COOTBETCTEYET 2KCNEPTHOMY OTYETY
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UHATPYKUVEOCNEOOBATENEHOCTE 0004)

1O MEJUIIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
Besuienuen
Perucrpannonnbiii Homep: JITI-No(010374)-(PT"-RU)
Toprosoe HammeHnoBaHue: Bemneauen
Me:xkayHapoaHoe HeIATEHTOBAHHOE WJIHM IPYNIIUPOBOYHOE HAMMEHOBAHME: THOOJIOH

JlekapcTBeHHas ¢opma: TabieTKH

CocraB

1 TabyieTKa COJICPIKHUT:

Heticmsyrowee sewecmeo:

THOOJIOH — 2,5 MT;

Bcnomocamenvhvie sewecmsa:

JAKTO3bl MOHOTHJpPAT, IE/UII0JI03a MHKPOKPHUCTAIUIMYECKas, acKopOWJa MaJbMUTAT, Kpaxmas

KyKypY3HbIii, MarHus creapar.

Onucanue

Kpyrisle, mnockonuiMHApHYECKUEe TaOIETKH OEI0T0 1BETA.

dapmakoTepaneBTHYecKasd TPyNna: I0JOBbIE TOPMOHBI U MOJIYJIATOPHI TOJOBOW CHCTEMBI;
ACTPOTEHBI; IPYTUE 3CTPOrCHBI.

Kox ATX: G03CXO01

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Mexanuzm oeticmeus

[Tocne mepopampHOrO mTpuUeMa THOONOH OBICTPO MeTabonmu3upyercss ¢ 0oOpa3oBaHHEM
3 (hapMaKoIIOTUYECKH AaKTUBHBIX META0OIUTOB, OMPENENSIOMUX ero (papMakoAMHAMUYECKHE
cBoicTBa: 2 Merabonuta THOONOHA (3-0-THIAPOKCUTUOONOH M 3-B-THAPOKCHUTHOOTIOH) 00JIagaroT
ACTPOTE€HONOI00HOM aKTUBHOCTBIO; W3- MeTabonuT (menbTa-4-uzoMmep THOOIOHA) oOmamaer
MPOTreCcTareHoNnoA00HON U aHIPOTEHOMOA00HON aKTUBHOCTBIO.

Dapmaroounamudeckue 3¢hghexmot

Tu60s10H BOCTIONHSAET IS(UITMT SCTPOTECHOB Y KEHIIMH B TIOCTMEHOIIAay3€, 00JIerdasi CBSI3aHHBIE C X

HEOOCTaTKOM CHUMIITOMBEI («HpI/IJ'II/IBI)I)), HOYHAas MOTIMBOCTH, USMCHCHUC HACTPOCHUA, NCTIPECCHA,
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Pa3IPAKUTENLHOCTb, CYXOCTh M JIUCKOMMOPT BO | BHACGIHIUIE] ) FCHVPREHME] (aGua0) (@4 ) ap.).

COOTBETCTBYET QRCHEFTHOMY QTYETY

YMeHbIIICHHE BBIPAKCHHOCTH MMOCTMEHOIAY3abHBIX CHMIITOMOB, HAOJFOJAeTCs, KaK MPaBHUJIO, B
NICPBbIC HEJICTH TEPAITHH.

TuboI0H MpeA0TBpAaIlacT MOTEPIO0 KOCTHOW MAcChl MOCIEC HACTYIJICHUS MEHOMAy3bl WK YAaTCHHSI
SIUYHUKOB.

Dapmaxkokunemuxa

Abcopbyus u pacnpedenenue

[Tocie mepopajibHOTO MpHEeMa THOOJIOH OBICTPO U HHTEHCHBHO BCACHIBACTCSI.

Taoauna 1. PapmakokuHeTHYECKHE TapaMeTpPbl TH00JI0HA (1034 2,5 M)

Tubonon 3-0- 3B- Jenbra-4-
THIPOKCUTHOOJIOH | THAPOKCUTUOOIOH Hu30Mep
ol | M ol M/I ol M/ on | M
MakcuManbsHas 1,37 | 1,72 14,23 14,15 3,43 3,75 0,47 | 0,43
KOHIEHTpalUs Cmax
(Hr/MIT)
Cpenusist KOHIICHTPALIUs - - - 1,88 - - - -
Cepennss
Bpewms noctkenusa| 1,08 | 1,19 1,21 1,15 1,37 1,35 1,64 | 1,65
MaKCUMAaJIbHOMI
KOHIIEHTPAUU Tmax (4)
Ilepron monyBbIBEACHUS - - 5,78 7,71 5,87 - - -
TV, ()
MuHuMaJbHas - - - 0,23 - - - -
KoHIIEHTpaUs Cmin (HT/MIT)
[Tmomaae nmoa KpuBOu - - 53,23 4473 16,23 9,20 - -
AUCo-24 (Hr/mMx4)

[Ipumeuanne: O/ — omHOKpaTHas 103a; M — MHOTOKpaTHast 103a.

[Ipuem nuiym He OKa3bIBaeT CYLIECTBEHHOI'O BIUSHUS Ha CTENIEHb BCAChIBAHUS TUOOJIOHA.
Buompancpopmayus u snumunayus

B pesynbrare ObicTporo meraboiu3sma THOOJOHA €ro KOHIEHTPALUMH B IUIa3ME€ OY€Hb HM3KHE.
Konuenrtpauusa nenpra-4-u3omepa B IUIa3Me€  Takke oOueHb Hu3Kasd. [loatomy  pan
(bapMaKOKMHETUYECKUX MapaMeTPOB HEBO3MOXKHO OMpeAeTanTh. MaKkCHUMaabHbIE KOHIEHTpaluu B
iasMe MeTaboNIUTOB 3-0-TUAPOKCUTHOONOHA U 3-B-TUAPOKCUTHOONOHA BBIIIE, HO KyMYJISIHH

HE IPOUCXOOHT.
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Boienienne THOONOHA B OCHOBHOM MPOMCKOMMT B [HOpPME [ KD B MPPRAHHEIX T MeTaGojiMToB

(B ocHOBHOM cyunb(aTupoBaHHbIX). YacTb THOOJIOHA BBIBOAWUTCS IOYKAMH, HO OOJbBIIAs YacTh
BBIBOJUTCS 4Yepe3 KUIICUHUK.
Ocobvie epynnvl nayuenmos

VY nmanyeHToK ¢ NOYSYHOM HeJOCTAaTOUYHOCTELIO

DapMaKOKHHETHYECKUE ITapaMeTpbl THOOJIOHA U €ro MeTaO0JIMTOB HE 3aBUCST OT (DYHKIIMH MOYECK.

VY nmanumeHToK ¢ neYeHOYHOW HEAOCTATOUYHOCTBIO

(DapMaKOKI/IHCTI/IKa THOOJIOHA Yy Hagu€HTOK C IICYCHOYHOU HEAOCTATOYHOCTBIO TSKEJION CTEIECHHN
HEC U3y4dajiach.

IToka3zanus k NPUMECHCHUIO

¢ JleyeHue CUMOTOMOB 3CTPOI€HHOM HEAOCTATOYHOCTH Yy JKEHIIMH B IOCTMEHONAy3aJbHOM
nepuojie (He paHee ueM uepe3 | rop mociae mociaenHedl MEHCTpyalud IPH HACTYIUICHUH
€CTECTBEHHOM MEHOMNAay3bl WM Cpa3y IOC]e XUPYPrHuecKol MeHomays3bl (JIByXCTOPOHHSSA

OBapPHOIKTOMHS)).

* IIpoduiakTuka IOCTMEHONAY3aJIbHOIO OCTEONOPO3a Y XKEHIUH C BBICOKMM PUCKOM I1EPEIOMOB
IpU HENEPEHOCUMOCTU WJIM IPOTUBOINOKA3aHUM K INPUMEHEHHUIO JAPYTuX JEKapCTBEHHBIX
IpenapaToB, IPUMEHSIEMBIX ISl TPOPHIAKTHKH OCTEOTIOPO3a.

IIpoTuBONOKa3aHMS

®* bepeMeHHOCTh U NEPUOJI TPYAHOI0 BCKApMIIMBAHUS.

® Ilepuon menee 1 rona mocie mociaeaHel MEHCTPYaIlUH.

® JluarHOCTHpPOBAHHBIN (B TOM YHUCIIE B aHAMHE3€) paK MOJIOYHOM eye3bl WK MOJ03pEHNE Ha
HEro.

¢ JluarHOCTHpOBaHHBIE (B TOM YHCIIE B aHaMHeE3€) 3JIOKAUeCTBEHHbIE JCTPOTCH3aBUCHMBIE
OIyXO0JIU (HalpuMep, pak FHIOMETPUs) U MOA03pPEHNE HA HUX.

¢ KpoBoTeueHue U3 Biarajiuila HESICHON 3THOJIOTHH.

® Heneuenas runepruiasusi 3HIOMETPHSI.

® Tpom0o03bl (BEHO3HBIE U apTepHalbHbIE) U TPOMOOAIMOOIMM B HAcTOsSIIEe BpeMsl WIH B
aHaMHe3se (B TOM 4ucie, TpoM003 U TpoMOo(eOUT rimy0oKuxX BeH, TPOMOOIMOOIIHUS JIeTOYHOM
aprepuu, WH(GAPKT MHOKap/a, WIIEMHYECKHE WM TeMopparddyeckue 1epeOpoBacKyJsipHbIe

HapyIICHUS).
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W

®  JluarHoctupoBanHbie TpomOodunueckue cocrohiins | (Edupinep - ediis | ipotéhka C,

neuuut nporeuHa S wim anturpomouna III) (cm. pazgen «OcoObie ykazaHUD»).

¢  CocrosHUS, MPEAMICCTBYIOMIHE TPOMOO3yY ( B TOM YHUCIIe, TPAH3UTOPHBIE UIIIEMUYCCKUE aTaKH,

CTCHOKapI[I/IH), B HACTOAIICC BPEM UJIM B aHAMHE3C.

®  BrIpaxkeHHbIE WX MHOTOYHUCIIEHHBIE ()aKTOPhI PUCKA PA3BUTHS BEHO3HOTO W apTEPUATIHLHOTO
TpoM6o03a (B ToM uucie GuOpUUISLUs NpeAcepauil, OCI0KHEHHbIE MOPAXKEHUS KIAaHHOTO
anmapara cepala U IMOAOCTPBIA  OakTepHadbHBIA SHIOKAPIUT, HEKOHTPOJIUpYyeMas
apTepuaibHas TUNIEPTEH3US, pacIIMpPEeHHOE ONEPaTUBHOE BMEIIATEILCTBO,
COIPOBOXKAAIOIIEECs JUIMTEFHOM UMMOOMIN3alKel; o0IupHas TpaBMa; OKUpeHUe (MHIEKC

maccel Tena (MMT) >30 kr/m?)).
® Cepue4Ho-cocyaucTast HeJOCTATOYHOCTD B CTAJMH JEKOMITCHCAIINH.
® Octpoe 3a0oyieBaHME TEUYECHU WU 3a00JIEBaHHE II€UYEHW B aHAMHE3€, II0CJIE€ KOTOPOTo
nokasareinu (PyHKIUY NEeYeHU HE BEPHYJIHUCH K HOpME.
¢ [leyeHoyHast HEIOCTATOYHOCTD.
® 310KayecTBEHHbBIE WU 10OPOKAYECTBEHHBIE OMYXOJIH MeYeHH ( B TOM UHKCIIE, aIeHOMA ITEYECHH )
B HACTOSIIEE BpEMs WJIH B aHAMHE3e.
¢ [lopdupus.
® Orockiepo3, BO3HHUKIIMA BO BpeMs Mpenblaylield OepeMEeHHOCTH WM TpH MPUMEHEHUH
TOPMOHATBLHBIX KOHTPAIIENTUBHBIX MPENapaToB B aHAMHE3E.
®  VcraHOBIIEHHAs TUIIEPUYBCTBUTEIBHOCTh K THOOJOHY W/UIU K JTHOOOMY BCIIOMOTaTEIbHOMY
BEIIECTBY B COCTaBE Mperapara.
® HemepeHOCUMOCTh JIaKTO3bI, JMEeMUIAT JAKTa3bl WA CHHAPOM TIFOKO30-TaJIAKTO3HOM
Majba0bCcopOIuH (TaK Kak JICKapCTBEHHBIN MperapaT COEPKUT JIAKTO3Y ).
C 0CTOPOKHOCTBHIO
Ecnu xakoe-nubo U3 MpUBENECHHBIX HUXKE COCTOSHUI/3a00JIeBaHUN MMeEeTCS B HACTOSIIEEe Bpems,
HAOMIOJIAINCh paHee W/WiIM o0OCTpSUIMCh BO BpeMsi OEpeMEeHHOCTH WM  IpeabLayliei
TOPMOHOTEPAITNH, MMAIIMEHTKA JOHKHA HaXOAUTHCS 0T TIIATEIbHBIM HaOroIeHreM Bpada. CiemyeT
NPUHMMATh BO BHHMaHUE, 4YTO OTH COCTOSHHUA/3a00JI€BaHHUS MOTYT PELMUIUBUPOBATH WU
000CTpATHCS BO BpeMs JIeUeHHUsI THOOJIOHOM, B YaCTHOCTH:
® eiiomuoMa (pudpoMa MaTKH) W/UITH SHIOMETPHO3;

i CEPACUHO-COCYyANCTass HEAOCTATOYHOCTD oe3 IIPU3HAKOB JCKOMIICHCAIIUH,
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®  panuuue (paKTOPOB PHCKA Pa3BUTHs SCToreH3aBr Cibix lomykonéil (ahitpkiiep, | hajitiine)paka

MOJIOYHOH JKeJe3bl y OIMKaiIinX poJCTBEHHUKOB (MaTh, CECTPHI));
®  KOHTpOJHMpyeMas apTepuaibHasi THIIEPTEH3US;
®  [OBBIIIECHUE KOHLIEHTPALMK XOJECTEPUHA B KPOBH;
®  caxapHbli AUa0eT Kak NpH HAIUYUM, TaK U IPU OTCYTCTBUH OCJIOKHEHHH;
®  Kem4yeKkaMeHHas 0O0JIe3Hb;
®  MUTpEeHb WIK CHJIbHAs TOJIOBHAs OO0JIb;
® cucreMHas KpacHas BOJIYAHKA;
®  runepruiasus YHAOMETPUS B aHAMHE3E;
®  BOWUNENCus;
® OpoHXMalbHas aCTMa;
®  [oYeyHas HEOCTATOYHOCTD;

®  OTOCKIIEPO3, HE CBS3aHHBIM C OEPEeMEHHOCTBHIO WJIM TIPEIIICCTBYIONIMM MPUMCHCHHEM
TOPMOHAJIBHBIX KOHTPALCIITUBHBIX IIPENAPATOB.

IIpumeHenne npu 6epeMEeHHOCTH M B NIEPHO/I IPYAHOT0 BCKAPMJIMBAHUS
Tub010H IPOTUBOMOKA3aH BO BpeMsi 0EpEeMEHHOCTH U B MEPHOJ] TPYTHOTO BCKApMIUBAHUSI.
Cnocod npuMeHeHus U 103bl
Peostcum oo3uposanusn
[Ipenapar npuHuMaroT mo 1 TabseTke B CyTKH.
B ciyyae ecrecTBEHHOM MEHOITIAay3bl TEPANMIO MpenaparoM Beseauen ciielyeT HaunHaTh He paHee,
yeMm depe3 | roxa mocne mocienHed MeHcTpyauuu. B ciiydae Xupypruueckoil MeHomayssl (mocie
JIBYXCTOPOHHEH OBapHOIKTOMHH) TEPANMI0 MOXHO HayuMHaATh cpaszy. Eciam mpuem mnpemapata
Bennenuen HaumHaeTcs paHee PEKOMEHIOBAHHOTO HMHTEPBAla, TO BEPOATHOCTh HEPETYISPHBIX
KPOBSTHUCTBIX BBIJICJICHUI/KPOBOTEUEHHI U3 BIIarajnia MOXKET yBEIUYUTHCS.
Ilepen HauanoMm mpuema npenaparta BeiurenneHn B ciydae MOSBICHUsS KPOBSHUCTBHIX BBIICICHUN U3
MOJIOBBIX MYTE€H Yy JKEHIIMHBI, KOTOpas MNPUHUMAET JAPYyrol mnpemnapar sl MEHONay3albHOMN
ropmoHansHOM Tepanuu (MI'T) wiu He momywaer MI'T, criemyeT MCKIIOUHTH 37TI0Ka4Ye€CTBEHHBIS
HOBOOOpA30BaHUsl OPTAaHOB PETIPOTyKTUBHON CUCTEMBI.
bnucreprl ¢ npenaparom Bemtennen MapkupoBaHbl JHAMU Henend. Haunurte mpuem npemnapara
c mpuema TabJIeTKH, OTMEUEHHOW TEeKyluM aHeM. Hampumep, ecnu AeHb mpHemMa COBHAAACT

C IIOHCACIbHUKOM, TO HCO6XO)II/IMO IIPUHATH Ta6HeTKy, OTMCYCHHYIO TIOHCACIIBHUKOM, U3 BEPXHETO
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psna Gmucrepa. Jlanee npuHumaiite TabneTky cornacHQ | IHAM Eememus, Vs [gneayronterq) 6aucrepa

TabJIeTKN MPUHUMAIOTCS 0e3 MpOIyCKOB W MepephiBOB. He nomyckaiiTe mpomycka B IpHEMe
npernapara rnpu cMeHe OJIncTepa Uil YIaKOBKH.

[Ipu Tepanmuu TUOOJIOHOM HE CJEIyeT JOMOJHUTEIBHO Ha3HA4YaTh IecTareHcoIepsKaliue
JIEKapCTBEHHBIE MpenapaThl.

Ilpu nponycke npenapama

[Tponymennyo TabJeTKy, ecid C MOMEHTa MNpomycka mpouuio He Oonee 12 wyacoB, ciemyer
MPUMEHSTh Cpa3y ke, KaKk TOJIbKO MalueHTKa BCIIOMHUT 00 3ToM. Crenytomias TadieTka npernapara
MPUHUMAETCS B OOBIUHOE BpEMSI.

Ecnu ono3nanme B mpueme TabieTku coctaBwiio Ooinee 12 yacoB (MHTEpBaJl ¢ MOMEHTa IMpHEMa
nocieaHel Tabiaetku 6osee 36 4acoB), MPOMYIICHHYIO Ta0JIETKY IPUHUMATh HE Hy)HO. Creyromas
TabJieTKa mpernapaTa IpUHUMAETCS B OOBIYHOE BpPEeMS.

[Tpomyck mpueMa npernapara MOXKeT YBEJIMYUTh BEPOSITHOCTh «IIPOPHIBHOTO» KPOBOTEUEHUSI.
Henb3a npunumate 2 TabieTku npenapara Jjsi BOCIIOJIHEHUS IPOITycKa pueMa npemnaparal
Ilepexoo na npuem npenapama Benneouen nocne npumenenus opyzoeo npenapama ons MI'T

IIpu mepexone c¢ mpenapama onss MI'T ¢ yuxnuueckum pescumom npuema (IIPUEM TeCTarcHa)
Tepanuio npemnapatoM Bemneauen HeoOX0UMO HAUYMHATH HA CIEAYIOIIUN IeHb MOCJE 3aBEepIICHHUS
IPEJbIIYIIEro HUKIIA TEpAUy.

B ciiyuae nepexona ¢ kombunuposannozo npenapama 011 MI'T ¢ nenpepvl8HbIM pescumom npuema
Tepanuio npenaparom Bennearen MoKHO HAUMHATH B JII000M EHb.

Cnocood npumenenusn

BryTps.

[To 1 TabneTke B CyTKH, MPEANOUYTUTEITHLHO B OJTHO U TOXKE BpeMs KaXKIbli AeHb. TabJIeTKy cienyeT
IpOIJIaThIBaTh LIEJTMKOM, 3anuBasi BoJoi. Koppekiunu 10361 ¢ yueTom Bo3pacrta He TpedyeTcsl.
ITob6ouHoe neiicTBUE

B nanHOM pa3zene onmMChIBAIOTCS HEXellaTelbHbIE PeaKluu, KOTOpble ObLIN 3aperuCTPUPOBAHBI B
xofe 21 mumanebo-KOHTPOIUPYEMOTo HcCleoBaHus (BKIOUas uccienaoBanue «OIleHKa BIMSHUS
THOOJIOHA HA YaCTOTY BO3HUKHOBEHHUSI HOBBIX IIEPEJIOMOB MTO3BOHKOB Y KEHIIUH B IOCTMEHOIIAY3€ C
octeoropo3zom» (LIFT) [Long Term Intervention on Fractures with Tibolone]) ¢ yuactuem
4079 >keHIINH, TOTYyYaBIINX TepaneBTudeckue 1036l (1,25 wmm 2,5 mr) Tubonona, u 3476 KeHIUH,
MOJTy4aBIIUX Iane6o. JMuTensHOCTh JeueHus B JaHHBIX UCCIISIOBAHUSX COCTABIISATIA OT 2 MECAIICB
10 4,5 ner. Huxe npuBeIeHbI HEKENATEIbHBIE PEAKIIUN, KOTOPHIE CTATUCTUYECKH JOCTOBEPHO Yalle

HMEJIN MECTO ITPU JICUCHUU TI/I6OJ'IOHOM, YEM IIpH IPpUMCHCHUU nﬂaue60.
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COOTE

TCTEYI
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iiona (2,5MI NEOCQBATENEHOCTE 0004)

[ AKCHNEFPTHOMY OTYETY

CucremMHO-OpraHHbIi
KJace

Yacro
=1% un <10%)

Heuacto
=0,1% u <1%)

Kenyoouno-kuuieunvie
HapyuieHus

bons BHU3Y JXUBOTa

Hapywenus co cmoponwl | Ycunenue pocta BOJIOC, B TOM | AKHE
KOJCU U NOOKOJICHbIX | TUCIIC Ha JINIE
mKawetl
Hapywenus co cmoponwul | Belnenenuss U3 Blaraauila, | BaruHanbHbIN MHKO3,
PenpoOyKmuHoU YTOJILLIEHUE SHIOMETPHS, | HarpyOaHWe MOJIOYHBIX JKeJe3,
cucmemvl U MOJOYHBIX | KDOBSHUCTBIC BBIJCJICHUA WIN | 0OJIE3HEHHOCTh COCKOB
Jcenes KpPOBOTEYEHHE W3  BIArajuiia,
0071b B MOJIOUHBIX Kelle3ax,
TCHUTAIbHBIA 3yJ, KaHAWIO03HbIN
BYJIbBOBArMHUT, 00Jb B 00J1aCTH
Taza, OUCIJIA3Hus IIEHKA MAaTKH,
BYJIbBOBaruHUT
Jlabopamopnvie u | YBenuueHue MAaccChl Tena, | —
UHCMPYMEHMAlbHbLe OTKJIOHEHHE PEe3yJbTaTOB Ma3Ka
OaHHble W3 MeiKu MaTKH

* o
OTKJIOHEHUE OT HOPMAJIbHBIX 3HAYCHUU MUTOJOTHYCCKHUX XaPAKTCPUCTHUK LIEPBUKAJIBHOTO SIIUTCIINA.

BonbmnHCTBO MOOOUHBIX peaklinii HOCUIIO c1a00BbIpaXXKEHHbIN XapakTep. Yncio ciryyaeB MaToIoruu

ek MaTKu (paK LMK MaTKW) HE yBEJIWYUBAJIOCH MPH IpHeMe THOOJIOHA MO CPAaBHEHHUIO C

iane0o.

I[pyrI/IMI/I BO3MOXHBIMH HEKCIATCIIbHBIMUA PECAKIHUAMU MOTYT OBITh (‘-IaCTOTa HC y'CTaHOBJ'IeHa)Z

i TOJIOBOKPYKCHUC, T'OJIOBHAA 6OJ'I]5, MUI'PCHB,

® Jnenpeccus;

®  KOJKHBIE BBICBHIIIAHUS, 3yl KOXKH, CEOOPEIHBIN AepMaTHT;

®  HapyleHHs 3peHus (BKIII0Yas HEUETKOCTh 3PEHHUS);

®  KeIyJOYHO-KHUILIEYHbIE PacCTPOICTBa (lnapesi, METEOPU3M);

o 3aICPIKKaA JKUJAKOCTHU B OPraHu3Me, HepI/I(I)epI/ILIeCKI/IC OTCKH,

o 00JIb B CyCTaBax U MbIIIIAX;

®  HapyueHHUs QYHKIMH ITeYeHH (BKJIIOYas MOBBIIIEHNE aKTUBHOCTH TPaHCAMUHA3).

Pucxpawumu;z paka MOJIOUHOTL Jicene3nl

V JKEHIIMH, MOTyYaloIuX TePannuio KOMOMHUPOBAaHHBIMHE (3CTPOTEH + recTareH) mpenaparamu 0ojiee

5 JICT, OTMCYAJIOCh ABYKPATHOC YBCIIMYCHUC YaCTOTHI AUAIHOCTUPOBAHUA paKa MOJIOYHOM KeJIe3bl.
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JIroboii TIOBBINICHHBIA PUCK Yy TALMEHTOK, MONYYARIEX | FIOBRY, TICTPQFEH (A [)TAGQIIOH,

CYLIECTBEHHO HI)KE, YEM pHUCK, HAaONIOAaeMbld Yy MalMEHTOK, IOJIyYalolUX TEPAINIo
KOMOMHHMPOBaHHBIMU (3CTPOreH + recTareH) npenaparamu.

YpoBeHb pHcKa 3aBUCUT OT MPOJAOKUTEIBHOCTH MPUMEHEHUS (cM. pasnen «Ocolble yKa3aHusD).

Taoauna 3. IlpeanosiaraemMbplii JONMOJHUTEJbHBI PUCK Pa3sBUTHS PaKa MOJOYHOM KeJie3bl
nocJie 5 et npumeneHus (no g1aHHbIM «MccienoBanns MuimoHa ;keHmum» (MWS) [Million

Women Study]).

Bo3spacrnas rpynna | lonosHuTeIbHBIE OTHocuTebHBIH | JloMOJIHUTEIbHbIE

(roamr) ciay4yau Ha 1000 puck” 95 % AW | caydau na 1000
NanueHToK, paHee He NANNEeHTOK, MOJY4YaBIIUX
noay4yapmux MI'T MI'T 3a nepuoa cBbile
3a mepuofj S jer 5 aer (95 % AN)

MI'T TOABKO 3CTPOreHOM

50-65 9-12 1,2 11-2(0-3)

Tepamnus KOMOMHHUPOBAHHBIMU (3CTPOTEH + recTareH) npenaparamu

50-65 9-12 17 6 (5-7)

Tubonou

50-65 9-12 13 3(0-6)

AW — noBepuTenbHbIA UHTEPBAI

*CyMMapHbIil OTHOCHTENbHBIH pHCK. OTHOCHTENBHBIA PHCK HE SBISETCS MOCTOSHHBIM, OH

BO3PACTAET C YBEIMUYEHUEM MPOAOKUTEIBHOCTA TPUMEHEHHUS.

Puck pazeumus paka snoomempus

Puck pa3BuTHs paka 3HIOMETpUsSl cOCTaBisieT 0Koyio 5 ciaydaeB Ha 1000 skeHIIMH ¢ HEeyJaJeHHOU
MaTKoii, He nomydatomux MI'T niau Tu6osnoH.

Camblif BBICOKMI PUCK pa3BUTHUS paka 3HJIOMETpUs HaOirofaics B paHJOMU3MPOBAHHOM IU1anedo-
KOHTPOJMPYEMOM HCCIIEJOBAHUH, BKIIIOUABIIEM JKEHIIMH, KOTOpble HAa HayaJbHOM 3Tare He ObuIn
oOcieZIoBaHbl Ha HaJM4YWE MATOJIOTUM SHIOMETPHS, TaKUM OO0pa3oM, JU3aiiH HMCCIEe0BaHUS ObUI
NpUOIMKEH K YCIIOBUSAM KIMHMYECKOM npakTuku (uccnenosanue LIFT, cpennuit Bo3pact 68 ner).
B nanHOM ucciieoBaHUM He OBLIO BBISBIEHO CIIy4aeB paka SHIAOMETPHsSI, JMATHOCTHPOBAHHOTO B
rpymnre miane6o (n = 1773) nocne HaOIr0eHUS B TedeHUe 2,9 JeT, 0 CpaBHEHHIO ¢ 4 cllydasiMH paka
SHJIOMETPUS B TpyMmne, HoiydaBmedl TuOoiaoH (n = 1746), 4TO COOTBETCTBYET AMArHOCTHUKE
0,8 momomHUTENBHOTO ciTydast paka sHaoMeTpust Ha 1000 skeHIIUH, TOTy4YaBITUX THOOJIOH B TEYCHUE

1 roma B maHHOM HccienoBanuu (cM. pasaen «OcoObie yKazaHus).



COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 27.05.2025 N2 13433
Puck pazeumus uwiemuueckozo uHcyibma (MOCNEOOBATENEHOCTE 0004)

L

OTHOCHUTENBHBI PHUCK pa3BUTUS HIIEMHUYECKOI'O MHCYJIbTa HE 3aBUCUT OT BO3pacTa WIH

JUIUTEIILHOCTH TpHeMa THOOJIOHA, HO a0COIOTHBIN PUCK CHIIBHO 3aBUCUT OT Bo3pacta. OOmumid puck

pa3BUTHS HUIIEMHYECKOrO HHCYJIbTA y KEHIIUH, MPUHUMAIOUINX TUOOJOH, OyIeT yBEeJIUYUBATHCS

¢ Bo3pacToM (cM. pajaen «OcoOble yKazaHHsI»).

Pangomu3supoBaHHOE KOHTPOJIMPYEMOE UCCIIEOBAaHUE B T€UEHUE 2,9 JIET yCTaHOBWIO 2,2-KpaTHOE

YBEJIMYCHUE DPHUCKA Pa3BUTHUS HMHCYJIbTA y KCHIIMH (CpeaHuid Bo3pacT 68 JieT), MPUHUMABIIUX

tubosoH B no3e 1,25 mr (28/2249) no cpaBuenuto ¢ mianedo (13/2257). boapmmucto (80 %)

MHCYJIBTOB ObUIN UIIIEMUYECKUMHU.

AOCOIOTHBIN pUCK pa3BUTHSI MHCYJIbTAa CUJIBHO 3aBUCUT OT Bo3pacTa. Tak aOCOMOTHBIN puck 3a 5 sier

coctaBisieT 3 cimydast Ha 1000 xeHmmHa B Bozpacte 50-59 ner u 11 ciayuyaeB Ha 1000 >xeHIIMH B

Bo3pacte 60-69 Jer.

J11st 5KeHIUH, TPUHUMAIOIINUX TUOOJIOH B TEUEHHE 5 JIET, MOKHO 0XKHUJIATh OKOJIO 4 TOTOJHUTEIbHBIX

canyyaee Ha 1000 mnaunumentok B Bo3pacte 50-59 ner um 13 JONONHUTENBHBIX CIydaeB Ha

1000 manmenTok B Bozpacte 60-69 mer.

bbuin oTMeueHBI U Ipyrue HeKenaTeabHble PeaKIuH, CBSI3aHHbIE C MPUMEHEHHEM IPenapaToB s

MI'T, cogepx alux TOIbKO 3CTPOreH, U KOMOMHUPOBAHHBIMU (3CTPOTeH + recTareH) npenaparaMu:

e [IponoimkurenbHoe npumMeHeHne npenapatoB st MI'T, comepxamuyx TOJIBKO 3CTPOTEH, U
MIT kOMOMHMpPOBAaHHBIMU (ICTPOTEH + TecTareH) IpemapaTaMu ObBUIO CBSI3aHO C
HE3HAYUTEJLHBIM MTOBHIIIICHUEM PUCKa pa3BUTHUS paka SHIHUKOB. [1o nanubim «MccnenoBanus
MWIIMOHA )XeHIMH» MI'T B TeueHnue 5 net npuBoAwia K | JOMOJIHUTENBHOMY CIy4ar0 paka
Ha 2500 manueHTok. JTO UcceI0BaHUE MOKa3alo, YTO OTHOCUTEIbHBINA PUCK BOZHUKHOBEHUS
paka SMYHUKOB MpHU MpHeMe THOOJNOHA aHAJIOTMYEH PHUCKY MNpH TPUMEHEHUH JIPYTHX
npenaparos it MI'T.
e [Ipuem THOONOHA CBSI3aH C YBEJIWYEHHEM OTHOCHTEIBHOTO PHUCKA Pa3BUTHS BEHO3HOM

Tpomb0osIMOosuu (BTD), T.€. TpomMb03a TiTyOOKHX BEH U TPOMOOAIMOOIINHU JIETOYHOM apTepuu,
B 1,3-3 paza. [logoOHoe siBieHHE Yalle MPOUCXOAUT BO BPEMs MEPBOTO TOJa MPUMECHEHHS

THOOoN0HA (cM. pazaen «OcoOble yKazaHUs).



COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 27.05.2025 N2 13433
Tabauma 4. JlonojgHuTe bHbIA pucK pasgutust BT mpu- npuveneHnm - cBeIfie (5)Jier mo

pesyiabratam ucciaegopanus «MuaunmaTuBa 310poBbs keHWuH» (WHI) [Women’s Health

Initiative].

Bospacrnas rpynna Yacrora 3adosieBanunii | OTHOCUTENbHBIN | [oMOJHUTEILHBIE CJIyYan

(roamwr) Ha 1000 skeHuUH B puck (95 % ANU) na 1000 nanueHTOK,
rpymnmne miaunedo noayyapmux MI'T
CBbIIIE S J1eT CBbIIIE 5 J1eT

*
TonbKo 3cTpOreH nepopansHo

50-59 7 11,2 (0,6-2.4) 1(-3-10)
KoMOuHamumst 3¢cTporeH + recraret nepopajibHO
50-59 4 2,3(1,2-4,3) 5(1-13)

* o o
Yy JKCHIUH C YIAJICHHOU MATKOMH.

® Otmeyaercss HE3HAUUTEIIFHOE YBEIMYEHUE PHCKA PA3BUTHS HIIEMHYECKOW OOJE3HM ceplia
(MUBbC) y mnanmentok crapme 60 ger, nomydaromux MI'T KOMOMHMpPOBaHHBIMU
(3cTporen + recrareH) npenapataMu. HeT HUKaKuX OCHOBAaHUI IOJIaraTh, YTO PUCK Pa3BUTHUS
uH(ApKTa MHOKap/a Mpy IprueMe THOOIOHA OTIAMYAeTCS OT PUCKA IPUMEHEHHUS APYTHX BHIOB

MI'T.
® 3aboneBaHwMs KEITYHOTO MMY3bIps (GKEITYHOKAMEHHAs 00JIe3Hb, XOJICIUCTHT).
® Koxnbie 3a0051eBaHUS: XJI0a3Ma, MHOTO(OPMHAsI dpUTEMa, Y3JIOBaTask SPUTEMa, COCYIUCTas
Irypuypa.
¢ JlemeHnus npu Hauaje Tepauy B Bo3pacTe crapiie 65 et (cM. pagen «Ocolble ykazaHUs).
¢ Ilankpearur.

® [loBbllIeHHE aPTEPUATBHOTO JABJICHUS.
Ilepeno3supoBka
OcTpasgs TOKCUYHOCTh THOOJIOHA Y >KUBOTHBIX OYEHb HHU3Kasl, MOITOMY TOKCHUYECKHX CHMIITOMOB
MO>KHO HE 0’KHMJIaTh JaXKe MPU OJTHOBPEMEHHOM MPUEME HECKOTIBKUX Ta0JIETOK THOOIOHA.
Cumnmomot
B ciydae ocTpoii mepeao3upoBKU MOTYT Pa3BUTHCSI TOLIHOTA, PBOTA UJIM KPOBOTEUEHHUE U3 MOJIOBBIX
Iy TEH.
Jleuenue
Jleuenne cumnromarrndeckoe. Hukakoi crieninanbHOM Tepanuu He TpeOyeTcsl.
B3aumMopeiicTBHe ¢ IPYTrUMH JIEKAPCTBEHHBIMU CPeACTBAMM
Tubonon ycunuBaeT GUOPUHONIUTUIECKYIO aKTUBHOCTH KPOBU, YTO MOKET MPHUBECTU K YCUIICHHIO

MMPOTHUBOCBECPTHIBAIOLICTO JENCTBUS aHTUKOAT YJISAHTOB, B YaCTHOCTHU Bap(papHHa, MMO3TOMY J03a
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COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 27.05.2025 N2 13433
BappapuHa JIOJDKHA  OBITH  COOTBETCTBYIDIIMM  OOPasoM[ [OTKQRpPEKTapaBand | 1¢i4MHO

(MEeXIyHApOJHOEC HOPMAIM30BaHHOE OTHOmIeHUe). OJHOBpEeMEHHOE NpPHMEHEHHE THOOJIOHA U
AQHTUKOATYJIIHTOB HEOOXOJMMO KOHTPOJUPOBAaTh, OCOOCHHO B Hayale W B KOHIE TEparuu
TUOOJIOHOM.

CymiecTByeT JHIIb OrpaHUYeHHas MHQOpPMAalMs OTHOCUTENIBHO  (PapMaKOKHHETHYECKOTO
B3aMMOJICHCTBYS TIpH JiedeHHH THOONIOHOM. MccnemoBaHue in vivo TPOAEMOHCTPUPOBAIIO, UTO
COBMECTHOE MpPHUMEHEHHE C THOOJOHOM B HEOONBIIOW CTENEHM BIUSACT Ha (hapMaKOKHHETHKY
cybcrpara utoxpoma P4503 A4 munazonama.

Hcxoas 3 3T0oro, BO3MOXHO HAJIMYHUE JIEKAPCTBEHHOTO B3aUMOJICUCTBUA C APYTHMMHU CyOCcTpaTamMu
CYP3A4. JlekapctBennsle mnpenapatbl-uHaykTopel CYP3A4, Takme xkak OapOuTypartsl,
kapOama3enuH, THAaHTOMHBI U pU(aMIUIUH, MOTYT HMOBBICHTH METa0O0JM3M THOOJIOHA M TaKHM
00pa3oM IMOBJIUATH HA €r0 TepaneBTUUSCKHUI 3P PEKT.

[Ipenapatsl, copepxaiire 38epo0oil MpoabIpsBICHHBIN (Hypericum perforatum), MOTYT YCUJIMBATh
METa0OoJIM3M ACTPOICHOB W TEeCTareHOB MOCPEICTBOM HHAyKuuu u3zopepmenta CYP3A4.
[ToBbImIeHHBI MeTabOJM3M ACTPOTCHOB M TE€CTareHOB MOXKET MPHBECTH K CHIKCHHIO UX
KIMHUYECKOro 3¢ (deKTa u n3MEeHEeHUI0 POoUIs MATOYHBIX KPOBOTCUCHHIA.

Oco0ble yka3anus

TubomoH He mpeaHa3HAYeH JIi TPUMEHEHHS B KayecTBE KOHTPALICNTHBHOIO CpEICTBA U
HE 3alIMIIAeT OT HeKeIaTeIbHON 0€peMEHHOCTH.

Pemenue o Havane npuema THOOJIOHA JAOJKHO ObITh OCHOBAHO Ha OLIEHKE COOTHOIIEHHS «I10JIb3bI-
pHCKa» C y4eTOM BCEX MHAMBUIYAIbHBIX (DAKTOPOB PUCKa, a y KEHUIMH cTapuie 60 jer cienyer
TaKXXe MPUHATH BO BHUMAaHHE TIOBBIIICHHE PHCKA PA3BUTHS HHCYIIHTOB.

Jlnsg neyeHWs MOCTMEHOIAy3albHBIX CHMIOTOMOB THOOJIOH HEOOXOIMMO Ha3HayaThb TOJBKO B
OTHOILIEHUHM CHMIITOMOB, HEOJAarompHsTHO BIMAIOLIMX Ha KauecTBO >KU3HHU >KEHIIUMHBI. Bo Bcex
cilydasix HeoO0XoauMo He MeHee | pas3a B roJ IMPOBOJIUTH TIIATENbHYIO OLIEHKY PHUCKA M IOJIb3bI
Tepanuu THOONOHOM. IIpojomkeHHe Tepanmuu BO3MOXHO JIMIIb B Cily4yae OJIaronpusiTHOro
COOTHOILEHUS «I10JIb3a-PUCKY.

Heo6xoa1uMo TIaTensHO OLEHUTh PUCK PAa3BUTHUS HHCYJIBTA, PUCK Pa3BUTHS Paka MOJIOYHOM KeJe3bl
U paKa 3HJIOMETPHUS y KaKIOH KEHIIMHBI ¢ MHTAKTHOM MaTKoM (cM. pasznen «llo6ounoe neiictBue»),
YUUTBIBAsl BCE MHIMBUAyAIbHBIE (DAKTOPHI PUCKA, YACTOTY BO3HHUKHOBEHHUS M OCOOCHHOCTH 00O0WX
BUJIOB paka U MHCYJIbTa C TOUKU 3PEHUS U3JI€UNBAEMOCTH, 3a00JIEBAEMOCTH U CMEPTHOCTH.
Jloka3zarenbcTBa OTHOCHTEIBHOTO pHCKa, cBs3aHHOro ¢ MI'T wiau mpumeHeHuem THOOJIOHA JUIS

JICUYCHUA npexcz[eBpeMeHHoﬁ MCHOIIay3bl, OTPaHUYCHBI. Bwmecte ¢ TeM COOTHOIIEHHE «IOJIB3BI-PUCKA»
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 27.05.2025 N2 13433
Y HKEHIMH C NPEXJACBPEMEHHON MEHOTAY30M [MOKET OBITE)00NEE OIanONpHs| FHEM{ IeM §REHIIMH

CTapIIero BO3pacTa, u3-3a HU3KOro YPOBHS aOCOIFOTHOTO prcKa y 00Jiee MOJIOIBIX KECHIIKH.
Meouyunckoe oocnedosanue/naoarooenue

Jlo nHauanma wiM BO30OOHOBJICGHHS Tepanuu TUOOJIOHOM CleIyeT coOpaTh WHAWBHIYaIbHBIM U
CEMENHBIN MEIUIIMHCKUY aHaMHE3.

duznkanpHOe 00CiIeI0BaHNEe (BKJIFOYAs 0OCIICJOBAHUE OPraHOB MAJIOrO Ta3a M MOJIOYHBIX JKEJe3)
JMOJKHO TPOBOJUTHCS C YYETOM JaHHBIX aHamHe3a, AaOCONIOTHBIX ¥ OTHOCHTEIHHBIX
POTUBONOKa3aHuil. Bo BpeMs Tepanuu peKoMeH0BaHbI TPO(UIAKTHYECKIE TTOBTOPHBIE OCMOTPHI,
4acTOTa U XapaKTep KOTOPHIX OMPEIENIOTCS HHANBUAYATbHBIMA OCOOCHHOCTSIMU MAIlMEHTKH, HO HE
pexe 1 pasza B 6 MecsitieB. B yacTHOCTH, KEHIMHA JODKHA OBITH HH(OPMHUPOBAHA O HEOOXOTUMOCTH
COOOIIEeHHUs Bpady 00 H3MEHEHHUSIX B MOJIOYHBIX JKeJe3ax.

OOcnenoBanus MAlMEHTKH, HampuMep, MamMMmorpaduio, clieyeT MNPOBOJUTH B COOTBETCTBHH C
OPUHATBIMU B HACTOsIIee BpeMs CTaHIapTaMd OOCIeNOBaHUS M JIEYCHHs, OJHAKO CcXema
o0cietoBaHus JODKHA OBITH alaliTUPOBAaHA WHAWMBUAYAIBHO IS KaXKIOW JKCHITUHBI (HO HE pexe
1 pa3a B 6 mecsLeB).

Ilpuuunsl 014 Hemed1eHHO OMMEHbL MEPANUN U He3AMEOIUMENbHO20 00PAUEeHUA K 8payy
Tepamnuto ciaenyeT MpeKkpaTUTh B Clydae BBISIBICHUS MPOTHUBONOKA3aHUS W/WIKM MPHU CIEAYIOUINX

COCTOSIHUSX/3200JIEBAHUAX ;
®  KeNTyXa WiM yXyZAlleHne GyHKIUH eYeHH;

i BHE3AaITHOC MOBBIICHUEC apTCPUAIIBHOTO HABJICHUSA, OTIINYArOIICCCA OT OOBIUHBIX MOKa3aTeaekh

APTCPUAIIBHOI'O AAaBJICHUA, XapAKTCPHBIX JJIA MMAIUCHTKHU,

®  BO3HHMKHOBEHHE T'OJIOBHOUM OOJIM THUIIA MUTPEHH.
T'unepnnazus u pax snoomempus
JlanHbIe paHIOMU3UPOBAHHBIX KOHTPOJUPYEMBIX MCCIEIOBAHUN MPOTUBOPEUYMBHI, OJTHAKO JTaHHBIC
HAOIIOIATENIbHBIX HCCIIEIOBAaHMI MOKa3ald yBENIWYCHHE PUCKA PAa3BUTHS TUIEPIUIA3UHU WM paka
SHAOMETPUS Y KEHIIUH, MPUHUMAIOMMX TUOONOH (cM. pasznmen «I[lobounoe peiicTBHe»). DTH
WCCJICIOBAHMS TOKa3ajdd, YTO PHUCK Pa3BUTHS paka SHIOMETPUS TOBBIIIACTCS C yBEIUYCHHEM
MIPOJIOJDKUTEIIHOCTH MPUMEHEHUs Tpernapara. TruO0I0H MOKET YBETMYUBATH TOJIIUHY YHIAOMETPHS,
U3MEPSIEMYIO C IOMOUIBIO TPAHCBATMHAIBHOTO YJIBTPa3BYKOBOT'O UCCIIEIOBAHUS.
B Teuenue nepBhIX MecsIeB MpreMa THOOIOHA MOTYT HaOII0aThCs «ITPOPBIBHBIE» KPOBOTCUEHUS U
KPOBSIHHCTHIC BBIJICIICHHSI.

[Tpu mosiBIeHNH KPOBSHUCTBIX BBIIEICHUNH/KPOBOTEUEHHUS Ha (poHE preMa THOOJI0HA, KOTOpPbIE:
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COOTBETCTBYET SKCNEPTHOMY QOTHYETY
ot 27.05.2025 Ne 13433
e mpojoiKarTcs Oojee 6 MecAleB OT Haupuia npueMa mperaparal ATENEHOCTE 0004)

® HAYMHAIOTCA Yepe3 6 MeCsLEB M0C/Ie Hayalla IIpUeMa Ipernapara u IpoAoJbKaloTCs Jaxke Mocie
TOr0, KaK IalMEeHTKa IPEKpaTHiia IPUEM IIpernapara,

HE00X0IMMO 00PATUTHCS K Bpady — 3TO MOKET ObITh IPU3HAKOM TUIEPIUIa3UU YHIOMETPHUS.
Pak monounoi yncenesvi
JlanHble pa3sHBIX KIMHUYECKMX HCCIEIOBAaHUN C TOUKHM 3PEHUS JI0KA3aTEIbHOW MEIULMHBI B
OTHOILEHUM PUCKA PA3BUTHUS paka MOJIOYHOM JKele3bl NpH IpHeMe THOOJIOHA MPOTHBOPEUYMBBI, U
TpeOyeTcs IpOoBeIeHNE NaTbHEHIINX UCCIIEJOBAaHUM.
[To nanubIM «MccneoBannss MUJLTHOHA KEHITMH» ObUIO BBISBICHO 3HAUYUTEIFHOE YBEITMUCHUE PUCKA
pa3BUTHUSI paka MOJOYHOW Keyie3bl NMpU HpUMeHeHuu 1036l 2,5 Mr (cm. pasnen «Ilobounoe
neiictBue»). OTOT PUCK CTAHOBMJICS SIBHBIM 4Yepe3 HECKOJBKO JIeT NPUMEHEHHUs Ipernapara H
BO3pacTajl ¢ yBEJINYCHUEM IIPOJOLKUTEILHOCTU IPUMEHEHUS, BO3BPALIAsCh K NCXOJHOMY YPOBHIO
yepe3 HECKOJIBKO JIET (Yallle yepes S JIeT) 1ociie MpeKpaleHus IpUMeHEeHUs! TUOOIOHA.
OTH pe3ynpTaThl He OBUTH MOATBEPKACHBI B X0/I€ MCCIICIOBAHNS C UCIOJIB30BaHUEM 0a3bl JaHHBIX
oOuieit BpaueOHoil npaktuku (GPRD).
Pax auunukos
Pak SMYHHMKOB pacnpOCTpaHEH 3HAYMTENIBHO MEHBIIE, YEM PAK MOJIOYHOH >kene3bl. JlmTenbHas
(ue menee 5-10 ner) 3aMecTUTEIbHASE MOHOTEPAIHUS 3CTPOI€HAMH CBA3bIBAJIACH C HE3HAYUTEIbHBIM
MOBBILICHUEM PUCKA PA3BUTHS paKka SUYHUKOB.
Hekoropeie wuccienoBaHus, BKIOyas wucciefoBaHue «VHUIMaTUBa 370pOBbsSI  KEHIIMHY,
CBHUJIETEJILCTBYET O TOM, YTO JJUTENbHAsl Tepamusi KOMOMHMPOBAHHBIMU mpemnaparamu st MI'T
MOYeT 00J1a/1aTh aHAJIOTUYHBIM UJIM HECKOJIBKO 00Jiee HU3KUM PUCKOM.
B «MccnenoBannn MIIIMOHA JKEHIMH» ObUIO MMOKA3aHO, YTO OTHOCUTENbHBINA PUCK PAa3BUTHS paka
SUYHUKOB NPU IPUMEHEHUH TUOOJI0HA ObLT aHAJIOTUYEH PUCKY, CBI3aHHOMY C IPUMEHEHHUEM JAPYTUX
BuzoB MI'T.
Benosnaa mpomooimoonusn
[Tpenapatsl ans MI'T, comeprkaiue TOJBKO ACTPOTEHbI, WM KOMOMHUPOBAHHbBIE Mpenapathl s
MI'T, comepxailiie 3CTpOTre€H + recTareH, MOTyT yBEJIWYMBaTh PUCK BO3HHWKHOBEHHUS BEHO3HOM
TpomMboamOonuu (BTJ) (T.e. Tpom603a rimy0OKMX BeH HIM TPOMOOSIMOOIMU JETOYHON apTepuu)
B 1,3-3 pa3a, B 0COOEHHOCTH B T€UEHHE NIEPBOT0 roja npuMeHeHus npenaparos it MI'T (cm. paznen
«IToGouHOE nEecTBHEY ).
Jannsie 06 yBenuueHuu pucka pa3sutus BTD npu npumeHeHnn THOOIOHA HEJOCTATOYHBI, OJHAKO
HENb3s HCKIIOUUTh HE3HAYUTEIbHOE YBEIWYEHHE pHUCKA [0 CPaBHEHUIO C JKEHUIMHAMH,
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 27.05.2025 N2 13433
HE PHHAMABIIMMH THOOJIOH. (NOCNEOOBATENEHOCTE 0004)

L L

[TareHTKY ¢ N3BECTHBIMU TPOMOO(PHINIECKUMH COCTOSIHUSIMU UMEIOT IMOBBIIICHHBIA PUCK PA3BUTHUS
BTD, u npueM THOOJIOHA MOXKET YBEJIIMUUTH 3TOT PHUCK, TO3ITOMY IMPUMEHEHUE Ipenapara JaHHOU
HOMYJIAUEH NalMeHTOK MPOTUBOIIOKa3aHo (cM. pasaeln «lIpoTuBonokazanusy).

daxTtopamu pucka pazsutus BTO saBisiroTcs npuMeHeHne 3cTpOreHoB, MOXKHI0H BO3pacT, 0OLIUpPHOE
ONepaTHBHOE BMEIIATENbCTBO, UIMTENbHAS HMMOOWIM3anus, oxupenne (MMT >30 kr/m?),
0OepeMEeHHOCTh U NIOCIEPOA0BOM MEPUOJI, CUCTEMHAs KpacHas BOJYaHKA U pak.

VY NanueHToK Iocie MPOBEAECHUS XUPYPrHUECKUX BMELIATEIbCTB HEOOXOAUMO 0c000€ BHMMaHUE
yAEIATh NPOGUIAKTUYECKUM MEpPONpUATHIM Ul npexynpexaeHus BTD B mocieonepalnoHHOM
nepuoze. IIpy HeoOXO0IUMOCTH UIMTEIBHOW HMMMOOWIM3ALUHU II0CIE ONEpalid pPEKOMEHJI0BaHO
BpEMEHHOE IMpeKpalieHre nmpueMa TuoooHa 3a 4-6 Heenb A0 MPOBEACHUs onepanyy. Jleuenue He
clielyeT BO30OHOBIIATH /10 T€X 0P, 0K Y )KEHIIMHbBI HE BOCCTAHOBUTCS IBUTATe/IbHAs! aKTUBHOCTb.
Kenmunam, y kotopsix BTO B aHaMHe3e OTCYTCTBYET, HO KOTOPbIE UMEIOT POACTBEHHUKOB IIEPBOM
CTENEHHU POJICTBA, UMEIOIINX B aHaMHE3€ TPOMOO3 B MOJIOJIOM BO3pPacTe, MOXKET ObITh MPEJIOKEH
CKPHHHUHT (ClieqyeT MHPOPMHPOBATH KEHIIMHY, YTO IMPH CKPUHUHIE BBIABISETCA JHUIIb YacTh
TpoMOOpMINYECKUX COCTOSIHUM). Eciau BbISIBIEHO TPOMOO(DUIMUYECKOE COCTOSHUE, OTIMYHOE OT
TpoM0OO03a y pPOJCTBEHHMKOB, WJIM HACJIEICTBEHHBbIC, WU NPHOOPETEHHbIE HApYyLICHUS CUCTEMBI
reMocTasa, eci HapyleHne cepbe3Hoe (Hanpumep, neguuut anturpom6una 11, nedunur nporenna
S, ne¢unut nporenna C), v KOMOMHALIMS HApYLIEHUH, TpHeM THOOJIOHA TPOTUBOIOKA3aH.

B oOTHOIEHNH JKEHIIUH, KOTOpble YXe IOJy4aloT JIeYeHHEe AaHTHUKOAryJsHTamMH, TpelOyercs
TIIATEIbHOE PACCMOTPEHNE COOTHOIIECHHSI «IONIb3bI-pucKay mpuMeHeHust MI'T unu Tn6osoHa.

Ecin mocne Havana nedenus pasBuBaercss BTO, mpuem npemnapata HEoOXOAMMO HPEKpPaTUTh.
[TarueHTKU 1OKHBI OBITh HHPOPMHUPOBAHBI O HEOOXOAUMOCTH HEMEUIEHHOTO 00pallieHus K Bpauy,
€CIIM TOSIBATCSI CUMIITOMBI NMOTEHIMAIBHOW TpoMOo3IMOonnu (Hampumep, 00JIb U OJJHOCTOPOHHUI
OTEK HM)KHEH KOHEYHOCTH, BHe3amHas 00J1b B TPY/IH, OJIbIIIKA).

Hwemuueckan 6one3nw cepoua (MbC)

B panaoMu3upoBaHHBIX KOHTPOJIMPYEMBIX UCCIIEI0OBAaHUSAX HE MOIYUYEHO JOKA3aTeIbCTB 3aUTHI OT
uH(papKTa MHUOKap/aa y >KeHIIMH ¢ HajauuueMm uiau otcytctBueM WBC, kotopsle momywamun MI'T
KOMOMHUPOBaHHBIMM TpenapaTamMu (3CTporeH + recrareH) uiau mnpenaparamu s MIT,
COJIEpKAIIMMH TOJIBKO 3CTPOTEH.

B snmaemMuonornueckux UCCIIeI0BaHUSIX C UCTIONIb30BaHHuEM 0a3bl JaHHBIX GPRD He Ob110 TONTy4eHO
JI0Ka3aTeIbCTB 3aLIUThl OT UH(ApPKTa MUOKApAA y JKEHIIUH B MIOCTMEHOIAY3€, KOTOPbIE MOIydaln

THOOJIOH.
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 27.05.2025 N2 13433
Hwemuueckuii uncynom (NOCNEOOBATENEHOCTE 0004)

L

Teparnus THOOJTOHOM YBEIWYMBACT PUCK BO3HUKHOBCHHS HMIIEMHUYECKOTO HMHCYJIbTA, HAYMHAS C
nepBoro roga tepamuu (cMm. pazaen «llobounoe neiicTBue»). AOGCOMIOTHBIM PUCK BO3SHUKHOBCHHS
WHCYJIBTA CTPOTO 3aBUCHT OT BO3PAaCTa, U, CJIEJ0BATEIbHO, 3()(HEeKT THOOIOHA H PUCK UHCYJIbTA TEM
BBIIIIE, YeM OOJIBIIE BO3PACT HMAIIMCHTKH.

[Tpr BO3HUKHOBEHUHU HEOOBSICHUMBIX MUTPEHENOJOOHBIX TOJIOBHBIX 0OJEH ¢ i 0e3 HapyIICHUS
3peHusi HeOOXOIMMO KaK MOXHO CKOpee OOpaTUThCs K Bpady. B 3ToM ciydae Henb3s MPUHUMATH
npernapar 0 TeX Iop, IMOKa Bpad He MOATBEpAUT OezomacHOCTh mpojoivkeHust MI'T, mockombKy
TaKWe TOJIOBHBIC 0OJM MOTYT OBITh PAHHUM JUArHOCTUYECKUM IPU3HAKOM BO3MOXKHOTO MHCYJIbTA.

/Jlpyzue cocmoanusn

® [lo umeromuMcs JaHHBIM Tepanus THOOJIOHOM MPUBOAMIIA K 3HAUUTEIILHOMY J10303aBUCUMOMY
cHmkennto xonecrepuna JIIIBII (iunonporenHoB BeICOKOM mioTHOCTH) (€ -16,7 % mpu mo3e

1,25 mr 1o -21,8 % npu no3ze 2,5 mr nocne 2 JeT IPUMEHEHHUS).

® Taxxe cHMXajlach 00IIas KOHUEHTpAlus TPUITMLEPUIOB U JIUIONPOTEUHOB. CHUXKEHHE
KOHIIEHTpaluu obiero xonectepuHa u xosecrepuna JINIOHIT (mumonpoTenHOB 04eHb HU3KOM
IUIOTHOCTH) HE SBJSUIOCH  A0303aBUCUMbIM.  Konuentpauuu xonecrepuna  JIITHII
(IMIOMPOTENHOB HU3KOW IUIOTHOCTH) HE M3MEHSIUCh. KiMHMYeckoe 3HaueHue 3TUX JaHHBIX

IIOKa HEU3BCCTHO.

b 3CTpOF€HI)I MOT'YT BBI3bIBATb 3aJCPKKY KHAKOCTH, IMO3TOMY IMAIIUCHTKU C cepnequfI U

MMOYCTHOM HEAOCTATOYHOCTHIO JOJIDKHBI HAXOJUTHCA IO THIATCIIbHBIM Ha6J'IIO)leHI/IeM Bpayda.

d >KCHH_II/IHI>I C YyiKe HMGIOHleP’ICH FI/IHeprI/IFHI/IHepI/IHCMI/Ieﬁ JOJDKHBI HaXOIWUTBCA IIOJ
TIIATCIBbHBIM Ha6J'IIO)IeHI/IeM Bpada BO BpEMs TCpalinuu TI/I6OJ'IOHOM, TaK KakK pEAKHEC Ciiydau
3HAYUTCIIBHOT'O TIOBBIIIICHU S KOHICHTpPALun TPUTITULCPHUIOB B 1asmMe KpOBH,
CHOCO6CTBYI-OIIII/I€ Pa3BUTHIO MMAHKPEATUTA, OTMCHAIIMCHE BO BpEMs TEpaAllH 3CTPOr€HaMu IIpH

JaHHOM COCTOSHHH.

® JIpuem THOOIOHA MOXKET BBI3BATh HE3HAUNTEIILHOE CHH)KEHHE KOHIIEHTPALIMH B IJIa3Me KPOBU
TupokcuHcBs3biBaroniero rnodymuna (TCI) u obmero Tupokcuna (T4), KOHIIEHTpaLKs OOIIETO
tpuiionTuponrHa (T3) He wu3MeHsercs. TUOOJIOH CHMXKAET KOHIEHTpPALUIO TJ100YyJuHa,
CBSI3BIBAIOILIETO I10JIOBBIE TOPMOHBI (I"CIID), TOoraa Kak KOHLEHTpaLHs
KopTukocTepouacBsasbiBatoniero riaodynnHa (KCI) u 1mupKynupyromero KOpTH30ja He

N3MCHAIOTCA.
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COOTBETCTEBYET QKCIHEFPTHOMY QTYHETY
ot 27.06.2025 N2 13433
® IIpumenenue npenapatos mist MI'T He yryumaet KODau {6l dy il Hmetores dinbie

0 TIOBBIIIEHHOM PUCKE BO3MOKHOTO PAa3BUTHUS IEMEHIIMH Y JKEHIIWH ITPHU HayaJie HeIIPEePHIBHOM
Tepanuu KoMOuWHUpoBaHHBIMH mpenapatamu aiasi MIT wunu npemaparamu s MI'T,
COJIep’KalllUMH TOJBKO ACTPOreHbl, B Bo3pacte mocie 65 ner (cm. pasnmen «Ilobounoe
JIEHCTBHEY ).

Binsinue Ha cOCOOHOCTH YIPABJSITH TPAHCIIOPTHBIMHU CPEACTBAMH M MEXaHU3MAMH

He ormeueno kakoro-mu0o nedcTBHS THOONIOHA HAa KOHICHTPAIMIO BHUMAHHUS M CIIOCOOHOCTDH

YOPaBISATh TPAHCIIOPTHBIMU CPEJICTBAMU U IPYTUMU MEXAHU3MAMHU.

®opma BBIILYCKA

TabneTku 2,5 mr.

[To 28 Tabierok B OiucTepe W3 MOTUBUHWIXJIOpHIA/amroMuHueBoi (onbru. [To 1 wmm 3 Gimcrepa

BMECTE C MHCTPYKIIMEH 10 MPUMEHEHHUIO B KAPTOHHOM Mayke.

YciaoBus xpanenust

XpaHuTb 1pu Temieparype He Boiie 25 °C.

XpaHUTh B HEJOCTYITHOM JIJIS IETeH MecTe.

Cpox roaHocTu

3 rona.

He nmpumensaTs npenapart 1o HCTeYeHUH CPOKa TOAHOCTH.

YcaoBust ornycka

OTmycKaroT 1o peLenty.

Jlep:kaTe/ib perucTPallMOHHOIO Y10CTOBePeHUsl

CODAPMA AO, bonrapus

Nnmenckoe mocce 16, Codus 1220, bonarapus

16 Iliensko Shosse Str., Sofia 1220, Bulgaria

Ten.: +359 02 81 34 200

®axc: +359 02 936 02 86

On. moura: mail@sopharma.bg

IIpousBoaurenn

Jlaboparopuoc Jleon @apma C.A., Mcnanus.

K/JIa Banunbs 6/H, [Tonurono Muayctpuans HaBatexepa, Bunnaksunamo6pe, 24193, Jleon, Mcnianus.
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 27.05.2025 Ne 13423
Opranu3zanusi, NPpUHAMAIOLIAs NpeTeH3ud T norpedureaei [|OEATETEHOCTE 0004)

000 «Codapma Pyc», Poccus

127030, r. Mocksa, BH.Tep.T. M.0. TBepcKoii,
yi. HoBocnoGonckas, 1. 31, ctp. 4

Ten.: +7 (495) 127 1011

On. mouta: Russia.PV@sopharmagroup.com
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