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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

HnsoXKenc sctpu, 0,5 Mr, Cynmno3uTOpuu BaruHAJIbHbBIE.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB
JleicTByro1ee BEMECTBO: 3CTPHUOIL
Kaxxnprit cynmosutopuii conepxut 0,5 Mr actpuoiia.

[ToHBIN TepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Cynnosutopuu BaruHajabHBIE.

Cynno3utopuu TopreaooopazHoil ¢popmbl 0T 0enoro a0 6eIoro ¢ KOpUYHEBATHIM OTTEHKOM
nsera. Ha cpese cymnmosutopuss He NI0JDKHO ObITh BKpamieHuid. Ha npopoiasHOM cpese

JIOITyCKAETCsl HAJIMYME BO3TYITHOTO CTEPKHS MIJIM BOPOHKOOOPA3HOTO YTITyOJICHHS.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO
[Tpenapat JnsoKenc sctpu rnokasaH K IPUMEHEHHIO Y B3POCIIBIX KEHIIUH.

e 3amectuTtenbHas ropmonanbHas tepanus (3I'T): neyenue arpoduu cau3ucToi 0607I0UKH
HIDKHUX OTJIEJIOB MOYEBBIBOISIIMX M TIOJIOBBIX IIyTEeH, CBA3aHHOW ¢ AeduuuToMm
JCTPOTE€HOB Yy KEHIIMH B IOCTMEHONIAY3€.

e [lpen- u nmocieonepanyioHHas Tepanus *KEHUIMH B MOCTMEHONAY3aJbHOM IEpUOJIe MPH
MIPOBEJICHUH XUPYPTUYECKOTO BMEIIATENbCTBA BIATATUIIIHBIM JIOCTYIIOM.

e B kauecTBe BCHOMOIaTeIbHOTO JAMATHOCTHUYECKOTO CPEACTBA NIPU IOJO03PUTEIHLHOM
pe3ynbTaTe Ma3ka u3 ek MaTku Ha oHkorutonoruio (ITAIl-rect, knacc 11) y xenmun
B MEHOIIay3€e PH 0OHAPYKEHUH aHOMAJIbHBIX KJIETOK Ha (POoHE aTpohUUECKUX U3MEHEHHUH.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexum go3upoBaHus

[Tpenapat nssXKeHc 3cTpH CONEPIKUT TOIBKO ICTPOTEH, IOATOMY MOKET IPUMEHSATHCS Y HKEHILNH
C UHTAKTHOM (COXpaHEHHOW) MaTKOM UJIM TUCTEPIKTOMUEHN B aHaMHe3e (C yJaJIeHHOM MaTKOM).

3amecmumenvuas 2opmonanvnas mepanus (3IT): newenue ampoghuu cauzucmoti 060104Ku
HUJICHUX OMOE08 MOYEBbl80O0AWUX U NOTOEbIX NYMell, C6A3AHHOU ¢ 0ePUYUMOM ICMPOSEHO8 Y

HCEHWUH 6 nOCMMeEHonayse
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ITo 0,5 mr (1 cynmo3suTopuii) B CyTKH €KeHEBHO B Teublittieprh -2 3tdféls Akt atsro

10 4-X Henenb), 3aTeM IOCTENEHHO CHUXKAIOT /103y, OCHOBBIBASICH HA TMHAMHUKE CUMIITOMOB /10
JTOCTIOKEHUS nojiiepskuBatoieit 1o3sl — 0,5 mr (1 cynmosutopuit) — 2 paza B HEAEIIO.
Ilpeo- u nocneonepayuonnas mepanus OJHCEHWUH 6 NOCMMEHONAY3AIbHOM Hepuooe npu
npoGedeHUlU XUPYpeU4ecko20 6MeulamenbCmed 1a2aiuuiHblM 00CMynom
[To 0,5 mr (1 cynno3urtopuii) B CyTKM B TeueHHe 2 Heaelb a0 onepanuu; mno 0,5 mr (1
CYNIO3UTOPHUIO) 2 pa3a B HEJENIO B TEUCHHUE 2 HEJIENb MOCIIE ONePaLIUH.
B kauecmee 6cnomocamenvho2co OUASHOCMUYECKO20 Cpeocmeéa npu  NnoO03PUMeNbHOM
pe3yibmame mMazka u3z weuku mamku Ha oukoyumonozuro (I1AI1-mecm, xknacc Ill) y sicenwun 6
MeHonayse npu 00HapyHceHuy aHOMAlIbHLIX KIeMOoK HA (poHe ampoghuueckux usmeHeHull
ITo 0,5 mr (1 cynno3utopuii) uepes J1eHb B TeUeHUE 1 Heenu nepes B3ATUEM CIIEAYIOLIEro Ma3Ka.
B cnyuyae mpomycka HeoOXOOUMO BBECTH CYNIO3UTOPHM cpa3y ke, Kak TOJIbKO MaI[MeHTKa
BCIIOMHHUT 00 3TOM (HE JOJKHBI BBOJUTHCS 2 CYIIIO3UTOPUS B JIEHB), B AalbHEHIIIEM BBEICHUE
npernapara npoBOJST B COOTBETCTBUH C OOBIUHBIM PEXXMMOM J03UPOBAHMUSL.
Kenmunsl, He nomyyatoiue 31T win KeHIMHBL, KOTOPbIE IEPEBOAITCS ¢ PEKUMA IOCTOSIHHOTO
npremMa KOMOMHUPOBAaHHBIX mpenaparoB it 31T, MoryT HauMHaTh MPUMEHEHUE Mpenapara B
moboii nenb. [Ipu nepexose ¢ MUKIMYECKOTO WM HEMPEPHIBHOTO MOCIEAOBATEIBHOIO PEKUMA
3I'T npumenenue npenapara Jns)XKeHc acTpu cienyer HauMHATh HA CIEAYIOIIMNA JEHb IOCie
3aBepiieHus npeapaymero mukia 31T,
Jnis Tepanuu cUMOTOMOB JAe(UIMTa 3CTPOT€HOB y KEHIIMH B IOCTMEHOIAy3e HEeoO0XO0JIUMO
OPUMEHATh HaUMEHbIYI0 3(PQPEKTUBHYIO 103y B T€UEHHME Hamboiee KOPOTKOTo MPOMEXYTKa
BpPEMEHH.

eTH
ITpumenenne npenapara syKeHce actpu y neteit 1 noapocTkos 10 18 et He moka3aHo.

Crooco0 rmpuMeHeHus

WnuTpaBaruHanbHO, BedepoMm nepea cHoM. Cynmo3uTopuil cieayeT BBOAUTH TIIYOOKO BO
BJIATaJIMILE, B TIOJIOKEHUH JIe)Ka HA CIIUHE.
4.3. IlpoTuBONOKA3aHUS
e ['unepuyBCTBUTENBHOCTh K 3CTPUONIY MM K JIOOOMY M3 BCIIOMOTaTElIbHBIX BEILECTB
npernapara, NEpeuncIeHHbIX B paszaene 6.1;
® IMarHOCTHPOBAHHBIN, B aHAMHE3€ WJIU 110/103pEBAEMBbIN pak MosIouHOM xene3sl (PMIK);
® IMarHOCTHPOBAHHBIE ACTPOT€HO3aBHCUMBbIE OITYXOJIH WU [TOI03PEHUE Ha HUX (Hampumep,
paK SHIOMETpus);
e KpPOBOTECUEHHE U3 BIArajuila HESICHOM 3THOJIOTUY;

® HCJICUCHAA T'MIICPIIIA3Us QHAOMCETPUS,
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rTyOOKHX BEH, TPOMOO3MOOIIHS JISTOYHON apTepHH );

NOATBEPXKIEHHBIE TpoMOO(dMiIMuecKre HapylieHus (Hanpumep, aeduuut mnporenna C,
nporenHa S wiu antutpomOuna Il u T. 1.);

apTepuanbHbIi TpoM0O03 uiu TpoMO03IMOous (ATDI), B ToM uucie uH}apKT MUOKapaa,
UHCYJIBT, 1IepeOpOBACKYJISIPHBIC HAPYLICHUS, WIH TPOJAPOMAIIBHBIC COCTOSHHS (B TOM
quCciIe TPAH3UTOpPHAs WIIEMHYECKash aTaka, CTCHOKAap/us), B HACTOAIIEEe BpeMs HIU B
aHaMHe3e;

3a00JICBaHUE TICUYECHU B OCTPOH CTaauM WM 3a00JIeBaHUE TICUCHH B aHAMHE3e, TOCIe
KOTOPOTO IMOKa3aTeNn (YHKIIMH IIEYCHN HE BEPHYJIUCH K HOPME;

nopupws;

6epeMeHHOCTB " ICpUuoJ rpyaAHOoro BCKapMJIMBAHUS.

4.4. OcoOble yKka3aHMsl M1 Mepbl NPeI0CTOPOKHOCTH NIPH NIPUMEHEHUH

C 0CTOPOKHOCTBIO

I[J'IH)KCHC 9CTPHU CIICAYCT MPUMCHATH C OCTOPOKHOCTBIO, 11O/ TIHATCIIbHBIM Ha6J'IIO,I[eHI/IeM Bpayda

IPY HAIWYHH, B TOM YUCIIE B aHAMHE3€, JTFOOBIX U3 HUKETIEPEUNCICHHBIX 3a00JIeBaHII/COCTOSHUMA

i (HaKTOPOB PHCKA:

nefiomuoma (pubpoma MaTKH) UK SHAOMETPHO3;

(akTopsl prcKa pa3BUTHS TPOMOO30B 1 TpoMOOIMOOHiA (M. HIke moapasaen «OcooObie
yKa3aHUs»);

(akTOpBl pUCKA 3CTPOT€HO3aBUCUMBIX OMyXoJel (B TOM 4YHcie, HAIMYME B CEMEHHOM
anamue3e PMX y poacTBeHHUKOB 1-i1 JIMHUU (MaTh, CECTPHI));

apTepuanbHas TUIIEPTEeH3US;

00pOKaueCTBEHHBIE OITYXOJIH MeYeHH (HallpuMep, aJIeHOMa MEYEeHH);

caxapHbIi AuabeT ¢ quabeTHYeCcKOi aHruonaTuen uim 6e3 Hee;

JKelTueKaMeHHas 00JIe3Hb;

XKenTyxa (B T. 4. B aHaMHe3€ BO BpeMs IIPE/IIEeCTBYIONIEH OepeMEeHHOCTH);

XpOHMYECKast cepJeuHasi MM 0Ye4Hasi HeI0CTaTOYHOCTD;

MUTPEHb WM TOJIOBHAs 00JIb TSXKEON CTEeTeH!;

CHCTEeMHas KpacHast BOJTYaHKa;

THIIEPIUIa3ns SHAOMETPHUS B aHaMHe3e (CM. Hibke mopasaen «OcoOblie yKa3aHus»);
ATHIICTICHS,

OpoHXMabHAasl aCTMa;

OTOCKIJICPO3;
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® ceMelHas TMIEPIUIONPOTENHEMHUS; (NOCNEAOBATENBLHOCTL 0002)

® [IAHKpPCATHUT.

Oco0ble yKazaHus

3I'T ¢ uenblo JIeYeHUS] CUMITOMOB Je(UIIUTa 3CTPOr€HOB HEOOXOIMMO MPOBOJIUTH TOJBKO B
OTHOILIEHUU CUMIITOMOB, HEOJIArOMPUSATHO BIUSIONIMX HA KAUe€CTBO U3HM JKeHIIUHBI. He MeHee
1 pa3a B rojx cienyer NpoBOAUTH TIIATEJIBHYIO OLIEHKY COOTHOIIEHHUS «IIOJB3bl — PUCKAY,
MPOJODKEHHE Tepanmuu OOOCHOBAHO TOJBKO B CIy4yae NPEBBIIICHHS] TOJb3bl IMPUMEHEHUs
npenapara HaJ puckoM. CyIiecTBYIOT OrpaHMYEHHbIE JOKA3aTeIbCTBA PUCKOB, CBSI3aHHbIX ¢ 31T
IPY JICYCHUH TIPEKICBPEMEHHON MeHomay3bl. BBUIY HHU3KOTO aOCOIIOTHOTO PUCKA Y MOJIOJIBIX
KCHIIMH COOTHOIICHUE «I0JIb3a — PUCK» Y HUX OJaronpusTHEe, YeM y KEHIIUH 0oJiee cTapIiero
BO3pacTa.
Meouyuncroe obcrnedosanue/nabarooenue
[lepen wawamom wim Bo3zoOHOBIeHWeM 3I'T mocie ee mpepbiBaHUS HEOOXOIUMO COOpaTh
MOPOOHBI WHAWNBUAYAIBHBIA W CEMEHHBI aHAMHE3, MPOBECTH OOIIUN M TMHEKOJIOTHYCCKUN
OCMOTp (BKJIIOYAst 0OCIeJOBaHNE MOJIOYHBIX JKeNIE3 U OpraHoB Mayoro tasa). B mepuoj tepanuu
PEKOMEHIyeTCsl MPOBOAUTH MNEPUOJUUYECKHE MEAUIMHCKHE OCMOTPBI, YacTOTa U XapakTep
KOTOPBIX ONpeAeNsieTcs WHANBUIYaIbHO. JKEHIIUHBI JOHKHBI OBITH MPOUH(OPMUPOBAHBI O
HEOOXOMMOCTH COOOIIEHUS Bpady O BO3MOXKHBIX H3MEHEHHAX B MOJIOYHBIX JKelle3ax.
OO0cnenoBaHus, BKIIOYas COOTBETCTBYIOLIUE METO/IbI BU3YAIU3AIMH, HAIPUMEP MaMMOTpaduio,
HEOOXOJUMO TPOBOJUTH B COOTBETCTBHH C MPUHSATHIMU B HACTOSIIEE BpeMs CTaHAApTaMU
00cie10BaHus M B 3aBUCUMOCTH OT Ka)KJJOTO KOHKPETHOTO Cyyasl.
Ipuyunel Ons HemeONeHHOU OmMeHbl mepanuu
Tepanuto ciieqyeTr HEMEUIEHHO MPEKPATUTh B CIydae BBISBICHUS MPOTUBOINOKA3aHUN U NpU
BO3HUKHOBEHUH CIEAYIOIIHNX COCTOSHMI:

e KENTyXa WK yXyIIIeHHe PYyHKIUU TTeYEHU;

® 3HAYUTEIBHOE MOBBIIIEHUE aPTEPUATLHOTO JaBICHUS;

® BO3HHKHOBEHHE rOJIOBHOW OOJH MO TUITY MUTPEHHU;

e OEpEeMEHHOCTb.
T'unepnnasus u pax sHoomempusi
V JKEHILMH C UHTAKTHOW MAaTKOM MpHU JIUTEIbHOW CUCTEMHOM MOHOTEpAIUU 3CTPOreHaMU PUCK
BO3HUKHOBEHHUSI TUTIEPIUIA3UU U PaKa YHJAOMETPUS MOBBIIIAETCS.
IToka3aTenu CUCTEMHOM HKCIIO3MIMM ICTPHOJA, coaepxkalerocss B npenapare imsoKenc scrpu
(CymImo3uTopuu BaruHaJIbHBIC), TIPH JO3MPOBAHUHM B PEKUME 2 pa3a B HEICTIO OCTAIOTCS
OJIM3KUMHU K JMAa30Hy, HOPMaJbHOMY JUIS IOCTMEHOMAay3allbHOTO Tiepruosa. He pekoMmenayercs

I[O6aBJ'IeHI/Ie K JICHCHHIO ITpOorecrarcHa.
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ACTPOTE€HOB, NPEIyCMATPUBAIOLIUX  HWHTPAaBarMHAJbHOE  BBEJEHUE, OKOHYATEIbHO HE
yctaHoBieHa. [loaTomy nmpu moBTOpHOM JIeYeHUU HEOOXO0IMMO HE MeHee | pas3a B roji MpOBOIUTD
OIIEHKY €r0 3(h(PEKTUBHOCTH.

HekoHTponupyemass CTUMYJSALUS 3CTPOI€HOB MOXET IPUBECTH K IPEIPAaKOBOW WM
3JI0KaueCTBEHHOM TpaHc(HOpMaIK OCTATOUHBIX 0YaroB 3H0MeTpro3a. [loaTomy pekoMeHayeTcs
co0roaaTh OCTOPOXKHOCTh IIPU MIPUMEHEHUH ITOTO Mpenapara y *KEeHIIUH ¢ TUCTEPIKTOMHUEN 10
IIOBOJY 3HJIOMETPU03a, 0COOEHHO €ClIM Y HUX HaOII01aeTCsl OCTaTOYHBIN 3HJOMETPUO3.

[Tpu nosiBneHuu B 000 MOMEHT BPEMEHHU B XOJI€ JICUEHHs] KPOBOTEUEHUN MM «MaKyILUX»
BBIJICIIEHUIT HEOOXOIMMO YCTAaHOBHTh WX NPHUUMHY. Takoe HCClIeOBaHUE MOXKET BKIIIOYATh
IpOBEIeHUE OMOICHH SHIOMETPHS, KOTOpas MO3BOJIUT HCKIIOYHUTH JIF00O0E 3JI0Ka4eCTBEHHOE
00pa30BaHUs SHIOMETPUS.

Jlis npenynpexaeHusi CTUMYJILUN SHIOMETpUs CyTouHast Ao3a npenapata Jns)Kence sctpu He
nomkHa npesbimark 1 npuem (0,5 mr actpuona 1 pa3 B cytku). He cienyer npuMeHsTh 3Ty
MaKCHMaJbHYIO 103y B TeUeHUE Oosiee 4-X HEAeb.

Pe3ynbTaThl 0IHOTO MHMAEMHOIOIMYECKOI0 UCCIIEIOBAHUS MTOKA3aIM, YTO JAJIUTEIbHOE JICUeHHE
HU3KUMH JI03aMHU 3CTPUOJIAa NEPOPAIbHO, B OTIMYUE OT MHTPABArMHAJIBHOIO €ro NPUMEHEHHMS,
MO’KET IOBBIIIATh PHUCK Pa3BUTHS paka SHAOMETpUA. ODTOT PUCK MHOBBILIAICA COpPa3MEpPHO
MPOJOKUTEILHOCTH JICUEHHUS U HcYe3al B TEUEHHUE OJHOI0 roJla Mocie MPpeKpalleHus! Teparuu.
[ToBblmIeHHBI ~ pUCK ~ Kacaics,  IJaBHBIM ~ o0Opa3oM,  MEHee  MHBAa3MBHBIX U
BBICOKOIU((HEepEeHIIUPOBAHHBIX OITyXOJEH.

Pax monounoti scenesvr (PMIK)

ONUaEeMUOJIOTUYECKUE JaHHbIE TPOBEACHHOIO KpPYIMHOrO MeTa-aHajlu3a YKa3blBalOT Ha
OTCYTCTBHUE JIOTIOJIHUTENbHOIO pucka pazsutus PMXK y xenummn 6e3 PMXK B anamHuese npu
YCIJIOBUU BBEIECHUS HU3KUX J103 SCTPOr€HOB MHTpaBaruHajabHO. CBEIEHMS O TOM, IIPOBOLIMPYET JIN
MHTpaBaruHaJIbHOE MPUMEHEHNE HU3KHUX J103 SCTPOT€HOB PELMINB OHKOJIOTHUECKUX 3a00JIeBaHU
MOJIOYHOM K€JI€3bl, OTCYTCTBYET.

3I'T, ocoOeHHO KOMOMHHMpOBaHHasl Tepamusl ICTPOre€HaMHU M MPOTrecTareHaMu, MPHUBOAUT K
MOBBIIIIEHUIO MJIOTHOCTH MOJIOYHOM )KeJIe3bl TP MaMMorpaduu, YTO MOXKET OKa3aTh HEraTUBHOE
BJIMSTHUE HA PEHTTEHOJOTUYECKYIO TUArHOCTHKY paKa MOJIOYHOM JKeJe3bl.

Pe3ynbpTaThl KIMHMYECKHUX MCCIEIOBAaHUN TIOKAa3bIBalOT, 4YTO BEPOATHOCTb YBEIMYEHUS
MaMMOTpaprUecKOi MIOTHOCTH Y MAMEHTOK, MPOXOUBIINX TEPAIHIO SCTPUOIIOM, ObLIa HUXE,
4YeM y MALUEHTOK, MOIYyYarouX APYTUe TUIIBI 3CTPOTEHOB.

Pe3ynbTaThl paHIOMHU3MPOBAHHBIX IUIALE00-KOHTPOIMPYEMBIX HCCIEIOBaHUN, B TOM 4HCIE

uccienoBanus «MHummaruBa mo oxpane 310poBbs keHmuH (WHI)», mokazanu moBbilieHHE
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IporecTareH) rpemnapaTamMu, KOTOpO€E MPOSIBISIETCS IPUMEPHO uepe3 3 rojia TepamuH.

Monomepanus scmpocenamu

Uccnenosanue WHI He BbIsIBUIIO mOBBIIIEHHOTO prcka PMIXK y EHIMH C TMCTEPIKTOMMEH,
nonyvaromux 3T Tonbko MoHompemaparom sctporeHa. HalGutonaTenbHble HCCIENOBaHUS
PETUCTPUPYIOT HeOOJbIIOe yBEIHMUEHHE pucka guarHoctupoBanus PMIXK, opnako oH
3HAYUTEIBHO HUXKE, YEM Yy KEHIIMH, TPUMEHSIOMUX KomOunupoBanuyio 31 T.

Pak auunukoe

Pak su4HMKOB pa3BHUBaeTcs 3HAa4YUTENbHO pexe, yem PMIXK. JlnurtensHas MoHOTepanus
scTporeHamu (o kpaiineir Mepe 5—10 net) ObuIa conpspKkeHa ¢ HEOOIBIIUM YBETHUCHUEM PHCKA
paka SMYHUKOB. Pe3ylbTaThl HEKOTOPBHIX HCCIEJOBAaHUM CBHUJETENbCTBYIOT O TOM, urto 3['T
KOMOMHHUPOBAaHHBIMM IIperapaTaMyd HMMEIOT CXOJHBIM WJIM HE3HAuYUTEeJIIbHO MEHBIIMHA pPHCK.
HewusBecTHO, OTIMYAETCS 1M PUCK IIPU JUITUTEIILHOM IPUEME HU3KOAKTUBHBIX ACTPOI'€HOB (TaKUX
KaK 3CTPHOJ) OT TAKOBOT'O P MOHOTEPANUU APYTUMHU ICTPOr€HAMHU.

BTO

Cucremnas 3I'T cBsizaHa ¢ yBenuueHHeM pucka pazButus BTO (Tpom0Oo3a riay0okuX BeH WU
TpoMO03MOonuu eroynoi aprepun) B 1,3-3 paza. BepostHocTs pa3sutus BTO Boliie B TeueHue
nepBoro roga npumeneHus 31T, yem B 6osee MO3IHUE CPOKH.

VY nmanueHToK ¢ NoATBEPKAEHHBIM TpoMOodumuueckum coctostuueM puck BT Breicokuit, a 3I'T
MOJKET JTOTIOJHUTEIBHO €T0 YBEJIINYUBATh, B CBSI3U € 4eM y Takux keHIMH 31 T npoTuBonokasaxa.
OobmenpusHanHbIME (akTopamu pucka BTD sBisercss mpueM 3CTpOreHoB, MOXHUIONW BO3pacT,
OOLIMpHBIE XMPYPrHUECKHE BMEIIATENbCTBA, JJIUTENIbHAS HMMMOOWIN3ALMS, OXUpPEHUE
(UMT > 30 kr/m?), 6epeMeHHOCTH/TIOCIIEPOIOBEIH TIEPHOJI, CUCTEMHAs KpacHas BOTYAHKA U PAK.
He cymecTByeT e1MHOr0 MHEHUSI OTHOCUTENBHO BO3MOXKHON POJIM BAPUKO3HOTO PACIIUPEHUS BEH
B pasButuu BTO.

[Tocne m060r0 XMPYpPruuecKoro BMeIaTelbCTBa HE00X0JUMO MPOBOANUTE NpoduiakTuky BTO.
B cnyvae anuTenbHONM  MMMOOMIM3aMM, OOYCIIOBJIEHHOM IUIAHOBBIM  OINEpPaTHUBHBIM
BMEIIATENILCTBOM, cJielyeT BpeMeHHO OTMeHUTh 31 T 3a 4—6 Henenb 10 onepanuy 1 BO30OHOBUTH
TOJILKO ITOCJIE BOCCTAHOBJIEHUS IOJHOM MOOMIIBHOCTH YKEHIIIMHBI.

[Tpu orcyrctBun BTO B anamHe3e *EHIIMHBI, HO IPU HAJIMYUK TpoMOo3a B Bo3pacte MeHee 50
JeT y OmmKalIIMX pOJCTBEHHUKOB, PEKOMEHJIYEeTCS MPOBECTH CKPUHHHIOBOE OOCIEIOBAaHUE,
IpeBapUTeIbHO 00CY/IMB BCE €r0 OrpaHUYEHUsS (CKPUHHUHI MO3BOJSIET BBISIBUTH TOJBKO DS
TpoMOodmiIndeckux HapyumeHuit). I[lpu BBIIBIEHMH HapylIeHHUs, HE COOTBETCTBYIOIIETO

3a00JI€BaHUIO y POJCTBEHHUKOB, JTMOO MpU OOHAPYKEHHH «TKENOro» nedexra (Hampumep,
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ACTPUOJIOM NPOTUBOIIOKA3aHA.

JI1 JKeHIIMH, MONTyYarolliuX JJIMTENbHOE JIEUEHUE aHTUKOAryJITHTaMH, TpeOyeTCs TIIaTelbHOe
pPacCMOTPEHUE COOTHOIICHUS «Toyib3a-puck» 31°T.

B cinyyae pazsutus BTO Tepanuio npenapatoMm ciieyeT HEMEIJIECHHO NMpEeKpaTuTh. JKeHImHa
JIOJDKHA OBITH MTPOMH(POPMHUPOBAHA O HEOOXOIUMOCTH HEMEMJICHHOTO OOpalleHusl K Bpady Ipu
MOSIBIICHUH BO3MOXHBIX MPU3HAKOB TPOMOOIMOOIMUECKUX OCIOKHEHUH (Hampumep, oTéKa Hiu
00JIe3HEHHOCTH O XOJIy BEHbI HIKHEH KOHEUHOCTH, BHE3AIMHON O0JIM B IPYAU, OJBIIIKH U T.J.).
Hwemuuecxas d6onezuwv cepoya (MHC)

B panzoMU3MpOBaHHBIX KOHTPOJIUPYEMBIX KIMHHUYECKUX MCCIIEJOBAHUSAX HE OBLIO IMOIyYEHO
JAHHBIX, CBUACTEIBCTBYIOIIMX O ToM, 4T0 3I'T KOMOMHMpPOBAHHBIMU TMperapaTaMu WU
MOHOTEPAIHUS 3CTPOreHOM MOTYT HpPEayNpekaaTh pa3BUTHE WH(MAPKTA MUOKApA y >KCHIIUH C
UBC u Ge3 Heé.

Monomepanus scmpocenamu.

[To maHHBIM paHIOMH3UPOBAHHBIX KOHTPOIUPYEMBIX KIMHHYECKHX MCCICIOBAHUHN Y KEHIIUH C
rucrepakromueii B anamuese puck MbC mpu MoHOTepamuu 3CTPOT€HOM HE YBEIHYHMBAETCH.
AbcomotHbiil puck UBC Heckonbko yBennuubaercs npu 31T koMOMHUPOBaHHBIMU (3CTPOTeH +
IporecTareH) rpenapaTamu y naueHTok crapuie 60 yer.
Hwemuueckuu uncynom
Cucremnas 3I'T KOMOMHMPOBAHHBIMU TIpeNapaTaMyd U MOHOTEPAIUS 3CTPOT€HOM COMNPSKEHBI C
YBEJIMYEHUEM PUCKA UIIEMUYECKOT0 UHCYNbTa B 1,5 pa3za. OTHOCUTENBbHBIA PUCK C BO3PACTOM U
CO BPEMEHEM I10CIIe HACTYIUICHUSI MEHOTay3bl He MeHsieTcs. OJTHAKO UCXOHBIN PUCK WHCYIIhTA B
OOJBIIION CTETEHW 3aBHCUT OT BO3pPACTa, COOTBETCTBEHHO WM OOMIMIA PHCK HIIEMUYECKOTO
uHcynbTa Ha poHe 3I'T yBennuuBaercs ¢ BozpactoM. Prick remopparuueckoro uucynbsra mpu 3I'T
HE YBEJINYMBAETCS.
Oonospemennoe npumenenue npenapamos 0 nevenus cenamuma C
Nudopmanuto o moBsimeHnu ypoBHs AJIT y manueHTOK, MOTy4YaBIIMX KOMOWHHPOBAHHYIO
TEpanuo OMOUTACBUPOM / ITAPUTAIIPEBUPOM / PUTOHABUPOM M Jaca0yBUPOM C pUOABUPUHOM HITH
0€e3 Hero ¥ B COUYETAHUU C ICTPOreHOM (CM. pazzen 4.5).
Hpyaue cocmosanusi

e DCTPOTEHBI MOTYT BBI3BIBATh 3aJIEPKKY KUAKOCTH, TTOITOMY TMAIMEHTKHA C HAPYIICHUEM

(YHKIIHY ITOYEK HITH CEPACYHO-COCYTUCTOMN HETOCTATOUHOCTHIO TOJDKHBI HAXOUTHCS TTO]T
THIATEIEHBIM HAOJIOICHUEM Bpaya.
e JKeHImUHBI C yXKe UMEIOUIeHCs TUIIEPTPUIIIMLIEPUIEMHUEN B X0A€ TEpaluu 3CTPOreHaMU

WM 3aMECTHUTEIHLHOMN FOpMOHaJILHOfI TEpaAIMKU JOJDKHBI HAXOJUTHCA IOJ TIIATCIIBHBIM
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ot 05 11;3:4 M2 .__-1:_ 9 o
HaOJII0/IeHNEM Bpaya, NOCKOJILKY Ha (oke Tepani-ScTPoreHanit 5 yEHOBIsX T1OA06HOTO

poJia coo0IaI0Ch 0 PEIKUX CIy4asiX 3HAUUTEIbHOIO MOBBIILIEHUS TPUTIULIEPUIA B IIa3Me
KpPOBH, IIPUBOJIALIETO K Pa3BUTHIO ITAHKPEATUTA.

e DCTpOoreHsl MOBBIIIAIOT KOHIIEHTPAINIO TUPOKCUHCBs3bIBatoIIero riodynuna (TCI), uro
OPUBOJIUT K YBEIUYECHUIO OOIIEro YpOBHS LUPKYIHPYIOIIMX TOPMOHOB IIUTOBHIHOM
JKeJe3bl, KOTOPBIM OILIEHMBACTCS IO KOHIEHTpamuu OeikoBocBsizanHoro woma (CBN),
KoHIeHTpauun T4 (mo maHHBIM Xpomartorpaduu WM pagMOMMMYHHOTO aHalW3a) WA
KOHIeHTpauu# T3 (1o JaHHBIM paJIMOMMMYHHOTO aHanu3a). KoHueHTpanuu cBOOOTHBIX
T4 u T3 He u3MeHs0TC. BO3MOYKHO MOBBIIIIEHNE YPOBHEH APYTHX CBA3BIBAIONIUX OCITKOB
B IUIa3ME€ KpOBH, HaNpuUMep, KOpTHKOcTepouacBssbiBatomero rinodynuna (KCI),
ri1o0yJiMHa, CBSI3BIBAIOIIETO MOJIOBBIE TOpMOHBI (SeX hormone binding globulin / T'CIID),
YTO NPUBOAUT K YBEIMUYEHHUIO KOHILIEHTPALMU LMUPKYIMPYIOIIUX KOPTHUKOCTEPOUIOB U
MOJIOBBIX TOPMOHOB COOTBETCTBEHHO. KOHIEHTpanuu CBOOOIHBIX WM OUOIOTUYECKU
AKTUBHBIX ()OPM TOPMOHOB OCTalOTCsl 0e3 u3MeHeHHil. BO3M0O)XKHO MOBBIIIEHNE YPOBHEH
JIpyrux OENKOB IUIa3Mbl KPOBU (aHTMOTEH3WHOTeH / cyOcTpaT peHuHa, aibda-1-
AQHTUTPUIICUH, LIEPYJIOIIa3MUH).

e KoruutusHas pynkius va ¢pone 3I'T He ynydmaercs. IMeroTcst JaHHBIE O TTOBBIIICHHOM
pUCKE pa3BUTHS JEMEHIMH Yy JKEHIIMH, B ciydae Havana 31T koMOMHHMpOBaHHBIMU
npenapaTamMy UM MOHOTEPAINH 3CTPOrE€HOM B HENPEPBIBHOM PEXUME 1ocie 65 JeT.

e [Ipumenenue ACTpHOIIA IIPUBOJIUT K HEeOOoJIbIIOMY CHUKECHHIO
dommukynocrumynupytomero ropmona (PCIY) u morennusupyromiero ropmona (JIIN).
Bnustnue sctprosna Ha Ipyrue pe3ysbTaThl JaOOpaTOPHBIX TECTOB SHAOKPHUHHOM CUCTEMBI
HEU3BECTHO.

e [locTosiHHOE HaNpsHKEHHWE MOJIOYHBIX JKelle3 WM Ype3MepHasl CeKpelsl LepBUKaIbHOU
CJIM3U SIBJISIFOTCS PU3HAKAMMU CIIMILIKOM BBICOKOH J103bI 3CTpHOJIA.

4.5. B3amMmopeiicTBHMe ¢ [PYTMMH JIEKAPCTBEHHBIMH MNpenapatamMM H JApyrue BH/bI
B3aMMO/EHCTBUA

B cBs3u ¢ MHTpaBarMHaJIbHBIM CIOCOOOM BBEACHUS Ipernapara U MUHUMAIbHOW CHCTEMHOM
abcopOuyell BEpOSTHOCTh BO3HUKHOBEHUS KIMHUYECKHM 3HAUMMBIX B3aMMOICHCTBHI Mexay
npenapatoM JlnsXKenc scTpu (Cynmo3uTOpuM BarMHaJIbHbBIE) W JIPYTHMMH JIEKAPCTBEHHBIMU
CPEICTBAaMH JIOCTaTOYHO HHU3KasA. OJHAKO HEIb3s MCKIKYATh BEPOATHOCTH B3aUMOACUCTBUS C
JPYTUMHU NpernapaTaMu Jjisi MECTHOTO MHTpaBaruHaJIbHOTO MPUMEHEHHUS.

VYka3aHHble HU)XXE B3aUMOJICHCTBUS OBUIM ONUCaHbl B OTHOUIEHHMM KOMOWHUPOBAHHBIX
nepopaibHbIX KoHTpanentuBHbix mpenaparoB (KOK), HO Moryt ObITh akTyasJbHBl W JUIS

npenaparta [JnsoKenc sctpu.



COOTBETCTBYET 3KCTEPTHO
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MeTa6onu3M 3CTPOreHOB M MPOIeCcTareHOB | MOXKeET 91'3&11;@1;' : ié:ﬂT%lﬁH 'b:fxﬂ-[)ﬂ]ﬁ%nf'r'erll'HOM

MY OTUETY

IPUMEHEHHH C MpenapaTaMu-uHAYKTOpaMH MUKPOCOMAJIbHBIX ()EPMEHTOB IIEUEHH, B YaCTHOCTH,
¢ m3odepmenramu nuroxpoma P450, Harpumep, TaKUMH KaK IMPOTUBOSIUICTITHYECKUE CPEICTBA
(benobapoOuTan, henutonH, kapdamaszenuH), aHTUOAKTepUaIbHbBIE U TPOTUBOBUPYCHBIE CPEICTBA
(Hanpumep, pudamuunuH, pudadbyTHH, HEBUpAINKH, 3()aBUPEH3).

PutonaBup u HenduHABHp, XOTA M SBIAIOTCS MOIIHBIMH HHTHOMTOpAaMH MeTaboIHu3Ma,
NPOSIBIIIOT HHAYLHUPYIOIIME CBOMCTBA UX B COYETAHUU C IOJIOBBIMU TOpMOHaMHU. PacTurenbHble
npemnaparsl, coaepikainue 38epoboit npoabipssiacHubii (Hypericum perforatum), takske moryt
UHAYUUPOBAaTh MeTaboiu3M AcTporeHoB. IlOBbIIIEHHBINT MeTaboIM3M  3CTPOr€HOB U
IPOTECTareHOB MOKET MPUBECTH K CHIDKEHUIO MX 3((EKTUBHOCTH M M3MEHEHHUIO XapakTepa
KPOBOTCYECHUH.

B  KIMHMYECKHX  HCCIICAOBAHUAX KOMOMHHUPOBAHHOTO MNpPUMEHEHHs omOuTacBupa [/
naputanpesupa / puTOHaBHpa W jgacabyBupa ¢ pPHOABUPUHOM WM O€3 HEro yBEIUYCHUE
aktuBHocTH AJIT Oosiee yem B MATH pa3 OTHOCUTENbHO BepxHeW rpanunbl HopMbl (BI'H)
3HAYUTEIBHO Yallle BCTPEYAIOCh Y MAlMEHTOK, KOTOPBIE IMOIyYalH JIEKAPCTBEHHBIE MPETaparsl,
coJieprKallie dSTUHHUIICTPAANON. Y JKSHIIUH, TPUHUMABIIUX HUHbBIE TUIIBI 3CTPOr€HOB, OTINYHBIC
OT OSTUHWIACTpaauona (Takue Kak 3CTPaJUOJ, ICTPUON U KOHBIOTMPOBAHHBIE AICTPOTEHBI),
YBEJIMYCHUE AaKTUBHOCTH allaHMHaAMuHOTpaHcdepasbl (AJIT) ObUIO CXOAHBIM C IOKa3areieM
aktuBHOCTH AJIT y KEHIIMH, KOTOpble HE NPHHUMAIH ACTPOTCHCOJEpIKAIUE IPeraparkl.
OpHako B CBSI3M C OTPAaHUYEHHBIM YHUCIIOM SKEHIIWH, NPUHUMABIIUX JAPYTHe YKa3aHHbIE THIIBI
ACTPOr€HOB, CIIEAYET C OCTOPOXKHOCThIO NPUHMMATh JAHHBIC Ipernaparbl OJHOBPEMEHHO C
KOMOMHHPOBAHHBIM PEKUMOM NpPUMEHEHHs oMOuTacBupa / maputanpeBupa /| pUTOHABHpa U
naca0yBupa ¢ pubaBUpUHOM i 0e3 Hero (cM. pazzen 4.4).

4.6. ®epTHIBHOCTD, 6€PEeMEHHOCTD H JIAKTALMSA

bepeMeHHOCTD

[Tpumenenne npenapara Jns)KeHc sctpu Bo BpeMsi OepeMEHHOCTH IMPOTHBOIOKa3aHo. Ecmu
OepeMEeHHOCTh HaCTyIHIIa BO BpeMs Teparnuu npenapatoM [issKeHc sctpu, 1eueHne Heo6Xo1umMo
HEMEUICHHO OTMEHUTD.

JlakTanus

[TpumeHeHnue npenapaTa B NEPUOJL TPYJIHOTO BCKapMIMBAHUS IPOTUBOMOKA3aHO.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpPeACTBAaMH M padoTaTh C
MeXaHH3MaMHu

[Tpenapat [dnsKeHc scTpu He BIUSET HAa CIIOCOOHOCTH YNPABIATh TPAHCIIOPTHBIMU CPEJICTBAMU
WIA 3aHUMAThCSl APYTUMHM TOTEHIMAJIbHO OMACHBIMU BHJAMH JAEATEIbHOCTH, TPEOYIOLIMMHU

MOBHIIIEHHOM KOHICHTPpAlUU BHUMAHUS U 6LICTpOTLI TICUXOMOTOPHBIX peaKm/HZ.
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4.8. HexesaTeJbHbIE peaKIUH (NOCNEOOBATENEHOCTE 0002)

Pesrome npoduiist 6e3onacHocT

HexenarenbHble peakiuu 00bdHO BO3HHUKAOT ¥ 3—10 % mammeHTok, MOryT HaOIIOAaThCS MPH
CIIMIIIKOM BBICOKOH J103€ cTprosia. OOBIMHO HEXKeaTeNbHbIe PEAKIMH HCUYE3al0T I0CIe MEPBBIX
HeJIeNTb TePaIHH.

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIIN

Bo3MmoxHBIC HEXKeNnaTenbHbIE PEaKIUU paclpeielieHbl M0 CHUCTEMHO-OpraHHBIM KilaccaM ¢
yKa3aHHUEM 4acTOTHI KX BO3HUKHOBEHHS COriacHO pekomenpamusym BO3: neyacto (> 1/1000 u <
1/100), gacToTa Hen3BecTHa (HEBO3MOXHO OIEHUTh HA OCHOBAHMH UMEIOIINXCS JaHHBIX ).

[Io nuTepaTypHBIM JaHHBIM ¥ JaHHBIM TIOCTPETUCTPALMOHHOTO TIEpUOAa HAOIIOICHUS

COO6HIaJIOCI) 0 CJICAYIOIIUX HEXKEIATCIIbHBIX PCAKIHUAX !

Knaccupuxkanus mo Yacrora
HexenarenbHbIE peakuu

OpraHam M cucTeMam BCTPEYaEeMOCTH

Hapywenus oomena sewjecmas
Heuwacro 3aziepKKa KUAKOCTU

U numaHus
Hapywenuss co cmoponbl
HCENYOOUHO-KUULEYHO20 Heuacto Tomnora

mpakma

bone3HeHHOCTh  MOJIOYHBIX  JKEJE3,
Hapywenuss co cmoponwvi
6onb B TpyOM,  alMKINYECKHe

NOJI08bIX OP2AHO8 U MOJIOYHOU Heuacto

KpPOBSIHUCTBIE BBIJICJICHUS, BbIJICICHUS
Jrcenesvl

13 EeHKN MaTKU
Obwue paccmpoiicmeéa u Heuacro 3y ¥ pa3apaxxeHUe B MECTE BBEIACHUS

HapyuteHus e mecme 66edenus | YacTtora HEM3BECTHA FpI/IHHOHOI[O6HI)I€ CHUMIITOMBI

OTH HEeXeNnaTeIbHbIC pCaknuun O0OBIYHO OBIBAIOT HCIIPOAOJIKUTCIIBHBIMU U ITPEXOAAIIINMH, HO B TO
K€ BpEMA MOT'YT CBUACTCIILCTBOBATL O IPUMCHCHHU CIIUIIIKOM BBICOKOH 03B,

HexenarenbHble peakny, cBA3aHHble ¢ cucteMHou 31 T

VYcraHoBieHa CBS3b pa3BUTHUSA CIEIYIOMMX PUCKOB ¢ TpoBeaeHrneM cucteMHou 31T, u 3T pucku
B MEHbILIEH CTENeHUu OTHocATcs K mpemnapary JmsXKeHc scTpu, mpu NPUMEHEHUH KOTOPOTO
CUCTEMHasl DKCIIO3UIUS SCTPHOJIA P IIpUeMe 2 paza B HEJIENI0 OCTaeTcs ONM3Ka K JUara3ony,
HOPMaJbHOMY JJIsl TOCTMEHOIAY3aJIbHOTO MEPHO/IA.

Paxk sauunuroes

[Tpumenenue cuctemHoi 3['T cBsI3aHO ¢ HEKOTOPHIM TOBBIIIIEHUEM PUCKA 3a00JIEBaHUS PaKOM

SUYHUKOB (cM. pazzen 4.4).
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Merta-aHaamu3 52 SMUIeMHOIOTHUSCKUX HCCIeIdBaHu R e e G e Hefe 'Bﬁc‘k%%sn;ﬁmﬂ

paka SIMYHUKOB Yy KEHIIMH, KOTOpbIE B HAcToslee BpeMs mnoiydaroT cuctemuyio 3I'T, mo
CpaBHEHHIO C )KCHIIIMHAMH, KOTOpbie HuKoraa He nosyyanu 3I'T (OP 1,43; 95 % 1U: 1,31-1,56).
Hns sxennuH B Bozpacte oT S0 no 54 ner, nonyyaromux 31T B Teyenue 5 jet, Bo3HHUKaAET |
JIOTIOJTHUTEBHBIN cirydait Ha kaxapie 2000 sxenmuH. [TpubmmsutensHo y 2-x 3 2000 jXeHIIKH B
Bo3pacte oT 50 no 54 ner, ne monyyaromux 3I'T, B Teuenue 5 mer ObLT JUArHOCTHPOBAH paK
STMYHUKOB.

Benosnas mpombosmbonus (BTO)

Cuctemnas 3I'T cBsizana ¢ 1,3—3-KpaTHbIM YBEIMYEHHEM OTHOCHUTEIBLHOTO PHUCKA Pa3BUTHUS
BEHO3HOH TpomMO03MOoIHMH, T. €. TpomOo3a TIyOOKMX BEH WM TPOMOOSMOOIMH JIETOYHOU
aptepun. BeposiTHOCTh BOSHUKHOBEHHSI TaKMX COOBITUH BBINIEC B MEPBBIA TOJ JICUCHUS, YEM B
nocneayrouue rofs (cM. pazaen 4.4). CooTBETCTBYIOIINE PE3YIbTaThl HCCIEAOBAHNUN TPUBEICHBI
HUXKeE:

HccnenoBanust mo mporpamme «VHHIMAaTHBA JKEHCKOTO 310poBbs» (ucciaemoBanus WHI) —

nonofHuTenbHbIN puck BT nocne 5 net 3I'T

3aboneBaemocts Ha 1000 JlononHUTEIBHBIE CITy4an
BospactHoii
JKEHIMH, TPUHUMABIITUX OTHOCHUTENBLHBIN Ha 1000 mmanueHToxK,
Jrana3oH
(ne1) iane6o B TeueHue 6osee 5 et | puck (95 % AN) nonyvatomux 3I'T B
JeT
(rpymnna rutane6o) TE€4YEeHUe S5 JeT
IlepopanbHasi MOHOTEpPanus 3CTPOreHaAMu™

50-59 7 1,2 (0,6-2,4) 1(-3-10)

* Uccneoosanue Y JHCEHWUH, nepeHeCUUX cUCEPIKIMOMUIO

Hwemuueckuu uncynom

[Tpumenenue cuctemuoii 3I'T cBsi3aHO ¢ MOBBIIEHHEM OTHOcUTENbHOTO pucka (OP) pa3BuTus
UIIEMUYECKOTO0 HHCylbTa B 1,5 pasza. Puck remopparumdeckoro wuncyibta npu 3T He
TTOBBIIIAETCS.

Vka3zaHHBIM TIOKa3aTellb OTHOCUTEIBRHOTO pHUCKAa HE 3aBUCUT OT BO3pacTa KEHIIMHBI U
nponomkutensHoctd 3I'T. OmHako, MOCKONBKY Oa30BBIM PUCK HHCYNbTa B 3HAYUTEIBHOUN
CTETIeHH 3aBUCHUT OT BO3pacTa, OOl pHCK MHCYIIbTA Y )KEeHIINH, moxy4atommx 31 T, ¢ BozpacTom
OyneTt moBbIMATHCS (CM. pasaen 4.4).

KomOunupoBanubie uccnenoBanus WHI — qomoaHUTENBHBIA PUCK HUITEMHUYECKOTO WHCYJIbTA™

nocie 5 aer 3I'T

BospacrtHoit
3aboneBaemocts Ha 1000 OtHOcuTenbHBIA | [JONOIHUTENBHBIE CITydan
Jara3oH
(ne1) KEHILMH, TPUHUMABIINX puck (95 % AN) Ha 1000 nanueHTox,
JeT
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ot 05.11.2024 N2 24345

Ianebo B TEYEHUE S5 JIeT (MOCIEOD '“E@H%%m‘mﬁi gFH
(rpynma riane6o) TE€4YEHUE 5 JeT
50-59 8 1,3 (1,1-1,6) 3(1-5)

* Hwemuueckuil u 2eMOppazuieckuil UHCYIbmbl He PA3ePAHUHUBANUCD.
Coolmaercs 0 APYyrux HEKENATENbHBIX pEaKIUsIX, CBSA3aHHbIX C CHCTEMHOW Tepamuen
3CTPOrCHHBIMH/TECTar€HHBIMU TIPerapaTaMHu:
e 100pOKaueCTBEHHbIE M 3JI0KAaYEeCTBEHHBIC ACTPOr€HO3aBUCHMBIE HOBOOOPAa30BaHM,
HanpuMmep, pak sHAoMeTpus (cM. pasaensl 4.3 u 4.4);
¢ uH(DAPKT MHOKapAa U OCTPOE HApyLIEHHE MO3TOBOTO KPOBOOOpAIIeHUs (MHCYIIBT);
e 3a00J€BaHHUE JKEITYHOTO IY3bIpPS;
e 3a00JeBaHUS CO CTOPOHBI KOXKH U ITOJIKOXKHBIX TKaHEH: XJ10a3Ma, MHOTO(hOpMHasi 3puTeMa,
y3JI0BaTast dpUTEMA, TEMOpPpArHuecKas mypIypa;

® BEPOATHOE Pa3BUTHE JIEMEHIINH Y KEHIIUH cTapiie 65 yet (cMm. pazzaen 4.4).

COO6HI€HI/I€ 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

Baxxno coo0mare 0 MOJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX IOClie PETUCTpalluu
JIEKapCTBEHHOT'O Tpernapara ¢ 1elbl0 00ecrnedeHrs HEMPEephIBHOIO MOHUTOPUHTA COOTHOILICHUS
«T0JIb3a — PUCK» JIEKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHUKAM PEKOMEHIYEeTCs
coo0IIaTh O JIOOBIX TOJI03PEBAEMBIX HEKENATEIbHBIX PEAKIMAX JICKAPCTBEHHOTO IMperapara
yepes HallOHAIbHBIE CHCTEMBI COOOIIIEHUS O HEXKENAaTeIbHBIX PEakIusix — wieHoB EBpasuiickoro
SKOHOMHUYECKOTO COH03a:

Poccniickas @enepanns

®denepanpHas cnyx0a Mo Haa30py B cdepe 3paBoOOXpaHEHUs

Anpec: 109012, r. MockBa, CrnaBsiHCKasi TUIOIIab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexkTponHas mouts: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTn «HTepHEeT»:!

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

4.9. lepeno3npoBka

CHMITOMEI

OcTpasi TOKCMYHOCTh O3CTPHOJIa Yy >KMBOTHBIX OYeHb HM3Kas. llepeno3upoBka mpenaparom
Jns)KeHc acTpu npy MHTpaBaruHaaIbHOM BBEJACHUU MalloBeposiTHA. OJHAKO, B CIIy4ae MomnaJaHus
OOJBIINX KOJUYECTB B JKEIYyJAOYHO-KHIICYHBIA TPAKT MOXKET DPAa3BUTHCS TOIIHOTA, PBOTA W

IIPEKpaIeHUE KPOBOTEUECHNUN Y )KEHILHH.
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MY OTUETY

JleueHune

Crenuduueckoro  aHTUAOTAa HEW3BeCTHO. [lpum  HEOOXOIUMOCTH  CleqyeT IPOBOAUTH

CHUMIITOMAaTHYCCKOC JICUCHUC.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHEe CBOICTBA

dapmakoreparneBTiHueckas rpynmna: [lomoBbele TOPMOHBI M MOIYJSATOPHl (PYHKUIUH IMOJOBBIX
opranoB. [IpupoHble ¥ OTYCHHTETUYECKUE SCTPOT€HBI.

Kon ATX: GO3CA04

Mexanusm neiicteus, dapMakoauHaMuueckue d3hdhexThl

JledcTBYIOIIMM  BELIECTBOM IIpenapara SBJISIETCA ACTPUOJ — CHUHTETHYECKHM aHajor
€CTECTBEHHOI'0 )KEHCKOT0 TOPMOHa 3cTproia. OH BOCHOIHSET Ae(UIUT ICTPOTEHOB Y KEHIIUH B
[OCTMEHONay3aJIbHOM IIEPUO/JIE M 0CIa0JIIeT CUMIITOMBI TocTMeHonay3bl. Haubonee s pexTuBHO
IIPUMEHEHHE 3CTPHOJIa I TEpalluy HapyIIEHUI CO CTOPOHBI MOYEBBIBOSIILIUX U MTOJOBBIX IyTEN
(manmpumep, arpodudeckoro Barunuta). [Ipu arpoduu cinm3mcToil 000IOUKH HIKHUX OTIIEIOB
MOUYEBBIBOJAIIMX U MOJIOBBIX IyTEH 3CTPUOJ MHAYLUPYET HOPMAIU3ALNIO SIIUTEININS BlIarajauila,
HIeHKU MaTKH U MOYEHCITyCKaTeIbHOTO KaHaja, CHOCOOCTBYS, TAKMM 00pa30M, BOCCTaHOBIICHUIO
HOpMalTbHOU MUKpo(dops! 1 pH Biaranuma. B pe3ynbpTare 4ero moBbIIaeTcsi CONPOTUBISIEMOCTD
AIUTENUS MOUYEBBIBOAIINX U TIOJIOBBIX MyTEH K MHPEKIIMU U BOCTIAJIEHUIO; YMEHBIIIAETCS CYyXOCTh
CJIM3UCTON OOOJIOYKH M 3yJ BO Biarajiuiie, 00JI€3HEHHOCTh MPHU MOJOBOM aKTE€, BEPOSTHOCTh
BO3HUKHOBEHUS MH(EKIMHA Blaraluiia M MOYEBBIBOAALIMX MyTeH; Tepamus 3CTPUOJIOM
CIOCOOCTBYET HOpMAJIM3allMM MOYEHCITYCKAaHUS U MTPEIOTBPALLAeT HeepKaHuEe MOYH.

B omiinume oT Ipyrux 3cTporeHoB, SCTpUOI 00JIa1aeT KOPOTKUM MEPUOIOM JEHCTBUS (B Aapax
KJIETOK DSHAOMETPUS OH YACP)KHUBAaeTCs B TEUYEHHE KOPOTKOIO IPOMEXYTKAa BPEMEHH).
[Ipeamonaraercsi, YTO OJHOPA30BOE BBEICHHWE CYTOYHOM J103bl HE BBI3BIBACT Mposndepanun
sHznomeTpud. [loaromy He TpedyeTcss HMKIMYECKOTO BBEAECHUS IMporecrareéHa U He BO3HUKAET
KPOBOTEYEHHH «OTMEHBD».

5.2. apmMaKoKHNHeTHYeCKHUe CBOHCTBA

Abcopbrus

[Tpu nHTpaBaruHaIbHOM PUMEHEHUH ICTPUOJIa 00ECTIeYnBAETCS ONTUMANIbHAs OMOJOCTYITHOCTh
B MeCTe JIeHCTBUS. DCTPHUOJ BCACHIBAETCS M IMOMAJaeT B OOLIMII KPOBOTOK, YTO MPOSBIISETCS
OBICTPBIM ~ yBEJIMYEHHWEM KOHILIEHTPAIlMM HECBA3aHHOrO JcTpuoiia B 1wazme. [locie
MHTpaBaruHaJIbHOTO BBeIeHUS B 103€e 0,5 MI MakcuMalbHasi KOHIeHTparus sctprosna (100 mr/mur)
B IJ1a3Me HaOmroaercs yepe3 1—2 1 mocse BBeIeHHUS.

Pacnopenenenune
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B mnmazme 90 % nscTpuona CBSA3BIBACTCS C 6YMI/IHJ:)DII.:I§'-I(E[";|FI 'éT(El‘HE]!)-y;'II/I'XTt_iC‘l“pIC;I‘IéHOB

MMPAKTUYCCKU HC CBA3LIBACTCS C I‘HOGYJ'II/IHOM, CBA3BIBAIOIINM ITOJIOBBIC TOPMOHEIL.

Buorpancdopmarus

MeTa0Ooyi3M 3CTpHOJa 3aKJIIOYaeTCs B OCHOBHOM B IIEPEXOJC B KOHBIOTHPOBAHHOE U
HEKOHBIOTHPOBAHHOE COCTOSIHHE MPHU KUIICYHO-TICYEHOYHON PELIUPKYIISIIHH.

DIMMUHALUA

Octpuon, Oyaydr KOHEYHBIM MPOIYKTOM METa0OJIM3Ma, B OCHOBHOM, BBIBOJHUTCSI TOYKAMHU B
CBS3aHHOM BHje. Tonabko HeOomblmass 4acTh (0K0JO 2 %) BBIBOAWTCS Yepe3 KHUIICYHHK, B
OCHOBHOM, B BHJIC HECBSI3aHHOIO 3CTpHOja. [leproj MONyBBIBEICHUS ICTPUOJIA COCTABISACT

npuMepHO 69 u.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMOraTe/IbHBIX BelIECTB

Teepaprit xup W-35

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs )

3 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3alIMIIEHHOM OT CBETa MeCTe MpH TeMrepaType He Bbime 25 °C.
6.5. XapakTep U cofep:kaHHe MEPBUYHOI YIAKOBKH

HCDBI/ILIHafl YIIaKOBKa JICKAPCTBCHHOTO ITpfriapara

[To 5 cynmo3uTopueB TIOMEIIAIOT B KOHTYPHYIO SYEHKOBYIO YITAKOBKY W3 IUJICHKH
MONMBUHUIXJIOpUAHON/MonudTHIeHoBoU ([IBX/TID).

BropuyHas yrmakoBKa JIEKAPCTBEHHOTO Mperapara

[To 2, 3 win 4 KOHTYpHBbIE SYEHKOBBIC YIMAKOBKH BMECTE C HMHCTPYKIHEH IO TMPUMEHEHHUIO
MIOMEIIIAIOT B MAa4YKy W3 KapTOHA JJIs MOTPeOUTENbCKOi Tapbl. Ha mauky mMoxer ObITh HakjiIeeHa
CaMOKJICSIIIAsICSl ITUKETKA ¢ MapKHUPOBKOW W3 OyMard STHUKETOYHOW WM THUCUEH, WM U3
MOJUMEPHBIX MaTepuaioB. [lauku MOMeIIaT B TPYMIIOBYIO YITAKOBKY.

6.6. Oco0ble Mepbl NPEIOCTOPOKHOCTH TNPH YHUYTOKEHHH MCIOJb30BAHHOIO
JIEKAPCTBEHHOr0  Mpenapara WJH  OTXO0JA0B, MOJYYEHHBIX T0CJie NPUMEHEHHUs
JIEKAPCTBEHHOT0 Npenapara, i IPyrue MaAaHUMYJISIHH C PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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7. IEPKATEJ b PETUCTPAIIMOHHOTO|Y TOCTOBEPER¥EH | £/ 1EHUCTE 0002]

Poccniickas @enepanus

000 «®apmacunTe3-TIOMEHBY

FOpuouueckuii adpec: 625059, TromeHnckast 00:1., T. TromeHb, TpakT Bennxanckuii 7 km, 1. 2
Ten.: +7 (3452) 69-45-10

Anpec snekTpoHHOM nouThl: info-pst@pharmasyntez.com

7.1. llpeancraBuTeib Aep:KaTesisi PeruCTPAIMOHHOTO YA0CTOBEPEeHUA

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aApECy.

Poccniickas @enepanus

000 «®Papmacuntes-Tromensy, Poccus

Aodpec: 625059, Tromenckas 00:1., . TromeHb, TpakT Benmmkanckuit 7 km, 1. 2
Ten.: 8-800-100-15-50

Anpec snekTpoHHOM nouThl: info-pst@pharmasyntez.com

8. HOMEP PEIT'UCTPAHIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHON PETUCTPAIIMNA (IIOATBEPXJIEHUSA PETMCTPAIIMN,
INEPEPETUCTPALIUN)

JlaTa nepBo perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

O6ma;1 XapaKTCPUCTHKA JICKAPCTBCHHOI'O  IIpclapara I[J'ISI)KGHC 9CTpHU  AOOCTyIIHA Ha
I/IH(I)OpMaI_II/IOHHOM nopraje EBpa3HﬁCKOFO OKOHOMHYCCKOI0O COr3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHUKaIMOHHOM cetn «HTepHe™ https://eec.eaeunion.org/
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