COOTBETCTBYET ! -'I'l'_EF'TH'H-' OTUETY
oT 12.11.2025 N= 28237
(nocneno EuuTEJ'II:HCl:T_u 0012

OBILIASA XAPAKTEPUCTUKA JIERAPCTBEHHOTO IPEMAPATA

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Hrwodacton, 10 Mr, TabmeTKH, MOKPHITHIC MJIEHOYHONW 000JI0UKOM

2. KAYMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JlelicTBytollIee BEUIECTBO: TUAPOTECTEPOH
Kaxxnas rabnerka cogepxut 10 Mr nuaporecTepoHa.

BcenomoratenbHble BelleCTBa, HaJM4KME KOTOPHIX HAJ0 YUYMTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npernapara: J1akTo3sl MoHoruapar — 111,1 mr (cm. paznen 4.4.).

[Tonublii nepeyeHs BCIIOMOTaTeIbHbIX BEILIECTB MPUBENIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabyeTku, TOKPHITHIE TUIECHOYHOU 000JIOYKOM.

Kpyribie JOBOSKOBBIMYKIIBIE TaONETKH O€Ioro IBeTa, CO CKOIIEHHBIMU KpasMHu, MOKPBIThIE
MIJICHOYHOW O0O0JIOUKOM, C PUCKOM Ha OJIHOW CTOPOHE, C TPaBHUPOBKOM «155» ¢ 0b6enx CTOpoH OT
PHUCKHU.

Jluausa pasnoma (pucka) TpeAHA3HAYeHAa JUINb JUIS paszjaMbIBaHUS C IeNbI0  OOJerdeHus
[IPOTrJIaThIBaHUsA, a HE IS Pa3JEICHUS HA PaBHBIC O3B

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHus1 K IPUMEHEHHIO

Ilpenapam /lrogpacmon nokazan K NPUMEHEHUIO Yy 3POCTALIX HCEHW|UH HPU COCHIOAHUAX,
xapaxkmepusyoujuecs oepuyumom npozecmepona:

- DHJOMETPHO3;
- Oecmuioaue, 00yCIIOBIEHHOE HEOCTATOYHOCTHIO JIIOTEMHOBOM (pa3kbl;
- YIPOXKarOUIMi BBIKUIBIII;

- TPUBBIYHBIN BBIKHIBIIIL

- MOPeAMEHCTPYaITbHBIH CUHIPOM;

- JITUCMEHopes;

- HEepeTyJSIPHBIC MEHCTPYaIlHH;

- BTOpHWYHAs aMEHOpes;

- aHOMaJIbHBIC MAaTOYHBIC KPOBOTCUCHUS;

- TomJepKKa JIIOTEHHOBOW a3kl MPH TMPOBEICHUU BCIOMOTATEIBHBIX PENpPOIYKTHBHBIX
texuosioruit (BPT).

Menonayzanvnan copmonanvuan mepanus (MI'T):

- JUId HEWTpajau3alMy MpoIu(epaTUBHOTO JIEHCTBUS ICTPOTEHOB HA 3HJOMETPUN B paMKax
MI'T y *eHIUH ¢ pacCTpOHCTBaMHU, OOYCIIOBIEHHBIMU €CTECTBEHHOW WIJIM XUPYPrHUECKOU
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MEHOTIay30i MpH HHTaKTHOH (coxpanenHai) markel | DCNENOBATENEHOCTE 0012)

4.2. Pe:xxum 103MpPOBaHUSA U CIIOCOO MPUMEHEeHM I

PexxuM o3upoBaHus

[IpoaomKUTENbHOCTh TEpaiMd W J103bI MOTYT OBITh CKOPPEKTUPOBAHBI C  Y4E€TOM
WMHIUBUAYATBHOTO KIMHUYECKOIO OTBETA MAlMEHTKU U CTENEHHU BBIPAKEHHOCTH MATOJIOTUHU B
Ipezenax pekuma J103UpoBaHMsl Ipenapara, NpeCTaBIEHHOTO HUKE:

OHIOMETPUO3 ITo 10 mr 1-3 pa3a B cyTkH ¢ 5-r0 1o 25-ii I€Hb MEHCTPYAJIBHOTO
IUKJIa WO  HempepbhlBHO. PekomeHayercss  HauWHATh  C
MaKCUMaJILHOU JTO3EL.

becrinoaue (o0ycnosnennoe Ilo 10 mr B cyTku ¢ 14-ro mo 25-it neHp 1ukiia. Jleuenue ciemyer

HEJIOCTATOYHOCTBIO MIPOBOJIUTH HEMPEPHIBHO B TEUCHUE KAK MUHUMYM O-TH CIIEAYIOIINX

JTIOTEUHOBOH (ha3bl) Ipyr 3a JAPYyroM IHKJIOB. B mepBble Mecsibpl OEpeMEHHOCTH
PEKOMEHJIOBAaHO MPOJIOJDKATH JICYCHHUE MO CXEME, OMMCAHHOU MpH
HpI/IBbI‘IHOM BBIKUBIIIIC.

VYrpoKaromuil BEIKUBIII 40 Mr omgHoOKpaTHO, 3aTeM mo 10 Mr depe3 Kaxiple 8 4acoB 10

HNCYEC3HOBCHUS CUMIITOMOB.

IIpuBBIYHBIN BBIKHAIBIII ITo 10 mr 2 pa3a B cytku go 20-ii Hemenu OepeMEHHOCTH C
MOCJIEAYIOIUM IIOCTENIEHHBIM CHUKEHUEM JI03BI.

[IpenmeHcTpyanbHbIN ITo 10 mr 2 pa3a B cytku ¢ 11-ro o 25-ii 1eHb MEHCTPYAJIBHOTO

CUHJIPOM LUKJIA.

Hucmenopes ITo 10 mr 2 pa3a B CyTkH € 5-r0 mo 25-i1 I€Hb MEHCTPYaJbHOTO
LUKJIA.

Heperyisapusie ITo 10 mr 2 pa3a B cytku ¢ 11-ro no 25-i1 1eHb MEHCTPYaJIbHOTO

MEHCTpYaLHH LUKJIA.

Bropuunas amenopes [Ipenmapar sctporena 1 pa3 B cyTku ¢ 1-ro mo 25-ii JeHb IUKIIA

BMmecte ¢ 10 mr npemnapara [rodacton 2 paza B cytku ¢ 11-ro o 25-i
JIeHb MEHCTPYaJIbHOTO LIUKIIA.

AHOMaJIbHbIE MaTOYHbIE ITo 10 Mr 2 pa3a B cyTku B Te4eHUE 5 U 7 AHEH.
KpOBOTEUEHHUS (1151
OCTaHOBKH KPOBOTEUEHMUSI)



AHOMaJIbHBIE MAaTOYHbIC
KpOBOTEUEHMSI (1151
peynpexIeHUs
KPOBOTEUEHMSI)

[Tognepxka TIOTEMHOBOM
da3sl mpu ipoBeieHun BPT

MIT B coyeTaHuH C
ACTPOTCHAMU

€TH

COOTBETCTBYET 2KCNEFPTHOMY OTYETY
uT 12.11.2025 W= 28237
BATENEHOCTE 0012)

ITo 10 mr 2 pa3a B.cyTku ¢ ] T-ro n - 25o1 TR MCHCTPYATRHOTO

UKJIA.

ITo 10 mr 3 pa3a B CyTKu HauuWHas CcO JHSA 3a00pa SUIEKICTKA U
npogomkarb B TeueHue 10 Hemenb (ecnm  OepeMEHHOCTH
MoATBepkeHa). B cinyuae mpomnycka npuema npemnapara naaeHTKa
JIOJKHA ~ TPHUHATH — TaOJNeTKy  Kak  MOXKHO  paHbllle U
MIPOKOHCYJIbTUPOBATHCS C BPAYOM.

[Ipu HenmpepbIBHOM MOCIEAOBATEIBHOM pexuMe — mo 10 mr
JTUIPOTECTEPOHA B CYTKU B T€UeHUE 14-TH MOCIEA0BATEIbHBIX THEN
B paMKax 28-IHeBHOro nukia. [Ipym mukindeckon cxeme Tepanuu
(korga HSCTpOreHbl MNPUMEHAIOTCS 21-IHEBHBIMH KypcaMu C
7-nIHEBHBIMU IiepepbiBaMK) — 110 10 Mr guaporectepoHa B CyTKH B
TeueHue nocyuenuux 12—14 gHeit nmpuema 3CTpOTreHOB.

Ecimn ouornicus W YIbTPa3BYKOBOE Hccae0BaHNe
CBUJICTEIBCTBYIOT O HEIOCTATOYHOM peakluMu Ha mpenapar
IporecrareHa, CyTOYHas J103a JUAPOTecTepoHa MJODKHA OBITh
yBenunueHa 10 20 mr.

[Ipu npueme numporectepona B mo3e 20 Mr B CYTKH TaOJETKH
ClenyeT pacmpeneinuTh B TedeHue mHsA (yTpo/Bedep). OOBIUHO
KpPOBOTEYEHHE «OTMEHBI» HACTymaeT BO BpeMs IpueMa
munporectepona. Ilpumenenne komOunupoBanHoit MI'T momkHO
NPOBOJIUTHCS ~ MUHUMaIbHOW  3(QQeKTUBHOH J030 H ¢
MUHUMAJIBHOW TPOJOJDKUTEIBHOCTBIO C YUYETOM LIENU JICUCHUS.
Pucku MI'T foiKHBI OLEHMBATHCS MHIMBUIAYAIBHO JUIS KaXKAOU
KEHILIUHBI U IEPUOJNYECKH ITepecMaTPUBATHCS.

B cnyuae mnpomycka mpuema mpemnapara MaleHTKa JOJDKHA
MPUHATH TaOJIETKY KaK MOXKHO paHbllie B TeueHHe 12 yacoB mocie
oOblyHOTO BpemeHu mnpuema. Ecnu mpomwio Oosee 12 yacos,
MPOMYIICHHYI0 TaOJIeTKy MPUHUMATh HE CIEIYET, Ha CIEAYIOIUit
JICHb TAalMEeHTKA JOJDKHA MPUHATH TaOJETKy B OOBIYHOE BpEMS.
[Iponyck mpuema mpenapara MOXKET YBEIUYHBATH BEPOSITHOCTD
TPOPBIBHOT0» KPOBOTEUECHUS] WU «MAXKYIIMX» KPOBSHUCTHIX
BBIICIICHUI.

[TpumeHeHne muaporecTepoHa y JEeBOYEK J0 HACTYIUICHUS MEHapXe B MOJIHOW Mepe HE M3Yy4ajiocCh.
OddekTHBHOCTh U 0€30MaCHOCThH TUIPOTECTEPOHA Y JIETEH U TIOJIPOCTKOB B Bo3pacTe 10 18 et He

YCTaHOBJICHA.

Cnoco0 mpuMeHeHus

BnyTps.

4.3. [IporuBonoOKa3aHust

- T'unepuyBCTBUTENBHOCTh K JUAPOTECTEPOHY W/WIM K JIOO0OMY M3 BCIOMOTIATENbHBIX
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BEIIIECTB, EPEUHUCIICHHBIX B pazene 6.1. (MOCNEAOBATENEHOCTE 0012)

- JlmarHOCTHpOBAaHHBIC WJIM  IOJ03PEBa€Mble  3JI0KAYECTBEHHBIE TOPMOHO3aBUCHMEIC
HOBOOOpa3oBaHMs, 00YCIOBICHHBIC MTOJIOBBIMH TOPMOHAMH (B TOM YHCJIE MEHHHTHOMA).

- KpoBoTeueHus u3 Biaraauiia HEICHOW 3THOJIOTHH.

- Hapymenus ¢yHkunm 1medeHH, OOYCIOBICHHBIE OCTPBIMH WM  XPOHHYECKHMHU
3a00JIeBaHUSAMHU II€YEHW B HACTOAIIEe BpeMs MM B aHaMHe3e (0 HOpMaIH3aluu
nokasaresnei (QyHKIIMOHAIBHBIX P00 MEYEHN).

- 3710Ka4eCTBCHHBIC OITyXOJIX IMCYCHU B HACTOAIICC BPCM UJIM B aHAMHC3C.

- HemepeHocuMocTh 7aKTO3bI, JCPUIMT JAKTa3bl, CHHIPOM TJIIOKO3HO-TATaKTO3HOU
HEJ0CTaTOYHOCTH.

- Ilepuon rpy1HOTO BCKapMIIMBAHUSI.
- Tlopdupus B HacTosI1IIeE BpeMs UM B aHAMHE3E.

- Camomnpou3BOJIbHBII a00PT (BBIKUIBIII) UM HECOCTOSIBIIMICS BBHIKUBIII NPU MPOBEACHUN
MOICPKKH JIIOTEMHOBOM (Da3wl B pamkax BPT.

IIpu xoMOMHANIMM C DCTPOreHAMU

IIpu npumenenuu no nokazanuio MeHonay3anbHas 20pmoHanvHas mepanus (MI'T):
- Heneuenas runepruiasusi 5HIOMETPUSL.

- ApTtepuanbHbIe U BEHO3HBIC TPOMOO3BI, TPOMOOAIMOOINH B HACTOSIIICE BPEMS MJTH B aHAMHE3E
(B ToM umcie TpoMOO3 TIYyOOKHX BEH, TPOMOOAMOOUS JIETrOYHOW apTepuu, UHQApPKT
MHOKapAaa, TpomOoQedut, 1epeOpoBacKyIIpHbIE HAPYUICHUS IO TeMOPpParudeckomy Hu
UIIEMUYECKOMY THITY).

- BeisiBIeHHas NpeApacnoNOKEHHOCTh K BEHO3HOMY WM apTEepUaTbHOMY TPOMOO3Y
(PE3UCTEHTHOCTh K aKTUBUPOBaHHOMY TpoTenHy C, THIEPrOMOIUCTEHHEMHS, IEPHUIIUT
aatutpomOuna I, mepurur nporemna C, medunur nporewHa S, aHTH(DOCHOTUTUIHBIC
aHTHTENA (aHTUTENA K KapAHOJIUITUHY, BOJTYAHOYHBIH aHTUKOATYJISHT).

4.4. OcoOble yka3zaHus U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHU U

Crenyer cobmoaTh Mephl MPEIOCTOPOKHOCTH MPH MIPUMEHEHHH mpernapara [{rodacToH B ciayyae:

- ACIPECCUHN B HACTOANICC BPEMSA UJIIM B AHAMHE3E,

- COCTOSIHMSIX, paHee MOSBUBLIMXCA WIM OOOCTPUBLIMECS BO BpeMs MpeIllecTBYIOLIEH
OepeMEHHOCTH UJTH ITPEIbIIYILIEro MprueMa MOJIOBBIX TOPMOHOB, TAKHUE KaK: XOJIeCTaTHUeCKas
KEINTyXa, Teprec BO BpeMsi 0epeMEeHHOCTH, TSKENbIN KOXKHBIHN 3y, OTOCKJIEPO3.

[Ipy npuMeHEHWH IUAPOreCTepOHA B KOMOWHAIIMM C ACTPOreHaAMH HEOOXOIMMO COONIOAaTh
OCTOPOKHOCTH IMPY HATMYHH (DaKTOPOB PUCKA PA3BUTUS TPOMOOIMOOTHMUECKUX COCTOSTHHM, TAKUX KaK
CTCHOKAPAMS, JITUTEbHAS IMMOOMITH3AIIHS, TSHKETbie OPMBI OXKUPEHUS (MHIEKC MacChl Tena 0oee
30 kr/m?), moXKUIOH BO3pacT, OOIIMPHBIE XUPYPrHUECKHe BMEIIATENhCTBA, CHCTEMHAs KpacHas
BOJIYAHKA, paKk y TAIMEeHTOK, IONYYalolINX AaHTUKOATYJISHTHYIO TEpanuio; NpU HAIWIUH
SHAOMETPHUO03a, MUOMbI MaTKH; TUIIEPINIa3UH SHIOMETPUS B aHaAMHE3€; aJICHOMBI IICUEHHU; CaXapHOIo
nuabera ¢ HamuyueM WM 0€3 COCYAHCTBIX OCJOKHEHUH; apTepuanbHOM TUINEPTEH3HH;
OpOHXHMAIBHOM AaCTMBI; JMUJICNICUU; MUTPEHH WJIM TSOKEJIOM TOJOBHOW OoNM B aHaMHE3E,
KeITYeKaMEeHHOM 00JIe3HU; XPOHUYECKON MOUYEYHON HEeIOCTAaTOYHOCTH; NMPH HAJUYUU B aHAMHE3e
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(bakTOpOB pUCKa Pa3BUTHUS ICTPOrCH3aBUCHMBIX |omyxoséhl (Hatipuniep, ponctadiiuli-] 201 ZimHun

POJICTBa C PAaKOM MOJIOYHOM JKeJIe3bl).
[Tepen HawasioM Tepanmuu IUIPOTECTEPOHOM aHOMATBHBIX MATOYHBIX KPOBOTECYCHHUH HEOOXOAMMO
HCKJIFOYUTh OPTaHWYECKYI0 TPHUUYMHY KpOBOTeUEHHS. [Ipu TPONODKUTETLHOM NPUMEHECHHUH
npenapara peKOMEHIYIOTCS TEPHOIUYECKHE OCMOTPHI Bpada-TMHEKOJIOTa, YacToTa KOTOPBIX
YCTaHABIIMBACTCS WHANBUAYAIBHO, HO HE pexe 1-ro pasza B mosrona. B mepBbie MecsIIbl JIeUeHUs
AHOMAJBHBIX MATOYHBIX KPOBOTEUEHHMI MOTYT BO3HUKATH «IPOPHIBHBIC» KPOBOTCUCHHS WIIH
«MaXYIIUe» KPOBSHUCTHIC BBIACICHUSA. ECIM «IpOPBIBHBIC» KPOBOTCUCHHS WIH «MAaXKYIIHE»
KPOBSTHUCTBIC BBIICTICHUS BO3HUKAIOT TOCIE HEKOTOPOro TMepHoja TMpueMa mpernapaTra HId
MPOJIOJKAIOTCS TIOCNIe Kypca JICUEHHs, CIeAyeT OOpaTUThCS K JiedalleMy Bpady M IMPOBECTH
COOTBETCTBYIOIIICE JOIMOTHUTEIBHOE OOCIIEeIOBaHNE, TPHU HEOOXOIUMOCTH CJeiaTh OHOIICHIO
SHJOMETPHUS C LIETBI0 UCKIIOYEHUS HOBOOOPA30BaHUM B SHIOMETPHH.
B cnyuyae HazHaueHus auaporecTepoHa B KOMOWHanuu ¢ 3cTporeHamu ¢ nensto MI'T crnemyer
BHUMATEIIPHO O3HAKOMHUTBLCS C MPOTHBOIOKA3aHUSIMH M OCOOBIMH YKa3aHUSIMH, CBSI3aHHBIMH C
MIPUMEHEHHEM JCTPOTCHOB.
MI'T cnemyer Ha3Ha4aTh C LEIbIO JICUCHUS MEHOMAY3aJbHBIX CHMITOMOB, HEOIArOMPHITHO
BIUSIONIUX HA KA4eCTBO KHU3HU ManueHTKH. CremayeT eXeroJHo OILEHHWBAaTh COOTHOIICHUE
noJp3a/puck nposoaumoir MI'T. Tepanuto ciemyer mpoaoKaTh 10 T€X MOp, MOKa MOTEHIUAIbHAS
T10JTh3a MIPEBBINIAET MOTEHIIUATBLHBIN PUCK.
Nmerorcss orpaHMyeHHbIE JaHHBIE O PHUCKAaX, CBSI3aHHBIX ¢ TpoBeaeHrnemM MI'T mpu nedenuun
MPEXICBPEMEHHOW MEHOIay3bl. BeieacTBue HU3KOTO aOCOMIOTHOTO PUCKA Y MOJIOJBIX KEHIIMH
COOTHOIIICHHUE TOJI3a/PUCK JIJII HUX MOXKET OBITh 0o0Jiee OJIaronmpHusITHBIM 110 CPAaBHEHUIO C TAKOBBIM
y JKEHIIUH CTapIIero BO3pacTa.
Ecnu Bo Bpems mpuMeHeHUs mpernapara BIepBble BOSHUKAST WU YCUIIUBACTCS OJTHO U3 CIIEIYIOIIHX
HapYIICHH, CIIeTyeT PAaCCMOTPETh BOIPOC O MPEKPALICHUH JICUCHHUS :

- HCKJIIOYUTENIBHO CHJIbHAS TOJOBHas 0OJb, MUTPEHb WM CHUMITOMBI, KOTOPBIE MOTYT

yKa3bIBaTh Ha IIepeOpaibHyI0 UIIEMUIO;

- BBIPOKECHHOE MOBBIIICHUE apTEPUATBHOTO JIaBJICHHUSI;

- BO3HHMKHOBEHHE BEHO3HOU TpombOorIMOouu (BTD).
B cnywasx yrpo3sl wiM MPUBBIYHOTO HEBBIHAIIMBAHUS OCPEMEHHOCTH CIEAYET MPOBECTU OLICHKY
YKU3HECTIOCOOHOCTH TIJI0/Ia, @ BO BpPEMs JICUCHHS] HEOOXOIMMO KOHTPOJIMPOBATH, MPOJIOJDKACT JIHA
pa3BUBATHCS OEPEMEHHOCTD U JKUB JIM SMOPHOH.
CocTosHIA, IPU KOTOPBIX HEOOXOANMO HAOIIOACHHIE

W3BecTHO, 4TO CIIEAYIOIINE PEAKO BCTPEUAIOIINECS COCTOSHUS MOTYT OBITh TIOJIBEP KCHBI BITHSIHHIIO
MIOJIOBBIX TOPMOHOB U MOTYT BO3HUKHYTH WJIM YXYAIIUTHCS BO BpeMsi O6pEMEHHOCTH WIIH BO BpeMs
MIPUMEHEHHUSI TIOJIOBBIX TOPMOHOB:

- XOJecTaTHYecKas )KenTyxa;

- Tepriec OEpeMEHHOCTH;

- CHJIbHBIN 3y1;

- OTOCKJIEpO3;

- mop¢upus.
[TarueHTHI ¢ AETIpecCcHel B aHaMHEe3€ JIOJDKHBI HAXOAUTHCS MO THIATENFHBIM HAOTIOCHUEM: €CIIN
TsDKENast IENPeccusi OBTOPSIETCS, JICUSHUE TUPOTeCTEPOHOM JIOJDKHO OBITh MPEKPAILICHO.
MeauuuHcKoe 00caeIoBaHNe

[Tepen Havamom mpuUMeEHEHUsT KOMOMHAIIMK AUAporecTepona u 3ctporena (st MI'T) nomxkeH ObITH
coOpaH TOJHBIA WMHIAWBUAYaIbHBIH M ceMelHbIH aHamHe3. Creayer MpOBECTH OOBEKTUBHOE
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obcnemoBanue (BKIouYass obOcienoBanue opraH@B Maioiid Ufashe i WbhbtiHm bikerigs )] ¢ 1 fenbio

BBISIBJICHHMSI BO3MOXKHBIX TPOTHBOINOKA3aHUA M COCTOSIHMM, TpeOYIOIUX COOMIOACHUS Mep
MIPEAOCTOPOKHOCTH.

Bo Bpems nedeHuss peKOMEHAyeTCs NEPUOJUYECKH MPOBOAUTH KOHTPOJb WHIWBHUIYaIbHOU
nepeHocumoct MI'T. Tlammentka momkHa OBITh WHGOPMHpPOBAHA, O KaKMX H3MCHEHHUSIX B
MOJIOYHBIX JKeJie3aX €il cieayer cooOmarh Bpady (cM. moapasnen «Pak MOIOUHOW jKele3bD»).
HccnenoBanusi, BKIOYAONME MamMMorpaguio, cjielyeT HpOBOJUTb B  COOTBETCTBHH C
OOIIENPUHATHIM CKPUHHHIOM, C Y4€TOM MHIUBUAYATIBHBIX 0COOCHHOCTEH U KIMHUYECKOW KapTUHBI.
I'unepniasus ¥ pak SHAOMETPUS

Y KEHIUMH C WHTAaKTHOM MAaTKOW pPHUCK BO3HMKHOBEHUs THIEPIUIA3UM WU paka HHIOMETPHUS
YBEIMYMBACTCA IpU JUINTEIBHOM  MOHOTEpanmuMy J3CTporeHamu. B 3aBucumocté 0T
MPOJOJIKUTENIHOCTU U JI03bI 3CTPOreHa PUCK MOKET ObITh B 2—12 pa3 Bblllle, YeM y JKEHIIUH, HE
MIPUMEHSAIONIMX MpenapaTel 3CTporeHoB. llocnme mpekpameHus JieyeHus 3CTPOr€HaMH 3TOT PUCK
COXpaHSIETCA B TEUEHUE KaKk MUHUMYM 10 j1eT.

[{uknudyeckoe MPUMEHEHNE TPOTeCTareHoB, B TOM YHCIIE M JUAPOTecTepoHa (Mo KpaiiHel mepe, B
TeyeHue 12 ngHei  28-gHEBHOrOo  IIMKIJA) WM  HMCIHOJIb30BAaHUE  MOCIEIOBATEIBHOTO
KOMOMHUpPOBaHHOTO pexnma MIT y KEHIIMH C COXpaHEHHOW MAaTKOW MOTYT IpelOoTBPaTUTh
MOBBIIICHHBIA PUCK TUTIEPIUIA3UU U PaKa YIHAOMETPUS IIPU MOHOTEPAIIUU ICTPOreHAMMU.

B nepBbie Mecs1bI 1€4eHUST aHOMAJIbHBIX MATOYHBIX KPOBOTEUEHNU MOTYT BO3ZHUKATh «ITPOPBIBHBIE»
KPOBOTEUYEHUS WIN «MAXKYIIHME» KPOBSIHUCTBIC BBIEIECHUS. ECIN «IIpOPBIBHBIE» KPOBOTEUEHHS WIIH
«Ma)KylIue» KpOBSHHUCTBIE BBIICICHUSI BO3HUKAIOT I1OCIE HEKOTOPOro NEpHo/ia MprueMa npenapara
WM TPOAOJIKAIOTCS TOcie Kypcea JISUeHHUs, cleAyeT oOpaTUThCs K JiedalleMy Bpady U MPOBECTU
COOTBETCTBYIOIIIEE JOMOJIHUTEIbHOE OOCIeI0BaHNe, NpPU HEOOXOAUMOCTH CIIeNaTh OWOTICHIO
SHJIOMETPHSI C 1IeTBI0 UCKIIIOUEHHSI HOBOOOPA30BaHUI B SHAOMETPHH.

Pak MOI04HOI sKeIIe3b1

Nmeromuecs 1aHHbIE CBUAETEILCTBYIOT O TOM, YTO PUCK BOSHMKHOBEHHS paKa MOJIOUHOH KEJE3bl
MOBBIIIACTCS y KEeHUMH, nonydaBmnxXx MI'T koMOMHMpPOBAaHHBIMU INpemnapaTaMu 3CTPOT€HOB U
IIPOreCTareHOB WJIM IIPY MOHOTEPAIIMU 3CTPOTE€HaMH. Y POBEHb PUCKA 3aBUCHUT OT JUIMTEIbHOCTU
nposenenuss MI'T.

Cosmecmmuoe npumenenue ¢ 3cmpo2eHamu U npo2ecmazeHamu

PesynpraTel MeTaaHanu3a MPOCHEKTUBHBIX JMUIEMHOIOTHYECKUX MUCCIECIOBAHUM M HCCICIOBAHUS
WHI (uccnenoBanue « MTHUIIMaTHBA BO UM 30POBbS )KEHIIMH ) IOATBEPKIAIOT YBEITHUCHHE PUCKA
pa3BUTHA paKa MOJIOYHOM JKele3bl Yy JKEHIIUH, NPUHMMAIOIIMX JIEKAPCTBEHHBIE IpenapaThl,
cojiepKalire KOMOMHAIIMIO SCTPOreHa u nporecrepona B pamkax MI'T. Puck Bo3zpacraetr npuMepHO
yepe3 3 roga (ot 1 1o 4 ner) repanuu. Pe3ynpTaThl OOIIMPHOTO MeTaaHATU3a MOKa3allu, YTO 1OCIe
IIPEKpAIlleHUs] JIeYeHUs] M30BITOYHBIM pPHCK €O BpeMEHEM OyAeT YMEHbIIAThCs, a BpeMd,
HeoO0XoAMMOe Uil BO3BpaTa K MCXOJHOMY YpPOBHIO, 3aBUCUT OT MPOJODKUTEIBHOCTH
npeamectytomiero npumenenuss MI'T. Ecnu npenapatet MI'T npuauManucey 6osiee 5 neT, puck
MOXeET coxpaHsaTbes B TedeHue 10 net u 6onee. Ha ¢pone npuema npemaparos mist MI'T, ocobenHo
npu KOMOWHUPOBAaHHOM TEpamuu SCTPOreHaMH W NPOTecTareHaMu, MOXeT HaOIroaaThCs
YBEJIMYECHUE TIOTHOCTH TKaHEW MOJIOYHOM jKeJe3bl MPH MPOBEACHUH MaMMOTpauH, YTO MOXKET
3aTpyJIHATh AMATHOCTUPOBAHUE PAKa MOJIOYHOU HKEJIE3HI.

Pak anyHukoB

Pak SIMYHMKOB BCTpPEYaeTCs 3HAYUTEIBHO PEXE paka MOJIOYHOM JKee3bl. DMHUAEMUOIOIMYECKHE
JAHHbIE, IIOJIyY€HHbIE B  pe3yJ]bTaTe MPOBEACHMsS KPYHMHOMACIITaOHOrO MeTaaHalu3a,
CBUJCTEIBCTBYIOT O HE3HAYNTEIIBLHOM MOBBILICHUH PUCKA VIS )KEHIMH, nosrydaomux MI'T B Bune
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MOHOTEPANHK 3CTPOrCHAMH WM KOMOWHHUPOBaHHYIO Tephliiiio |adtporeéHavnbnl (Hporeciarenamu.

~ 7

[ToBbIlIEHNE TAaHHOTO PUCKA CTAHOBUTCS OYEBHIHBIM NP JAJUTEIBHOCTH Tepanuu Ooiee S5 Jer, a
[IOCJIE €€ TMPEKPALEHUs PUCK MOCTENEHHO CHIKAETCS CO BpEeMEHEM. Pe3ynpTaTel psaa Apyrux
uccnenoBanuii, B Tom uncie WHI, ykassiBator Ha TO, uro komOmHMpoBaHHas MI'T cBs3zana c
aHAJIOTUYHBIM WJIM HECKOJIBKO MEHBILIUM PUCKOM Pa3BUTHUS paKa SMUYHUKOB (cM. pazzaen 4.8.).

BT5

MI'T cBsi3ana ¢ 1,3—3-KpaTHbIM NOBBIIIEHUEM pUCKa BOSHUKHOBeHHs BTD, T.e. TpoMO03a rimy0okux
BEH WM TpoMOOSMOOIMHU JIETOYHOH apTepuu. BeposTHocTh Hambojiee BBICOKAa B TEPBBIH T'0J
npoBeaenuss MI'T, uem B mocneayiomme. Y MAlMEHTOB C JAMArHOCTHMPOBAHHOW TpoMOopuminei
OTMEYaeTcsl MOBBIMIEHHBIH pucK pa3Butuss BTO, u MI'T moxer yBenuuuate puck. [lo 3toit
npuurHe MI'T npoTuBonoka3aHa TaKUM MALIUEHTAM.

K d¢akropam pucka Bo3HMKHOBeHHs BTD OTHOCATCS TpHEM 3CTPOTCHOB, TOXKUJIOW BO3pacT,
MPOBEJCHUE OOIIMPHOrO XUPYPTUYECKOTO BMEUIATENbCTBA, JUIMTEIbHAs HWMMOOWIM3ALNS,
oxxupenne (MMT > 30 kr/m?), 6epeMeHHOCTb, MOCIEPOI0BOIA IEPHOI, CHCTEMHAs KPacHas BOTYAHKA
u pak. OJHO3HAYHBIX JaHHBIX O BO3MOXXHOW POJIM BApPUKO3HOI'O pacUIMpEHUs BEH B pa3BuTuu BTO
HeT.

[Tpu HE0OXOAUMOCTH JITUTENTLHON UMMOOHIN3AIMH T10CIIE XUPYPTUUYECKUX BMEIIATENbCTB CIETYET
MpeKpaTuTh mpueM mnpenapato aiisgs MI'T 3a 4—6 Hemenb 10 omneparyu, BO30OHOBJICHHUE MpUeMa
rpenapara BO3MO>KHO ITOCJIE ITOJTHOTO BOCCTAHOBIICHHUSI IBUTATEIbHON aKTUBHOCTH KEHITUHBI.
JKenmmuam ¢ oTcyTcTBMEM B aHaMHe3e ciydaeB BTO, HO ¢ yka3zaHMEM HaJM4YUs B CEMEMHOM
aHamMHe3e ciy4aeB Tpom0o3a B MOJOJOM BoO3pacTe y ONMKaWIIMX pPOJICTBEHHUKOB, MOCIE
MIPOBEJICHUS MOJPOOHOTr0 KOHCYIbTUPOBAHUS O BO3MOXHBIX OTPAaHUYECHUSIX U HEOCTaTKaX Tepanuu
MOKET OBITh MPEATIOKEH CKPUHHHT (B X01€ CKPHHUHTA BBISBIISIETCS TOJIBKO YaCTh HACIIEACTBEHHBIX
ne(eKTOB CHCTEMBI TEeMOCTa3a).

B cnyuae BbIsiBIeHUS TPOMOODMINH, aCCOLMUPOBAHHON ¢ TPOMOO30M, Y YICHOB CEMbU UJIH B CITy4ae
HUINYMS TsDKENoro naedekra (HampuMmep, HeNoCcTaTodHocTh aHTuTpoMOuuHa III, mportemna C,
nporerHa S, nin komOuHanus nedexron), mposeneaue MI'T nmpoTuBonokasaHo.

Ecnu namueHTka mpuHUMAeT aHTHUKOATYJSIHTBI, HEOOXOIUMO THIATEIBLHO OIEHHUTH MOJIb3Y/PUCK
HazHaueHnuss MI'T. [lo 3aBepuieHus TIIATEIbHOM OIEHKHA (PAKTOPOB BO3MOXKHOTO Pa3BUTHUSA
TpoMOOIMOOJIMM WU Havajla aHTUKOATyJITHTHOW Tepamnuu npenapatsl 111 MI'T He Ha3HaydaroTCs.
Ecnu TpoM603 pa3BuBaetcs nocie Hadaia tepanuu, MI'T cnegyer OTMEHUTS.

Heo6xonuMo cpo4HO OOpaTUThCS K Bpady B Cilydae NOSABICHHS JIOOOrO U3 CHUMIITOMOB,
CBUJCTEIBCTBYIOIIMX O BO3MOXHOW TpomMO0IMOOINK (OOJe3HEHHAs OTEYHOCTh HUKHHX
KOHEUHOCTEH, BHe3aHast 00JIb B TPYAHOM KIIETKE, OJBIIIKA, HAPYIIICHUE 3PEHU).

Uimemnueckas 6one3nb cepaia (MBC)

JlaHHbIE, IOJIyYEHHBIE B XOJI€ PAaHAOMHU3UPOBAHHBIX KOHTPOJIUPYEMBIX HCCIECIOBAaHUMN, YKa3bIBAIOT
Ha OTCYTCTBHUE 3aIIUTHOTO 3 (deKTa B OTHOIICHUU Pa3BUTHsI MH(apKTa MUOKap/ia Y )KSHIIUH C 1 0€3
Hamuuuss WBC, momywaromux MIT B Buge KOMOMHMpPOBAHHOW Tepamuu JCTPOT€HAMU U
[porecTareHaMu Wil MOHOTEpAuHU 3CTPOreHaMHU.

Cosmecmmnoe npumeHenue ¢ 3cmMpo2eHamu U NPo2ecmazeHamu

OtHocutenbHbll puck pa3Butuss WBC He3HAUMTENBbHO TMOBBILIAETCS B XOAE IPOBEICHUS
komMOunupoBanHoit MI'T. AGcomotHelii prck BosHukHOBeHHsT IBC 3aBucut ot Bo3pacta. Yucio
ciyuaeB MBC, cBs3anHbix ¢ npumeHenneM MI'T, y 310pOBBIX KEHIIMH B BO3pacTe OJIM3KOM K
HAaCTYIUIEHUIO €CTECTBEHHON MEHOIIAay3bl OUE€Hb HU3KOE, OJJHAKO PUCK MOBBIIIAETCS C BO3PACTOM.



COOTBETCTEYET 3KCMNEPTHOMY OTYETY
oT 12.11.2025 Nz 2823
HieMruuecKuii MHCYIBT (MOCNEOQCBATENEHOCTE 0012)

T

KoMOuHMpoBaHHas Tepanusi SCTPOreHaMy U MporecTareHaMu MM TOJbKO 3CTPOreHaMM CBs3aHa C
1,5-KpaTHBIM MOBBIIIEHUEM PUCKA BOZBHUKHOBEHUSI MIIIEMUYECKOTO HHCYJIbTa. OTHOCUTEIBHBIN PUCK
HE U3MEHSETCA C BO3PACTOM U HE 3aBUCUT OT BPEMEHHU HACTYILUIEHUsI MEeHoMay3bl. OJJHAaKO, 4aCcTOTa
pa3BUTHS HMHCYJIbTa 3aBUCUT OT BO3pacTa, a OOWIMH PHUCK pa3BUTHUA HMHCYJIbTA Y >KEHIIMH,
nonyyaromux MI'T, OyeT MOBBIIIATECS C BO3PACTOM.

BcnomorarenbHbIe BelllecTBa

[IpenapaT cogepKUT JaKTO3bI MOHOTUIPAT.

[TaneHTaM C penKMMH HACJIEACTBEHHBIMH 3a00JIEBaHUSIMH, TAaKUMHU KaK HENEepEeHOCUMOCTh
JAKTO3bI, AC(PUUUT JaKTa3bl, CHHAPOM TIIIOKO3HO-TAIAKTO3HOW HEJOCTAaTOYHOCTH, HE CJEIyeT
IIPUHUMATH IIpenapar.

4.5. B3aumopeiicTBHe ¢ JPYrHMH JIeKAPCTBEHHbIMH MpenapaTaMu H Jpyrue BHIbI
B3aMMOJAEHCTBHUSA

CoracHO JaHHBIM in Vitro, OCHOBHOW akTUBHBIM MeTtabomuT 20a-nuruapoaurectepon (/1) u B
MEHBILIEH CTENeHH TaKXke AUIPOreCTEpPOH B OCHOBHOM MeTabonmusupyiores CYP3A4.

JlekapCTBEHHbIE CpEACTBA, KOTOPHIE YBEJIMYMBAIOT KIUPEHC IPOTeCTareHOB (CHIKAIOT
3¢ GEKTUBHOCTD M3-3a UHAYKLIKHU (epMeHTa), HarpuMep: 0apOuTypatsl, HeHUTOMH, KapOaMasenuH,
OPUMUOH, pUPaMIMUIUMH KU Tpenapatsl npotuB BUY, Takue Kak pUTOHABHp, HEBUIAPUH H
a(daBUpeH3, a TakkKe, BO3MOXKHO, TIpemaparhbl, CoOAepIKallue TpaBy 3Bepodos (Hypericum
perforatum).

VYBenuueHue KIupeHca TuaporecTepoHa MOKET MPUBECTH K KIMHUYECKOMY CHUXEHHIO dddekTa u
M3MEHEHHUIO XapaKTepa KPOBOTEUEHUSI.

JIekapCTBEHHEBIC CPEJICTBA C PA3IMYAIOIIMMCS BIMSHHUEM Ha KJIMPESHC IPOreCcTarc¢HoOB

MHorue KOMOMHAlIMM WHTMOMTOPOB IpOTeasbl BHpyca MMMyHoaeduuuTta venoseka (BUY) u
HEHYKJICO3UTHBIX HHTHOUTOPOB 0OpaTHOM TPAHCKPHIITA3bI, BKIIIOUAsi KOMOWHAIIMH C MHTUOUTOpAMHU
Bupyca renaruta C (BI'C), npu 0THOBpEMEHHOM NpUEME € IIPOrecTareHaMu MOTYT MOBBIIATH WIH
MOHIDKATh KOHILIEHTPALIMIO MTPOTeCTareHa B Iula3Me KpoBU. B HekoTophIX cimydasx oOmmit 3¢ et
3THUX U3MEHEHUH MOXET OBITh KIMHUYECKH 3HAYUMBIM.

[To »To¥ MpWuYMHE MpPU UX OJHOBPEMEHHOM TMPHUEME CIIETyEeT O3HAKOMHTHCS ¢ MH(opMainuen o
npenaparax mis JedeHus BUY/BI'C, 4roOwl omnpenenuth MOTCHIIMAIbHBIC B3aMMOJICHCTBHS W
T00bIe CBS3aHHBIE C HUMH PEKOMEHIaIIHH.

JIekapCTBEHHBIE CPEJICTBA, CHIKAIOIINE KIMPESHC MPOTreCTareHoB (I/IHI‘I/IGI/ITODBI d)eDMeHTOB)

KinHn4yeckass 3HAYUMOCTH BO3MOKHBIX B3aMMOJAEHCTBMHA € HMHIuOUTOpamMu (PepMEHTOB
Hen3BecTHA. OJHOBpeMEeHHOe MPUMeHeHne CHIbHBIX MHTHOUTOPOoB CYP3A4 MokeT NOBBICHTH
IUIa3MeHHbIe KOHIIEHTPALMHU MPOrecTareHoB.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALUS

bepemeHHOCTD
bonee 9 MunmmoHoB GepeMEHHBIX KEHIMH MPUHUMAIIA JuAporecTepoH. K HacTosmemMy BpeMeHH

OTCYTCTBYIOT IJaHHbIE 00 OTPUIIATEIIFHOM BIMSHUH AUAPOTeCTEPOHA IIPH €ro IPUMEHEHHUHN BO BPEMS
OepeMEHHOCTH.
[Ipenapat MOXKET IPUMEHATHCS BO BpeMsi OepeMeHHOCTH (cM. pa3zaen 4.1).

HNmeroTcs OTACIBbHBIC COO6I.H€HI/I$I 0 BO3MOXKHOM CBS3H PpHUCKa pa3sBUTHUA TUIIOCIIAANHN C IPUMCHCHHUEM
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COOTBETCTEBYET SKCTEFTHO
oT 12.11.2025 N= 2
HEKOTOPBIX mporecrareHoB. OjHako, MHOKECTBO pdifiiuHbxl ) Paxtopds; Bﬁmmuﬂubq Ha

OEpEeMEHHOCTb, HE TO3BOJISIOT CACNIaTh OJTHO3HAYHBIN BBIBOJ] O BIMSHHUH MPOTECTareHOB HA PHUCK
BO3HUKHOBEHHSI THITOCTIAINU. Pe3ybTaThl KIMHUYECKUX MCCIICIOBAHUN, B KOTOPBIX OTPAHUUYCHHOE
YHUCJIO JKCHIIMH TOJydYalid IUIPOTECTEPOH Ha PaHHUX CpPOKax OEpEeMEHHOCTH, HE TIOJITBEPIUITH
YBEIWYCHUSI PHUCKAa THUIMOCTAJAWKM. B HacTosimiee BpeMsi HHBIE SIHJIEMUOJIOTHYECKUE aHHBIC
OTCYTCTBYIOT.

JlakTamus

OTCYTCTBYIOT JaHHBIC OTHOCHUTEIHHO MPOHUKHOBEHUS IUAPOTECTEpOHA B rpynHOe Mojoko. [Ipu
MPUMEHEHUH JIPYTUX TIPOTECTareHOB YCTAaHOBJEHO, YTO TPOTECTareHbl W WX META0OIUTHI
MIPOHUKAIOT B TPYJAHOE MOJIOKO B HEOONBIIMX KoiauwdecTBax. Hammume pucka st peOeHKa He
M3Y4EHO, B CBS3M C YeM NMpuMeHeHHue mpemnapara [{rodacToH B mepuoa rpyJHOTO0 BCKApPMIIMBAHUS
MIPOTUBOIIOKA3aHO.

4.7. BausiHMe HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMH M padoraTh ¢
MeXaHu3MaMH

JluporecTepoH OKa3bIBaeT HE3HAUYUTEILHOE BIUSHUE Ha CIOCOOHOCTH YIPABIISATH TPAHCIIOPTHBIMU
CpeACTBaMU M MEXaHU3MaMH.

Crnemyer coOmoAaTh OCTOPOXXHOCTh TPHU YIPABICHHH TPAHCIIOPTHBIMH  CPEICTBAMH U
MEXaHU3MaMH, YYHUTHIBas BO3MOXXHOCTh BO3HHUKHOBEHHS HEXKENATEIbHBIX PEaKIUi CO CTOPOHBI
HEPBHOM CHCTEMBI (JIETKasi COHJIMBOCTH W/HJIM TOJIOBOKPYKEHHE, OCOOCHHO B TMIEPBHIC YaChl PUEMA).

4.8. He:xxennaTesibHbIE peaKIUuu

Pesrome mpoduiist 6e300acHOCTH

B KIIMHUYCCKUX MHCCICA0OBAHUAX y IManmMucHTOK, HOHy‘IaBH_II/IX Tepanmo I[I/I,Z[pOI‘eCTepOHOM 10
MOKa3aHUsAM, HE TPeOYIOIUM Ha3HAYEHUS 3CTPOTEHOB, HaN0OJIee YaCTO BCTPEUATUCH CIICTYIOIINE
HEeXeJaTelIbHbIe PeaKIuu: TOJOBHAas OO0JIb/MUTPEHb, TOIIHOTA, PBOTA, OOJM B 0O0JACTH KUBOTA,
HapyIICHHE MEHCTPYaJbHOTO IIMKJIA, OOJIC3HCHHOCTH/IyBCTBUTEIIBHOCTh MOJIOYHBIX JKEJIe3,
BarMHAJIbHOE KPOBOTCUCHUE.

TaOnu4yHOE pe3roMe HEXKENaTeIbHbIX DEAKIINNA

B xIMHUYECKHMX HCCIIEOBAaHUSAX C MpUMEHEHHeM auaporectepoHa (n=3483) mo mokasaHusM, HE
TpeOYyIOIUM HA3HAYEHHUsSI 3CTPOTEHOB, B JIByX HHTEPBEHLMOHHBIX HMCCICIOBAHUAX MPUMEHEHHS
IUIIPOTeCTEPOHA Ul MOJICPKKH JIIOTeMHOBOM (has3pl npu nmposenenun BPT (n=1036), a Takxke B
XO0JIe¢  MOCTPErHCTPAIlMOHHOTO  MPUMEHEHHs  (CIIOHTaHHBIE  COOOINCHMs), HAOIIOATNCH
HeKeJlaTeJIbHbBIE PEaKIiu CO CIEAYIOIMMHU YacTOTaMU BO3SHUKHOBEHUS: OYeHb yacTo (>1/10), yacto
(>1/100, 1o <1/10), HEewacTo (>1/1 000, HO <1/100), peaxo (=1/10 000, Ho <1/1 000), oueHb peako
(<1/10 000), gacToTra HeW3BeCTHa (Ha OCHOBAHMHM HMEIOIIMUXCS JAHHBIX OIEHUTHh HEBO3MOXHO).
Ornucanue HeXeIaTeNbHBIX PEAKIIUI TIPEACTABICHO B CIAEAYIONICH Ta0IuIe:



COOTBETCTBYET SKCNEPTHOMY OTUYETY

o1 12.11.2025 M=

CucremHo- Hexenarelbipidpeakigne1EHOCTE 0012)
OpPraHHbIN KJace Ouenn Yacro Heuacto Penxo
4acrTo (=1/100, <1/10) (=1/1000, (=1/10000,
(=1/10) <1/100) <1/1000)
Hapymenus co I'emonuTrueckas
CTOPOHBI KPOBH H aHemus ™
JUM(pATHYECKOH
CUCTEMBI
IIcuxuyeckue Jlenpecens
HApYLUIEeHUSs
Hapymenus co Peakuun
CTOPOHBbI TUIEPYYBCTBU
HMMYHHOH TEIBbHOCTU
CHCTEMBI
Hapymenusi co Murpens/ I'onoBokpyxke- | COHIMBOCTH
CTOPOHBbI HEPBHOI roJjioBHast 00J1b HUE
cUCTEMbI
Keaynouno- Tommora,
KHIIeYHbIe pBoTa, 6bomu B
HapyLIeHUs 00J1aCTH KUBOTA
Hapymenusi co Hapymenus
CTOPOHBI NeYEeHH U byHKIMH
JKeJTYeBbIBOISIIINX Me4YeHU
fryren (c  xenryxom,
aCTEHUEH WM
HEIOMOT'aHHEM,
00JIBI0 B
JKUBOTE)
Hapymenus co Amnepruueckuii | Otex KBunke*
CTOPOHBI KOKM M JepMaTUT
MOJAKOKHbIX TKaHel (Hammpumep,
ChIIIb, 3y1,
KpanuBHULIA)
Hapymenus co |BarunaneHoe | Hapymenus OteunocThb
CTOPOHBbI KPOBOTEUEHHE | MEHCTPYAJIbHOT MOJIOYHBIX JKENE3
penpoayKTUBHOM 0 LUKJIA
CHCTEMBbI H (BKITFOUAS
MOJIOYHBIX KeJie3 METPOPparuio,
MEHOpPpAaruro,
OJIUro-/
aMEHODEI0,
JUCMEHOpE U
HEpPETyJISIPHBIN
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COOTBETCTEYET 2KCNEPTHOMY OTUYETY
oT 12.11.2025 N= 28237
CucremHo- Hexenarelbipidpeakigne1EHOCTE 0012)
OpPraHHbIN KJace Ouenn Yacro Heuacto Penxo
4acrTo (=1/100, <1/10) (=1/1000, (=1/10000,
(=1/10) <1/100) <1/1000)
MEHCTpPYyaJIbHbIN
LIMKID);
Bonesnennocts/
YYBCTBUTEIb-
HOCTb
MOJIOUHBIX
xKemes3
JoOpokauecTBeH- VBenuueHue B
HbIE, pa3mepe
3J10Ka4YeCTBEHHbIE U rporecTareH-
HEYTOYHEHHbIE 3aBUCHUMBIX
HOB0OOOpa30BaHUs HOBOOOpa3oBa
(BKJIIOYAS1 KMCTHI U HHI
MOJIMIIbI) (mammpumep,
MEHUHTHOMa)*
O0mme HapyuieHust Orexku
U peakuuud B MecTe
BBe/leHHUs
Hapymenus VYBennuenne
MeTraldou3Ma u vacenl Teta
NUTAHUS

* HesxenarenbHble peakiMH, KOTOpbIE OBUIM OMMCAaHBl B CIIOHTAHHBIX COOOIIEHUSX, HO HE
PETUCTPUPOBAINCH B KIMHHUYECKUX HCCIENOBAHMUAX, OBUIM OTHECEHbl K KAaTEropuu PpPeaKux
HEXEJIATEJIbHBIX PEaKIMil Ha OCHOBaHMM TOrO, YTO BEpXHHUU mpenen 95 % noBepUTENbHOTO
MHTEpBaJla UX YaCTOTHI He mpeBbIman 3/x, rae X = 3483 (cyMMapHOe KOJIMYECTBO YYACTHHKOB
KJIIMHUYECKUX MCCIIETOBAHUI).

[Ipy npuMeHEHHH HEKOTOPBIX MPOreCTareHOB B COYETAHMU C H3CTporeHamMu B pamkax MI'T
OTMEUEHBI CIIEYIOLINE HEXKEIaTeIbHbIE PEAKIINU:

®  paK MOJIOUHOM KeJIe3bl, TUIIEPIUIA3HsI SHIAOMETPHSI, PaK SHIOMETPHSI, PaK SUYHUKOB;
e BTD;
e uHaApKT MHOKap/a, HIIeMUYecKast O0JIe3Hb Cep/IIia, UIIEMHUYCCKUI HHCYJIBT.

COO6I.H€HI/I$I 0 IMOJO03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxHo coo0marb O MOA03PEBAEMBIX HEXKENATENbHBIX PEAKIMIX IOCIE€  PErucTpalnuu
JIEKapCTBEHHOI'0 IIperapara ¢ LeJlbl0 00ecledeHns HENPEPbIBHOTO MOHUTOPHUHIA COOTHOLICHMS
«I10JIb3a — PHUCK» JIEKapCTBEHHOrO mpenapara. MeAMLMHCKUM paOOTHHKaM pPEKOMEHIYEeTCs
coo0mIaTe 0 JOOBIX MOJ03pEBACMbIX HEXEIATeIbHBIX PeaKIUaX JeKapCTBEHHOTO IpenapaTa yepes
HanmMOHAJIbHBIC CHCTCMbI COOGH_IGHI/IH 0 HCKCIIATCIIbHBIX PCAKIHUAX TOCyAapCTB — YJIICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.
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o1 12.11.2025 N= 28237

Poccuiickas @edepayust (NOCNENOBATENBHOCTL 0012)

109012, r. Mocksa, CnaBsiHCKas iomansp, 1. 4, ctp. 1
®denepanpHas cnyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)
Tenedon: +7 (800) 550 99 03

E-mail: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

Pecnyonuxa Kazaxcman
010000, r. Acrana, paiion baitkonsip, yi. A. Umanoga, 13 (bL] «Hypcaynet 2»)

PecniyOnukanckoe ['ocymapcTBEHHOE TIPEANPUATHE HaA TpaBe XO3AWCTBEHHOTO BEICHHS
«HauunoHanbHBI LEHTP HKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB M MEIULMHCKUX U3
Komutera mMenuuuHckoro u ¢apmaneBTHUECKOr0 KOHTPOIsl MHHHCTEpPCTBA 3ApaBOOXPAHEHUS
Pecniy6nuku Kazaxcran

Tenedon: +7 7172 235-135
E-mail: pdlc@dari.kz

Caiit; www.ndda.kz

Keipevizckas Pecnybauka
720044, r. buikek, yi. 3-s 1uHus, 25

JlemapraMeHT JIEKApCTBEHHBIX CpPEICTB W MEAULUHCKUX u3nenud npu MuHucrepcrse
3npaBooxpaneHust B Koiproizckoit PecriyOmnumke

Tenedon: 0800 800-26-26; +996 312 21-92-88
dakc: (996) 312-21-05-08

E-mail: dlomt@pharm.kg

Caiit: http://www.pharm.kg

Pecnybnuxa Apmenus

0051, r. Epesan, nip. Komuraca, 49/5

«lleHTp 3KCHEPTU3HI JIEKAPCTB U MEAULMHCKUX TexHoaoruii» ['HKO
Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

Caiit: www.pharm.am

12


mailto:pharm@roszdravnadzor.gov.ru

COOTBETCTEYET SKCNEPTHOMY OTYETY
ot 12.11.2025 M= 28237
Pecnybnuxa benapyco MOCNEOOBATENEHOCTE 0012)

220037, r. MuHck, niep. ToBapuniecku, 1. 2a

PecniyOnukanckoe  yHurapHoe —npeanpuste  «lleHTp dKkcmepTH3 W UCHBITAaHUH B
3/IpaBOOXPAHEHUI

Tenedon: +375 17 242-00-29
E-mail: repl@rceth.by
Caiit: https://rceth.by

4.9. Ilepeno3npoBka
CUMIOTOMBI

JlaHHBIE O cCiaydasx MEepeAo3UpPOBKU TMpPErnapaToM OrpaHUYeHbl. JHApOrecTepoH XOpOIIOo
MEPEHOCWICS TIOCNIe TpueMa BHYTPh (MakCUMajbHas OIMCAaHHAs CYTOYHas J03a COCTaBWJIa
360 wmr).

TeopeTnueckn BO3MOKHBI KIIMHUYECKHUE MPOSIBIICHUS IEPEAO3UPOBKH Mpenapara: TOIIHOTA, PBOTAa,
TOJIOBOKPYKEHUE U COHIIMBOCTb.

JleueHue

Crenunpuyeckuii aHTUIOT OTCYTCTBYET, JICYCHHE JOIKHO OBITh CUMIITOMATHYECKUM.

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTepaneBTUYeCKass TPYMIa: I[OJIOBBIE TOPMOHBI U MOJYJSTOPHI TOJOBOM CHCTEMBI;
IporecTare; MPOM3BOHbIE MPErHaIieHa.

Kog ATX: GO3DBO1

Mexaausm aeiicteus U hapMakoauHaMmuueckue 3O GEKThI

JlunporecTepoH  MPENCTaBIsieT  COOOM  CHHTETHYECKUW  MPOTeCTareH ¢  IepopabHOM
OMOIOCTYTHOCTBIO, Ha (hOHE MpUEMa KOTOPOTO MPOUCXOIUT MEPEX0 ] FHAOMETPHUS B CEKPETOPHYIO
a3y B cmU3UCTON 000JI0UKE MATKH, MOATOTOBIEHHON 3cTporeHamu. OH o0ecrieynBaeT 3aluTy OT
MOBBIIIEHHOTO PHUCKA pPa3BUTHs THUIEPIUIA3UU W/MIM paka »>HJIOMETPHUS, HHIYyLHPOBAHHOTO
acTporeHamu. JlumporectepoH He o00mamaeT AICTPOTeHHOM, aHIPOTEHHOW, aHa0OIWYEeCKOW |
[IFOKOKOPTUKOUTHOM AKTUBHOCTBIO.

JlunporecTepoH HE MOAABISET OBYJISAIMIO, B CBA3M C 4YeM IMpu Ipueme mnpemnapata rodactoH y
KEHILMH PENPOTYKTUBHOTO BO3pacTa BO3MOXKHO HACTYyIJIEHUE OEPEMEHHOCTH.

VY XKeHIMH B IIOCTMEHONAYy3€ C COXPAHCHHOM MATKOM MEHOoNay3albHas TEepanus 3CTPOreHamMu
YBEJIIMYMBAET PUCK THIIEPIUIA3UU M paka 3HIoMeTpus. JlobaBieHne mporecTareHa mpeaoTBpamacT
9TOT JOIOJIHUTENbHBIN PUCK.

Knunudeckas 3 QeKkTUBHOCTE U O€30MaCHOCTh

B pamkax panmomuszupoBanHbix kauHudeckux uccienoBanuii (LOTUS I u LOTUS II) cpaBHenus
3¢ pexTuBHOCTH, OE30MACHOCTH M TMEPEHOCHMOCTH TEPOpaTbHOW (GOPMBI IHUIPOTECTEPOHA H
BarMHaJIbHON (hOPMbI MUKPOHU3UPOBAHHOTO MPOTECTEpOHA AJIS MOAJEPKKH JIOTEMHOBOM (hasbl B
LUKJIaX SKCTPAKOPIIOPaIbHOTO OTUIOAOTBOPEHUS OBLIO OITBEPKIEHO CleIyIoIIee:

B wu3yuaemoii momymismmu manueHToB KoddduuumeHT OepemeHHocTH Ha 12 Henene rectanuu
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 12.11.2025 N2 2
(10 Henens 6epemennoct) coctaBua 37,6 % u 33,1 % (LOTUS| o 3671 %! 134, 7%« LOTUS 1I)

IUIE  TIEpPOPAIGHOTO  JHIPOTeCTEpOHa W BArMHAIBHOTO MHKPOHH3MPOBAHHOTO IPOTECTEPOHA,
COOTBETCTBEHHO. Pa3HuWIIa B 4YacTOTEe HACTYIUICHUS OCPEMEHHOCTH MEXKIy JBYMS TpyIIaMu
cocrasmia 4,7 (95 % 1AW, -1,2; 10,6) (LOTUS I) u 2,0 (95 % U, -4,0; 8,0) (LOTUS II).

B BeIOOpKE 1151 oreHkM Oe3oracHocTH, BiatouaBmied u3 1029 mamumentoB (LOTUS I) m 1030
narenToB (LOTUS II), koTopsie momydnian XoTs Obl OHY J03Y MCCIIEyeMOro npemnapara, 4acTora
pa3BuUTHs HauboJiee YacThIX HEXeNaTeIbHBIX peakuuii Oblla comocTaBUMa B 00EUX TpyImax
neueHus. B CBA3M ¢ XapakTepoM H3ydyaeMOH MOMYJISIIMM TAllMeHTOB/TIOKA3aHUs OXHIAeTCs
OTIpEeJICIEHHOE KOJMYECTBO a0OpPTOB/BBIKMABIINIEH Ha paHHEM Cpoke, ocoOeHHO 10 12 Hemenu
recraiuu (10 Henenu GepeMEHHOCTH), TaK Kak OKMaeMasl 4acToTa HaCTYIUICHHUsI OEpeMEHHOCTH B
3TOW BPEMEHHON TOUYKE COCTaBISET MPUOIU3UTENHHO 35%.

[Ipodpuns Oe3omacHocTH, HaOmMOmaeMblii B obOoux wuccinenoBanusax LOTUS, coorBercTByeT
OXKHJaeMOMy, TPHHHMAas BO BHUMAaHHE XOPOIIO W3YYEHHBIH Mpopmib 0e30macHOCTH
IUIPOTECTEPOHA U TIOMYJISIMIO MAIUEeHTOB/TIOKa3aHHUE.

5.2. apmakoKnHeTHYECKHE CBOIICTBA

AOGcopbrms
[Tocne mepopaipHOrO MpHEMa TUAPOTECTEPOH  OBICTPO  BcachiBaeTcs. MakcHUMaabHbIE

KOHIIEHTpaluH B 11a3Me KpoBH (Cmax) JUIPOreCTEpPOHA U €ro akTuBHOro Merabonuta I/l okono
3,2 ur/ma u 57 vr/mn gocturatorcs yepes 0,5 u 1,5 gaca mocie npueMa cooTBeTcTBeHHO. [1momans
o KpuBo# «koHieHTpaius — Bpems» (AUC) cocraBiser okoio 9,1 u 220 Hr-4/MJ1 COOTBETCTBEHHO.
[Ipu ogHOBpEMEHHOM IpHUeMe OJHOKPATHOW O3Bl TUAPOTeCTEPOHA U MUIIH JTOCTHKEHUE B IJIa3Me
KpOBH Cax JUAPOrECTEPOHA 3a/IEPKUBACTCA MPUMEPHO Ha | 4ac, 4TO MPUBOAUT K CHYKEHHUIO Cmax
npuMepHo Ha 20%, He BIMss HA CTENEHb BO3AeUcTBUS Auaporecrepona u JI'/1.

HaGmonaemoe BiusiHEE OIHOBPEMEHHOTO mpHema NHUIH Ha Cmax JUAPOTECTEPOHA CUHTACTCS
KIIMHUYECKH HE 3HAYMMBIM, MOATOMY mpemapaT rohacToH MOXHO NPUHUMATH HE3aBUCHUMO OT
npueMa muiu.

Pacnpenenenue

[Tocne BHYTpHUBEHHOTO BBEICHHS JUAPOTECTEPOHA KAXKYIIUNCA 00beM paclpeeseHUs] COCTABIISET
npumepHo 1400 1. bonee 90 % nuaporecrepona u JII'/] cBsizpiBaeTcs ¢ OenkamMu Miia3Mbl KPOBH.
buorpanchopmanus

[Tocne mpuema BHYTpb auaporecTepoH ObicTpo Metabomusupyercs mo JI'JI. ['maBHbIM myTh

MeTabonm3Ma, B pe3yJbTaTe KOTOpPOro oOpa3yeTrcs OCHOBHOW (HDapMakKOIOTHYECKH AaKTHUBHBIN
metabomut [I['/], ocymiecTBisieTcs B IHMTO30JI€ KIETOK YEJIOBEKa C IMOMOIIBI0 KaTalu3aropa
anprokeropenykrassl 1C (AKR 1C). [ToMuMo 3TOTO CyIIeCcTBYeT IPYroil myTh MeTabonm3ma C
yuactueM m3odepmentoB nuroxpoma P450 (CYP), npeumymectBeHHo CYP3A4, ¢ oOpazoBanuem
HECKOJIbKUX MEHEE BaXKHBIX MeTab0mnTOB. KOHIIEHTpauu 0ocCHOBHOTO akTuBHOTO MeTabomuTa J{I'/]
JIOCTUTAIOT MUKOBBIX 3HAYEHUM B TO K€ BpeMs, uro U nuuaporectepona. Konunentpamusa '] B
IJj1a3Me KpOBHM 3HAYUTENbHO Bblie, 4eM y auaporecrepoHa. CootHomeHus: AUC u Cpax A K
TUIPOTECTEPOHY COCTABISAIOT MpuOmm3uTenbHo 25 u 20 coorBercTBeHHO. CpemHuii mepuon
noJfypacnaza OKOHYATEJIbHOI'O BBIBEACHMUS Kak auaporectepoHa, tak u '/l cocraBiser 0Koio
15 gacoB. OOmUM CBOHCTBOM BCeX MeETaOONHMTOB SBISETCS COXpaHeHHe 4,0-AueH-3-0H
KOH(UTYpaIlMi MCXOMHOTO COSAMHECHHSI U OTCYTCTBUE peakuuu 170-THIPOKCHINPOBAHUSA. DTUM
0OBSICHACTCS] OTCYTCTBHE Y AUJIPOr€CTEPOHA ICTPOTCHHBIX M aHAPOTCHHBIX 3P PEKTOB.

DJIMMUHALINS
[Tocne npueMa MEYEHHOT 0O TUIPOTreCTEPOHA BHYTPh B cpeHeM 63 % 1035l BBIBOJAUTCS YEPE3 OYKH.
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OOmuii TIa3MEHHBIH KIMpeHe coctaBisieT 6,4 nfmuH. [udporetrépon fomateThid. BRBOAMACS 13

opranusma uepe3 72 vaca. /II'Jl oOHapyxkuBaeTcs B MOYE MPEUMYIIIECTBEHHO B BHJI€ KOHBIOTATOB
JIIOKYPOHOBOM KHCITOTHI.

JIuHeHOCTh (HETMHEHHOCTB)

Jlnia nuaporectepoHa XxapakTepHa JIMHeWHas papMakKOKMHETHKA MPU OJTHO- 1 MHOTOKPATHOM ITpUeMe

BHYTPb B Juana3oHe 103 ot 2,5 mr a0 20 mr.

[Ipu cpaBHeHMH (apMaKOKMHETUUYECKUX IOKa3aTeiled NpU OJHO- M MHOTOKPaTHOM IpHUeMe
YCTaHOBIJIEHO, uTO (hapMakoKWHeTHKa auaporectepona u JII'Jl He u3MeHseTcs B pe3yibTare
MHOT'OKpPaTHOI'O NpUMEHEHHs. PaBHOBeCHass KOHLEHTpPALUs JOCTUIAeTCsl CIyCTs 3 CYTOK IOCIe
HayaJla JIeYCHUsI.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

Slnpo TabieTkn

JlakT03bI MOHOTHAPAT
I'mnpomeriosa

Kpaxman kyKypy3HbIil
KpeMHus AMoKcH1 KOJIJIOUTHBIN
Maruus creapar

CwMech U1 DOKPBITHS INIEHOYHOM 000JI0YKOH 0OeJIOro IIBETa

['unpomennosa

[Tonustunenrnukoss 400

Turana guokcun (E171)

6.2. HecoBMecTUMOCTH

Henpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHus1)

5 ner.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPAHEHUU
XpanuTh ipu Temmneparype He Bbiie 30 °C.

6.5. XapaxkTep u coaepxkaHue NEPBUYHON YIIAKOBKH

I[To 20 Ttabmetok B OnMcTep W3 IUIEHKA MOJMBHUHUIXJIOPUIHOW W (OJIBIM aJIOMHHHUEBOM.
[To 1 GnucTepy BMECTE € JIMCTKOM-BKIIAIBIINIEM B ITaYKy U3 KaPTOHA.

[To 14 tabneToxk B OaucCTEp W3 IJICHKH MOJTMBUHUIXJIOpUIHON M (omsru amomuHueBoi. Ilo 2, 6
WK 8 OJIMCTEPOB BMECTE C JINCTKOM-BKJIA/IBIIIIEM B MTAYKy U3 KapTOHA.

6.6. Oco0bie MepbI MPEIOCTOPOKHOCTH IPH YHUYTOKEHNUH UCI0JIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WIH OTXO0A0B, MOJYYE€HHBIX MOCJe TPUMEHEHHs mpenapara, W [pyrue
MAaHUNYJISINH C MPenapaTom

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

15



COOTBETCTEYET 2KCNEPTHOMY OTUYETY
oT 12.11.2025 N= 28237

7. AEPKATEJIb PETUCTPAHIUOHHOI'O ¥YAOCTOBEPEHMSE A TENEHOCTE 0012)

Hunepnannab

2660t1T Xenckea [Iponakte b.B.,

C.J. Ban Xoyrennaan 36, HJI-1381 CII Beecn

Ten.: + 31 (0) 294-477000

7.1. IlpencraBuTe/ib Aep:KaTesss peruCTPAIMOHHOI0 YA10CTOBEPEeHUs

IIperen3un norpedburTesieil HaopPaBIATh 110 AIPECY:

Poccuiickas ®@edepayus

000 «2660tT JI360paTopus»

125171, r. Mockga, Jlenunrpajckoe mocce, 1. 16A, ctp. 1
Ten.: + 7 (495) 258-42-80

daxc: + 7 (495) 258-42-81

E-mail: abbott-russia@abbott.com

Pecnyonuxa Kazaxcman u Keipevizckas Pecnyoauxa
TOO «A660TT Kazaxcran»

050060, r. Anmarsl, yiu. Exin Eproxus, nom 1, opuc 90
Ten.: +7 (727) 244-75-44

E-mail: pv.kazakhstan@abbott.com

Pecnyonuxa benapyco u Pecnyoauxa Apmerus

[IpeacraButensctBo OOO «Abbott Laboratories GmbH» (IlIBeitmapckass koHdenepamnus) B
Pecny6nuke benapych

220073, r. MuHck, 1-w1ii 3aropoansiii niep., 1. 20, oduc 1503
Tem.: +375 17 259 12 95

E-mail: pv.cis@abbott.com

8. HOMEP PEI'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JIATA NEPBUYHOM PErMCTPAIIMMA (IIOATBEPXKJIEHWS PETHUCTPAIIMM,
IHEPEPET'HCTPAIIUN)

JlaTa nepBoii perucTpanmu:

10. TATA IIEPECMOTPA TEKCTA

OOmrast XxapakTepHCTUKa JIeKapCTBEHHOTO Ipemnapata J(odacTton noctynHa Ha WHGOPMALIMOHHOM
noptane EBpa3uiickoro 3KOHOMHUYECKOIO o032 B WH(GOPMAIMOHHO-KOMMYHUKALIMOHHOM CETH
«nuTepuet» https://eec.eacunion.org
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