

AJIbIOBaHTHAs TEpaIMs JIETPO30JIOM PAaHHMX CTaJMH paka MOJOYHOM JKEJIe3bl CHHKACT PUCK
pELUMIMBOB, YBEIHYMBAECT BBDKMBAEMOCTh O€3 NpHU3HAKOB 3a00/eBaHHMs B TEYEHHE S5 J€T,
CHHMIKAET PHCK PA3BUTHsA BTOPHYHBIX OMyXOJIEH.

[Tpoanennas anblOBaHTHAs Tepanus JIETPO30JIOM CHHXKAET pHCK peuuausBoB Ha 42 %.
Ilpo/uleHHass ajbIOBAHTHAs Tepanus JIETPO30JIOM TIOCIEe OKOHYaHMA S5 JIeT Tepanuu
TAMOKCH()EHOM NPHUBOJINIIA K JIOCTOBEPHOMY CHIDKCHHMIO PHCKa TMPOIPECCHPOBAHUS U Pa3BHUTUS
paka KoJulaTepaJbHOH MOJIOYHOH JKeje3bl 10 cpaBHeHHI0 ¢ Iutanedo. JloctoBepHoe
NPEeHMYIIECTBO 110 BBDKMBAEMOCTHM 0e3 mnpu3HAKoB 3abosieBaHMs B Tpynrne JeTpo3ona
0TMEYaJ0Ch BHE 3aBUCHMOCTH OT BOBJICYEHHOCTH JIMM(paTHUYECKUX y3110B. Jleuenune nerpo3onom
CHM)KAET CMEPTHOCTH MALMEHTOK C BOBJICYEHHEM JIMMaTu4yeckux y3i10B Ha 40 %.
®Dapmaxokunemuxa. JIeTpo3o OHICTPO M TMOJHOCTHIO BCACBIBACTCS M3 XKEJYA0UHO-KHILIEYHOTO
tpakra (XKKT), cpennss OumonmocrynHocts coctaBiser npumepHo 99,9 %. Ilpuem numm
HE3HAYUTEIBbHO CHMKACT CKOpocTh abcopOumu. CpejHee 3HAYEHHE BPEMEHH AOCTHIKECHUS
MaKCUMaJIbHOM KOHLEHTpauuu Jietposona B KpoBH (TCmax) cocTaBisier npubimsutenbHo 1 yac
IpU TIpHEMe JIETPO30Ja HATOLAK M 2 yaca — IpU NIpUeMe C MHILICH; cpeHee 3HA4YeHHE
MakcMMalbHOM KOHUEHTpauMH (Cmax) coctaBiser npumepHo 129 + 20,3 uMoab/n npu npueme
HaTouak U okoso 98,7 £ 18,6 HMONB/T — NpH NpHEMe ¢ MHILIEH, OJHAKO CTENEHb BCAChIBAHUS
nerposzosia (IpU OLEHKE IO IUIOLIAJM T0J KpHBOH «koHUeHTpauus-Bpems» (AUC)) ne
M3MEHseTCs.

HeGonpmme u3MEHEHHMA B CKOPOCTH BCACBIBAHMA PACLEHHBAIOTCS KaK HE MMEIoIue
KJIMHUYECKOTrO 3HaYE€HHUs, II0ITOMY JIETPO30JI MOSKHO IIPUHUMATh HE3aBUCUMO OT IpHEMa MUIIIH.
Cea3p JleTpo3ona ¢ OenkaMu IUIa3Mbl  KpOBHM  cocTaBisieT npuOumsutensHo 60 %

(mpeuMyuiecTBEHHO ¢ anbOymuHoM — 55 %). KoHueHTpauus serpo3osa B IpUTPOLMTAX



cocraBiseT okoio 80 % oT TakoBO# B miazme KpoBu. Kaxymmiics oObeM pacnpesesneHus B
PaBHOBECHOM COCTOSIHMM cocTaBisieT npumepHo 1,87 + 0,47 n/kr. PaBHOBecHas KOHUEHTpaLus
JIOCTHTaercss B Te4yeHHe 2-6 Heelb eKeJAHEBHOro MpHeMa CYTOYHOM [03bl 2,5 Mr.
dapmakokuHeTHKa HenuHelHa. Kymynsumu npu JUIMTENTBHOM IIPUMEHEHMM HE OTMEYEeHO.
JleTpo3oi1 B 3HAUNTENILHON CTEIEHH IOABEPraeTcs MeTaboan3My 1o/ JeHcTBHEM H30()epMEHTOB
CYP3A4 u CYP2A6 muroxpoma P450 ¢ oOpaszoBanuem (HapMakoJIOTHYECKH HEaKTHBHOTO
KapOHMHOJIOBOTO COEIMHEHHUS.

BeIBOAMTCS NpEeHMYIIECTBEHHO MOYKAMH B BHJIC META0OJIMTOB, B MEHBIICH CTENEHH — vepes
kuiieyHuk. Koneunslit nepuon mnonyswiBenenus (T12) cocraBmser npubimsurenbHo 48 4.
(dapMaKOKMHETHYECKHE T1apaMeTpbl JIETPO30J1a HE 3aBUCAT OT Bo3pacTa nauuenra. [lpm
NIOYCYHOM HEAOCTAaTOYHOCTH (hpapMaKOKMHETHYECKHE MapaMeTphbl He n3MeHnstores. Ipu cpenneii
cTeneHu HapymieHus ¢yHkuuu nedenu (kiacc B nmo mkane Yaing-IIbto) cpeanue BeauMunHb
AUC xots u Bbiie Ha 37 %, HO OCTAlOTCA B Ipejeiax TOro Juara3oHa 3HaYCHHH, KOTOpbIE
OTMEHalOTCs y NIl Oe3 HapymieHMH (YHKUMH nedeHH. Y OONBHBIX C IIMPPO30M IEUEHH H
TSDKEJIBIMU HapywieHusMu ee Gynkumu (knace C no mkane Yaitna-ITero) AUC yBennumnsaercs
Ha 95 % u Ti2na 187 %. Oanako, yduThIBas XOpPOLIYIO MIEPEHOCHMOCTD BBICOKHMX /103 Npernapara
(5-10 mr/cyT), B 3THX ciydasx HEOOXOIUMOCTH U3MEHATH /103y JIETPO30J1a HET.

IMoxka3zaHusi K HPUMEHEHHIO

- Pannue ctauyu MHBA3HBHOTO paka MOJIOYHOM yKeNe3bl, KIETKH KOTOPOro MMEIOT pelenTophl K
rOpMOHAM, Y JKEHILHH B IOCTMEHOMNAay3e, B KauecTBe a/lbIOBAHTHOMN TEPaIMH.

- Pannue crajmu MHBAa3MBHOIrO paka MOJIOYHOH »Kejie3bl Y JKEHIUMH B IOCTMEHOIIAy3e I10CIIe
3aBEpIICHHs CTAHIAPTHOH aJBIOBAHTHON TEpamMH TaMOKCH(EHOM B TEUYCHHE 5 JIET B Ka4eCTBE
MPO/UIEHHOH a/IbIOBAHTHOH TEparuu.

- PacnipocTpaneHHble TOpMOHO3aBUCHMBIC (OPMBI paka MOJOYHOM KeJie3bl Y JKEHIUMH B
NOCTMEHONay3e (Tepanus NepBoi TMHUHN).

- PacripocTpaHeHHBII pak MOJIOYHOMN JK€JIE3bl IPH PAa3BUTHH PELMIMBA MM NIPOrPECCHPOBAHUSA
3a007€BaHNs Yy JKEHIIMH B ITOCTMEHOMNay3e (E€CTEeCTBEHHOH MM BBI3BAHHOH HCKYCCTBEHHO),
MOJIy4aBIIMX MPEALIECTBYIOILYIO TEPANUIO AHTHICTPOTEHAMM.

- 'opmono3zaBucumbiii HER-2 HeraTuBHBINH pak MOJIOYHOM K€JI€3bl Y )KEHILHMH B [IOCTMEHOIIAy3¢e
B KQUeCTBE HEOAbIOBAHTHOMH TEPAaNMH IIPH MPOTHBOINOKA3aHUAX K XUMHOTEPAIHH U OTCYTCTBHU
HEOOXO0IMMOCTH B SKCTPEHHOM XMPYPru4yeCKOM BMELIATEIbCTBE.

IIporuBonoka3zanns

- IToBpiIeHHAst YyBCTBUTEILHOCTD K JIETPO30J1Y MIIH JTI000MY APYroMy KOMIIOHEHTY IIperapaTa;

- DHJIOKPUHHBIH CcTaTyc, XapaKTepPHBIH I peNpOaYKTHBHOTO NEPHOA;

- bepeMeHHOCTB, EpPHO KOPMIIEHHS IPYAbIO;



- derckuii Boszpact 10 18 net (3¢pdhexkTHBHOCTL M O€30MaCHOCTD /Uld IeTel He YCTAHOBJICHA).

C 0CTOPOKHOCTBIO

Tsxenas nedeHouHast HeaoctatrouHocTh (kiace C no mkane Yanna-I1bto), Tskenas noueuHas
HEJI0CTaTOYHOCTh (KJIMpeHe KpeaTnHHHa < 10 MJI/MHH), peIkne Hacle/CTBEHHbIE 3aD0eBaHus,
TaKHe KaK HEMEepeHOCHMOCTh TajlaKTO3bl, ACHUUHUT J1aKTa3bl WIH IJIOKO30-rajJaKTo3Has
MaibabcopOIHs, OJHOBPEMEHHOE NPUMEHEHME C MOIIHBIMH HMHIHOMTOpaMH H30(epMEHTOB
CYP3A4 u CYP2AG.

OjHOBpeMEHHOE TPHUMEHEHHE C JIEKAPCTBEHHBIMM MpErnapaTaMu ¢ y3KMM TepaneBTHYECKHM
WHJICKCOM, BBIBEJICHHE KOTOPBIX 3aBUCHT IpeuMyIiecTBeHHO oT u3odepmenra CYP2C19.
Ilpumenenune npu 6epeMeHHOCTH H B NIEPHO/I FPY/IHOI0 BCKAPMJIHBAHHSA

[Ipumenenne Jlerposzona mnpu OEpeMEHHOCTM M B MEPHOA TPYAHOTO BCKapMIIMBaHHSA
NpOTUBOMNOKA3aHo. JIeTpo3oi He clieyeT NpUMEHATh Y OepeMEHHbIX JKEHIIHMH 33 HCKIIOYEHHUEM
TEX ClIyyaeB, KOrja OKHjaeMas I10Jib3a Ui MaTepH SBHO IPEBBINIAET BO3MOKHBIH PHUCK IS
wioza. Jlerpo3on He cieayeT NpUMEHATh Y JKEHIMH, KOPMALIMX IPYJIbIO, 32 HCKJIIOYEHHEM TeX
Clly4aeB, KOTJa OKMJaeMas I0JIb3a SBHO MpPEBbIIACT PUCK. JKEHUMHBI PEnpOAYKTHBHOIO
BO3pacTa BO BpPEMs JICUEHHS JOJDKHBI TOCTOSHHO TOJIB30BaThCA I(P(PEKTHBHBIMH METOIAMU
KOHTpALIEIIHH.

Cnocod npuMeHeHHs H 103b1

BHYTpBh, HE3aBHCHMO OT MpHEMa MHUIIIH.

B3pocawie: pekomeHnayemas jo3a npenapara Jlerposzon cocrasiser 2,5 Mr oaMH pa3 B CYTKH,
©)KE/IHEBHO, JITTUTEIILHO.

B kauyecTBe MpOAJICHHON a/IbIOBAHTHOMN TEeparuyu JICUCHHE JIOJKHO TIPOJIOJIKATLCA B TEUYCHHUE S5
ner (He posblue 5 Jer).

[lpn nosBIeHMH TPHU3HAKOB MpPOTpecCHpoBaHMs 3aboieBanus mnpuem mnpenapara Jletposzon
CIIe/lyeT NPEKPATUTh.

B HeoaaploBaHTHOM (IIpeONEpPAllMOHHOM IIEPHOJIE) PEKUME JICYCHHE TIPErapaToM JI0JKHO
NPOJIOJDKATECS B T€YEHHE 4-8 MeCAEeB /UId JOCTHKEHHS ONTHMAIILHOTO COKpAIlleHHs pa3MepoB
onyxonu. ITpu HepoCTHMKEHMM aJeKBAaTHOIO OTBETAa OIYXOJIM Ha JIEYEHUE NPHEM Ipenapara
JIOJDKEH OBITh MpeKpaleH, HeoOX0AUMO pellaTh BOIPOC O XUPYPrHYECKOM MM JIPYTHX BHAX
JICYCHHS.

ITayuenmxu ¢ napywenuem @ynkyuu nevexu

[Ipu nerkux u cpenHed creneHu HapyueHusX GpyHkumu neyenu (knace A u B no mkane Yaiina-
[Ipr0) koppekuuu 703bl npenapara He Tpedyercs. JlaHHBIX O IpPUMEHEHHM IIpernapara y

NAlMEHTOK C TSDKEIBIMH HapymeHusMH (yHkuuu nedenn (kirace C mo mxkaie Yaitna-I1sio0)



HEJI0OCTaTOYHO, B CBA3M C 4YeM, IIPMMEHEHHE Ipenapara y TaKHX IalMEHTOK JIOJDKHO
OCYIIECTBIATHCSA MPH MOCTOSIHHOM KOHTPOJIC Bpaya.

llayuenmxu ¢ napywenuem @h)yHKyuu novex

[Tpn nHapymienusx (yHKIMH novek (KiaMpeHc kpeaTMHuHa > 10 MJI/MUH) KOpPpPEKIMH J103bl
npenaparta He TpeOyercs. J[aHHBIX O NPUMEHEHHM IIpernapara y HalMeHTOK C KJIHPEHCOM
KpeaTuHHHA < 10 MJI/MHH HE1I0CTaTOYHO.

Ilayuenmxku 6 sozpacme > 65 n1em

VY nauMeHToK MoXHI0ro Bo3pacta KOppeKLMs 7103bl Npenapara He Tpedyercs.

B cinyyae mpomycka m03bl ee HEOOXOAMMO IPHHSATH KaK MOJKHO CKopee, OJHAKO H3Oeras
nyOnupoBaHMsi  (€ClM  BpeMsl NIPUHATHSA  CIACAYIOUICH 03l IPAKTHYECKH HACTYIUJIO).
[TpeBbiieHne CyTOYHOM 10361 >2,5 MI I'PO3HT YCHICHHEM CHCTEMHBIX 2 (EKTOB npenapara.
ITo6ounoe eiicTBue

Kak npaBuno, nobounsie peakuuu ObLIM €1ad0 WIM YMEPEHHO BBIPDAKEHHbIE M B OCHOBHOM
CBSI3aHBI C TI0JIABJICHHEM CHHTE3a SCTPOreHoB. YacToTa BO3HMKHOBECHHS IOOOYHBIX peaKLHi
OLIEHMBAETCS CJEAYIOIIMM 00pa3oM: BO3HHKAIOLME «04YeHb yacTo» - > 10%, «yacto» - > | - <
10%, «negacto» - >0.1% - <1%, «penko» - > 0.01 - < 0.1%, «ouens peaxko» - < 0.01%, Bkaovas
OT/IEIbHBIE COOOIICHHUS.

Hnpexyuonnvie u napasumaphvlie 3ab0n1e6anusi. HE4acTo - HHPEKINH MOYCBBIBOIANIMX ITYTCH.
JloOpokauecTBeHHbI€, 3T0KaYeCTBEHHbIE U HEYTOUHEHHbIE HOBOOOpa30BaHUs (BK/IIOYAst KHCThI U
MOJIMIIBI): HEeYacTo - 601k B 00J1aCTH OIYyXOJIH.

Hapywenus co cmoponbl Kposu u tumg@amuyeckou cucmemsl. HE4aCTO - JICHKOIICHHS.
Hapywenusi co cmopoHbl UMMYHHOU cucmemsl. YacTOTa HEM3BECTHA — aHA(HIAKTHYECKHE
peaKLHuu.

Hapywenus co cmoponvl odmena eewjecms u numaHusA: O4eHb 4acTO - TMIEPXOJIECTEPHHEMHS;
YacTO - AaHOPEKCHSI, IIOBBILICHUE aIlIIETUTA.

Hapywenus ncuxuku: 49acTo - JICIPECCHs; HEYACTO — TPEBOKHOCTH (BKJIIOYAs HEPBO3HOCTB),
Pa3aApakKUTEIbHOCTb.

Hapywenus co cmoponvl nepéHou cucmemspl: 4acTo - T0JI0BHas 00J1b, FOJIOBOKPYKEHHUE;

HEYacTo - COHJIMBOCTh, OECCOHHMIA, YXY/IICHHE IaMATH, HapyLIeHHE YYBCTBHUTEIbHOCTH
(BKJIIOYAs TTAPECTE3HIO, TUIIECTE3HI0), HAPYIIEHNS BKYCOBOI'O BOCIIPHATHS, STIH30/1bl HAPYLICHUS
MO3roBOro KpOBOOOpaIleHHs, CHHAPOM 3aIsCTHOrO KaHaa.

Hapywenus co cmoponel opzana 3penus. HEYaCTO - KaTapakTa, pasJpaKeHue IJ1a3,
«3aTyMaHUBAHHUE) 3PEHUS.

Hapywenus co cmopousl cepoya: HEYacTO - OLIYUICHHE cepAucOUeHUs™, Taxukapaus,

niemMuyeckas 0osie3Hb cepilla (BKJIIOYas BIEPBbIE BBIABICHHYKO WM YXYALICHHE TEUCHHS



HUMEIOLIEHCST CTEHOKAp/AMH, CTEHOKApIHIo, TpeOyIollyl0 XHpPYPrHUeCKOro BMEUIATEILCTBA,
MH(papKT MUOKap/a, HIIEMHUsI MHOKap/1a).

Hapywenus co cmoponvt cocy0os: O4YeHb 4YacTO - IPHUCTYNOOOpasHbIE OLLYIIEHHS Kapa
(«TIpUITMBBI»); YacTO - TMOBBbIIIEHHE apTepuanbHoro navienus (AJl); Hewacto - TpombodueduT
(Bkroyasi TpomMOO(IEONT MOBEPXHOCTHBIX M TIIYOOKMX BEH); PEIKO - 3MOOJIMs JIErOYHOM
apTepuu, TpoM003 apTepuil, HHCYJIBT.

Hapywenua co cmoponsl ObIXameibHOU cUCMEMbl, 0P2AHO8 2PYOHOU KIeMKU U CPeOOCMeHUs.:
HEYaCTO - INCITHO), KalleJib.

Hapywenus co cmoponvl dceny0ouHo-Kuuieyno2o mpakma: 4YacTo - TOUIHOTa*, pBOTa,
JHMCHETICHS, 3a10p, Anapesi, 00JIM B )KMBOTE; HEUACTO - CTOMATHT, CYXOCTb BO PTY.

Hapywenus co cmopouvbl nevenu u HcerdesblgooAwux nymeii. HEYACTO - TIOBBIILICHHE
AKTHBHOCTH (1€4E€HOYHBIX» (PEPMEHTOB; OYECHb PEKO - [EIATHT.

Hapywenus co cmopoubl Kodcu U NOOKONCHbIX MKAHel: OYEeHb 4YacTO — IIOBBIIICHHAS
HNOTJIMBOCTH; YacTO - aJOMNElHs, CyXOCTb KOXKH, ChIIIb (BKJIIOYas IPUTEMATO3HYIO, MaKyjo-
nanysesHas, ncopuazupopMHas M BE3HMKYJIE3HYIO); HEYaCTO - KOXHbIH 3yJ, KPanmMBHHIA,
4acTOTa HEHW3BECTHA - AHTHOHEBPOTHYECKMH oTek, cuuapom Jlailenna (TokcH4eckuit
snuAepManbHbIi Hekpou3), Cunapom CtuBenca-/koHcoHa (3110KauyecTBeHHas oIUMopdHas
HKCCYaTUBHAS OPUTEMA).

Hapymeuu;l CO CMOpPOHbBI CKeNeMHO-MbIUUEYHO U COCOUHUMETbHOU MKAHU: OYEeHb 4YacTo -
apTpairus; 4acTo - Muairusg, 0oiab B KOCTSX™®, OCTEONOpPO3, MepeaoMbl KOCTEH; HEyacro -
apTPHT; 4aCTOTAa HEM3BECTHA - CHH/IPOM IIETKAIOIIEro HaJlbla.

Hapywernuss co cmopoHbl no4ek u MOY€bIGOOAWUX nymell: HEeYyacTo - y4allleHHOE
MOYCHUCITYCKAHHC.

Hapywenua co cmoponer nonogeix opearnog u MoNOYHbIX dicene3: YACTO — BarmHAIBHOE
KPOBOTEYEHHE, HEYACTO - BBIICICHHUSA M3 BJIarajila, CyXOoCTh Blarajuiia, 00Jib B MOJIOYHBIX
Kenesax.

Obwue paccmpoucmea u HapywieHuss 6 mecme 66edeHuA. OYEHb 4YacTO - IIOBBIIECHHAs
YTOMJIIEMOCTb (BKJIHOYAsi aCTEHMI0O M ollyuieHue amckomdoprta); vacro - nepudepuyeckue
OTEKH; HEYacTO FeHEePaTU30BaHHBIH OTEK, CYXOCTh CIIM3UCTBIX 000JI0UEK, Kaxk/1a, IUX0PaIKa.
Jlabopamopnvle u uncmpymenmanvHvle 0aHuble: 4aCTO — YBEIHMYEHHE MACChl Teja; HEYacTo -
CHH)KEHHME MacChl TeJa.

*- 1000YHbBIE PC€aKl MK, BbISABICHHBIC B METACTATHYCCKOM IIEPHO/JC.

OmoenvHbie noOOUHbBIE peaKyul

Ilobounvie peakyuu co cmopomwl cepoya



[Ipu anvroBanTHOM Tepanuu JIeTpo3070M B TEUEHHH S JIET B CPaBHEHHH C Tepanuel rianedo B
TE€4eHHE 3 JICT OTMEYAJIMCh CICAYIOUME IM0O0YHBIC pPEAKIMH: CTCHOKapAus, Tpedyromas
XMPYPrHUECKOro BMemarenbcTBa BcTpeyanack - B 0.8% caysaes u B 0.6% cnyuvaes,
COOTBETCTBEHHO; HIIeMHUYecKas 0oe3Hb cepiua (BK/IIOYas BIEPBBIC BBISBICHHYIO WIIH
yXYAUIEHHE TeYEHHUs uMerolencs creHokapauu) - B 1.4% u B 1.0% ciiyyaeB, COOTBETCTBEHHO;
uHdapkr muokapaa - B 1.0% u B 0.7% cny4aeB, COOTBETCTBEHHO; TpOMOOIMOOINYECKHE
spiaeHns - B 0.9% u B 0.3% caydaeB, COOTBETCTBEHHO; MHCYILT/TPAH3UTOPHAsA MIIEMHYeCKas
ataka - B 1.5% u B 0.8% ciyuaeB, COOTBETCTBEHHO.

Ilobounvie peakyuu co cmoponbl KOCMHOMIUEYHOU CUCMEMbL U COCOUHUMENbHOU MKAHU

ITpu agproBanTHON Tepanuu JleTpo3010M B TeUeHUH S5 JICT B CPaBHEHUH ¢ Tepanueil mianebo B
TEYeHHE 3 JIeT OTMEYAJIUCh CIEeAyIoIHe MoOOYHbIe peakuu: nepeaoMsl koctei - B 10.4% u B
5.8% ciydaeB, COOTBETCTBEHHO; 0cTeonopos - B 12.2% u B 6.4% ciyyaeB, COOTBETCTBEHHO.
Ecnu nobvie u3 ykazaunvlx 6 uHcmpykyuu nobounvix sggexmos ycyeyonsomes, unu Bol
3amemunu a0dvle Opyzue nobounvle s¢hghexmol, He yKazanmwvie 8 uHCMpYKyuu, coobuwjume oo
IMoMm epauy.

Ilepeno3upoBka

Cumnmombpi:

HMmeroTes oTAeIbHbBIE COOOIICHHS O CIIydasX Mepe03UPOBKH JICTPO30JI1a.

Jlevenue:

Kakue-mnbo cneunduueckue MeTO/bl JI€UeHHs Iepel03UPOBKH He u3BecTHbl. [lokazana
CUMIITOMATHYECKass M IOJylepXkuBarolias Tepanus. Jlerpo3osn BBIBOAMTCS M3 IUIa3Mbl
MOCPE/ICTBOM T'€MO/INAIH3A.

B3aumoseiicTBHE ¢ APYTHMH JIEKAPCTBEHHBIMH CPe/JICTBAMM

Jlerposon MeTaboau3npyeTcs NPenMyIIeCTBEHHO B iedeHu ¢ yuyactueM n3odepmentos CYP3A4
n CYP2A6 uuroxpoma P450. Ha cucTeMHyI0 3JIMMHHALMIO JIETPO30Ja MOIYT OKa3bIBaTh
BJIMSTHHE JICKAPCTBEHHBIC TIPEnapaThl, BO3/ICHCTBYIONIME HA JaHHBIC H30()ECPMEHTHI.

Metabonu3M 1eTpo3osa AeMOHCTPUPYET HH3Koe cpoacTBO ¢ n3opepmentoM CYP3A4, Tak kak
JaHHBIN n30(epMeHT B OOBIYHBIX KIMHHUYECKMX CHUTyalMsX B KOHLeHTpauusx, B 150 pa3
NPEeBBILIAIOIINX PABHOBECHBIC 3HAYEHHS JIETpO30Jia B IUIa3Me KpoBH, He obnaxaer
CIOCOOHOCTBIO MMOJIABJIATH META00JIN3M JICTPO30J1a.

Jlexapcmeennvie npenapamwei, npugoosuue K RNOBLIUEHUIO KOHYEHMpayuu 1empo3onda 6
CbIBOPOMKE KPOBU

Huruduropsr nzopepmentoB CYP3A4 u CYP2A6 criocoOHbI CHUXKATHL METabOJIN3M JIETPO30J1a,
TEM CaMbIM IIOBBIIIAs €r0 KOHIEHTPAIHIO B CHIBOPOTKE KpoBU. OJIHOBPEMEHHOE NMPHMCHEHHE

MOIIHBIX MHIMOMTOpPOB JaHHbIX H30(pepmenToB (aas uszodepmenta CYP3A4 TtakoBbIMH



ABJIAIOTCS, HAIPUMEP, KETOKOHA30J1, HTPAKOHA30J1, BOPHKOHA30]1, PUTOHABHUP, KJIAPUTPOMHUIIMH U
TeJMTPOMHLMH; s u3opepmenta CYP2A6 — MeToKcaneH) MOXKET NMPUBECTH K YBEITHUCHHIO
9KCMo3uuMu  Jerposona. HeoOxoaumo coOmogaTh OCTOPOKHOCTH IPH  OJHOBPEMEHHOM
NPUMEHEHHUH JIETPO30J1a U MOLIHBIX HHIHOUTOPOB N30depmenToB CYP3A4 u CYP2A6.
Jlexapcmeéennvie npenapamol, NPUBOOAWUE K  CHUICEHUIO KOHYEHMpayuu J1empo3ond 6
CbIBOPOMKE KPOBU

Hupyxropsl u3zodpepmenta CYP3A4 u CYP2A6 ciocoOHBI NOBLIIATL METAbOIN3M JIeTPO30Ja,
TEM CaMbIM CHH)Kasi €ro KOHIEHTPALMIO B ChIBOPOTKE KpoBH. OJHOBPEMEHHOE NPHMEHEHHE
MHIYKTOpOB HaHHbIX H30pepmenToB (s wnszopepmenta CYP3A4 TakoBbIMH SBISIOTCA,
Harmpumep,  ¢enuTomH,  pudamnuumH,  Kapbamaszenus,  ¢enobapbutan,  3BepobOoii
NPOJBIPABICHHBIN) MOXKET NMPUBECTH K CHIDKCHHIO SKCHO3MIMH JICTPO30Jia; s n3odepmeHrTa
CYP2A6 — uH1yKTOpBI HE U3BECTHBI.

OnHOBpeMeHHOE ITpUMeHeHHe npenapara Jlerposon (B go3e 2,5 mr) u Tamokcudena B nose 20
MI/CYT NPHBOJUT K CHIKECHHIO KOHIIEHTPAIIMH JICTPO30JIa B CHIBOPOTKE KPOBH B CpEJIHEM Ha
38%. KiuHuM4eckMX AaHHBIX O BIAMAHMM Ha 3((eKTHBHOCTH M 0€30MaCHOCTb NPUMEHEHMs
npenapata Jlerpo3o: nocne Ha3HaYeHHs TAMOKCH(EHA HET.

Jlexapcmeennvie npenapamal, 4bsi KOHYEHMPayus 8 ClOPOMKe KPOBU 3A6UCUN OM NPUMEHEHUsA
nempo3sona

In vitro nerpozon muruoupyer nzopepment CYP2A6 muroxpoma P450 u He3HauuTeaBHO
nzodpepment CYP2C19, xknumHuueckoe 3HAY€HHE JIAHHOrO SABJIEHUS HE  YCTaHOBJIEHO.
Heobxoanmo cobmoiaTh OCTOPOXKHOCTH TPH  OJIHOBPEMEHHOM IPUMEHEHHMH JIETPO30Ja H
JICKAPCTBCHHBIX IIPENapaToB C Y3KHMM TEpPAleBTHYCCKUM HHJICKCOM, BBIBCACHHE KOTOPBIX
3aBUCHUT npeumyliecTBeHHO oT u3odpepmenra CYP2C19 (nanpumep, peHNTONH, KIONUAOTPEIIb).
JlekapCTBEHHBIX MPENApaToOB C Y3KHM TEpareBTHUECKUM HHAeKcoM s nzodepmenta CYP2A6
B HACTOSILIEEe BPEMsl HEH3BECTHO.

ITpn oaHOBpEMEHHOM MPUMEHEHHUH JICTPO30J1a C HMMETUIMHOM (M3BECTHBIM HeCTIeUH(pHUCCKIM
uaruouropom mzodepmentoB CYP2C19 u CYP3A4) u BapdapuHoM (4yBCTBHTEIBHBIM
cybcrpatom u3opepmenta CYP2C9 ¢ y3kuMm TepaneBTHMYECKHM MHJEKCOM, KOTOPBIH 4acTo
Ha3Ha4yaeTcs B KAyecTBE CONYTCTBYIOIIEH Teparnuu MalMeHTKaM, MPUHUMAIOLHM Ipernapar
JleTpo30:1) KJIMHHYECKH 3HAUUMBIX B3aHMOJICHCTBHI He HaOII01aeTCs.

Oco0ble ykazanusi

[TaumeHTKH ¢ TAKEIBIMH HApYMIEHUSAMH (DYHKIHMM [E€YEHH JOJDKHbl HAXOAMTbCA I10]1
HOCTOSTHHBIM HaOJIIOJICHHEM.

Het JaHHBIX O IPUMEHEHHH TIpenapara JIeTpo301 y MalMeHToK ¢ KIMPEHCOM KpeaTHHHHA MEHEE

10 mn/mun. Ilepen Hayanom npumeHenus npenapara Jlerpo3on y TakuxX MaLHMEHTOK, CIELyeT



TILATEJILHO OLIEHHTh COOTHOLICHHE MEX/Y IOTEHIIHAILHBIM PUCKOM H 0XKHIaeMbIM b dekTom
JICUCHHAL.

Tak kax npenapar JleTpo3osn MpUMEHsIETCs TOJBKO y MAallMEHTOK B IMOCTMEHOMay3e, B clyvae
HEBBISICHEHHOI'O CTAaTyca rOPMOHAJILHOM Perysisiliui penpoaAyKTHBHONH CHCTEMbI PEKOMEHA0BAHO
OIIPEIEIUTh KOHUEHTPALHIO JTI0TeHHU3UupYtoiero ropmona (JIIN), gommukyn-ctuMyaupyroero
ropmona (PCI') u/unm scTpaamona 10 Havasa JICYeHHUs.

IToseimenue ypous @CI' B cbIBOPOTKE KPOBH NMPHUBOJUT K CTUMYJISIHMU pocTa (HOJUIMKYIOB U
MOKET BBI3BATh OBYJALMIO, B CBA3M C 4YeM BO Bpems Tepanuu npenaparom Jlerposon,
CYIIECTBYET IIOTCHUMAJIbHAsA BO3MOXKHOCTH HACTYIJICHUS OCpEeMEHHOCTH y JKEHIUMH B
IEPUMEHONAy3aJIbHOM M PaHHEM IIOCTMEHOINay3aJbHOM IepHuoje. B Takux ciyuasx cienyer
HCIIONB30BaTh  HAJEKHBIC  METOJBl  KOHTPALCNLIMH IO  YCTaHOBJICHHA  CTaOMJIBHOTO
IOCTMEHOMNay3aIbHOI0 TOPMOHAIBHOIO YPOBHSA Y JAHHOM KaTErOpHH MallHEHTOK.

CymecTByIOT JaHHbIE O Pa3BUTHUM OCTEONOPO3a W/MIM BO3HUKHOBEHHH IIEPEIOMOB KOCTEH BO
BpeMs npuMeHeHus mnpenapata Jlerposzon (cMm. «lloGo4Hble peaklMH CO CTOPOHBI KOCTHO-
MBILIEYHOH CHCTEMBbl U COCIMHUTENIBHON TKaHW»), B CBA3M C YEM PEKOMEH]yeTCs TIIATEe/IbHbIN
KOHTPOJIb COCTOSIHMS KOCTHOM TKaHM B TEYEHHE BCEro IEpHOAa IPHMEHEHHs IIpernapara.
Pexomennyercs  um3beratb  OJIHOBPEMEHHOr0  IpuUMeHeHus  npenapara  Jlerposon ¢
TaMOKCH(EHOM, APYTUMH aHTHICTPOTCHHBIMH M 3CTPOIrE€HCOACPIKALIMMH TIperapaTaM,
MOCKOJIbKY TI€pPEYHCIIEHHBIE CPEACTBA MOrYT OCNadbnsaTh (dapMakoIorHyeckoe JeicTBHe
nerpozona (cM. «BzammoneicTBue ¢ JApYrUMM JIEKapCTBEHHBIMM CpeACTBaMM»). MexaHusm
JTAHHOTO B3auMoJeHcTBUs He u3ydeH. [lpemapar He mokaszaH s TepalMu paka MOJOYHOH
JKEJIe3bl, HE COJEpPJKAIEro peUenToOpoB K CTEPOMAHBIM TOPMOHAM (3CTPOreHy HWIIH
MIPOreCTEPOHY).

Bimsinue Ha crocoGHOCTH YNIPABJISITH TPAHCHOPTHHIMH CPEICTBAMH H MEXAHH3MAMH
Hexoropeie moGounble 3¢ddexTsl mpemapara, Takue Kak oOmias c1abocTh, COHJIMBOCTb U
rOJIOBOKPY/KEHHE, MOTYT BJIMATH Ha CIIOCOOHOCTH BBIIOJIHCHHUS INOTCHLHAIBHO OMACHBIX BHJIOB
NEATETbHOCTH, TPeOYIOIMX TIOBBIIIEHHOH KOHIIEHTPAIMd BHHUMAHMA M OBICTPOTHI TNCHXO-
MOTOpPHBIX peakuuii. B 9Toil cBs3u crenyer coOaofaTh OCTOPOKHOCTH MPH  YIPaBIEHUH
TPAHCHOPTHBIMHM CpeACTBaMM M Ipu pabore ¢ MexaHusmamu. IIpu nosBIeHMH ONMCAHHBIX
HEKEJIaTeIbHBIX SABJICHHH CIEQyeT BO3JCPXKATBCA OT BBHINOJHEHHUA YKa3aHHBIX BH/OB

JACATECIIBHOCTH.



dopma BbINycKa

TabneTku, NOKPLITHIE JIEHOYHON 000JI0UKOMH, 2,5 MT.

[To 10 Tabnerox B OnucTep W3 AMOMHUHHEBOH (OJILIM M TMOJIMBUHWIXJIOPHIHOH IUIEHKH
saatapHoro usera. [lo 1, 3, 6 wm 10 OnucrepoB BMecTe ¢ MHCTPYKLMEH 10 NPUMEHEHHIO
MOMEIIAIOT B MaYKy KapTOHHYIO.

ITo 10, 14, 28, 30, 60 umu 100 Tabnerok B nomumMepnyto (ITOBII) Oanky ¢ HaBuHUMBaeMOil HiIH
HATATMBAEMOH KPBIIKOH C KOHTPOJIEM MEepBOro BCKpbITHs. CBOOOAHOE NMPOCTPAHCTBO B DaHke
3aI0JIHAIOT BaTOM MeauIMHCKoi. Ha OaHKy HakJIeMBaIOT ITUKETKY M3 OyMaru 3THKETOYHOH WJIN
MUCYEH WIN U3 TOJTMMEPHBIX MaTepuasios, camokietomytocsa. 50, 100, 150, 200, 300, 500, 1000
0aHOK BMECTE C PaBHBIM KOJIMYECTBOM HMHCTPYKIHI 110 IPUMEHCHHIO NTOMEIIAIOT B IPYNIIOBYIO

YIAKOBKY - KOpoO 13 ro)pupOBaHHOrO KapToHa (/IS CTAL[HOHAPOB).

[Ipu ynakoske Ha npeanpusaTun AO «®@apmacuures», Pocens
ITo 1, 3, 6 niu 10 GaucrepoB BMECTE ¢ MHCTPYKLMEH MO NPUMEHEHHIO NOMEILAKT B Na4Ky

KapTOHHYIO.

YeaoBus XxpaHeHHs

[Tpu Temneparype He Boiue 25 °C. XpaHUTh B HEIOCTYITHOM JUIS I€TEH MecTe.

Cpok rognocTn

3 roga. He IPUMCHATB 110 HCTCYCHHUH CPOKA 'OAHOCTH, YKa3aHHOI'O Ha YIIAKOBKC.

Ye0Bus OTIYCKA U3 aNTEK

ITo peuenry.

HanmenoBanmne u ajjpec OPHINYECKOI0 JIMLA, HA HMS KOTOPOI'0 BbIIAHO
PerucTPAMOHHOE Y10CTOBEpPeHne/ OPranu3aums, NPUHHMAKLIAS NPEeTeH3HH
Axunonepsoe oomectso «®Papmacunres-Hopa»

194356, Poccus, r. Cankr-IlerepOypr, Jlopora B Kamenky, 74 nom. 1-H.

IIponsBoauTenn:

buocuntes JI»6oparopus Ipaiisur Jlumuren, Unaus

FOpuouueckuit aopec: 308, Ilapanuc Toyep, I'oxane Poyxn, Txane (3amax) MymoOaii, wrar —
Maxapamrpa.
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Aopec mecma npouzeoocmea: 107A u 107B, EPIP, Dran 1, Ixapmaukpu, Bayyu, Paiion Conan,

['mmavan-ITpanem, Uuauns.

YnakopuMk (BTOpHYHAsi YIAKOBKA) / BplnycKkawmmii KOHTPO/Ib KayecTBa

1. buocunres JIr6oparopus IlpaitBut Jlumuren, Uuaus

FOpuouueckuii aopec: 308, Ilapaauc Toyep, ['oxane Poya, Txaune (3anax) Mym0ai, wrar —
Maxapawrpa, Unaus

Aopec mecma npouzeoocmea: 107A n 107B, EPIP, Dran 1, [[)xapmamkpu, bamn, Paiion Conan,
['mmavan-IIpanem, Mumgus.

2. AO «®apmacunres», Poccus

FOpuduueckuii adpec: 664007, r. Upkyrck, yn. KpacHorBapaeiickas, a. 23, o¢. 3;

Aopec npouzeodcmeennou nnowaoku: T. Upkyrck, yiu. P. JlrokcemOypr, 1. 184.

['enepanbHbIi TUPEKTOP

AO «®apmacunre3-Hopa» [Tynus U.B.
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