MUHHUCTEPCTBO 3/IPABOOXPAHEHM S POCCUICKOI ®EJIEPALIMN

NHCTPYKIUA

M0 MEAUIIUHCKOMY NPUMEHCHHUIO JICKAPCTBCHHOI'0 Mpemaparta

Bugopa®

Peruncrpanunonnsiii Homep: JII1-002870
Toprosoe HaumeHoBanue npenapara: Bugopa®

Me:xkayHapoaHOe HeMATeHTOBAHHOE MJIH I'PYNIIMPOBOYHOE HAMMEHOBAaHHeE:

JPOCIHUPEHOH + dTUHUIICTPAIUO

JlexapcTBeHHas ¢opma: TaOIETKU, TOKPBITHIC TNIEHOYHOH 000I0UKOM

CocTasB:

1 akTuBHAas TabaeTKA, HOKPHITAs INIEHOYHON 000JIOYKON, COJIEDIKUT:

eticmeyrowue eewecmsa.

napocrupeHoH — 3,00 Mr, STUHUIACTPAINO0NI (MUKPOHU3UPOBAHHBIN) — 0,03 Mr.

Bcnomoeamenvuvie sewgecmea:

nakTo3bl MoHoruzapar (Fast Flo) — 62,00 mr, kpaxman kykypy3usii — 14,00 mr, kpaxmain
KyKypy3HBIH mpexenatuHu3upoBaHHbiii  (Sepistab ST200) — 12,57 wMr, KpOCIOBHIOH
(Plasdone XL-10) — 1,00 wmr, kpocmoBumon (Plasdone XL) — 2,50 wmr, moBumoH-K30
(Kollidon K-30) — 3,40 mr, monucop6at 80 (Tween 80) — 1,00 mr, maraus creapat — 0,50 wmr,

ruieHoyHast obonouka Onanpaii 11 xentsrit — 3,00 mr.

Cocmasg nnenounou 000104kl
[TonuBUHUIOBKIA criUpT yacTUyHO ruAponn3oBanHbil — 40,000 %; turana auokcun (E171) —

24,150 %; maxporon — 20,200 %; tanbk — 14,800 %; xene3a oxcup sxentoiit (E172) — 0,850 %.

1 TabneTka anebo, MOKPHITAS IIEHOYHOM 000JI0UYKOM, CONEPKHUT:

Bcnomocamenvuvle sewgecmea:
Jlakro3a Oe3Bognas — 89,50 mr, moBumon K-30 — 10,00 mr, maraus creapar — 0,50 wr,

rieHoyHast obonouka Onanpaii 11 6ensiit — 4,00 mr.

Cocmag naenounou o6onoyku. noMUBUHUIOBBIM crupT — 40,00 %; turana guoxcun (E171) —

25,00 %; makporon/PEG 3350 — 20,20 %; tansk (E553b) — 14,80 %.



Onucanue:

Axmusnvie mabnemku:

Kpyriibie TBOSIKOBBIMYKJIbIE TA0JIETKH, TTOKPBITHIC TUIEHOYHON 000JI0YKOM OT CBETIIO-XKEJITOTO /10
JKCIITOTO IIBETA.

Tabaemku niayebo:

Kpyriibie 1BOSKOBBINYKIIbIE TAOJIETKH, TOKPHITHIE JICHOYHOM 000JI0YKO0M 6esoro 1nsera.

dapmakoTepaneBTHYeCKasi FPynmna:

KontpanentusHoe cpecTBO KOMOMHUPOBAHHOE (3CTPOTreHTeCTareH).

Kon ATX: GO3AAI12.

dapmMaKoJ0ru4ecKue CBOMCcTBa

Dapmaxkoounamura

[penapar Bumopa® - HHM3KOMO3UMPOBaHHBI MOHO(MA3HBINA TEPOPATbHBIA KOMOMHUPOBAHHBIN
3CTPOreH-TeCTAreHHbIN KOHTPALCIITUBHBIN IIperapar.

KonrtpanentuBHblii 3QPeKT KOMOMHUPOBAHHBIX MEPOPATBHBIX KOHTPALCHITUBHBIX HpenapaToB
(KOK) ocHoBaH Ha B3aMMOJEHCTBHM Pa3MUYHBIX (PAKTOPOB, HauboJIee BAKHBIMU U3 KOTOPBIX
SBJIAIOTCS NIOJIaBJICHUE OBYJISALIMY, ITOBBIILIEHUE BSI3KOCTH CEKpeTa IIEVMKU MAaTKU U U3MEHEHMS B
SHJOMETPHH.

I[Tpu npaBuIbHOM NpuMeHeHuH Tpenapara Bumopa® unpekce IMepis (mokasaress, OTpaKaromuii
gucino OepemeHHocTedl y 100 KEHIIWH, TPUMEHSIONUX KOHTPAILICTITUB B TEYCHHE TOA)
coctapiisieT MeHee 1. Ilpu mporycke TabaeToK WM HENpPaBWIBHOM MpUMEHEHUH MHJeKC [leprs
MO>KET BO3pacTath.

V xenuyH, npuHuMatomux KOK, MeHCTpyanbHBIN UK CTAHOBUTCS 00Jiee perysspHBIM, pexe
HaOmomaoTcss  OOJIE3HEHHbIE  MEHCTPYalbHONMOMOOHBIE  KPOBOTEUEHHUS,  YMEHbBIIACTCS
MHTEHCUBHOCTh U IPOJOJDKUTEIBLHOCTh KPOBOTEUEHHS, B PE3YJbTaTe UYErO0 CHUXKAECTCS PHUCK
xKenezonepUIUTHON aHeMuu. Takke MMEIOTCS JaHHbIE O CHW)KCHHUM PHUCKAa pa3BUTHs paka
9HAOMETPHUA U AMYHUKOB Npu npueme KOK.

JIpOCTIMPEHOH, BXOAAIMA B cocTaB mpemapara Bumopa®, o6nagaer aHTUMHHEPAIO-
KOPTUKOMJIHOW aKTUBHOCTBIO M CIOCOOCH TMpenynpexaaTh YBEIWYEHHE MacChl Tela H
MOSIBJICHUE JPYI'MX CHUMITOMOB (HampuUMep, OTEKOB), CBSI3aHHBIX C ACTPOTrE€H3aBUCUMON
3aJ€PKKOM  KUJIKOCTH. JIpOCIMPEHOH  OKa3bIBa€T IOJIOKUTEIBHOE  BO3JCHCTBHE Ha
IIPEIMEHCTPYyalbHbI  CHUHAPOM. B coyeTaHMM ¢ OSTUHWIACTPAIUOIOM  JIPOCIHUPEHOH

JIEeMOHCTPUPYET ONaronpusaTHBIA 3PQPEeKT Ha JTUMUIHBIA TPOPHIb, XapaKTEPU3YIOUIUICS
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MOBBIIICHUEM  JIMIIONPOTEMHOB  BBICOKOM  IIOTHOCTH. JIpocmupeHOH Takke oOnamaer
AHTHAHJIPOTCHHON aKTUBHOCTHIO M CIIOCOOCTBYET YMEHBIIICHUIO yrpei (aKkHe), JKUPHOCTH KOXKHU
u Boyoc (cebopem). DTH OCOOCHHOCTH JPOCIHUPEHOHA CIEAYeT YYUTHIBaTh INPU BBIOOpE
KOHTpAIICTITUBA KEHIIIUHAM C TOPMOHO3aBHCUMOM 3aJIePIKKOH KHUIKOCTH, & TAKXKE KESHIIHHAM C
aKHe U cebopeeit.

JlpocniipeHOH HE  00NagaeT  aHAPOTCHHOH, OSCTPOTCHHOH, TJIIOKOKOPTUKOWTHOW U
AHTHUTITIOKOKOPTUKOUTHOW aKTHBHOCTHIO. BCe 3TO B cOYeTaHNM ¢ aHTUMHHEPAIOKOPTUKOUTHBIM
U aHTHAHJIPOTCHHBIM  JIEHCTBHEM OO0CCIEUMBAaET JPOCIUPEHOHY OHMOXUMHUYECKHH U

(bapmakosorn4eckuit IpoQuIIb, CXOIHBIN ¢ €CTECTBEHHBIM POTECTEPOHOM.

Dapmakokunemuka

/Ipocnupenon

Abcopoyusn

[Ipu mpueMe BHYTPh APOCIUPEHOH OBICTPO M TOYTH MOJHOCTHIO abcopOupyercs. Ilocie
OJIHOKPATHOTO NpuéMa MakcuMaiabHas KOHLEHTpAUUs (Cmax) APOCIHPEHOHA B IUIa3ME KPOBH,
paBHas 38 Hr/mi, nocruraercs depe3 1-2 vaca. Ilpuem numm He BIHsET Ha OHMOJOCTYITHOCTH,
KOTOpas KosiebseTcst B quanazoHe ot 76 g0 85 %.

Pacnpedenenue

JIpOCTIUPEHOH CBS3BIBACTCS C aJbOyMHHOM IUIa3Mbl KPOBH M HE CBS3BIBACTCS C TIO0YIMHOM,
cBsi3bIBatOIMM T0J10BbIe TopMOHBI (I'CIII"), nimM KOPTUKOCTEPOUI-CBA3BIBAIOIIMM TJI00YIMHOM
(KCT). JIub 3-5 % ot o011eil KOHLIEHTpAIlK BEIIECTBa B IUIa3Me KPOBU MPUCYTCTBYET B BUJIE
cBOOOJHOTO TropMoHa, 95-97 % BemecTBa HecHeUU(UUECKH CBS3BIBAIOTCA C albOyMHHOM.
NunynupoBanHoe stuHuidcTpaauonom mnosbiieHue ['CIIIT He Biuser Ha CBS3bIBaHUE
JIpOCTIMpeHOHAa ¢ OenkaMu Tuia3Mbl KpoBH. CpemHHMil Kaxyluiics o0beM pachpeieneHHs
cocraBisgeT 3,7+1,2 n/kr.

Memabonusm

[Tocne mepopanbHOrO mMpHUeMa IPOCIHUPEHOH IOJHOCTHIO MeTabonu3upyercs. BonbIMHCTBO
METa0OMUTOB B IUIa3M€ KPOBU MPEICTABICHb KHUCIOTHBIMU (OpMaMH JPOCIHPEHOHA.
JIpOCTIUpEHOH ~ TakXke  SBIAeTCs  CcyOcTpaToM Al OKHCIHMTEIBHOTO  MeTaboJu3Ma,
karanusupyemoro  uzopepmentom CYP3A4. Ckopoctb  MeTaboOIMYECKOTO — KIMpEHCa
JIPOCTHPEHOHA U3 IJIa3MbI KpoBHU cocTaBisieT 1,5+0,2 Mia/MuH/Kr.

Buigeoenue

KoHueHTpanus ApocrnupeHoHa B 1mia3Me KpOBU CHIDKaeTcs 1ByX(as3Ho. Bropas, okoHuaTenbHas
¢daza wumeer mnepuox mnomnysbiBeneHus (Ti2) okomo 31 waca. B HeW3MEHEHHOM BHIE

JPOCTIMPEHOH SKCKPETHPYETCSl B CIEIOBBIX KOJIMYECTBAaX. Ero mMeTaboiHMThI BBIBOISATCS uepes3



KEITYJOUHO-KUILIEYHBI TpakT M TNOYKaMu B CcOOTHouleHuu npumepHo 1,2:1,4. Ilepuon
MIOJYBBIBE/ICHUSI ~ METAaOOJIMTOB  JPOCIHMPEHOHa  cocTaBisier npumepHo 40  dacos.
Pasnosecnas xonyenmpayus

Konuenrpauuss ['CIII’ He oka3plBaeT BIUSHHUS Ha TOKa3arend (apMaKOKWHETHKH
apocnupeHoHa. Ilpu  exeaHEBHOM NPUMEHEHUMM Ipernapara BHYTPb  KOHLEHTpalus
IPOCIMPEHOHA B IUIa3ME€ KpPOBM IMOBBILIAETCS B 2-3 pa3a, paBHOBECHAs KOHLEHTpaLuUs
JocTuraercs yepes 8 HeH npueMa npernapara.

IIpu napywenuu @ynkyuu nouex

HccnenoBanus moka3and, YTO KOHLEHTpalMs IPOCHUPEHOHA B IUIa3ME KPOBHM JKEHIIMH C
MOYEYHON HEJOCTATOYHOCTHIO Jierkoi crenenu (kiupeHc kpeatumauHa (KK) - 50-80 mu/muH)
IIPU JOCTH)KEHUH PaBHOBECHOTO COCTOSHUS M Y *KEHIIHH ¢ HopManbHOU (yHKIuei mouek (KK -
6onee 80 mMi/MUH) cOmOCTaBUMBI. TeM HE MeHee, Y JKEHIIMH C MOYEYHOH HETO0CTaTOYHOCTHIO
cpenneii crenenu Tsokectd (KK - 30-50 mur/mMuH) cpemHsisi KOHIEHTpaunus APOCIUPEHOHA B
ia3Me KpoBu Obuta Ha 37 % BbIIIE, YeM Yy THAlMEHTOK C HOPMaJbHOM (YHKLIHEH IMOYeK.
He oTMmeueHo wu3MEHEHMs KOHLEHTpalUMM Kalius B IUIa3ME KPOBM IpU IPUMEHEHUU
JIPOCIUPEHOHA.

dapMaKOKMHETHKA JPOCHUPEHOHA HE M3Yy4allach y MALMEHTOK C MOYEYHOH HEOCTATOYHOCTHIO
TSKEIION CTEIICHU.

IIpu napywenuu @ynxyuu nevenu

VY XKEHIIMH C MEYEHOYHOM HEIOCTAaTOYHOCTBIO CPEAHEN CTENEHU TsKecTH (Kiacc B mo mkane
Yaiina-IIpr0) miomans mnox KpuBod «koHUeHTpauus-BpeMms» (AUC) conocraBuMa c
COOTBETCTBYIOIIUM IOKa3aTeJeM Yy 37J0POBBIX JKEHIIWH ¢ ONM3KUMH 3HAYEHUSAMH Cmax B (aze
abcopbumn u  pacopeneneHus, T1/2 papocnupeHoHa y  OOJNBHBIX C  IEYEHOYHOU
HEJ0CTaTOYHOCTBIO CPEIHEN CTENEHU TKECTH oOKazaics B 1,8 pa3 Bellle, YeM y 310pOBBIX
TO0OPOBOJIBIICB.

VY GOJBHBIX C MEYEHOYHON HEJOCTATOYHOCTHIO CPEAHEN CTENEHH TSHKECTH OTMEUYEHO CHIDKEHHE
KIIMpEeHca IPOCIMPEHOHa NMPUOIN3UTEIsHO Ha 50 % 10 cpaBHEHHUIO CO 310pPOBBIMU >KEHIIIMHAMM,
IIPY 3TOM HE OTMEYEHO pa3iIvuuii B KOHILIEHTpAalMM Kalus B IUIa3ME€ KPOBH B H3y4aeMbIX
rpynnax. Ilpu BbIIBIEHMM caxapHOro JauMa0eTa W COMYTCTBYIOIIEM IPUMEHEHUU
CIMPOHOJIAaKTOHA (00a COCTOSIHMS pPACLEHHBAIOTCA KakK (DaKToOpbl, Mpeapacnojaraionme K
pPa3BUTHIO TUIEPKAJIUEMHUM), TIOBBIIIEHUS KOHIEHTpPAlMM Kaiuus B IUIa3M€ KpOBU HE
ycraHoBlieHO. TakuM 00pa3oM, MOXHO 3aKIIOUUTh, YTO HEPEHOCUMOCTh JPOCHUPEHOHA Y
KEHIIUH C IIEYCHOYHOM HENOCTATOYHOCTBIO JIETKOM M CPEIHEHW CTENEHU TSKECTH XOpollas

(xnacc B mo mkane Yaitna-I1e10).



@dapMaKOKMHETHKAa  JpPOCIMPEHOHA HE  HU3ydajach y  MNAUUMEHTOK C  [E€YEHOYHOM
HEZ0CTATOYHOCTBIO TSXKEJION CTENEHHU.

Omuuueckas npuHaoNe’CHOCMb

He ycraHOBIIEHO BIMSHUS ATHUYECKON TPUHAMIEKHOCTH (HCCIEIOBAHUE IIPOBENECHO Ha
KOTOpTax OKEHIMH €BPOICOMTHONM packl W SNOHOK) Ha THapameTpsl (apMaKOKWHETHKH

APOCIUPCHOHA U STUHHUIISCTPAANOJIA.

Amununicmpaouon

Abcopbyus

[Tocne mpuéma BHYTPH ATUHHIIICTPAAMON OBICTPO M MONHOCTBIO abcopoupyercsi. Cmax — 100
OI/MJ JO0CTUTaeTcst B TeueHue 1-2 yacoB. Bo Bpemsi BcachIBaHUS M «IIEPBOTO MPOXOMKIACHUS
yepe3 MeYeHb STHHUIICTPATUO0T METaboIM3UpyeTCs, B Pe3ysibTaTe Yero ero OMOJ0CTYHMHOCTb
IIpY IIPUEME BHYTPb COCTABJISET B CpeaHEM OKOJO 45 % Ipu BBICOKONH MEXKWHIUBUAYaIbHOU
BapuabenpHOCTH - 0T 20 1m0 65%. OmHOBpeMEHHBIH MPUEM MHUIM B OTIACIBHBIX CITydasx
COIIPOBOKIAETCS] CHIKEHHEM OMOJIOCTYITHOCTH ATUHMIIICTpaanoia Ha 25 %.

Pacnpeoenenue

OTHHUIICTPAIUOT HECHEIM(PUUECKH, HO MPOYHO CBS3BIBACTCS C aJbOyMHHOM IJIa3Mbl KPOBU
(okomo 98%) u wuHAYUMpPYET TMOBBIIEHWE KOHIEHTpauuu B IuiazmMe kpou ['CIIT.
[Ipennonaraemplii 00beM pacrpeeseHus: COCTaBIISAET S5 JI/KT.

Memabonusm

OTHHUIICTPATUOI TOIBEPTraeTCsl 3HAYUTEIBHOMY NEPBUYHOMY META0OJIM3MY B KUIICYHHKE U
MEYEeHU. DTUHWIACTPAJUON M €r0 OKHUCIHUTEIbHbIE METa0OIUTHI NMEPBUYHO KOHBIOTUPOBAHBI C
TJIIOKYPOHHIAMH WK cylbpaToM. CKOPOCTh METa0OIMYECKOr0 KIMPEHCA STHHUIICTPAIHOIIA
COCTABJISIET OKOJIO 5 MJI/MHUH/KT.

Buigeoenue

CHmwKeHue KOHIICHTPALWU STHHUIACTPAANOIa B IJIa3Me KPOBH HOCUT ABYX(a3HBIN XapakTep;
nepBas ¢aza xapakTepusyeTcsl MEpUOIOM MOJYBBIBECHUS OKoyio 1 yaca, BTopas - 20 4acos.
OTUHUIACTPAIUON TPAKTUYECKH HE BBIBOAUTCS B HEU3MEHEHHOM BHJE. MeTabosnThl
STUHWIACTPAANOIa BBIBOAATCA MOYKAMU M 4YEpe3 KHUIIEYHUK B cooTHomeHuu 4:6. Ilepuon
MIOJTyBBIBE/ICHUS] META0OIUTOB COCTABIISICT IPUMEPHO 24 U.

Paesnosecnas xkonyenmpayus

PaBHOBeCcHOE COCTOsSIHME JOCTUTaeTcss BO BTOPOM IOJOBMHE LIMKJIA IIpUEMa IIpernapara, Korzaa
KOHLEHTpalLus 3TUHUIACTPAANOIA B 1a3Me KpoBH nosblaeTcst Ha 40-110 % mo cpaBHEHMIO C©

IIPUMEHEHUEM Pa30BOM JO3BI.



IToxka3zaHus K NPUMEHEHHIO

KonTpauenuus.

IIporuBonoOKa3sanus

[Ipenapar Bumopa® npoTHBONOKa3aH NP HAJIUYMU JIFOOOTO W3 COCTOSHMI/3a00JeBaHm/
(bakTOpOB pHCKa, MEPEYHCICHHbIX HIDKE. Ecian kakue-mu0o M3 3TUX COCTOSHMIA/3a00JeBaHUN
pa3BUBAIOTCS BIEpBbIe Ha (OHE MpueMa, MpHEM Npenapara JOHKEH ObITh HEMEIJICHHO
IpeKpaleH.

e TpomOO3bl (BEHO3HBIE M apTepuanbHble) W TpomMO03MOOIMH (B TOM uHcie TpomOO03
ryOOKMX BEH, TpoMOOAMOONMsS JIETOYHOM apTepud, UWHGAPKT MHOKapjaa, HHCYJIbT),
1epeOpoBaCKyIISIpHbIE HAPYIICHUS - B HACTOSIIIEE BPeMs WIIM B aHAMHE3€.

e CocrosHUS, MPEAIISCTBYIONHE TPOoMOO3y (B TOM YHCIE TPAH3UTOPHBIC HIIEMUYSCKUE
aTaKkH, CTCHOKap/Iys) B HACTOSILEE BPEMS MM B aHaMHe3e.

e BruBienHass npuoOpeTeHHass WIM HACJIEICTBEHHAs IPEIPacIoOKEHHOCTh K BEHO3HOMY
WIA apTepHaIbHOMY TpPOMOO3y, BKIIOYAs PE3HCTEHTHOCTh K aKTHMBHPOBaHHOMY NporeuHy C,
nepunur  antutpombuna III, ngedumur nporemna C, ngedunur mporemHa S,
THIIEPrOMOIICTEMHEMHUsI, aHTuTeNa K  (Gochomunuaam (aHTuUTeNna K  KapAUOJIHUIIMHY,
BOJIYAHOYHBIM aHTUKOATYJISHT).

e Hayimune BBICOKOTO pUCKA BEHO3HOTO MM apTepHaIbHOro TpoMOo3a (cM. pasaen «Ocobbie
yKa3aHus»).

e MurpeHb C O4YaroBbIMM HEBPOJIOTMYECKMMH CHMIITOMaMH B HACTOSIIEe BpeMs WIH B
aHaMHe3e.

e  Caxapublii tuabder ¢ TuabeTHUECKO aHTUOTIaTHEH.

e [lankpeaTur ¢ BBIpaKEHHOM THIEPTPUINIMLICPUIEMHUEH B HACTOALIEE BpeMs WIH B
aHaMHe3e.

e [leueHoyHass HENOCTAaTOYHOCTh W TSDKEJbIE 3a00JI€BaHUS TEUEHH (0 HOPMAIMU3ALUU
MEYCHOYHBIX MPO0).

e CoBMecTHOE MpPHUMEHEHHE C TPOTUBOBUPYCHBIMH IIperapataMd MpsIMOTO JCHUCTBUS
(TIIIIO), comepxamumu OMOMTAcBUp, MapUTANpEeBUp, AacadyBUp HIM KOMOMHAIMIO 3THUX
BeliecTB (cM. pasznen «B3aumoseiicTBre ¢ IpyruMHU JIEKapCTBEHHBIMU CPEICTBAMU U MHBIC BHUJIBI
B3aUMOJICHCTBUS ).

e  Onyxonu nedeHu (JOOpOKauYECTBEHHbIE WM 3JI0KAYECTBEHHBIC) B HACTOSIIEE BpeMs WM B
aHaMHe3e.

L4 Tsoxenas unn oCTpas nMo4YCHYHad HEAOCTATOYHOCTD.



e  BruiBieHHBIE TOPMOHO3aBUCUMBIE 3JI0KAUECTBEHHBIE 3a00JIeBaHUs (B TOM YHCIE TMOJOBBIX
OpraHOB WJIM MOJIOYHBIX XKeJe3) UJIH MMOI03PEHUE Ha HUX.

e KpoBoTeueHue u3 Noja0BbIX MIyTEH HEACHOMN 3THOJIOTHH.

e bepeMeHHOCTB, B TOM YHCIIE Mpenoaaracmas.

e [lepuon rpyHOrO BCKapMIIMBAHUSI.

e TloBbIlNIEHHAs YYBCTBUTENLHOCTH K JIDOOMY M3 KOMIIOHEHTOB Tpernapara Bugopa®.

e HenepeHOCUMOCTh JAaKTO3bI, AS(PUIUT JTaKTa3bl, INIIOKO30-TAIAKTO3HAsT ManbadcopOrus (B

COCTaB Hpfcrapara BXOAUT JIAKTO3bI MOHOFI/I[[paT).

C 0CTOPOKHOCTHIO

Crenyer TIIATENbHO B3BEUIMBATH NMOTCHLUAIBHBI PUCK U OXKHUIAEMYIO IMOJb3y NPUMEHEHHUS
KOK B kax/10M MHIMBHIyaJbHOM CIIy4ae MPU HATMYUH CIEAYIOMHUX 3a00JIeBaHUI/COCTOSHUMN U
(akTOpOB pHCKa:

e @akTOpbl pHUCKAa pa3BUTUS TpoMOO3a U TPOMOOSIMOONMH: KypeHHE; OKHUPEHUE;
TUCITUIIONPOTEUHEMHSI, KOHTPOJIUpyeMasl apTepHabHas THUIIEPTCH3Hs; MUTPEHb 0€3 04aroBoif
HEBPOJIOTUYECKOH  CUMIOTOMATMKHM;,  THOPOKM  KJIAallaHOB  CEp/lla;  HacleJCTBEHHAs
IPEIpPacHoIOKEHHOCTh K TpoMOo3y (TpoM0O3bl, HH(APKT MHOKapJa WIA HapylleHHe
MO3TOBOI'O KpoBoOOpamieHusi B Bo3pacte MeHee 50 jer y koro-nubo u3 Ommkaimmx
POJICTBEHHUKOB);

e Jlpyrue 3a0oieBaHus, MPU KOTOPHIX MOTYT OTMEUYaThCsl HapylIeHHs Nepupepudeckoro
KPOBOOOpAIIIEHHUsI: CaXapHbIil 1uadeT; cucTeMHast KpacHasi BOJYaHKA; TEMOJIUTHKO-YPEMHUYECKHUHA
cuHapoM; Oone3Hb KpoHa M S3BEHHBIM KOJWT; CEpHOBHUIHO-KJIETOYHAs aHeMus; (¢uedur
MOBEPXHOCTHBIX BEH;

e HacnencTBeHHBIM aHTHOHEBPOTUYECKUH OTEK;

e [ unepTpUrIMIepUaCMuUs;

e 3a0osneBaHMs TEYCHM JIETKOW M CPEAHEH CTENEeHM THKECTH B aHAMHE3€ IMPU HOPMAJIbHBIX
nokasaressix (yHKIIMOHAJIBHBIX MPO0 MeYeHH;

e 3a0osneBaHus, BIIEPBbIC BOSHUKIIUE MU YCyryOMBIIMECS BO BpeMsi OEpEMEHHOCTH WIIM Ha
¢oHe TpeABIAYIIEr0 TpUeMa IOJIOBBIX TOPMOHOB (HampuMmep, JKeITyXa W/Wid 3ya,
CBSI3aHHBIE C XOJECTa30M, XOJIEJIMTHA3, OTOCKIEPO3 C YXYALICHHEM cliyxa, nophupus,
reprec Bo BpeMsi OepeMeHHOCTH, Xopes CueHrama);

e IlocieponoBblii nEpUOL;

e  Dnwuiercus;

e Jlempeccus.



IIpumeneHnne npu 0epeMEHHOCTH M B IIEPHOJI TPYAHOT0 BCKAPMJUINBAHHUSA

[penapar Bumopa® mNpoTHBONOKA3aH BO BpeMs OEPEMEHHOCTH W B IEPUOA TPYIHOTO
BCKapMJIMBaHUS.

Ecnu GepeMEHHOCTh BBISABJISETCS BO BpeMs Ipuema mnpenapata Bumopa®, mpuem mpenapara
JOJDKEH OBITh HeMEUIEHHO mpekparieH. OOIUpHbIe 3MUASMUOIOTHYECKUE UCCIEAOBAaHMUS He
BBISIBIJIM TIOBBIIIEHHOTO pHCKa Je(EKTOB Ppa3BUTUS y JIETeH, POXKACHHBIX >KEHIIMHAMH,
MOJTyYaBIIMMH TIOJIOBbIE TOPMOHBI 10 O€PEMEHHOCTH MM TepaTOr€HHOTO JIEHCTBHS B CIydyasx
IpreMa MOJOBBIX TOPMOHOB IO HEOCTOPOKHOCTH B PaHHUE CPOKU OepeMeHHOCTH. B TO xe
BpEMs, MMEIONIMECS JaHHblE O MPUMEHEHMH mpenapata Bumopa® Bo Bpems OepeMEHHOCTH
OrpaHUYEHBI, YTO HE TIO3BOJIAET CJAeJaTh Kakue-TMOO BBIBOJBI O HETaTUBHOM BIHMSHHUU
npernapara Ha OEpeMEHHOCTb, 3/I0pOBbE IJIOJa M HOBOPOXKIEHHOro pebeHka. B Hacrosmiee
BpeMs Kakue-1m00 3HAUUMBbIE SMUAEMHUOJIOTMUECKHE JaHHbIE OTCYTCTBYIOT.
IIpuem npemapata MOKET YMEHBIIATh KOJIMYECTBO I'PYIHOTO MOJIOKA M U3MEHATH €r0 COCTaB,
[I03TOMY [PUMEHEHHE Ipernapara MPOTHBOIOKA3aHO 1O  MpPEKpallleHus TIPygHOrO
BCKapmiuBaHus. HeOomnpInoe KOIMYECTBO IMOJIOBBIX TOPMOHOB H/MIIM UX METa0OTUTOB MOXKET

MPOHUKATL B I'PYJAHOC MOJIOKO U OKAa3bIBATh BIIMSAHUC HA 3I0POBLC pe6eHKa.

Cnoco6 npuMeHeHns U 103bl

Tabnerku crieayeT NPUHUMATh BHYTPH, LIETHUKOM, HE Pa3KeBbIBasi, C HEOOJIBIIUM KOJIUUYECTBOM
BOJbI, 0 1 TabneTrke B NEHb, MO MOPAIKY, YKa3aHHOMY Ha OJIUCTepe, HauMHAs C aKTHBHBIX
TabseTok (21 TabneTka KeNToro BeTa) U 3aKaH4YuBas TabaeTkamu 1uiane6o (7 TabneTok 6emoro
[[BE€Ta) MPUMEPHO B OJHO M TO € BpPEeMs CYTOK, 3alMBas HEOOJBIIMM KOJIMYECTBOM BOJBI,
HEMpephIBHO B TeueHue 28 nHeil. Bo Bpems mpuéma tadiieTok ruianebo (TabieTku Oeoro 1BeTa)
OOBIYHO Pa3BUBACTCS MEHCTPYAIbHONOA00HOE KPOBOTEUEHHE (KPOBOTEUEHHE «OTMEHBI»). Kak
NPaBUJIO, OHO HAYMHAETCs Ha 2-3 JeHb MOoclie MpreMa MociIeHENH aKTUBHOW TaOlIeTKU U MOXKET
HE 3aKOHYUTHCA IO Havaja rnpreMa TabjaeTok U3 HoBOH ynakoBku. [Ipuem mpenapara U3 Kaxaoi
nocjenymoomeil ynakoBKM HayMHaeTcss Oe3 mepephlBa Ha CIEAYIOIIMN JIeHb, KakK TOJBKO
3aKaHYMBAIOTCA TAaOJIETKU B PEAbLAYIIEH YIIaKOBKE.

Ilpu omcymcmeuu npuema Kakux-i1ubo 2OPMOHANbHLIX KOHMPAYENMUBHBIX NpPenapamos 6
npedvldywem Mmecsye TpuéM mpenapara Bumopa® ciemayer HayMHaTh B IEPBBIA  JICHD
MEHCTPYaJIbHOTO LIUKJIA (B NEPBBIN J€Hb MEHCTPYAJILHOTO KPOBOTEUEHHUS). JloIycKaeTcs: Hadaso
npuéma Ha 2-5 1eHb MEHCTPYaJIbHOIO LIMKJIA, HO B 3TOM CIIy4yae PEKOMEHYETCs JOIOIHUTEIbHO
MCTOJIb30BaTh OAPHEPHBIA METO KOHTPALEIIMY B TEUEHHUE MEPBBIX 7 AHEH npuéma TableToK U3

[IEPBOM YIIAKOBKH.



Ilepexoo c Opyeo2o KOMOUHUPOBAHHO20 20pMoHanbHo20 konmpayenmusa (KOK, eacunanvnozo
KONbYA UMY MPAHCOEPMATLHO20 NAACMBIPSL).

[IpeanouruTenbHO HaAYMHATE MPUEM IIpenapara Ha CICAYIOLIUN IeHb II0CIe IIpUEéMa MOCIIEeIHEN
aKTUBHOM TaOJIeTKW/Apaxke, HO HE MO3JHEE CIEIYIOIEro IHS IOciie OOBIYHOTO 7-THEBHOTO
nepepbiBa B mpuéme (A1 mpemnaparoB, conxepkamux 21 tabneTky/npaxe) Wid mocie npruema
nocJeHe HeaKTUBHOM TabJIeTKu/Apaxke (U MpenaparoB, coaepxammx 28 TabIeTok/apaxe B
YIIaKOBKE).

[Ipuem Ttabnerox mpemnapara Bumopa® ciieqyeT HayMHaTh B J€Hb YyIaJ€HUsS BarHHAILHOIO
KOJIbLIA WJIM TUIACTBIPS, HO HE TMO3JHEE JHSA, KOTJa JOJDKHO OBITh BBEIEHO HOBOE KOJIBIO HIIH
HAKJIECH HOBBIH MJIaCTBIPb.

Ilepexo0 ¢ 2OpMOHANBHBIX KOHMPAYENMUBOE, COOEPHCAUYUX MOTLKO 2eCMALeHbl («MUHU-NUTUY,
UHBEKYUOHHBIX — (hOpM,  NOOKOJICHBIX ~ UMNWIAHMAMOS U  BHYMPUMAMOYHbIX — CUCHIEM  C
KOHMPOAUPYEMBIM BbICE000ICOEHUEM 2eCMALEHA,).

[Ipu mepexone ¢ «MHHU-TIMJIN» MOXHO HAa4YMHATH NpPUEM IMpernapara B Jro0oil neHp (6e3
nepeppiBa), ¢ UMILUIAHTATOB WJIM BHYTPUMATOYHOM CHUCTEMBI C T€CTareHOM — B JIEHb YyJaJICHUs
MMIUIAaHTATa WIK BHYTPUMATOYHOM CHCTEMBI, C MHBEKIIMOHHOM (POPMBI — CO JTHS, KOTAa TOJIKHA
Obuta OBITH CHENaHa cleaylolas WHBEeKIHs. Bo Bcex ciydasx HEOOXOIUMO OMOIHUTEIHHO
UCTOJIb30BaTh OaphepHBI METOJl KOHTpALCNIIUU B TEUCHUE MEPBHIX 7 AHEW NpHeMa TabIeTOK
npenapara Bugopa®.

Ilocne abopma 6 I mpumecmpe 6epemennocmu.

MoXHO HauuMHATH TpUEM TIpemnapaTa HememiaeHHo. [Ipu coOmioneHHH STOrO YCJIOBUS HET
HEOO0XOIMMOCTH B JIOTIOJIHUTENILHONW KOHTPALICTITUBHOM 3aIlUTe.

Iocne pooos unu abopma 6o Il mpumecmpe 6epemennocmu.

Pexomenayercs HaumHaTh npueM mnpenapara Ha 21-28 neHp mocie poaoB, NMPU OTCYTCTBUU
IpyJHOTO BCKapMIIMBaHUs uiu abopra. Ecnu mpueM HavaT nosjaHee, HEOOXOAUMO HCIIONB30BaTh
OapbepHBIi METOJ KOHTpAlCNIMH B TEUYEHHE MEPBBIX /7 JHEH mpueMa TalleTOK Ipernapara
Bunopa®. B ciydyae Haiuuus MOJIOBOrO KOHTAKTA JI0 Hayaja MpHEMa Npenapara JOJKHA ObITh

UCKITIOYeHa OEPEeMEHHOCTh MM HEOOXOAMMO J0XKAAThCS IEPBOM MEHCTPYaITHH.

Ilpuem nponyuwiennvix madaemox naayeoo

Ecnmu mponymien mpuem TabneTok Turanebo (TabneTkw Oenoro IBera M3 MOCIEAHEro psiia
ONMUCTEpHON YMaKOBKM), HHKAaKUX Mep NpuHUMaTh He TpeOyercs. Hempunsreie Talnerku
HE00X0IUMO BBIOPOCHTB, 9TOObI n30eXaTh HENpeIHaMEPEHHOT O YBEIMYEHUS

MIPOIOIDKUTEIBLHOCTH NIEpHOo/ia MpueMa TabiaeTok 1ianedo (TabiaeTku 6enoro 1nBeTa).

Ilpuem nponywiennvix akmugHbvIX madnemox

Ecnu mpormyieH npreM akTUBHBIX TaOJIETOK (Ta0JIETKH KEJNTOTO IIBETA) U OMO3JaHUE B PUEME
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OYepeHO TabJIETKU COCTaBMJIO MeHee 12 4acoB, KOHTpAICTITUBHAS 3alllMTa HE CHIDKACTCS.
[Tponymiennyio TabJeTKy cienyeT NPUHATh Kak MOXHO ckopee. Jlaimee TalmeTku criemyer
IPUHUMATH B OOBIYHOM pEXHUME.

Ecnu ono3nanme B mpueme odepenHoi TabieTku cocTaBwiio 0oJiee 12 yacoB (MHTEpBal C
MOMEHTa MpHeMa IMOCleaHel Ta0neTku Ooinbiie 36 4acoB), KOHTpPALCNITUBHAS 3al[UTa MOXET
ObITh CHIKeHa. YeM OoJble TabJIeTOK MPOMYLICHO MOAPSAI, M 4eM OJIMXKe 3TOT MPOIYCK K
7 NHEBHOMY IEPEpHIBY B NMpPUEME aKTHBHBIX TaOJETOK (TaOJETKM JKENTOro I[BeTa) Mperapara,
TEM BBIIIE BEPOSTHOCTh HACTYIUICHUSI O€PEMEHHOCTH, MTOCKOJIBKY 7 THEH HEMpPEephIBHOTO IpuemMa
npemnapara TpeOyroTcsi Ui JOCTHKEHHS aleKBaTHOTO MOAABICHHS THUIIOTATaMO-THIIO(PU3aPHO-

SIMYHUKOBOM CHCTEMBI. I[J'DI TaKuX CI/ITyaHI/Iﬁ MOTYT OBITh JAaHbI CJICAYIOIUC PCKOMCHIAIUN

o Ha I neoene npuema npenapama

[IpomymieHHy0 aKTHBHYIO TaOJeTKy (TableTKa >KeNITOro IBEeTa) CIEAYyeT MPUHSATh KaK MOXHO
cKkopee (Kak TOJNBKO KCHINMHA BCIIOMHHUT), AaK€ €CIM 3TO O3HAYaeT NpPUEM JBYX TaOJIETOK
OHOBpeMeHHO. Jlanmee TaOJNeTKH ClelyeT MPUHUMATh B OOBIYHOM pexume. JlOMOIHUTEIHHO
JOJKEH OBITh MCIIONIB30BaH OaphepHBIN METO KOHTPAIEIINH B TEUSHUE TTOCTEAYIOMUX 7 JHEH.
Ecau nonoBoi KOHTaKT UMeENT MECTO B TEUCHHE HEJENH Mepe MPOIyCKOM B MPUEME OuepeaHOM

TabJIETKH, HEOOXOAUMO YUUTHIBATh BEPOATHOCTh HACTYIIJICHUS OEPEMEHHOCTH.

o Ha 2 nedene npuema npenapama

[IpomymieHHy0 aKTHBHYIO TaONeTKy (TableTKa >KeNITOro IBETa) CIEAyeT MPUHSATh KaK MOXHO
cKkopee (Kak TOJNBKO KCHIIMHA BCIIOMHHUT), AaK€ €CIM 3TO O3HAYaeT MpPUEM JBYX TaOJIETOK
OTHOBpeMeHHO. Jlanee TabnmeTKu cieayeT MpPUHUMATh B OOBIYHOM pexkume. Eciu B TedeHue
7 nHEHW, MpeAIIecTBYIOMIMX MEPBOMY IPOMYCKYy B IMpHEME, BCE TaOJIETKH NPUHUMAINCH
MPAaBWIIbHO, HET HEOOXOJUMOCTH HCIIOJIB30BATh JOMOJHUTENIBHBIE METOJbI KOHTpareniuu. B
MPOTUBHOM Clly4ae, a TakKe B Clydyae NpOImycka AByX M Ooiee TaOleToK, HEO0OXOIUMO
UCIIOJIb30BaTh JOTOJTHUTEIBHBIA OapbepHBbI METOJ KOHTPAICNIIMA B TEUEHHUE MOCIEAYIONINX

7 THEH.

o Ha 3 nedene npuema npenapama

B cinyuae mpomycka Ha 3 Hexmerne mpuema mpernapara, HEOOXOAWMO HPUHATH IMOCIEIHION0
NPOMYIICHHYIO TaOJNETKy KaK MOXKHO CKopee (Hake eClM 3TO O3HayaeT MpueM 2 TabIeToK
OJIHOBPEMEHHO).

B cnyuae mpomycka TabneTok He cienyeT NpPUHMMATh Oojee JBYX AaKTUBHBIX TaOJETOK
(TabNeTKH >KeNTOro I[BETA) B OJAWH JCHb.

Jlanee TaONETKH clenyeT MPUHUMATh B OOBIYHOM pEKUME, MOKa HE 3aKOHYATCsl aKTHBHBIC

TabysieTkn B ymakoBke. TaOnerku mianebo (TalneTku Oenoro IBera) CiaeayeT BBIOPOCUTH H
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HE3aMeUINTEIbHO HAvaTh MPHEM TaOJIeTOK W3 CIEAYIONmEeH YIaKoBKH, T.e. 0€3 mepephiBa.
JIOTIOJTHUTENBHO JOJDKEH OBITh HCIIONB30BaH OapbepHBIA METOJ| KOHTpAICNIMH B TEYCHUE
CHEAYIOIIUX 7 THEM.

BeposiTHee Bcero, KpoOBOTEUEHHUSI «OTMEHBI» He OyJeT M0 KOHIIa BTOPOH YMaKOBKH, HO MOTYT
HAOIIIOIATHCS «MAXKYIIHE» KPOBSHUCTHIC BBIICICHUS WM MATOYHOE KPOBOTCUCHHE «OTMEHBI» B
THYU TIpUeMa Tpernapara U3 BTOPOH ymakoBkH. Eciii jKeHIIWHA MpomycKajia MpUeM aKTUBHBIX
Ta0JICTOK, U BO BpeMsl MpUeMa TaOJIETOK IUIanedo0 KPOBOTCUEHHUS «OTMEHBD» HE HACTYIHIIO,

HE00XO0IUMO UCKITIOUUTH OEPEMEHHOCTb.

Pexomenoayusn npu Hcey0ouHO-KUUEUHbIX PACCMPOTCHEAX

[Ipu TsOKENBIX >KETYJOYHO-KHIIEYHBIX PACCTPOIMCTBAX BCACHIBAHHE MOXKET OBITH HEIOJHBIM,
MOATOMY CJI€AYET IPUHATH AOTOTHUTEIbHbIE MEPhl KOHTPALICTILIMH.

Ecmu B Teduenuwe 4 yacoB Mmocie MpHeMa aKTUBHOW TaONETKU (TaOJIETKH JKENTOTO IIBETA)
MPOU30IIIa pBOTA WM ObUTa AHMapes, CIeIyeT OPUEHTHPOBATHCS HA PEKOMEHAAIMU TIpU
npomycke TabiaeTok. Eciu jKeHInHA He XOYeT MEHATHh OOBIYHYIO CXeMY MpHeMa U MEePEHOCUTH
HAYaJl0 MEHCTPYaJIbHOMOMIOOHOTO KPOBOTEUEHHUs Ha JPYrod NeHb HENEeIH, JOMOJHUTEIHHYIO

aKTHUBHYIO TaOJETKY CIEAyeT MPUHATh U3 IPYroil yIaKOBKH.

H3menenue OHsA MEHCMPYAIbHONOO00OHO20 KPOGOMEUEeHUA

YroObl OTCPOUUTH HACTYIJICHHME MEHCTPYaJbHOMOJOOHOTO KPOBOTEUEHUS, JKEHIIWHE CIIEAYEeT
NPOJIOJKUTL TIPUEM TaOJIETOK M3 CIEAYIONIEH ymakoBKu mpenapara Bumopa®, mporycTus
TabneTkn 1wianedo (tabieTku Oenoro mBeTa) M3 TEKyIeH yMakoBKU. TakuMm o0Opa3oM, UK
npuemMa mpenapaTa MOXKET OBITh MPOJUIEH, 10 JKEJIaHUI0, Ha JII0OOH CPOK, MOKa HE 3aKOHYATCS
aKTHBHBIE TAOJIETKU M3 BTOPOil ynmakoBku. Ha ¢oHe mpuema mpenapaTa u3 BTOpOW yNaKOBKU Y
KEHILMHBI MOTYT OTMEYaTbCA «MaXyLIUe» BBIJACIECHUS WM «IIPOPBIBHBIE» MaTOYHbIE
KpOBOTEUEHUs. PerysspHbiii npuem mpenapara Bumopa® Bo300OHOBISETCS TOCIE OKOHYAHHUS
npuema TabJIeToK raneoo.

YroObl MepeHecTH Hayalo MEHCTPYaJbHOMOJO0OHOTO KPOBOTEUEHHS Ha JPYroil NeHb HEIelNu,
KCHIIMHE CIIEAYeT COKPAaTUTh [UIMTEIBHOCTh TIpueMa TabJeTok Iulanebo Ha jKelaeMoe
KOJINYEeCTBO JHEH. YeM Kopoue HHTEpBaj, TE€M BBIIIE PHCK, YTO Yy KCHIIMHBI HE OyIer
KPOBOTEUEHHSI «OTMEHbI», U, B JaJlbHEHIIEM OyIyT «MakKyIlHe» BBIICICHUS U «IIPOPHIBHBIC)

KPOBOTEUEHHSI BO BpeMsi prueMa TabJIeTOK U3 BTOPOH YIaKOBKH.

Jononnumensnaa ungpopmayus o npumeHeHuU 6 0COOBIX KIUHUYECKUX ZPYRNax
IIpumenenue y 0e6ouex-noopocmKo8

[Ipenapar Bumopa® mokasaH TOJNBKO MOCIE HACTYIUIEHHS MeHapxe. MMeromuecs JaHHbIE HE
MIPEANOJIAraloT KOPPEKLIUHU J03bl Y JAHHOW IPYIIIBI NAUEHTOK.

IIpumenenue 6 noscuiom eospacme

11



I[Ipenapar Bumopa® He mokasaH 1mocje HaCTYIIEHUsS MEHOAY3bI.

IIpumenenue npu napyuienuu GyHKyuu nevenu

[Ipenapar Bumopa® mpoTHBOINOKa3aH >KEHIIMHAM C TSDKEJIBIMU 3a00JI€BAHUSAMY MIEYEHU 10 TEX
1op, MoKa MoKa3aTesnu QyHKIMOHAIBHBIX P00 MeUYeHH HEe TPUAYT B HOPMY.

IIpumenenue npu napyuienuu GyHKyuy nouex

ITpenapar Bumopa® npoTHBOIOKa3aH KEHIIMHAM C TSOKEJION MOYEYHON HEAOCTATOYHOCTBIO.

ITo0o4Hoe nelicTBHE

HexenarenbHble peakiii, BO3MOXKHBIC TpPU MPUMCHCHHMH KOMOWHAIIMM JIPOCIHMPCHOHA W
ATHHUJIICTPAMOIA, PACTIPEACICHBI 0 CHCTEMHO-OPTaHHBIM KJIACCaM C YKa3aHHMEM YacTOThI UX
BO3HHUKHOBEHUs coriiacHo pekoMeHmanusiM BO3: gacto (> 1/100 u <1/10); newacro (> 1/1000 u
<1/100); peaxo (= 1/10000 u <1/1000). Cepbe3nbie HexenaTenpHble siBaeHus npu npueme KOK
OIMCaHbI TaKkKe B pazzeiie «OcoOble yKa3aHusm».

[Tpu npueme npenapara Bugopa® oTMeuanuch onMcaHHble HIKE MTOOOUHBIE PEAKIIUH.

CucTeMHO-OpraHHbIe Yacto Heuacto Peaxo
kJjaccol (MedDRA) (or>1/100 no <1/10) | (ot > 1/1000 10 <1/100) (or>1/10000 x0
<1/1000)
Hapymenus co Peaknus
CTOPOHBI ~ MMMYHHOH TUIEPYYBCTBUTEILHOCTU
CHUCTEMBI bponxunanbHas actMa
Hapymenns ncuxuku  |Ilonasiennoe IToBbIIEHNE b1 (070
HacCTpOEHUE CHmxenue muouI0

Hapymenus co I'onoBHas 6o1b
CTOPOHBI HEpPBHOU
CHUCTEMBI
Hapywmenus co I'mnoaxy3us
CTOPOHBI
oprasa ciyxa u
naOupUHTHBIE
HapyLICHUS
Hapymenns co|Murpens IToBbiIEHNE Benosnas
CTOPOHBI COCY/I0B apTepUAIILHOTO TPOMO03MOOTHS

nasienus (Al) AptepuanbHas

CHuxenune AJ] TPOMO03MOOTHS
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Hapymenus co TomHoTa PBota
CTOPOHBI  KEIIyI0YHO- Huapes

KHIICYHOI'O TPAKTa

Hapymenus co AkHe V3noBaras 3pUTEMa
CTOPOHBI Ok3ema MHoropopmHas
KOXU U IOJKOXHBIX 3yn spUTeEMa
TKaHel Anonenus
Hapymenus co Hapymenus YBennueHue Beinenenus u3
CTOPOHBI MEHCTPYaJIbHOTO MOJIOYHBIX XKeEJe3 MOJIOYHBIX Kenes
IIOJIOBBIX OPraHOB U |IUKJIA BarunansHas
MOJIOYHOM JKeJIe3bl MexxMeHCTpyainbHble | MHPEKIUSI

KpOBOTEYECHUS

boir B MOJOYHBIX

JKele3ax

Harpy6anue

MOJIOYHBIX JKenes

Brigenenns u3

BJIarajimiia

Kannnno3ueri

BYJIbBOBAaruHUT

Oo6mue paccTpoiicTBa 3agepxkka JKUJIKOCTH

VBenuueHue MAacCCHhI
TEIa
CHMKeHHUE MAaccChl
TEIa

Onucanue omoensHbIX NOOOUHBIX peakyuil

VY manuenrtok, npunumaromux KOK, nMeeTcst MOBBIIEHHBI PUCK Pa3BUTHs apTEPUATIbHBIX H
BEHO3HBIX TPOMOOTHYECKHX U TPOMOOIMOOINYECKUX HAPYIICHUH, BKJItoYasi MHQapKT MUOKap/a,
MHCYJIBT, TPAH3UTOPHBIE MIIEMHYECKHE aTaKh, TPOMOO3 TIyOOKMX BEH M TPOMOOIMOOIHIO
n€royHoi aprepuu, Oonee MOAPOOHO omucaHHble B pazgene «OcoOble  yKazaHU».
Coo0manocs 0 CIeayIOIMX Cephe3HbIX MOOOYHBIX PEAKIUAX Y KeHIIUH, npuMenstomux KOK.
JlaHHbIe TOOOYHBIE pEaKIMK OMUCaHBI B pazaee «Ocolble yKa3aHUus»:

e Benosnsle TpoMO0IMOOINUECKHE HAPYLIICHHUS;

e  AprepuanbHble TPOMOOIMOOTUYECKHE HAPYLICHHUS;
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e [loBwimenue AJl;

e  Onyxonu neyeHu;

e PasBuTue WM yXyAlIEHUWE COCTOSHMM, IS KOTOPbIX CBA3b ¢ npuMeHeHneM KOK He
ABNISICTCS HeocmopuMoil: 0Oone3Hb KpoHa, $3BEHHBIA KOJHUT, SIWICIICHS, MHOMa MAaTKH,
noppupus, CHUCTEMHas KpacHas BOJYaHKa, Teprec BO BpeMs OEpPeMEHHOCTH, Xopes
CuaeHrama, reMOJIMTHKO-YPEMUYECKUI CUHIPOM, X0JIECTaTHUECKAsI KENTYXa;

e Xioa3zMma;

e OcTpple WIM XpOHMYECKHE HapyUIeHUs (QYHKIUM T€YEHH, NPU KOTOPBIX MOXKET
notpedoBarbest otMmeHa KOK no Hopmanu3zanuu GyHKIIMOHAIBHBIX P00 MEYEeHH;

e V KEHIIMH C HaCJIEJCTBEHHbIM AaHIMOHEBPOTHUYECKUM OTEKOM SK30T€HHBIE 3CTPOIEHBI
MOTYT BbI3BaTh WM YCUJIUTh CUMIITOMBI aHTHOHEBPOTHYECKOIO OTEKA;

YacroTa [UarHOCTUPOBAHUS paKka MOJIOYHOM KeJe3bl y KEHIINH, IPUMEHSIOUX IEPOPATIbHBIE
KOHTpALIENITUBHBIE IIpeNapaTsl, MOBBIIIEHA BECbMa HE3HAYUTENIbHO. Pak MOJIOUHOHN kene3bl
penko HaOmromaercst y KeHUMH 10 40 Jer, MpeBbIIEHHEe YacTOThl HE3HAYUTENBHO 10
OTHOIICHHUIO K OOIIeMy pPUCKY BO3HHMKHOBEHMS paka MOJIOUHOW xene3bl. IlpudnHHas cBs3b
BO3HMKHOBEHHUs paka MoJIOYHON kene3pl c¢ npumeHenuemM KOK He ycraHoBieHa.
JlononuutenbHylo HH(popMaiuio cMmoTpute B pazaene «lIporuBonokazanus» u «OcoOble
yKa3aHHUsD».

Bzaumooeiicmsue

B3aumopeiicTBust  Apyrux —mpemnaparoB  (MHAYKTOPOB  ()EPMEHTOB) C  IEpOpaIbHBIMH
KOHTpAIIEITUBAMH MOTYT TPHBOJUTH K «IPOPBIBHBIM» KPOBOTEUECHUSM W/WIM CHUKECHHUIO
KOHTparentuBHoro s¢¢ekra (cMm. pasgen «B3aummopelcTBHEe C IPYrMMHU JIeKapCTBECHHBIMH

CpeICTBaMU M UHBIE BUIbI B3aUMOJICUCTBUS» ).

Ilepeno3upoBka

O cepbe3HbIX HAPYLICHUAX IMPHU NEepepo3upoBKe He cooduianochk. Ha ocHOBaHWMM cymMMapHOTO
onbiTa npumeHeHuss KOK cuMNTOMBI, KOTOpBIE MOTYT OTMEYaTbCs IIPU IEPEAO3UPOBKE:
TOIIHOTA, PBOTa U KPOBOTEUEHHUE «OTMEHB». [locienHee MOXKET BO3HUKATh y JI€BOYEK, HE
JOCTUTIINX  BO3pacTa  MEHapxe, @pM IpUEME Ipenapara 1O  HEOCTOPOKHOCTH.

CHGLII/I(bI/I‘ICCKOFO AHTHU0TA HET, CJICAYCT ITPOBOAUTL CUMIITOMATUYCCKOC JICUCHUC.

B3anmopeiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CPeICTBaMHU

Brusanue opyzux nexapcmeennvix npenapamoe na npenapam Buoopa®

Bo3MOXHO  B3aMMOJEHCTBHME C  JIEKAPCTBEHHBIMU  IIpenapaTamMM, HHIYLHUPYIOIIHUMU
MHUKpOCOMaJIbHbIE (DEPMEHTHI TEUEHH, B PE3yJlbTaTe YEero MOKET YBEJIUYHBATHCS KIMPEHC
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MIOJIOBBIX TOPMOHOB, YTO, B CBOIO OYepeib, MOXKET NMPUBOIUTH K «IIPOPHIBHBIMY» MaTOYHBIM
KPOBOTECUCHHSIM W/WJIN CHIDKEHHIO KOHTPAENTUBHOTO 3¢ (deKTa.

WHayKus: MUKPOCOMAJIbHBIX (DEPMEHTOB IEYCHH MOXET HaOII0aThCs YK€ uepe3 HECKOJIBKO
aHeW nedeHus. MakcuManbHas HWHIYKIUS MHKPOCOMAIBHBIX (DEPMEHTOB MEYEeHU OOBIYHO
HaOmromaeTcss B TEUYEHHME HECKOJbKUX Helenb. llocine oOTMeHbl mpenapata HHIYKIHS
MHUKPOCOMAJIbHBIX ()EPMEHTOB NIEUCHH MOKET COXPAHATHCS B T€UCHUE 4 HEJlelb.
Kpamxocpounas mepanus

JKenmuHaMm, KOTOpBIE MOJIYYaAIOT JICYCHWE TAKHMMM IperaparaMu B JOMOJIHEHHE K Ipernapary
Bunopa®, pekoMeHIyeTcst UCIob30BaTh OApPhEPHBI METO KOHTPALEIIIUK MM BHIOPATh UHOM
HETOPMOHAJIBHBIM  METOJ  KOHTpaulenuuu. bapbepHbII MeTOJ KOHTpaUENLUU CIELYeT
UCTOJIb30BaTh B TEUCHHE BCEro IepHoJa MpHEeMa COIMYTCTBYIOIIMX IPENapaTtoB, a TaKXkKe B
TeyeHue 28 aHEH Tocie HUX OTMEHbl. B cilydae HEOOXOIMMOCTH NPOJOIKEHUS Tepanuu
IpernapaToM-uHIAYKTOPOM IOCJIE TOTO Kak 3aKOHYEH NpUeM TalJeTOK M3 TEeKYILIeH yMaKOBKH
npenapara Bumopa®, ciegyer HayMHATh NpHEM TaOJETOK M3 HOBOM YIAKOBKM IIperapara
Bugopa® 6e3 00bIMHOIO MepEphIBa B IIPHUEME.

Honeocpounas mepanus

KenmunaMm, JAIUTEIBHO MNPUHUMAIOIMIMM MpemapaTrbl - WHAYKTOPBl MHKPOCOMAbHBIX
(epMEeHTOB MEeYEeHU, PEKOMEH/IYeTCsl UCIIOIB30BaTh IPYroil Ha/IeXKHbII HETOPMOHAIBHBIH METO.
KOHTpAIICTIUH.

e BemecrBa, yBelIMYMBAOIIME  KIUPEHC  mpemapara  Bugopa®  (ocmabmistromue
3¢ HEKTUBHOCTH IMyTEM UHIYKIHH (DEPMEHTOB):

¢denuronH, OapOUTypaTbl, NPUMUAOH, KapOaMaszenuH, pU(aMIUIMH U, BO3MOXKHO, TaKXe
OKckap0aszenuH, Tonupamar, ¢enbdamar, rpu3eoynbBUH, a TaKKe MpenapaTsl, COAEpKallue
3Bep00OO0¥ MPOABIPSBICHHBIMH.

e BelecTsa ¢ pa3IMYHBIM BIMSHUEM Ha KIMPEHC npenapara Bugopa®

[Ipu COBMECTHOM TIPUMEHEHUH C npenapaToM Bumopa® Muorue uaruGuropsl nporeas BUY uiu
Bupyca renaruta C W HEHYKIMO3UJHbIE MHTUOMTOpPHI OOpAaTHOM TPaHCKPUIITa3bl MOTYT Kak
yBEIUYMBATh, TAK U YMEHBINIATh KOHIICHTPALIMIO CTPOr€Ha UJIM MpOrecTareHa B Ijia3Me KpOBH.
B HEKoTOphIX cilydasix Takoe BIMSHUE MOXKET ObITh KIMHHYECKM 3HAUYuMo. B mepuon Tepanuu
TaKUMHU TperapaTtaMH >KeHIIMHA JOJDKHA JOIMOJHUTEIBHO HCIOJIb30BaTh OapbepHBI METOx
KOHTpAIICTILNH;

e Bemectsa, cumxkarone kaupenc KOK (uHru6uTops! pepmMeHToB)

CunbHble u ymepeHnHbsle HruouTopsl CYP3 A4, Takue Kak a301bHbIE aHTUMUKOTHKH (HalpuMep,
UTPAaKOHA30J],  BOPUKOHA30J,  (IIyKOHA30JI),  BEpamaMui,  MakKpoJduabl  (Hampumep,

KJIAQpPUTPOMHLIMH, SPUTPOMHLIMH), IWITHA3eM U TPEeHNPpPYTOBBIA COK MOTYT TOBBIIIATH
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IUIa3MEHHBIE  KOHIIGHTPALMM  JCTPOreHa  WJIM  [porecrareHa, WiIH  HUX  O0OHUX.
Bbu1o nmokazano, 4to 3Topukokcud B 1o3ax 60 u 120 mr/cytku npu coBmectHoM npueme ¢ KOK,
cogepxkamumu 0,035 Mr 3THHWI3CTpaanoOIIa, NOBBIIIAET KOHLEHTPALUIO 3TUHWIACTPAAUOIA B

ma3me kpoBu B 1,4 u 1,6 paza COOTBETCTBEHHO.

Bausnue npenapama Buoopa® na dpyzue nexapcmeentvle npenapanol

KOK ™moryTr BmusTh Ha MeTaboJIM3M JpPYTUX IpPernapaTroB, YTO TMNPHUBOJUT K ITOBBIIICHUIO
(Hanmpumep, LMKIOCHOPUH) WIM CHI)KEHUIO (HampuMep, JIAMOTPUDKMH) MX KOHLIEHTpAalUHU B
IU1a3Me KPOBU M TKAHSX.

In vitro IpocnMpeHOH CrOcOOeH €1ad0 WM yMEPEeHHO MHIHOMpPOBaTh (PEPMEHTHI LUTOXPOMA
P450 CYP1A1, CYP2C9, CYP2C19 u CYP3A4.

Ha ocHOBaHMM WuCCIENOBaHWI B3aWMOJCWUCTBHUSA in  VIVO Yy IKEHIIMH-JOOPOBOJIBIICB,
NPUHUMABIIUX OMENPa30Jl, CAMBACTATHH WM MMJA30JlaM B KaueCTBE MapKEpHBIX CyOCTpaToB,
MO>KHO 3aKJIIOUUTh, YTO KIMHUYECKH 3HAUMMOE BIUSHHE 3 MI JAPOCIHMPEHOHA Ha METa00IM3M
JIEKapCTBEHHBIX MPENapaToB, OMOCPEAOBaHHbIN (pepmenTamu nutoxpoma P450, ManoBeposTHO.
In vitro sTuHMIACTpanuon sBisercst oopatuMbiM uaruoutopom CYP2C19, CYP1A1 u CYP1A2,
a Take HeoOparumbeiM wuHruOutopom CYP3A4/5, CYP2C8 u CYP2J2. B kinuHHYECKUX
UCCIICIOBAaHMSX Ha3HAYCHHE TOPMOHAIBHOTO KOHTPALIENITHBA, COJACPKAIIETO STHHUIICTPATUON,
HE TPUBOJWIO K KAaKOMY-THOO MOBBIIICHUIO WM MPUBOJIWIO JIMIIb K CIa0OMy TMOBBIIICHUIO
koHIeHTpanui cyocrparoB CYP3A4 B mna3Me KpoBu (HampuMmep, MUIa30J1aMa), B TO BpeMsl KakK
IUIa3MeHHble KoHneHTpamuu cyocrpatroB CYPIA2 moryr Bo3pactare cinabo (Hampumep,

Teo(pUIUTMH) WM YMEPEHHO (HanmpuMep, MEJIaTOHUH U TU3aHUIHH).

DapmakoounamuyecKue 3aumMooeiicmeus

bbino mokaszaHo, 4TO COBMECTHOE MPUMEHEHHUE STHHIIACTPAAHOJICOACPKAIINX MPEnapaToB U
MIPOTUBOBUPYCHBIX MPEMapaToB MPSMOTO ACHCTBHS, COACPKAIMUX OMOUTACBUD, MAPUTANIPEBUD,
nacaOyBUp WIM WX KOMOWHAIIMIO, acCOIMUPYETCS C TMOBBbIIIeHHeM KoHueHTpamuu AJIT
(amanmHamuHOTpancdepaspl) Oomee dyeM B 20 pa3 MO CpPaBHEHUIO C BEpXHEH TrpaHUIeH
HOPMBI y 3JIOpPOBBIX WM WHQUIUPOBAHHBIX BHUpycoMm Trematuta C xkeHmuH (cM. Pazgen

«IIpoTUBOIIOKA3aHUAY).

Jlpyeue ¢hopmul e3aumooeiicmeusn

VY DanMeHToK C HOpPMajdbHOM (yHKIMEH IMOYeK COYETaHHOE NPUMEHEHHE IPOCIHUPEHOHA H
MHTUOUTOPOB AQHTMOTEH3UHIIPEBPALIAIOIIETO depmenra WIH HECTEPOUIHBIX
MPOTHBOBOCIIAJHMTENBHBIX MPENAapaToB HE OKA3bIBAaeT 3HAYMMOIO 3(QeKTa Ha KOHIECHTPALUIO

KaJiud B IUIa3MC KPOBH.
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OnHOBpeMEHHOE NMPUMEHEHHE KOMOUWHAIIMH APOCTIUPEHOH+HITHHIIIACTPAINOI C AHTATOHUCTAMU
aJIbJIOCTEPOHA WM KaluicOeperalomyuMu InypeTukaMu He u3ydeHo. [Ipu coBMecTHOM npueme ¢
JAHHBIMHU TIpeTapaTaMy KOHIICHTPALUIO Kallusl B IJI1a3Me KPOBU HEOOXOAUMO KOHTPOJIMPOBATH B

TEYCHHE MEePBOTr0 IHKIIA TpreMa KoHTparenTusa (cM. pasaen «OcoOble yKazaHus ).

Oco0ble ykazaHusi

Ecnu xakue-nmu6o u3 cocTosiHuil, 3a00neBaHmii U (aKTOPOB PHCKA, YKa3aHHBIX HUXKE, UMEIOTCS B
HACTOAIIEE BPEMsI, TO CIAEAYET TIIATEIbHO B3BEIIMBATH MOTEHIMAIBHBIM PUCK U OKUAAEMYIO
N0JIb3y NPUMEHEHHUS npenapaTta Bumopa® B Kak10M WHAWBHIYAIBHOM ClIyyae U 0OCYIUTH €T0 C
KEHIIMHON 10 TOro, KaKk OHa peIINT HAYyMHATh NpUEeM IpenapaTta. B ciydae yTsokeneHus,
YCUJICHHSI WM TIEPBOTO MPOSBICHUS JIIOOOTO U3 3TUX COCTOSIHUM, 3a001eBaHUi WM (aKTOPOB
pHCKa, KEHIIMHA JT0JDKHA TPOKOHCYJIBTHUPOBATHCS CO CBOMM BPauyOM, KOTOPBIA MOXKET MPUHSTDH
pelieHre 0 HeoOX0AUMOCTH OTMEHBHI Ipernapara.

3abonesanus cepoeyrHo-cocyoucmou cucmemol

Pe3ynbTaThl SNHIEMHOIOIMYECKIX UCCIIEJOBAHUH yKa3bIBAIOT HAa HAJMYUE B3aUMOCBSI3H MEXITY
npuMeHerrneM KOK 1 moBbIlIeHHEM 4acTOTHI pa3BUTHSI BEHO3HBIX U apTEPHAIBHBIX TPOMOO30B
U TpoMO03MOOMii (Takux Kak TpomOo03 IiyOOKMX BEH, TPOMOO3MOOJHs JIETOYHOM apTepui,
uHpapKT MHOKapjaa, uepeOpoBackyisipuble HapymeHus)) npu npuéme KOK. lannbie
3a00JIeBaHUsI OTMEUAIOTCS PEIKO.

Puck pasButus BeHO3HOU TpombOosmbommu (BTD) makcumaneH B mepBbiii roa npuema KOK.
[loBpIIIEHHBIH PHUCK MPUCYTCTBYET IMOCiE MepBoHadanbHoro npumeHenuss KOK winm
BO300HOBIICHHUS MPUMEHEHHUsI OAHOTO U Toro xe wiu apyroro KOK (mocie mepepbiBa MexIy
npueMamu mpenapatra B 4 Henenw u Oojee). J[aHHBIE KPYIMHOMACIITAOHOTO MPOCIIEKTUBHOTO
UCCIIEIOBaHMs C y4YacTHUEM 3 TpYII NAlMEHTOK IOKAa3bIBAIOT, YTO ATOT IOBBIIMICHHBIN PHUCK
IIPUCYTCTBYET IPEUMYIIIECTBEHHO B TEUEHUE MEPBHIX 3 MECALIEB.

OOumii puck BTD y keHumH, npuHUMammuX HuskogozupoBanHsle KOK (< 0,05 wmr
STUHWIACTPAZNONA) B JBa-TPU pasza BhINIE, YeM Yy HeOEpeMEHHBIX MAIMEHTOK, KOTOphIE He
npunumaroT KOK, Tem He MeHee, 3TOT pucK ocTaeTcs 0osee HU3KUM 110 CPAaBHEHHIO C PUCKOM
BTD Bo Bpemst 6epeMEHHOCTH U POJIOB.

BTO moxeTr oka3aTbcsl )KM3HEYTpOXKAlOIIEW WM MPUBECTH K JeTalbHOMYy ucxony (B 1-2 %
CIIy4aeB).

BTD, nposiBrsitoniasics B Buzie TpoM003a TIIyOOKHX BEH WM SYMOOJIMH JIETOYHOM apTepHU, MOXKET

NPOU30UTH MpH npuMeHeHnn Jroobx KOK.

17



Kpaitne penxo npu npumeHenun KOK Bo3HHMKaeT TpomOO3 IpyrHX KpPOBEHOCHBIX COCYJIOB,
HarnpuMep, MEeYCHOUHBIX, OpbDKECUHBIX, MOYCYHBIX, MO3TOBBIX BEH M apTEpHil WJIN COCYJOB
CeTYaTKH IJaza.

Cumnromsl TpomOo3a TIIyOOKMX BEH: OJHOCTOPOHHHMM OTE€K HM)KHEH KOHEYHOCTH WIJIM OTEK
BJIOJIb BEHbI HAa HIDKHEH KOHEYHOCTH, OOJIb WM JUCKOM(OPT B HIDKHEH KOHEYHOCTU TOJBKO B
BEPTUKAJIHHOM TOJOXKEHUH WIM TPH XO0JIbOe, JIOKAaJbHOE TMOBBIIIEHHE TEMIEpaTyphl B
MOpaKeHHOW HM)XKHEH KOHEYHOCTH, NMOKPAaCHEHUE WIJIM M3MEHEHHE OKPACKH KOXKHBIX MOKPOBOB
Ha HIDKHEH KOHEYHOCTH.

CumnTomMbsl TpOMOOSMOOJIMM JIETOYHOW apTepuM: 3aTPYAHEHHOE WM YYallleHHOE [bIXaHHE;
BHE3aIHBIN Kallesb, B TOM YHCJIE C KPOBOXAapKaHbEM; OCTpast 00J1b B TPYJHOM KIIETKE, KOTOpas
MOKET YCWJIMBAThCS TMPH TIyOOKOM BJOXE; YYBCTBO TPEBOTH; CHUJIBHOE T'OJIOBOKPYKCHHE;
yyallleHHOE WJIM HeperyysipHoe cepaineOueHne. HekoTopble U3 3TUX CHUMITOMOB (HarpuMmep,
OJIbIIIIKA, Kalllelb) SBISIOTCS HECTCHU(PHUUECKUMH M MOTYT OBITh MCTOJIKOBAaHBI HEBEPHO Kak
NPU3HAKKU JIPYTHX OoJiee YacTO BCTPEUAIOIIMXCS U MEHEe TSDKENBIX COCTOSHHI/3a0051eBaHMiA
(HarmpuMep, UHPEKIMH IbIXaTEIbHBIX ITyTeH).

AptepuanbHas TpoMOOIMOOJIMS MOMKET NPUBECTH K HWHCYJIBTY, OKKIIO3HMHM COCYIOB WM
UHpapKTy MUOKap/a.

CuMNOTOMBI HHCYJIBTA: BHE3AIHAS CIa0OCTh MIIM MOTEPS YyBCTBUTEIBHOCTH JIMLA, KOHEYHOCTEH,
0CcOOEHHO C OJHOI CTOPOHBI TeJa, BHE3alHas CIIyTAHHOCTb CO3HAHUS, NMPOOJIEMBI C PEYbl0 U
NOHMMaHWEM; BHE3aIllHasi OJHO- WJIM JIByXCTOPOHHSS NOTEps 3pEHUs; BHE3aITHOE HapylleHHE
MOXOJKH, TOJIOBOKpPY)KEHHE, IMOTEps PABHOBECHS WM KOOPAWHAIMM JIBUKCHUH; BHE3aIHas,
TsDKeTask WIK TMPOJIOJKUTENIbHAs TOJIOBHAsA 00ib 0€3 BUANMON NPUYHMHBL, TOTEPS COZHAHUS WU
OOMOpOK € MpPHUCTYNOM cyaopor win 0e3 Hero. Jlpyrue mNpHU3HAKH OKKIIO3UM COCYAOB:
BHe3amHast 00Jib, OTEYHOCTh M HE3HAYUTEIbHAS CUHIOUIHOCTh KOHEYHOCTEH, «OCTPBIA» JKHUBOT.
Cumnromsl HH(papKTa MHOKapaa: 60716, TMCKOM(OPT, JaBJIeHUE, TSKECTh, YyBCTBO CHKATHS WU
pacnupaHusi B TPyJId WIM 32 TPYyIMHOU, C MppaJHalueil B CIUHY, YENIOCTh, JEBYIO BEPXHIOIO
KOHEYHOCTh, OOJIACTh AMMIacTPHsl, XOJIOAHBIA IOT, TOIIHOTA, PBOTa WU TOJOBOKpY>KEHHE,
cuibHas cnabocTh, TpeBOra MM OJBIIIKA; YYAllleHHOE WJIM HEperyJsipHOe ceplieOueHue.
AptepuanbHast TpoMOO3MOOJHMST MOXET OKa3aThCs IKU3HEYIPOXKAIOIIEH WM MPHUBECTH K
JIeTaJbHOMY UCXOJY.

VY XKEHIIUH C COYETAHUEM HECKOJIbKUX (PaKTOPOB PUCKA MIIM BHICOKOW BBIPAKEHHOCTHIO OJIHOTO
U3 HUX CJeIyeT paccMaTpuBaTh BO3MOXKHOCTb WX B3aUMOYCHJICHHSA. B mMomoOHBIX ciyyasx
CyMMapHO€ 3HAa4€HHE MMEIOUIMXCS (PAKTOpPOB pHCKa MOBBIIIaeTcs. B 3TOM cimyuyae mpuem

npenapara Bugopa® nporusonokaszan (cM. pasaen «II[poTUBOIOKa3aHUs» ).
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Puck pa3Butuss Tpombo3a (BEHO3HOTO W/WIM apTEepHaATLHOT0) W TPOMOOIMOOIMK WK
1epeOpOBACKYIISIPHBIX HAPYIICHUH TOBBIIACTCS:

— C BO3pacToM;

— y Kypsmux (C YBEIMYEHMEM KOJMYECTBA BBIKYPUBAEMBIX CHUrapeT WM IOBBILIEHHEM

BO3pacTa pUCK HapacTaeT, 0COOCHHO y KEHIIUH cTapiie 35 yer);

— IIpYU HAJTUYUHU:

- okupenus (MHIEKC Macchl Tena Gosee yem 30 kr/m?);

- ceMeHHOro aHaMHe3a (HampuMep, BEHO3HOW WM apTepHalibHONW TPOMOOIMOOJIMU KoT1a-
m100 y ONM3KMX POJCTBEHHUKOB WIIM poauTenel B Bo3pacte meHee 50 yer). B ciyuae
HACJICICTBEHHON WM MPUOOPETEHHON MPeapacioI0KEHHOCTH KEHIUHA J0JDKHA OBbITh
OCMOTpPEHA COOTBETCTBYIOIIMM CIIELUAIMCTOM JAJIsl PELIEHUs BOIpPOCca O BO3MOXXHOCTH
npuema npenapara Bugopa®;

- JIMTEIbHON HMMMOOWIM3ALUHU, OOIIMPHOTO XHUPYPrHUECKOTrO0 BMEIIATENbCTBA, JIHOOOH
OTNEpalMy Ha HIDKHUX KOHEYHOCTSAX WM OOHIMPHOW TpaBMbL. B 3TuX ciydasx mpuem
npenapara Bugopa® Heo0X0auMMO MpeKpaTuTh (B Cydae IUIAHUPYEMOW OIEpaldu 10
KpaifHell Mepe 3a 4YeThIpe HEJeNu J0 Hee) U He BO3OOHOBIIATH MPHEM B TEUEHHUE ABYX
He/ledb MOoCie OKOHYaHUS MMMoOMIM3auuu. BpemeHnHas nmmoOwminzanus (Hampumep,
aBHarepesneT JUIMTENbHOCTBIO 0oJiee 4 4acoB) MOXKET TAKXKE SIBIATHCS (PaKTOPOM PHUCKa
pa3BUTHS BEHO3HON TPOMO0IMOO0IINHN, OCOOCHHO MPH HAIWYHU APYTUX (PAaKTOPOB PHCKA;

- JMCIUIONPOTEUHEMUN;

- apTepUaJbHOU I'MIIEPTCH3UU;

-  MUIPEHU;

- 3a0osieBaHUil KJIANIAaHOB CEePANA;

- puOpwLIALNY peCcepIuil.

[Tpumenenne nOOBIX KOMOWHUPOBAHHBIX TOPMOHAJBHBIX KOHTPALENTHBOB IOBBIIIACT PUCK
pazsutus BTO. IlpuMmeHeHue npenaparoB, coaepikallliX JEBOHOPIeCTpes, HOPreCTUMar WM
HOPATUCTEPOH, BbI3bIBAET HAUMEHBIINN pUCK pa3Butusa BTO. IIpuMmeHeHne nqpyrux mnpemnapaTos,
Takux Kak Bumopa®, MOXKET NpUBECTH K JIBYKPATHOMY YBEJIMYEHHIO PHCKA. BBIOOp B MONB3Y
npumeHerns KOK c 6onee BbicOkuM prckoM pa3Butus BTD mMoxeT ObITh cAeTIaH TOJBKO Mocie
KOHCYJIbTAI[MHM TAIIUCHTKH, MO3BOJIIOMIEH YOeIUThCs, YTO OHA MOJHOCTHIO TOHHMAET PUCK
passutus BTD, cBs3aHHBIA ¢ NpuMeHeHWeM mpenapara Bupopa®, BiumsiHWME mnpenapara Ha
CYLIECTBYIOIIUE Y Hee (aKTOphl PUCKA U TO, YTO pUCK pazButus BTD makcumaneH B TeueHHE
IIEpPBOTrO rojla NPUMEHEHNUs IpenapaTa. Bornpoc 0 BO3MOKHOHN posii BApUKO3HOTO PaCUIMPEHUs
BEH U TOBEPXHOCTHOro TpoMbOogieOuta B pasButum BTD  ocraercss CHOPHBIM.

Crenyer y4uThIBaTh MOBBIIIEHHBIN PUCK Pa3BUTHUS TPOMOOAIMOOIHUI B MOCIEPOIOBOM MEPHOJIE.
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Hapymenust nepudepuyeckoro KpoBOOOpAIIEHUS TaKKe MOTYT OTMEUYaThCsl MPHU CaxapHOM
nuabeTe, CUCTEMHON KpacHOW BOJYaHKE, FeMOJIMTUKO-YPEMHUYECKOM CHHAPOME, XPOHHUYECKUX
BOCMIAJIMTEIBHBIX 3a00yeBaHusAX KuiieyHuka (Oosne3Hp KpoHa wiM S3BEHHBIH KOJHUT) H
CEPIIOBUAHO-KIETOYHON aHEMUH.

VYBenuueHne YacToTbl U TSDKECTH MHUrpeHM Bo BpeMms npuMeHeHus KOK (duro Mmoxer
IIPE/IIECTBOBATH 1IepeOPOBACKYISAPHBIM HAPYLICHUSIM) SIBJISIETCSI OCHOBAHUEM IS HEMEIJICHHOM
OTMEHBI IIPUEMa 3TUX NIPENAPATOB.

K OnoxuMu4eckuM TMOKa3aTelsiM, YKa3bIBAIOIIMM Ha HACIEICTBEHHYIO WIM NPUOOPETEHHYIO
IPEIPACIOI0KEHHOCTh K BEHO3HOMY HJIM apTepUalbHOMY TPOoMOO3y OTHOCHTCS CIEIyIoLIee:
PE3UCTEHTHOCTh K AaKTUBHpPOBaHHOMY miporenHy C, THUNEproMOLUCTEHHEMUS, AehUIUT
antutpombuna III, nepummr mnporemna C, aeduuut nporemHa S, anTUPOCHOTUIHIHBIC
aHTUTElNA (AaHTUTENA K KapAUOJINITUHY, BOJTYAHOYHBIN aHTUKOATYJISIHT).

IIpy oleHKE COOTHOLIEHMS PUCKA M IOJIb3bl CIEAYET YUYUTBIBATh, YTO aJEKBATHOE JICUEHUE
COOTBETCTBYIOLIETO COCTOSIHUS MOXET YMEHBIIMTH CBSI3aHHBII ¢ HUM puUcCK TpomOo3a. Taxxke
CIIEyeT yYUTBIBAaTh, YTO PUCK TPOMOO30B U TPOMOOSIMOONUN MpU OSPEMEHHOCTH BBIIIE, YeM
npu  npuéMe  HM3KOAO3MPOBAHHBIX  IEPOPANBHBIX  KOHTpauentusoB (< 0,05 wr
STUHWIACTPAINOIIA).

Onyxoau

Haubonee cymecTBeHHbIM (DaKTOPOM pHCKa pa3BUTUS paka IIEHMKHM MAaTKU SBISETCS
NEPCUCTHUPYIOIIasl TanuuIOMOBUpYyCcHas HH(pekuusa. HmeroTcss cooOmeHuss o0 HEKOTOpOM
MOBBILIEHUM PUCKA Pa3BUTHs paka IIEWKH MaTKU npu junrenbHoM npuMeHeHnn KOK. Opnako
cBa3b ¢ npuemoM KOK He nokazana. O6cysxaaercss BOSMOXHOCTh B3aUMOCBSI3U 3THX JaHHBIX CO
CKPUHUHTOM 3a00JIeBaHUN IICHKH MAaTKU WM C OCOOCHHOCTSIMH IIOJIOBOTO IMOBeAeHus (Ooiee
penKoe NpuMeHeHHe OapbepHBIX METO/I0B KOHTPALICTIIINHN).

Merta-aHanu3 54 SOUAEMUOJIIOTMYECKUX MCCIEAOBAHUN IIOKa3aj, YTO MMEETCS HECKOJIbKO
MOBBILICHHBI OTHOCUTENBHBIN PUCK Pa3BUTHUS paKka MOJIOYHOM KeJe3bl, JTUarHOCTUPOBAHHOTO Y
xeHmuH, npuanMaromux KOK B Hacrosimiee BpeMms (OTHOCUTENBHBIN puck 1,24). [ToBeleHHBIN
PHUCK ITOCTENIEHHO HcYe3aeT B TeueHue 10 jeT nmocie npekpamieHus npuéMa 3Tux npenaparos. B
CBSI3M C TEM, YTO paK MOJIOUHOM eJe3bl OTMEYaeTcsa PeIKo Yy >keHIUH 10 40 jer, yBenuueHue
quclia JUarHo30B paka MOJIOYHOM Jkene3sl y keHluH, npuHuMaronmx KOK B Hacrosiee Bpems
WIA TPUHUMABIIUX HEIABHO, SIBJISETCS HE3HAYMTEIBHBIM IO OTHOLICHHIO K OOIIEeMYy PHCKY
sToro 3aboneBanusi. Ero cBsa3p ¢ nmpuemom KOK He nokazana. Habmogaemoe noBsilieHne pucka
MOJKET OBITh TAaK)KE€ CJEJICTBHEM TIIATEIHHOIO HAOMIOACHUS U OoJjiee paHHEH AMAarHOCTHKH pakKa
MOJIOYHOH >kene3bl y skeHumH, npumensonmx KOK, Ouomormueckum aeHCTBHEM MOJOBBIX

TOPMOHOB WJIM COYETaHUEM 000X (akTOpoB. Y KEHIIUH, Koraa-nmudo ucnonb3zoBabmux KOK,
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BBISIBJISIIOTCSL OOJiee paHHUE CTaIuM paka MOJOYHOHM »Kene3bl, YeM y JKCHIIMH, HUKOTJa UX He
IIPUMEHSIBILINX.

B penkux cnydasx Ha ¢one npumenenus KOK HaOmronanock pa3Butie 100pOKaueCTBEHHBIX, a
B KpailHE pPEIKHMX - 3JI0KAaYECTBEHHBIX OIYXOJEH ME4YeHH, KOTOPbIE B OTIENbHBIX CIIydasx
NPUBOAMIIM K YTPOXKAIOIIEMY KU3HU BHYTPHOPIOIIHOMY KPOBOTEUCHMIO. B ciyuae mosBieHHS
CHJIBHBIX OoJielf B OOJIACTH JKMBOTA, YBEIMYEHHUS IMEYECHU WIM NPU3HAKOB BHYTPUOPIOLIHOTO
KPOBOTEUEHHSI 3TO CJEIyeT YUMUTHIBATh NPH MPOBEACHUU TU(PPEpEeHIINATHLHOIO TUarHo3a.
3JI0Ka4ECTBEHHBIE OIIyXOJIM MOTYT OKa3aTbCs JKU3HEYI'POXKAIOIIMMU WJIM TPHUBECTH K
JIETAIbHOMY UCXOAY.

Lpyaue cocmoanus

[IporeCTUHOBBIM KOMIIOHEHT B mNpenapare Bumopa® sBISETCS aHTArOHUCTOM ajibIOCTEPOHA,
obnamaromuM KaauiicOeperaommMi  CBOWCTBaMU. B OOJNBIIMHCTBE CIIy4aeB HE JOJHKHO
HAOMIOAAThCS TOBBIIICHUS KOHLEHTPAMM Kajdus B IUla3Me KpoBU. B KIMHHYECKHX
UCCIIEIOBAaHUAX Y HEKOTOPBIX MALMEHTOK C MOYEYHON HEIOCTATOYHOCTBIO JIETKOM MM CpenHen
CTETIEHHU TSDKECTH M COIMYTCTBYIOLIEM NpHeMe KaluiicOeperaromux npenapaToB KOHICHTpALUs
KaJus B IUIa3M€ KPOBM HE3HAUUTENBHO NOBBIIIANIACH BO BPEMsI IpueMa apocnupeHoHa. [Tloaromy
KOHIICHTPALMIO KaJKsl B TJIa3Me KPOBU HEOOXOAUMO KOHTPOJIMPOBATH B TEUCHHE MEPBOTO IIUKIIA
IIpyeMa Inpenapara y MalMEHTOK C IIOYEYHOM HEJOCTaTOYHOCThIO U MpU H3HAYaIbHOMU
KOHIIGHTPALMU Kalus Ha BEPXHEH IpaHUIle HOPMbI, OCOOCHHO MPHU COIMYTCTBYIOIIEM IpUEME
KajuiicOeperaronmx npemnaparoB (cM. pasnen «B3aumopelcTBue ¢ JpyrUMU JeKapCTBEHHBIMH
CPEICTBAMU U UHBIE BUJIbI B3aUMOJICHCTBUSY ).

VY OKEHIIMH C TUNEePTPUTIULEepUAeMUeid (UM HaIUYUEM 3TOTO COCTOSHUS B CEMEHMHOM
aHaMHe3€) BO3MOXHO IIOBBIIIEHHE pHUCKAa pa3BUTUS NaHKpeatuta Bo Bpems mnpuema KOK.
Hecmotpss Ha TO, yTO HEOOJNBIIOE TOBBIMICHHE APTEPHATIBHOTO JAaBICHHUA OBUIO OIMUCAHO Y
MHOTUX >KeHIIuH, npuHuMaromux KOK, knuHMuYeckn 3HauMMblE NOBBIIIEHHMS OTMEYalIUCh
peako. Tem He MeHee, ecau BO BpeMs IIpHEMa Ipernapara pa3BUBAETCS CTOMKOE, KIMHUYECKH
3HaYUMOE TOBBIIIEHUE apTEPUAIBHOTO JABJICHUS, CI€yeT OTMEHUTh 3TU Ipenaparbl U HadaTb
JieuyeHne apTepuanbHOi runepreHsuu. llpuem mpenapata MOXXeT OBITH NMPOJOIDKEH, €CIU C
IIOMOULIbI0 THUIIOTEH3UBHOM TEpanmuu JOCTUTHYTHl HOpPMallbHbIE 3HAYEHMsI apTEPUaIbHOIO
JaBJICHHUS.

Crenyromue COCTOSIHHSA, KaK COOOIIAJIOCh, Pa3BUBAIOTCS WIM YXY/IIAIOTCS Kak BO BpeMs
o6epemenHocty, Tak u npu npueme KOK, Ho ux cBsa3b ¢ mpuemom KOK He mokazaHa: skentyxa
W/WIN 3y]1, CBSI3aHHBIN C XoJecTa3oM; (OpMHUpPOBaHUE KaMHEH B JKETUYHOM ITy3bIpe; MOphUpPHUS;
CUCTEMHasl KpacHasl BOJYaHKa; FEMOJUTUKO-YPEMUUYECKUN CUHIPOM; Xopest CuzieHrama; reprec

BO BpCMA 6epeMeHHOCTI/I; IoTepsd CliyxXa, CBA3aHHAA C OTOCKJICPO30OM. Taxxe omrcaHbI ciryuan
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YXYJIICHUS] TEUCHUS SHAOTEHHOU JIeNPecCcHH, SMuIencun, 0one3nn KpoHa u S3BeHHOTO KOJIUTA
Ha (one npumenenust KOK.

VY 5KEHIIMH C HACIEeICTBEHHBIMH (JOPMAaMU aHTHOHEBPOTUYECKOTO OTEKA IK30T€HHBIE 3CTPOTCHBI
MOTYT BBI3bIBAaTh WIH yXyALLIATh CUMIITOMBI aHTHOHEBPOTUYECKOT'O OTEKA.

OcTpple HWIM XPOHMYECKHE HApyIIEHUS (QYHKIUM T[E€YeHH MOTYyT IMOTpeOOoBaTh OTMEHBI
mpernapara 10 TeX Iop, MOKa Mokas3areian (pyHKIMH MEeYeHW He BEpHYyTCs B HOpMy. Peruaus
XOJIECTATUYECKON KENTYXH, pa3BUBIICHCS BIIEPBBIE BO BpeMs IPEIIECCTBYIONICH OepeMEeHHOCTH
WIY TPEABIAYIIEro IprueMa MojIoBBIX TOPMOHOB, TPEOYET MpeKpalleHus IprueMa npenapara.
Xors KOK Moryr okas3plBaTh BIMSHHE Ha WHCYJIMHOPE3UCTEHTHOCTb M TOJIEPAHTHOCTH K
TIJII0K03€, HEOOXOAMMOCTH B KOPPEKLUH J103bl TUIIOTJIMKEMHUYECKUX MIPENapaToB y MaUeHTOK C
caxapHplM  aua0eToM,  HCHONb3yIOUMX  HHU3Konmo3upoBanHele  KOK  (<0,05  wmr
STUHWIACTPAANOia), KaK IpPaBWJIO, HE BO3HMKAaeT. TeM HEe MEHee, JKEHIIMHBI C CaXapHbIM
nrnabeToM TOJDKHBI TIIATeIhHO HabMomaThes Bo BpeMs mpuema KOK.

MHorma MOXeT pa3BUBAThCS XJI0a3Ma, OCOOCHHO Y JKEHIIMH C HAJMYMEM B aHaMHE3€ XJI0a3MbI
OepeMeHHBIX. JKEHIMHBI CO CKIOHHOCTBIO K XJI0a3Me BO Bpems mpuvema npenapara Bumopa®
JOJDKHBI M30eraTh JUIMTENBHOTO NMpeObIBaHUS Ha COJIHLE M BO3JACHCTBUS yIbTPadUOIETOBOTO
U3ITy4YEHUS.

Jlabopamopnuvle mecmul

[puem mpenapara Bumopa® MOXET BIMATH HA PE3YJILTATHl HEKOTOPBIX J1AGOPATOPHBIX TECTOB,
BKJIIOYass TOKa3aTeiad (QYHKIUM T[I€YeHM, TII0YEK, NIUTOBUIHON Kene3bl, HaINOYCUHHKOB,
KOHIICHTPALMIO TPAHCHIOPTHBIX OEIKOB B IUIa3Me, NIOKA3aTeNH YIIeBOJHOIO OOMEHA, MapaMeTphl
CBEpThIBaHUS KpOBHM U (ubpuHONM3a. VI3MEHEHusT OObIYHO HE BBIXOAAT 3a T'PAHUIIBI
HOpMaJbHBIX 3HAa4eHWH. J[pOCIIUpPEHOH yBEIMUMBAaET aKTUBHOCTh pPEHMHA IUIA3Mbl U
KOHIICHTPALIMIO aJIbJJOCTEPOHA, YTO CBA3AHO C €r0 aHTUMHUHEPATIOKOPTUKOUIHBIM 3(PPEKTOM.
CHudcenue s¢ghgpexmusrnocmu

DdpdextuBHOCTh Tpenapara Bumopa® MOXeT ObITh CHUKEHA B CIEAYIOIMX CIyYasx: NpH
MPOIYCKE Ta0JIETOK, JKEITyA0YHO-KHILIEYHBIX PACCTPONCTBAX UJIM B PE3yJIbTaTe JIEKAPCTBEHHOTO
B3aUMOJICHCTBUS.

Yacmoma u 6bipasiceHHOCmb MEHCMPYATbHONOOOOHBIX KPOBOMEYeHUl

Ha ¢one npuema npenapara Bumopa® Moryt HaOmomathesi HEpEryJSpHbIE (AUUKIMYECKHUE)
KPOBOTECUEHHSI M3 BIArajiuma («MaxkyIine» KPOBSHUCTHIC BBIIEICHUS W/WIH «IPOPHIBHBIC)
MaTOYHbIE KpPOBOTEUEHUs), OCOOEHHO B TEUYCHHME NEpPBbIX MecsAleB NpuMeHeHus. lloaTomy
OLIEHKA JIIOOBIX HEPEeryJspHBIX MEHCTPYaJIbHOMOAOOHBIX KPOBOTEUEHUH JTOJIKHA TPOBOIUTHCS
Iocjie IMepuoja ajanTaluHl, COCTaBISAIOLIErO OKOJIO 3 IMKIOB IpueMma mpenapata. Ecin

HEperyJsipHble MEHCTPYaIbHOMOAO0OHbIE KPOBOTEUCHHUSI MMOBTOPSIOTCS WM PAa3BUBAIOTCS MOCTE
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NPEIIECTBYIONUINX PEryJISIPHBIX LUKJIOB, CIEAYET MPOBECTH TIIATEIbHOE OOCIIENOBAHUE JUIS
MCKJTIOUEHHS 3JI0Ka4eCTBEHHBIX HOBOOOPA30BaHH MIIM OEPEMEHHOCTH.

VY HEKOTOPHIX JKEHIIMH BO BpeMs IepephiBa B IpHEME Ta0JIETOK MOXET HE pPa3BUTHCA
KPOBOTEUEHHE «OTMEHBI». Ecmu npenapar Bumopa® npuHHMANCS COTNIACHO PEKOMEHIAIUSM,
MaJIOBEPOSITHO, YTO KEHIIMHA OepeMeHHa. TeM He MeHee, NMPH HEeperysspHOM NPHUMEHEHHUH
mpernapara M OTCYTCTBHM JABYX HOAPAI MEHCTPYaJbHOMOJOOHBIX KPOBOTECUCHH, NpHEM
npernapara He MOXeT OBITh MPOJIOIKEH 10 UCKIIOUEHUST OepeMEHHOCTH.

Meouyunckue ocmompul

[lepen HayanmoM WIM BO30OHOBJEHHEM IPUMEHEHHs mpenapara Bumopa® Heo0X0auMO
O3HAKOMUTBCS C aHAMHE30M >KU3HHU, CEMEHHBIM aHAMHE30M JKCHIHHBI, IIPOBECTH TIIATEIHLHOE
O0IIEMEIMIIMHCKOE U THHEKOJIOTHYECKOoe O0cieoBaHue, UCKIIOUUTh OepeMeHHOCTh. O0beM
UCCIICIOBAaHUM U YacTOTa KOHTPOJBHBIX OCMOTPOB JIOJKHBI OCHOBBIBATHCS Ha CYIIECTBYIOIIUX
HOpMax MEIUIMHCKOM NpPaKTUKU NPH HEOOXOAWMOM YYeTe MHIMBHIYaJbHBIX OCOOEHHOCTEH
Kax10i manueHTkd. Kak mpaBuiio, u3mMepsercs: apTepraibHOe aBJICHUE, YacTOTa CepACYHBIX
COKpAILlEHUH, OmpeaessieTcss HHAEKC MacChl Tela, MPOBEPSETCS COCTOSIHUE MOJIOYHBIX JKelles,
OpIOIIHOM MOJIOCTH U OPTaHOB MAJIOTO Ta3a, BKIIOYAs [IUTOJIOTHYECKOE MCCIEIOBAHUE ATUTEINS
meiiku matku (tect mo [lamanukomay). OOBIYHO KOHTPOJIbHBIE OOCIEIOBAaHUS CIIETYET

IIPOBOAMTH HE peke 1 pa3a B 6 Mecsles.

Heooxo0umo umems ¢ éudy, umo npenapam Buoopa® ne npedoxpansem om BUHY-ungpexyuu

(CIIH]]) u opy2ux 3ab601e6anuii, nepeoauiuxca noaoevim nymem!

Bansinne Ha cIOCOOHOCTH K YNPaBJICHUI0 TPAHCIIOPTHBIMH CPEeACTBAMH U MeXaHU3MAMH
He nsyuanocs.

Crny4yaeB HeOJarompusITHOTO BIMSHHUA Ha CHOCOOHOCTh K YIPABICHUIO TPAaHCIOPTHBIMU
CcpeacTBaMU M MEXaHM3MaMU IIpU IIpUEME Ipenapara HE BBISBIIEHO.

Cocmosanus, mpeoynouiue KOHCYIbmMauuu epayd:

e Kakue-mnb0 u3MEHEHHMS B  3/0pOBbE, OCOOCHHO  BO3HMKHOBEHHE  COCTOSHHIA,
IIEPEUNCIIEHHBIX B pa3zaenax «IIportuBonokazanus» u «lIpuMeHeHNE ¢ OCTOPOKHOCTHION;

e JlokanbHOE YIJIOTHEHUE B MOJIOYHOM XKEJE3e;

e OJHOBpPEMEHHBIM INpHUEM JPYrMX JIEKAPCTBEHHBIX IpEenaparoB (CM. Takke pas3zaen
«B3anMmopnelictBue ¢ ApYrMMH  JIGKADCTBEHHBIMM  CpPEICTBAaMH M HMHBIE  BUIBI
B3aUMOJICHCTBUSI);

e Eciau oxupnaercs AIUTENbHas HENOABWKHOCTh (HampHUMEp, Ha HUXKHIOIO KOHEYHOCTh
HAJIOXKEH THIIC), IUIAHUPYETCS TOCHMTaIu3alus Wi omnepauus (mo kpailHel Mepe, 3a 4
HEZENIN 0 IPEeanoJaraéMoi onepamnun);
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e HeoOBIYHO CUIIBHOE KPOBOTEUCHUE U3 BIIATAJIHIIA;

e [Iponymena Tabnerka B MEPBYIO HEAETIO NMPUEMA YNMAaKOBKUA M OBLI MOJIOBOW KOHTAKT 32
CeMb MJIM MEHEe JIHEH JI0 3TOro;

e OTcyTCTBHE OYEpPEIHOTO0 MEHCTPYaJbHONOJ0OHOTO KPOBOTEUEHMS JIBa pa3a MOAPSA HIU
MOJI03peHNe Ha OEpeMEHHOCTh (HE cieayeT HauuHaTh NpHEM TabJeTOK U3 CleayIoLIeH
YIAKOBKHU 10 KOHCYJIbTAllUM C BPauoM).

Crnenyer npekpaTtuTh NpUEM TabJIETOK M HEMEIJICHHO OOpaTUTHCS 3a MEAUIMHCKOW MOMOIIBIO,
€CId HMMEIOTCS BO3MOXKHBIE NpPHU3HAKU TpomMOo3a, HH(]AapKTa MHOKapJa WIA HWHCYJbTA:
HEOOBIYHBIM Kallenb; HEOOBIYHO CHIIbHAas Oo0Jib 3a TPYIUHOH, OTAalouas B JIEBYIO PYKY;
HEOXXHUJIAaHHO BO3HMKILIAS OJBIIIKA, HEOObIUHAs, CHWJIbHAS M JJIUTEIbHAs TOJOBHAs OOJb WM
IPUCTYIl MWIPEHM; YacTUYHas WM I[IOJIHAs TOTepsl 3pEHus WIM JBOEHUE B IJa3ax;
HEWJCHOpa3JelbHasl peub; BHE3alHble HM3MEHEHHUs clyxa, OOOHSHHS WIHM  BKYCa;
TOJIOBOKPY>KEHHE MM 00MOPOK; CJIa00CTh MIIM MOTEPsI YyBCTBUTEIBHOCTH B JIFOOOW YacTH TeNa;
CHJIbHasi 00JIb B JKUBOTE; CUJIbHASA 00JIb B HM)KHEH KOHEYHOCTH WMJIM BHE3AITHO BO3HUKIIHMHA OTEK

JIF000U M3 HIKHUX KOHEYHOCTEN.

®opma BhINIyCKA
TaGnerku, MOKpHITHIE MIIEHOYHOH 06050uK0# 3 Mr + 0,03 mr.
ITo 21 aktuBHO¥ Tabnerke u 7 Tabnerok ruiane6o B 6mucrep u3 IIBX/TIBX/AnroMuHIEBOM

¢onbru. Ilo 1 wnum 3 6muctepa BMecTe ¢ MHCTPYKLHUEH 110 MPUMEHEHHIO B MAYKy KapTOHHYIO.

Cpok rogaocTu
3 rona.

He ucnons3oBath npemnapar no UCTCUCHUN CPpOKa rOAHOCTH.

YcnoBusi XxpaHeHus
ITpu Temneparype He Bbiwe 25 °C.

XpaHUTb B HEIOCTYIIHOM JUIS IETEU MECTE.

YcaoBus ornycka

OTnycKaroT 1o pelenty.

Baanenen (nepxareiib) perucTpauiMOHHOI0 YI0CTOBEPEHHUA
3eHTHUBa K.C., Yemckas PecryOmnnka

VY kabenosusl 130, 102 37, [Ipara 10, {onnu Mexonynsl, Yenickas PecrryOmnnka
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IIpousBoauTenn

6ce cmaouu npou3e00CmMEEeHH020 Npoyecca

JlaGopatopuoc JIEOH ®APMA C.A.

Kaiie JIa Banunss (6/H), [Tonurono Muayctpuans HaBatexepa, 24008-Bunnaksunamo6pe (Jleow,

Ucnanus).

Oprannsanusi, IPUHAMAIOLIAS NIPEeTEeH3MH OT NoTpeduTe e
000 «3entuBa dapmay, Poccus

127030, r. MockBa, BH.Tep.I. M.0. TBepckoH,

yi. HoBocnoGosckas, a. 31, ctp. 4, moment. VI.

Ten: +7 (499) 350-13-48
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