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MHUHHUCTEPCTBO 3JIPABOOXPAHEHMSI POCCUICKOU ®EJIEPALIMHA

WHCTPYKIUS

110 MEJULIMHCKOMY NMPUMEHEHHUIO JIEKapCTBEHHOTI'O IIperapara

VTPOXXECTAH®

Perncrpaunonnsiii Homep: Ne JIC-000186

Toprosoe HaumeHoBaHue: YTpoxecran®

MesxayHapoaHoe HeIaTeHTOBAHHOe HAHMEHOBAaHMeE: TPOTeCTEPOH

JlekapcTBenHas popma: Kancyiisl

CocraB Ha | kancyny:

Jleiicmeyiouyee 6ewyecmeo: NporecTepoH MUKpoHu3uposanubli 100 nim 200 mr.
Bcnomozamenvhvie 6eujecmsa: NoAcoNHedHoe Maco 149 mr/298 mr, neunTHH coeblii 1 Mr/2 mr;
Kancysa - xenatuH 76.88 mr/153.76 mr, rimuuepud 31.45 mr/62.9 mr, TutaHa JAMOKCHA 1.67
mr/3.34 mr.

Onucanne: xancynsl 100 mr - kpyruibie, kancyisl 200 Mr - oBajnbHBIE, MArkue Onectsiue
JKEJaTHMHOBBIE KAICYJIbl KEJITOBATOrO 1BETA, COJAEPIKAIME MAC/IAHYyI0 GE0oBaTyl0 rOMOTeHHYIO
cycnensuio (6e3 BUAUMOro pasjenenus ¢as).

dapmakoTepaneBTHYECKas IPyNIa: recrared

Koa ATX: GO3DA04

®APMAKOJIOTUYECKHE CBOMICTBA

DapmakoOuHamuKa

® gpiseTcss TNpPOrecTepoH, HIACHTUYHBIN

JleHCTBYIOIMM BEIIECTBOM Npenapara Y TPOXKecTaH
€CTECTBEHHOMY T'OPMOHY JKEJITOro Tejia suuHMKa. CBA3BIBAsACH C PELENTOPAMH Ha MOBEPXHOCTH
KJIETOK OpraHOB-MHUIIEHEH, IPOHUKACET B Ao, rae, aktusupys JIHK, crumynupyer cunres PHK.
CriocoGCTBYET Tepexoy CIM3UCTON 060704KH MaTku M3 (assl NposMpepalyy, BHI3BIBACMO
(OIMKYIPHBIM TOPMOHOM 3CTPA/IMOJIOM, B CEKPETOPHYIO (a3y, a mociie Ornjo0TBOPEHHS - B
COCTOSIHME, HEOOXOAMMOE JUIs pPasBUTHS OIUIOAOTBOPEHHOW AHLIEKJIETKH. YMEHbIIaeT
BO3GYIMMOCTh M COKPaTMMOCTb MYCKYJAaTYphl MaTKH M MaTOYHBIX TPYO. CnocobcTByeT

006pa3oBaHMIO HOPMAJIBHOTO BHAOMETpUs. CTUMYIMpYeT pa3sBUTHE KOHUEBBIX JJICMEHTOB

MOJIOYHOM K€JIE3B]I U HUHAYUHUPYET JIAKTALHIO.
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CTUMyIHpYs TIPOTCHHIINNA3Y, YBEIMYMBACT 3aMachl JKMpa; TOBBIIACT yTHIH3ALHMIO TJTIOKO3BI;
yBEJMUMBas KOHLEHTpauuio 6a3ajbHOrO M CTUMYJIMPOBAHHOTO MHCYIHHA, cnocoOCTBYET
HAKOTUICHHIO B NIEUYEHH TJIMKOTeHa; MIOBBIIIAET BEIPab0TKY rOHa/I0TPOTHBIX TOPMOHOB runodusa;
YMEHbILIAeT a30TEMHIO, YBEIMYHBACT BEIBE/ICHUE a30Ta MOYKAMH.
DapMaKOKUHEMUKA
IIpu npueme BHYTpPb

Bcacvieanue
MHUKPOHM3MPOBAHHBIA MPOTECTEPOH XOPOLIO BCACHIBAETCS B IKEITYA0YHO-KHIICHHOM TpaKTe
(KKT). KoHueHTpauusi mporectepona B IUIa3Me KpOBH TMOCTENICHHO TOBBILIACTCS B TEUYEeHHUE
NepBOro Yaca, MaKCHMMajibHas KOHLEHTpalus B M1a3Me KpOBH (Cmax) OTMeuaeTcs yepe3 1-3 4
nocie nprema. KoHUEHTpalys NporecTepoHa B Mia3sMe KpOBH yBEIHUMBACTCS OT 0,13 ur/ma 10
4,25 ur/mn uepes 1 4, 1o 11,75 ur/mi yepes 2 y 1 cocTasisieT 8,37 Hr/mi uepe3 3 4, 2 Hr/Mi yepe3
6 4 u 1,64 ur/mn yepes 8 4 nocie npuemMa.

Memabonuzm
OCHOBHBIMH METabOJIMTAMH, KOTOPHIE OMNPEJEIAIOTCS B IUIA3ME KPOBH, ABJIAIOTCA 20-anbda-
TH/IPOKCH-ebTa-4-aNb(ha-NperHaHosioH 1 5-anbga-AuruaponporecTepoH.

Buvigeoenue
BoiBoauTcs ~ MoYkamM B Bujae  MerabonmroB,  95% M3 HMX  COCTaBJAIOT
[JIIOKYPOHKOHBIOTMPOBaHHBIE  METAabOJNUTHI, B OCHOBHOM 3-anpda, S-Oera-nperHaHaHoN
(npernanuMoH). YKa3zaHHble METab0JHMThl, KOTOPbIE OMPEACIAIOTCS B IIAasMe KPOBU M B MOUE,
AHAJIOrMYHBI BEIECTBAM, 00pa3ylolMMest IPH (PU3NOJIOTHYECKOH CEKPELIMM JKEITOrO TEA.
Ilpn BarnHa/IbHOM BBE€/I€eHHH

Bcacwieanue u pacnpeoenenue
AGcopOums MPOMCXOAMT OBICTPO, BBICOKAA KOHUEHTpALWsA NpoOrecTepoHa B niasmMe KpoBH
naGmonaetcs yepes 1 uac mocse BeeAeHHA. Cmax NIPOreCTEpOHa B MIIA3ME KPOBH A0CTHIAcTCA
yepes 2-6 4 nociue BeeacHus. [Ipy BBECHMH 100 Mr 2 pa3a B CYTKM Cpe/IHss KOHLEHTpaUus B
nnazMe KpOBH COXPaHSETCsl Ha ypoBHe 9,7 HI/MII B TeYEHHE 24 y. Tpu BBeIcHMH B JI03ax Oonee
200 Mr/cyT, KOHLEHTpaLMs NPOreCTepoHa COOTBETCTBYET I Tpumectpy GepemenHocTH. CBs3b C
6enkaMu 1ia3msl - 90%. IporecTepoH HakarIMBaeTCs B MaTKe.

Memabonusm
Merabonusupyercsi ¢ 0Opa3oBaHHEM TNpPEMMYLICCTBCHHO 3-anbpa, 5-6Gera-nperHananoa.
KoHueHTpaLus 5-6eTa-nperHaHoiona B nia3sMe KpOBH HE yBE/IMHMBACTCS.

Buvigeoenue
BEIBOJMTCS TOYKAMH B BHE METabOJIMTOB, OCHOBHYIO 4acCTh COCTABJIACT 3-anb(a, 5-6era-

NpEerHaHnoJI (HpCl"HaH}lHOH). 210 MOATBECPXKAACTCA MOCTOSIHHBIM  TOBBILICHUEM  €T0
2
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koHUeHTpalrH (Cmax 142 Hr/Mi1 yepes 6 4).

NOKA3AHMUS K IPUMEHEHHIO

IIporecTepoHAE(ULUTHBIE COCTOSAHHS Y KEHILMH:

Jliisi nppeMa BHYTPb:

m yrpoXarouuii abopT WK NpeaynpekeHHe NPUBBIYHOTO abopTa BCJIEICTBUE
HEJJ0CTATOYHOCTH NPOTeCTEPOHA;

m Gecruioime BCJIeCTBHE JIIOTEMHOBOM HEJ0CTATOYHOCTH;

® npeaMeHCTpyalbHBIH CHHIPOM;

" HapyleHHUs MEHCTPYaJbHOTO 1IMK/IA BCJIEICTBUE HAPYIICHUS OBYJIALMU UM aHOBYJIALIMH;
®  puOpo3HO-KUCTO3HAS MACTONATHS;

® nepuoJ MeHONay3aJbHOTO NEPEXO/IA;

® MenonaysanabHas (3amecTuTelNbHas) ropmoHanbHas Tepanus (MI'T) B nepu- n
nocTMeHonayse (B COUYETaHUH C 3CTPOTeHCOAEPKALIMMH NpenapaTamu).

)1}]51 HHTPAaBAaruHaJJbHOro NpHMEHEHHS

® MI'T B ciyyae fieuiMTa NporecTepoHa npu Hedy HKIMOHUPYIOIIMX (OTCYTCTBYIOIINX)

SUYHUKAX (JOHOPCTBO SHIEKIIETOK);

® npeaynpexeHue (MpoduIaKTHKa) TIPexKACBPEMEHHBIX POJIOB Y KEHIIMH U3 IPYINIbI phcka (¢
YKOpOYEHHEM IISHKH MAaTKN /WM HAJIMYMEM aHAMHECTUYECKHX JIAHHBIX MPEX/ICBPEMEHHBIX

POJIOB M/MJIM NIPEXK/IEBPEMEHHOTO pa3phbiBa IIOAHBIX 0607104€K);

" nojIepIKKa JIOTEMHOBOH (a3bl BO BpeMs MOArOTOBKH K 3KCTPaKOPIopajibHOMY

OTJIOA0TBOPEHHIO;
" nojsiepKKa JIIOTEHHOBO#H a3kl B CNOHTAHHOM MJIM MHYLIMPOBAHHOM MEHCTPYaJIbHOM LMKIIC;
® npexaeBpeMeHHas MEHONAy3a;
® MI'T (B cOYETaHHM € SCTPOTEHCOAEPKAIIMMHU NpEnapaTamMu);
® Gecruioue BCIEACTBUE JIIOTEMHOBOM HEOCTATOYHOCTH;

® yrpoxaromuii abopT Wi NpeyNnpex/IeHHe MPUBLIYHOTO abOpTa BCIICACTBHE
HEJIOCTATOYHOCTH MPOrecTEPOHA.

IIPOTUBOIIOKA3AHUSA

[ToBBILICHHAS YYBCTBUTEIBHOCTD K MPOTECTEPOHY MM JIIOOOMY M3 BCIIOMOTaTE/IbHBIX BELICCTB

npenapara; Tpom603 TriayGokuX BeH, Tpomboduebur; TpoMO03MOOIMYECKHE HapyLIEHHs

(TpoMG03MGONMsT  JIErOYHON apTepuH, HH(ApKT MHOKapJa, MHCYJIBT), BHYTpHYEPENHOE

KPOBOM3NIMSAHME WM HAJIMYHME JaHHBIX COCTOSHMI/ 3aboneBaHuii B aHaMHE3¢; KPOBOTCUCHHA U3
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BJIATQJIMINA HEACHOTO FeHe3a; HEMoMHbI aGopT; nopdupys; yCTAHOBJIEHHBIC HIIH N0/103pEBACMBIC
37I0KAYECTBEHHBIE HOBOOOPA30BaHMs MOJIOUHOM OKeJle3bl M TIOJIOBBIX OpraHoB; TKCIIBIC
3a60JIeBaHMsA TIeYeHH (B TOM YHCIIE XOJIECTaTHYECKas KXKEJTyXa, TenaTuT, CHHApPOMBI Jly6una-
JlxoHcoHa, PoTopa, 3/10Ka4eCTBEHHBIE OIYXOJIH fIe4eHH) B HACTOsIIEEe BPEMs WM B aHaMHE3eE;
feTckuit BospacT 1o 18 net (3¢ dekTHBHOCTE H 6e30MacHOCTh He YCTaHOBJICHBI ); TIEPHO/ TPYAHOTO
BCKapMJIMBaHM.
C OCTPOXKHOCTBIO
3aGoseBaHnsl  CepEYHO-COCYMCTOM CHCTEMBbl, apTepHaibHas THNEPTCH3Us, XpOHMHCCKad
[loyeyHas HEJOCTATOYHOCTB, CaXapHblii Auaber, OpoHXHasbHas acTMa, SIHUJICNCHA, MHIPCHP,
JIeNpeccHsi, TUNIEPIMIIONPOTEHHEMHS, HapyIICHHs dyHKIMM TIEUEHH JIETKON 1 Cpe/iHell cTeneHH
TSOKECTH; (POTOUYBCTBUTEIIBHOCTD.
IIpenapar cieayeT NPUMEHSTh C OCTOPOXKHOCTBIO BO 11 u 111 TpumecTpax GEpPEMEHHOCTH.
NPUMEHEHME TIPH  BEPEMEHHOCTM M B IIEPHOJ Ir'PYIHOI'O
BCKAPMJIMBAHUSA
IIpenapar cieyer NPUMEHATh ¢ OCTOPOKHOCTBIO BO 11 u 11l TpumecTpax GEpEMEHHOCTH H3-32
pHcKa pa3BUTHS XOJIeCcTasa.
TIporecTepoH NPOHUKAET B 'PY/IHOE MOJIOKO, TIO3TOMY NPUMEHEHHE NperiapaTa NPOTHBOINOKA3aHO
B MEPHO/] TPYJHOIO BCKapMJIMBAHMA.
CIHOCOB NIPUMEHEHMS U J103bI
IlepopajibHO
[IpenapaT NpUHAMAIOT BHYTPb BEYEPOM NEPE/ CHOM, 3aNnBasd BOJIOM.
B GoNBIIMHCTBE CJIy4acB MpHM HEJOCTATOYHOCTH MPOrecTepoHa CYTOWHAd J03a Mperapara
YTPO)KCCTaH® cocrapnser 200-300 Mr, pa3aeneHHbIX Ha 2 npuema (200 mMr BeuepoM nepe/i CHOM
1 100 Mr yTpoMm, npH HEOGXOIUMOCTH).
. Ipu yzposcarowiem abopme unu 01 npedynpescoeHus NpUebIuH0Z0 abopma
gcnedcmeue nedocmamounocmu npozecmepona: 200-600 Mr B CyTKH €XKEJHCBHO B [ ull
TpuMecTpax GepeMeHHOCTH. JlanbHelee NpUMEHEHHE Tpenapara VrpoxecTaH® BO3MOXKHO 10
HA3HAYEHHMIO Jieyallero Bpada Ha OCHOBAaHMM OLCHKM KIWHMYCCKHMX JaHHBIX GepeMeHHOM
JKEHIIMHBI.

= [Ipu HedocmamouHocmu NI0Meunosoit gassl (npeaAMEHCTpYabHbIH CHHIPOM,
u6pO3HO-KMCTO3HAS MACTONATHS, IMCMEHOPE, TIEPHOA MEHOTay3aJbHOTO Nepexo0/ia) CyTouHas
no3a cocrapjisiet 200 uiu 400 Mr, NPMHUMAEMBIX B TCHCHHE 10 aneit (06b14HO ¢ 17-r0 M0 26-#
JIEHb 1LIMKJIA).

»  IIpu MI'T ¢ nepumenonayse Ha GoHe npueMa SCTpOreHOB npenapar Vrpoxectan®

npumensietcs o 200 Mr B CyTKH B TEUCHHE 12 nHewn.

\e.d
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» IIpu MI'T ¢ nocmmenonay3e B HENIPEPIBHOM PEXKUME NpeTIapat Vrpoxecran®

npumensetcs B 1o3e 100-200 Mr ¢ nepBoro Hs npueMa 5CTpOreHCO/IEpIKalliX npenaparos.
[ToaGop 10361 OCYLIECTBIIACTCS HHIMBHLYaIBHO.

HMuTpaBaruHajJbHo

Kancysisl BBOAAT I1y60KO BO BIIarajMiie.

= IIpedynpexcdenue (npohunakmuxa) npexcoeepeMeHHbIX 0008 Y IHCCHU{UH
u3 zpynnsl pucka (¢ yKOpOYECHHEM IIEHKH MaTKH W/WIIM HAJIMYMEM aHAMHECTHYECKHX JaHHBIX
MPEXIEBPEMEHHBIX POJIOB M/WJIM TPEXKICBPEMEHHOTO Pa3phiBa IMLIOAHBIX 060J104eK): 0ObIYHAsA
n03a coctaaser 200 Mr nepe CHoMm, ¢ 22-i 1o 34-y1o Hezlen OepeMEeHHOCTH.

= ITonnoe omcymcmeue npozecmepona y JeeHuguH ¢ HepyHKUUOHUPYIOUUMU
(omcymcmeyrouwumu) AUYHUKAMU_(JOHOPCTBO ANIEKIIETOK): Ha (JOHE Tepanyu 3CTPOreHaMH 1o
100 mr B cyTku Ha 13 u 14-if qun mukoia, 3atem no 100 mr 2 pasa B CyTKH ¢ 15-ro 1o 25-i aeHb
MKIa, ¢ 26-T0 JHs, ¥ B CJIy4ae onpe/ieieHus 6epeMeHHOCTH /1032 BO3pacTacT Ha 100 Mr B CyTKH
KaXXIyI0 HeJIeNo, J0CTUTas MakcuMyma 600 Mr B CyTKH, pasJIe/ICHHBIX Ha 3 npuema. YkasaHHas
71032 MOET TIPUMEHSTECS Ha MPOTHKEHUH 60 HEH.

»  JToooepicka niomeunosoil (hasvl 60 epema npo6eOeHUA WHKIA IKCMPAKOPROPATbHOZ0
0Nn1000MEOpeHUA: PEKOMEHYETCS NPUMEHATH OT 200 no 600 Mr B CyTKH, HauMHas €O JIHA
MHBEKLMHE XOPHOHMYECKOTO roHa0TponuHa B Teyenue I n Il Tpumectpa OepeMEHHOCTH.

= Toodoeprcka niomeuro6oii (hasvt 6 CHOHMAHHOM UNU UHOYYUPOBAHHOM MEHCMPYATbHOM
WuKne npu 6ecn100uu, C6A3AHHOM C HapyuwieHuem ynKyuu dxcenmozo mena: peKOMEHYETCs
npumensTh 200-300 Mr B CyTKH, HaUMHasi € 17-oro AHS LMKIa Ha npoTsbkeHun 10 qHen, B ciyyae
3a/1epXKKH MEHCTPYALMH ¥ IMarHOCTUKH OEPEMEHHOCTH JICHCHHE Z10JDKHO OBITH MPOJOJDKEHO.

» B cayuaax yzposcarouiezo abopma unu 6 yenax npedynpesicoenua npuebIuHozo abopma,
BO3HMKAIOIIMX Ha (OHE HEeJ0CTaTOYHOCTH INPOrecTepoHa: 200-400 Mr B CyTKHM B 2 mnpuema

exeHeHO B I u 11 TpumecTpax 6epeMEHHOCTH.

NMOBOYHOE JIEMCTBHUE

[lepeuncieHHble HWKE HEKENaTe/bHBIC ABJIECHHS, OTMCUCHHBIC NpH nepopajibHOM cnocobe
npHMeHeHHsl Npernapara, Paclpe/e/icHbl M0 4acToTe BOSHUKHOBCHMA B COOTBETCTBUU CO
clieytoLei rpajalueii: 4acTo: > 1/100, < 1/10; Heuacro: > 1/1000, < 1/100; peako: > 1/10000, <
1/1000; ouens peaxo: < 1/10000.

Cucrema HexenareabHble IBJICHUSA

OpraHos 4acTo He4yacTo ' peaAKo ,O‘leﬂb peaxko
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Hapyiuenus co apylLIeHHs MacToauHus
CTOpOHBI MOJIOBBIX [MEHCTPYaJIbHOTO
praHoB ¥ LKA
OJIOYHOM Keje3bl |AMEHOpest
ALIMKJTMYECKHE
KPOBOTEYEHMSI
Hapyiuenus co Jlenpeccus
CTOPOHBI ICUXUKH
Hapyienus co TonoBHas 6016 COHJIMBOCTB
CTOPOHBI HEPBHOM [Tpexonsiee
CUCTEMBI rOJIOBOKPYKEHHE
Hapyenus co B3ayTtue )xuBoTa  |PBOTA TowHoTa
ICTOPOHBI J{napes
PKEJTYJ0YHO- 3anop
KHIIEYHOTO TPAKTa
Hapymenus co XouecTaTHuecKas
CTOPOHBI NEYEHH U
bKEJTYEBBIBOAIMX PKEJITYXa
nyTen
Hapyienus co KpanueHuua
CTOPOHBI
MMMYHHOM
CUCTEMBI
Hapymenus co 3yn X noazma
CTOPOHBI KOXKM U
P . AKHE
MO/IKOXHBIX TKAHEH

COHJMBOCTD, TPEXOJAIIee TONOBOKPYKEHHE BO3MOXHBI, Kak MpaBUIIO, H€pe3 1-3 4 mocne
Nepopa/ibHOro npuema npenapata. JlaHHbie HeXeNaTe/IbHbIC Pk MOTYT OBITH YMEHBILECHBI
[yTeM CHWKEHHsl 03B, IPUMEHEHNEM Npenapara nepeji CHOM Hill MEpeXOioM Ha BarMHaJIbHBIA
NyTh BBEJCHHS.

TH HeKe/laTeNbHbIE PEaKIMK 0GBIYHO ABJIAIOTCS NEPBBIMHM NPU3HAKAMH NEPE/103HPOBKH.
CoOHIMBOCTh M/WIM TPEXOJIee TONOBOKpYKEHHE HabIIONaloTes, B YaCTHOCTH, B CIyHdac
COTYTCTBYIOMIEH TMNOICTPOreHMH. YMEHBIICHHE /103b1 MIIM BOCCTAHOBICHHE Gosiee BBHICOKOM
CTPOTEHU3ALMN HEME/UIEHHO YCTPaHACT STH SBJICHUA, HE CHIKA TepaneBTHyeckoro sddekra

nporecrepoHa.
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Ecnu KypC JI€YCHHsS1 Ha4YWHAETCA CIULIKOM paHO (B ﬂCpBOﬁ I1I0JIOBUHE MCHCTPYaJIbHOTO LIMKIJIa,
ocobenHo j10 15-ro JIHH), BO3MOX>KHbl YKOPOUYE€HME MEHCTPYaJIbHOTO LMKJIa WA AlUKJIMYECKHUE
KpOBOTCHYCHHS.

PCI‘HCTpprCMbIC U3MEHEHHUs MEHCTpyaJIbHOro UMKJIa, aMeHOpes WA AUKIIMYECKHUEC
KPOBOTECUYECHHs XapaKTEPHbI JJIs1 BCCX reéCTarcHoOB.

IIpuMeHeHHE B KIMHUYECKON NPAKTUKE

IIpy NpUMEHEHMH B KJIMHMYECKOW MPAKTHKE OTMEYEHBI CIIEYIOLIME HEKENIATEIbHbIE SBIECHUS
NpH NepopajbHOM NPHMEHEHHH NPOrecTepoHa: 6€CCOHHULIA; TIPEAMEHCTPYaIbHBIH CHHIPOM;
HATPSKEHHOCTh B MOJIOYHBIX KeJie3aX; BBIICNIEHM M3 Biaranuiia; O0iM B CyCTaBax;
TMIEpTEPMHsl; MOBBILICHHOE TOTOOT/EICHHE B HOYHBIE Yachl; 3a/iepXKKa XUKOCTH; U3MEHEHHE
Macchl TeNia; OCTPHIA TMaHKPEaTHT; alolelys, TMPCYTH3M; M3MEHEHMs Jubuja0; Tpombo3 M
TpoMGooMboMueckie  OCTIOXKHeHMs  (npu  npoeaenmn  MI'T B coueranmm ¢
5CTPOreHCO/CPIKAIMMHU NPENapaTamMu); NOBIIIEHHE apTePHabHOTO JaBICHHS.

B cocraB mnpenapara BXOAMT COEBBIH JIELIMTHUH, KOTOPbI MOXET BBI3BAaTh pPEAKUMH

TUNEpYyBCTBUTEIBHOCTH (KPANTMBHHILY M aHA(UIAKTUIECKHH 1IOK).

IIpu BaruHaABLHOM cnocobe NpUMeHeHHsI

Coobmanoch 06 OTAENBHBIX ClIy4asX pa3BUTUS peaklMid MECTHOW HENnepeHOCHMOCTH
KOMIIOHEHTOB Tpenapara (B YaCTHOCTH, JIELIMTHHA COM) B BHJIE TUIIEPEMUH CIIU3UCTOM 060/104KH
BJIAraJIMIIa, HOKCHHUS, 3y/1a, MAC/ITHUCTHIX BbIICJICHHM.

CucteMHble 10060uHble 3()(eKTsl TpH MHTpaBarMHaJbHOM TNPUMEHEHWHM TIpenapara B
PEKOMEHIyeMbIX /103X, B YaCTHOCTH, COHJIMBOCTh WJIM TOJIOBOKpYXkeHHe (HaOmo/aeMble TpH

nepopajbHOM NPUMEHCHHH npenapaTa), HE OTMECYAJIUCh.

NNEPEJAO3UPOBKA

Cumnmompl:  COHJIMBOCTh,  TpEXOJslllee  TOJIOBOKPYXKECHHE, siidopus,  yKOpOYEHHE
MEHCTPYaJIbHOTO 1IMKJIa, IMCMEHOpes.

V HEKOTOPHIX MALMEHTOK CPe/HAs TepaneBTHYCCKasd 1032 MOXKET OKa3aThCs 4ype3MEepHOH M3-3a
WUMeloleiics WIM BO3HHUKINEH HeCTaOWIBHOM SHION€HHOM CEKpelUH TNporecTepoHa, ocoboii
YYBCTBUTEJLHOCTH K TPENapaTy WM CJIMIIKOM HU3KOH KOHLEHTPALMK 5CTpajnoIa.

Jleyenue:

- B cjlydae BO3HHUKHOBEHHS COHJIMBOCTH WJIH TOJIOBOKPYXEHHs HEOOXOAUMO YMEHBIIUTH
CYTOYHYIO 703y WM Ha3HAuMTh NMPUEM TperapaTta Mepeil CHOM Ha MpPOTHKCHUH 10 nHei#t
MEHCTpPYaJIbHOTO LIMKJIA;

= B cjlyyae YKOpOYEHHs MEHCTPYaJIbHOT'O UKJIa UK «MaXyLIUX» KpOBSIHHUCTBIX BEIZICJICHU I

7
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PEKOMEH/yeTCsl HaJaJlo JieYeHH!s NEPEHECTH Ha GoJiee TO3/HMI IeHb 1MKIa (Hanpumep, Ha 19-i
BmecTo 17-ro0);

- B nepumeronayse u npu MI'T B mocTmeHonayse HeobxoauMo yOeIuThes B TOM, UTO
KOHLEHTPAIMS SCTPAHOIa ABNAETCA ONTUMAIIBHOH.

le/l Nepe103UPOBKE IPHU HCO6XOLII/IMOCTH MpoBOAAT CUMIITOMATHYECKOEC JICUEHHUC.

B3AUMO/IEVICTBHUE C JAPYTUMH JJEKAPCTBEHHBIMH
CPEJACTBAMMU

Ilpu nepopanviom npumeHeHuu

[IporecTepoH yCHJIMBACT JACHCTBHE AMYPETHKOB, TMIOTCH3MBHBIX JICKAPCTBEHHBIX CPE/CTB,
MMMYHO/ICTIPECCAHTOB, AHTHKOATYJIAHTOB. YMEHbIIAET NaKkToreHHbI 5(PdEeKT OKCHUTOLHMHA.
OJHOBPEMEHHOE TPUMEHEHHE C TIpenapaTaMH-MHyKTOpaMH MHKpPOCOMAJILHBIX bepmeHTOB
neuenn CYP3A4, Takumu Kak 6apOUTYpaThl, NPOTHBOIMMIIENTHICCKHUE NPENIAPpATHI (penunTonn,
kapbamasenu),  pudamnuimy,  GeHMnOyTasoH,  CIHPOHOJAKTOH, rpuzeodyIbBUH,
COTIPOBO’K/IAETCS YCKOPEHHEM MeTaboJM3Ma NpOrecTepoHa B NeueHH.

O/HOBpEMEHHBII TIPUEM TIPOreCTEpoOHa C HEKOTOPBIMH AHTUOMOTHKAMH  (TIEHUIMIIIUHBI,
TETPALMKIJINHBI) MOXKET NIPUBECTH K CHHXKEHUIO €T0 3¢ (PeKTHBHOCTH M3-3a HAPYLICHHs KHIIEYHO-
[eYeHOYHON PELMPKYJSLMN  TOJOBBIX ~TOPMOHOB  BCJICACTBHE — HM3MEHCHMA KHMILEYHOH
MHUKPO(DIOPEI.

CTeneHb BHIPAKEHHOCTH YKa3aHHBIX B3aUMO/IEACTBHI MOXKET BApbUPOBATh y PA3HBIX MALMCHTOK,
[09TOMY NPOTHO3 KJIMHUYECKUX 9 (PEeKTOB NEPEIHCICHHEIX B3aMMO/ICHCTBUH 3aTPYAHEH.
KeTOKOHA30J1 MOXET YBEJIMYUTh OMOOCTYTHOCTh NPOTreCTEpOHA.

TTporecTepoH MOXET TOBBIIATH KOHUECHTPALMIO KETOKOHA30/1a M LIUKJIOCTIOpHHA.

TIporecTepOH MOXKET CHU3UTh d)HEKTHBHOCTE OPOMOKPUITHHA.

[IporecTepoH MOXET BBI3BaTh CHIKCHHE TOJEPAHTHOCTH K TJIOKO3E, BCJIC/ICTBHE YETO -
yYBEJIHUUTH NIOTPEGHOCTH B MHCYJIMHE MM APYTHX IMIIOTTMKEMHUHECKHUX NperiapaTax y MalMeHTOK
¢ caXapHBIM JIMabeTOM.

BHOOCTYITHOCTH TIPOTeCTEPOHA MOXKET OBITh CHIDKEHA y KYPSIIHMX MalHEHTOK H IpH Ype3MepHOM
yrnoTpebieHuH ajaKkoroJis.

Ipu unmpasazunanbHoM RPUMEHEHUU

BsauMojieliCTBME ~ NpOrecTepoHa  C  JAPYTMMH  JIGKApPCTBEHHBIMH  CPE/CTBaMH  TIpH
MHTpaBarMHAJILHOM TPUMEHEHUH HE  OLCHHBAJIOCh. Cnenyer u3beraTb OJAHOBPEMEHHOTO
NpUMEHEHHs APYTUX JIEKApCTBEHHBIX CPE/ICTB, MPUMEHACMBIX MHTpaBaruHaJILHO, BO M30exKaHue

HapylIeHHs BHICBOGOXKICHHS U abcopO1IMM NPorecTepoHa.
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OCOBBIE YKA3AHUSA

Ipenapar Yrposxecran®

HeJb3sl PUMEHSTD C LIEJIbIO KOHTPALIETILIMH.

[Ipenapar Heib3ss NpPHHMUMATh BMECTe C THINEH, TaK KaK TpHEM THIM YBEINYHBACT
OMO/I0CTYITHOCTD MPOTeCTEPOHA.

Ipenapar YTposkecTan® ciieiyeT NPUHAMATh ¢ OCTOPOXKHOCTBIO Y MALMEHTOK C 3a00/1€BaHUAMH
M COCTOSHHMSIMH, KOTOpbI€ MOTYT YyCYryONsTbCS TNpPH 3aJIEpKKE XHMIAKOCTH (aprepuajibHas
TMIEPTEH3Ms, CEPACYHO-COCYIUCThIC 3a001€BaHMA, XPOHUYECKAs MOYeYHas HE0CTaTOYHOCT,
SIMJIETICHS, MUTPEHB, GPOHXHAJIbHAsH aCTMa); Y TIALIMEHTOK C CaXapHBIM IMabeTOM; HapyLIEHHAMH
yHKIMH NIeYeHH JIETKOH U CpeIHeil CTENEHH TAKECTH; (POTOUYBCTBUTEILHOCTHIO.

Heo6xoauMo HabmoaTh 3a NMalMEHTKaMM C JeTpeccuel B aHaMHe3e, W B Clly4yae pa3sBUTHS
JIENIPECCHHU TSDKEJION CTETNeHN He0OX0MMO OTMEHHMTD Npemnapar.

B cocra npenapara YTpoxecTan® BXOJAMT COEBbIH JICLWUTHH, KOTOPBIA MOXKET BBI3BaTh PEAKLIMH
TUIEepYyBCTBUTEILHOCTH (KPanMBHULLY M aHa(HIAKTHYECKHH 1OK).

[TalMeHTKH ¢ COMYTCTBYIOLIMMHU CEPACYHO-COCYAUCTEIMU 3a00JIEBaHUAMM MJIH HAJIMYHEM UX B
aHaMHe3€e JI0JDKHBI TaKXKe TIEPUOMYECKH HabJII01aThCsl BpauyoM.

IIpuMeHenue mpenapata YTpoxecran® nocie I Tpumectpa GEpeMEHHOCTH MOXKET BbI3BATh
pa3BUTHE X0JIECTA3A.

[Ipy AIMTENLHOM JICYCHHH TIPOreCTEPOHOM HEOOXOAMMO PErysisipHO MPOBOAMTH MEIMLMHCKHE
0CMOTpHI (BKJIIOYas MCclieioBaHNe (YHKIMH NIEUEHH); IeYeHHEe HEOOX0IMMO OTMEHHTD B Cllyyae
BO3HHKHOBEHHS OTKJIOHEHHH OT HOPMAJIbHBIX TOKa3aTesel (YHKIMOHANBHBIX P00 NMeYeHH WK
X0JIECTaTUYECKOM JKEJITYXH.

IIpy NpUMEHEHNUH POreCTEPOHA BO3MOXKHO CHUIKEHUE TOJIEPAHTHOCTH K IJIIOKO3€ M yBEJIHYEHHUE
NoTpeGHOCTH B MHCYJIMHE U APYTMX TMIIOTIMKEMMYECKUX Npenaparax y NaluMeHTOK ¢ caXapHbIM
JnnabeToMm.

B ciydae MosBIEHMs aMEHOPEH B IIpoLEcCe JIUeHHMs, HEOOXOAMMO HCKIIOYHTH Hajluuue
OepeMEHHOCTH.

Ec/u Kypce JIeueHHs HAuMHAETCS CIIMIIKOM PaHO B Hayajle MEHCTPYaTbHOTO LMKJIa, 0COOEHHO 10
15-ro AiHS LMK/, BO3MOXKHBI YKOPOYEHHUs LIMKJIa W/HJIK alMKIMYeCKHe KpoBoTeyeHus. B ciyyae
ALMKJIMYECKMX KPOBOTEYEHHI He CNefyeT NPUMEHATH Npenapar 10 BBIACHCHHA HMX TpPUYHHBI,
BKJTIOYAs TPOBEJICHHE THCTOJIOIHYECKOTO MCCIIEI0BAHMS SHIOMETPHS.

IIpy HATMYKK B aHAMHE3€ XJI0a3Mbl HJIH CKJIOHHOCTH K €€ Pa3BUTHIO NALMEHTKAM PEKOMEHYeTCs
u3berath Y ®-06mydeHus.

Bonee 50% ciyuaeB CaMOTIPOM3BOJIBHBIX abOPTOB Ha PpaHHHX CpOKax OepeMeHHOCTH
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00YC/IOBICHO TEHETHYECKUMH HapYIIEHUSAMH. Kpome TOro, NpHUYMHOH CaMOMNpPOM3BOJIbHBIX
abopTOB Ha paHHMX CpOKaXx OEpEeMEHHOCTH MOryT ObITh MH(PEKLMOHHBIE TPOLECCH H
MexaHHueckue nospexaeHus. IIpuMeHeHue npenapara VrposkectaH® B THX CIydasX MOXeT
TIPUBECTH JIMIIb K 33/IEPIKKE OTTOPKEHHs M HBaKyaluH HEXHM3HECTIOCOOHOTO TMJIOHOrO siLa.
[IpumeHeHHe Tnpenapara VrpokecTan® ¢ LeNbI0 TPeAyNpPeKACHNs YTPOKAIOLICTo abopra
OTIPaBJIaHO JIMILb B CITy4YasX HeJ0CTaTOYHOCTH MPOrecTepoHa.

IIpu nposenennn MI'T acTporeHamu B NepHOJL NEPUMEHONAY3bl PEKOMEHAYCTCA NpUMEHEHHE
npenapara Vrpoxecran® B TeueHue He MeHee YeM 12 IHeH MEHCTPYaIbHOTO LMK,

Ipu HenpepbiBHoM peskume MI'T B mocTMeHonay3e peKOMEHIYeTCsA NPUMEHEHHE npernaparta ¢
TEPBOTO JHA MPUEMA SCTPOTEHOB.

IIpu nposeaennn MI'T moBbIIaeTCS PUCK pasBUTHA BeHO3HOH TpoMbooamGomuu (Tpombo3a
rayGOKMX BeH WM TpomGodMOOnMM JIerOYHOM apTepuM), PUCK PAa3BUTHs HILIEMHYECKOTrO
MHCYJIbTa, HIIEMHYECKO Goe3HN cepaua.

W3-3a prcKa pa3BUTHsS TPOMOGOIMOONHUECKUX OCITIOKHEHUHA CIICAYeT NMpeKpaTHTh NPUMEHEHHE
nmperapara B Cjlydae BO3SHMKHOBEHHA: 3PUTEJBHBIX HapyLICHHH, TaKMX KaK MOTeps 3peHus,
5Kk30(TaNbM, JIBOCHHE B TJ1a3aX, COCYAMCTHIC NOPAKCHHUS CETYATKH; MHIPCHH; BEHO3HOM
TpoMG0IMBONIMH MM TPOMOGOTHYECKHMX OCIIOKHEHHH, HE3aBUCHMO OT MX JIOKAJIM3ALHH.

IIpu Hanuuuu TpombodeOuTa B aHaMHe3e, MalMeHTKa J0JDKHA HaXOAMTECA MO TIIATEJIbHBIM
HaOJIIO/IEHHEM.

[Ipy npUMEHEHMM TMpenapaTa Vrpoxectan® ¢ 3CTPOTrEHCOAEPXKAUMMHU  NpenapaTaM
HeoOX0AMMO 0OpAIAThCA K MHCTPYKLMAM MO UX MPUMEHEHHIO OTHOCHTE/IHO PHCKOB BEHO3HOM
TpomMG0o3Mb0IHK.

PesynbTaThl  KJIMHMUYECKOrO  MCCIIEI0BaHUS Women Health Initiative Study (WHI)
CBH/IETENILCTBYIOT O HEOOJBIIOM MOBBILICHHH PUCKa paka MOJIOYHOM >KeJie3bl NPH JUTUTEIIBHOM,
Gostee 5 JIeT, COBMECTHOM TPUMEHEHHH 3CTPOTEHCOAEPIKAIIMX MPENapaToB ¢ CHHTETHICCKUMA
recrarenami. Hen3BeCTHO, HMEETCS JIM TIOBBILIEHHE PUCKA PaKa MOJIOYHOH JKeJIe3bl y XKCHIIWH B
nocT™eHomnayse npyu nposeaennn MI'T ocTporeHcojiepkalliMu npenapataMu B COYETAHUH C
NPOreCTEPOHOM.

PesynbraThl uccaenoannss WHI Takoke BBISBUIM NOBBILICHAE pUCKa Pa3BUTHSA JEMEHLMH NIPH
nauane MI'T B Bo3pacTte crapiie 65 JieT.

Ilepen nayatom MI'T u perynspHo BO Bpems c¢¢ TNPOBCACHMA ’KEHLIMHA JIO/DKHA OBITh
o06cieI0BaHa ISl BBISIBJIEHUS IPOTHBONOKA3aHUHI K €€ POBE/ICHHIO. I1py HaTMYMH KIMHAYECKHX
[I0Ka3aHHil JOJDKHO OBITh TpPOBEACHO O0C/IEOBAaHME MOJIOYHBIX KEJIC3 U TMHEKOJIOTHYECKUI
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OCMOTP.

[IpUMeHeHHe NIPOTeCcTePOHA MOKET BIHMSATH Ha PE3Y/IbTaThl HEKOTOPBIX nabopaTOPHBIX aHAJIM30B,
BKUIOYAs TOKa3aTeNn (GYHKUMHM TEYeHH, IIMTOBMJHON OKesle3bl; MapaMeTphl KOaryJiluH;
KOHLIEHTPALMIO NPErHaHnoa.

Brusnue Ha cnocoGHOCHb YRPA6IeHUA MPAHCROPMHbIMU CPEOCHEAMU U MEXAHUSMAMU

[Ipy nepopaibHOM TNpPUMEHEHHH TNpernapara HeoOX0AMMO COOJIIOAATh OCTOPOKHOCTH TIPH
yIIpaBieHMM TPAHCIIOPTHBIMM CPE/ICTBAMH M 3aHATHM JPYTMMH TOTCHIMANLHO OTIaCHBIMH
BUJAMH JI€ATEIBHOCTH, TPEOYIOLMMH TOBBIIEHHON KOHLUEHTPAaLWH BHUMaHWA H OBICTPOTHI
MICUXOMOTOPHBIX PEaKIIMiA.

®OPMA BBIIIYCKA

Kancyiusl 100 Mr

[lo 14 xancyn B Guucrepe u3 IIBX/amomunneroi donsrn uam TIBX/TIBJIX/amomuneBo#
donbru. 2 GaucTepa ¢ MHCTPYKLMEH MO NPUMCHEHHMIO B KapTOHHON mnauke (28 xamcyn B

NoTpeGUTEILCKON YNaKOBKE).

Kancynst 200 Mr

[lo 7 xancyn B Gmucrepe u3 IIBX/amoMuHHeBOH donsru mam TIBX/TIBJIX/anoMHHHEBOM
donpru. 2 Gaucrepa ¢ MHCTPYKUMEH 1O NPUMEHCHUIO B kapToHHOM nauke (14 kamcyn B
NoTpeOGUTE ILCKOH YNaKOBKE).

CPOK I'OJHOCTH

3 roga. He mpuMeHSTE 110 MCTEYEHUH CPOKA TOAHOCTH.

YCJIOBUS XPAHEHUS

XpaHUTb NPH TEMIIEPATYpe HE BBILIC 25°C.

XpaHUTb B HEOCTYTTHOM JUlsl IeTeH MeCTe.

YCJIOBUS OTITYCKA
OTnycKaroT 1o peLenTy.

Ha3zpanue H ajapec IOpHAHYECKOro JUNa, HAa HMA KOTOpOro BbIJIAHO perucTpanHoHHOC

yA0CTOBEpEHHE:
Bezen Xenckea C A

Agento JIyns 287,1050 Bprocceinb, Benbrus

Hassauusi ¥ ajpeca npou3BoauTeeil (Bce CTaAMH NPOH3BO/ACTBA):

OJIUK (Taunann) Jlnmuren
Y nomcopaiot Poya 16-p1ii kBaprai, 166, IlpompiienHas 30Ha Banrnaun, Banrkpacon/
Banrnaun 13160 Iposunuus Arorxas, Tannann
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TMonurono Unaycrpuans Emunnano Pesunbs Canc. Asennna ae Arpena, 31 Onbsera, 42110

(Copus) Ucnanus

IIpousseneHo no 3aka3sy besen Xenckea CA, benbrus

WM
BropuuHas ynakoBKa M BbINYCKAIOIIHi KOHTPOIb:
000 «Jlobponek», Poccus

115446, Poccus, Mocksa, Konomenckuii npoesj, 13A.

Ilperen3un noTpeduTeIeH HANPABJISTH NO a/pecy:
000 «be3sen Xenckea PYC»

123022, Mocksa, yi. Ceprest Makeesa, 1. 13

Ten: +7 (495) 980 10 67; ®axc: +7 (495) 980 10 68

Crneumanuct otaena peructpauuu JIC

N\ o T Y
o\ Perncrpanm

ESINS

.,_,_
OIEY

i '\ ( ,ﬁ

:‘ E__‘ - Kanposa JLT.
o5

|

M3 PO

[ SKCHEPTHRIA OTHET |
NEACTBUTRIEH LA SAHHOW]
| BEPCUV IOKYMEHTA _ |
00000000009

TNDEITH

12



