COOTBETCTEBYET ZKCNEPTHOMY OTUETY

S

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

HnsKenc demunn , 5 mr + 1 Mr, TaGNIETKH, TOKPBITHIE TUICHOYHON 000JIOUKOMA.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JelicTByroniue BeIecTBa: AUAPOreCTEPOH + 3CTPALUOI.

Kaxxnast TabneTka, MOKphITask MJIEHOYHOH OOOJIOUKOM, COMEPXKUT 5 MI JuAporecTepoHa u 1 mr
acTpaanoia (B BUAE TEMUTHIPATA).

BcnomorarenbHbie BeliecTBa, HaTWYUE KOTOPHIX HAJ0 YUYHUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: jJakro3a (cMm. pazuen 4.4).

ITonubrit MNEPCUYCHb BCIIOMOI'aTCIIbHBIX BCIICCTB IIPUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTKku, MOKPHITHIE MIICHOYHOU 000JI0UKOM.

Kpyrabsle JBOSKOBBITYKJbIE TaOJETKH, IOKPHITBIE IUICHOYHOH OOOJOYKOW OT CBETJIO-
OpaH)KEBOTO MJIM CBETJIO-PO30BOTO JI0 PO30BO-OpaHXeBOro IBera. Ha momepednom paspese

AIpo TabJIETKU OEJI0T0 WK MOYTH OEJIOTOo IBETA.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3aHMsA K IPUMEHEHH IO
[Tpenapart JnsKenc pemrnn nokasan K IpUMEHEHHIO Y B3POCIBIX KEHIUH!
e U1 MeHoIay3aJbHON ropMmoHansHOW Tepanmuu (MI'T) paccTpoiicTB, 00YCIIOBIEHHBIX
ne(UIUTOM ACTPOTrE€HOB y KEHIIWH B MOCTMEHOMAy3¢e (He paHee, 4yeM depe3 12 mecsies
MOCJIE MOCJEHEN MEHCTpYyaIlun);
e ¢ 1eNbl0 NPOQUIAKTUKN OCTEONOPO3a Y KEHIIUH B MOCTMEHOIAY3€ C BHICOKUM PUCKOM
IIEPEJIOMOB TIPU HENEPEHOCUMOCTH IPU HAJIWYUU NPOTUBOIIOKA3aHUN K IPUMEHEHHIO

APYrux JICKAPCTBCHHBIX MPCTIapaToB JJIA HpO(bI/IJ'IaKTI/IKI/I 0OCTCOIIOpO3a.

4.2. Pe:xuM 103MPOBAHMS M CIIOCO0 MPUMEHEHU S

PexuMm no3upoBaHus

MI'T npenaparom J{insoKene pemMunm npu ecTecTBEHHON MEHOIIay3€e He ClielyeT HaulHaTh paHee,
yeM dyepe3 12 MecsaueB mocie NOCIEAHEW MEHCTpyauuu. B cioydae MeHomaysbl IOciie
OIIepaTUBHOIO BMEIIATENbCTBA (IBYXCTOPOHHENW OBAPUIKTOMUU, THCTEPIKTOMUU C MPUAATKAMH)

JICYCHUE MOXXHO HAYWHATH Cpasy.
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Kaxnas ymakoBka paccuuTaHa Ha 28-IHEBHBIH [IpHEM ﬁ%@l@ﬁ'ﬁ%ﬁﬁ%ﬂ%ﬁ)ﬁ&é tﬁéMHHH

IPUHUMAIOT €KETHEBHO B HEMPEPBHIBHOM pexuMe 1o | TabiieTKe B CyTKH B T€UEHHUE 28 THEH.
Cpa3zy nocne OokoH4YaHMs 28-IHEBHOIO LMKJA clIeAyeT HauumHaTh npueM npenapara [nsoKenc
(beMHHN U3 HOBOH yIaKOBKHU.

Jns nagama w npogoipkeHuss MI'T paccTpoMCTB, CBSI3aHHBIX C JCQHUIIMTOM 3CTPOTEHOB,
KOMOUHAIMIO JUAPOreCTEPOH + 3CTPAAMOI CIeAyeT NPUMEHATh B HaMMeHbIIel 3((eKTuBHON
J103€ U B TEUCHUE HAMMEHBIIETO IIEpHOoJia BPEMEHU. B 3aBUCMMOCTH OT KJIMHUYECKOTO OTBETA B
JAJIbHENUIIIEM 103y TOPMOHOB MOKHO KOPPEKTUPOBATb.

IIpu nepexonme ¢ npyroro mpemapara miusi MIT ¢ HenmpepbIBHBIM IIOCIENOBATEIBHBIM MM
LIUKIUYECKUM PEKHMOM IIPHEMA, CIEAYeT 3aKOHYMTh TEKYIUMH LUK U Ha CICAYIOIIUN ICHb
1ocJjie 3aBeplleHus nepeity Ha npueM npenapara nsXKenc pemunu.

KennunaMm, He mnonydaBmuM padHee MI'T wim npu mepexone ¢ JApyroro HENpepbIBHOTO
koMOuHupoBanHoro pexxuma MI'T, npuem mpenapara {ns)Kenc ¢peMuHH MOXXHO HauWHATH B
JIFO0OH EHb.

IIponyck mabnemxu

Ecnu xeHImuHa mpomycTriia npueM TalleTKH, ee HEOOXOIUMO NMPUHATh B TeueHHe 12 4acoB
nocie oObryHOTO BpeMeHH mnpuema. Ecnm npomuto Oonee 12 4acoB, mpOmMyIIEHHYIO TaOJIeTKy
IPUHUMATh HE CIIeyeT, Ha CISAYIOIINI 1eHb HEOOXOJUMO NMPUHATH Ta0JIETKY B OOBIUHOE BPEMSI.
[Tponyck mpuema npenapara MOXET YBEJIWYUBATh BEPOSITHOCTh «IIPOPBIBHBIX» MaTOYHBIX
KPOBOTEUEHHMH MJIM MAXKyIIUX KPOBSHUCTBIX BBIJICICHUH.

Oco0bIe TP VIIIBI TTAIMEHTOK

THayuenmxu nodcunozo eo3pacma
OnbIT IpUMEHEHHUs MpenapaTa y HallMeHTOK MOXKUIIOro Bo3pacTa (> 65 jieT) orpaHuyeH.
eTn
OTCyTCTBYIOT ITOKa3aHUs K IPUMEHEHMIO JIeKapcTBeHHOro npemnapara JisKenc pemunu y nerei
Y TIOJPOCTKOB 10 18 ser.

Criocob nnpruMeHeHus

TabneTkn crenyer OpUHMMATh BHYTpb, 3amuBas BOJOH, HE3aBUCUMO OT IpUeMa IHIIH,
JKEJIaTeIbHO B OJJHO U TO )K€ BPEMS CYTOK.
4.3. TIpoTHBONOKAa3aHUA
e [unmepuyBCTBUTENBHOCTE K JUAPOTECTEPOHY, OCTPAAMONIY HIM K JHOOOMYy W3
BCIIOMOTaTeJIbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zeine 6.1.
e bepeMeHHOCTH U IEPUOA IPYAHOTIO BCKapMIIMBaHUsI (CM. pazjen 4.6).
e J[MarHOCTUPOBAHHBIN WIIM IIPEATIOIATAEMBIN PaK MOJIOYHOM JKeJIe3bl, NI B aHAMHE3E.

L4 JII/IaFHOCTI/IpOBaHHI)Ie Wi mnpeamnojaracMbI€ 3CTPOr€H3aBUCUMBIC 3JIOKAUYCCTBCHHBIC
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e JluarHOCTHMpPOBaHHBIC WJIM MpEIojaraéMble MporecTareH3aBUCHUMbIE HOBOOOpA30BaHUS
(Harpumep, MEHUHTOMA).

e KpoBoTeueHus u3 BiIarajuiina HEsICHOW STHOJIOTUH.

e HenedenHas runepruiasusi 3HI0METPUSL.

e TpomO03bI (apTepuanbHble U BEHO3HBIE) U TPOMOOIMOOINH B HACTOSIIEE BPEMS WIH B
aHaMHe3e (B TOM 4YHClIe TpomM003, TpoMOO03 TIIYOOKHX BEH; TPOMOOAIMOOHUS JETOYHOU
apTepuu, UHpapKT MHOKap/a, UIIEMUYECKUE WIN reMOpparnuecKue
1epeOPOBACKYIISIPHBIC HAPYIIICHHUS).

e MHOXECTBEHHBIC WM BBIPAXKECHHBIE (DAaKTOPBI PHUCKA DPA3BUTUS APTEPUAIBHOTO WIH
BEHO3HOTO TPOMOO3a, CTEHOKAapIWs, JIUTEIbHAas HUMMOOWMIM3AIMs, TsDKENIble (OPMBI
okupeHus (MHIeKC Macchl Tena 6onee 30 kr/m?), 3a6071€BaHUs COCYI0B TOJOBHOTO MO3Ta
WIM KOPOHAPHBIX apTepuil, TPAH3UTOPHBIE HWIIEMHYECKUE aTaKh, OCJIOXHEHHbBIE
NOpakKeHUsI KJIAMAHHOTO arnapara cepana, GuOpuiuisaus npeacepuii.

e BrigBneHHas Hacle[CTBEHHas WM MNPUOOpETEHHas MPEpacloioKEHHOCTh K
apTepUaJIbHBIM WIH BEHO3HBIM TpoM0O03aM/TPOMO0IMOOIIHSIM, HaIpumep:
runepromMorucrenemus, nepunut anturpomouna I, nedunur nporenna C, nedurmr
nporeuHa S, Hanuyue aHTU(POCHONUNUIHBIX aHTUTEN (AHTUTENA K KapAHUOJIUIIUHY,
BOJIYAaHOYHBI aHTUKOATYJISHT).

e  OcTpble WM XPOHHYECKUE 3a00JICBaHNs ICYCHH B HACTOSIICE BPeMs HIIH B aHaMHe3e (110
HOpMalM3allMi ToKa3arened (QyHKIMOHANBHBIX Mpo0 Te4YeHH), B TOM 4YHCIe
3JI0Ka4€CTBEHHBIE OITyXO0JIU Ne4eHHU (cM. pa3aeinsl 4.4 u 5.2).

e Tlopdupus.

4.4. Oco0ble yka3aHus M Mepbl MPeJ0CTOPOKHOCTH MPH NPUMEHEeHUH

C 0CTOPO’KHOCTBIO

[Ipumenenue npemapatoB miast MI'T, B Tom uymcie, AuaporecTepoHa+i>CTpaanoia, Tpedyer
coONI0AeHUsI Mep MPEJOCTOPOKHOCTH IMPH HAJMYUU KaKOro-TMOO M3 MEepedMCICHHBIX HHXKE
3a00J1eBaHUI/COCTOSIHUN U (PAKTOPOB pUCKa:
e JlelioMrOMa MaTKH, SHAOMETPHO3.
e Hanuuue ¢akTopoB pucka I BO3HUKHOBEHHS ACTPOTE€H3aBHCHMBIX OIyXOJen
(HarpuMmep, POACTBEHHHUKOB 1-11 cTeNeHu poACTBa C paKOM MOJIOUHOMH KeJIe3bl).
e AprepuanbHas TUIIEPTEH3US.

L4 I[06pOKa‘{CCTBeHHLIC OITYXOJIA IICUCHHU.
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e CaxapHblii quaber, KaKk HpU HAIUYHU cocyﬂné@&:m; ﬁ};ﬁﬂjfﬂcfr :'CII}V‘IHIAé ux

OTCYTCTBHSI.

e XoJlenuTHuas.

e MurpeHp Win CHJIbHas TOJIOBHAs O0JIb.

e (CucrtemHas KpacHasl BOJYaHKa.

e [ 'uneprasus SHIOMETPHS B aHAMHE3E.

e  Duiencus.

e bpoHXHaNbHAs acCTMA.

e  Orockiepos.
[Ipenapar Ha3HAYalOT TOJBKO MPU HAIMYUK CHUMITOMOB, HEOJArONpUATHO BIMSIONIMX HA
KaueCTBO JKU3HU KEHIIUHBI. Y BCEX MalMeHToK, nonyvaronmx MI'T, mo menbiier mepe, 1 pa3 B
rog TpeOyercs NpPOBEICHUE OIEHKH COOTHOLICHHS «IIOJIb3a/pUCK». Tepamuio cleayer
MpPOJIOJIKATh A0 TEX IOp, MOKa MOjb3a OT IpHeMa Ipernapara IPEBbIIIAET PUCK Pa3BUTHUSA
HEeXenaTelbHbIX peakiuil. OnbIT IPUMEHEHHUs IpenapaTa y *KEHIIUMH cTapiie 65 JeT orpaHuYeH.
CseneHus o puckax, cBsizaHHblx ¢ MI'T B ciyuyae nmpexaeBpeMEHHON MEHOMAay3bl, OTPAHUYECHBI.
N3-3a HU3KOTO YpOBHS aOCOIIOTHOTO PUCKA Y )KEHIIMH 00JIee MOJIOIOTO BO3pacTa, COOTHOIICHUE
«T10JTb33a/PHUCK» Y HUX MOXKET ObITh OoJiee OIaronpusITHBIM, YeM Y KEHIIUH MOKUJIOT0 BO3pacTa.

MeauImHCcKOoe O6CJ'I€I[OB3.HI/IG

[lepen Ha3zHaueHWEM WM BO30OHOBICGHHEM TEpaAlUU  JTUIPOTECTEPOHOMICTPATNOIOM
HEOOXOAMMO COOpaTh TOJIHBIA MEIMIIMHCKANA M CEMEWHBIH aHaMHE3 M TPOBECTH O0IIee U
THHEKOJIOTHYECKOe o0ciiejoBaHue (B TOM YHCJIE M MOJIOYHBIX JKE€JIe3) MAalMeHTKH C IEIbI0
BBISIBJICHUSI BO3MOXKHBIX TPOTHUBOIMOKA3aHUH M COCTOSHHUM, TpeOyIOIIUX COOMIOEHUS Mep
MPEAOCTOPOKHOCTH. BO BpeMs JedeHHs] TUAPOreCTepOHOM+ICTPAANOIOM PEKOMEHIYETCs
MPOBOJIUTh TIEPUOJUYECKHAE OOCIENOBaHMS, YaCTOTy M XapakTep KOTOPHIX OMPEACIsIOT
WHAMBHUAYalIbHO, HO HE MeHee | pasa B 6 MmecsueB. LlenecoobpaszHo nposenenue MmamMmmorpabuu
JUIS  JTOMOJHUTEIBLHOrO OOCIeIOBaHUS MOJIOYHBIX Jkele3. JKeHIIMHBI JOJKHBI  OBITh
MpOUH(GOPMHUPOBAHBI B OTHOIIIEHWH BO3MO>KHBIX M3MEHEHUI B MOJIOUHBIX JKeJle3aX, O KOTOPBIX
clemyeT COOOUTUTH JIeUalieMy Bpady.
[IpuMeHeHne >CTPOTreHOB MOKET MOBIUATH HA PE3YIbTAaThl CIEAYIOMUX J1a00paTOPHBIX TECTOB:
ompejieieHue TOJNIEPAHTHOCTH K TJIOKO3€, HCCIeNoBaHUe (YHKIUH IIMTOBUIHOW JKele3bl U
MICYCHU.
[Ipuem mpemapara craeayeT HEMEUICHHO TMPEKPATUTh TMPH HATHMYAHM  CIICIYIOITNX
COCTOSIHUI/3a00JICBaHUH

e JKentyxa unu HapymeHus: GQyHKIUH IEYEHU

e HekoHTponmpyemas aprepuainbHas TUIEPTEH3US
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¢ Bnepsrlie nosiBuBIICHcs Ha (OHE TPUMGHEHUS H&EE%M'QEWWEMTbJ}féHOﬁQ6HOﬁ

TOJIOBHOU 00JIH
e bepemeHnHoCTh

I'mnepnnasus U paK SHIAOMETPHUS

Puck passuTusa runepuiazuv M paka 3HIOMETPUS IIPU NpPUMEHEHUH IpenaparoB it MI'T,
COJepKalluX TOJBKO OCTPOI€H, 3aBUCHT OT JO03bl M IPOJOJDKUTEIBHOCTH JIEUYEHUS U
yBEJIMYUBAETCS OT 2 10 12 pa3 o CpaBHEHUIO C NMALUEHTKAMHU, HE NIOJyYalOLMMH TEPaIHIo; pUCK
MOJKET OCTaBaThCs MOBBIILEHHBIM B TeueHHe 10 JieT nocie npekpalieHus TEparuu.

VYV JKEHIIMH C COXPAaHEHHOM MAaTKOW HE PEKOMEHIYyeTCs IpUMeHeHue IpenapatoB st MI'T,
COJIEpKalINX TOJBKO ICTPOIEH, B CBSI3U C IMOBBIIICHHBIM PUCKOM Pa3BUTHS pPaKa dYHAOMETPHS.
[{uknuyeckoe NpUMEHEHUE IporecrareHa (o KpaiiHed mepe, B TeueHue 12 aHel 28-gHEBHOTrO
[IUKJa), WIM TPUMEHEHHE HENpEephIBHOIO KOMOMHMpOBaHHOTO pexkumMa MIT y sKeHHmmH c
COXpaHEHHOI MaTKOi crocoOCTBYET MPEJOTBPALCHHUIO TOBBIILIECHHS PUCKA TMIIEPILIA3UU U paKa
SH/IOMETPUS, CBA3aHHOTO C IPUEMOM ICTPOTEHA.

B nmensx cBoeBpeMEHHOW IUArHOCTUKHU Iief1eco00pa3sHO MpoBeAeHUE YibTpa3BykoBoro (Y3)
CKpUHHUHIA, TpU HEOOXOJUMOCTHM — IMPOBEJIEHUE TUCTOJOTHYECKOro (LIUTOJIOTHYECKOIO)
UCCJICJOBAHMSL.

KDOBSIHI/ICTI)IG BBIACJICHHUA U3 Bjarajiviia

B MEPBLIC MCCALBI ITpHUEMa IIpCrapara MOTYT OTMCUATHCA «IIPOPBIBHBIC» KPOBOTCUCHUA /U
CKYIHBIC KPOBAHUCTLIC BLIACIICHUS W3 BJIarajiuiia. Ecmu HOILO6HI)IC KPOBOTCUYCHHA MMOABIIAIOTCA
qepe3 HCKOTOPOC BpEMs IIOCJIC Hadajla TCpallkuu WX NPOAOJIDKAIOTCA IIOCJIC IMPEKPALICHUA
JICUYCHUA, CICAYCT YCTAHOBUTL UX IMPUUUHY. Bo3MoxHO IMPOBCACHUC ouorcun OHAOMCTPHA IJI
HUCKIIOYCHUA 3]IOKAYCCTBCHHOT'O HOB006p330BaHI/I$I.

Benosnas tpom00sMO0IHs

MI'T cBsizana ¢ 1,3 — 3-KpaTHbIM PUCKOM pa3BUTHs BEHO3HOW TpombOosmOonuu (BTD), T.e.
TpoMO03a NTyOOKHX BEH WK TPOMOOIMOOINY JIETOUHOM apTepuu. Pa3BUTHE TaKOTO OCIOKHEHUS
HanOoJiee BeposATHO B TeueHue nepsoro rojga MI'T.

[Tpu Hanuuuu B ceMetHOM aHaMHe3€ TPOMO030B/TpoMO0IMO0INI Yy pOJICTBEHHUKOB -1 cTeneHu
pozcTBa B Bo3zpacte MeHee 50 seT, a Takke Mpu MPUBBIYHOM HEBBIHAIIMBAHUM O€PEMEHHOCTH B
aHamMHe3e, He0OXO0IMMO MPOBOIUTH HCCIEIOBAaHUE reMocTasza (B X0/1€ CKPUHHUHIA BBISBIISETCS
TOJIbKO 4YacTh HAapyIIEHWH CHUCTeMbI CBEpPThIBaHHMS KpoBu). HeoOxoamma TinaTesnbHas OLIEHKa
COOTHOUIEHUSI OXHUIAEMOMW TNOJIb3bl K BO3MOXXKHOMY DPHCKY IpoBeaeHus MI'T y manmeHTok,

MPUHHUMAIOMUX aHTUKOATYJISHTHBIC ITPpeNapaThbl B IOCTOAHHOM PCKUME.
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[Tpu BbIsIBIEHUN TPOMOOPMINYECKOTO COCTOSIHUS Y qnbih Centeit nhitn %e EE&%Q&(:SCTH

Wi TspkecT nedekta (Hanmpumep, nehpunut antutpombuna I, nedgumur nporenna S wiu C, a
TaKXe Mpu KOMOWHAIMH Ae(PEKTOB), TUAPOTECTEPOH+ICTPAANON IPOTUBOIIOKA3AH.

[TockonpKy y HAaIlMEHTOK C JUAarHOCTUPOBAHHBIMH TPOMOO(PMINYECKUMHU COCTOSIHUSIMH €CTh
MOBBILICHHBIN pHUCK pa3BUTHS BEHO3HON TpoMO0IMO0IHH, Ha3Ha4YeHHE
TUIpOrecTepoHa+3CcTpaaroyia, KOTOPBIA yBEIMYMBAET ATOT PUCK, MPOTUBOIIOKa3aHo. B
OOJIBIIMHCTBE CIy4aeB K (GakTopaM pucka pa3BuTus BTD oTHOCATCS: mpUMEHEHHE SCTPOTeHOB,
MOKUJIOW BO3pacT, OOIIMPHbIE XUPYPTUUYECKUE BMEIIATENbCTBA, AIUTEIbHAS UMMOOUIM3AIUS,
oxupeHne (MHAEKC Macchl Tema > 30 kr/m?), GepeMeHHOCTh WM IIOCIEpPOJOBOI MEpHO,
CUCTeMHasl KpacHasl BOJYaHKa U pak. HeT ennHOro MHEHHs O BO3MOXXKHOW pOJIM BapUKO3HOTO
pacuupeHus BeH B pa3putuu BTD.

B nocneonepanmonHom nepuojie 00s3aTeNbHbIM SBIIsAETCS IpoBeaeHue npodunaktuku BTO.
[lpy HEOOXOAMMOCTH [UIMTENHHOW HMMMOOWIM3AaLMU TOCJE TUIAHOBOTO OINEPATUBHOTO
BMeENIATehCTBA IPUMEHEHHE TIperapara clielyeT MpeKpaTUuTh 3a 4—6 Helenb 10 ONepaluu U He
BO300HOBIISITH JI0 TOJTHOTO BOCCTAHOBJICHUSI MOOMIIBHOCTH JKEHIIUHBI.

Ecnu BTD pa3BuBaetcs yke mocie Hadyala Tepanuu, TO CleyeT MPeKpaTuTh MpUeM Ipernapara,
a TAMEHTKH JOJDKHBI OBITh MH()OPMUPOBAHBI, YTO OHH JOJDKHBI HEMEUICHHO OOpaTHTHCS K
CBOEMY Bpauy B CilIy4ae BO3HMKHOBEHHUS KaKuUX-TMOO  BO3MOXHBIX  CHMIITOMOB
TpoM003a/TpoMO0IMO0IMH (HATIpUMEpP, OOJIE3HEHHOCTh WJIM OTEYHOCTh HUKHUX KOHEYHOCTEH,
BHe3amHast 00JIb B IPY/U, OJBIIIKA).

Pak MoJI04HOM JKeje3bl

Pe3ynpTaThl KIIMHUYECKUX HMCCIIEIOBAHUM YKa3bIBAIOT HA IOBBILICHHBIH PUCK PA3BUTHS paka
MosiouHoi xene3bl (PMX) y xenmuz, nonydaromux MI'T mMoHompenaparamu 3cTporeHa Wid
KOMOMHUPOBaHHBIMHM  MperapatamMu (3CTporeH+mporecrarel). OTOT PHCK 3aBUCUT  OT
npogomkutreabHoctd MI'T. ¥V )KeHIUH, NPUHUMAIOIIMX KOMOMHUPOBAaHHBIE MpemnapaTsl AJs
MI'T Gonee 5 ner, puck pa3sutusg PMK MoxeT yBennuuThes 10 2-X pas.

Tepanus moabko 2cmpozeHom

ITo pesynpraTam uccienoBanusst WHI He oTMeuanocs noBbimieHusi pucka passutus PMX y
JKEHIUH C IPEIIECTBYIOIEN TUCTEPIKTOMUEN, TonydaBuX MI'T TOIBKO 3¢TpOreHOM.
Kombunuposannas mepanus scmpozeHom u npo2ecmazeHom

Pe3ynbrathl paHAOMHU3MPOBAHHOIO I1a1le00-KOHTPOJIUpyeMoro uccienoBanus (MHunnarusa
XKenckoro 3mopobs (WHI)) u MeraaHanmu3 TPOCIEKTUBHBIX — SMUAEMHUOJIOTHUYECKUX

WCCJIE0OBAHUM IIOKA3aldM IOBBIIIEHHE puUcka pasButuss PMIK y KeHIMH, NPUHUMAROMIMX
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KoMOWHUpoBaHHbIe Tipenapatbl st MI'T (actporen ﬂirl“';'c;"all:eig)': Tlobsunetii hﬁTﬁyﬁﬁ'ﬂ’M}K

HaOmogaeTcs npuMepHo vepes 3 (1-4) roma MI'T.

B GonprmHCcTBE HAOMIOATENBHBIX HCCIEI0BAHNN OBUIO TTOKAa3aHO HEOOIBIIIOE MTOBBIIICHUE PHCKA
PMXX, mnpu »5TOM, pJaHHBIA pHUCK OBUT 3aMETHO HI)KE Yy JKCHIIWH, MPUHUMABIINX
KOMOMHHMPOBAHHYIO TEPANMIO 3CTPOr€HOM U IPOreCTareHoM.

JlanHble  pe3ynbTaToB, TMOJYYEHHBIX MpU MPOBEIACHHUM MAacIITa0HOTO  MeTaaHalu3a,
CBHUJICTEJICTBYIOT 00 yMEHBIIEHWH MOBBIIIEHHOTO pucka PMIK mocne mpekpamenuss MI'T.
Bpems, HeoOxonumoe i BO3BpallleHUs K HCXOJHOMY YpPOBHIO pHCKa 3aBHCUT OT
nponospkutenbHocTu Tepanuu. Ecnmu MI'T npoBoaunack Oonee 5 €T, NMOBBIIMICHHBIA PUCK
pa3Butusa PMX moxet coxpansarbes B Teuenue 10 et u 6onee.

Pak ssmuyHuKoB

Pak suuHMKOB BCTpeuaeTcss 3HauuTenbHO pexxe PMIK. DOnuaemuonormyeckue AaHHbIE,
IIOJIyUYEHHBIE B pe3yJIbTaTe IIPOBEACHUS KPYITHOMACIITAOHOIO METaaHa/In3a, CBUJETENIbCTBYIOT O
HE3HAUYUTEJIbHOM NOBBIIIEHUH PUCKA PAa3BUTHS paKka SMUHUKOB JJIs )KEHIUH, noaydaomux MI'T
B BHJEC MOHOTEPAlUM SCTPOTEHAMH WM KOMOMHHMPOBAHHYIO TEPAINUI0 JCTPOTCHAMHU U
IporecTareHamH.

JlanHbie uccnenoBanus (OBBIIICHHE PHCKA) CTAHOBSTCS 00JIee OYEBUIHBIMU MIPH JITUTEITLHOCTH
Tepanuu Oojee 5 JET, a Mocie ee MPeKpalleHUsT PUCK MOCTENEHHO CHUXKAETCSI CO BPEMEHEM.
Pesynbpratel psima apyrux ucciaenoBaHuii, B ToMm uucie WHI, ykaspiBatoT Ha TO, 4TO
koMOuHMpoBaHHas MI'T cBsizaHa ¢ aHATIOTUYHBIM WJIM HECKOJIBKO MEHBIIUM PHUCKOM Pa3BUTHUS
paka sSIMYHUKOB.

Puck uIiiieMu4ecKoro HHCYIbTa

KomOuHMpoBaHHast Tepamusi 3CTPOT€HOM U MPOrecTareHOM WM Tepamusl TOJbKO 3CTPOre€HOM
CBs3aHA C INOBBILIEHMEM OTHOCHUTEIBHOIO PHCKa MIIEMHYECKOro MHCylnbTa B 1,5 pasa. Puck
reMopparu4eckoro MHCyJIbTa Mpu NpUMeHeHnH npenaparos st MI'T He noBeIaercs.
OTHOCHTENBHBI PUCK HE 3aBUCUT OT BO3pacTa, BPEMEHHM HACTYIUIEHHS MEHOIAy3bl WIH
IIPOJIOJKUTENIBHOCTH Teparui. OJTHAKO MCXOJHBIM PHUCK CHWIBHO 3aBHCUT OT BO3pacTa, TAKUM
o0Opa3oM, OOmUIl PUCK BO3HUKHOBEHHUS HMHCYNIbTa Y >KEHIIMH, momydatoummx MIT, Oyner
MOBBIIIATHCS C BO3PACTOM.

HNmemuueckas 6oisesns cepana (MBC)

B panaoMu3upoBaHHBIX KOHTPOJIHUPYEMBIX KIMHUYECKUX HCCIEAOBAHUAX HE OBLIO IMOJIY4YEHO
CBUJIETEJILCTB 3aIuTHOrO AercTBUs MI'T B oTHOmEeHNHM MH(papKTa MUOKapAa y KEHIIUH c/0e3

UBC, xotopble noiaydyanu koMOnHHpoBaHHYt0 MI'T acTporeHoM u mporectareHoM WM TOJIBKO
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Kombunuposannas mepanus scmpoz2eHom u npo2ecmazeHom

Otraocurensubiii puck MBC Bo Bpemst nmpumeHenuss komOuHHpoBanHoi MI'T sctporenom u
[porecTareHOM HE3HAUUTENBHO MOBbIaeTcs. B cBsa3u ¢ Tem, uyto abcomothbli puck UBC cunbHO
3aBHCUT OT BO3pacTa, YUCIO JAOMOJHUTENbHBIX ciydyaeB MBC u3-3a nmpruema KoMOMHHPOBAHHOM
MI'T y 310pOBBIX KEHIIMH IPEJIMEHOINAY3aJbHOIO BO3pAaCTa OYEHb HEBEIUKO, OJHAKO OHO
MIOBBILIAETCS C BO3PACTOM.

Puck HeMHOTO BbIIIE Y )KEHITMH B Bo3pacte crapiie 60 Jer.

Jlpyrue cocTossHus

OcTporeHsl MOTYT BbI3BaTh 33JE€PXKKY JKMJKOCTH, YTO MOXKET HEOJaromnpHsTHO CKa3aTbCsi Ha
COCTOSIHUYM TAIMEHTOK C HapylleHneM (YHKIMU MOYeK W cepaua. JJaHHOH rpyrie mamueHTOK
cllelyeT HaXOUThCs 10 MEUIIMHCKUM HabmoaeHueM. [lanmenTkam ¢ runepTpuriannepuieMueit
Ha ¢oHe mpuema mnpenaparoB s MI'T, Takke cieayeT HaXOAHWTHCS ITOJ METUITUHCKUAM
HaOJr0IeHUEM, T.K. UMEIOTCS COOOLIEHHs 00 OYEHb PEIKUX CIIydasiX 3HAUYUTEIbHOTO OBBIILICHHS
KOHUEHTPALUU TPUTJIMLEPHUIOB B TUIa3Me KPOBH, UTO CIIOCOOCTBYET Pa3BUTHUIO IAHKPEATUTA.
OK30r€HHbIE 3CTPOr€Hbl MOT'YT BBI3bIBATh WJIHM YCYI'YOJSITh CHUMIITOMBI HAcl€JCTBEHHOI'O HU
IPUOOPETEHHOTO0 aHTMOHEBPOTUYECKOTO OTEKA.

OCTporeHs! yBEIMYUBAIOT KOHIEHTPALIMIO THPOKCUHCBSA3BIBAIOIIETO III00YIHNHA, YTO IPUBOJUT K
o0uieMy yBEJIIMYEHHIO KOHILIEHTpAMM LUPKYJUPYIOUIMX TOPMOHOB IIUTOBUIHON KENe3bl
(onpeznensieTcs Ha OCHOBAaHMM COJEpXaHMUA HoJa, CBSA3aHHOIO C OellkaMu), KOHIIEHTpaluu
tupokcuHa (T4) — xpomarorpadudeckuil UiaM pailOMMMYHHBIM aHAJIW3 WIM TPUHOATHPOHUHA
(T3) — pammoummyHHBIH aHanu3. TecT 3axBaTa MEYEHHOTO TPUHOATHPOHHMHA MOKA3bIBACT
MOBBIIICHHYIO KOHLIEHTPALMIO TUPOKCUHCBSA3bIBaIOLIET0 Tio0ynrnHa. KoHleHTpanum cBoOOIHbBIX
ropmoHoB T3 u T4 00biuHO He M3MeHstoTCs. KOHLEHTpaly ApYrux CBS3bIBAIOIIUX OEJNKOB B
miasmMe KpoBu (Hampumep, TpanckopTuH U ['CIIY) MOryT Takke MOBBILIATHCS, YTO MPUBOJIUT K
YBEJIUYECHUIO KOHLIEHTPALUU LUPKYJIUPYIOLIUX ITTIOKOKOPTUKOCTEPOUIOB U MOJIOBBIX TOPMOHOB.
KonnenTpanuu cBOO0JHBIX UM OMOJOTHYECKH aKTUBHBIX TOPMOHOB HE H3MEHSIOTCs. Bo3MoXkHO
yBEJIMYEHUE KOHIICHTPALUH APYTUX IJIa3MEHHBIX O€JIKOB (CUCTEMbI aHTMOTEH3UHOTeH/pEHUHA, O-
l-anTUTPUIICHH, LEPYIOIUIa3MUH).

[Tpumenenne MI'T He ynyuraer KOrHUTUBHBIE PyHKIMH. MIMel0TCss cOOOIIEHHS O TOBBIILICHUH
pHUCKa pa3BUTHUS JEMEHILIMH Y JKeHILUH, HauaBmux npuMeHenne MI'T (komOMHHpOBaHHON WM
TOJILKO 3CTPOreHCOIeprKalleii) mocie 65 ner.

JunaporectepoH + 3CTpaanoIl HE ABIISIETCS] KOHTPALENITUBHBIM CPEJICTBOM.
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IMosbmuienune AJIT

Bo BpeMsi KIMHHYECKHUX HUCCIEIOBAaHUI C MAallMEHTKAMHU, MOJIYYaBIIMMU JIeYeHHE OT UH(EKIUH,
BBI3BaHHBIX BUPYCOM renaTura C (BI'C), KOMOWHUPOBAHHBIM pexKUMOM
oMOHWTaCBUp/MApUTAIPEBUP/PUTOHABHD C JnacaOyBupoM U 0e3 Hero, mnossimieHue AJIT,
IPEBBINIAIOIIEE BEPXHIOI IPAHUILy HOPMBI OoJiee yeM B 5 pa3, ObIJI0 3HAUYUTENIBHO 00JIee YacThIM
y KEHIIMH, TPUMEHSIOMINX JIEKaPCTBEHHbIE MPEenapaThl, COACPKAIINE dTHHUIICTPAIUON, TaKUe
KaKk KOMOMHMPOBAaHHBIE TOPMOHAJIbHBIE KOHTpalenTuBbl. Kpome Toro, Takke cpeau manueHToK,
MOJIyYaBUINX [JIeKanpeBUp/muOpeHTacBup, moBbilieHne akTuBHOCTH AJIT nHabmomamoch y
YKCHIIMH, TPUMEHSBILIUX JIEKAPCTBEHHBIE TPEMapaThl, COACPKAIIUE STHHUIICTPAINOIN, TAKHE KaK
KOMOMHHPOBaHHbIE TOPMOHANILHBIE KOHTPALEHITUBBL. Y KEHIINH, IPUMEHSIOLINX JIEKAPCTBEHHBIC
npenaparthl, KOTOPBIE COAEpXkKAT OSCTPOTEHBI, OTIMYHBICE OT JTUHWIICTPAANOINA, TAKHE Kak
3CTpaauod, yactoTa noseimeHust AJIT Obla Tako# ke, Kak y >KeHIINH, He MOJIyYaloluX HUKaKIX
ACTPOTCHOB; OJHAKO M3-3a OTPAHWYECHHOTO YHCIA >KCHIIMH, MPUHUMABIINX 3CTPOTCHBI THIIA
ACTpaauoiia, CJIeAyeT COONI0AaTh OCTOPOKHOCTh MpPH  OJHOBPEMEHHOM MPUMEHEHUU
oMOuTacBUpa/MapuTAIPEBUPA/PUTOHABAPA ¢ KOMOWHHUPOBAHHBIM PEXKHMOM, COCTOSIIUM W3
oMmOuTacBUpa/mapuTanpeBupa/puToHaBupa ¢ qacabyBUpoM WM 0e3 Hero, a TakkKe C PEKUMOM,
COCTOSIIIMM U3 TJIeKanpeBupa/muopeHTacsupa (cm. paszaen 4.5).

BcnoMorarenbHEIE BEIIeCTBA

JlaHHBI TpenapaTr COAEPKUT JaKTO3bl MoHoruapar. [lamueHTam ¢ peako BCTpeYaroleuncs
HACJIEICTBEHHOW HEMEPEHOCUMOCTHIO TaIaKTO3bl, Ae(PUIIMTOM JIaKTa3bl JOMApPEH WU TIIOKO030-
raJlaKTO3HOM MaababCcopOIMelt He ClieyeT MPUHUMATH 3TOT Mpermapar.

4.5. B3ammopeiicTBHe ¢ JpPYrUMH JIEKAPCTBEHHBIMH NpenapaTamMM © JApyrue BHBI

B3aUMO/1eCTBUA

Bausaue APYTUX JCKAPCTBCHHBIX ITPCIIapaToOB Ha KOM6I/IHaHI/IIO 3CTPOTCHHIPOreCTAreH:

e Meraboau3M 3CTporeHa M IporecrareHa MOXET YCHJIMBATbCA NPH OJHOBPEMEHHOM
npuéMe ¢ mnpenaparaMu-MHAYKTOPaMU MHUKPOCOMAJIbHBIX (DEPMEHTOB NEUEHU CHCTEMBI
mutoxpoma P450 (u3opepmentoB CYP2B6, 3A4, 3AS5, 3A7): npoTUBOCYA0POKHBIMU
(penobapbOuTan, KapOaMasenuH, (dbeHuTONH), MPOTUBOMHUKPOOHBIMU u
MIPOTUBOBUPYCHBIMU IIpenapaTamu (pudamMnuiuH, pugaOyTuH, HEBUPANHH, Y3paBUPEH3).

e [IpenapaTsl pacTUTETHLHOTO MPOUCXOKICHUS, COEpHKAIIE 3BepOOOH MPOABIPSBICHHBIH
(Hypericum perforatum), moryT ycuauBaTh MeTabOJIU3M 3CTPOr€HA M ITPOrecTarcHa.

e PuronaBup u HeNUHABUP XOTS M U3BECTHHI KaK cHIIbHBIe UHTHOUTOPBI CYP3A4, AS, A7,
IpU OJHOBPEMEHHOM IPUMEHEHUH C TOJOBBIMH TOPMOHAMHU MOTYT YCHUJIUBaTh HUX

META00JIN3M.
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e VYcuieHne MeTabolu3Ma dCTPOreHa U Iporecﬂgglzilé:%%&éi&ﬁmlr E‘Bé’llig;llllll%c}l

CHM>XXCHUEM 3(1)(1)6KT21 OT MPUMCHCHHUA IIp€riapaTa M HU3MCHCHUEM HWHTCHCHUBHOCTHU
KPOBSAHUCTBIX BBIACICHUN M3 BlIarajIuIia.

Bangaue MI'T ¢ scTtporeHaMu B cOCTaBe Ha APVYIUE JIEKAPCTBEHHBIE CPEJCTBA

Coo6maeTc;1, 4TO TOPMOHAJIBHBIE KOHTPALCITUBEI, COACPKAIMHUE OCTPOICHbI, 3HAYHUTCIBHO
CHMIKAIOT KOHICHTPALMIO JIJAMOTPU/P)KWHA B IJIa3ME€ KPOBH IIPHU UX OJHOBPEMCHHOM IMIPUMECHCHU U
H3-3a YCHUJICHUSA POoUCCCa NIIOKYypOHUJAAIUN JIAMOTPUIPKHUHA. DTO MOXKET CHU3UTH KOHTPOJIb HAal
CYAOPOKHBIMH ITPpUITaAIKAMMU. XOTs MOTEHIIMAILHOE B3aHMOJCHCTBHE MCXKAY IpernaparaMu IJId
MCHOHaYBaHLHOﬁ FOpMOHﬂJ’IBHOfI TEpallii U JaMOTPHIKNHOM HE€ H3Yy4YaJlOCh, OXHIAACTCsA, 4YTO
HO,I[O6HOC BSaHMOHeﬁCTBHC CYWECTBYET U IIPU OJHOBPEMCHHOM IIPUMCHCHHHU Y KCHIIMUH MOXKCT
IMPUBCCTH K CHUKCHUIO KOHTPOJIA Ha/l CYJOPOKHBIMU ITPUITaIKAMHU.

q)aDMaKOZ[I/IHaMI/I‘IeCKI/Ie JICKAapCTBCHHBIC BBaHMOHGﬁCTBHﬂ

Bo Bpemsi KIMHUYECKUX HUCCIIEJOBAHMN Yy MallMEHTOK ¢ BUpycoM rematuta C, MOIyYaromux
KOMOWHUPOBAHHBI  PEKUM  JICYCHUS  OMOHMTACBUPOM/TIAPUTANPEBUPOM/PUTOHABUPOM  C
nacabyBupoM u 0e3 Hero, nosbimeHre AJIT, npeBblliatoiiee BEpXHIOW T'PaHHUIy HOPMBI OoJiee
4eM B 5 pa3, ObUIO 3HAYMTENBHO OOJIee YacCTBhIM Yy KCHIIMH, MPUMEHSIONINX JIEKAPCTBEHHBIC
npenaparbl, COAEpKallhe STUHWIACTPAANOJ, TaKMe KaK KOMOWHHMPOBAHHBIE TOPMOHAJIbHBIC
KOHTPALICTITUBBL. Y JKEHIINH, TPUMEHSIOMNX JIEKapCTBEHHbIE MpEenaparhbl, KOTOPHIE COJIEPKaT
ACTPOTEHBI, OTIUYHBIE OT STUHUWIACTPAINOIIA, TAKHE KaK dCTPaauoll, yacToTa mosbimenus AJIT
ObUIa TaKOM KC, KaK Yy JXKCHIIMH, HC IOJYYAOIUX HUKAKHUX OCTPOIrCHOB; OAHAKO H3-3a
OIrpaHUYCHHOI0 4YHucCjia JKCHIOWH, IMMPUHUMABIIUX OCTPOICHBLI THIIA OCTpaauoia, CJICAYyCT
co0ur01aTh OCTOPOXKHOCTh npu OJIHOBPEMEHHOM MPUMEHEHUU
oMOuTacBUpa/mapuTanpeBUpa/pUTOHABAPAa ¢ KOMOMHHUPOBAHHBIM DPEXKUMOM, COCTOSIIIUM U3
oMOHUTacBUpa/mapuTanpeBUpa/pUTOHABHpA ¢ Jaca0yBUPOM UM O€3 HETo, a TaKKe C PEKHMOM,
COCTOSIIIUM U3 TIeKanpeBupa/mudpentacBupa (cm. pazaen 4.4).

BausHue 3cTporeHa Ha Apyrue JeKapCTBEHHbBIE CPEJICTBRA:

OCTporeHsl MOTYT BJIMATH Ha METAa0O0NIM3M JAPYrHMX JIEKAPCTBEHHBIX CPEICTB 3a CYET
KOHKYPEHTHOTO CBSI3bIBaHUS C H30epMeHTamMu cucteMbl muroxpoma P450 (CYP),
Y4acCTBYIOIIMMHU B UX OHMOTpaHchopMaliu. IT0 HEOOXOAUMO YUYUTHIBATH JIJIS [TPENapaToB C y3KUM
TEpaNneBTUUECKUM HHJEKCOM, TakuX Kak Takpoaumyc u nukiocnopu A (CYP3A4, 3A3),
dentanun (CYP3A4) u teopummmn (CYP1A2), Tak kak JaHHBIN BUJ B3aUMOJCUCTBUS MOXKET
IPUBECTH K YBEIMUYEHHUIO KOHLEHTPALMU B IJIa3M€ KPOBM BBIIICYKAa3aHHBIX IpENapaToB N0
TOKCHUYECKOT0 YpOBHs. B CBsI3u ¢ 3TUM MOXeT MOTpeOOBaThCs TIIATEIbHOE HAOIIOJIEHUE 3a
IPUEMOM JIEKAPCTBEHHBIX CPEACTB B TEUYEHUE UIMUTEIBHOIO INEPHOJAa BPEMEHHM M, BO3MOXKHO,

YMCHBIICHUC O3Bl TAKPOJIUMYCA, q)CHTaHI/IJ'Ia, OUKIIOCIIOpUHA Aun TCO(I)I/IJIJ'II/IHa.
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Uccnenoanus 1no M3y4eHUIO B3aUMOJCHCTBHUS C npyrﬂilllgfﬁggaﬂ&%é}ﬁﬁ,wgﬂeﬁépﬁréﬂﬁ HE

MIPOBOJIUITUCK.
4.6. DepTUIBLHOCTD, 0€PEMEHHOCTDb U JAKTALUA

bepemeHHOCTD

[Ipumenenue quaporecTepoHa + 3CTpaanoiia BO BpeMs 0€peMEHHOCTH MPOTUBOITOKA3aHO.

[Ipn BO3HHMKHOBeHMH OcpeMeHHOCTH Ha (OHE MpHeMa IMpemaparta, CIeAyeT HEeMEJICHHO
MIPEKPATUTh €T0 MPUMEHEHHE.

JlakTamus

[Ipumenenue quaporecTepoHa + 3CTpaaroia MUHHM B TIEPHO/T JIAKTAIIUH TPOTUBOIIOKA3aHO.

DdepTUabHOCTD

JunporectepoH + 3cTpanon He MPUMEHSETCS Y AKEHILIUH PENPOIYKTUBHOTO BO3pacTa.

4.7. Bausinde Ha CNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPEACTBAMH M PadoTaTth ¢
MeXaHu3MaMH

[Ipenapat He OKa3bIBA€T 3HAYMMOI'O BIUSHUS HA CIIOCOOHOCTh K YNPABICHUIO TPAHCIOPTHBIMU
cpencTBamMu U paboTe C MEXaHU3MaMU.

4.8. HexxesaTesIbHbIE peaKIIHU

Pesrome mpoduisg 6e3onacHOCTH

B KIMHMYECKHMX HCCIIEIOBAHUAX Yy MANMEHTOK, TIIOJy4aBIIMX TEPalHui0 KOMOHMHAIMeH
JTUAPOTEeCTEPOHTICTPANOI, Hanboiee 4acTO BCTpPEUYalIMCh: rojioBHas 0oyib, 00Jb B KUBOTE,
HarnpsbKeHne/00JIe3HEHHOCTh MOJIOYHBIX JKelle3 ¥ O0JIb B CITUHE.

Pesrome B hopme TaOIUIBI HEXKETATENbHBIX PEAKIINN

HexenatenbHble peakiuu, BO3MO>XKHBIE Ha tdone Tepanuu KOMOHMHaIuen
TUAPOTECTEPOHTICTPATNON, pPaCIpe/leieHbl M0 CHCTEMHO-OPraHHBIM KJlaccaM C YyKa3aHHeM
Y4aCTOTHI UX BOSHUKHOBEHHS COTJIACHO pekoMmenaanusm BO3:

odeHb yacto (>1/10), gacro (ot >1/100 go <1/10), meuacto (ot >1/1000 mo <1/100), penko (ot
>1/10000 mo <1/1000), ouens peaxo (<1/10000), yactoTa HeM3BeCTHA (HEBO3MOXKHO OLIEHUTH IO

UMEFOIIUMCS TaHHBIM).

CucremMHo- Ouenb yacto |Yacto HeuacTto Penxo
OpraHHBIN KJIacc
corsacuo MedDRA
WNudexnnn 1 nHBa3UU Kannumos Muctur
BJIarajuina
JloObpokauecTBEeHHbIE, YBennuenue pazmepa
3JI0KAYeCTBEHHbIE U MHOMBI
HEYTOYHEHHBIE
HOBOOOpa30BaHUs

11
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T —— (MTOCTEQOBATENRROCTE 000T)
TTOJIHITHI )
Hapymenus co I'emonuTnyeckas
CTOPOHBI ~KPOBH | aHeMus™
nuMpaTHIECKOMH
CUCTEMBI
Hapyumenus co l'unepuyBCcTBUTEND-
CTOPOHBl MUMMYHHOI HOCTb
CUCTEMBI
Ilcuxmueckue Henpeccus, Hsmenenune mmuoumo
HapyILIeHUs HEPBO3HOCTh
Hapymenus co|l'onoBHas 601p | Murpens, Menunarunoma*
CTOPOHBI HEPBHOI TOJIOBOKPY>KEHUE
CUCTEMBI
Hapymenus co YBenuueHue
CTOPOHBI oprasa KPUBU3HBI
3peHus POTOBUIIBI®,
HEMEPEHOCUMOCTh
KOHTAKTHBIX JTUH3*
Hapymenus co Wndapkr
CTOPOHBI cepALa MHOKapJa
Hapymenus co Benosznas WNucynpr*
CTOPOHBI COCY/IOB TPOMOOIMOOTHS™,
apTepuabHas
TUIIePTEeH3HS,
60e3Hb
nepudepruaecKux
COCYZIOB,
BApUKO3HOE
pacipeHnre BeH
Kemynouno- Bboib B )xuBoTe | TomHoTa, pBoTa, |ducnencus
KUILIEYHBIE METEOPU3M
HapyIIeHUs
Hapymenus co Hapymenne ¢yHkimm
CTOPOHBI TI€YEHU U neyeHu (MHOTIA B
JKETYEBBIBOSIINX COUYETaHHH C
nyTei JKENTYXO0M, acTeHuen
WM HEZIOMOTaHUEM U
0O0JIBIO B )KHBOTE),
3a0oseBaHus
KEITIHOTO TTY3bIpS
Hapymenns co Koxnsle AHTHOHEBPOTHYE
CTOPOHBI  KOXH WU aJJIeprudeckue CKHH OTEK,
MOJIKOKHBIX TKaHEeH peakuuu y3J0Baras
(manpumep, spuTeMa*,
KOYKHAs ChITIb, cocyamcTas
KpanuBHUIIA, ypIypa;

KO>KHBIH 3y/1)

XJI0a3Ma Wik
MEJTIaHOICPMHUSI,
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TUTEOUEATENT S {bphie Mok
COXpaHSTHCA MOCTIe
MpEeKpaIicHus
npreMa
npemnapara*®
Hapymienus co | boinb B crinne Cyaoporu MBIl
CTOPOHBI MBIIIIEYHOH, HIDKHHAX
CKEJIETHOMN u KOHEYHOCTeH™
COEIMHUTENBHON
TKaHH
Hapymenus co|Hampsokenue/ | Hapymienus YBenuueHue
CTOPOHBI 00JIe3HEHHOCTh | MEHCTPYaJIbHOTO | MOJIOYHBIX JKeJIe3,
PENPOTYKTUBHON MOJIOYHBIX [UKJIa (BKIIIOYAs | IpeIMEHCTPYaTbHBINA
CHCTEMBI U MOJIOYHBIX | KeJIe3 «MaXKYITHE CHHJIPOM
Kenes KpPOBSTHUCTBIE
BBHIJICIICHUS B
MIOCTMEHOTIay3e,
METPOpPparuio,
MEHOpparuio,
osuro-/
aMeHopelo,
HEperyJsipHbIe
MEHCTpYaIlHH,
JIUCMEHOPEIO),
00116 B 0OMacTH
Taza, UI3MEHEHHE
BJIar JIMLIHOU
CeKpennu
OO6mme HapyIieHUs U AcTteHnueckue
peakum B MecTe COCTOSTHHS
BBEICHUSA (cmabocTs,
HEJIOMOTaHue,
yCTaJocTh),
nepudepuIecKue
OTEKH
JlaGoparopHbie u [ToBeimenue CHMXEHNE MacChl
WHCTPYMEHTAJbHEIE Macchl Tena Tena
JTAaHHBIS

* HexxenmaTenbHBIE p€aKkuru, MOJTYYCHHBIC B CIIOHTAHHBIX COO6HI€HI/I$IX, HO HE Ha6J'IIO)IaBIHI/ICC$I B
KIIMHHUYCCKHUX MCCICAO0OBaHUAX.

Omnmcanue OTACIBHBIX HEXCIIATCIbHBIX DeaKHI/II\/’I

Jlpyrue HexenarelbHble pEaKIUH, BBI3BAHHBIE IPUMEHEHHEM KOMOHMHALMM ACTPOreHa U

nporecraresa (BKJItouYasi AUIpOrecTepoH-+3CTpaanon).

e JloOpokadecTBEHHBIE, 3JI0Ka4E€CTBEHHBIE u HEYTOYHEHHBIE HOBOOOpA30BaHUSA:
ACTPOreH3aBUCHUMBIE JOOPOKAYECTBEHHbIE U 3]I0Ka4eCTBEHHbIE HOBOOOPA30BaHMsI, B TOM YHCIIE

PaK SHAOMETPHUA U PAK AMNYHUKOB. VBeanueHne pasmME€pa MCHUHT'MOMBI.
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. inlale OBL HOCTE 00017
e Hapymenus co CTOpOHbI UMMYHHOM CUCTEMHL: CHCTeMﬁaH'R—ﬂ)E 'agBJ%@f Tk 00017)

e Hapymenus Metabonu3Ma ¥ MUTAHUS: TUTIEPTPUTITUIICPUIEMUSL.

e HapymieHuss co CTOpPOHBI HEPBHOW CHUCTEMBI: BEPOSITHOCTH Pa3BUTHS JIEMEHIIUH, XOpes,
MIPOBOIMPOBAHUE TIPUCTYIIOB YIIICTICHU.

e HapymieHus co CTOPOHBI COCY/IOB: apTepralibHasi TPOMO0IMOO0IHSI.

o Kenymo4HO-KHUIIIEUHBIC HAPYIICHUS: TAaHKPEaTUT (Y MAIIMCHTOK C THIIEPTPUTIIALICPUICMUEH ).

e HapymieHus co CTOPOHBI KOKHU ¥ MTOJKOXKHBIX TKaHEeW: MHOTO(OpMHas dpUTemMa.

e HapymieHus co CTOpOHBI TOYEK U MOYECBBIBOISIIMX ITyTEH: HEACP)KaHUE MOYH.

e HapymieHuss cO CTOPOHBI PEHNPOJAYKTHBHOW CHCTEMBI M MOJIOUHBIX JKene3: (GuOpo3Ho-
KHACTO3HAsI MacTOIMATHS, SPO3HS ICHKHA MATKH.

e Ob6ocTtpenue nophupum.

e JlabopaTopHble W HWHCTPYMEHTAJIbHBIC JAHHBIC: TOBBIIICHHEC KOHIECHTPAIMH THPEOHTHBIX

TOPMOHOB B IIJIa3M€ KPOBH.

Puck pa3ssutng paka mosogHoii xeae3sl (PMXK)

VY JKeHIMH, IPUHUMAIOIIUX KOMOMHUPOBaHHbIE A3CTPOr€H-IIPOreCTareH-coIeprKalliue mpenaparsl
Ha IpoTsoKeHHH S5 u 6omee puck PMIK o 2 pa3 Beiie.

[ToBbiieHne pucka y >keHIIMH, nonxydaBminx MI'T Tonbko 3cTporeHoM, ObLJIO MEHBIIUM I10
CPaBHEHUIO C KEHIIWHAMU, MMOIYy4YaBIIUMU KOMOMHMpoBaHHYI0 MI'T scTporeH-mporecrareHoM.
BennunHa pucka 3aBUCHT OT NPOAOJIKUTEIBHOCTH JICUECHMUS.

Jlanee mpeAcTaBiIeHbl pacyeTHblE BEIUYMHBI aOCOJIIOTHOIO PpHUCKA, OIpeJeleHHbIe 10
pesyibTaTaM KpYyHMHEWIIero paHIOMHU3MPOBAHHOTO I1J1a1le00-KOHTPOIMPYEMOTO HCHBITAHHS
(uccnemoanne WHI) u kpymnueiiiero mera-aHain3a MPOCIEKTUBHBIX SITHAEMHOIOTUYECKUX

HCCIEeN0BaHuN

Kpynneiimumii MeTa-aHaIM3 MPOCHEKTHUBHBIX JMUIEMHOJIOTMYECKUX UCCIIeI0BAHNH
PacueTHblil 1OMOJHUTEIbHBII PUCK PAKa MOJIOYHOM KeJjie3bl Mocje S-JIeTHEro JieYeHUus y

senmmn ¢ UMT 27 (kr/m?)

Bospact Yacrora Ha 1000 manueHTox, OTtHo1ieHue JlononHuTensHOE

Ha Hukoraa He nonmyyasmux MI'T, | puckos KoJm4ecTBo ciydaes Ha 1000
MOMEHT 3a S-netHut mepuoxa (50-54 YKEHILUH, MPUHUMABIIINX
Hayana roja) MI'T uepes 5 net

MI'T

(romamr)
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COOTEBETCTBYET 2KI

— -
o UL

MI'T B BHe MOHOTEPAIIHH CTPOreH-CoXepRamuMu fipenaparamu — - -5

50 13,3 1,2 2,7
KomOuHMpoBaHHAsi 3CTPOreH-MPOrecTareHoBas Tepanus
50 13,3 1,6 8,0

[Ipumeuanue: Tak kak 3aboneBaeMocth PMK paznuuaercsa B crpanax EBpocoro3a, KOIM4ecTBO

JOIIOJTHUTECIIBHBIX CITy4acB PMX taxxe MeHsAEeTCS MIpOoIopurOHAJIbHO.

PacueTHblii [ONMOJIHUTEJbHBIA PHCK PpakKka MOJOYHOH KeJyie3bl

npuMeHenus y sxenmun ¢ UMT 27 (kr/m?)

nocJye 10-1erHero

Bo3spact Ha

MOMEHT HUKOTJa HE
Hayaia

MI'T (50-59 ner)*
(rozpr)

Yacrora Ha 1000 nanpeHTOK,
MOJTy4aBIITUX

MI'T, 3a 10-nerHuii mepuoj

OrtHoOIIEHHE

PHUCKOB

JlomonHUTETbHBIE CTyYau Ha
1000 MAIMEHTOK,
npumenssimx MI'T, uepes 10

JICT

MI'T B BHIe MOHOTEPANIHHU 3CTPOT€H-COAEPKAIMMHI NpenaparaMmu

50 26,6 1,3 7,1
Kom0OuHnpoBaHHasi 3¢TPOreH-NpPorecTareHoBas Tepanus
50 26,6 1,8 20,8

* C yueToM (oHOBOIT yacToThI y xeHmuH ¢ UMT 27 (kr/m?) B Arrmmu B 2015 T.

Ipumeuanue. T10CKONbKY UCXOAHAS 4aCTOTA CJIy4aeB paka MOJOYHOMW >KeJe3bl SBISETCS pa3HOU

B KaKgoH CTpaHC EBpocorosa, YUCJIO OOIIOJHUTCIBHBIX CIIy4acB paKa MOJIOYHOM JKeJIe3bl TaKKe

6yz[eT OTJIMYAThCA B TPONTOPIHUOHAIIBHOM COOTHOIIICHUH.

Hccaenoanus WHI (CIHIA) — nonoiHUTENbHBI PUCK PaKa MOJIOYHOM Kejie3bl mocie S

JIET IPUMEHCHUSA

Bospact 3aboneBaeMoCTh

JKEHIIMH,

Ha 1000

MMPpUHHUMABIINX

1ane0o Ha MPOTSKEHUH S JIeT

OTtHoI1IEHHE

pHUCKOB 1 95%

hiyi|

JlononHuTensHOe
KosnnvecTBo ciydaeB Ha 1000
KCHIIHH,
MI'T B teuenue 5 ner (95%
AN)

IMPUHUMABHIINX

JCTPOreH-coep Kalme nNpenaparbl (KOHLIOTHPOBAHHBbIE JIOIIATUHbIE 3CTPOreHbI)

50-79 21 0,8 (0,7-1,0) -4 (-6 — 0)?

JcTtporeH + mporectareH (KOHbITHPOBAHHbIC  JIOMIAJAWHBIE JICTPOreHbl U
MeIPOKCUIIPOrecTepoOHa anerar)®

50-79 17 1,2 (1,0-1,5) +4(0-9)
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COOTBETCTBYET 3KCINEPTHOMY OTYETY
ot 21 'IZZ:::IE-i Mz 23039 B
* Korma ananu3 ObUT OrpaHUYEH JKEHIIMHAMU, KOTOI‘)MIEI'H'I/JEGILIEH:IFI'é "Hdﬁﬁﬁl\'fr'aﬂpf' MIT 1o

BKJIFOUEHUsSI B HUCCIICJIOBaHHME, HE OBUIO OOHAPY)KCHO TOBBIIICHHS PUCKA B IEPBBIC 5 IIET
JICYCHUS: TIOCIIE 5 JIET PUCK OBbUI BBIIIE, YeM Y HUKOT/1a He mpuHuMaBimmx MI'T.
2 — rpynmna xeHuH B uccienoBannn WHI ¢ ynaneHHON MaTKoO#, y KOTOPBIX HE OOHAPYKEHO

nosbleHue pucka PMXK.

Pax sunomerpus (PD)

Kenuwunvl 6 nocmmeHnonayse ¢ Heyoal1eHHOU MAMmKOU

Puck P3O cocrasnsier npumepHo S cirydaeB Ha 1000 >xeHIuH ¢ MaTKOM, He ucnob3yomux MI'T.
JKenmuHaM ¢ MaTkoi He pekoMeHaytoTces npenaparsl MI'T, conepaxalyie TOIBKO 3CTPOreHbI, TaK
KaK 3TO MOBbIIIAET puck PO. B 3aBUCUMOCTH OT IPOIOKUTEIEHOCTY MOHOTEPAIIMH 3CTPOTr€HaMU
U J103bl, TOBBIILIEHHE pucka PO no pe3ynbTaTam 3nMuaeMHUOJI0THUECKUX UCCIEA0BaHUN BapbUPYET
oT 5 710 55 TONOIHUTENBHBIX TUAarHOCTUPOBAHHBIX ciydyaeB Ha Kaxable 1000 xeHInH B Bo3pacre
50-65 ner.

JloGaBieHne mporecTareHoB K MOHOTEpANUU SCTPOr€HaMHd MUHMMYM B TeueHue 12 qHeil nukia
3HAYMTEIBHO COKpAIaeT 3TOT IOBBIMICHHBINH puck. B uccaemoanmun MWS (Million Women
Study) npumeHeHre KOMOMHUPOBAHHBIX (IIUKIMYECKUX WM HEMpPEpbIBHBIX) pexxumoB MI'T Ha
NPOTSHKEHUE 5 JIET He MOBBIIIANO PUCKA paka dHIoMeTpHs (oTHOcUTebHbIN puck — 1 (0,8 —1,2)).
Pak snuHnka

[Tpumenenne MI'T Tompko scTporeHoM unM KomOuHupoBaHHas MIT sctporeHoMm u
IIPOreCTareHoOM COIPOBOXAAJIACh HE3HAUMTEIbHBIM IMOBBIIIEHUEM PUCKA JAMATHOCTHPOBAHHOIO
paka sMYHUKOB. J[aHHbIE MeTaaHaNN3a 52 3MUIEMUOJOTHYECKUX HCCIIEI0OBaHUI YKa3bIBAIOT HA
MOBBILICHHBIN PUCK Pa3BUTHS paKa SMYHUKOB y JKEHIIMH, UCIOJB3YIOUIMX B HACTOSILEE BPEMS
MI'T no cpaBHEHHIO € )KEHIIIMHAMU, KOTOpPbIE HUKOTrAa He ucnonb3oBanu MI'T (oTHoIeHHE prcka
1.43, 95% AN 1,31-1,56). J{ns >xenmumH B Bozpacte oT 50 go 54 ner, npuaumasmux MI'T B
TEUEHUE 5 JIET, 3TO MPUBEJIO MPUOIUZUTEITHFHO K OJHOMY JIOMOJHUTENIbHOMY ciaydato Ha 2000
NalUeHTOK. Y JKeHIMH B Bo3pacte oT 50 go 54 ner, xortopele He mnpuHumanu MI'T,
IpUOJIM3UTENBHO Y ABYX >KeHIIMH U3 2000 TuarHocTUpyeTcs pak SMYHUKOB B TE€UEHUE 5 JIET.

Puck BeHO3HOI TpOMO0OAIMOOINH

[Tpu MI'T oTHOCHTENBHBIN PUCK BEHO3HOI TpoMO03Mb0anu (BTI), To ecTh TpoMO030B ri1yOOoKHxX
BEH HIKHUX KOHEYHOCTEHW WM JIerO4YHOM aprepuu mnossimaercs B 1,3-3,0 pasza. Takoe
oclio)kHEeHue Oomee BeposTHO B mepBblid rogq MI'T, yem B mocnemyromue Trojsl. Pe3ynbTarhl
uccinenosanuss WHI nipencraBieHsl HUXKE:

HUccaenoanus WHI (CLIA). lonosnurtenbhblil puck BTD B TeueHnue 5 et npuMeHeHust
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COOTBETCTEBYET 3KCNEFPTHOMY OTYETY
o1 21.10.2024 N2 23035
Bospacr 3a6oneBaemocts  Ha 1000 ||OtHOMEAME - F HomonkmTemnRoe ' = YUY T

KEHIIHH, NPUHUMABIIUX | pUCKOB U 95% | xonmuuecTBO ciyyaeB Ha 1000
miane6o Ha npotspkernu S ner | A JKSHIIMH, MPUHUMAaBIINX
MI'T

Hepopa.nbnoe NPUMEHCHUE 3CTPOI€HOB B BUIE MOHOTepal'[I/II/I3

5059 7 12(0,6-2,4) |1(-3-10)

KomOnHupoBaHHasi mepopajibHasi 3CTPOTeH-NPOrecTareHoBasi Tepanus

5059 4 23(1243) |[5(1-13)

3 I/ICCJ'IGI[OBaHI/ISI C YYaCTHEM KCHIIINH C FI/ICTepBKTOMHefl B aHAMHE3¢€

Puck wumemMuueckod O0JI€3HH cepilla HE3HAYUTENILHO IMOBBIIIEH B TPYIIE MOJb30BaTeNeh

koMOuHupoBanHoit MI'T B Bo3pacre crapiie 60 Jer.

Puck wumemuyeckoro wuncynpta (HMU). Ilpuem MOHOACTPOreHOBBIX W KOMOWHHPOBAHHBIX

npenapatoB MI'T cBSI3bIBalOT ¢ MOBBIILIEHUEM OTHOCUTEIBHOIO PUCKA PA3BUTHUS HIIEMHUYECKOIO
MHCYJIbTA 10 1.5 pa3. Puck remopparndeckoro MHCyJpTa He noBbIaercs Bo Bpems MI'T.
OTHOCUTEIBHBIM PUCK HE 3aBUCUT OT BO3pacTa wiu npogopkurenbHoctd MI'T, Ho, Tak Kak
UCXOJHBIA PUCK CHWJIBHO 3aBHCHT OT BO3pPAcTa, TO B UTOI'€ PUCK MHCYJbTA y jKeHIIUMH Ha MI'T
YBEJIUYUBAETCS C BO3PACTOM.

Hccnenoanuss WHI, komOmHupoBaHHble. JlONMOMHUTENBHBII PHCK HIIEMHYECKOI0

HﬂchIl)Ta4 B TeUueHue S jer NMPUMEHEHUSA

Bospact 3aboneBaemMocth Ha 1000 | OTHOIIEHHE JlononHuTensHOE
YKEHIIMH, MPUHUMABIIUX | pUCKOB U 95% | xonmmyecTBoO ciiydaeB Ha 1000
mane6o Ha npotspkenun S et | AU YKEHIMH, IPUHAMABIINX

MI'T B TeueHue 5 ner

5059 8 13(1,1-1,6) |3(15)

# ymemudeckuil ¥ reMopparuyecKuii MHCYIBT HE pa3ieeHbl

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxHo coo0mare O MOA03pEBACMbIX HEXENATENbHBIX pEeaKIUsIX I0Cle PErucTpaIiu
JIEKapCTBEHHOTO Iperapara ¢ [elibl0 00ecTeyeHns HepephIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIO Ipenapara. MeIunuHCKUM paOOTHUKaM pPEKOMEH]yeTCs
coo0IaTe O JIIOOBIX MOJO3PEBACMbIX HEKEJIATENIBHBIX PEAKIMIX JIEKAPCTBEHHOI'O Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOIEHHUS O HEeXKEJIaTeNIbHBIX PeakIUsIX TOCyAapCTB — YICHOB
EBpa3uiickoro 5KOHOMHUYECKOI0 COK03a:

Poccuiickas @enepanus
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 21.10.2024 N2 23039
b 000

denepanpHas cyxkba o Haa30py B chepe 3ap ooxpaﬁgﬂ{;{%;-_lEJ': BATENBHOCTE 0001)

Anpec: 109012, r. Mocksa, CiiaBsiHCKast miiomiaib, 1. 4, ctp. 1
Tenedon: +7-800-550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHHKAIIMOHHOM ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

DcTpaanon U AUIPOreCTEPOH — BELIECTBA C HU3KOW TOKCUYHOCTBIO.

CuMITOMBI

B cniydae nepeo3upoBKH MOTYT pa3BUTHCS TaKHE CUMIITOMBI, KaK: TOIIHOTA, PBOTA, HAIIPSHKEHUE
MOJIOYHBIX JKeJie3, TOJIOBOKPYXKCHHE, O0lb B 00JacTH XHBOTA, COHJIMBOCTH/CIA00CTH U
KPOBOTCUCHHE «OTMEHBIY.

Jledyenue

CHMIITOMaTHYECKOE.

5. DPAPMAKOJIOT'MYECKHE CBOMCTBA

5.1. ®apmakoauHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTUUYECKas TpyIna: MOJOBbIE TOPMOHBI U MOAYJSATOPHI IMOJOBOM CHUCTEMBI;
recTareHpl B KOMOHWHAIlMU C OCTPOT€HAMH; TeCTareHbl W JCTPOTeHBI, (UKCUPOBAHHBIC
KOMOWHAITHH.

Kox ATX: GO3FA14.

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC 3d)d)eKTLI

JuaporectepoH+acTpaanon MNpeAcTaBiseT codoil komMOMHMpoBaHHBIN npenapaT st MI'T u
COJEPKHUT 2 NEHCTBYIOUINX BEIECTBA: CTPOreH 3CTPAAUOII U MIPOreCTareH AUIPOreCTEPOH.
OnHO U3 NIEHCTBYIOIIMX BEIIECTB Ipernapara — CUHTeTH4ecKuil 17B-3cTpaanos, UAEHTHYEH IO
XMMHUYECKOMY COCTaBy M OHOJOTMUECKOMY JEHCTBHIO 3HJOTC€HHOMY JKEHCKOMY IOJOBOMY
TOPMOHY 4Y€JIOBEKa 3CTPaaUOy. DCTPasnuoil BOCHOIHIET AE(OUIUT ICTPOrEHOB B OpPraHU3ME
JKEHIIUHBI B TIOCTMEHOIAay3€ W KYNHUPYeT CHMIITOMBbI MEHOMNAay3bl B T€UEHUE MEPBBIX HEAEINb
TEPaINH.

MI'T nmuaporecTepoHOM+3CTPAAMOIOM  IPEAYIPEXKIAECT IOTEP0 KOCTHOM Macchl B
IIOCTMEHONAY3aJIbHOM IIEPUOJIE WIIN TI0CIIE OBAPUIKTOMHH.

[Iporectaren auaporectepoH >3(QexTUBEH MpH MpHeMe BHYTPb M 00JadaeT CXO0Xel ¢

MNapCHTCPAJIbHO BBOAUMBIM MPOTrC€CTCPOHOM AKTUBHOCTBIO. HpI/I IIpOBCACHNU MI'T MMPUMCHCHUC
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 21.10.2024 N2 23039

JMJIPOTECTEPOHA O00ECIEUYNBACT ITOJTHOIICHHYK cexpef%?raEﬂﬁ;@ﬂ)%ﬂgﬁﬁ%: Bﬁzr&\/'r'elrbm

CHW)Kasi TEM CaMbIM PHCK Pa3BUTHUS TMIICPIUIA3UH SHIOMETPHS Ha (OHE mpruema 3CTporeHa.

5.2. apmakoknHeTHYECKHE CBOIiCTBA

OcTpaaunon

Abcopbyus. BcacblBaHHe 3CTpajnoia 3aBUCHUT OT pa3Mepa 4YacTUll, MHUKPOHHU3WPOBAHHBII
ACTPAINON OBICTPO BCACHIBACTCS U3 KENYAOYHO-KHIIEYHOTO TpakTa. Himke mpuBoauTcs Tadnuima
CO CpEeIHMMH 3HAYCHUSIMU (PAPMAKOKMHETUYECKUX MapaMeTPOB CTAOWIBHOTO COCTOSHUS
acrpaauona (E2), acrpona (E1) u actpona cynbdara (E1S) mis mo3s1 actpaaunona 1 mr:

Icempaouon 1 me

E2 El E1S
Crnax 71 (36) (ir/mut) 310 (99) (rir/mm) 9,3 (3,9) (ur/mm)
Chin 18,6 (9,4) (ir/mn) 114 (50) (mr/mom) 2,099 (1,340) (ar/mmn)
Cav 30,1 (11,0) (rr/m) 194 (72) (ur/mm) 4,695 (2,350) (ur/mi)
AUC 024 725 (270) (nr*u/mmn) 4767 (1857) (ir*q/mur) 112,7 (55,1) (ar*u/m)

Pacnpeoenenue. DcTporeH MOXHO OOHAPYKUTH KaK B CBSI3aHHOM, TaK U B CBOOOTHOM COCTOSTHUH.
[Tpubmu3uTenpHo 98-99% 1M03bI ACTpaarona CBSA3BIBAIOTCS C OCIKAMH IUTa3Mbl, U3 KOTOPBIX
npubsmsutensio  30-52% ¢ anpOymumHOM U npubausuTenbHo 46—-69% ¢ rnoOynuHOM,
cBs3bIBaronuM nonoBbie Topmonsl (['CIID).

Memaboauzm. Ilocne mpuema mnpenapara BHYTPb, ICTPAaUON OBICTPO METAOOIUZUPYETCS.
OcHOBHBIE HEKOHBIOTUPOBAHHBIM M KOHBIOTHPOBAHHBIH METaOOIHMTHI — 3CTPOH M 3CTPOHA
cynbdar. DT MeTabOIUTHI MOTYT MPOSIBISITh CTPOTEHHYIO aKTUBHOCTh KaK CaMH, TaK M MOCIe
MpeBpalleHusl B ACTPAAUON. OCTpoHA CyiabhaT MOXKET MOJBEPrarhbCs BHYTPUIICYCHOUYHOMY
MeTaboIu3MYy.

Onumunayus. DCTPOH W OCTPATUON BBIBOASATCS C MOYOM, MPEUMYIIECTBEHHO B (opme
rIoKypoHu10B. Ilepuoa momyBeiBeneHus coctaBisieT 10—16 gacoB. DcTporeHsl BBIACTSAIOTCS C
MOJIOKOM KOPMSIINX MaTepeu.

Ho3o06as u spemennas 3asucumocmu. I1pu exeTHeBHOM IIpreMe TaOJIETOK MpernapaTa B JO3UPOBKE
1 mMr + 5 Mr BHYTpb, cTaOUIIbHAS KOHIICHTPAIIHSI CTPAINOIIa JOCTUTACTCA IMOCye S THEH mpueMa,
yaiie Bcero k 8—11 ansm.

JlnaporecrepoH

Abcopoyus. Tlocne mprema BHYTPh OBICTPO BCACBHIBACTCS U3 HKEIYAOYHO-KHUIIEYHOTO TPaKTa.
Bpems nmoctmkeHust MmakcuMmasibHONW KoHIEHTpanuu (Tmax) oT 0,5 mo 1,5 wacoB. AGcomroTHas
OMOMOCTYNMHOCTh JuaporecrepoHa mnpu po3ze 20 Mr BHYTpb (Ipu cpaBHeHHMM ¢ 7,8 Mr

BHYTPUBEHHO) cocTaBisieT 28%.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 21.10.2024 N2 23039

B Tabnuue npuBencHsl cpeqHue 3HAYCHUS (e pM%OKﬁE@ﬁWﬁJ&H%@% EraBrtdioro

coctosHus nuaporectepona () u nuruapomuaporecrepona (AI'/]) ans auaporecrepoHna B 103€ 5
MTI'.

Juopozecmepon 5 m2

A ArJ
Cmax (Hr/™MI1) 0,90 (0,59) 24,68 (10,89)
AUCo-t (ur*u/mi) 1,55 (1,08) 98,37 (43,21)
AUCinf (Hr*u/min) - 121,36 (63,63)

ITocne ogHOKpAaTHOrO MpueMa nuuia 3aJ4ep’KUBACT MUKOBYK) KOHLUEHTPALUIO TUIPOreCTEPOHA B
ma3Me MpuUMEepHO Ha | wyac, 4YTO MNPUBOAUT K CHUKEHHUIO MHMKOBBIX KOHLIEHTpaUUl
JUAPOrecTepoHa B I1a3Me npuMepHo Ha 20%, He BIIUssA Ha CTETIEHb 3KCIIO3ULIMH IUIPOreCTEPOHA
u A/,

Pacnpeoenenue. Ilocne nepopanbHOro npuemMa AUAPOrecTepoOHa BUANMBINA 00beM pacipeIeeHUs
ABJISIETCS] 3HAYUTENbHBIM U cocTaiigeT okono 22000 n. duaporecrepon u '/l cBs3biBaroTcs ¢
IPOTEUHAMH I1JIa3Mbl KpoBU Oosiee, yeM Ha 90%.

Memabonusm. Tlocme mpuema BHYTPh IUAPOTECTEpOH ObICTpo Merabosmsupyercs B L/
Konnenrpanus ocHoBHoro metrabonura 20-o-auruapoaunporecrepona (JII'/]) mocrturaer nuka
gyepe3 TOT K€ IPOMEKYTOK BpeMeHH, uTo U nujiporectepoH. Konuenrpanus I/l B mina3me kpoBu
3HAYMUTENIbHO BbIIIe, YeMm auaporectepona. Otnomenuss AUC (tutomaau moj KpuBoH) U Cmax
(mMakcumanbHOM KoHIeHTpauuu) JI'JI u maumporectepoHa coOCTaBISIIOT mpumepHo 25 u 20,
COOTBETCTBEHHO. CpelHU Nepro/l oIyBbIBeAeHUs aAuaporecrepona u JI'/] cocraBnser okono
15 wacoB. OOmeli 0coOEHHOCTBIO BCEX META0ONUTOB SBISETCS TO, UYTO KOHGUTYpalUs
POIUTENBCKOTO cOeANHEeHUs 4,6-TueH-3-0Ha OCTaeTCs HEW3MEHHOW W OTcyTcTBHE 17-anbda
TUAPOKCHIIUPOBAHUA. DTO OOBICHSIET OTCYTCTBHE 3CTPOTEHHOTO M aHAPOTEHHOTro 3(P¢eKToB
JTUIPOTECTEPOHA.

Onumunayus. llocme mpuemMa BHYTPh MEUYEHOrO AWApOTrecTepoHa B cpeaHemM 63% 1103bl
BBIBOJIUTCS ¢ MOUYOH. Buanmmebrii oOmuii KIMpeHC AUAPOTecTepoHa U3 IJIa3Mbl B OpTaHH3ME
SIBJISIETCSI BBICOKMM M cocTaBiisier mpumepHo 20 yi/muH. [lonHOe BBIBEIEHHE IUIPOTECTEPOHA
npoucxoauT yepe3 72 vaca. J{I'J] BEIBOAUTCS ¢ MOYOM NMPEUMYIIIECTBEHHO B (popMe KOHBIOTATa
TJIFOKYPOHOBOM KHCIIOTHI.

llozo6as u epemennasn sasucumocms. GapMaKOKMHETHKA HOCUT JMHEHHBIM XapakTep, Kak Mpu
OJHOKPATHOM, TaK U MHOTOKPAaTHOM JO3UpOBaHWU B MHTepBasie OT 2,5 no 20 mr. CpaBHeHue
KHHETUKN OJTHOKPATHOW M MHOTOKPATHBIX 7103 MOKA3bIBAET, 4To apmakokuHeTnka J| u '/l He

HU3MCHSAIOTCSA B PE3YJIbTATC MOBTOPHOI'O IIpUEMa A03bI.
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5.3. lanHble TOKJIUHUYECKOH 0€30MaCHOCTH
OTCYTCTBYIOT COOTBCTCTBYIOIINEC OOKIMHHUYCCKUC NAHHBIC, KOTOPBIC AOIOJIHAIN 6131 JaHHBIC,
y)K€ yKa3zaHHbIe B Jpyrux pazzgenax OOImiell XapaKTepUCTUKH JICKapCTBEHHOTO Ipernapara

(OXJII).

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorare/ibHbIX BellleCTB
JlakT03B1 MOHOTHIpAT

['nnpomennosa E15

Kpaxman Kkykypy3HbIi

Kpemuust 1MOKCH KOJITTOUAHBIN

Marnus cteapar

[1nenounas 000JI0UYKa

['oToBast mieHOYHast 00otouKa (Oernas)

Kpacurens xene3a okcu sxentoiit (E172)

Kpacurens xene3a okcua kpacHsblit (E172)

170071

['unpomennosa E5 unu DS

Makporon 6000 (ToTUITUIIEHTITMKOJb)

Turana auokcun (E171)

[Tommcopbar 80 (Trun 80)

Kpacurens xene3a okcun xxentoiii (E172)

Kpacurens xene3a okcua kpacuslii (E172)

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rozxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU
Xpanuts ipu Temnepatype He Boitre 30 °C.

6.5. Xapakrep u coaepkaHue NEPBUYHON YIIAKOBKH

IIepBuuHas ymakoBKa JI€KapCTBEHHOI'O IIpenapara

[To 28 Tabnerok TmOMEHIAIOT B KOHTYPHYIO SYEHKOBYIO YINAKOBKY M3  IUICHKH
MOJIMBUHWIXJIOPUAHON WM  MOJMBUHUIXJIOPUIHON/TIOIMBUHUINACHXJIOPUIHON U QoJbIu

AJTIOMUHUEBOM NI€YaTHOMN JTaKUPOBAHHOM.
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Bropnynas ymakoBKa JIEKQPCTBEHHOI'O IIperapara

ITo 1 wau 3 KOHTYPHBIX STUEKOBBIX YIIAKOBOK BMECTC C JINCTKOM-BKJIAJIBIIICM IMOMCIIAIOT B [IAYKY
u3 KaproHa. Ha madky MokeT ObITh HaKJI€eHa CaMOKJIesINascs 3TUKeTka u3 Oymaru. [lauku
MOMEIIAIOT B TPYMIIOBYIO Tapy.

6.6. OcoOble Mepbl MNPEeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIM OTX0A0B, TOJYYEHHBIX TOCJe NpPUMEHEeHHs
JIEKAPCTBEHHOT'0 MPenapara, u Apyrue MAaHUILYJISIIIHN ¢ IPenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA
Poccniickas @enepanys

000 «PapmacunTe3-TrOMEHB»

625059, TromeHnckast 00:1., T. TromeHb, TpakT Benmxanckuit 7 km, 1. 2
Ten.: 8 (345) 239-38-56

Anpec snekTpoHHO# mouThl: info-pst@pharmasyntez.com

7.1. IlpeacTaBUTEb J€pPKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIpereH3un HOTDC6I/IT6J'I€I71 HaIrpaBJIATh 110 aApPECy.

Poccniickas @enepanus

000 «DapmacunTe3-TIOMEHB)»

625059, Tromenckas o0:1., T. TroMeHb, TpakT Benuxanckuit 7 km, 1. 2
Ten.: 8-800-100-15-50

Anpec 3nekTpoHHOM mouThl: INfo-pst@pharmasyntez.com

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. IATA TEPBUYHOMN PETMCTPAIIMM (IIOJATBEPXKJIEHUWSI PETHCTPAILINU,
INEPEPETUCTPALIMN)

JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepHcTUKa JeKapcTBeHHoro mnpenapata J[ms)XKenc ¢emunu pgocTynHa Ha

I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO O9KOHOMHYCCKOI'0O COr3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHUKAIMOHHOM cetn «HTepHeT» hitp://eec.eaeunion.org/
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