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COT JA COBA HO

MUHUCTEPCTBO 3JIPABOOXPAHEHHWSI P CUNACKOU GEJEPALIMU- ——
UHCTPYKI U
[10 MEJMLIMHCKOMY TMPUMEHEHUIO JIEKAPCTBEHHOI'O TMPEITAPATA

IaannXKenc® neso

PeruncrpauuoHHsblii Homep:

Toprosoe HanmMeHOBaHHE: IMnaunXKenc® neso

Me:xk/1yHapOHOE HeNnaTeHTOBAHHOE H/IH IPYNNHPOBOYHOE HAHMEHOBAHME: JICBOHOPrecTpe
+ 3THHWIICTPAAUOI

JlexapcerBennas popma: TabieTKH, NOKPbIThIE 000I0YKO#H

Cocras

CocraB Ha oiHy TabneTKy:

Jleticmsyrowee seyecmeo: nesoroprectpen 0,15 mr u arununsctpaauosn 0,03 mr.
Bcnomoeamenvhvie eewecmea:

BcnomorartenbHble BElIECTBA A0pa: Kpaxmanl KyKypysHbid — 19,0 Mr; kpemHus JIHOKCHA
KOJIOMAHBII - 0,54 Mr; manbTuTON — 48,18 Mr; HaTpus creapundymapar - 0,78 mr; nosuaox K30
- 2,4 mr; TaneK - 1,12 mr; uemonnosa Mukpokpuctananyeckas 200 — 7,8 mr.

BceriomoraTesibHble BELIECTBAa o0Ooaoyku: KONoBuaoH (komaumaoH BA64) — 2,7 Mmr; maruus
ruapokcukap6onar - 0,55 mr; makporon 6000 - 0,6 mr; nosuaon K90 - 0,05 mr; tansk - 1,5 mr;
TuTaHa amokeua - 0,1 mr; caxaposa — 4,5 mr.

Onucanue

Kpyriible JBOSKOBBIMY Kiible TabNeTKH, MOKPbITbie 00010uK0i 6e10ro uian noytu 6e1oro usera.
Ha nonepeunom paspese s1po 6e10ro uiau noutn 6€j10ro uBeTa.

dapmakoTepaneBTHYecKasi rpynna: KOMOMHMPOBAHHOE  KOHTPALENTMBHOE  CPEACTBO
(3cTporeH + recrareH)

Koa ATX: G03AA07

dapmako/JoruyecKne cBoicTBa

DapmakoouHamuka

IMnannXKenc®

7I€BO - HU3KOJ03MPOBaHHbIH MOHO(A3HbIA nepopaibHbli KOMOMHHUPOBAHHbIM
3CTPOreH- recTareHHbli KOHTpALENTUBHbIN rpenapar.

KoutpauentusHblit 3pGeKT KOMOMHALMK JIEBOHOPreCTPEN+3THHHIICTPAAMOI OCYILECTBIAETCS
MOCPEACTBOM B3aMMOJIOMNOIHAIOLIMX MEXaHU3MOB, K HaubO/Iee BaXKHBIM U3 KOTOPBIX OTHOCATCS
NoAaBJAEHHUE OBYJIALIMHU U U3MEHEHHE (MOBBILLIEHHUE) BA3KOCTH CEKPETA LIEAKH MATKH, B pe3y/IbTaTe

4Y€ro oHa CTaHOBUTCA Henpounuaemoﬁ AJ1s CnepMaTo30Ma0B.



[Tpu npaBuabHOM npumMeHeHnu uHaeke [lepas (nokasaresib, OTPAKAIOUIMIA YaCTOTY HACTY I/ICHUA
GepemeHHOCTH y 100 KeHIUMH B Te4YeHME roja MCMoib30BaHWA KOHTPALENTHBA) COCTABIACT
meHee 1. [Ipu nponycke npuema TaGleTOK WM HENMPaBWILHOM NpPUMEHEHWH HHAEKC [lepns
MOJKET BO3pacTaTh.

V KEHLIMH, TPUHUMAIOIMX KOMOWHMPOBAHHbIE NMEPOPaIbHbIE KOHTPALIENTHBbI, MEHCTPYalbHbIH
UMK CTaHOBUTCA 0o0Jiee peryspHbiM, YMEHbLATCs O60/1€3HEHHOCTh M MHTEHCHBHOCTD
MEHCTPYalbHOMOAOOHBIX KPOBOTEUEHHMI, B pe3y ibTaTe YEro CHUKAETCA O/IMH U3 (paKTOPOB pHCKa
pa3BuTHs Kese3oneduuuTHO aHemun. Kpome TOro, €cTb JaHHbie O TOM, YTO CHHXKAETCS PUCK
pa3BUTHUS paKa S3HAOMETPHUS U paKa sH4YHUKOB.

DapmMaKoKuHemuxka

Jleeonopzecmpen

Abcopbyus

[locne mnpuema BHYTpb JieBOHOprecTpen ObICTpO M MOJHOCTBIO abcopOupyercs, ero
MaKCUMasibHas KOHLEHTpALMUs B Ma3Me KpOBH, paBHa 3-4 HIr/MI1, 10CTHraeTCs PUMEPHO uyepes
1 yac. BHOOCTY MHOCTB JIEBOHOPrecTpesia Npu NEPopaibHOM NPUEME MOUTH MOJIHAS.
Pacnpeoenenue

JleBoHOprecTpes CBs3bIBaeTCA C aabOyMHUHOM I1a3Mbl KPOBH M € TJI00Y/IMHOM, CBA3bIBAIOLLIWM
nonoseie ropmoHsl (CCII). B cBo6oaHOM Buze B niazmMe KpOBH HaXOAUTCS TOJILKO 0K010 1,3%
oT 06LIei KOHLEHTPALIMK BELLECTBA; 0K0JIO 64% - cneuuduyecku cesazanbl ¢ I'CII u okono 35%
- Hecreuuuueckyu cBs3aHbl ¢ anOymuHoM. MHaykuus stuHunactpaauonom cuutesa ['CIIT
B/IMSIET Ha CBsA3bIBAHME JieBOHOprectpena ¢ Oenkamu mia3mbl KPOBHM, Bbi3biBas yBEIHUCHHE
dpakuuu, ceszantoi ¢ ['CIII" U ymeHblueHHe GpaKumu, CBI3aHHOM ¢ anbOymuHoM. Kaxy wmiics
o0beM pacrpeesieHus ieBOHOprecTpena coctasisieT okoso 184 1 nocie 0AHOKPATHOrO rpuema.
Memabonuszm

JleBoHOprecTpes MojiBepraeTcsi dKCTEHCHBHOMY MeTabonanu3my. OCHOBHbIMM MeTaboIuTaMH B
mia3mMe KpOBM SABISIOTCS HEKOHBIOTMPOBAHHbIE W KOHBIOrMpoBaHHble (opmbel 3a, 5pB-
TeTparuaposeBoHoprectpesna. Ha ocHoBaHMM MCCneaOBaHUN in vilro W in vivo OCHOBHbIM
depmeHTOM, yHacTByloLIMM B MeTabonu3Me neBoHoprectpena, ssasercs uzopepmeHt CYP3A4,
Knupenc u3 nia3mbl KpoBHM cocTasiser npumepHo 1,3-1,6 Ma/Mun/kr.

Buigeoenue

KoHueHTpauus JieBOHOprecTpena B Iula3Me KpoBM CHukaetcs AByxdasno. [lepuon
MOJIyBbIBEICHUS B TEPMHUHaNbHYIO (hazy coctaBiaseT okono 20-23 4. B HeM3MEHEHHOM BHjE
JIEBOHOPrecTpesl He BbIBOAMUTCS, @ TOJALKO B BM/E METaOOIMTOB, KOTOPbIE BbIBOAATCS MOYKAMH U
4epe3 KMIUIEYHUK B COOTHOLIEHUH 1:1 ¢ neproaoM rnosyBbIBEA€HUs OKOJIO 24 u.

Pasnoeecnas konyenmpayus



ITpy exeHEBHOM MpPHUEME MpenapaTa KOHLEHTPALUs BELIECTBA B M1a3Me KPOBH yBETHUUBACTCA
npuMepHo B 3-4 pa3a, 10CTHras PaBHOBECHON KOHLEHTPALIUU BO BTOPO# M0/10BUHE LKA TpHEMa
npenapata. Ha (apMakoKMHETHKY JIEBOHOprecTpesa BIMAET KOHLUECHTpALNA ['CIIl" B naa3me
KpOBH, KOTOpas MpH NMPUMEHEHHH JIEBOHOPrecTpeia BMECTE C 3THHHIIICTPAaZMOIOM BO3pacTacT
npumepHo B 1,7 pasa. [Ipu paBHOBECHOH KOHLEHTPALMH CKOPOCTb KIMPEHCA COKPALIACTCH 10
npumepHo 0,7 M/MUH/KT.

Amununcmpaouon

Abcopbyus

[Mocse npuéma BHYTPb ITHHMIICTPAAMO GbICTPO M NOJIHOCTBIO abcopOupyeTes. MakcumainbHas
KOHLEHTPALMA B TIa3Me KPOBM, paBHas npumepHo 95 nr/mi, AocTHraercs 3a 1-2 4. Bo Bpewms
BCACBIBAHMA U «TIEPBUYHOTO MPOXONKAECHH S YEPe3 NeueHb STHHHIICTPAANO meTabonu3upyercs,
B pe3yJbTaTe 4ero ero GMOAOCTYNHOCTD MPH MPUEME BHYTPb COCTABIISCT B CPEJHEM OKOIO 45%
(MHAMBUAYanbHble pasnnyus B npenenax 20-65%).

Pacnpeoenenue

DTHHUAICTPAZHON MPAKTHYECKH MONHOCTBIO (MpubausutesnbHo 98%), XoTs HecneuuUUHO,
cBA3bIBaETCA AnbOyMHUHOM. DTuHMAscTpaauon nhayuupyer cunres CIT. Kaxyuuiics obbem
pacrnpesie/leHns STHHUIICTpaarona coctapser 2,8-8,6 a/kr.

Memabonuzm

DTUHUASCTPAIHO MOIBEPraeTCs MPECHCTEMHON KOHBIOTALMHU, KaK B CII3MCTOH TOHKOH KHMLUKH,
TaK 1 B neyesn. OCHOBHOI My Th MeTab0/IM3Ma — apoMaTHyeckoe ruapokcuanposarme. CKopocTb
KJIMpEHca U3 MIa3Mbl KPOBH COCTaBseT 2,3-7 MI/MHUH/KT.

Buigeoenue

YMeHbllIeHHE KOHLEHTPALMK STHHUICTPAAMOIIa B 11/1a3Me KPOBH HOCHT ABYX(a3Hblii XapakTep;
neppas (asza XapakTepusyeTcs MepHoA0M NOJyBbIBEACHUs OKOJIO | 4aca, BTOpas - 10-20 yacos.
B HeM3MEHEHHOM BHJE M3 OpraHu3Ma He BbIBOAMTCA. MeTabonauThl ITHHUIACTPaAMONA
BBIBOAATCA MOYKAMH U Yepe3 KMIIEYHUK B COOTHOLIEHHMHU 4:6 C MEpHOIOM 0Ty BbIBEICHHSA OKOJIO
24y,

PasHogecHas koHyenmpayus

[Ipy exeaHEBHOM MNepopajbHOM MpUeMe Mpenapara MnanuXKenc® neBo KoHueHTpaums
STMHWJIACTPAAMOA B [1a3Me KPOBH HEMHOrO YBEJMHYMBAETCs, AOCTHrasi MaKCHMasbHOro
3HaueHus 114 nr/Ma B KOHLE UMK/IA. YUYMUTbIBas HM3MEHUYMBBIM [EPHOA TMOJYBbIBEACHHA B
TePMHMHANBHOW (ase M eXKeJHEBHbI Mepopa/bHblil MpPUEM, paBHOBECHAs KOHUEHTpaLMs
JOCTUraeTcs NMPUOIM3UTENIBHO Yepe3 OJHY HEIEIHO

ITokazanus K NpUMEHEHH IO

[TepopanbHas KOHTpaLENUMs.



IIporuBonokasanus

[Mpumenenue npenapara [TnannXKenc® neso, kak u apyrux KOK, npoTHBONOKa3aHO NpH HaIM4 MK
M060ro U3 HIKENepeYucaeHHbIX 3a00/1eBaH1i/COCTOAHUM MK (AaKTOPOB pUCKa:

. Benosublit TpoM603 nan tpomGoambonus (BTI), B Tom uucne, Tpomb03 riyOOKHX BeH
(TI'B), TpombBoambonus neroynoii aprepuu (TDJIA), B HacTosLIee BpeMs WK B aHaMHeE3e.

* AprepuanbHblit TpoM603 uiu Tpom6oambonus (ATD), B Tom uncie uHdGapKT MHOKap/a,
MHCYJIBT WM MPOJAPOMalibHbE COCTOSAHHMS (B TOM 4YMCIE, TPAH3UTOPHAS MILIEMHYECKas aTaka,
CTEHOKap/aMs), B HACTOSALLEE BPEMS UM B aHAMHE3E.

' BbisiBNeHHAs HAc/€ACTBEHHAs WM npuoOpeTeHHas npeapacroiokeHHocTb K BTD nnu
ATD, BKJIIOYas PE3UCTEHTHOCTb K aKTUBMUPOBAHHOMY mnpoTeuHy C, runeproMoLMUCTEHHEMHIO,
nepuumt antutpombuna 11, neduunt nporeuna C, nepuuut nporerna S, antudochonnnuanbie
aHTHTeNa (AHTUTENA K KapAMOIUIIUHY, BOYAHOUHBIH aHTUKOArYJISHT).

. Hanuune MHOXKeCTBEHHBIX (DAKTOPOB BBICOKOro pucka pazsutus BTD wim ATD (cm.
paszzen «Ocobbie yKa3aHus») WK OIHOro cepbe3Horo akropa pucka, Takoro Kak:

- caxapHblii Auaber ¢ anabeTuyecKon aHrHonaTuen;

- TAXKENAs AUCITUIONPOTEUHEMHS;

- HEKOHTpOJIMpyeMas apTepuaibHas runepteHsus (aprepuanpHoe aasnenue 160/100 mm

PT.CT. ¥ BbILIE).

. MurpeHb ¢ 04aroBo# HEBPOJOrHYECKOH CUMIITOMATHKOM B aHaMHe3e.
b O61upHOe OnepaTUBHOE BMELLIATENLCTBO € JUTUTENBbHOH HMMOOHIN3aLMEH.
. [leyeHOYHas HEOCTATOYHOCTD MJIM 3a00JIeBaHUs MEUYEHHU TAKEIO0H CTENEHH B HacTosLIEe

BpeMs MM B aHaMHe3e (10 HopMaiM3aluK Nnokasarteaei QyHKUMH NEeYeHH).
. Onyxonu neyeHu (106poOKayecTBEHHbIE U 3/I0KaYECTBEHHbIE), B T.4. B aHAMHE3€.

* ["opMOHO3aBHCHMBIE 3I0Ka4eCTBEHHbIE HOBOOOPa30BaHHs 1M0J0BbIX OpraHoB nau PMIK (B

T.4. MIOAO3PEHUEC HaA HHX).

. AMeHOpes HEeSCHOM 3THOJIOIHH.

. KpoBoTeueHue U3 nojaoBbIX MyTei HEACHOH 3THOIOTHH.

9 bepemeHHoCTb (B T.u. npeanojaraemas).

. [lepuoa rpy1HOro BCKapMJIMBaHMA.

. ['MnepuyBCTBUTENBHOCTD K JIEBOHOPreCTPey /WM TUHUIICTPAAHOIY, WK K Jto6oMy

U3 BCNIOMOTraTeJ/IbHBIX BELIECTB B COCTABE Mperapara.



. Bospact 10 18 s1eT (B CBA3M C OTCYTCTBUEM JaHHbIX MO 3PHEKTUBHOCTH H He3omacHOCTH
NpUMEHEHUs KOMOWHALMKM JIEBOHOPrecTpes + ISTHHWIICTPAAMON y AEBOYEK-MOAPOCTKOB B
Bo3pacte 10 18 sier).

. COBMECTHOE NPHUMEHEHME C MPOTUBOBMPYCHBIMM TpenapaTamu MpsAMOro JAeHCTBUS,
cojepKalMmMu  oMOMTacBMp/mapuTanpeBup/putonaBup M gacabysup - (CM.  pasaensl
«B3anumozeiicTBIE ¢ APY MMM JIeKapcTBEHHbIMK cpeacTBaMuy U «Ocobble yKasaHusi»).

. Jlebuumt caxapasbl/u30ManbTasbl, HEMNEPEHOCUMOCTh (PYKTO3bI, CHHAPOM [HOKO30-
rasiakTo3Hoi MajibabcopOuuu.

[Tpu BOIHMKHOBEHMH J1060r0 M3 JaHHBIX 3a00/1€BaHNH/COCTOAHMIA MM (paKTOPOB PUCKA HA ¢one
NpUMEHEHNs KOHTpALENTHBa, NPUEM Mpernapara [Mnanu)Kenc® nepo cieayer HeMEATEHHO
NpeKpaTHTh

C 0CTOPOKHOCTBIO:

Ecnu kakue-1ubo u3 coctosHuit/zabosneBanuit nam GakTopoB pUcKa, yKasaHHbIX HMIKE UMEIOTCH
B HACTOsALLEE BPEMS, CIIEyeT MPOBECTH TILATE/bHYIO OLEHKY COOTHOLICHNS 0XKMAAEMOii M0Ib3b
K BO3MOXKHOMY PHMCKy npuMeHenus npenapata [TnanudKenc® neBo s KakOH IKEHLWHHbI
MHIMBHAYaIbHO 1 00CY AMTH 3TO 10 Hayaja npuMemMa rnpenapara:

. dakropsl pucka passutus TpomGo3a u TpomGosmOoamit (Kypenue, BO3PACT, Haau4ue
TpomMG030B ¥ TPOME0IMBOINUECKHX OCIIOKHEHHH Y KOro-1160 3 GmKaiiiuX poACTBEHHUKOB B
Bo3pacte MeHee S50 €T, OXMPEHHE, AMCIMMNONPOTEMHEMHMs, KOHTPOJIMpyemas apTepuaibHas
FUMEPTEH3Msl, MUrpeHb 0e3 0uaroBoil HEBPOIOTHYECKOW CHUMITOMATHKH, HEOC0XKHEHHBIE
3ab0/1eBaHMs KJIaMaHOB Cep/La, HapyLIEeHUs pUTMa Cepaua);

. Apyrue 3a60/eBaHus, MPU KOTOPBIX MOTYT OTMEUAThCS HapylUEHHs nepudepuyeckoro
KpoBooOpaiueHus: caxapHblii auaber 0e3 COCYAMCTBIX OC/IOXKHEHHH; CHCTeMHas KpacHas
BOJYAHKA; TEMOJIMTUKO-ypeMHUYECKuii cuHapom; Oonesnb KpoHa u  A3BEHHBIA KOJHMT;
CeproBUIHO-KIETOYHAs aHeMus; (p1ebUT NOBEPXHOCTHBIX BEH;

. FUNEPTPUTTTHLIEPUAEMUS;

. 3a60s1eBaHMsl, BIIEPBbIe BO3HMKIUIWE MW yCyryOMBIUMECS BO BpPeMs MpPEALIECTBYHOLIEH
GepeMEHHOCTH WJIM MPebIAYLEro npruemMa rMojJoBbIX FOPMOHOB (HANpPUMED, XKEATyXa H/Uiu 3y,
CBSI3aHHBIE C X0JIeCTa3oM, 3a00JIEBaHMS JKEIYHOTO My3bips, OTOCKIEPO3 C YXYALICHUEM CllyXa,
nopdupus, rectalMoHHbIH repnec, xopest Cuaenrama);

. SMUIIETCHS;

e JeNpeccus.

V JKeHIIHH ¢ HAac/IeACTBEHHBIMU (JOPMAMU aHTMOHEBPOTUUYECKOTrO OTEKA HK30T€HHBIE 3CTPOreHbl

MOTI'YT BbI3bIBATH WKW YXYALIATh CUMIITOMbI aHTHOHEBPOTUHYECKOIO OTEKA.



IIpumenenne Bo BpeMsi 6epeMEHHOCTH B MIEPHO/ FPYAHOI0 BCKAPMJIHBAHHS

Bbepemennocmeo

[lpueM  KOMOMHALMM  JIEBOHOPrecTpes+3THHHIICTPAAMON B Mepuoid  OepeMeHHOCTH
NpOTHBONOKa3aH. B ciiyyae guarHocTHpoBaHus GepeMeHHOCTH Ha GOHE NPUMEHEHHMS npenapaTa
[Mnaun)Xenc® neBo cieayeT HEMEWIEHHO TMpPEeKpaTuTh €ro npuem. MHOroYncIeHHbIe
SMUAEMHUOIOTMYECKME WCCIIE0BAHMS HE BBISBMJIM HHU YBE/IMYEHUS pPUCKA BO3HHKHOBEHHA
neeKTOB pasBUTUS Y AETEH, POXKAECHHBIX KEHLUMHAMH, MOTYYaBLIMMHU M0JI0BbIE FOPMOHbI 210
GepeMEHHOCTH, HU HaJINU4YMs TEPATOreHHOro AEHCTBUS, KOr/Ja MoJOBble FOPMOHbBI MPUHUMATHCDH
110 HEOCTOPOXKHOCTH B PaHHHE CPOKH OEPEMEHHOCTH.

ITepuoo epyono2o 6ckapmaueaHus

[Ipumenenue npenapara Mnaun)Kenc® neso, kak u apyrux KOK, MOXeT yMeHbIIATh KOJIM4ECTBO
rpy/HOrO MOJIOKA M M3MEHSATDb €ro COCTaB, B CBA3M € YeM, IPHEM npernapara npoTHBONOKasaH 210
npeKpaleHus rpyAHOro BCKapMJIMBaHHs.

Cnocob npuMeHeHHs: ¥ 103bl

B ynakoBke npenapata copepxkutes 21 tabnerka. Takke B ynakoBKy BXOAMT GJIOK HaKieek,
COCTOSILLMI U3 7 CAMOKJIESIIMXCS MOJOCOK C OTMEYEHHbIMW HA HUX Ha3BaHWAMM JIHEH HEZEIH,
HeoOXoAMMBIH A odopmieHus Kaienaaps npuema. Heobxoaumo BbiOpath Mojocky, rie
NMepBbIM yKa3aH TOT J€Hb HEJelH, B KOTOPbIi HauuHaeTcs npuem Tabnetok. Hampumep, eciu
Ha4yano npuema TabJNeTOK MPUXOAMTCA Ha Cpeiy, CledyeT WCIMO/Ib30BaTh MOJOCKY, KOTOpas

HauyuHaercs co «Cp.» (puc. 1).
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Buibepute Hakneixy, COOTBETCTBYIOUIYIO HAIBAHWIO INA NPUEMa Nepaoi TabneTku,
W NPUKNEATE ee K yNaKoBke Haj Kaanucwio Crapt
Hanpumep, acnu nepsbii AeHb Np Cpepa. suibepute g
HaumHaouyocs co Cp
MH, BT. CP 9T, nr Cb. BC.
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l'Io_nocxy HaKJIEUBAKOT B/10JIb BCpXHCﬁ 4acCTH YINaKOBKH Tak, 4yT0OBI 0O603HAYEHUE [epBOro AHs

HAXOAMIOCh Hajl TOM TabeTKOM, Ha KOTOPYIO HarpasiieHa cTpeka ¢ Haanucbto «CtapT» (puc. 2).
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Teneps BUAHO, B KAKOH €Hb HE/EIH ClIElYeT NPUHATD Kaxyto TabneTky (puc. 3).
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[Tpuem TabneTok Beerzia HauuHaercs ¢ Tabnetku, nomeuenHoit «CTAPT», a 3atem npojospkaeTcs
€)K€ HEBHO M0 CTpejKam.

BHyTpb. [IpuHuMaior no | Tabnetke B CyTKH HEMpPEpPBIBHO, CiEAys 110 HAMpPaB/IeHUIO CTPEJIKH,
noka Bce TabsieTKu He OyyT NPUHSATHI, MPUMEPHO B OJHO U TO K€ BpeMs, 3anuBas HeGOIbLINM
KoJMuecTBOM BOAbL. [Iprem TabieTok U3 cieaytoulei ynakoBK1 HauMHaeTcs nocjie 7- HEBHOro
nepepbiBa, BO BpeMs KOTOPOro OOBIYHO pa3BMBAETCS MEHCTPYalbHOMOAOOHOE KPOBOTEHEHHE
(kpoBOTeYEHHE «OTMEHBI»). Kak npaBuio, oHO HaYUMHAETCs HA 2-3 I€Hb 110C/1€ PUEMa MocjeaHeH
TabNeTKN ¥ MOXET He 3aKOHYMTBLCS 10 Hayana npuema TableToK W3 HOBOW ynakoBKHM. [lpuem
TabJIeTOK U3 HOBO# yNaKOBKM CJ€/lyeT HaUWHATh B OJIMH W TOT )K€ JI€Hb HEIE/H, COOTBETCTBEHHO
KpOBOTEUYEHHE «OTMEHbI» OyeT Ka)c1bli MeCsLl MPUMEPHO B OJIHO U TO XK€E BpeMms.

Kax nauunamo npuem InanwkKenc® neeo

o [Ipu omcymemeuu npuema Kakux-iubo 20pMOHANbHBIX KOHMPAYENMUGHbIX Npenapamos 6-
npeovioyujem mecsye

[Npuem npenapara [TnanuXKenc® neso cenyer HauuHath B 1-i 1€Hb MEHCTPYaIbHOTO LMKIA (T.€.
B |- JeHbp MEHCTpyaJbHOro KpOBOTEUYEHHS), Aaiee TabNeTKH NPUHUMAIOTCA [0 MOPAAKY.
JlonyckaeTcs Havano npuema Ha 2-5 1eHb MEHCTPYalbHOrO LMKJIa, HO B 3TOM Clly4yae B TEYEHHUE

NEpPBLIX 7 nueit npueMa TabneTok u3 nepaoﬁ YNaKOBKH PEKOMEHAYETCSH AOMNOJIHHUTEIbHO
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HCII0JIb30BATh GapbepHbIi METOJ KOHTpALIENUMH (HaNpUMep, pe3epBaTnB);
o [Ipu nepexode ¢ Opy2ux KOMOUHUPOBAHHbIX 20PMOHANLHBIX KOHMPAYENMUBHBIX npenapamos
(KOK, 8azunanvro2o koavya uiu mpaicoepmanbHo20 niacmolps)
[IpeAnoYTHTEIBHO HAYMHATH MPHUEM Tpenapara MnaundKenc® neso Ha cieayoLMit 1eHb noce
npuema nocieaxeii Tabnerkyu npeasiayuero KOK, coaepikalieii ropMOHbl, HO HH B KOEM Cllytae
He Mo3JHee CeAYIONIEro JHs nocjie 0ObIYHOro 7-1HEBHOIO NepepbiBa (€c/iu NPUMEHSICH KOK,
conepxkawmii 21 TabneTKy B ynaKOBKe) MM 10C/IE IpUEMa rnocieHei He cojepKallei ropMOHOB
tabnerku (ecnn npumensncs KOK, coxeprkaimii 28 tabnetok B ynakoske). [Ipuem npenapara
c/le/lyeT HauMHATh B JIeHb y/Ja/leHNs BarMHAIbHOrO KOJIbLA WM MIACTBIPSA, HO HE MO3/HEE 1H4,
KOr/a JI0/DKHO GBITh BBEJEHO HOBOE KOJIbLO WM HAKJIEeH HOBBIH MiacTeipb. HU B Koem ciyyae
HE C/leJyeT MpeBbIlaTh PEeKOMEHAyeMblit 6e3ropMOHaIbHbI MHTEPBAl MPEABIAYIIEro MeTola
KOHTpaLUENLH1H.
o Ilpu nepexode ¢ KOHMPayenMugos, COOEPICAUUX MONLKO 2eCMAZeHbl  («MUHU-NUAUY,
UHDEKYUOHHBIE (POPMbL, UMPAGHMAM), UMY C BHYMPUMAMOYHOI MePanesmuyeckou Cucmembt ¢
8b1C6000JICOCHUEM 2eCmaeHa
[lepeiiTi ¢ «MUHHU-NIUJIWY» HA Mpenapar IMnannXKenc® neso MoxHO B /11060t AeHb (6e3 nepepbiBa),
¢ MMIUIAHTATa WY BHYTPMMATOYHOrO KOHTPALENTHBA C reCTareHoOM - B JI€Hb €ro yaaaeHus, ¢
HHBEKLIMOHHOM (OPMBI - CO JIHS, KOT/a J0/DKHA ObITh CenaHa cleayrouas nHbekuns. Bo Beex
c/lyuasx B TeY€HHeE NepBbiX 7 AHel npuema TabneTok HeoOX0ANMO MCTIONb30BATh I0NOHUTE/IBHO
GapbepHblii METO/L KOHTpALEN UMK (Hanpumep, npe3epBaTuB).
. ITocne abopma, 6 mom uucie camonpou3sobHo20, 6 I mpumecmpe bepemennocmu
MOXHO HauMHaTh TpPMEM TMpenapara HemelJeHHO. B aTom ciyuae HeT HEOOXOAMMOCTH B
MPUMEHEHUH JOMONHUTENBHBIX METOI0B KOHTPALCTILHH
. Ilocre poooe (npu omcymcmeuu 2pyoOHO20 6CKAPMAUSAHUS) UNU  NPePbI6aAHUA
GepemeHHOCMU (8 MOM HUCTE CaMONPOU3B0NbH020) 60 11 mpumecmpe
Hauunath npuem npenapara pekomenjayercs Ha 21-28 neHb nocie poaos (Mpu OTCYTCTBHH
rPYZHOrO BCKapMJIMBAHMs) WM cpasy nocie npepbiBauus GepemenHoctd Bo Il Tpumectpe
GepemenHocTH. Ecnu  npuem npenapata Hawyar MO31HeE, HEOOXOAMMO MCMOJIb30BATh
JIOTIOJIHUTEILHO GapbepHblii METOJI KOHTpaLeNn My (HanpuMep, npe3epBaTuB) B TEYEHHE MEPBbIX
7 nueil npuema KoHTpauenTusa. Ecin rojoBoi KOHTAKT MME MECTO JI0 Hayaja npenapara,
HEO0OXOAMMO UCKIIIOYMTh OEPEMEHHOCTD.
Hpuem nponyuiennblx mabaemox
Ecnu ono3nanue B npUeme npernapara coctaBujio MeHee 12 yacoB, KOHTpaALENTHBHAS 3alUTa HE
cHwKaeTcs. JKeHInHa 10KHa NTPUHATL TabNETKY KaK MOXHO CKopee, ClelyoLas npuHuMaeTcs

B 00BbIYHOE BpEMS.



Ecau onosnanue B npueme Tabnetku coctaBuao Goaee 12 4yacoBs, KOHTpaLENTHBHAsA 3allUTA
MOKeT ObITh CHIKeHa. Uem Gosiblie TabaeTOK MpoIyLeHo 1 YeM OInKe NporycK K 7- AHEBHOMY
nepepbiBy B npueme Tabnetok, TemM 6onblue BEPOATHOCTL OEPeMEHHOCTH.

[Tpu 5TOM MOXKHO PyKOBOJCTBOBATBCA CIIEAYIOLIMMHM IBYMS OCHOBHBIMH MpaBHJIaMH!

o [lpuem npenapata HUKOTAa He 0/DKEH ObITh NpepBaH, Gonee Yem Ha 7 AHEH.

e 7 nHeil HenpepbiBHOro mnpuema TabneTok TpebyroTcs Jis AOCTHHKEHHS aleKBaTHOro
10/1aBJI€HUs TUMOTANAMO-THNO(pHU3aPHO-AHYHUKOBOH PEryIsLMH.

COOTBETCTBEHHO MOTYT ObITb AIaHbl CIEAYIOLIME PEKOMEHJALIMH:

° Ilepsas neoens npuema npenapama

JKeHlMHA J0KHA TIPUHATDL TOCJEAHION MPOMYIIEHHYO TabneTKy KaK MOXKHO CKOpee, Kak
TOJILKO BCIOMHUT (@K€, EC/IM TO 03HAYAET NPUEM ABYX TabIeTOK oHOBpeMeHHO). Creayiolyio
TabneTky NPUHUMAIOT B 0OblYHOE BpeMms. JIOMOJIHUTENbHO JO/KEH ObiTh MCMOAL30BaH
GapbepHbIii METOL KOHTpALIENLUKMH (HanpuMep, pe3epBaTHB) B TEUEHHUE ClIey oKX 7 AHei. Eciu
MOJIOBOM KOHTaKT MMEJ MECTO B TeYEHHME HeeNu Mepei MpornyckoMm TabiaeTk, HeoOXoaMMo
YYUTHIBATH BEPOATHOCTh HACTY MJIEHUS OEPEMEHHOCTH.

o Bmopas neodens npuema npenapama

JKeHIIMHA 10J/DKHA MPUHATH TMOCJIEAHIO MPOMYIIEHHYI0 TabNeTKy Kak MOXKHO CKopee, Kak
TONLKO BCTIOMHHT (@K€ €c/lM 5TO 03Ha4aeT npueM AByX TabaeTok oHoBpeMeHHO). Creayioutyto
TabaeTKy NPUHUMAIOT B 0OBIYHOE BpeMsl.

[lpy ycnoBMM, YTO JKEHIUMHA MpUHMMana TabGJETKM NpaBWILHO B TeyeHWe 7 JIHEH,
NpeLecTBYIOUMX NEPBOM MponylieHHOH TabieTke, HET HEOOXOJAMMOCTH B MCIOJIb30BAHUH
JIOTIOJIHUTEIbHBIX KOHTPALENTUBHBIX MEP. B MpOTUBHOM Cily4ae, a TakKe MpH npornycke AByX
Bosiee TabaeTOK HEOOXOAMMO IOMOIHUTEBHO UCOJIb30BaTh OapbepHbIe METOAbI KOHTpALIEMLIMK
(HanpuMmep, Npe3epBaTHB) B TEUEHHE 7 JHEH.

» Tpemobs nedens npuema npenapama

PUCK CHMIKEHMS HAJEKHOCTH KOHTpALENUMH BO3PacTaeT M3-3a NPEACTOALIEro rnepepbiBa B
npueme npenapara. Eciu )keHlIMHA B TeueHHe 7 AHeH npeALlecTBYIOLMX MEPBOi MPOMyLEeHHOM!
tabnerke npuHKMMana tabaeTku BOBpeMs, HEOOXOAMMOCTH B MCIMOJIb30BAHUM NOMOJIHUTEIbHBIX
Mep KOHTpauenuuu Het. Ecau B Teyenue 7 AHEH NpealECTBYHOLIMX MEPBOM MpOMyLEHHOH
tabnerke B mnpueme rnpenapara ObUIM Hapyll€HMs, TO B TEYEHHME MOCIEAYIOWHMX 7 [AHEH
He0OXOAMMO [IOMOMHUTENIBHO MCMONb30BaTh OapbepHbIM METOA KOHTpaLenuuu (Hanpumep,
npe3epBaTHB) U B ITOM Cly4ae CleayeT NPUAEPKMBATLCS KaKOW-IMOO0 M3 yKazaHHbIX HHXKe
pEKOMEHJaLIHii:

1. Heo6XxoauMMO MpUHATH MOCNEIHION MPOMYIIEHHYO TableTKy Kak MOXHO CKopee, Kak

TOJNBKO JKEHIIMHA BCIMOMHHUT 00 3TOM (ua)xe €CJIn 3TO O3Ha4aeT INnpueM ABYX TabneTok
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oaHoBpemeHHO). Creayioline TabneTKH NPUHUMAIOT B OOBIYHOE BPEMS, MOKa HE 3aKOHYATCA
TabneTky U3 TeKylei ynakoBku. [Ipuem TabneTok U3 HOBOI yMaKOBKH CEAyeT HauHHaTh cpasy
ke 0e3 00bIMHOro 7-AHEBHOro nepepbiBa. KpoBoTeyeHHE «OTMEHBI» MajOBEPOATHO, MOKa HE
3aKOHuYaTCs TabJeTKM M3 HOBOH yNAKOBKH, HO MOIYT OTMEUYAThCA «MAKyLIME» KPOBSHUCTHIC

BbIZEJIEHUS W/HIH «IIPOPBIBHBIE» KPOBOTEUYEHHMS B IHM NpHEMa npernapara.

2. MOJKHO TaKKe npepBath npuem TableToK U3 TeKyLUeH yMakoBKH, C/1e1aTh NMepepbiB Ha 7
WIK MeHee Heil (BKJII0Yasi IHM nponycka Tab/1eToK), Noc/e Yero HauuHaTh npuem TabaeTok
U3 HOBOM yNaKOBKHM KOHTpAlIENTHBA.

Eciu )KeHILMHA NPOycTHIa npuem TabieTok, U 3aTeM BO BpeMs NepepbiBa B Npueme npenapara
y Hee HeT KpOBOTEUEHHUs «OTMEHBI», HEOOXOANMO HCKIIOUNTH GEPEMEHHOCTb.

He npunumats Gosiee 2 TabieTok B Tevenue 1 cyTok!

Pexomenoauuu 6 cayuae yHceay0ouHo-KUMe HbIX pacCmpoucme

[Ipyu TOKEABIX KeMyJOHHO-KMILIEUHBIX PACCTPOHCTBAX BCAChbiBAHME JACHCTBYIOUIMX BELICCTB
npenapara MOXeT ObITb HEMOJIHBIM, T03TOMY CEAYeT HCMONb30BaTh A0NONHUTENbHBIC METO/bI
koHTpauenuuu. Eciu B Teuenue 3-4 4acoB nocse npuema tabieToK BO3HUKAET pBOTA HIH Obina
auapes, B 3aBUCMMOCTM OT HEJE]M TMpUEMA Mperapara CleayeT OPHEHTHPOBATLCA Ha
pEeKOMEH/IALMK TIPU Tporycke TabNeToK, yKasaHHbie Bbllle. ECIH JKEHIIMHA HE XOYeT MEHATH
CBOIO OBBIYHYIO CXEMY MPUEMA M MEPEHOCHTb Ha4al0 KPOBOTEUEHHMS «OTMEHBI» HA APYrOH I€Hb
He/le/IH, JOTIOTHUTENbHY IO TabJIeTKy cieyeT NPUHATH U3 APY o yNaKOBKH.

H3imenenue OHA HAYALA MEHCMPYATbHON000OH020 KPOBOMEYEHUA

JLn1st TOro 4To6bl OTCPOYUTH HAYAIO MEHCTPYaIbHOMOA0OHOrO KPOBOTEYEHMS, XKEHIUMHA 10/1KHA
MPOJIOIKUTD TIPUEM Mpenapara, ucrnop3ys nocaeanue 10 rabnerok (nox undpamu ot 12 10 21)
M3 Jpyroil ynakoBKH npenapara [naunKenc® neso He fenasi npu 3TOM MepepbiBa B MpUEME.
TakuM 00pa3oM, LMK MOKET ObITh yAIMHEH Ha cpok a0 10 AHe# BNJIOTH 10 KOHLA BTOPOH
ynakoBku. Ha doHe mpuema npenapaTa W3 BTOPOH YMAKOBKH Y JKEHLUMHbI MOIYT OTME4aThCA
«MaXyLIHE» KPOBSHWCTbIE BbIAENCHWS WM  «IPOPBIBHBIE» MaTOYHbIE KPOBOTEHEHMS.
Peryasipubiii npuem npenapara [nanu)Kenc® neso 3atem Bo3oGHOBAAETCH nocie 06bI4HOrO 7-
JIHEBHOTO NepepbiBa B npueme TabieTok.

JIs1s TOro 4ToOBl MEPEHECTH JeHb Hayana MEHCTPYaJlbHOMOAOOHOr0 KpOBOTEYEHHs Ha APYroi
JIeHb HEIENH, JKEHIIMHE CNedyeT COKpaTHThb CledyIOluii nepepbiB B npueme TabieToK Ha
)KenaeMoe KOoJM4ecTBO AHed. Uem Kopoue WHTEpBaj, TeM BbIllE PUCK, YTO y Hee He Oyaer
KpOBOTEYEHHS “OTMEHbI” M, B JajbHelieM, OyayT «MaxyLue» BblACICHHS HIN KIPOPbIBHBIE»
KpOBOTEYEHMS BO BpeMs Nnpuema TableToK W3 BTOPOii yNakoBKH (TaK )K€ KaK B Cllyvae, Koraa oHa
xoTejia 6bl OTCPOYHMTH HA4Yal0 MEHCTPYalbHOMOAOOHOrO KPOBOTEUEHHM ).

HpMMEHeHlle npenapama 0C00bIX KAUHUYECKUX epynnax
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V oicenugun 6 nocmmenonaysze

He npumenumo. Ipenapat [TranndKenc® neBo npoTrBonokasaH rnocjie HaCTy MJIEHHA MEHOMay3bl.
ITayuenmxu ¢ HapyweHUSMU QyHKYUU nevenu

IMpenapat ITnaunXKenc® neso nmpoTnBoONoOKasaH JKEHUIMHAM C MMEYEHOUHON HEI0CTATOYHOCTHIO
TSKENON CTENEHM WM TSOKENbIMH 3a00/€BAHMAMMU MEYEHHM [0 HOPMAAM3aUMHM MOKasaTeleH
bynkunu nevenu (cm. pazaen «IIpoTHBONOKa3aHU»).

IMayuenmxu ¢ HapyuweHuAMU GYHKYuu noyex

IMpenapat [TnanudXKenc® neBo cneunanbHo He U3yyascs y MALUEHTOK C HAPYIIEHUAMH QYHKLMU
nouek. MMerolmecs NAaHHbIE HE MPEAnoJiaraloT KOPPEKUHMH pexuMa J03MpOBaHMs Yy TaKUX
MaLMeHTOK.

Hemu u noopocmxu 0o 18 rem

INpumenenue npenapata ITnanudKenc® neso y neBouek-moapocTkoB B Bospacte a0 18 net
MPOTMBOMNOKA3aHO B CBS3M C OTCYTCTBMEM KJIMHWYECKMX JaHHbIX MO 3()(PEKTUBHOCTH U
Ge30macHOCTH JaHHOW KOMOMHALMM B OTOW BO3PACTHOW MOMYJAUMM» - COOCTBEHHBIX
KIIMHUYECKMX HccenoBanuii npenaparta ITnanudXKenc® neso He npoBoaMioCh, B KIMHHYECKHX
ucee10BaHuAX pedepeHTHOro npenapara NPMHUMAIM Y4acTHE JKEeHILMHbI B Bo3pacTe ot 18 net
U cTaplue.

IToGounoe aeiicrBue

Haubonee uwacTbiMu HexenarenbHbiMu peakuumsmu (HP) Ha ¢one npuema xomOGuHaumu
JIeBOHOprecTpes + 3THHWIACTPAANOI ABIAIOTCS rojoBHas 60/1b M «MaxyLlHe» KPOBSIHUCTbIE
BbIENIEHUS ¥ aLMKIIMYECKUE KPOBOTEUEHUS.

Bo3moxubie HP mnpu npumeHeHuu KomMOMHALMM NEBOHOprecTpen -+ ITUHUIICTPAANOI
pacrpezesneHbl MO CUCTEMHO-OPraHHbIM KJaccaM C YKa3aHMEM 4acTOThl MX BO3HMKHOBEHMS
corsiacHo pekomeHaauuam BO3: yacto (=1 / 100 po <1/10); newacto (=1 / 1000 po <1/100) un
peako (>1/10000 mo <1/1000)»;

Knace cucrem opratos | Yacto Heuacto Penko

(MedDRA)

Hapywenusn co HernepeHoCMMOCTb
CMOPOHbI OP2aAHA 3PEHUA KOHTAKTHBIX JIMH3

(HenpusATHbIE
OULyLIEHUs  MpH KX

HOLLIEHHH)

Hapywenus co cmoponws | TowHOTa, 60Mb B | pBOTA, AMapes
2HCENYOOUHO-KUULEYHO2O KHUBOTC

mpakma

11



Hapywenus co cmoponwi rHnepyuyBCTBUTEIbHOCTh

ww.uy}moz? cucmemul

Obwue paccmpoiicmea

Hapywenus co cmopouwl | yBeIMYeHHe Macchl | 3a1epikka CHIXKEHHUE MacChl TeJa
obmena gewecme u | Tena KHUAKOCTH

NUMAHUA

Hapywenuss co cmoponwi | ronoBHas 607b MHIPEeHb

HepPBHOI CUCMEeMbl

Hapywenua ncuxuxu JIeNIPpecCUBHOE CHUKeHME MMOKA0 | noBbilIeHHe TMOMI0
HacTpoeHue,
nepenaasl
HacTpOEHHUs
Hapywenuss co cmoponsi | 601b/601€3HeHHOCTD | HarpybaHne Bbl/IEJIEHHS u3
NONOBHIX opeanoe ulB MOJIOUHBIX | MOJIOUHbIX XeJe3 | Biarajuila, BblAEJEeHHs
MOROUHON Heenessl Kenesax, M3 MOJIOUHBIX XKeJle3
Hapywenus co cmoponbt CbiMb, KPaNMBHULA | y3710BaTas IPUTEMA,
KOJMCU U NOOKONCHBIX MHOro(popMHas 3puremMa
mKaneu
Hapywenus co cmoponbsi BEHO3HblE 1
cocyo0os apTepuasbHble
Tpombosmbonuyeckue
OCNIOKHEHUS

* PacueTHas 4acTOTa MO JAaHHbIM 3MHAEMHOJIOTHYECKNX MCC/IE0BAHHI, OXBATHIBABLINX rPYMNITy KOMOMHUPOBAHHbBIX
nepopabHbIX KOHTPALENTHBOB.

BeHO3HblIe H apTepHalibHbie TPOMBOIMBOIMYECKHE OCTIOKHEHNS 00BbEAMHAIOT Cre/lyIoLMe Ho30I0rHYeckHe GopMmbl:
OKKI03MsA nepudeprueckux riybokux BeH, TpOMBO3 M TPOMGOIMOOINS /OKKIIKO3MA IEFOUHBIX COCYI0B, TPOMOO3,
smbonua u uHbapkT /MHbapKT MuUOKapaa/uepeOpanbHblii HHOAPKT W MHCYJILT He KIAcCH(PMLMPOBAHHBLIN Kak

reMopparMyecKHii.

Huxe nepeunciieHbl cepbe3Hble HexenaTe/bHble peaklun, 3aperucTpUPOBaHHbIE Y XKEHILMH Ha
¢done npuema KOK:

Onyxonu

. V keHwuH, npumeHstoiux KOK, oueHb He3HAUUTENBHO MOBbILLIEHA YAaCTOTA BbISABICHHS
paka mosnouHo# xene3bl (PMIXK). [Tockonbky PMIK penko BcTpeuaetcs y meHUMH Monoxe 40
JIeT, MOBBILIEHWE €ro 4acTOThl OTHOCUTENbHO obuero pucka PMIK oueHb He3HAUMTENbHO.

[TpuunHHO-cneacTBeHHAs cBsA3b ¢ npumeHeHueM KOK HeusBecTHa
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+  Onyxonu neyeHu (106pOKaYECTBEHHbIE U 3/I0KAUECTBEHHBIE)

Hpouue COCMOAHUA

. FUNEPTPUrAMLEPHAEMHS (OBBILIEHHBIN PUCK MaHKpeaTHTa npu npumenenun KOK);

. MOBBILIEHHE apTEPUATIBLHOIO J1aB/ICHHS ;

. BAMsSIHUE Ha neprudepruecKyto HHCYTMHOPE3UCTEHTHOCTD U HApy LIEHHE TOJEPAHTHOCTH K
rI0Ko3e;

. HapylueH1e QYHKLUUHU TEeUYEHH;

. XJl0a3Ma;

. 6one3nb KpoHa, s3BEHHbIN KOJIUT;

o MUIEICHS;

. 9HAOMETPHO3, MMOMA MATKH;

. nophupus;

. CUCTEMHAas KpacHas BOJIYaHKa,

L reMOJIMTUKO-YPEMHUYECKHH CUHAPOM,;
. recTalMOHHBIN reprec;

. xopess Cuaenrama;

s OTOCKJIEPO3;

\d XoJecTaTuyecKas xeiryxa.

VY IKEHIIMH C HAC/eACTBEHHbIM aHIMMOHEBPOTHYECKUM OTEKOM I3K30I€HHBbI€ 3CTPOr€Hbl MOrYT
BbI3bIBATH MJIM YCHJIMBATh CUMITTOMbI aHTMOHEBPOTHYECKOIO OTEKA.

Bzaumooeiicmsue

BenecTBue B3aMMOJEHCTBUS JPYTUX npenapaTtoB (MHAYKTOPOB (PEPMEHTOB) € nepopaibHbIMH
KOHTpPAUENTHBAMH MOIYT BO3HHUKAThb «IPOPBIBHBIE» KPOBOTEYEHHUS M/MIM  CHHXKEHHUE
KoHTpauenTuBHoro sddexra (cm. pasgen «B3aumoneHcTsue ¢ ApYruMHM JIEKApCTBEHHBIMU
npenapaTamMmmu).

ITepenosupoBka

Kakue-nnbo cepbe3Hble HexenareslbHble peakuWu TNpu  MEpefo3upoBKe KOMOMHALMM
NIeBOHOprecTpes + 3THHUIACTPAAHOI HE HAOMIOAATHUCh.

Cumnmompl. TOWIHOTA, PBOTA, Y AEBOUYEK-MOAPOCTKOB MPH CAy4aiHOM NpHEME - KPOBSHHUCTbIE
BbIAEIEHUA U3 Barajiuiia.

Jleyenue: cneunduueckoro aHTUAOTA HET, CJIEAYET MPOBOAUTD

CUMNTOMATHUYECKOE JIeYEHHUE.

B3aumopeiicTBHe ¢ APYruMH JIeKapPCTBEHHbIMH CPeCTBAMHM
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Bauanue  Opyux — J1eKapcmMGeHHbIX — Cpeocme  Ha - mpenapam  HA  KOMOUHAWUIO
J1e6OHOp2eCcmpen+Imunu1ICMpacuo

Bosmoxkuo B3aumojmeiicteue KOK ¢ sekapcTBEHHBIMH CPEIACTBAMH, HWHAYUHPYHOLIUMH
MHUKpOCOMalbHbie ()EPMEHTBI MEYEHH, B pe3yjibTaTe 4ero MOXKET YBEIMYMBATLCH KIMPEHC
MOJIOBBIX FOPMOHOB, YTO, B CBOIO OY€pe/b, MOXET MPUBOAMTH K «MPOPBIBHBIM» MaTOYHbIM
KPOBOTEUEHHAM /WM CHHKEHUIO KOHTpaLenTUBHOro s(dexra. JKeHumnHam, KoTopbI€ NoJy4aroT
NieYeHHe npenapaTaMu-HHAYKTOpaMi MHKPOCOMAJIbHBIX (PEPMEHTOB B JIOTNIOJIHEHHE K Npenapary
[TnaunXKenc® neBo, pekoMeHIyeTcs BpeMEHHO HCTI0/b30BaTh GapbepHbli METOA KOHTPALEMLMHU
(Hanpumep, npe3epBaTuB). bapbepHbiit METOA KOHTpALENUMH CIIEYET UCMO/Ib30BaTh B TEHCHUE
BCEro Meproia Npuema ComyTCTBYIOLIMX NPENapaToB U elle B TeyeHne 28 Heli noce X OTMEHbI.
Ecnu npumeHeHHe mpernapara-uHAyKTopa MHKPOCOMaJIbHBIX (JEPMEHTOB MpPOLOJIKACTCA MOcIe

nprema rnocieaHeit Tabnetku npenapara [lnanndKenc®

JIEBO M3 TeKyLUeil yMakoBKH, NMPHEM
TabeTOK M3 HOBOM YMAKOBKM ciieAyeT HauuHaTh 6e3 0ObIYHOro 7- JHEBHOrO rMepepbiBa.
UHAyKUMS MHKPOCOMAIbHBIX (PEPMEHTOB MEYEHH MOKET HabItoAaTbCs yiKe 4epe3 HECKOJbKO
JIHeH COBMECTHOTrO NMPUMEHEHHs M COXPAHATHLCS B TeUeHME 4 Hejlellb Moc/ie OTMEHbI Tepanuu
npenapaToM-uHIyKTOpoM. Makcumaibhas MHAyKuus (epmeHToB 0ObIMHO Habmonaercs B
TEYEHHE HECKOJBKMX Heaenb. [IpM  ANMTENbHOH Tepanuu npenapatamu-uHy KTOpamu
MHKPOCOMANbHBIX (EPMEHTOB MeEYeHH LEeNecoodpa3sHO paccMOTpeTh BOMpoc ©O Bbibope
a/lbTEPHATHBHOTO HEFOPMOHAJILHOIO METO/1a KOHTPALETILIHH.

Vxyowenue ecacviéanus

Cumxenue abcopOuuM: JIeKapCTBEHHbIE CPEACTBA, YBEJIMYMBAIOLIME MOTOPHKY XEJTyA04YHO-
KMILIEYHOrO TpaKTa, HanpuMmep, METOKIONpaMMa, MOryT CHHXKaTh BCachbiBaHWE TOJIOBbIX
FOPMOHOB.

Bewecmea, yeeruvusaowjue —KIUPeHC KOMOUHAYUU  N1€BOHOP2eCmPen+ImuHuIdICmpaouon
(crudicenue sghpexmusrnocmu nymem uHOyKyuu pepmeHmos)

K Takum neKapcTBEHHBLIM [Ipernaparam OTHOCSTCS Mpenapatbl, coaepkaiue (GEeHUTOMH,
denobapOutan, npuMuaoH, OoseHTaH, kapbamazenuH, pudamnulMH; a TaKKe, BO3MOXHO,
okckapbasenuH, Tonupamar, (enbamar, rpuseodyabBUH; HeKoTOpblie MHrubutopsl BHUY-
npoteasbl (HanpuMmep, PUTOHABMP, HEBMPANMH) M HEHYKJIEO3MAHbIE WHrMOUTOpPBI OOpaTHOM
TpaHCKpunTasbl (Hanpumep, 3(aBupeH3); pacTHTelbHbIe Npenaparhl, cojepialliue 3Bepoboit
npoabipsBaeHHbIH. Coobiianock o ciyyaiHbIX 6EPEMEHHOCTAX U «TPOPBIBHBIX» KPOBOTEYEHHUSX
Ha (OHE COBMECTHOrO TNPUMEHEHHS KOHTpALENTHBAa C PpacTUTE/IbHBIMM TMpenaparamu,
cojaepallMMK  3Bepo0Oi  MpoABIpSABIEHHBIH.  BiusHMe Ha  KIMpEHC  KOMOMHALMH
JIEBOHOPreCTPeI+ITHHHIICTPAANON MOXKET MPOJAOIKATLCA €lle B TeYeHHe 2 Helesb nocie

OKOHYaHHs MPUMEHEHHUS MpenapaTos 38epobos NPOAbIPSABIEHHOIO
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Bewecmeéa ¢ paziuuHbiM - GIUAHUEM — HA  KIUPEHC — KOMOuHayuu  negonopzecmpena-
IMUHUNICMPAOUON

[Ipy COBMECTHOM TMPUMEHEHUH KOMOMHALMKM JIEBOHOPreCTPEI+3THHUIICTPAAHON  MHOTHE
unrubuTopsl nporeas BUY uan Bupyca renarura C n HEHYKJIMO3MAHBIE MHIUOUTOpPbI 06paTHOM
TPaHCKPUNTa3bl MOTYT KaK yBEJIWUYMBATh, TaK W yMEHbLIATh KOHLUCHTPALMIO ICTpOreHa HiH
nporecrareHa B rja3mMe KpoBH. B HEKOTOPBIX CydasX TaKOe BIMAHME MOKET ObITh KIMHUYECKH
3HA4YMMO.

Bewecmea, — cHudkalowue  KIUpeHc — KOMOUHAYUU — 1€BOHOP2ECMPENa+ImuHuIdICmpaouon
(unzubumopwt gpepmenmos)

CuiibHbIE M CpeHeil akTMBHOCTH MHruOuTophl M3odepmenta CYP3A4, Takue Kak a3ofibHbie
AHTHMMKOTHKH (Hanpumep, HTPaKOHa30J1, BOPUKOHA301, (1yKOHA3011), Bepanamuil, MakpOIn/bl
(Hampumep, KJIapUTPOMULIMH, SPUTPOMHLIMH), JMITHA3EM W IPedAndpyToBbIH COK MOryT
NMOBBILIATH M1A3MEHHbIE KOHLIEHTPALIMK 3CTPOreHa WM MporecTareHa, Wi ux o0oux.
Stopukokcub B 1o3ax 60 u 120 mr/cytku npu cobmectHom npueme ¢ KOK, conepxkaumnmu 0,035
M STHHHIICTPA/AMOIA, TIOBBILIAET KOHLEHTPALIMIO STHHIIICTPaLHOsA B r1asve kposu B 1,4 1 1,6
pasa COOTBETCTBEHHO.

Bausnue KOK na opyzue nekapcmeenivie npenapamoi

KOK moryT BauATh Ha MeTabonau3M JpYrux [penaparoB, 4TO MPUBOAWT K MOBbILICHHIO
(Hanpumep, UMKJIOCTIOPHH) MM CHHKEHHMIO (Hampumep, JaMOTPHKMH) MX KOHUEHTpauuH B
fiasMe KpPOBM W TKAHAX. [n Vilro STMHWICTPAAMON ABIAETCS OOpaTMMbIM HHIHOUTOPOM
CYP2C19, CYP1A1 u CYPIAZ2, a takke neobparumbiM uHruoutopom CYP3A4/5, CYP2C8 u
CYP2J2. B KJIMHHYECKHX HCCIEAOBAHUAX TPUMEHEHHE TOPMOHAILHOIO KOHTPALENTHUBA,
COZIEPIKALUEr0 ITHHUIICTPAANON, He MPUBOANIO K KAKOMY-IMOO MOBBILICHHIO WM TMPHBOAKIIO
NMLb K c1aboMy NoBblLEHHIO KoHUeHTpaLuii cybctpatos CYP3A4 B niasme kpoBu (Hanpumep,
Mujazonama), B To BpeMms Kak KoHueHtpauuu cyberpatroB CYPIA2 B nnasme KpoBH MOryT
BO3pacTath ¢;1a6o (Hanpumep, TEOQUILTHH) WK yMEPEHHO (HaNpUMep, MENaTOHNH U TH3AHHIMH).
[Ipy  OAHOBpPEMEHHOM  MpueMe  KOMOMHAUWHM  JIEBOHOPreCTPesN+ITUHUIICTPAAHON  C
TPOJIEaHAOMULIMHOM BO3PACTAET PUCK PA3BUTHA BHYTPHIIEUEHOUHOIO X0JIecTasa.
DapmarkoouHamuyeckoe 63aumooencmeue

B xo/1€ KJIMHUYECKUX MCCIE0BaHUi y NalMEeHTOK, NOoJy4yaBUIMX TEPANnuUio BUPYCHOrO renaTura
C nekapCTBEHHBIMHM Tpernaparamu, coiepikalluMu oMOUTaCBUp, MapUTanpeBUp, PUTOHABUP M
nacabysup (c pubaBupuHOM niaK 6e3 Hero), nosbileHne akTuBHocTH AJIT Gonee yem B 5 pas ot
BEPXHEMl rpaHMIbl HOPMbl 3HAYMTENBHO 4alle HaOMOAANOCh Yy IKEHIIMH, MPUMEHSIOLMUX
STHHUIACTPaAMOICOAepKaLine npenapathl, Takue kak KOK, no cpaBHeHHIO ¢ BEPXHEN rpaHuLei

HOPMBbI Y 310pPOBBIX M HHPHULUMPOBaHHBIX BUPYcOoM renatuta C KEeHIUMH.,
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OcoOble ykazaHus

Ecnu kakue-nu60 u3 cocTosHuit/3ab01eBaHunii unu GakTopoB pUCKa, YKa3aHHbIX HUKE, HMEIOTCS
B HACTOAIIEE BpEeMs, TO Cje/yeT TIIATElbHO OLEHUTH MOTEHUHATIbHbIH PUCK W OXHIAEMYIO
nons3y npumenenus KOK, B Tom uucie KOMOMHALMM JIEBOHOPrecTpea + STHHWISCTPAAHON B
Ka’kIOM MHAMBHYAJIbHOM Clyuae M 06Cy AMTh €ro ¢ JKeHIMHOM [0 Hayasa npuema npenapara. B
ciydae obocTpeHus 3aboeBaHmil, yXyAUIEHHA COCTOSHUS MM MOABIEHHUA NEPBBIX CHMIITOMOB
M060ro M3 ITHX cocTosAHMit/3a0oneBaHuit uaM  (GaKTOpOB pHCKA, JKEHILUMHA J0JIKHA
MPOKOHCY/IbTHPOBATLCS CO CBOMM BpayoM JUls pELUeHMs BOMpoca O MPEKpalleHHH npuema
npenapara.

Puck pazeumua BT u ATI

B xo/e 3MUAEMHUOJOTHUECKUX HMCCieoBaHui Oblla yCcTaHOB/IEHA CBA3b MEXKAY MPUMEHEHHEM
KOK 1 yBe/MueHHeM PUCKa Pa3BUTHA apTepHabHBIX i BEHO3HBIX TPOMO030B 1 TpOMBOIMOONIHH,
Takux Kak MH(apkT Muokapaa, uhcyast, TTB u TOJIA. [lauubie 3a0oneBanus HabroaaloTCA
KpaiHe peaKo.

IMpumenenme moboro KOK cBS3aHO ¢ MOBbILIEHHBIM pUCKOM pa3suTis BTD, npossnsiowercs
kak TI'B w/man TDJIA. TloBbiienHsiii puck passutus BTD, na ¢oue npumenenus KOK
06yc/I0B/IEH HaJMuMeM B ero coctase sctporeHa. O6wuit puck BTD y xKeHLUINH, MPUHUMAIOLIKX
uuskoozuposanuble KOK (Metee 0,05 Mr 9THHUIICTpaaMo1a) B 2-3 pa3a Bblllie, HEM Y KEHLUMH,
ne npuaumatox KOK, TeM He MeHee, 3TOT pUcK ocTaeTcs 00/iee HU3KUM B CPABHEHHH C PUCKOM
BTD npu GepeMEHHOCTH H pojiax.

Buibop B nonssy KOK ¢ Gonee BbicOKMM puckoMm pasutus BTD moxer ObiTh caenaH TO/NbKO
nocje KOHCYJIbTAlUMK C JKEHIMHOMN, MO3BOMsAtOLIEeH YOeaUTbCs, YTO OHA MOJHOCTBIO MOHMMAET
puck BTD, cBf3aHHBI € NPUEMOM JaHHOTO KOHTpALENTHBA, BIMAHWE rpenapara Ha
CYIIECTBYIOIIME Y Hee (HaKTOPbl pUCKa U TO, YTO pHCK pasBuThsa BTD MakcumaneH B rnepsblii roa
npuema KOK. [ToBbiuieHHbIH puck OTMe4aeTcs i npu BozoGHoBneHuu npumenenns KOK - nocne
nepepbiBa MeXK/y NpuemMamu npenapara B 4 Heenu u 6onee. BTD MOKeT NpUBECTH K JIETA/IbHOMY
ucxoay B 1-2% cnyuaes. Kpaiine peako Ha doue npuema KOK Tpom603 BO3HHMKAET B ApYruX
KPOBEHOCHBIX COCy/JaX (HanpuMmep, B BEHaX M apTepuaX neyeHu, OpbDKEHKH, MoyeK, rojoBHOro
MO3ra MJIM CeTHaTKH riasa).

Cumnrtomsl TI'B: 0IHOCTOPOHHHI OTEK WM MO XOAY BEHbl HAa HUXHEH KOHEYHOCTH, 60Jb MK
AMCKOMOPT TOJBKO B BEPTHKAJIBLHOM TMOJIOKEHMH WM MpU X0AbOe, JIOKaIbHOE MOBbILLIEHHE
TEMIEPATyphbl, MOKPACHEHHE WM H3MEHEHHE OKPACKH KOXKHBIX MOKPOBOB MOPAKEHHOH HUMKHEH
KOHEYHOCTH.

Cumnrombl TDJIA: 3aTpyIHEHHOE MM YYallleHHOE AbIXaHHWe; BHE3alHbIH Kalle/b, B TOM YHCIe C

KpoBOXapKaHueM; ocTpas 60Jb B rpyIHON KIETKE, KOTOpas MOKET yCHIMBATBCA MpH I1yOoKoM
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BJOXE, YYBCTBO TPEBOTH; CHJbHOE TOJIOBOKPYKEHHE, YHYALIEHHOE WK HEperyispHoe
cepaueGuenue. Hekotopble M3 STUX CHMNTOMOB (HampuMep, O/bIlIKA, Kauieslb) SBASOTCA
Hecreur(pMYECKUMHU U MOTYT ObITh HCTOJIKOBAHBI HEBEPHO KaK MPU3HAKKM APYrUX Bonee yacto
BCTPEUAIOWIMXCA M MEHee TMKeNbIX —COCcTOsHMii/3abonesanmii  (Hanpumep, HHpeKuus
JIbIXaTeNbHbIX MyTEH).

AT MOXKET MPUBECTH K MHCYIbTY, OKK/IIO3UM COCYJI0B WM MH(apKTy MuOKapaa. CHMNTOMbI
WHCYNIbTA: BHE3amHas ¢1abocTb MM MOTeps YYBCTBUTENBHOCTH B 001aCTH NMLa, KOHEYHOCTEH,
0coBGEHHO C OIHO# CTOPOHBI TeJla, BHE3AMHas ClyTAHHOCTb CO3HAHMUS, O/IHO- MJIH JIBYXCTOPOHHSAS
noTeps 3peHus, HapyLIeHHe MOXOKH, FOJOBOKPYKEHHE, MOTEPs paBHOBECHS WIH KOOPAHHALIMH
JBWKEHWH, CHITbHASA WM TPOIOJDKUTEIbHAS rooBHasA 60/1b 6€3 BUAHUMON NPUUHHDI;

npo6aeMbl C Peubio U MOHMMAHUEM, NOTEPS CO3HAHMSA UIIM OOMOPOK € CYI0POXKHBIM NPUCTYIIOM
unu 6e3 Hero.

Jlpyrue npu3HAKM OKKJIIO3MM COCYJOB: BHe3anHas 00/b, OTEYHOCTh M HE3HAYMTEJIbHAs
CHHIOLIHOCTh KOHEYHOCTEH, «OCTPbIN» KUBOT.

CumnTombl MH(papKTa MHOKapaa: 6071b, AMCKOMPOPT, AaBjieHHE, THKECTb, UYBCTBO CIKATHUA HIIH
pacrupaHus B rPy/AH U 33 'PYAMHON, C UppaiMaLueii B CIIMHY, YEIOCTh, BEPXHIOK KOHEYHOCTD,
06/1aCTh SMUracTPUs; XONOAHBIH MOT, TOUIHOTA, PBOTA HIIM FOJIOBOKPYXKEHHE, CHJIbHas €1abocCTh,
TpeBOra WM OJIbILIKA; yYallleHHOE K HeperyaspHoe cepauedueHne.

ATD MOXKET 0Ka3aThCs HU3HEY POKAIOLIEH WM MPUBECTH K JIETAIbHOMY MCXOAY.

V JKEHILMH C COYeTAHHEM HecKOJbKMX (akTopoB pucka pazsutus BTD u ATD unu BbicOKOM
BbIPAKEHHOCTBIO OJIHOTO M3 HUX ClleJlyeT paccMaTpUBaTh BOIMOXKHOCTb MX B3anMoycuietus. B
NofOGHBIX Cily4asX CTENeHb IMOBBILIEHUS PUCKA MOXKET OKa3aThCs Gosiee BBICOKOM, YeM npu
NMpOCTOM CyMMHMpOBaHHH (akTopoB. B 3TOM ciyuae mpuem KOMOMHAUMH JeBOHOprecTpen +
ITHHUIACTPAMOJ POTHBONOKA3aH. PUCK pa3BUTHS BEHO3HOrO M/WIM apTepuanbHOro Tpombosa,

UM TpomM603MGOIMK MK LepeOPOBACKyIAPHBIX HApYLLIEHUH MOBbILIACTCS:

» C BO3pacToM;
. y KypAwMX (pUCK yBesn4yuBaeTcs B 60MbLUeH CTENEHH y JKEHLIMH cTapiue 35 jiet);
. NpY HaJlMYMK B CEMEHOM aHaMHe3e BEHO3HOro WiM apTepuajibHOro Tpombo3a, Min

TpomGoambonun y Gparbe, cectep WM Yy poauteneidl B Bospacte MmeHee S0 ser (ecaw
MpeanosaraeTcs Hajlnyue HacJleACTBEHHOM npeapacnonokKeHHOCTH nepea Hauyanom npuema KOK

CJIEAYET NMPOKOHCYJIbTHPOBATHLLCH CO CﬂeLlHaJIHCTOM);

. npu oxkupennn (MMT Gonee uem 30 kr/m?);
$ MpH AUCIUIONPOTEHHEMH U,
. MpH apTepuanbHOM rMNEPTEH3NH;
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L [PpU MUIPEHHU;

o npu 3a60eBaHUAX KJIaNnaHoOB Cep/la;
» npu Gubpunisuun npeacepani;
. B Cllyuyae AJIUTEIbHOM MMMOOHIM3ALMH, CEPbE3HOr0 XUPYPrHvecKOro BMELIATENLCTBA,

11000# onepaluy Ha HWKHUX KOHEYHOCTAX, HEHPOXUPYPrHYECKUX ONMEpaLMsX WK o6 MpHOH
TpaBMbl; B 3TUX CUTyaUusAX cieayeT npekpatuth npuem KOK (B ciyyae nianupyemoii onepauuu,
1o KpaiiHeil Mepe, 3a YeTbIpe HeJeNH 10 Hee) U He BO30OHOBIATH €ro B TEYECHHE ABYX HE/E/b
nocje OKOHYaHUs UMMOOUIU3ALIMH.

Bpemennas uMMoOMIM3aLMs (HapUMep, aBUarepeNieT JUITENbHOCTBIO Goiee 4 4acoB) MOXKET
TaKKe ABIATHCA (PAaKTOPOM pucka pa3sutus BTD, 0coGeHHO MpH HANMUMM APYrHX (akTopoB
pHCcKa.

Borpoc 0 BO3MOKHOM PO/IH BAPUKO3HOIO PACLUMPEHHS BEH U MOBEPXHOCTHOrO TpombodreduTa
B pa3BuTuu BTD ocTaercs CriopHbIM.

CreflyeT yuMTbIBATh [OBBILECHHbI PUCK pPa3BUTHS TPOMOOIMOOINYECKHUX OCIOKHEHHH B
MoCJIEPOIOBOM MEPHOJIE.

Hapyuwenus nepudepuueckoro KpoBooOpalleHus TakKe MOryT OTMEYaTbCs IpU CaxapHoM
auabere, CHCTEMHON KpacHOM BOJYaHKE, réMOJIMTHKO-YPEMHYECKOM CHHAPOME, XPOHHUUYECKUX
BOCHAJIMTEbHBIX 3a0oneBaHusIX KuleuHuka (Gosne3ns KpoHa WIM  SI3BEHHBIH KOIUT) MU
CeprOBHIHO-KJIETOYHOW aHEMHUH.

VBeNHYeHHe 4YacTOTbl M TANKECTH MHUrpeHH (MOXEeT MpeAllecTBOBaTh LepedpoBacKy ISPHBIM
HapyweHusim) Ha ¢poue npuema KOK sBaseTcs OCHOBaHMEM Ul HEMEUICHHOrO MpeKpalueHus
npuema 3TUX NpenapaTos.

K 6MOXMMMYECKMM T0Ka3aTessM, YKa3blBAlOLIMM Ha HACHEACTBEHHYIO WM MPUOOPETEHHYIO
NPeApacriooKEHHOCTh K Pa3BUTUIO BEHO3HOIO WM apTepuanbHOro Tpombo3a OTHOCATCS:
PE3UCTEHTHOCTh K aKTUBMPOBaHHOMY mpoteHy C, runeproMouucTenHemus, aeduuut
antutpom6buna I11, neguunt nporenna C, nedpuuut nporerna S, aHTHHOCHONUNUAHBIE AHTUTENA
(aHTMTENA K KAPAHOIUITHHY, BOJYAHOUHbIH aHTUKOATYJISHT).

[Ipy OLEHKE COOTHOLUEHMS «MOJb3bl-PUCKA» CAEAYET YYMTbIBaTh, 4YTO Tepanus AaHHBIX
COCTOSIHMI/3a00/1€BAHMIT MOXKET CHH3MTh CBS3aHHbI C HMUMM PUCK pa3BUTHA TpomOo3a WM
TpoMBOIMOOTHH.

* Onyxonu

Haubonee cyuiectBeHHbIM (hakTOpoM pucka pa3BuTHs paka weiiku matku (PLLM), asasercs
MepcuCTUpylollas rnanuuioMaBupycHas uHpexkuus. MHmerorcs coobuenus 0 HEKOTOPOM
nosbilieHn pucka passutus PLLUM npu anurensHom npumenennn KOK. Opnako cBs3b ¢

npuemom KOK He nokazana. CoxpaHsioTcs IPOTHBOPEUUS OTHOCUTENIBHO TOrO, B KAKOH CTENEHU
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3TH JaHHbIE CBA3aHbI CO CKPUHMHIOM Ha MPEAMET MaTONOr UM e KM MaTKH MM C 0COOEHHOCTAMH
10J10BOro noeeaeHus (6osee peakoe npuMeHeHne GapbepHbIX METO0B KOHTpaLeniuu, 6obliee
KOJIMYECTBO MMOJIOBbIX MApTHEPOB).

Merta-aHanu3 54 SMUAEMHUOJIOrHYECKMX MCC/IEA0BaHMI MOKa3al, YTO MMEETCS HECKOJbKO
MOBBILEHHBI OTHOCHTENbHBIM pHCK pazBuTus PMIK, AMarHOCTUPOBAHHOIO Yy JKEHLUMH,
npuuumatowux KOK B Hacrosiee Bpemsi (OTHOCHTE/bHbIA puck 1,24). TloBbileHHbIH PHCK
MOCTENeHHO ucye3aeT B TeueHue 10 et nocie npekpaiieHus npuéma 3Tux npenaparos. B cas3u
¢ TeM, yto PMOK oTmeuaercs peako y skeHuuH 10 40 neT, y BennyeHune KonuuecTsa ciyyaes PMK
y xeHuuH, npuHumatoinx KOK B HacTosiee BpeMs MM MPUHAMABLUNX €ro HEaBHO, ABJIAETCH
HE3HAUMTENIbHBIM 110 OTHOLIEHHIO K 001iemMy pucKy 3toro 3abonesanus. Ero cBs3b ¢ npuemom
KOK He nokazana. Habmonaemoe nosbllieHHe pucKa MOXeT ObiTbh Takxke cieactsuem Oosee
panHeit auarnoctukn PMXK y skenwmn, npurumatomnx KOK (y Hux auarsoctupyrores Gonee
panuue KinHuyeckre popmbl PMIK, uem y xenumH, He npunumasiux KOK), 6rnosoriyeckum
neicrBueM KOK unu couerannem o60ux 3Tux hakropos.

B peakux ciyuasx Ha pone npumenenus KOK nabmoaanoch pazsutue 106poKaueCTBEHHbIX, @ B
KpaiiHe peiKHX - 3/10KAYeCTBEHHbIX OMyXOJeHd MNe4YeHH, KOTOpble B OTACJbHBIX Cly4asx
NPUBOAMIIN K YrpOXKaroleMy JXKU3HU BHYTPHOPIOIIHOMY KpOBOTEYeHHMIO. B ciyyae mosBieHus
cunbHpIX Goneit B 061aCTH JKMBOTA, YBEIMYEHMS MEYEHH WM MPU3HAKOB BHYTPHUOPIOUIHOIO
KPOBOTEYEHMS 3TO CJIE/YeT YUMThIBATD NMPHU NpoBeAeHUH A depeH ManibHOro AarHosa.
Jpyaue cocmosanun

V JKEHUIMH ¢ TUNepTpUrivLepuaeMueit (MWIu HalMuueM 3TOr0 COCTOSIHUA B CEMEHHOM aHamMHese)
B0 BpeMs npuema KOK BO3MOKHO MOBbILIEHHE PUCKA PA3BUTUSA MAHKPEATUTA.

HecMoTpsi Ha TO, YTO HE3HAYMTENbHOE TMOBbILIEHWE apTepuanbHoro aasiaeHus (AJl) Obiio
ONMUCAHO Yy MHOrMX JKeHIMH, npuHuMarowux KOK, kiMHMuecku 3HaYMMOe MOBbILLIEHHE
oTMeyanoch peako. Tem He meHee, ecau Ha ¢oue npumeHenus KOK passuBaercs crtoiikoe
KIMHUYeckH 3Hauumoe noseiienue AJl, npuem KOK crnenyer npekpaTvTh M HauMHATH JIEUEHHE
aprepuanbHoit runeprensud. [lpuem KOK Moxer ObITh NpOAOIKEH, €CIM € MOMOLLBIO
FMNOTEH3UBHOM Tepanuu A0CTUTHY Thl HOpMasibHble 3HaYeHus A/l

Crnenyiole COCTOSIHMS, Kak coo0Llanoch, pa3BMBAIOTCS MJIM YXYALIAKOTCA, KaK BO BpeMs
b6epemenHoctH, Tak ¥ npu npueme KOK, Ho ux cBsa3p ¢ npuemom KOK He nokaszana:
XoJlecTaTHYECKas JKEATyXa W/MIM 3yj, CBA3aHHbIM ¢ XojecTa3om; GopmMupoBaHHE KaMHel B
KETUHOM My3blpe, MophUpUs, CUCTEMHAs KpacHas BOJYAHKA, IeMOIMTHKO-YpPEeMHUYECKHit
cuHapom, xopes CuzaeHrama, recTalMOHHBIH reprec, noTeps cjiyxa, BCJIEACTBUE OTOCK/IEpO3a.
Coobwanoce o cnyuasx 6one3un Kpona u s3BeHHoro koauta Ha ¢oHe npumenenusi KOK. Ha

¢one npuema KOK BO3MOXKHO yXyAlIEeHUE TEYEHHUS SHAOMEHHOM ACNPECCHU U SMUIIETICHH.

19



[lojaBleHHOE HACTPOEHME M JIEMpeccus ABIAIOTCA OOLIEH3BECTHBIMU  HEXKEIATEIbHBIMH
peakuMsMHM TpH MPUMEHEHWH TOPMOHAIBHBIX KOHTpAaUenTHBOB. Jlenpeccus MOXKeT ObITh
Cepbe3Hoil M CTaTh MPUYMHON CYMLMAAIBHOrO TMOBEJEHUS M CyHuMpaa. JKeHuuHe cneayer
006paTHTBCA K CBOEMY Bpady B Clyuyae BO3HMKHOBEHMs MeEpenaaoB HACTPOEHHMA M MMOSBICHHA
CHMITOMOB JIENIPECCHH, B TOM YMC/E BCKOpE M0C/I€ Hayajla rnpuema rnpenapara IMnanuKenc®
NeBO.

V JKEHIMH ¢ HACIEACTBEHHBIMU HOpPMAMU aHTMOHEBPOTHYECKOTO OTEKA 3K30r€HHbIE 3CTPOreHbI
MOT'YT BbI3bIBaTh WJIM YXY/LIATh CHMIITOMBbI aHTHOHEBPOTHYECKOrO OTEKa.

OcTpbie UM XpOHUYECKUe 3aboneBanus neveHn MoryT norpebosars ormenbl KOK 1o Tex nop,
10Ka MoKa3aTtein QYHKLMK NeYeHH He BEpHYTCsS B HOpMY. PElMIMB X0/NeCTaTHYECKON HENTYXH,
pasBUBLUEHCS BIEPBbIC BO BPEMs MPEAIIECTBYOLIEH OEPEMEHHOCTH MM MPE/bIYIIEro np1ueMa
MoJI0BLIX TOPMOHOB, TpebyeT npekpaiienns npuema KOK.

Xota KOK MOryT oka3blBaTh BIMSHUE HA MHCYTMHOPE3UCTEHTHOCTb U TOJIEPAHTHOCTD K IJIHOKO3€
Y NMAalMEHTOK ¢ caxapHbiM AMabeToM, MpuUMeHsIoWnX Huskoaosuposannbie KOK, koppekunu
J103bl TMUMOMIMKEMHUYECKUX TPEnaparoB, Kak npaeuio, He Tpedyercs. Tem He MeHee, HEHLLUHUHBI €
caxapHbIM 1Ma0eTOM J0JDKHBI TIaTebHO HabntonaThes Bo Bpems npuema KOK.

MHora MoeT pa3BMBaThCs XJ0a3Ma, 0COOEHHO y XKEHIUMH ¢ HaJM4YMEM B aHaMHe3e XJ10a3Mbl
HepemeHHbIX. JKeHIMHBI CO CKIOHHOCTBIO K X/10a3Me Bo Bpems npuema KOK nomkHbl u3berarhb
JUTMTEJILHOTO NpeOblBaHMs Ha COJHLE M YIbTpaduoaeToBOro 001yueHus.

Bausanue na noxazamenu (h)yHKyuu nevenu

[Ipn npoBeleHHH KJIMHMUYECKMX MCCIENOBaHWH C y4yacTHEM MALMEHTOK, MOJy4aroluX Kypce
tepanuu BupycHoro renaruta C (KOMOMHAUMIO J€KApCTBEHHBIX MpPENapaToB, COAEPHKALUMX
OMOMTACBMp, MApUTANpPEBUP, PUTOHABUP, AacabyBUp B COYETaHWM ¢ pubaBUpUHOM MM Oe3)
nosbilieHde akTuBHoctH AJIT Gonee yem B S pa3 Bbille BEpXHEH rpaHHlbl HOPMbI ObLIO
3aperuCTPMPOBAHO Yallle Y MaLMeHTOK, MPUMEHSIOLMX TUHHAdCTpaauoncoaepkawme KOK.

B cnyyae HeoOXOAMMOCTH MpOBEAEHHMS Kypca Tepanuu jJaHHOW KomOWHauwMe# npenapaTtos
nauMeHTKa, npuMensiomas npenapat [lnanuXKeuc® neBo nomkHa ObiTh nepeBeseHa Ha
a/lbTEPHATUBHBIE METO/bl KOHTpALENUMK (HErOPMOHAIbHbIE MM KOHTPALIENTHBBI, COEpXKALINE
TONIBKO recTareH) 10 Hauasa jeuenus. BozoGHouTs npuem npenapart [nanudKenc® neso MoxkHo
He paHblle, 4eM uepe3 2 HeleNM TMocje OKOHYaHMS Kypca Tepanuu MPOTHBOBMPYCHBIMU
npenaparami.

Jlabopamoproie mecmot

[IpumeHeHne TakuMX MpenapaTtoB KakK JEBOHOPrecTpes+3THHUIICTPAANO, MOXKET BIAMATb Ha
pe3ynbTaThl HEKOTOPbIX 1a00PaTOPHLIX TECTOB, BKJIOYAsi OHOXMMHUUYECKHE NMOKa3aTeaM QyHKLUMH

MEeYeHH, WHUTOBUAHON IKene3bl, MOYEeK M HAANO4YEYHUKOB, KOHUEHTPALUMUIK TPAaHCMOPTHBIX
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NPOTEMHOB B TrU1a3mMe (Hanpumep, KOPTHKOCTEPOMA-CBA3LIBAIOLIETO rnobynuHa, Qpakunu
AMNMAOB/TUIIONPOTEUIOB, — MapameTpbl  yraeBojHoro — Merabonnsma, — Koaryuiuuu  u
dubpuHonM3a). DTH M3MEHEHMs, KaK [MpaBWIO, OCTAlOTCA B Mpejle/laX HOpMalbHbIX
(U3HONOrMYECKHX 3HAUECHHIA.

Cruxcenue rhhekmusrnocmu

DddextuHocts KOK MoxeT ObiTh CHWKEHA B CIEAYIOWMX Ciy4asx: B ciydae nporycka
TabNeToK, IKeNyJO4YHO-KMIUEYHBIX PACCTPOWCTB WM B pe3ylbTaTeé  JIEKapCTBEHHOrO
B3aMMOJIENCTBHA.

HeoocmamouHbl it KOHMpPOJib YWHUKNA

Ha ¢one npuema KOK moryT ormevaTbCs HEpEryJspHbIE KpOBOTEHECHHS («mMaxyue»
KPOBSHHMCTBIE BBIIENEHUS W/MIIH «IPOPBIBHbIE» KPOBOTEYEHMS), OCOOEHHO B TEUEHHE MEPBbIX
MecsilleB npuMeHeHus. [lo3ToMy oOuUeHKa mOObIX HEPEryIspHbIX KPOBOTEHEHMH J0JKHA
NMPOBOAMTBCA TOABKO MOC/E NEPUOAA AfaNTalMK, COCTABAIOWEr0 NPUOIH3UTEIBHO TPH LMKIA
npuema rnpenapara.

Ecnu Hepery/spHbie KPOBOTEUEHHS MOBTOPAIOTCS WM Pa3sBUBAIOTCA MOCAE MPEAIIECTBYHOWNX
PEryispHbIX LUMKIOB, CJEAYeT [MPOBECTH TIuaTebHOE O00CIe0BaHHE MUl  MCKIKOHEHHUSA
3710Ka4€eCTBEHHBIX HOBOOOpa3oBaHUi MM OEPEMEHHOCTH.

YV HEKOTOpBIX JKEHLIMH BO BpeMs MepepbiBa B MpuUeMe TabJeTOK MOKET He pa3BUTbCA
KpoBOTEYeHHEe «OTMeHbl». Eciam npemapar npUHUMANCH  COMJIACHO  PEKOMEHIALMAM,
MajloBEpPOSTHO, YTO JKeHLUMHA OepemenHa. Tem He MeHee, €ClM PEXHUM TMpHeEMa npenapara
HapyLUa/ICs, MK €CJIM OTCYTCTBYIOT MOAPAA ABA KPOBOTEUEHUS «OTMEHBI», 10 MPOAOKEHHUS €ro
npueMa A0/KHa ObITh UCKITIOUEHA HEPEMEHHOCTD.

Meouyunckue ocmompeot

[lepex HawanoM MM BO30OHOBIEHMEM IpHeMa Mnpenapara IMnaundXenc® neso HeoGxomMmo
03HAKOMMTBLCS C AHAMHE30M JKM3HHM U CeMEHHbIM aHAMHE30M JKEHILMHBI, TPOBECTH TILUATE/IbHOE
obmemeauumHckoe (Bkiovas usmepenue AJl, onpenenenne MMT) u runekosnoruyeckoe
obcnenoBanue (¢ obs3atenbHbIM  00C/IEOBAHUEM MOJIOYHBIX JKEJIE€3 M  LMTOJOrMYECKUM
MCCIIEZIOBAHUEM IMUTENMS LIEHKH MATKH), HCKIHOUYUTE 6epemeHHOCTh, O0beM J0MONMHUTENbHBIX
MCCNEI0BAHMIM, M YacTOTa KOHTPOJIbHBIX OCMOTPOB Ofpejensercss MHAMBHAYanbHO. OObIYHO
KOHTpOJIbHbIE 00C/Ie/10BaH s ClIe/lyeT NPOBOAMTH He pexe | paza B 6 mecsles.

Heo6xoauMo0 MOMHHTB, 4TO npenapat He npeaoxpausier or BUY- nudexunn (CIIU/I) n
Apyrux 3abosieBaHMii, nepeJaloINXCcs NOJOBbIM nyTem!

Cocmosnus, mpebyilowue KoHcyismayuu epaia
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L/ Kakue-1160 U3MCHCHHUA CaMO4yBCTBHA, 0COOEHHO BO3HUKHOBEHHE

cocrosiHuit/3aboneBanuii, nepeyucieHHbIX B pasgenax «[lpotuBonokazauus» u  «C

OCTOPOIKHOCTBION;

. JI0KaJIbHOE YTJIOTHEHHE B MOJIOYHOM XKeJe3e;

. OJJHOBPEMEHHbIH NMpUEM JpYruX JeKapCTBEHHBIX NPEnaparos;

. ecliv OXKujaercs JUIMTeNbHas MMMoOMIM3auus (Hanpumep, Ha HUIKHIOK KOHEYHOCTb

HaJIOXKEH THIIC), MJIAHUPYETCs rOCMUTAlIM3aUMa WM onepauus (1o KpaiHed Mepe, 3a 4eTbipe

HeJleu 10 MpearnoaraeMoit onepainm);
. HeOOBIYHO CHIIbBHOE KPOBOTEYEHHE W3 BlIarajiuiia;

. nponyiueHa TabaeTka B MepByro HeJeMo MpuéMa KOHTpaLenTUBa U ObuT M0J0BOH KOHTAKT
3a CEMb MJIM MEHEE AHEH 10 ITOro;

. OTCYTCTBHE OUYEPEHOr0 MEHCTPYaslbHOMOA0OHOr0 KpOBOTEUEHHUS 2 pa3a MoApsa WM
nojo3peHune Ha GepeMeHHOCTh (He ciielyeT HauMHaTh NpUEM TabNeTOK U3 CIeAYIOLLEH Y NaKOBKH
J10 KOHCYJIbTALIUU C BPA4yoM).

Cneayet npekpatutb npuéM TabieTok M HEMEAIEHHO MPOKOHCY/ILTUPOBATLCS C BPa4yoM, €CIH
MMEIOTCS BO3MOXKHbIE NpU3HaKK Tpombo3a, MH(apKTa MUOKapia MM MHCYIbTa: HEOOBIYHbIH
Kaluenb; HeoObIMHO cuibHas 60Jb 3a rpyAMHONM, OTAaKOllas B JIEBYKO PYKY; HEOXHIaHHO
BO3HMKILUAs OJbILLIKA, HEOOBbIYHAS, CHIIbHASA U JJIMTE/IbHAS rOJIOBHAs 00JIb MU MPUCTYI MUTPEHH;
yaCTUYHas WM TOJIHAs TMOTeps 3peHUs WM [IBOEHME B [J1a3aX; He4IeHOpas/esibHas peuyb;
BHE3aMHble U3MEHEHUs CiyXa, OOOHSHMS MM BKyca; roJOBOKpYKeHHe Mau 0OMOpokK; cinabocThb
MJIM TIOTEPS YYBCTBMTEIBHOCTH B JIFOOOM yacTh Tena; cuibHas 00/b B KUBOTE; CUiibHAA 00b B
HWKHEH KOHEYHOCTH WJIM BHE3AMHO BO3HUKILKI OTEK 000 U3 HUKHUX KOHEYHOCTEH.
Bausinue Ha cnoco0HOCTH YNPABASATH TPAHCIOPTHLIMH CPEACTBAMHM M MEXaHU3MaMHU
Ipuem npenapara ITnanuXKenc® neBo He OKasblBaeT HMKAKOTO BAMAHMA HA CMOCOOHOCTH K
yNpaB/leHUIO TPAHCMOPTHBIMU CPEACTBAMM U MEXAHU3MaAMMU.

®opma BblmycKa

Tabnetku, nokpsiTbie 06010uKOM, 150 MKr + 30 MKr.

ITepsuunan ynakoexa 1ekapcmeennozo npenapama

[To 21 Tabnerke TNOMEIAOT B  KOHTYPHYK SYEHKOBYIO YMakOBKY M3  IUIEHKH
MOJUBUHUIXJIOPUAHON U GONbIY aTFOMUHHEBON MEYaTHOM JTaKMPOBaHHOI.

Bmopuunan ynakoeka rekapcmeenozo npenapama

[To 1 KOHTYpHOIi A4eHKOBOH yNaKoBKE BKJIEMBAIOT B KHWKKY-PacKIaaylIKy W3 KapToHa s
noTpedUTENbCKONW Tapbl MOArPYINN XPOMOBBIM WM XPOM-3p3all, WKW JAPYroro aHajaoruyHoro

kauectsa. [1o 1 unu 3 KHHUXKXKH-paCKJIaAy KX U3 KapTOHa BMECTE C CAMOKJICALLIMMCS KajleHAapem
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npuema u3 GymMarn STHKETOYHOM WK MUCUEH, WM U3 MOIMMEPHBIX MATECPHAIIOB, H MHCTPYKLHEN
10 MPUMEHEHHIO 3areyaThiBAlOT B MPO3pauHyO IUIEHKY. CamokJieslMiics KajaeHaapb npuema
COCTOMT M3 7 CAaMOKJIESLLMXCS MOJIOCOK Ha MOMUTOXKKE M3 MOJUMEPHBIX MATEPHATIOB.

YcaoBusi XpaHeHust

B 3aiuiLeHHOM OT CBETa MeCTe Npy Temmeparype He Bbiuie 25 °C.

XpaHuTb B HEZOCTYTHOM JUISl IETEH MeCTe.

YcaoBusi oTnycKa

OTnycKatoT Mo peuenTy.

Cpok roaHocTH

3 ropa.

He npuMeHsThb 10 UCTEHEHHH CPOKA FOJJHOCTH.

IIpousBoanTeib

000 «®DapmacunTtes-TromeHb», Poccus

r. Tiomens, 7-0ii kM BenmxkaHckoro Tpakra, 1. 2

Ten.: (3452) 694-510

Baajesen perucTpauHoOHHOr0 y10C¢TOBepeHus/

Oprauusauusi, IPUHUMAOIIAS NIPETEH3HH OT NoTpeduTe el

000 «®apmacuntes-TiomeHb», Poccus

625059, r. TroMeHb, 7-0ii kM BenmkaHckoro TpakTa, 1. 2

Ten.: 8-800-100-1550

www.pharmasyntez.com

[Tpeacrasurenn

000 «®apmacunres-TioMeHb» Mansix H.1O.
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