COOTBETC TEn ET -'I'l'_EF'TH 'H fFOTUETY

OBILIASI XAPAKTEPUCTHKA JI KAPc‘ﬁﬁ:iﬁEélFé TﬁEﬂiﬁPAfA" 02)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

JUKEHEJIAB, 10 mr, TabseTku, MOKPHITHIC MIJICHOYHON 000710YKOM

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JlelicTBy1o1I€€ BEUIECTBO: TUAPOrECTEPOH.

Kaxnas Tabnerka, MOKpbITast IIICHOYHOU 0007109KO0M, conepxut 10 Mr auaporectepoHa.
BcenomoraTenbHbIE BEIECTBA, HAJIMYME KOTOPBIX HAJO YYUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O
npenapara: jiaktosa (cMm. paszuen 4.4).

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Ta0nerku, NOKPBIThIE MIICHOYHOH 000104KOM

Kpyriible 1BOSKOBBINTYKIIbIE TaOJETKH, MOKPBITHIE IMJIEHOYHOM oOosoukoil Genmoro mpera. Ha
pasziome TabJeTOK BHIHO SAPO OEJIOro MM MOYTH OENoro IBETa, OKPYKEHHOE OJHUM CIIOEM
000JI0YKH.

4. KIMHUYECKUE JAHHBIE

4.1 lloxka3zaHusl K NPUMEHEHUIO

IIpenapar /ODKEHEJIAB mnoka3aH K NPUMEHEHUIO y B3pPOCIBIX JKCHIIMH IIPU COCTOSHMSIX,
XapaKTepu3yIOMuecs IeUIIITOM IIPOrecTEPOHa:

- DHJOMETPHO3;

- 6ecruioaue, 00yCIOBICHHOE HEOCTATOYHOCTHIO JIIOTEUHOBOMH (ha3bl;

- YIpOXKarOIMK BBIKH/IBIIIL,

- IPUBBIYHBINA BBIKUIBIII;

- IPEIMEHCTPYaJIbHBIN CUHIPOM,;

- IUCMEHOpES;

- HEeperyJIIpHble MEHCTPYyalliH;

- BTOpUYHAasi aMeHOpes;

- aHOMAaJIbHbIE MAaTOYHbIE KPOBOTEUEHUS;

- TOJJIep)KKa JIIOTEMHOBOM (ha3bl NpHU TNPOBEIEHHUHM BCIHOMOTATENbHBIX PEMPOAYKTUBHBIX
texHosoruit (BPT).

Menomnay3anbHas ropMoHanbHas Tepanus (MI'T):

- U HeUTpanu3aluuu npoaudepaTUBHOTO ASHCTBUS 3CTPOr€HOB HA SHAOMETpH B pamkax MI'T
y OKEHIIMH C paccTpOWCTBaMM, OOYCIIOBIEHHBIMH €CTECTBEHHOH WJIM XUPYPrHUecKOu

MEHOIIay301 MpU UHTAKTHON (COXpaHEHHOI) MaTKe.
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4.2 Pe:xxuM 103MPOBAaHUA U CIIOCO0 MPUMEHEeHMs

PexxuM J103upoBaHus

[TponOMmKUTETFHOCTh TEPAaMK M J036I MOTYT OBITh CKOPPEKTHPOBAHBI C  YY4E€TOM
VHJUBUAYAIbHOTO KIMHUYECKOIO OTBETA ITALMEHTKU M CTEIIEHU BBIPAXEHHOCTU I1aTOJIOTUMU B

npeaciax pexXmumMa J03UpOBaHUA IIpe€rapara, IpEACTaBJICHHOI'O HUXKE!

OHJIOMETPHUO3 ITo 10 mr 1-3 pa3a B CyTkH ¢ 5-ro 1o 25-i1 A€Hb MEHCTPYAJIbHOTO
LUKIa WIK  HENpepblBHO. PexkoMmeHayeTcss HauumHaTh C

MaKCHMaJIbHOM JO3BI.

becruiogue (o6ycnosnennoe | [1o 10 mr B cytku ¢ 14-ro no 25-it nens nukia. Jleuenue cienyer
HEAOCTAaTOYHOCTHIO NpoBOAWUTL HCHPCPBIBHO B TCYCHUC KaK MHUHHMYM 6-tu
JFOTCHHOBOU (ha3bl) CIICAYIOUIMX Jpyr 3a JpyroM IHUKIOB. B mepBble MecsIbl
OEepeMEHHOCTH PEKOMEHJIOBAHO IPOIOJDKATh JICUCHHE MO CXEME,

ONMCaHHOM ITIpU MMPUBBIYHOM BBIKHUABIIIC.

VYrpoKarmui BIKUIBIII 40 Mr ogHOKpatHO, 3areM o 10 Mr yepe3 Kaxkable 8 4yacoB 0

HCYC3HOBCHUA CUMIITOMOB.

[IpyBBIYHBINA BBIKHIBIIIT [To 10 Mr 2 pa3a B cytku go 20-ii Hemenu OepeMEHHOCTH C

MOCJICAYIOIUM IMOCTCIICHHBIM CHUIKCHUCM TO3bI.

[IpeameHcTpyanbHbIi ITo 10 mr 2 pa3a B cyTku ¢ 11-ro nmo 25-ii JeHb MEHCTPYaJIbHOIO

CHUHJPOM LUKJIA.

JucmeHopest ITo 10 mr 2 pa3a B cyTku ¢ 5-ro no 25-i1 1€Hb MEHCTPYaJbHOTO
LUKJIA.

Heperynsapusie ITo 10 mr 2 pa3a B cytku ¢ 11-ro nmo 25-i1 1eHp MEHCTPYaJIbHOTO

MEHCTpYyaLu LUKJIA.

Bropuunas ameHopest [Ipenapat sctporena 1 pa3 B cyTku ¢ 1-ro mo 25-ii 1eHb IUKIa

Bmecte ¢ 10 mr npenapara JDKEHEJIAB 2 pa3a B cytku ¢ 11-ro

1o 25-i I6Hb MEHCTPYaJIbHOIO LIUKJIA.

AHOMaJIbHbIE MATOYHbIE ITo 10 Mr 2 pa3a B cyTKHU B TeueHuUe 5 WiK 7 JHEH.
KpOBOTEUEHHMSI (115

OCTAaHOBKH KpOBOTe‘{eHI/ISI)

AHOMaJIbHBIE MATOYHBIE ITo 10 mr 2 pa3a B cytku ¢ 11-ro no 25-i1 1eHb MEHCTPYaJIbHOTO
KpOBOTEUEHHUSI (11 LMKJIA.

peynpexaeHus

KPOBOTEUEHMUS)
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da3bl mpu npoBeacann BPT

ITo 10 mr 3 pa3zas cVTKI/f EraqnlL'Fz';rL CE Hﬁﬁ'l '566031 Aﬂueme*mn u

npojgonkate B TeueHue 10 Hemens (ecnu  OepeMEHHOCTH
NOATBEpXkKJeHa). B cilydae mpormycka mpuema mpernapara
NAaIMEeHTKA JOJDKHA TPHHATH Ta0JIETKy Kak MOXXHO paHbIIe U

IIPOKOHCYJIETUPOBATHCS C BPAYOM.

MI'T B coyeTanuu c

OCTpOorecHaMu

IIpy HenmpepbpIBHOM IOCIIEOBATEIbHOM pexume — mo 10 mr
JUIPOrecTEpOHa B CYTKHM B TE€YEHHE 14-TH IOCIEN0BaTEIbHbIX
JIHEeW B pamkax 28-mHeBHOro nukia. Ilpu nukinyeckoil cxeme
Tepanuu (Koraa 3CTpOreHbl MPUMEHSIOTCS 21-1HEBHBIMU Kypcamu
¢ 7-IHEBHBIMM HepepblBaMu) — 110 10 Mr auaporecTepoHa B CyTKH
B TeueHHe nocieanux 12—14 nueit mpuemMa 3CTpOreHoB.

Ecimn ouorncus I YIIbTPa3ByKOBOE nccae0BaHue
CBUJICTEJILCTBYIOT O HEJOCTaTOYHOM peakuuu Ha Impenapar
nporecTareHa, CyTOYHas J03a IUAPOTecTepoHa JOJDKHA OBITh
yBenudeHa 10 20 mr.

[Tpu npueme nuaporecrtepoHa B ao3e 20 MI B CyTKH TaOJETKH
CIIeZlyeT pacrpenenuTs B TedeHue AHs (yTpo/Bedep). OOBIYHO
KPOBOTEUYCHHE «OTMEHBD» HACTyImaeT BO BpeMsi IpHema
nunaporectepona. [Ipumenenne komOuuupoBanHoit MI'T momkHO
NPOBOAUTHCS ~ MUHUMANbHOW  A(PQPEKTUBHOM 1030 U C
MUHHUMAJIbHOW TPOJIOJDKUTEIIBHOCTRIO C YUYETOM IIeNId JICUCHHUSI.
Puckn MI'T momxHBI OLIEHMBATHCS UHAWBHAYAIBHO JJISI KaXIOU
JKEHIUHBI 1 IEPUOANYECKU TIEpECMaTPUBAThCSI.

B cayuae mnponycka mnpuema mpemnapara NalUEHTKa JOJKHA
MPUHTH Ta0JETKY KaK MOXHO paHbIlle B Te4eHue 12 4acoB mocie
o0blyHOTO BpemeHM mpuema. Eciau mpomio Oosee 12 wyacos,
MPOIMYIIEHHYIO TabJIETKy MPUHUMATh HE CIIEAYET, Ha CIETYIONUi
JeHb TAIMEHTKa JOJDKHA MPHUHATH TaOIETKy B OOBIYHOE BPEMS.
[Iponyck mpuema mpenapaTta MOXKET YBEIWYUBATH BEPOSTHOCTH
«MPOPHIBHOTO» KPOBOTCUCHHS] WA «MAXYIIUX» KPOBSHHUCTHIX

BBIZICTICHU.

CTH

[IpumeHeHue nuaporecTepoHa y JEBOUYEK J0 HACTYIUIEHHWS MEHapXe B IIOJIHOM Mepe He

u3ydanocb. DPexkTUBHOCTh M 0€30MacHOCTh IUAPOTEeCTEPOHA y JeTell U MOJIPOCTKOB B

BO3pacTte 10 18 jeT He ycTaHOBIIEHA.
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Croco0 ImpuMeHeHus

BnyTps.

4.3 IIlpoTuBONOKA3aHUSA

— I'unepyyBCTBUTENBHOCTh K TUIAPOTECTEPOHY WM K JHOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazjene 6.1.

— JlmarHocTHpoOBaHHbIE WJIM  IOJ03PEBAaEMble  3JIOKAYECTBEHHbIE  T'OPMOHO3aBHUCUMBIC
HOBOOOpa3zoBaHusl, 00yCIOBIEHHBIE [TOJIOBBIMH TOPMOHAMH (B TOM YHCIIE MEHHHTHOMA).

— KpoBoTeuenus u3 Biaraiuina HesICHOW STHOJIOTHH.

— Hapymenuss @yHkuuu nedeHd, OOYCJIOBIEHHBIE OCTPHIMH  HIIM  XPOHUYECKUMU
3a00JIeBaHUSIMHU [IEYCHHU B HACTOSIIEE BpeMsl WM B aHaMHE3€ (10 HOpMaJlM3alluu MoKa3aTesei

(bYHKIIMOHATIBHBIX P00 MEYEHN).

3710Ka4eCTBEHHBIE OITyXO0JIM [IE€YEHH B HACTOSIEE BPEMS UIIM B AHAMHE3E.

— Ilepuon rpy1HOr0 BCKapMJIMBaHUS.

— Ilopdupus B HacTosIee BpeMsl WIM B aHAMHE3E.

— CaMonpou3BOJIbHBIN a00PT (BBIKUIBIII) MM HECOCTOSBIIUICS BBIKUABII IPU MPOBEICHUU
NOJICP>KKH JTFOTENHOBOM (a3bl B pamkax BPT.

IIpu KOMOMHAIIMH C 3CTPOrcHaMm

IIpu npumenenuu no noKa3aHuio MEHONAy3aibHas 2opmonanvhas mepanus (MI'T):

— Hernedenas runepruiasust SHAOMETPHSL.

— AprepuanbHble U BEHO3HbIE TPOMOO3bI, TPOMO03MOOIMH B HACTOSIIIEE BPeMsl WIIM B aHAMHE3€
(B TOM yHcie TpoMO03 IIyOOKHX BeH, TpPOMO0IMOOINS JIETOUHOM apTepuu, MH(ApKT MHUOKap/a,
TpoMO0deOuT, 11epeOpPOBaCKyIIpHbIE HApYyIIEHUS [0 IeMOpparu4eckoMy M HIIEMHUYECKOMY
TUITY).

— BrIsBIeHHas TPeApacIONOXEHHOCTh K BEHO3HOMY WM  apTepHabHOMY TpPOMOO3y
(PE3UCTEeHTHOCTh K aKTUBHpOBaHHOMY mporenHy C, THUIEproMouMCTeHHEMUs, AeGuIuT
antutpom6Ouna III, nepunur mnporenmna C, aepuuut nporenHa S, aHTHUOCHOTUIHUIHBIE
aHTHUTeNa (aHTUTeNa K KapAHOJIUIIUHY, BOJTYAHOUYHBIN aHTUKOATYJISHT).

4.4 Oco0Oble yka3aHusi U Mepbl MPEeI0CTOPOKHOCTH NPH MPUMEHEHHH

I[pu prMEeHEHNH TpenapaTa ciaeayeT COOI0IaTh OCTOPOKHOCTS:

— Jemnpeccusi, B HaCTOsIIEe BpeMsl WM B aHAMHE3E;

— COCTOSIHUS, paHee TMOSBUBIIMECS WM OOOCTPHUBIIMECS BO BpeMs NpeAlIEeCTBYIOLICH
OEepeMEHHOCTH HJIM TPEAbIAYIIEro MprueMa MOJOBBIX TOPMOHOB, TaKHe KakK: XOJecTaTHYecKas
KeNTyxa, Teprec Bo BpeMsi 0epeMEHHOCTH, TSKENbIN KOXKHBIHN 3y, OTOCKIEPO3.

[lpr mpuMeHEHWU TUApOrecTEpOHa B KOMOMHAIIMK C ICTPOTCHAMH HEOOXOIMMO COOJIOAaTh
OCTOPOKHOCTh TIPH HaIW4UH (HaKTOPOB pHCKA Pa3BUTHS TPOMOOIMOOIMUYECKHX COCTOSHUM,

4
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Mmacchl Tena 6osnee 30 Kr/m2), moXuUIONH BO3pacT, OOMIMPHBIE XUPYPTUYECKHE BMENIATEIbCTBA,
CHUCTEMHas KpacHasl BOJIYAaHKa, PaK, Y MALMEHTOK, MOJYyYaAIOIIUX aHTUKOATYJISIHTHYIO TEPAINIO; C
SHJOMETPHO30M, MUOMOHN MAaTKH; HAJIMYUEM THUIEPIUIA3UH SHIOMETPHs B aHAMHE3E; aJlEHOMOMU
IICUYEHH; CaXapHbIM AMA0ETOM C HaJMYUEM WIM 0€3 COCYIUCTBIX OCIO0XKHEHUH; apTepHaIbHON
THIIEPTEeH3UEH; OPOHXHUATBHOI aCTMOM; SMUJIECTICUEH; MUTPEHBIO MJIH TSKEJION TOJIOBHON 00JIBIO
B aHaMHe3e; JKeTYeKaMEHHON OOJIe3HbIO; XPOHWYECKOH MOYEUHOW HEJOCTAaTOYHOCTBIO; TPHU
HAJIMYMM B aHaMHe3e (DaKTOPOB pUCKA Pa3BUTHs 3CTPOTrE€H3aBUCUMBIX OIyXOJiei (Hampumep,
POACTBEHHUI] 1-0H IMHUM POACTBA C PAKOM MOJIOYHOM JKEJIE3bl).

Ilepen HayasioM TEpanmuu JIUAPOTECTEPOHOM AHOMAJIBHBIX MATOYHBIX KPOBOTECUEHUH
HEOOXOUMO MCKIIIOUYUTh OPraHMYECKyl0 NpPUYMHY KpoBoTeueHHs. llpu mnpomoskuTenbHOM
IIPUMEHEHNN IIpenapara peKOMEHAYIOTCS IEPUOIUYECKHE OCMOTPBI Bpaya-rHHEKO0JIOra, 4acToTa
KOTOpBIX YCTAaHABIMBAETCS WMHIUBUAYalIbHO, HO HE pexe l-ro paza B moaroga. B mepsbie
MeECSIbl JICYEHUS] AHOMAJbHBIX MaTOYHBIX KPOBOTEUEHUH MOTYT BO3HUKATh «IPOPHIBHBIE»
KPOBOTEUEHMSI WJIN «MaKyIIHE» KPOBSIHUCTbHIE BblJENEeHUs. Eciu «IpOpbIBHBIE» KPOBOTEUEHUS
WIM «MaXyIIHE» KPOBSHUCTBIE BBIIEICHHUS BO3HUKAIOT IIOCIE HEKOTOPOIo Iepuoja mpuema
npernapara Wik IpoaoJDKarTCs MOocie Kypea JeUeHHs], clieyeT oOpaTUThCs K JedaliemMy Bpady
U TIPOBECTH COOTBETCTBYIOIIEE JOMOJHUTEIBHOE 00CIIEOBAaHHE, ITPH HEOOXOIUMOCTH ClHIENATh
OMOTICHIO SHIOMETPHSI C IIETBI0 UCKIIIOYSHUS HOBOOOPA30BaHHUH B YHIOMETPHH.

B ciydae HazHaueHus nuaporectepoHa B KoMOMHanMu ¢ 3crporeHamu ¢ uenbto MI'T cnenyer
BHUMATEJIbHO O3HAKOMUTHCSI C MPOTHBOIOKA3aHUAMHU U OCOOBIMH yKa3aHMSMH, CBS3aHHBIMHU C
IIPUMEHEHHUEM 3CTPOTECHOB.

MI'T cnenyer Ha3HayaTh C IEIBIO JICUCHHUS] MEHOIAY3aJbHBIX CHMIITOMOB, HEOJArOompUSTHO
BIMSIONIMX Ha KadyecTBO JKU3HM NanueHTKu. Clegyer €KeroJHO OLICHMBAaThb COOTHOILIEHUE
nonb3a/puck mnpoBogumoit MI'T. Tepamuio criexyer mnpoxokate A0 TeX TMOp, IOKa
NOTEHILIMaIbHAs 10J1b3a MPEBbIIIAET NOTEHIIUAIbHBIN PUCK.

HMeroTcsi OrpaHWYEHHBIE JaHHBIE O PHUCKaX, CBA3aHHBIX ¢ nposeneHneM MI'T npu neuenun
IpeX/IeBpeMEHHON MeHomay3bl. BeaencTBre HU3KOro abCoMOTHOTO PUCKA Y MOJIOBIX JKEHIIUH
COOTHOILIEHUE MOJIb3a/PUCK Ul HUX MOXET ObITh Oojiee OJaronpusATHBIM 1O CPaBHEHUIO C
TAaKOBBIM y ’KECHIIMH CTAapIIETr0 BO3pacTa.

Ecnu BO BpeMs mpuMEHEHUs MNpernapara BIEPBbIE BO3HUKACT WM YCWIMBAETCS OJHO W3
CIEAYIOIINX HAPYILIEHUH, CIEAYyET PACCMOTPETH BOIIPOC O MPEKPALLECHUH JICYCHUS:

- UCKJIFOUUTENIBHO CHIJIbHAS TOJIOBHASL 00JIb, MUTPEHb UM CUMITOMBI, KOTOPBIE MOT'YT YKa3bIBaTh
Ha 1epedpaIbHyI0 UIIEMUIO;

- BBIPAXKCHHOC ITOBBIICHUEC apTCPHUATIBHOI'O JABJICHUA,
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- BO3SHUKHOBEHHE BEHO3HOH TpoMO0o3MOomnu (B

B ClIydasax yrpo3bl WM NPHUBBIYHOTO HCBbIHAIIIMBAHUSA 6epeMeHHOCTI/I CJICAYCT IPOBCCTU OLCHKY
JKA3HECIIOCOOHOCTHU miioaa, a BO BpEMs JICUCHUA H€O6XOI[I/IMO KOHTPOJHUPOBAThH, IMTPOAOJIZKACT JIN
Ppa3BUBATbLCA 6epeMeHHOCTI) H )XKHB JI1 3M6pI/IOH.

CocTosiHUS, TPHU KOTOPBIX HCO6XOI[I/IMO Ha6J'II-OI[€HI/Ie

W3BecTHO, 4YTO CIEIYIOMIME PEIKO BCTPEUYAIONIUECS COCTOSHUS MOTYT OBITh IOJBEPKCHBI
BIIUSTHUIO TIOJIOBBIX TOPMOHOB M MOTYT BO3HUKHYTh HJIU YXYJIIHUTHCS BO BpeMsl OEPEeMEHHOCTH
WM BO BpeMsl IPUMEHEHHS MOJIOBBIX TOPMOHOB:

- XOJIECTaTUYECKas KEeNTyXa;

- repriec 0EpEeMEHHOCTH;

- CWIbHBIN 3y

- OTOCKJIEPO3;

- mopupusi.

[TarueHTHl C Menpeccruell B aHAMHE3E JTOJDKHBI HAXOIAUTHCS IMOJ THIATCIHLHBIM HAOIOICHUEM:
€CJIN TSDKEIIast ACTIPECCHUS TIOBTOPSICTCS, JICUSHUE TUAPOTECTEPOHOM JIOJKHO OBITH TTPEKPAIICHO.

MeauIHCcKOoe O6CJ'I€)IOB8.HI/I€

[Tepen Hauanom nmpuMeHeHMs KOMOMHaLUMU auaporectepoHa u scrporeHa (s MI'T) nomken
ObITh CcOOpaH TMOJNHBIA WHAMBHIYaJbHBIA U CceMeWHbld aHamHe3. Crlemyer NpOBECTH
00beKTUBHOE OOcieoBaHue (BKJIOYas oOCIeOBaHUME OpPraHOB MaJiOTO Ta3a M MOJIOYHBIX
JKeJe3) € 1eNbI0 BBIABICHHUS BO3MOXKHBIX IPOTHBOIIOKa3aHMH M COCTOSIHMM, TpeOyroImux
COOJTIOJIEHHS MEP MTPEIOCTOPOKHOCTH.

Bo Bpemsi jeueHuss peKOMEHAYeTCs MEpUOJUYECKH IMPOBOJIUTH KOHTPOJIb HWHIUBUAYaIbHOU
nepenocumoctu MI'T. Ilanuentka nomkHa ObITh MH(GOPMHUpOBaHA, O KAaKMX H3MEHEHHUSAX B
MOJIOYHBIX jKeJe3ax el cienyeT coolmark Bpady (cM. mojpasnen «Pak MONOYHOM Kene3b»).
HccnenoBanusi, BKIIOYAOIME MaMMorpaduio, cieayeT NpOBOJUTb B COOTBETCTBUU C
OOLIENPUHATHIM CKPUHMHIOM, C YYETOM HWHIUBUAYAJIbHBIX OCOOCHHOCTEM M KIMHMYECKOMN
KapTHHBI.

['unepnnasus U pak S HAOMETPHUS

VY JKEHIIMH ¢ MHTAKTHOM MAaTKOW PHUCK BO3HUKHOBEHUS THUIIEPIUIA3UM M paka SHAOMETpUs
YBEIMYMBACTCA TpU  JUIMTENBHOW MOHOTEpaluu JCTporeHamu. B 3aBucumoctH  OT
MPOJOKUTEILHOCTH U J03bl 3CTPOTe€Ha PUCK MOXKET ObITh B 2—12 pa3 BhIllIE, YEM Yy JKEHIIUH, HE
MIPUMEHSIOIIMX IIPenaparthl 5CTporeHoB. llocie npekpalieHus Jie4eHus: 3CTPOreHaMu 3TOT PUCK
COXpaHsieTcs B TE€YeHHE Kak MUHMUMYM 10 JieT.

[{uknuyeckoe MpUMEHEHHe MPOrecTareHoB, B TOM YHCIIe U AUAporecTepoHa (1Mo KpaifHel mepe,

B TeueHwe 12 gHEW 28-THEBHOrO0 IIMKJIA) WM HCIOJb30BaHUE IIOCIIEI0BATEIHLHOTO
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MOBBIIICHHBIA PUCK TUTIEPILTIA3UU U paKa YHAOMETPHUS TPU MOHOTEPAITHH SCTPOTCHAMHU.

B mnepBbie Mecsnbl JIeYCHHUS AHOMAIBHBIX MATOYHBIX KPOBOTEUYEHUHW MOTYT BO3HUKATH
«TPOPBIBHBIC» KPOBOTEUYCHUS MM «MaXKYIIHNE» KPOBSHHUCTHIC BBIIEICHUS. ECiu «IpOpBhIBHBIC»
KPOBOTCUCHHS WM «MaXKYIIHE» KPOBSHHUCTBIC BBIACICHHUS BO3HHKAKOT IIOCIE HEKOTOPOTO
nepuoJia mprueMa mpenapaTa Wik IpoJ0JDKAITCA MoCie Kypca JIeUeHUus, CIeayeT 00paTUThCs K
JevameMy Bpady M TPOBECTH COOTBETCTBYIOIIEE MOMOJHHUTEIBHOE OOCIEIOBaHKE, IPH
HEOOXOJIMMOCTH CJIeJIaTh OWOIICUIO 3HIOMETPHUSl C LENBbI0 HCKIIYEHUS HOBOOOpA30OBaHHUU B
SH/IOMETPHH.

Pak M0oJI0OYHOM JKeje3bl

HMeromuecss JaHHBIE CBUACTEIBCTBYIOT O TOM, YTO PUCK BO3HMKHOBEHHs DPaka MOJOYHOU
JKEeJe3bl TOBBIIACTCS Yy OKEHIIMH, monydaBmuXx MIT KOMOMHHpPOBAaHHBIMHU TperapaTamu
3CTPOr€HOB U MPOreCTareHOB WK IIPU MOHOTEpAIIUU 3CTPOr€HAMHU. Y POBEHb PUCKA 3aBUCUT OT
JuTenbHocTH npoBeaeHus MI'T.

Coemecmnoe npumenenue ¢ 3cmMpo2eHamu U NPo2ecmazenamu

Pe3ynbrarel  MeTaaHaiiv3a  NPOCHEKTHBHBIX  JSMUAEMHOJOTMYECKMX  HUCCIENOBAHMM U
uccinenoanust WHI (uccnenoBanme «HUIMaTHBa BO UMl 3I0POBBS JKEHIIIMHY» ) TOITBEPKIAIOT
YBEIMYECHUE pHUCKA Pa3BUTHS paka MOJIOYHOM JKele3bl y JKEHIIUH, IPUHAMAIOLINX
JIEKapCTBEHHBIE IpenapaThl, CoAepKallue KOMOMHAIIMIO 3CTPOTE€HA U MPOrecTEpOHa B paMKax
MI'T. Puck Bo3pacraer mpumepHo uepe3 3 roma (or 1 go 4 ner) tepanuu. PesymbraTsl
OOIIMPHOTO MeTaaHajKu3a MOKa3ald, YTO IOC]e MPEKPALIeHUs JIEYeHUsI U30bITOUHBIA PUCK CO
BpEMEHEM OYyJEeT yMEHbIAThCS, a BpeMs, HEOOXOUMOE AJisi BO3BpaTra K MCXOJAHOMY YpPOBHIO,
3aBUCUT OT IIPOJOJIKUTENBHOCTH npeamecTBytomero npuMenennss MI'T. Ecinu npenapatst MI'T
OpUHUMANUChL Oojiee 5 JIeT, pUCK MOXeT coxpaHsaThcs B TedeHue 10 ner u Gonee. Ha ¢one
npuema mnpenapatoB Juist MI'T, ocoOeHHO NMpH KOMOWHUPOBAHHOH Tepanuu 3CTPOreHaMH U
IporecTareHaMH, MOKeT HaOJI0/IaThCsl YBEJIMUYEHNE TUIOTHOCTU TKAHEH MOJIOYHOMW Kele3bl Ipu
NPOBEJCHUN MamMMorpaduu, 4YTO MOXKET 3aTPYyAHSITb AUArHOCTUPOBAHHWE paka MOJIOYHOMN
JKEJE3bI.

Pax A4YHUKOB

Pak SIMYHMKOB BCTpEUYAETCs 3HAYUTEIBHO PEXKE PAKA MOJOYHOM KeJIe3bl. DNMUAEMUOIOTHYECKUE
JaHHble, TIOJIY4YEHHbIE B pe3yJbTaTe MPOBEICHUS KPYNMHOMACIITAOHOIO MeTaaHalu3a,
CBUJICTEILCTBYIOT O HE3HAUYUTEIILHOM IIOBBILIEHUN PHUCKA IS JKEHINMH, noiydarommx MI'T B
BUJEC MOHOTEpAalNMH OSCTPOr€HAaMHM WM KOMOMHMPOBAHHYIO TEpamuio JSCTPOTeHaMU U
nporecrtareHamu. [loBbllIeHNEe JaHHOTO pHUCKAa CTAHOBUTCS OYEBHUIHBIM TNPHU JUIMTEIBHOCTH

Tepanuu Oojee 5 5eT, a Mocie ee MPEeKpalleHHus] PUCK MOCTENEHHO CHHXKAETCS CO BPEMEHEM.
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koMOuHMpoBaHHast MI'T cBsi3aHa ¢ aHAJOTMYHBIM WIM HECKOJIBKO MEHBUIMM PUCKOM PAa3BUTHS
paka sM4HUKOB (CcM. paznen 4.8.).

BT5

MI'T cBs3ana ¢ 1,3—3-kpaTHbIM TOBBINICHUEM pPHCKa BO3HUKHOBeHUs BTD, T.e. TpomOo3a
MIyOOKHX BEH WM TPOMOOAMOONHH JIETOYHOW apTepuu. BeposTHOCTH Hambosee BBHICOKA B
nepBbiii rox nposeacHus MI'T, yem B mocienyromue. Y IAUMEHTOB C JHAarHOCTUPOBAHHOU
TpoMOOdHIIMel OTMEYaeTCsl MOBBIIEHHBIN puck pa3Butuss BTO, u MI'T Moxker yBenmuyuBaTh
puck. I1o sToit npuurHe MI'T npoTrBONOKa3aHa TAKUM MAIUEHTAM.

K ¢axtopam pucka BozHukHOBeHHs BTD OTHOCATCS MpHEM 3CTPOTEHOB, MOXKHIOW BO3pAacT,
IPOBEIEHUE OOIIMPHOTO XHPYPrHYECKOrO BMEIIATENCTBA, [UIMTENIbHAS HMMOOWIH3AINA,
oxuperane (UMT > 30 kr/m?), GepeMeHHOCTb, IOCIEPOIOBOI IEpPUOJ, CHCTEMHAs KpacHas
BOJIYAaHKA U pak. OQHO3HAYHBIX JTaHHBIX O BO3MOXHOM POJIM BapUKO3HOTO PACIIMPEHHS BEH B
paszsutuu BTO Her.

[Ipy HeoOXoaUMOCTH AJUTENBHON HMMMOOWIM3ALMU TOCIE XUPYPrUYeCKHX BMEIIATEIbCTB
cleyeT MpeKkpaTuTh npueM npemnapatoB aias MI'T 3a 4-6 Henenb A0 omnepanuu, BO300HOBICHHE
npueMa IMpenapara BO3MOXHO I10CJE€ IMOJHOTO BOCCTAHOBJICHMS JIBUTATEJIbHOM aKTUBHOCTHU
JKEHIIHUHBI.

Kenmunam ¢ OTCyTCTBHEM B aHaMHe3e ciydaeB BTD, HO ¢ yka3aHueM HalW4usi B CEMEHHOM
aHamMHe3e cllydaeB TpoM0o3a B MOJIOZOM BO3pacTe y OMKallINX pPOACTBEHHHKOB, IOCIE
IPOBE/IEHUS TMOAPOOHOr0 KOHCYJIBTHPOBAHUS O BO3MOMKHBIX OTPaHMYEHHUAX U HEJOCTaTKax
Tepanuu MOKET OBbIThb MPEJIOKEH CKPUHHUHT (B XOJl€ CKPUHMHIA BBISBISETCS TOJIBKO 4YacTh
HACJIEJICTBEHHBIX J1€(DEKTOB CUCTEMBI T€MOCTA3a).

B ciyuae BbsiBIeHUS TpoMOO(UIINH, aCCOIMUPOBAHHON ¢ TPOMOO30M, y YJICHOB CEMbH WJIHU B
cilydae HaJlM4us TsOKeNoro JedexTa (Hanpumep, HelocTaTouyHOCTh anTuTpomOuHa 11, mpotenna
C, npoteuna S, i komOuHanus nedexron), nmposeaeHue MI'T npoTuBomnokasaHo.

Ecny manumeHTKka NpUHUMaeT aHTHKOAryJIIHThI, HEOOXOIMMO TILATENIbHO OLIEHUTh MOJIb3Y/PUCK
HazHaueHuss MI'T. Jlo 3aBepiieHMs THIATEIbHOM OLIEHKH (PAKTOPOB BO3MOKHOTO Pa3BUTHUS
TpOoMOOSMOONMMM WJIM Hayajga AaHTUKOAryJlsHTHOM Tepanuu mnpenapatsl it MIT He
Ha3zHayaroTcs. Eciau Tpom003 pa3BuBaetcs nocie Havyana tepanuu, MI'T cnegyeT oTMEHUTb.
HeoOxonumo cpoyHO 00paTUThCS K Bpady B Cilydae IOSBICHHS JIIOOOT0 M3 CHUMITOMOB,
CBHUJIETEJILCTBYIOIIUX O BO3MOXKHOM TpoMOosMOoinu (O0Ne3HeHHas: OTEYHOCTh HIKHHUX
KOHEYHOCTEeH, BHe3anHast 00J1b B IPyIHOM KJIETKe, OJIbIIIKA, HApyIIeHHE 3pEHHS).

HNmemnueckas 6oise3ns cepana (UBC)

JlaHHBIE, TOJMY4YEHHBIE B XOJE€ PaHIOMHU3MPOBAHHBIX KOHTPOJIHMPYEMBIX HCCIEIOBAHMM,
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xeHmH ¢ u 6e3 Hammuus WBC, nomywaromux MI'T B BHIe KOMOMHUpPOBaHHOH Tepamnuu
ACTPOre€HaMu M MporecTareHaMu WK MOHOTEPAIUU ACTPOT€HAMMU.

Coemecmmoe npumenerue ¢ 3cmpo2eHamu U NPo2ecmazeHamu

OtHocuTenbHbl puck pasButus MBC He3HauWTENnbHO NOBBIMAECTCA B XOJ€ MPOBEACHUS
koMOunupoBanHoit MI'T. AGcomoTHblii prck BoHukHoBeHus: UBC 3aBucut ot Bo3pacra. Yucio
ciyuaeB UBC, cBsa3annbix ¢ npuMmeHenneM MI'T, y 310poBBIX KEHIIUH B BO3pacTe OIU3KOM K
HACTYIUICHUIO €CTECTBEHHOM MEHONay3bl OUE€Hb HU3KOE, OJHAKO PUCK IOBBIIIAETCS C BO3PACTOM.

HNimemMuyeckuii MHCYILT

Kom0OuHMpoBaHHas Teparius 3CTpOreHaMH M IpOorecTareHaMy MM TOJIBKO 3CTPOr€HaMHU CBs3aHa
¢ 1,5-KpaTHbIM MOBBIILIEHUEM PUCKA BO3SHUKHOBEHUS HUILIEMUYECKOT0 UHCYJIbTa. OTHOCUTEIbHBIN
PHUCK HE U3MEHSETCS C BO3PACTOM U HE 3aBUCUT OT BPEMEHHU HACTYIUIEHUS MeHonay3bl. OnHaKo,
YacTOTa pa3BUTUS MHCYJIbTa 3aBUCUT OT BO3pacTa, a OOLIMI pHUCK pa3BUTHUA HHCYJIbTA Y
JKEeHIIMH, noiayyatoumx MI'T, Oyzaer noBsIIaTHCS ¢ BO3PACTOM.

BcrnoMmorarensHble BellecTBa

[Ipenapat coxepxuT nakTo3y. [laHHBIM JE€KapCTBEHHBIM NpenapaT He cielyeT NPUHUMATh
HalMeHTaM C pPeJIKO BCTpPEYaIoUIelcss HacleACTBEHHOW HEMepeHOCMMOCTbIO TallaKTO3bl,
JIAKTa3HON HEIOCTATOYHOCTHIO WIIM TIIFOKO30-TAJIAKTO3HON MalibabcopOuei.

4.5 B3aumojaeiicTBHe ¢ JPYIrMMHM JIEKAPDCTBEHHBIMHM MNpenapaTaMd W Jpyrue BHJbI
B3aNMOJeliCTBUSA

CornacHo JaHHBIM in Vitro, OCHOBHON akTHBHBIA MeTabonuT 20a-muruapoaurecrepor (A1) u
B MEHBIIIEH CTENEHH TAKKe AUIPOTreCTEPOH B OCHOBHOM MeTabonusupyrorcs CYP3A4.
JlekapCTBeHHbIE CpEACTBA, KOTOPHIE YBEIUYMBAIOT KIMPEHC IMPOTeCTareHoB (CHUXKAIOT
3QPEKTUBHOCTh H3-3a HMHAYKIMH (epmeHTa), Hampumep: OapOUTypathl, (EHUTOMH,
KapOama3zenuH, TpUMHUAOH, pupaMIuIUMH U npenaparsl npotuB BUY, Takue kak puTOHABUD,
HEBUMApUH U 3(aBUPEH3, a TaKke, BO3MOXKHO, NpemapaThl, COJIEpKallde TpaBy 3BEpo0OOs
(Hypericum perforatum).

YBenuyeHue KIupeHca AUIporecTepoHa MOXKeT MPUBECTH K KIMHUYECKOMY CHIDKEHHIO 3 dekra
U U3MEHEHUIO XapaKTepa KPOBOTEUCHHUS.

JlekapCTBEHHBIC CPEJICTBA C PA3IMYAIONINMCS BIMSHUEM Ha KIUPEHC IPOTSCTareHOB

MHorue koMOMHALIMKM WHTHOWTOPOB MpOTeas3bl BUpyca UMMyHoaeduiura uyenoseka (BUY) u
HEHYKJICO3UJHBIX ~HWHTHOMTOPOB OOpaTHOM TpPaHCKPUNTAa3bl, BKJIOYas KOMOMHAIMU C
uHruouropamu Bupyca renaruta C (BI'C), nmpu ofHOBpeMEHHOM IpueMe C MporecTareHaMu
MOTYT MOBBILIATh WJIM MOHUXATh KOHLEHTPALIMIO IIporecTareHa B mjaa3Me KpoBH. B HEKOTOpBIX

ciydasx oo 3 EKT ITHX U3MEHEHUH MOXKET ObITh KITMHUYECKH 3HAYUMBIM.
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npemnaparax s jgedeHuss BUY/BI'C, uToObl onpeaenuTh NOTEHIIMAIBHBIE B3aUMOICHCTBUS U
T00BIC CBSA3aHHBIE C HUMU PEKOMEHIAITHH.

JlexkapCTBEHHBIE CPEJICTBA, CHIDKAIONINE KIMPECHC IIPOrecTarcHoB (I/IHFI/I6I/ITODI>I d)eDMCHTOB)

Kinununyeckasi 3HAYUMOCTb BO3MOSKHBIX B3aUMOAEWCTBUI ¢ MHIHOUTOpamMu (pepMeHTOB
Heu3sBecTHA. OQHOBpeMeHHOe NpHMMeHeHHe CWIBHBIX HHruomropos CYP3A4 moiker
NOBBICHTH IVIa3MEeHHbIe KOHLIEHTPAIUM NIPOrecTareHoB.

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepeMeHHOCTB

Bonee 9 MuIMOHOB OepeMEHHBIX JKEHIIMH MPHHUMANM auaporectepoH. K Hacrosimemy
BPEMEHU OTCYTCTBYIOT JaHHbIlE 00 OTpPUIATEIHHOM BIUSHUHM JUAPOTECTEPOHA IPH €ro
MPUMEHEHUU BO BpeMsl OEpEeMEHHOCTH.

[IpemapaT MOXeT IPUMEHATHCS BO BpeMsi bepeMeHHOoCTH (cM. pazzaen 4.1).

HmeroTcss OTAENbHBIE COOOILIEHUS O BO3MOXKHOM CBSI3M PHUCKA pa3BUTUSL TUIOCIATUU C
NPUMEHEHHEM HEKOTOpBIX TMporecrtareHoB. OHAKO, MHOXXECTBO pPAa3IMYHBIX (HAaKTOPOB,
BIUSIONIMX Ha OEpeMEHHOCTh, HE IIO3BOJISAIOT CJAENaTh OJHO3HAUHBIM BBIBOJ O BIUSHUU
MIPOrecTareHoB Ha PUCK BOZHUKHOBEHHUSI TMIIOCTIAANU. Pe3yabTaThl KIMHUYECKUX UCCIEIOBaHUM,
B KOTOpPHIX OrPAaHWYEHHOE YHUCIJIO >KEHIIUH IMOJIy4aad IUAPOTreCTEpOH Ha PAHHUX CPOKAx
OepeMeHHOCTH, HE MOATBEPIWINM yBEJIWYEHHUS pUCKa runocnaauu. B Hacrosiee Bpemsl MHbIE
3IUJIEMUOJIOTHYECKUE JaHHBIE OTCYTCTBYIOT.

JlakTanus

OTCYTCTBYIOT JJaHHBIE€ OTHOCHUTEIBLHO BBIIEICHUS JUAPOrecTepoHa ¢ rpyJHbIM MoJokoM. [lpu
NPUMEHEHUN JIPYyTUX MpPOrecCTareHOB YCTAHOBJIEHO, YTO IPOTreCTareHbl U HMX METa0OJIUTHI
BBIJICJIAIOTCS ¢ TPYAHBIM MOJIOKOM B HEOOJIbIIMX KosndecTBax. Hannume pucka uis pedbeHka He
u3y4eHo. B cBA3M C 3TUM, IpyJHOE BCKapMIIMBaHME BO BpeMs IIpHeMa IIpenapara He
peKoMeHayeTCsl.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMH M padoTath ¢
MeXaHHU3MaMH

[TpenapaT oka3bIBaeT HE3HAYMTEIBHOE BIIMSHUE HAa CHOCOOHOCThH YIPABIATH TPAHCIIOPTHBIMU
CpEICTBAaMHU M MEXaHU3MaMHU.

Cnenyer coOmoAaTh OCTOPOXKHOCTb TMPU  YNPaBICHUM TPAHCHOPTHBIMU CpPEACTBAMH U
MEXaHU3MaMH, YYHMThIBas BO3MOXHOCTh BO3HHMKHOBEHHUS MOOOYHBIX pPEaKLUUH €O CTOPOHBI
HEpBHOM cUCTEeMbI (JIETKasi COHJIMBOCTH HW/MIU TOJOBOKPYKEHHE, OCOOCHHO B IEPBBIE Yachl

npuema).
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4.8. HexkennaTeibHbIe peakunuu

Pesrome npoduiist 6e3onacHocT

B xnmmHMYecKnx HCCICAOBAHUAX Y MNAOWCHTOK, MOJYy4YaBIIHUX TCpAIUIO AUAPOTCCTCPOHOM IIO

NOKa3aHMUsAM, HE TpPEOYIONIMM Ha3HA4YCHUsT OCTPOTEHOB, HaWOOJIee YacTO BCTPEUAIUCH
CJICAYIOUINE HEXKENATeNbHbIC PEAKIMU: TOJIOBHAs OOJb/MHUIPEHb, TOIIHOTA, pBOTa, OOJNM B
obnacTu KWBOTA, HApPYyIICHHE MEHCTPYaTbHOTO IHKIJIA, OO0JIE3HEHHOCTH/IyBCTBUTEIHHOCTh
MOJIOYHBIX KeJle3, BATHHAILHOE KPOBOTCUCHUE.

TabanuHoe pE3I0OME HEKENATCIbHBIX PeaKIIMH

B ximmHUYeCKHX MCCIIEOBAHUAX C MPUMEHEHHEM auaporectepona (n=3483) mo nmokazaHusM, He
TPeOYIOIMM Ha3HAYEHHUSI 3CTPOTECHOB, B JIBYX MHTEPBEHLMOHHBIX UCCIEAOBAHUSAX MPUMEHEHUS
JUJIPOTeCTEPOHA IS MOACPIKKH JTIOTeMHOBOHU (ha3bl npu nposeneranu BPT (n=1036), a Taxoke B
X0Jle TMOCTPETHCTPAIIMOHHOTO TMpPUMEHEHHUs (CIOHTaHHBbIE COOOIIEHHUs), HaOII0JANNUCh
HE)KeNaTeNIbHbIE PEaKIMU CO CIEAYIOIMMU YacTOTaMU BO3HUKHOBEHUS: O4eHb yacTo (>1/10),
gacto (>1/100, o <1/10), Hewactro (=1/1 000, Ho <1/100), penko (>1/10 000, HO <1/1 000),
oueHb peako (<1/10 000), yacTora HeM3BeCTHA (HA OCHOBAHWHM WMEIONIUXCS JTaHHBIX OIECHUTH

HeBOSMO)KHO). OmnuncaHue HeKeNnaTelIbHBIX peaKHI/Iﬁ npeacCTaBJICHO B cnez[yfomei/i Ta6n1/1ue:

CucremHo- He:xenarenbHble peakuun
OpPraHHbIi KJace OueHb yacTo Yacro Heuacto Peakxo
(=1/10) (=1/100, <1/10) (=1/1000, (=1/10000,
<1/100) <1/1000)

Hapyumenus co I'emonutrueckas
CTOPOHBI KPOBH M aHeMUsT™*
JuM@paTHyecKou
CHCTEMBI
Ilcuxuyeckne Henpeccus
HapylIeHUs
Hapymenus co Peaxnuu
CTOPOHBI TUIEPYyBCTBU-
HMMYHHOM TEJIBHOCTH
CHCTEMBI
Hapyumenus co Murpens/ I'onoBokpyxke- | CoHIMBOCTB
CTOPOHBI HEPBHOM rojoBHast 00Jb HHE
CHCTEMBI

11
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Keaynouno- Toumota, peota. whadchudun
KHIIEeYHbIe 0o B obOiactu
HApYyLIeHHs KHUBOTA
Hapymenus co Hapymenus
CTOPOHBI NeYEeHHU byHKIIUN
" MeYeHU
JKeJTYeBbIBOISIIIIUX (c  xentyxom,
nmyTei acTeHHEN Wi

HEJIOMOTaHUEM,

00J1b10 B

JKUBOTE)
Hapymenns co Amnepruueckuit | Orexk KBunke™
CTOPOHBI KOXKHU U JIepMaTUT
MOJAKOKHbBIX (manpumep,
TKaHeil CHIIb, 3y1,

KparuBHUIIA)
Hapyumenus co Barnnanenoe | Hapymenus OTteuHoCTb
CTOPOHBI KPOBOTEYCHHE | MEHCTPYaJIbHOTO MOJIOYHBIX KeJe3
penpoayKTHUBHOI nuKiIa (BKIIOYas
CHUCTEMBI U METpPOpparuio,
MOJIOYHBIX KeJle3 MEHOpPparuto,

oJuro-/
aMEHOPEIO,

JUCMEHOPEK U
HEpETYJISAPHBINA
MEHCTpYyaJIbHBIN
IIUKN);
BbonesnenHocts/
YyBCTBUTEb-
HOCTb
MOJIOYHBIX

KCEJIC3
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JloOpokavecTBeH-

HbIE, pa3mepe
3JI0Ka4YecTBeHHbIEe nporecTrareH-

U HEYTOYHEHHbIe 3aBUCHUMBIX
HOBOOOpa3oBaHMs HOBOOOpPa30BaHMA
(BKJII0Yasi KHCTHI (manpumep,

U MOJTUIBI) MEHHUHTHOMA)*
Oo0mmue Otexku

HApYUWIEeHUs 1

pP€akKuu B MECTE

BBeCHHUS

Hapymenus YBenuuenue
MeTa00/1u3Ma H MAacChbl TeJa
NUTAHUA

* HexenarenbHble peakiuu, KOTOpbIE OBLIM OMHMCAaHbI B CIHOHTAHHBIX COOOIICHUSX, HO HE
PETUCTPUPOBAINUCH B KIMHUYECKUX MCCIEIOBAHUAX, OBLTM OTHECEHbl K KATETOpPUM PEIKHX
HEXEJAaTeNIbHBIX PEaklMii Ha OCHOBAHHMHM TOTO, YTO BEepxHUU mpenen 95 % moBepUTETHHOTO
WHTEpBaJIa MX YaCTOThI HE MpeBbIMAT 3/X, rae X = 3483 (CymMMapHOE KOJUYECTBO YYACTHHKOB
KIIMHUYECKHUX UCCIICIOBAHUI).

[Ipy nmpuMeHEeHHH HEKOTOPBIX MPOTEeCTareHOB B COYETAHMM C ACTporeHamMu B pamkax MIT
OTMEUEHBI CIIETYIOIINE HeXKellaTeIbHbIE PEaKIINU:

* paK MOJIOUHOM KeJI€3bl, TUTIEPIUIa3usl SHIOMETPHS, PaK SHIOMETPHUS, PaK SUUYHUKOB;

* BTO;

* ”HQAPKT MUOKap/Ia, HilleMudeckas 00JIe3Hb cepAlla, UIIIEeMHUUECKUN HHCYIIBT.

Coo011eHne 0 mMoI03pPEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxxHo cooOmare 0 TOM03PEeBACMBIX HEXKENATSIBHBIX PEAKIUAX IOCIIe PETUCTPAIlUU
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«TOJb3a — PHUCK» JIEKaPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHIYeTCs
coo0maTte 0 JIOOBIX MOJ03PEBAEMBIX HEKENATENBHBIX PEAKIHIX JICKApCTBEHHOTO IIperapara
Yyepe3 HaIMOHAIBHBIE CUCTEMBI COOOIIECHUSI O HEXKeIaTeNbHBIX PEaKIUAX TOCYJapCTB - YICHOB
EBpa3uiickoro 53k0HOMHUYECKOTr'0 COI03a.

Poccuiickas ®enepanus.

®denepanbHas cmyx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUS.

Anpec: 109012, r. MockBa, CriaBstHCKasl TUI0Iaap, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03
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Caiit B UH(POPMAMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «nTepuem:

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

4.9. [lepeno3upoBka

JlanHble O ciy4asx MEepelo3UpPOBKH IPENapaToM OrpaHUYeHbl. J(uaporectepoH Xopouio
MEepPEeHOCHIICA TIOClIe TMpHeMa BHYTpPh (MaKCUMajbHas OINMCAHHAs CyTOYHAas J03a COCTaBUJIA
360 mr).

CumMnTOMBI

Teopernueckn BO3MOKHBI KJIMHUYECKHUE IPOSIBICHUS MEPEIO3UPOBKH IIpenapara: TOIIHOTA,
PBOTA, TOJIOBOKPYKEHUE U COHIIMBOCTb.

Jleuenue

Crneunduueckuit aHTHIOT OTCYTCTBYET, JICUEHUE JIOJKHO OBITh CHUMITOMATUYECKUM.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1 ®apmakoguHaMHUYeCKUe CBOMCTBA

®apMakoTEpaneBTUUECKAs] TPYINa: IMOJOBbIE TOPMOHBI UM MOIYJISATOPBI TOJIOBOM CHUCTEMBI;
recTareHbl; IPOU3BOIHbIC IIPErHAANEHA.

Kon ATX: GO3DBO01

Mexanusm neiicteus U bapMmakoauHamuueckue 3O deKThl

JunporectepoH mpeiacTaBisieT COOOW  CHHTETHYECKMM MpOrecTareH ¢  IepopaibHOU
OMOJOCTYIIHOCThIO, Ha (OHE IpueMa KOTOPOro MPOUCXOIUT TIEpPexXo] 3SHIOMETpus B
CeKpeTOopHYyl0 a3y B CIM3UCTON 000JI0UKE MAaTKM, TOATOTOBIEHHON scTporeHamu. OH
oOecreunBaeT 3alUTy OT MOBBIIIEHHOTO pUCKa Pa3BUTHS TMIEPIIa3uu U/WIN paKa 3HJIOMETpHS,
WHIYIIUPOBAHHOTO ACTporeHamu. [luaporecTtepoH He 00J1alaeT 3CTPOTCHHOW, aHAPOTEHHOM,
aHa0OJIMYECKOM U TTIFIOKOKOPTHUKOUHON aKTUBHOCTBIO.

JlunporectepoH He MOAABIISIET OBYJIALMIO, B CBA3M ¢ ueM npu npueme npenapara [DKEHEJIAB
y JKEHIIMH penpoAYKTHUBHOIO BO3pacTa BO3MOXKHO HACTyIUIEHHE OepeMEHHOCTH.

VY KEHIIMH B IMOCTMEHOIIay3€ C COXPAaHEHHOM MAaTKOM MEHOIay3allbHas TepaIusl 3CTPOreHaMu
yBEJIMYMBAET PHUCK TUIEpPIUIa3ud M paka odHAoMmerpus. JlobGaBineHMe mporecrareHa
[IPEAOTBPAIIAET 3TOT AONOIHUTEIbHBIA PUCK.

Knuanueckas 3¢ddekTMHBHOCTE 1 0€30ITaCHOCTh

B pamkax panmgoMusupoBaHHBIX KinHuueckux wuccienoBanuii (LOTUS I u LOTUS 1I)
cpaBHeHHUST JI(PGEKTUBHOCTH, O€30MaCHOCTH M TEPEHOCUMOCTH TMepopalibHON  (opmbl
TUAPOTECTEPOHA M BarMHaJIbHOU (POPMBI MUKPOHHU3HPOBAHHOTO MPOTECTEPOHA IS TOIICPIKKU
JTIOTEMHOBOM (pa3bl B IMHKJIAX JKCTPAKOPIOPATHHOTO OIUIOJOTBOPEHHUS OBUIO TOATBEPIKICHO

CIIeTyroIIee:
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COOTBETCTBYET : -'I'I'_EF'TH JMY OTUETY

(10 nenensa G6epemennoctu) coctaBun 37,6 % u 33,1 % (LOTUS 1) u 36,7 % u 34,7 %
(LOTUS II) mng nepopallbHOTO JUAPOTeCTEpOHAa M BarMHaJIbHOIO MHUKPOHHM3UPOBAHHOTO
IIPOrecTepoHa, COOTBETCTBEHHO. Pa3HuIla B 4acTOTEe HACTYIUICHUS OEPEMEHHOCTH MEXIY IBYMS
rpynmamu coctaBuina 4,7 (95 % AU, -1,2; 10,6) (LOTUS I) u 2,0 (95 % AU, -4,0; 8,0)
(LOTUS 1D).

B BbIOOpKe muis oueHku Oe3zomacHocTH, BkItouaBmied w3 1029 maumentoB (LOTUS 1) m
1030 mammmento (LOTUS 1II), koropble moay4dmsin XOTs Obl OJHY 103y HCCIEIyeMOTo
mpernapara, 4acToTa pa3BUTHs HauboJiee YacThIX HeXKeNaTeIbHBIX peakluil Obljia CornocTaBuMa B
o0enx rpynmnax jieueHus. B cBs3u ¢ XapakTepoM H3y4aeMoi MOIyJISALIUHU MAllMeHTOB/TIOKAa3aHUs
OKU/IAETCsl OMPEAETICHHOE KOJIWYECTBO a0OPTOB/BBIKHBINICH HAa paHHEM CpPOKe, 0COOEHHO 10
12 nenenn recranuu (10 Hemenu OGepeMEHHOCTH), TaK KaK OXUJAAaeMas 4acTOTa HACTYIUJICHHS
OepeMeHHOCTH B ATOW BPEMEHHON TOYKE COCTABISET MPUOIU3UTENBHO 35%.

[Ipoduns 6Ge3zonmacHocTH, HabmomaeMbii B oboux wuccienoBanusax LOTUS, coorBercTByeT
OKUIaeMOMY, TIpUHUMAass BO BHUMaHHE XOpOIIO W3y4YEHHBIH mpodmib Oe30macHOCTH
TUAPOTeCTEPOHA U MOMYJISIUIO MAI[MEeHTOB/TI0Ka3aHuUe.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopouus

[Tocne mnepopanbHOrO mpHUEMa JUIPOrECTEPOH OBICTPO BcachiBaeTcs. MakcuManbHbIe
KOHIIEHTpauuu B 1mia3mMe KpoBU (Cmax) AuaporecrepoHa M ero aktuBHoro meradosuta JI'J]
okoj0 3,2 Hr/mMa u 57 Hr/mMa pocturatotes yepes 0,5 u 1,5 yaca nocne npueMa COOTBETCTBEHHO.
[Tnomane mox xkpuBoi «xoHIeHTpamus — Bpems» (AUC) cocrasmsieT okosio 9,1 u 220 Hr-u/mi
COOTBETCTBEHHO.

IIpy OAHOBPEMEHHOM NpPHEME OJHOKPATHOM N03bl IUAPOTECTEPOHA M IHINU JOCTHKEHUE B
mwiasMe KpoBU Cmax AUAPOTECTEPOHA 3aJ€p>KUBAcTCSd NPUMEPHO Ha 1 dYac, 4TO NMPUBOIUT K
CHIKEHUIO Cmax TpuMepHO Ha 20%, He BiIMssA Ha CTENeHb Bo3AecTBU quaporectepona u A1,
HabGmonaemoe BiusiHUE OJTHOBPEMEHHOTO mnpuemMa MHUIIKM Ha Cmax AUIPOreCTEPOHA CUUTAETCS
KIIMHUYECKH HE 3HauuMbIM, no3tomy npenapar JOKEHEJIAB mMokHO npHHHMaTh HE3aBHUCHMO
OT IpUeMa MHUIIH.

Pacnopenenenune

[Tocne BHYTPUBEHHOTO BBEICHHS JAUJPOreCTEpOHa OOBEM paclpesesieHuss B COCTOSHUU
paBHOBecust coctaBisieT okoso 1400 s. bonee 90% nuaporecrepona u I'Jl cBsizbiBaeTcs ¢

OeJIKaMH I1J1a3MbI KpOBH.
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(MOCNEONOBATENBHOCT

R
o UUUE)

Bbuorpancdhopmarims

[Tocne mpuema BHYTPh AUAPOTecTepoH ObicTpo Merabonmmsupyercs o JAIJl. 'maBHbI myTh
MeTaboan3Ma, B pe3ysbTaTe KOTOPOro oOpa3zyercss OCHOBHOHM (DapMaKOJIOTMYECKH AaKTUBHBIN
metabomut JI'JI, ocymiecTBisieTcss B IUTO30J€ KJIETOK Ye€lIOBEKa C MOMOILBIO KaTaau3aTopa
anpaokeTopenykrassl 1C (AKR 1C). Ilomumo 3TOTO CymiecTByeT Apyro myTh MeTabom3Ma ¢
yuactueM wu3odepmentoB 1utoxpoma P450 (CYP), mnpeummymectBenno CYP3A4, c¢
00pa30BaHMEM HECKOJBKHUX MEHEE BaKHBIX METa00IMTOB. KOHIIEHTpaliui OCHOBHOI'O aKTUBHOT'O
metabomuta JII'JI mocTUraroT MUKOBBIX 3HAYEHHUI B TO K€ BpeMs, 4YTO M JAUIPOrecTepOHa.
Konnentpanus JI'JI B muasMe KpoOBU 3HAYUTENIBHO BBIIIE, 4YeM Yy JAUIPOrecCTepPOHa.
Coornomenuss AUC u Cmax ATl K auaporecTepoHy COCTaBISIOT NpuOausutensHo 25 u 20,
cooTBeTcTBeHHO. CpenHuil mnepuoja  Hojypacnaza OKOHYATEJIbHOTO  BBIBEJCHHS — Kak
muaporectepona, Ttak u JI['JI cocraBiaser okoimo 15 wyacoB. OOmMM CBOWCTBOM BCeX
MeTabONIUTOB sIBIsIETCS coxpaHeHue 4,0-1ueH-3-0H KOHPUTYypalud HUCXOAHOTO COSAMHEHUS U
OTCYTCTBHE  pEakUuu  |70-TUAPOKCUIMPOBAHUS. OTUM  OOBSCHAETCS  OTCYTCTBUE Y
JMJIPOTeCTEPOHA ICTPOTEHHBIX U aHIPOTEHHBIX d(P(PEKTOB.

DJIMMUHALNS

[Tocne mpuema BHYTpb MEUEHHOTO AUIpOrecTepoHa B cpeaHeM 63 % 03kl BBHIBOJIUTCS uepe3
nouku (¢ Mouoi). OOmui TMIa3MeHHBI KIMPEHC coctaBisieT 6,4 yi/muH. [luaporectepoH
MOJTHOCTBIO BBIBOJIMTCS W3 oOpranm3ma depe3 72 waca. [/l oOHapyxuBaeTcs B Moue
MPEUMYIIIECTBEHHO B BUJI€ KOHBIOTATOB INIFOKYPOHOBOM KUCIOTHL.

JIn"elHoCTh (HEIUHEHHOCTS)

Jlns mpenapaTa XapakTepHa JIMHeHass (apMaKOKMHETHKA NIPU OJTHO- ¥ MHOTOKPAaTHOM TIpHUEME
BHYTPb B uana3oHe 703 oT 2,5 mr 10 10 mr.

[Tpu cpaBHeHUM (papMaKOKMHETHUYECKUX IIOKazaTellell MpU OJHO- U MHOTOKpPaTHOM IpHeMe
BHYTpPb YCTAQHOBJICHO, 4TO (hapMakokuHeTHKa auaporectepoHa u JI'Jl He u3MeHsercsa B
pe3ysbTaTe MHOTOKPAaTHOTO MMPHUMEHEHHS.

CocrosiHrEe paBHOBECHSI JOCTUTAETCs CIYCTs 3 JHA MOCJE Havaa JICUCHHUs.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB

JlakTo3BI MOHOTHIPAT (Caxap MOJOYHBIN)

['unipomernosa (TUAPOKCUTTPOITMIMETHIILIEIITION03a)

Kpaxman KyKypy3HbIi

KpeMHust qMOKCHT KOJJIOUAHBIN (a3pOCuiI)

Marnus creapar
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oT 25

(MOCNENOB

[1neHo4Hass 000I04YKa

['unipomernnosa (TuApOKCUIIPOITMIMETHIILIEIIII0I03a)

Turana auokcun (E 171)

Makporon (E 1521)

Tanbk

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

2 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanuts 1ipu remrneparype Huxe 30 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKH

[To 10, 14 unu 20 TaGneTOK, MOKPBHITHIX IMICHOYHOW OOO0JIOUKOW B KOHTYPHYIO SYEHKOBYIO
YIaKOBKY U3 TUICHKHU MOJMBUHIIXJIOPUAHON Mapku DI1-73 u ¢Goapru amoMUHHEBON ITEYaTHOM
JIAKUPOBAHHOM.

2, 6 uin 8 KOHTYPHBIX SYEHKOBBIX YHakoBOK (rmo 14 TabieToK, MOKPBITHIX I[ICHOYHON
000J10YKO) MM 2 KOHTYpHBIE SYEHKOBbIE YMakoBKU (110 10 TabieToK, NOKPBITHIX IIEHOYHOH
000J104KOi) WK | KOHTYpHYIO S4YEHKOBYIO yNakoBKy (1o 20 TabieTOK, MOKPBITHIX IJIEHOYHOMN
000JI04KOI) BMECTE C JIMCTKOM-BKJAJBIIIEM [OMEIAIOT B IMAaykKy M3 KapToHa s
HOTPEOUTENBCKOW Tapbl MapKH XPOMOBBIM WJIM XpOM-3p3all WM KapTOHA MapKU XpOM-3p3all
MaKyJaTypHOT0, WM APYroro KapToHa aHAJIOTHYHOT0 KayecTBa.

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHBbIX IOcje NpPHUMEHEeHUus:
JIEKAPCTBEHHOI0 Npenapara, i Ipyrue MaHUNyJIsS1UH C PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanns

000 «JIACA JIABOPATOPHUOC»

117342, r. Mocksa, yi1. bytneposa, 1. 17, a1. 5, antp. 5, 0d. 261

Ten.: (495) 363-52-90

®axc: +7 (495) 363-52-90

e-mail: office@lasalaboratorios.com

7.1. IIpeacTaBuTENb AEPKATE/S] PETHCTPAIMOHHOIO YI0CTOBEPEeHHUs!

[Mperen3nn norpedUTENEeH HAOPABIATH 10 aIPECY:

Poccuiickas @enepanus
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 25.02.2026 N= 3586

000 WIACA JIABOPATOPHOC> (NOCTEAOBATENBHOCTL 0002)

117342, r. Mocksa, yi. bBytieposa, 1. 17, 31. 5, autp. 5, 0od. 261
Ten.: (495) 363-52-90

dakc: +7 (495) 363-52-90

e-mail: office@lasalaboratorios.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPHUS OTITY CKA JIEKAPCTBEHHOT O IIPEITAPATA

JlexapcTBEeHHBIH Mpenapat OTHOCUTCS K KAaTETOPUU OTITYCKa MO PEIenTy.

O6mas xapakrepuctuka jekapcrsennoro npenapara JOKEHEJIAB noctynHa B equHOM peecTpe
3apETrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBPAa3suMiCKOro 3KOHOMMYECKOIO COK3a M Ha
ounmanbHOM caire YIOJIHOMOYEHHOI'O oprasa (3KcriepTHOM OpraHu3aIH)

https://Ik.regmed.ru/Register/ EAEU_SmPC
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