MUHUCTEPCTBO 3/IPABOOXPAHEHNS POCCUICKON ®EJIEPALIIN

NMHCTPYKIMA
[1O MEJUILIMHCKOMY IIPUMEHEHUNIO JIEKAPCTBEHHOTI'O ITPEITAPATA

Bugopa® Mukpo
Peruncrpanuonnsiii Homep: JII1-002881
Toprosoe naumenoBanue: Bugopa® Mukpo

I'pynnupoBo4yHoe HaMMEeHOBaHHeE:

JPOCIUPEHOH + dTUHUIICTPAIUO

JlexapcTBeHHas opma: TaOIETKU, TOKPHITHIC TNIEHOYHON 000I0UKOM

Cocras

1 TabieTka, MOKpPHITas MIIECHOYHOW 000JI0YKOM, ¢ AEHCTBYIONIUMU BEIIECTBAMU COJICPIKHUT:
Leticmsyrowue sewjecmsa:

napocrupeHoH — 3,00 Mr, STUHUIACTPAINON (MUKPOHU3UPOBAHHBIN) — 0,02 M.

Bcnomozamenvhuvle 6ewgecmea:

JlakTo3el MoHoruapar — 44,00 mr, kpaxmajl KyKypy3HbIH IpeKeaaTMHU3UpoBaHHBIA — 38,40 wmr,
noBugoH K-30 — 6,00 mr, monmucopbar 80 — 0,90 mr, kpockapmenno3a Hatpust — 1,20 mr, maruus
creapar — 0,50 mr, iieHouHas obonouka Onanpaii 11 po3oBslit — 2,82 Mmr.

Cocmag nienounotl 000104KU:

[TonMBUHUIOBBIN COUPT YaCTUUHO ruAposn3oBaHHbiil — 40,000 %; Tutana quokcun (E171) — 24,240
%; makporos 3350 — 20,200 %; Tanbk — 14,800 %; xpacutensb xeneza okcup xenteiii (E172) —
0,370 %; kpacurenp xene3a okcup kpacusiidi (E 172) — 0,360 %; kpacutenpb xene3a OKCUI YEepPHBIH

(E172) — 0,030 %.

1 Tabnerka mamnedo CoaepKuT:

Bcnomozamenvhuvle gewgecmea:

JlakTo3a 6e3BomHas — 89,50 mr, moBumon K-30 — 10,00 mr, maraus creapar — 0,50 mr, ruieHOYHas
obomnouka Omnazpaii 11 Genbrit — 4,00 mr.

Cocmas naenounoti o6onouku: nonuBuHuUnoBbli ciupt— 40,00 %; Turana awokcun (E171) —

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

Onucanmue:



Tabremxku ¢ OeticmeyrowuMu 6euecmeami.

Kpyriibie IBOSIKOBBIMYKJIbIC TAOJETKH, MOKPHITHIC TICHOUYHOUW O0OJOYKOW OT CBETIIO-PO30BOTO JO
PO30BOTO IBETA.

Tabaemku niayebo:

Kpyriibie 1BOSKOBBIMYKIIbIE TAOIETKH, TOKPHITHIE MJICHOYHOM 000JI09KO0# 6enoro 1nsera.

dapmakoTepaneBTHYeCKasi FPynmna:

KOHTPAIIEITUBHOE CPEACTBO KOMOMHUPOBAHHOE (3CTPOTreH+TeCTareH).
Kon ATX: GO3AAI12.

dapmMakoJ0ru4ecKue CBOMcTBa

Dapmaxoounamura

[penapar Bumopa® MUKPO — KOMOWHHUPOBAHHOE TOPMOHAJIBLHOE KOHTPALENTUBHOE CPEICTBO C
AHTUMHMHEPATOKOPTUKOUHBIM U aHTHAHPOT€HHBIM JIEHCTBHUEM.

KonrtpanentuBusiii 3p}ekT KOMOMHMPOBAHHBIX MEPOPATBHBIX KOHTPALENTUBHBIX IPErnapaToB
(KOK) ocHoBaH Ha B3aMMOJEHCTBMM pa3IMUYHBIX (HDaKTOpOB, Hanbojee BaXKHBIMH M3 KOTOPBIX
SBJIIOTCS [10/1ABJICHUE OBYJISILIMM U U3MEHEHUS B DHIOMETPHUHU.

[Tpu npaBuwibHOM npumMeHeHuu uuzaekc Ilepins (uncno Gepemennoctredd Ha 100 >keHIIMH B TOX)
coctaBisier MeHee 1. Ilpu mpomycke TaOneTok WM HENMPAaBUIBLHOM MpUMEHeHMH uHIekc Ilepus
MO>KET BO3pacTarh.

VY sxenumH, npuHumaromux KOK, MeHCTpyanbHBIM MK CTAaHOBUTCS OoJyiee PEryJSIpHBIM, peke
HabOmroaoTcss O0JIE3HEHHBIE MEHCTPYallMH, YMEHBINACTCS WHTEHCUBHOCTh M IMPOJOIKUTENEHOCTh
KPOBOTEUYEHMSI, YTO CHMUXKAET PUCK Pa3BUTHsI AHEMHUHU.

JIpOCIIMPEHOH,  coAepaiuiica B npemapare  Bumopa®  Mukpo, o00namaer  caaObiM
aHTUMHMHEPAIOKOPTUKOUIHBIM JeficTBUEM. [IpenynpexaaeT yBenuueHne Macchl Tejla U IMOsBICHUE
OTEKOB, CBS3aHHBIX C BBI3BIBAEMON ACTPOrCHAMHU 3aJCPKKOW JKUAKOCTH, YTO 0OECreunBaeT
XOpOILIYI0 NEPEHOCUMOCTh IpenapaTa. JpoCIMpEeHOH OKa3bIBAET IMOJIOXKHUTEIBLHOE BO3/ECHCTBUE Ha
npeamerctpyanbupiid  cupapoM (IIMC). Ilokazana xnuHuYeckas 3(@eKTHBHOCTH Mpenapara
Bunopa® MHKpO B 0O0J€rdeHud CUMNTOMOB Tskenoi (opmbl [IMC, Takux Kak BBIPaKEHHbIE
NICUX03MOIIMOHATIbHBIE HAPYIIICHUS, HAarpyOaHue MOJIOYHBIX XKeJle3, TOJIoBHas 001k, 00JIb B MBIIIIIAX
U CyCTaBaX, YBEJIMYEHHUE MAcChl Tela U IPYrMe CUMITOMBI, aCCOLUUPOBAHHBIE C MEHCTPYaIbHBIM
UKIOM. JIpOCIIUPEHOH Takke 00JaJaeT aHTHAHAPOTEHHOW AaKTHBHOCTBIO M CHOCOOCTBYET
YMEHBIICHUIO CHMIITOMOB akHe (yrpeil), >KUPHOCTH KOXXM M Bojioc (cebopen). DTo neicTBue

JPOCTIMPEHOHA MOJO0HO AEUCTBUIO €CTECTBEHHOTO MPOreCTEPOHA, BEIPaObaThIBAEMOTO OPraHU3MOM.



HpocnipeHoH  He  00NmagaeT  aHAPOTCHHOH,  OCTPOTCHHOW,  TTIOKOKOPTHKOUTHOW U
AHTUTTIOKOKOPTUKOUIHOM aKTUBHOCTBIO. BCEe 3TO B COYETaHUM C aHTUMHUHEPAJTOKOPTUKOUIHBIM U
AHTHAHJIPOTCHHBIM JICHCTBHEM 00ECIIEYHBACT IPOCITUPEHOHY OMOXUMHUYECKHHA U
(hapmakoIorndecKuil mpoPuIb, CXOAHBIN C €CTECTBEHHBIM IIPOTECTEPOHOM.

B coderanuu ¢ STUHHIACTPATUOIOM IPOCHUPEHOH IEMOHCTPUPYET OnarompusTHBIA 3¢ deKkT Ha

JUMUIHBIA TPOQHIIb, XapaKTePU3YIOUIHICS MOBBIIICEHUEM JHUIONPOTEUHOB BBICOKOW IUIOTHOCTH.

DapmakokunemuKa

/Ipocnupenon

Abcopoyusn

[Ipu mepopanbHOM IpHEME APOCIUPEHOH OBICTPO M TMOYTH IMOJHOCTHIO abcopbupyercs. Ilocne
OJTHOKPATHOTO IpuéMa BHYTPb MaKCHUMalbHas KOHLEHTpALus IPOCIHUPEHOHA B IUIa3ME€ KpOBH,
paBHas okoio 38 Hr/mi, xocturaercss mpuMepHo yepe3 1-2 4. buomoctymHocTh KonmebneTcs ot
76 o 85%. Ilpuem nuim He BIUSET HA OMOIOCTYIIHOCTD APOCIIUPEHOHA.

Pacnpedenenue

[locne mepopanmbHOro mpuema  HaOdrogaeTcss  AByX(a3sHOE  CHH)KEHHE  KOHIICHTPalUU
JIPOCIMPEHOHA B IIa3M€ KpPOBH, C NEPUOAAMM IOJIYBBIBEJEHHS, COOTBETCTBEHHO, 1,6 + 0,7 u n
27,0£7,5 4. JIpoCIMpEHOH CBS3BIBACTCS C aJIbOYMHHOM IUIa3Mbl KPOBH M HE CBSI3BIBACTCSA C
r100ynTuHOM, cBsi3bIBatomuM mosnoBele TopMoHbl (I'CIIIY), MM KOPTHKOCTEPOU-CBA3BIBAIOIINM
rnobymuaoM. Jlume 3-5 % oT o0miell KOHIIGHTpalMH BEMIeCTBa B IUIa3ME KPOBH IPUCYTCTBYET
B KauecTBe CBOOOAHOro ropmona. MumynupoBanHoe >THHWIACTpanuonoM nosbimenue ['CIID ne
BIMSET Ha CBS3bIBAHME JPOCHHpEHOHA Oenkamu Tia3Mbl. CpeqHuil  Kaxymuics o0beM
pacrnipenenenus cocrasnsiet 3,7 + 1,2 ji/kr.

Memabonusm

[Tocne mnepopasibHOTO TpUEMa JAPOCHUPEHOH SKCTEHCHBHO MeTabonu3upyercs. boabpmumHCcTBO
METa0OJIUTOB B IUIa3ME€ MPEJICTaBIEHbl KHUCIOTHBIMU (opMaMu JpocnupeHoHa. J[pocnupeHoH
TaKXKe  SBIAeTCs  CcyOCcTpaToM Ui OKHCIMTENBHOrOo  MeTaboyiM3Ma,  KaTalu3UpyeMOro
nzodpepmentom nuroxpoma P450 CYP 3A4.

Buigeoenue

Ckopoctb  MeTabOJIMYECKOTO  KJIMpPEHCca JPOCIHUPEHOHa B  IJIa3Me  KPOBH  COCTaBIISIET
1,5 + 0,2 ma/mus/kr. B Hen3MEeHEHHOM BHJE APOCHUPEHOH BBIBOAMUTCS TOJBKO B CIEIOBBIX
KOJIMYECTBAX.

MeTaboauThl IPOCIHMPEHOHA BBIBOISATCS 4epe3 KUIIEYHHMK M TOYKaMH B COOTHOUICHUH
npumepno 1,2:1,4. Tlepuon mnodyBbIBeleHHUs IMPH BHIBEJICHUM METaOOIMTOB MOYKAaMH M 4Yepe3
KHMILIEYHHUK COCTaBIISIET puMepHO 40 u.

Paenosecnan KORUuenmpauus



Bo Bpems 1UKIOBOrO IpueéMa MAaKCHUMajlbHas pAaBHOBECHAs KOHLEHTpalUs JIpPOCIMPEHOHA B
IUIa3Me JIOCTUTaeTcsl Mexay 7 u 14 ngHeM mpueMa Ipemnapara W COCTaBJsieT NPHOIM3UTEIHHO
70 Hr/mn. OTMeuYanoch MOBBIIICHNE KOHIEHTPAUK IPOCHMPEHOHA B IIa3Me KPOBU MPUMEPHO B 2-
3 pasza (3a cueT KyMyJSLUH), YTO OOYCIIaBIMBAJIOCH COOTHOIICHHWEM IepHOoJa TOIYyBBIBEICHHUS B
TEPMUHAIBHOM (haze M UHTEepBaja JO3UPOBAHUS.

Ocobwie 2pynnsvl nauueHmokK

Bnusnue noueunoii nedocmamounocmu

PaBHOBeCHBIE KOHLEHTpallUM JApPOCIHUPEHOHA B IUIa3ME KpPOBU Yy OJKGHIIMH C IOYEYHOU
HEJ0CTATOYHOCTHIO JIETKON creneHu TshkecTn (knupeHc kpeatuHuHa (KK) 60-90 mu/mun) Obutn
CpPaBHUMBI C COOTBETCTBYIOIIMMH IIOKA3aTEJIIMU Y JKEHIIMH C HOPMAJIbHOW (yHKIMEH MOoYeK
(KK > 90 ma/muH). Y KEHIIUH C MOYEYHOW HEAOCTATOYHOCTHIO cpemnel creneHu TsokecTH (KK
30-59 Mi/MHMH) KOHLIEHTpaIUs JPOCHHPEHOHA B IUIa3Me KpOBM ObLIa B cpenHeM Ha 37% BblIlle,
YeM Yy OKEHIIMH C HOpManbHOW (yHKIMeld mouek. JleyeHue IpOCHMPEHOHOM  XOPOIIO
IIEPEHOCWIIOCh BO Bcex rpynnax. Ilpumem npocnupeHoHa HE OKasblBal KIMHUYECKH 3HAYMMOIO
BJIUSHUS HA KOHLEHTPALMIO Kaius B IIa3Me KpoBU. DapMaKOKMHETHKA JpPOCIHPEHOHA HE
M3y4ajaach y MalMEHTOK C TOYEYHON HEAOCTATOYHOCTBIO TSXKEJION CTETEHU.

Bnusnue neuenoynol HeOocmamouHocmu

JIpOCIIMpPEHOH XOPOIIO IEPEHOCUTCS MAlMEHTKaMU C I€YEHOYHOW HEIOCTATOYHOCTBIO JIETKOU
WM cpenHed creneHu Tskectd (kmacc B omo  mkane Yaina-Ileio). dapmakokmHeTnka
JPOCIMPEHOHA HE U3y4ajlach Y NAIMEHTOK C IEYEHOYHON HEJOCTATOYHOCTBIO TSKEJIOW CTENEHH.
Amununicmpaouon

Abcopoyusn

[Tocne mepopalpHOrO MpHEMa ATUHWIACTPAAMON OBICTPO M TOJHOCTBIO abcopOupyercs.
MakcuMarbHasi KOHLEHTpauus B IJJa3M€ KpOBU IIOCJIE€ OJHOKPATHOTO IIpUeMa BHYTPb
nocturaetcs depe3 1-2 u m coctaBimsier okono 88-100 mr/mu. AbcomoTHass OHOJOCTYIHOCTH B
pe3yabTaTe MPECUCTEMHOTO KOHBIOTUPOBAaHHMS M MeTaboin3Ma NEepBOro Iaccaka COCTaBIISAET
npubnmsurensio  60%.  ComyTCTBYIOIIMIT — MpHeM  MHIMM  CHIDKAeT  OMOJOCTYITHOCTh
STUHWIACTPAZNONA PUMEPHO Y 25% 00CIe0BaHHBIX JKEHIINH, Y OCTAIBHBIX TAKUX U3MEHEHUH He
OTMEYaJIOCh.

Pacnpedenenue

KoHueHTpanusi STHHWIACTPAANONa B IUIa3Me KPOBHM CHMKAeTCsl AByx(a3HO, TepMUHalbHas ¢aza
XapaKTepu3yeTcss NEepUoJOM  MOJYBBIBEICHHUS, COCTABISAIOIIMM  NpUOMU3UTENbHO 24  u.
OTHHUIACTPAIUOT B 3HAYUTEIBHON CTENEHH, HO HecTeUu(UUECKH CBS3bIBACTCS C aIbOyMHHOM
mw1asmMel KpoBu (mpumepHo 98,5%) u BwI3bIBaeT Bo3pacTanue koHueHTpauuu ['CIIIT B mimasme.
Kaxymmiics 00beM pacipeesieHust COCTaBIsIeT OKOJIO S JI/KT.

Memaboauszm



DOTUHWIACTPAINON TOABEPracTCsl 3HAYUTEIBHOMY NEPBHYHOMY METAa0OMM3My B KHIICYHUKE U
MEYCHU. DTUHUIAICTPAJAMON M €r0 OKHCIUTEIbHbIE METa0OJNUTHI TMEPBUYHO KOHBIOTHPOBAHBI C
TIIIOKYpOHHJIAMU WU cylbdarom. CKOpPOCTh METa0OIUYECKOTOo KIMPEHCA STUHWIACTPAIUOIIA
COCTaBJIAET OKOJIO 5 MJI/MHUH/KT.

Buviseoenue

OTUHWIACTPAINON TPAKTHYECKHM HE BBIBOJUTCS B HEM3MEHEHHOM BuAe. MeTaboIuThI
STUHWIACTPAINONA BBIBOAATCA TMOYKAMHU M UYepe3 KHUIIeYHUK B cooTHomieHun 4:6. Ilepuon
MOJTYBBIBEICHUSI METAOOIMTOB COCTABISIET MPUMEPHO 24 .

Pasnosecnas xonyenmpayus

CocTosiHHE paBHOBECHOW KOHIICHTPAIIMM JOCTUTAETCS B TEUEHHUE BTOPON TMOJIOBUHBI ITUKJIA
mpreMa mperapara, MpuueM KOHIICHTpAIUs STUHWIICTPAAUONIa B TUIa3ME KPOBHU YBEIMYHUBACTCS

npumepHo B 1,5-2,3 pa3sa.

IToxka3zaHus K NPUMEHEHHIO
e Konrpanenuus.
e KouTpanenuus u ieueHue yrpeBoi cpnu (acne vulgaris) cpeHei CTeneHn TSHKECTH.

e KouTpanenuus u 1edeHue Tsoxenoi Gopmsl npeamenctpyansHoro cuaapoma (IIMC).

IIporuBonoOKa3sanus
[lpuem mpemapara Bumgopa®  MHKpPO  NPOTHBONOKAa3aH NPH  HAIMYMU  CIEAYHOIIUX
3a00JIeBaHNUI/COCTOSHNI/(haKTOPOB PHCKa:

e Beno3usii TpoM603 miu Tpombodmbonus (BTD), B Tom uymcie, Tpom003 TIyOOKHX BEH
(TI'B) u Tpom603Mbo0nus nerounoit aprepun (TDJIA), B HacTosiee BpeMs UM B aHAMHE3€.

e ApTtepuanbHblii TpOMO03 MM TpoMO0IMOoINs (ATD) — B HacTosIIee BpeMsl WIIM B aHAMHE3e,
B TOM 4HClie UHPApKT MHUOKAapAa U HHCYJBT; NMPOAPOMAIbHBIE COCTOSHHUS (TpaH3UTOpHAs
UIIEMHUYECcKas aTaKka, CTCHOKapIus).

e BrisiBieHHas HacleACTBEHHAs! UM MPUOOPETEHHAs IPpeapacnoiokeHHocTh K BTO umn ATO,
BKJIIOYAst PE3UCTEHTHOCTh K aKTMBHOMY IpoTenHy C, THIeproMOIMCTEHHEMHUIO, NEPHUIIUT
antutpombuna III, nepunur nporemna C, nepunur nporerHa S, aHTHPOCHOTUNMHIHBIC
aHTUTEJNA (aHTUTENA K KapAUOJIUITUHY, BOJTYAHOYHBIN aHTUKOATYJISIHT).

e Hanuuue BBIPaXEHHOTO MJIM MHOXKECTBEHHBIX (hakTopoB prcka BTD mmm ATD (cMm. paznen
«Oco0ble yKa3aHMs») WIK HAIMYME OJJHOTO U3 TAKUX (aKTOPOB PUCKA, KaK:

- caxapHblil [ualeT ¢ AnadeTuYecKol aHTHOTIaTHEH;
- HEKOHTPOJIHMpYyeMas apTepualibHasi TUIIEPTeH3HS;

- TsiKeIad JUCIUIIONPOTCHHCMUS.



OObemHBIE ONepaTUBHBIE BMEIIATEILCTBA C JIUTEIHLHON MMMOOMIN3AIMEeH MM OOIIHMpHast
TpaBMa.

[leyeHouHast HETOCTATOYHOCTb, OCTPbIE HJIM XPOHHUYECKHE 3a00JIEBaHUS MEUEHU TSDHKEION
CTerneHH (10 HOpMaJIu3aluy NoKas3areiae QyHKIMY eUeHH).

Hanuune omyxoneil medeHu (10OpOKayeCTBEHHBIC WM 3JI0KAUYECTBEHHBIE) B HACTOsIIEE
BpEMS WIN B aHAMHE3E.

Hanuyre ropMOHO3aBUCHMBIX 3JI0KQY€CTBEHHBIX 3a00JIeBaHUI, B TOM YHCIE IOJOBBIX
OpPraHOB M MOJIOYHOM KeJe3bl, WM N0J03PEHHUE HA HUX.

Murpesb € 04aroBoil HEBPOJOTMYECKOW CHUMIITOMAaTUKOM B HACTOSLIEE BpeMs WIH B
aHaMHe3e.

KpoBoTeuenue U3 nojaoBbIX yTeH HEACHOMN 3THOJIOTHN.

['unepuyBCTBUTENBHOCTE K JPOCHUPEHOHY, STHHMIAICTPATUONY WIM KakoMy-THOo U3
BCIIOMOTaTEJIbHBIX BEUIECTB NIpenapara.

bepeMeHHOCTD, B TOM 4HCIIE IPEANIOIAracMas.

[lepron rpy1HOro BCKapMJIMBaHUS.

XpoHHYeCKass IOYE€YHas HEJOCTaTOYHOCTb TSDKEIOW CTENEHUM WIM OCTpas IOo4YeqHas
HEZ0CTaTOYHOCTb.

CoBMecTHOE TIPUMEHEHUE C MPOTHUBOBUPYCHBIMHM IIpemnapaTaMu MpsMOro JEWCTBHUSA,
CoJIepKalIMHU OMOUTACBUD, TAPUTAIPEBUP, 1acaObyBUp WK KOMOMHAIINIO STUX BEIECTB.
HenepenocumocTs  51akTO3bl, A€(PUUIMT  JIaKTa3bl, CHHAPOM  TJIIOKO30-TaJIaKTO3HOM

MasbabcopOIMK (B COCTAB Mpenapara BXOAUT JIAKTO3bl MOHOTHAPAT).

B ciyuae BbIsBIEHUS WIM Pa3BUTHUS BIIEPBBIE KaKOTO-THOO M3 3THX 3a00JIEBAaHHI/COCTOSHUNA WU

¢dakTopoB pucka Ha (QoHE MNPUMEHEHMs IpenapaTa, NpPUEM Npenapara CileayeT HEMEIJICHHO

MIPEKPATHTb.

C 0CTOPOKHOCTHIO

Ecnu xakue-nmubo U3 cocrosiHuii/3a00neBanmii min (HakTOPOB PHCKA, yKa3aHHBIX HUXKE, UIMEIOTCS B

HACTOAICC BPEMA, TO CIICAYCT THIATCIIbHO B3BCIINBATH HOTGHHH&HBHBIﬁ PUCK U OKUJACMYIO ITOJIb3Y

npumenenust KOK, B Tom uuciie u npenapara Bugopa® MUKpO, B KaXI0M Cllyyae HHIUBHIYAJILHO:

@dakTopbl pUCKa pa3BUTHIA TPOMOO3a U TpoMOOIMOONUil: KypeHue; TpoMOO3bl, MH(APKT
MHOKap/ia WIK HapylIeHHe MO3TrOBOr0 KpoBooOpalleHus: B Bo3pacte MeHee 50 et y Koro-
1100 U3 OMKANIIUX POACTBEHHUKOB; OXKHPEHHE; TUCIUIONPOTEUHEMHSI; KOHTPOJIUpyeMast
apTepuainbHasi THUIEPTEH3MsS; MHUIPEHb; HEOCIOKHEHHbIE TOPOKH KJIAlaHOB Cepla;
HapyIlIeHHE CEPJCUHOTO PUTMA.

Hpyrue 3aboneBaHusi, MpU KOTOPbIX MOTYT OTMEYATbCS HapyIIEHUS NepupepruIecKoro

KpOBOOOpAIIICHHsI: CaxapHbI auabeT; CUCTEeMHas KpacHas BOJYAHKA; TE€MOJMTUKO-
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ypeMuueckuii CcuHIpoMm; Oone3Hb KpoHa M S3BEHHBI KONUT;, CEpPHOBUIHO-KIETOYHAS
aHeMus, a Takxke (hJIeOUT MOBEPXHOCTHBIX BEH.

e HacnencTBeHHbIN aHTMOHEBPOTUYECKUNA OTEK.

e [ unepTpurauIepuaeMusl.

e 3aboieBaHus TEUEHH JIETKOH M CpelHEHl CTeNneHM TSHKECTH B aHaMHe3e MPU HOPMAaJIbHBIX
nokasaressix (yHKIHOHAJIBHBIX TPOO MeueHH.

e 3alboseBaHusi, BIIEPBbIC BO3HUKIINE WINM YCYTyOMBIIHECS BO BpeMsi OEpeMEHHOCTH WM Ha
¢doHe TpeBIAYIIEro IpHEMa IOJOBBIX TOPMOHOB (HampuMep, JKeNTyxa, XoJecTas,
XOJIEJIUTHA3, OTOCKIEPO3 C YXYALICHHEM cllyxa, Mmoppupus, TeCTAlMOHHBIM reprec, xopes
Cunenrama).

e [lociaeponoBelii nepuoa.

e Dnuiencus, JeNpeccusl.

IIpumeHeHne BO BpeMsl 0epeMEHHOCTH M B MEPUO/I T'PYAHOT0 BCKAPMJIUBAHUSA

bepemeHHOCTD

[Tpuem KOMOMHAIMK JPOCTIMPEHOHHITUHMIIICTPAANOI B NIEPUO OEPEMEHHOCTH NTPOTUBOIIOKa3aH. B
CJlydae IMarHOCTUPOBAaHUS OEPEMEHHOCTH Ha (poHE IpUMeHEHUs Tipenapara Bugopa® MUKpo,
CJICOYyCT HEMCIJICHHO MMPCKPATUTDH €ro IpHUCM. Muorouunciensbie SIIUACMHUOJIOTHUYCCKHUEC
UCCIICZIOBAaHMUsI HE BBIIBWIIM HHM YBEIHUYEHUS pHCKAa JePEKTOB Pa3BUTUS Y JETeH, pPOKICHHBIX
JKCHIMMHAMHU, IMOJIyYaBIIMMH IIO0JIOBBIC TOPMOHBI 10 6€pCMeHHOCTI/I, HU HaJIW4YUA TCPATOTCHHOI'O
,Z[GI\/'ICTBI/ISI, KOorAaa IOJIOBBIC TOPMOHBI MNPUHHUMAJINWCHL IO HCOCTOPOXHOCTU B PAaHHUC CPOKHU
OepeMEHHOCTH.

Ilepuoa rpyaIHOTO BCKaApMJIMBAaHUS

[Tpuem npenapara Bumopa® mukpo, kak u apyrux KOK, MOXKET yMEHbIIATh KOJINYECTBO TPYAHOTO
MOJIOKA W M3MEHATh €ro COCTaB, IIO3TOMY IPUMEHEHME Mpenapara I[POTUBOIIOKA3aHO M0
NpeKpalleHus: TPyAHOTO BCKapMinBaHus. HeOombinoe KOJIMYECTBO MOJOBBIX TOPMOHOB W/HIIM HX

METa00IUTOB MOKET IMPOHUKATL B I'PyYJAHOC MOJIOKO U OKa3bIBATh BIIMAHUC HA 3I0OPOBLC pGGGHKa.

Cnocod npuMeHeHHus U 103bl

BHyTpb, LIeMKOM, HE pa3KeBbIBasi, ¢ HEOOIBIIUM KOJINYECTBOM BOJBI, 1O 1 TabieTke B CYTKH, IO
MOPSIKY, 0003HAYEHHOMY Ha OnucTepe, HauWHas C TAaOJETOK, COAEPXKAIIUX TOPMOHBI (TablIeTKU
pPO30BOro I[BETa), JKEIATEJIbHO B OJHO W TOXE BpeMs CYTOK, HENpPEpHIBHO B TEUCHHE
28 nueit. s npenapara Bugopa® mukpo, comepskaiero 21 TabieTky ¢ TOpMOHAMHU ¥ 7 TabIETOK
riane6o, MOoCieq0BaTeIbHOCTh npueMa: 21 aeHp — TalbneTku ¢ ropMoHamu (TabJIETKH pO30BOTO

nBera), 3aTeM 7 jaHell — Tabnerku ruiane6o (tabnetku Genoro msera). J{ns npenapara Bumopa®



MHUKpPO, conepxaimero 24 TalneTku ¢ ropMoHaMu M 4 TabneTku Imianedo, MocieA0BaTeIbHOCTh
npuema: 24 TabaeTku ¢ TOpMOHaMHU, 3aTeM 4 JHS — TabNeTKH 1ianeoo.

Bo Bpems mpuema TabneTok mianebo, HE CoAepiKaluxX TOpMOHBI (6enoro nBera), HaOIOAAaeTCs
MEHCTPYaIbHOMOA00HOE KpoBoTeueHHe. OHO OObIYHO Ha4YMHAeTCsl Ha 2-3 JeHb Ioclie Ipuema
nocyeHel TabIeTKH ¢ TOPMOHAMHU U MOXKET HE 3aKOHUMTHCS 10 Hayasa rmpueMa TabJaeToK U3 HOBOM
ynakoBkH. [Ipuem mpenapara U3 Kaxaoil mocienyromiell ynakoBKH HauWHaeTcs 0e3 mepepbiBa Ha
CIICAYIOUINIA A€Hb, KaK TOJIBKO 3aKaHYMBAIOTCS TAaOJIETKU B PEAbIAYIIEH YITaKOBKE.

PexxuMbl mipuema mpenapara Bumopa® mukpo, Biiouaromero 21 Tabierky ¢ ropMoHamu 7
TabseToK mianebo, u mpenapara Bugopa® Mukpo, BiIoyaromiero 24 tabieTku ¢ ropMoOHaMu U 4
TabNETKH Mane6o, pa3IuyaloTcs U ONPEACIISIOTCS UHANBHY aIbHBIMH OCOOCHHOCTSMH KESHIIIUHBI 1
JUTUTENBHOCTRIO  (OJUTMKYJISAPHON (pa3bl MeHCTpyasibHOro IuKiIa. HapymieHwe cxemsl mnpuema
npernapara IMoBbIIIaeT PUCK BOZHUKHOBEHUS HEXKeEJIaTeIbHOW OEPeMEHHOCTH.

Ilpu omcymcmeuu npuema Kakux-1ubo 20PMOHANbHBLIX KOHMPAYENMUGHbIX Npenapamos 6
npedvbldywem Mmecaye TpUEM mpenapata Bumopa® MHUKpPO cieayer HayuHath B 1-i  J€Hb
MEHCTpPYaJIbHOTO LUKJIA (B 1-i 1€Hb MEHCTpyaJIbHOTO KpoBoTeueHMsI). [lonmyckaeTcss Hayano npuéma
Ha 2-5 [€Hb MEHCTPYaJbHOIO LHUKJIA, HO B 3TOM CIydyae pPEKOMEHAYETCS OMOJHUTEIBHO
UCIOJIb30BaTh OapbepHBI METOJ KOHTpAICNLIMU B TeUEHHE NEepBbIX 7 IHEH mpuéma TabIeToK M3
IIEPBOM YIIAKOBKH.

IIepexoo ¢ 00no20 pexcuma npumenenust npenapama Buoopa® mukpo na opyeoii pesicum

[Ipenapar Bumopa® mukpo, Bkimouaromii 21 Tabnerky ¢ ropmMoHamMu u 7 TabaeTok miane6o, u
npenapar Bugopa® Mukpo, BKIOYarOmui 24 TableTKH ¢ TOPMOHaMu U 4 TaOJieTKu IUianedo, He
SBIISIIOTCSL TEPANEeBTUYECKH HACHTHUYHBIMU, TaK KaKk INPH HMX TNpPUEME pas3Indaercss KypcoBas
(uuKIOBas) A03a IEUCTBYIOMINX BEILIECTB.

PekoMeHIaIMU TPH MEPEXOJIE C OJHOIO PEXHMMa JO3MPOBaHWs mpenapara Bumopa® Mukpo Ha
JPYTrof peKuM aHaJIOTMYHBI peKoMeHaauusaM npu nepexoae ¢ apyroro KOK Ha nmpuem npenapara
Bunopa® MUKpO U NIPEICTABIEHBI HIKE.

Kpaiine BaKHO NPHIEPKUBATLCS CXEMBI TpueMa rpenapara Bumopa® Mukpo s obecrieueHus
ONTUMANIBHBIX 3((HEKTUBHOCTH U OE30MACHOCTH.

Ilepexo0 ¢ Opyeozo KombUHUpoSanHo20 20pmMoHanbHo2o kowmpayenmuea (KOK, eacunanvhozo
KObYA UMY MPAHCOEPMATLHO20 NAACMBIPSL).

[IpeanouruTenbHO HayuMHATL MPUEM IIpenapara Ha CIEAYIOLUN JeHb I0CiIe IpuEéMa IOCIEeIHEH
TabJIETKN C TOPMOHAMH, HO HE MO3/IHEE CIEAYIOLIEro JHS Mocie 00BIYHOTO 7-THEBHOTO MEpephIBa B
npuéme (Ui mpemaparoB, coiepkammx 21 TabieTky/apaxke) WM Tocie TNpUeMa IOCieaHel
TabnmeTkn  minanebo  (He  coaepkamied  TOPMOHBI, s TpenapaToB,  COAEPIKAILIUX

28 TabyeToK/Ipajke B yIaKoBKe).



[Ipuem TabineTok mpenapata Bumopa® MUKpO CleayeT HauvHaTh B J€Hb yIAJIC€HUs BarMHAIBHOTO
KOJIbLIA WJIM TUIACTBIPS, HO HE TO3JHEE JHSA, KOTJa JIOJDKHO OBITh BBEACHO HOBOE KOJBIO HIIU
HaKJIEEeH HOBBIH IIACTBIPb.

Ilepexo0 ¢ 2OpMOHANbHBIX KOHMPAYENMUBOS, COOEPHCAWUX MONbKO 2eCMAeHbl («MUHU-NUIUY,
UHBEKYUOHHBIX — (POPM,  NOOKOJNCHBIX — UMHIAHMAMO8 U  6HYMPUMAMOYHLIX — CUCTEM  C
KOHMPOAUPYEMBIM BbLC8000ICOEHUEM 2eCMALEHA,).

[Tpu mepexojie ¢ «MUHU-TIMIINY MOXXHO HAUMHATHh IPUEM Ipernapara B Jito0oi JeHb (0e3 mepepriBa),
C UMIUIAHTATOB MJIM BHYTPUMATOYHON CHCTEMBI C T€CTar€HOM — B JICHb YAAJCHHUS MMIIAHTATa WJIH
BHYTPHUMATOYHOU CHCTEMBI, C MHBEKIIMOHHONH (POPMBI — CO JHSA, KOT/Ia JI0JDKHA Obula OBITH clieaHa
creayronas MHbeKIusA. Bo Bcex cimyyasx HEOOXOAMMO JOMOJHHUTEIBHO HCIOJIB30BATh OapbepHBIit
METO/] KOHTpALIENIMH B TEYEHUE TIEPBBIX 7 JHEH npuema TabieTok npenapara Bugopa® mukpo.
Ilocne abopma 6 I mpumecmpe 6epemennocmu.

KenmupHa MOXET HauMHATH MpPUEM IMIpernapara HEMEIJICHHO II0CJie CaMOIPOU3BOJIBHOTO WIIH
MeaunuHckoro abopra B I Tpumectpe 6epemeHHOCTH. [IpH cOOMIOIEHUN 3TOTO YCIIOBUS KEHIIUHA
HE HY)KJaeTcs B JIOMOJIHUTEIBHBIX MepaxX KOHTPALICTIIIUH.

Ilocne pooos (npu omcymcmeuu 2pyOHO20 6CKAPMAUBAHUS) UTU NpepbleaHus bepemennocmu 6o 11
mpumecmpe.

Hauunnare mpuem mpenapata Bumopa® mukpo ciexyer He panee 21-28 aus mocie ponos (mpu
OTCYTCTBUHM TPYJHOTO BCKapMJIMBAHHWS) WIM TIOCJIE TpEepbIBaHUA OEPEeMEHHOCTH (B TOM 4HCIE
camonponsBoibHOro) Bo Il Tpumectpe. Ecnu nmpuem Havat mo3jaHee, HEOOXOIMMO JOTOIHUTEIBHO
UCTOJIBb30BaTh OaphepHBIH METOJ KOHTpPALENIMM B TEUYEHUE NEpBBIX 7 THEH mpueMa TabJeToK
npenapara Bugopa® Mmukpo. OmHAaKO €Civ MOJOBOM KOHTaKT MMEN MECTO [0 Hayaja Npuema
mpernapara, JOJDKHa OBITh HMCKIIOYEHa OCEpEeMEHHOCTh WM CIEeAyeT J0XKIATbCcs IepBOM
MEHCTpYaIUH.

IIpexpawenue npuema npenapama Buoopa® mukpo

[IpekpaTuTh mpHeM MpemapaTa MOXHO B Ji0b6oe Bpemsa. Ecium JkeHIIMHa He IUIAaHHPYET
OEpeMEHHOCTh WJIM JKCHIMHE IPOTHUBONOKa3aHa OepeMEHHOCTh, MOTOMY YTO OHAa NPUHUMAET
MOTEHIMAJIBHO OMNAacHbIE Ui IUIOA NpenapaThl, HY)KHO OOCYyIUTh C BpPayoM JPYrHE€ METOIbI
KOHTpAIICTIIUH.

Ecnu keHIMHA TUTaHUpPYeT OepeMEHHOCTh, PEKOMEHIYETCS MPEeKpaTHTh NpUEeM Npenapara
MOJI0KAATh €CTECTBEHHOTO MEHCTPYaJIbHOTO KPOBOTEUCHHUS, U YK€ TIOTOM IIBITATHCS 3a0€peMEHETb.
310 moMOKeT 00Jiee TOUHO PACCUUTATh CPOK OEPEMEHHOCTH U BPEMS POJIOB.

IIponyck npuema maodnemok, He coOepiHcauux 20pmMonvl (niauedo)

[Tponyck Tabnerok ruianedo (OenbIX) MOXKHO HPOUTHOPHPOBATH, HUKAKUX MEp NPUHUMATh HE
Tpebyercs. Henmpunsteie TabaeTkn HEOOXOIUMO BBIOPOCUTH, YTOOBI N30€KaTh HEMPEAHAMEPEHHOTO

YBEJIMYCHUS TPOIOJKUTEIBHOCTH TIepro/a prueMa TaleTok miamnedo (Tadnerku 6e10ro 1Bera).



Ilpuem nponyuienHbIX MaAdIEMOK, COOEPIHCAUUX 2OPMOHDL
Ecnmu mponymieH npueM TaOleTKH € ropMoHamMH (pO30BOTO I[BETa) M OINO3JAaHHE B IpHUEME
OYepeHON TabNeTKHu COCTaBHJIO MeHee 12 4acoB, KOHTpaLENTHBHAs 3allUTa HE CHUXKAETCH.
[Tponymiennyo TabieTKy cienyeT NpPUHATh Kak MOXXKHO ckopee. Jlaimee TaOineTku ciexyer
NPUHUMATH B OOBIYHOM pEXKHUME.
Ecnu ono3nanue B mpueMe odepeHol TabIeTKu cocTaBmiio 0oJiee 12 yacoB (MHTEpBall ¢ MOMEHTA
npuema rnociuenneit Tabaetku 6onpie 36 yacoB), KOHTPAIETITUBHAS 3aLIUTa MOXKET ObITh CHHKEHA.
YeMm Oodbinie TaOIETOK MPOMYIIECHO MOIPSI, U YeM OJIMXKe 3TOT MPOIYCK K 7 THEBHOMY IE€pPEpPHIBY B
npueme TabJIeTOK ¢ TOPMOHaMHU (PO30BOIO LIBETA) Mperapara, TEM BBILIE BEPOSITHOCTh HACTYIUICHUS
0epeMEeHHOCTH, MOCKOJIbKY 7 AHEH HENpephIBHOTO MpHeMa Mpernapara TpeOYIOTCs IS JOCTHKEHHS
aJIeKBaTHOTO TIOAABJICHHS TUIIOTATAMO-TUIO(U3APHO-IMYHUKOBOIM CUCTEMBL. [ Takux cuTyaruii
MOTYT OBITh JJaHBI CJIEIYIOIINE PEKOMEH AN
e Ha I neoene npuema npenapama
[TponymieHHyo TabIeTKy ¢ rOpMOHaMH (PO30BOTO IIBETA) CIEAYET MPUHATH KaK MOXKHO CKOpee
(KaK TOJBKO JKEHIIMHA BCIOMHHT), JaXX€ €CIM JTO O3HAyaeT MpHeM JBYX TabJEeTOK
oaHOBpeMeHHo. Jlanee TabieTKu cienyeT NPUHUMATh B OOBIYHOM peXHME. J[OMOoIHUTENBHO
JIOJDKEH OBITh MCIIONIb30BaH OapbepHBIN METO/ KOHTPALCHIIMY B TE€UCHUE MOCIECIYIOMUX 7 JHEH.
Ecnu monoBoi KOHTaKT MUMEN MECTO B TeUEHHE HEJENU Mepe]l MPOMYyCKOM B MPUEME OUYepeaHOM
TabNIETKH, HEOOXOIUMO YUUTHIBATh BEPOATHOCTh HACTYIIJICHUS OEPEMEHHOCTH.
e Ha 2 neoene npuema npenapama
[TponymieHnyo TabaeTKy ¢ ropMOHAMH (PO30BOTO I[BETA) CIENyeT NMPUHATH KaK MOKHO CKOpee
(KaK TOJNBKO JKCHIIMHA BCIOMHHUT), JaXe €eClIM OTO O3HayaeT IpHeM JABYX TaOleTOK
oHOBpeMeHHO. [lanee TalneTku cieayeT NpuHUMATh B 0ObIYHOM pexkume. Ecnu B Teuenue 7
JHEH, MpeaIIecCTBYIONMX IE€PBOMY TIPOMYCKY B TIpUeMe, Bce TaOJETKH NPUHUMAIUCDH
NPaBUIbHO, HET HEOOXOIMMOCTH HCIIOJIb30BaTh JIOTOJHUTENIbHBIE METOABI KOHTpaueniuu. B
NPOTHBHOM ciy4yae, a TaKKe B clydae MNpoIycka AByX U Oosiee TaOleToK, HEOOXOAUMO
UCTIOJIb30BaTh JIOTIOJHUTEIbHBIN OapbepHBIii METO/I KOHTPALEHIMHA B TEYCHUE MOCIEAYIOMUX 7
ITHEH.
e Ha 3 u 4 nedenax npuema npenapama
B cnyuae npomycka Ha 3 uian 4 HeAensaX NMpHeMa rpernapara, Heo00X0IUMO MPHUHSTD MOCIEAHIONI0
NPOMYIICHHYIO Ta0JIETKy KaK MOXKHO CKOpee (Zake ecid 3TO O3HayaeT NpueM 2 TallIeTok
OJIHOBPEMEHHO).
Henv3a npunumams bonee 2 mabiemox ¢ 2opmonamu (mabiemxu po3o6oeo yeema) 6 meyerue |

cymok!

10



Jlanee TaONeTKU ClEAyeT NMPUHUMATh B OOBIYHOM peXHME, TOKa HE 3aKOHYaTcs TaOJeTKH,
coJiepKallie TOPMOHBI, B ymakoBke. TabneTku 1uianebo (Oenble) crnemyer BeIOpocuTh U 0e3
nepepbiBa HAYMHATH TPUEM TaOJETOK W3 CIEAYIOUIEH YIakoBKM Tpernapara Bumopa® mukpo.
JIONOJTHUTENBHO, JOJDKEH OBITh HCIIOJIb30BAaH OapbepHBI METOJI KOHTPALEHIMU B TEUEHUE
CHEAYIOLIUX 7 THEM.
KenmupHa MOXeT TakKe HpepBaTh NMPHEM TaOJETOK, COJIEpKaIlUX TOPMOHBI (PO30BBIX) M3
TEeKyllel yNakoBKM. 3aTeM OHa JOJDKHA clelaTh IepepblB Ha 7 AHEW (g mpemnapara
Bunopa® mukpo, comepxkaiero 21 Ttabnerky ¢ ropmMoHamu) WidM Ha 4 aHs (WiA mpenapara
Bunopa® mukpo ¢ 24 tabineTkamu ¢ TOPMOHAMH) COOTBETCTBEHHO, BKJIKOYAss B HETO W JHU
IporycKa TabJIETOK, 3aTeM HAYMHATh IPUEM Tpenapara Bugopa® MUKpPO U3 HOBOM YIIAKOBKH.
BeposiTHee Bcero, KpoBOTEUEHHs «OTMEHBI» HE OyAeT 0 KOHIa BTOPOH YHMAaKOBKH, HO MOTYT
HAOJIOAATHCS «MaXKyIIUe» KPOBSHUCTHIC BBIZCICHHS MIIM MaTOYHOE KPOBOTEUEHUE «OTMEHBD» B
JHU TIpUeMa TpemnapaTa U3 BTOpOM ymakoBkH. Eciu >KeHIIMHA TpoITycKana mpueM TalJeToK,
COJZIepKalMX TOPMOHBI, U BO BpeMs NpHeMa TabJeTOK Iuanedo KpOBOTEUEHHUS «OTMEHBI» HE
HACTYIHJIO, HEOOXOIMMO UCKITIOUUTH OEPEMEHHOCTD.

Pexomenoayus npu snceny0ouHo-KuueYHbIX pAcCmpoicmeax

IIpu TsKENBIX KEMyTOYHO-KUIICYHBIX PpACCTPOMCTBAX BCACBIBAHUE MOXKET OBbITh HEIOJIHBIM,

MIO3TOMY CJIeIyeT IPUHSATH JOMOJHUTEIbHBIE MEPBl KOHTPALICIIIHH.

Ecnmu B TeueHwe 4 uacoB mocie mpuema TaOJNETKH, COJeprKalleil TOpMOHBI (PO30BOTO IIBETA)

MPOM30IIUIa PBOTA WJIM ObUIA AHapesi, CleIyeT OPUEHTUPOBATHCS Ha PEKOMEHAALMHU TPU IPOITyCKe

TabneTok. Eciu JKeHIIMHA HE XOYeT MEHSTh OOBIYHYIO CXEeMy IpHeMa U IMEPEHOCHUTh HAYajo

MEHCTPYaJIbHOMOAOOHOTO KPOBOTCUEHHsS Ha JAPYroM JeHb HENENd, JONOJHHUTENbHYIO TalJeTKy,

COJIEpPIKALIYI0 TOPMOHBI CIIEAYET MPUHATH U3 IPYTroil YIaKOBKH.

H3menenue OHsA MEHCMPYAIbHONOO0OHO20 KPOGOMEUeHUA

YroObl OTCPOUYUTH HACTYIJICHHE MEHCTPYaIbHOMOAOOHOTO KPOBOTEUCHHMS, HKCHIIMHE CIEIyeT

IPOJIOJIKUTL TIPUEM TAaOJETOK U3 CIEAYIOIIEN YIaKOBKHM Tpernapara Bumopa® MUKpO, MpOIyCTHB

TabyeTku TuIanebo (TabieTku 6enoro 1BeTa) U3 TeKymelH ynakoBku. Takum oOpa3om, UK IpreMa

mpemapaTa MOXeT ObITh MPOJJICH, MO KEIAHWI0, HAa JIF00OW CPOK, MOKa HE 3aKOHYATCS TaOJIeTKH,

coJiepKallie TOpMOHBI M3 BTOpO# ynakoBku. Ha ¢one nmpuema mpenapaTa u3 BTOPOH YNAaKOBKU y

KCHIIMHBI MOTYT OTMEUYaThCs «MaXYILIHE» BBIACICHUS WM  «IPOPBIBHBIE» MAaTOYHBIC

KpOBOTEUEHUs. Perysipublii nprem npenapara Bugopa® MUKPO BO30OHOBIISETCS MOCIIE OKOHYAHMS

npuema TabJIeToK rianeoo.

YroObl MepeHecTH Hayalo MEHCTPYaJIbHOMOJAOOHOTO KPOBOTEUCHHMS Ha JPYroil JeHb HEAelH,

KCHIIMHE CIIEYeT COKPATUTh JIUTEIBHOCTh MpHeMa TalJIeToK Ianedo Ha jkelaeMoe KOJIMYECTBO

nHel. Yem Kopoue MHTEpBaJl, TEM BBIIIE PUCK, YTO Y )KEHIIMHBI HE OyJeT KPOBOTEUEHUS «OTMEHBD,
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U, B JaJIbHEHIIEM OyAyT «MaXXylIHe» BbIIEICHUS U «IIPOPBIBHBIC» KPOBOTEUEHHS BO BpeMs IpHeMa
TabJIETOK U3 BTOPOH YITAKOBKH.

Hononnumensnan ungpopmayus o npumeHeHuU 6 0COOBIX KIUHUYECKUX ZPYRNaAx

Ipumenenue y oesouex-noopocmxos 0o 18 n1em

I[Ipenapar Bugopa® MUKpO TOKa3aH TOIBKO MOCIIE HACTYIUICHUS MeHapxe. MIMeromuecs JaHHbe He
IIPEIoJIaratoT KOPPEKILIMH 103bl Y JAHHOM IPYIIIBI MALIUEHTOK.

Y acenwyun 6 nosrcunom 6ospacme

I[Ipenapar Bumopa® MUKpO He MOKa3aH MOCIIE HACTYIIEHUS MEHOAY3bL.

Iayuenmku ¢ Hapywernuem yHKYuU nevenu

[Ipenapar Bumopa® MHUKPO TNPOTHBONOKA3aH JKEHIMMHAM C OCTPBIMH HJIM XPOHUYECKHMHU
3a00JIeBaHUSAMU TIC€YCHH TSDKEJION CTENEeHH, MEeUYEeHOYHOM HEJOCTaTOYHOCTHIO (10 HOpMalHU3aluu
nokasaresnei QyHKIMK neyeHn) (cM. Takxke pasaens! «IIporuBonokaszanus» u «PapMakoIorHiaecKue
CBOMCTBAY).

Iayuenmku ¢ HapyweHuem GyHKYUU noex

I[Ipenapar Bumopa® MUKpPO MPOTHBOMOKA3aH KEHIIMHAM C TIOYEYHOM HEIOCTATOYHOCTBIO TSIKEIION
CTENEHU WIM C OCTPOI NMOYEYHOM HEAOCTATOYHOCTBIO (CM. Takxke pasnensl «IIpoTuBonokasanus» u

«DapMaKoJIOTHYECKUE CBOMCTBAY ).

IToGouHoe neficTBHE

Coobmanoch 0 CleAylommx Haubosiee pacrpoOCTPAHEHHBIX HEXENATeNbHBIX PEeaKLUUsAX y >KEHIIMH,
MPUMEHSIOMINUX KOMOMHALIMIO JPOCTIMPEHOH+ITHHIIIICTPAANOI 1O Moka3aHusiM «KoHTpauenus» u
«KoHTpanenmus 1 jedeHue yrpeBoit cwiu (acne vulgaris) cpefHeil CTeNeHU TSHKECTH»: TOITHOTA,
00JIb B MOJIOYHOM >Kene3e, HeperyJsipHble MaTOYHbIE KPOBOTEUEHHUS, KPOBOTCUCHUS U3 IOJIOBBIX
nyTell HEyTOYHEHHOTro reHe3a. JlaHHbBIe HEXeJaTelbHble PeakIMM BCTpeyaluch Oosiee ueM y 3%
KEHIIMH. Y TMAaIUeHTOK, MPUMEHSIONMX KOMOMHALMIO JAPOCIUPEHOH+ITUHHIACTPAIUON T10
nokazanuio «KoHTpanenuus u JedeHHe TsDKeNolH (OpMBI TPEIMEHCTPYaTbHOTO CHHIPOMAa»
co00mIaNIoCh O CIEeAYIOMNX Hanboiee paclpoOCTPaHEHHBIX HEXeNaTeNbHBIX peakuusax (bosee yem y
10% >keHIIKH): TOIIHOTA, 00JIb B MOJIOUHOM JKeJie3€, HEPETrYJsIpHbIe MATOUYHBIE KPOBOTCUCHHUS.
Cepbe3HbIMH HEXeaTeIbHBIMH peakiuaMu SBistiorcess ATO (aprepuanbHas Tpom003M60mst) u BTO
(BeHO3Hast TPOMOOAIMOOITHS).

HexenarenbHble peakiMd BO3MOXKHBIE TIpU NPUMEHEHHHM KOMOMHAIMK JAPOCIUPEHOHA U
STUHWIACTPAANOJa paclpeiesieHbl 10 CUCTEMHO-OPTaHHBIM KjlaccaM C YKa3aHMEM 4YacTOThl MX
BO3HUKHOBEHUs coryiacHo pekomeHmanusm BO3: gacto (> 1/100 u < 1/10), mewacto (> 1/1000 u <
1/100), penxo (= 1/10000 u < 1/1000) m yacToTa HEW3BECTHA (YACTOTYy BO3HUKHOBEHHUS Ha

OCHOBAaHUHU UMCIOIINXCA JaHHBIX YCTAHOBUTH HCBOSMO)KHO).
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CucremMHo- Yacro (= 1/100 HeuacTto Penko Yacrora
OPraHHbI KJ1acc -<1/10) (=1/1000 - (=1/10000 - HEM3BEeCTHA
(Bepcust MedDRA: <1/100) <1/1000)
9.1)
WudexnonHble 1 Kannunos
napasuTapHble
3a00JeBaHus
Hapymenus co AHnemus
CTOPOHBI KPOBH U TpomboumTemus
TUM(paTHIeCKOH
CUCTEMBI
Hapymenus co Annepruueckas I'mnepuyBcTBUTE
CTOPOHBI UMMYHHOM peakuus JBHOCTh
CUCTEMBI
Hapymenus co IToBbIIEHNE
CTOPOHBI OOMeHa anmneTuTa
BEILECTB U AHopekcus
[IATAHUSA I'mnepkanuemus
I'unonarpueMus
Hapymenus ncuxukn | OmonumonaneHas | HepBo3HoCTb AHoprazmus
1a0UIBHOCTD ConnuBocTh becconnuna
Henpeccus
Hapymenus co I'onoBHas 6o1b l'onoBokpyxkenue | Bepruro
CTOPOHBI HEPBHOM [Tapecre3us Tpemop
CUCTEMBI
Hapymenus co KOHBIOHKTHBUT
CTOPOHBI OPTaHOB CyxocTb
3peHUs CIU3HUCTOMN
000JI0YKH IJ1a3
Hapymenns
3peHus
Hapymenus co Taxukapaus
CTOpPOHBI cepALa
Hapymenus co Bapuxo3noe ®nedut
CTOPOHBI COCYI0B pacumpenue BeH | Hocosoe
[ToBbiIEeHNE KPOBOTEUECHUE
apTepUaTbHOTO Obmopox
JaBJICHUS Benosnas
MurpeHnn TpoMO0IMO0ITHUS
(BT9)
AprepuanbHast
TpOMO0IMOOITHS
(ATO)
Hapymenus co TowmHoTa bonsb B xuBOTE B3nyrtue xxuBora
CTOPOHBI KETYyAO0YHO- PBota UyBcTBO
KHMILIEYHOI'O TPAaKTa Hucnencus TSYKECTH B
Mereopusm KUBOTE
I'actpur I'peoka
Huapes [ULLIEBOJIHOIO
OTBEPCTUS
nuagparmMel
Kannunos

I0JIOCTH pPTa
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CucremMHo- Yacro (= 1/100 HeuacTto Penko Yacrora
OPraHHbI KJ1acc -<1/10) (=1/1000 - (=1/10000 - HEM3BEeCTHA
(Bepcust MedDRA: <1/100) <1/1000)
9.1)
3anop
CyxocTb
CIIM3UCTON
000JI0YKH
II0JIOCTH pTa
Hapymenus co
CTOPOHBI
KEITyJ0YHO-
KHILIEYHOT O
TpakTa
Hapymenus co Jluckunesus
CTOPOHBI IIEYEHU U HKEITYEBBIBOIS
KEITYEBBIBOJAIINX LIUX yTen
MyTeu XOJIELUCTUT
Hapymenus co AxHe Xioazma MuorogpopmHas
CTOPOHBI KOKH U 3yn Ok3ema spurema
MOJIKOKHBIX ChInb Anonenus
TKaHeu JepmaTtur
yrpeBou
CyxocTb KOXH
VY3noBaras
spUTEMa
I'mneprpuxos
Crpun
KonTtakTHbIi
JIepMaTUT
doronepmaTuT
KoxHblii y3enok
Hapymenus co
CTOPOHBI KOKHU
Hapymenus co bons B crinHe
CTOPOHBI CKEJIETHO- bons B
MBIILIEYHON U KOHEYHOCTAX
COCIMHUTEIILHOU Mpeleynslie
TKaHU Cyloporu
Hapymenus co bons B BarunanbHbII JucnapeyHust
CTOPOHBI MTOJIOBBIX MOJIOYHOH KaHJUA03 BynbsBoBaruHuT
OpraHoB U MOJIOYHOM | JKeJe3e Bonb B obnactu [TocTkonTansHOE
HKeJe3bl Mertpopparus™ MaJjioro Tasa KpOBOTEUYEHHE
OtcyrcTBUE YBennuenue KpoBoreuenue
MEHCTPYaJIbHOIIO | MOJIOYHBIX XKEJIE3 | «OTMEHBD»
JO0OHOTO ®ubposzHokucros | Kucra momnounoit
KPOBOTEUYEHMS HBbIE HKeJe3bl
0o0pa3oBaHUs B ['uneprnazus
MOJIOYHOMN MOJIOYHOM
xKerese HKeJe3bl
KpoBsiHuctsie HoBooOpa3oBanu
BbIJICJICHUS/ € B MOJIOUYHOM
KPOBOTEYECHHE U3 | XKeEJe3e
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CucremMHo- Yacro (= 1/100 HeuacTto Penko Yacrora
OPraHHbI KJ1acc -<1/10) (=1/1000 - (=1/10000 - HEM3BEeCTHA
(Bepcusi MedDRA: <1/100) <1/1000)
9.1)

noJjoBbIX myTeit* | [lonum meiiku
Brinenenusa us MaTKU
NoJIOBBIX yTeil | Atpodus
«IIpumuBb» € SHIOMETPHUS
OILYILIEHUEM Kucra ssmunnka
xKapa YBennuenue
Barunut MaTKHu
bonesznennoe
MEHCTPYaJIbHOIIO
nobHoe
KpPOBOTEUECHHUE
CkynHoe
MEHCTPYaJIbHOIIO
nobHoe
KpPOBOTEUECHHUE
ObwunpHOE
MEHCTPYaJIbHOIIO
no6Hoe
KpPOBOTEUECHHUE
CyxocTb
CIU3HUCTOMN
000J10YKH
BJIAraJINIIA
[Taromorunueckue
pe3yabTaThl
TecTa 1Mo
[Tanmanukosay

Oo6mue paccTpoiicTBa Actenus Henomoranue
U HapyILIECHUs B MECTE Ycunennoe
BBEJICHUS IIOTOOT/IEIICHHUE
Oteku
(reHepaan3oBaHH
ast OTEYHOCTb,
nepugepudeckue
OTEKH,

OTEK JIWIIA)

JlaGopaTopHsble u YBennuenue CHuxeHnue
MHCTPYMEHTAJIbHBIC MaccChl Tella MaccChl Tella
JAHHBIC

* JaCToTa HEPCTYJIAPHBIX KpOBOTC‘ICHI/Iﬁ YMCHBIIACTCA 1O MCPE YBCIUYCHHA IUTCIBHOCTH IpHCMa
KOM6I/IHaI_II/II/I I[pOCHI/IPGHOH‘H)THHHHBCTI)&I[HOH.

JlononauTenpHyto nHpopmanuo o BTD u ATD, murpenu, pake monouHoi xene3sl (PMXK) u
(oxanbHON HOAYJISIPHOU TUIIEPILIA3HH NIEYEHU CM. TaKkKe B paszaenax «lIpoTuBomnokazanus» u
«Oco0ble yKazaHHsD».

Hononnumensnan ungpopmayus
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Hwxe nepeuyncieHsl cepbe3Hble HEXeNlaTeNbHbIE PEaKIMK, BCTPEUAIOIIUECs Yy KCHIIUH Ha (oHe
npuema KOK:
Onyxoau

e Yacrora JUarHOCTUPOBAHUS PMXK y JKEHIIUH, [IPUHUMAIOLIHX KOK,
HECKOJIbKO ToBbIIeHa. B cBmu ¢ TeM, uro PMX ormeuaercs penko y
xeHmuH 1o 40 jer, yBenumdyeHwe uucina  jguarHozoB PMOK  y  okeHmuH,
npuanMamux KOK, sBisercs He3HAYUTETbHBIM MO OTHOIICHUIO K OOIIEMY PUCKY 3TOTO
3a00JIeBaHuUS.

e Omyxonu neyeHu (100poKayecTBEHHBIE U 3I0KAUCCTBEHHBIE).

Lpyaue cocmoanus

e ['mneprpurnuuepugemMus (IOBBIIEHHBIH PUCK TAHKpeaTHTa BO BpeMs IpueMa
KOK).

e [loBbllIeHNE apTEPUANBHOIO AABJICHUS.

e CocrosHus, pa3BuBarolecs win yxyamatoniecs: Bo Bpems npuema KOK, HO ux cBs3p He
JI0Ka3aHa: JKeNTyXa W/WINM 3yl, CBS3aHHBI C XOJeCTa3oM; XOJeIUTHa3; Mophupus;
CUCTEMHAasl KpacHasi BOJIYaHKA; T'€MOJINTUKO-YpEMHUYECKHH cHUHApoM; Xopes CuueHrama,
recTallMOHHBIN TepIeC; CHUKEHUE CITyXa, CBI3aHHOE C OTOCKIIEPO30M.

e V XKCHIIMH C HACJIEICTBEHHBIM AHIMOHEBPOTUYECKUM OTEKOM IIPUEM 3CTPOI€HOB MOKET
BBI3BIBATH WU YCYT'YOJITh €r0 CUMIITOMBI.

e Hapymenus GyHKINN EYCHH.

e boue3nb KpoHa, I3B€HHBIN KOJIUT.

e XJl0a3zMa.

B3aumooeiicmeue
Bsaumopneiicteue KOK ¢ npyruMu nexapcTBEHHBIMH TpenapaTamM (MHIYKTOpaMH (EepMEHTOB)
MOXET TIPUBECTH K «IPOPBHIBHBIM» KPOBOTCUEHHUSIM W/WIM CHIKCHHUIO KOHTPALCTITUBHON

s dexTUBHOCTH (CM. paszzaen «B3zaumoaeiicTBre ¢ JpyruMu JIEKapCTBEHHBIMHU CPEICTBAMIDY).

Ilepeno3upoBka

JlaHHBIE O IEPEIO3UPOBKE Ipenapara Bugopa® MUKpPO OTCYTCTBYIOT.

Cumnmomsi: TOUIHOTA, PBOTA, Y JEBOYEK-MOAPOCTKOB IMpPHU CIy4yalHOM MpHUEME — KpPOBSHHCTHIC
BBIJACJICHUS M3 BJIarajvilia 10 HACTYIUICHUA MCHaApXe.

Jleuenue: CHGLII/I(I)I/I‘-IGCKOFO AHTHU0TAa HET, CJICAYCT MMPOBOAUTHL CUMIITOMATUYICCKOC JICUCHUC.

B3anmopeiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CPeICTBaMHU
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Bausnue opy2ux nexapcmeennwlx npenapamos na npenapam Budopa® muxpo

Bo3MokHO ~ B3aMMOAEWCTBHME  C  JIGKAPCTBEHHBIMH  MpemaparamM,  HMHIYLUUPYIOIIUMHU
MHUKpPOCOMaJbHbIE (EPMEHTHI, B pe3yJbTaTe Yero MOXKET YBEIMYUBATHCA KIUPEHC MOJIOBBIX
TOPMOHOB, YTO, B CBOIO OY€pelb, MOXET MPUBOAUTH K «IPOPHIBHBIM» MaTOYHBIM
KPOBOTECUCHHSIM W/WJIA CHIDKEHHIO KOHTPAENTUBHOTO 3¢ (deKTa.

WHayKiuss MUKpOCOMAaNbHBIX (DEPMEHTOB IEUYEHM MOXKET HaOIIoNaThCsl yKE€ 4Yepe3 HECKOJIbKO
THEW COBMECTHOI'O MpUMEHEeHHs. MakcuMaabHas WHAYKLIUS MHUKPOCOMAIBHBIX ()EPMEHTOB MEUYECHU
OOBIYHO HAOIIOMAETCST B TEUEHHE HECKONbKHX Henxenb. [locme oTMeHBl mpernapara WHIYKIHS
MHUKPOCOMAJIbHBIX ()EPMEHTOB NIEUCHH MOKET COXPAHATHCS B TE€UCHUE 4 HEJlelb.

Kpamxocpounas mepanus

KenmuHaMm, KOTOpbIE MOJIyYalOT JIEYEHHWE TAaKUMHU TpenapaTaMd B JONOJIHEHUE K Tpemnapary
Bunopa® MHKPO, pEKOMEHIYETCS HCIIOJIb30BaTh OAphEPHBIM METOJ KOHTPALENIMUA I BbIOPATh
MHOM HETOPMOHAJIBHBIA METOJ KOHTpaueNnUuH. bapbepHbIi METOJ KOHTPALECHLUU CIELYET
HCIIOJIb30BaTh B TEUEHUE BCEro IEpHOJAAa IPHEMA COMYTCTBYIOIIMX IIPENaparoB, a TaKXkKe B
TedeHue 28 nHeW mocie uX OTMEHbl. EciM nmpuMeHeHue npenapara-uHAYKTOpa MUKPOCOMAaJIbHBIX
(epMEeHTOB TEYEeHH HEOOXOAUMO MPOJOJDKHTH IOCIE TOTO, KaK 3aKOHUEH NPHUEM COJAEpIKaIIUX
TOPMOHBI (PO30BBIX) TAOJIETOK, CIEAYET HPOIYCTHTh NMPHEM HE COACpXKalluX TOPMOHBI (OenbIX)
TabJIETOK ¥ HAUYMHATH IIpueM TabieTok npenapara Bugopa® MUKPO U3 HOBOM YIIAKOBKH.
Loneocpounas mepanus

KenmuuaMm, UIMTENBHO TNPHUHUMAIONIMM Ipenapatbhl (EepMEHTOB TEYCHH, PEKOMEHAyeTCs
HCIIONIB30BAaTh APYrOM HAIEKHBI HETOPMOHAJIBHBINA METOJ KOHTPALICTILIUH.

e BemecrtBa, yBETMUMBAIONIME KIMPEHC KOMOMHAIMM  JIPOCIHPEHOH-HITUHUIACTPAIUOIN
(ocnabnstonre 3h(PeKTUBHOCTH MyTeM HMHAYKUUH (epMeHTOB): (HEeHUTOMH, O0apOUTYpaTHhl,
NPUMUIOH, KapOamazenuH, pupaMnuLrH, 003eHTaH, JIEKAPCTBEHHBIE CPEICTBA JUIS JICUCHHUS
BUY-undexnuu (puToHaBUp, HEBUpAanWH U 3(aBUpPEH3) M, BO3MOXKHO, TaKXKe
OKckap0asenuH, Tonupamar, ¢gendamar, rpuzeodyabBUH, a TAKXKE Mpenaparhl, couepKaine
3BepO0OO¥ MPOABIPSBICHHBIMH.

e BemecTBa ¢ pa3aTMuHBIM BIMSAHUEM Ha KJIMPEHC KOMOUHAIMH
JIPOCIMPEHOH I THHUIACTPAANON.

[Ipy coBMECTHOM NpPHUMEHEHMH C KOMOMHAIMEH JApPOCHUPEHOHTITHHUIICTPATUOI MHOTHE
uHruburopsl nporeaz3 BUY wnu Bupyca remaruta C M HEHYKIMO3UIAHbIE MHTHMOUTOPHI 0OpaTHOM
TPAHCKPHUINTA3bl MOTYT KakK yBEIUYMBaTh, TaK M YMEHBIIATh KOHLEHTPAIMIO SCTPOreHa WU
IporecTareHa B IUIa3Me€ KpPOBHU. B HEKOTOPBIX CiIydasx TaKOe BIHMSHHE MOXET OBITh KIMHHYECKU
3HAYUMO.

e Bemectsa, camkatomue kmpenc KOK (uHruburops! epMeHTOB)
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CunbHble u ymepenHsle UHruouTopel CYP3A4, Takue Kak a30ibHbIE aHTUMUKOTHKH (Hampumep,
UTPAaKOHA3011, BOPHUKOHA3011, dryxonason), Bepanamull, MaKpOJIUIbI (manpumep,
KJIAQpPUTPOMMLIMH, SPUTPOMUIIMH), JWITHA3eM H TPEeHNPpPyTOBBIA COK MOTYT IMOBBIIIATH
IUIa3MEHHBIE  KOHLEHTpPAallMM  3CTpOreéHa  WIM  IIporecrarcHa, Wi uxX  o0oux.
bruto mokasano, 4to sTopukokcud B mo3zax 60 u 120 mr/cytku mpu coBmecTtHOM mpueme ¢ KOK,
cogepxkamumu 0,035 Mr STUHWIACTPaaMOJa, IMOBBIIACT KOHLEHTPALMIO 3TUHWIACTpPAauosa B
ma3me kpoBu B 1,4 u 1,6 paza COOTBETCTBEHHO.

Bausnue npenapama Buoopa® mukpo na opyzue nexapcmeentvle npenapanol

KOK w™oryr BausaTh Ha MeTaboiM3M JApPYruxX NpenaparoB, 4YTO MPHUBOAUT K MOBBIIICHUIO
(HampuMmep, LUKIOCIOPUH) WM CHIKEHUIO (HAampuMep, JIAMOTPUKMH) MX KOHLEHTpaluu B
I1a3Me KPOBU U TKAHSX.

In vitro apocnupeHOH crnoOcOOeH ciab0 WM YMEPEHHO WHTHOMpOBaTh (EPMEHTHI IIMTOXpOMa
P450 CYP1AL, CYP2C9, CYP2C19 u CYP3A4.

Ha ocHoBaHMM HcCeIOBaHUN B3aMMOJAEHCTBHS in VIVO Y KEHIIUH-JO0OPOBOJIBIIEB, MPUHUMABIINX
OMEIPa30Jl, CHMBACTAaTHH WJIM MHUJAa30J1aM B Ka4eCTBE MAPKEPHBIX CyOCTPAaTOB, MOXKHO 3aKIIOUMTH,
YTO KJIMHUYECKH 3HAYMMOE BIUSHHE 3 MI JPOCHUPEHOHA HA METa0OJM3M JIEKapCTBEHHBIX
[Iperaparos, OIOCpEAOBaHHBIN bepmenTamMu LUATOXpOMa P450, MaJIOBEPOSATHO.
In vitro stuHMIACTpaguon sBisiercst oopatuMbiM uaruouropom CYP2C19, CYPIAL u CYP1A2, a
takke HeoOparumeiM uHTHOMTOpoM CYP3A4/5, CYP2C8 wu CYP2J2. B KIMHMYECKHX
HCCIIEIOBAaHUAX Ha3HAYEHHE FOPMOHAJIIBHOTO KOHTPALIENITUBA, COAEPIKAILEr0 STUHUIICTPAANOII, HE
NPUBOAMIO K KaKOMY-JIMOO TOBBILICHUIO WM TMPHUBOJAWIO JIHIIb K CJIAOOMy MOBBIIICHUIO
koHIeHTpanuii cyoctpatoB CYP3A4 B muiasme kpoBu (Hampumep, Muaa3ojama), B TO BpeMs Kak
TUIa3MeHHbIe KoHLeHTpaun cyoctpatoB CYP1A2 moryT Bo3pactats cinabo (Hanpumep, TeOPHILIHH)
WM YMEPEHHO (HallpUMep, MEJTATOHUH U TU3aHUIMH).

Dapmakoounamuueckue 63aumooeicmeus

bbulo moka3aHO, YTO COBMECTHOE INPUMEHEHHE STUHWIACTPAIUOJICOAEP)KALIUX IPEnapaToB U
MPOTHBOBUPYCHBIX IPENapaToB MPSMOrO JCHCTBUS, COAEPIKAIIMX OMOWTACBUp, HapUTANpEBHP,
naca0yBUp WJIM HMX KOMOHMHAIIMIO, AaCCOLMHUPYETCs C TOBbIMIEHHeM KoHueHTparuu AJIT
(amannHaMUHOTpaHCdepasbl) Oojee 4yeM B 5 pa3 B CPaBHEHUHM C BEPXHEH TIpaHUIE HOPMBI y
3I0POBBIX U MH(UIIMPOBaHHBIX BUpycoM renaturta C sxeHmuH (cM. pasaen «[IpoTuBomnokazaHus»).
Jlpyeue ¢hopmul e3aumooeiicmeusn

VY manueHToK ¢ HeHapylleHHOW (YHKIMEH IMOoYeK COYETaHHOE MPHUMEHEHHE APOCIUPEHOHA U
MHTUOUTOPOB AHTMOTEH3MHIIPEBPALIAIOIIETO bepmenTa I HECTEPOUIHBIX
MIPOTHBOBOCHIAJHUTEIBHBIX MPEMNapaToB HE OKa3bIBAET 3HAYMMOT0 3 (eKTa Ha KOHIICHTPALUIO Kallus

B IJIa3MC KPOBH. TeMm HE MCHCC, COUCTAHHOC ITPUMCHCHUC KOMGI/IHaHI/II/I
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JIPOCTIMPEHOH+3TUHIIIICTPAIMONl € AHTarOHUCTaMHM albJOCTEpOHA WIM KaluicOeperarommuMu
IMYypEeTUKaMHU He M3y4YeHO. B Takux ciyuasix KOHLEHTpAIMIO Kalus B IUIa3Me KPOBH HEOOXOIMMO

KOHTPOJIMPOBATh B TEUCHHE MEPBOTO LIMKJIA MpHeMa npenapata (cM. pazaen «Ocodble yKkazaHus»).

Oco0ble ykazaHus

Ecnu kakue-m100 M3 coCTOSHMM, 3a00seBaHuil U (PAKTOPOB pHUCKa, YKa3aHHBIX HMXKE, UMEIOTCSA B
HACTOsIIee BpeMs, TO CJIEyeT TIATEeIbHO B3BEIIMBATh MOTEHIIMAIBHBIA PUCK U 0KUAAEMYIO TTOJIb3Y
npumeHerns KOK B kax1oM MHAWBUIYAIbHOM CIIy4ae M OOCYIUTh €ro C XKEHIIUHON 10 TOro, Kak
OHAa pEINT HayMHAaTh NpueM mpenapata. B cmyuyae ycyryOieHusi, yCWJIEHHS HJIM IIEpBOTO
MPOSIBJICHUS JIFOOOTO U3 3THUX COCTOSIHMM, 3a0oyneBaHuil WM (pakTOpoOB pUCKA, KEHIIUHA JOJDKHA
MIPOKOHCYJIETUPOBATHCA CO CBOMM BPayOM JUIsl PELICHHs BOIPOCca O MPEKpalCHHH NPUMEHEHUS
npernapara.

Puck pazseumus BTO u AT

Pe3ynbraThl 3MUAEMHOIOTHYECKUX MCCIEIOBAHMN YKa3bIBAIOT HA HAIWYHE B3aMMOCBSI3U MEXKIY
npumeHenneM KOK u noseimienuem yactotel pa3Butus BTO m ATO (takux kak TI'B, TOJIA,
uHpapKT MHUOKap/a, epeOpoBacKyIsipHble HapylIeHus ). JlanHbie 3a001eBaHus OTMEUYAIOTCS PENIKO.
[ToBbIIeHHBIN PUCK MPUCYTCTBYET MOcCiIe epBoHadanbHoro npumenenuss KOK i Bo3oOHOBIEHUS
NIPUMEHEHHUS MTOCTIe TIepephiBa MEX/1y pueMaMu mpenapara B 4 Hezenu u Oonee. JJaHHbIE KPYITHOTO
MPOCTIIEKTUBHOTO HCCIIEJOBAaHMS TOKA3bIBAIOT, 4YTO ATOT MOBBIEHHBIH PHCK MPUCYTCTBYET
MPEUMYIIIECTBEHHO B T€UCHHE NEepPBbIX 3 MecsleB. JlekapcTBeHHbIE MpenapaThl, B COCTaB KOTOPBIX
BXOJIUT HPOTeCTareH JIEBOHOPIeCTPEes, HOPreCTUMAT WM HOPITHUCTEPOH, MUMEIOT CaMblii HHU3KUI
puck pazsutuss BTD. Puck BTD mnpu mnpueme gapyrux KOK, Bxiarouas KoMOMHALNIO
IPOCTIMPEHOH+3TUHIIIACTPAINON, MOXET B 2 pa3a MpPEBbILATh PHUCK Pa3BUTUS JTAHHOTO
ocioxHenus. Beioop B monb3y KOK ¢ 6osee BricokuM puckom pazButusi BTD moxer ObITh caenan
TOJIBKO TMOCTI€ KOHCYJIBTAIMM C JKCHIIUHOW, MO3BOJSIOMIEH YOEIUTHhCS, YTO OHA IOJIHOCTBHIO
noanMaer puck BTD, cBs3aHHBIE C NpUeMOM KOMOWHAIUU JAPOCIMPEHOH+ITUHUIICTPAIUOIN,
BJIIMSIHAE TIperapara Ha CYIIECTBYIOIIME y Hee (aKTOphl pUCKa U TO, YTO PHCK pa3Butus BTO
MaKCUMaJIeH B MEPBBIH roJl IpueMa TaKuX Mpernaparos.

O6mmit puck BTD y mnamueHTok, mpuHEMammMUX HU3Kogo3upoBaHHele KOK (< 0,05 wmr
STUHWIACTPAAHONa), B 2-3 pa3a BbIIIE, UeM Y HEOSpEMEHHbBIX MAllMEHTOK, KOTOpbIe HE MPUHUMAIOT
KOK, Tem He MeHee, 3TOT PHUCK OcCTaeTcst Oojiee HU3KMM MO CpaBHEHHIO ¢ puckoM BTD mpu
0epeMEeHHOCTH H poJax.

BTO MmoxeT yrpokaTh )KM3HH WM IIPUBECTH K JIeTaabHOMY Hcxoay (B 1-2 % ciydaeB).

BTD, nmpossnstomasca kak TI'B wim TOJIA, moxer npousoiitu npu npumenenun aroosx KOK.

Kpaitne peaxo npu npumenenun KOK Bo3HuKaeT TpoM003 ApYrMX KPOBEHOCHBIX COCYOB,
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HarpumMep, MeYCHOUHbIX, OPbDKEEUHBIX, IIOYEYHBIX, MO3TOBBIX BEH M apTEPUN WIIK COCYIOB CETUYATKU
riasa.

Cumnromsl TI'B BkitOuaroT crienyromiee: OJHOCTOPOHHMM OTEK HUXKHEM KOHEUHOCTH WU BIOJb
BEHbl Ha HIKHEH KOHEYHOCTH, OONb WM AUCKOMGPOPT B HWKHEH KOHEUHOCTH TOJBKO B
BEPTUKAJIHLHOM TOJIOXKEHUH WJIH MPHU XO0Ab0E, JTOKAJIbHOE MOBBIIICHHE TEMIIEPaTyphl B OPaKEHHON
HIDKHEH KOHEYHOCTH, NMOKPAaCHEHHWE WM HM3MEHEHHE OKpPACKM KOXKHBIX IOKPOBOB Ha HIKHEH
KOHEYHOCTH.

Cumnromsl TOJIA 3akmroyaroTcss B CIEOYIOIIEM: 3aTPYJHEHHOE WJIM Y4YalllEHHOE JIbIXaHUeE,
BHE3aIHBIN Kalllelb, B TOM YHUCIIE C KPOBOXapKaHHWEM, OCTpasi O0Jb B IPYAHOM KIIETKE, KOTOpas
MOXET YCWIMBAThCS TMpPHU TJIyOOKOM BIOXE, YYBCTBO TPEBOTM, CHIIBHOE TOJIOBOKPYXEHHUE,
yyallleHHOE WM HeperyssipHoe cepaueduenue. Hexoropble M3 3TUX CHMIITOMOB (Hampumep,
OJIbIIIIKA, KAallleNlb) SIBISIOTCS HECHEIM(PUUECKUMH M MOTYT OBITh HCTOJKOBAHBI HEBEPHO Kak
NpPU3HAKU JApPYrux OoJiee YacTO BCTPEYAIOIIMXCS M MEHee TSDKEJBIX COCTOSHUI/3a001eBaHni
(HarrpuMep, HHPEKIHS bIXaTeIbHBIX MyTeH).

ATD MOXeT NpUBECTH K WHCYJbTY, OKKIIO3UU COCYJOB WM HH(papKTy Muokapaa. CHMOTOMBI
MHCYJIbTa COCTOSIT B CIEAYIOLIEM: BHE3amHas Cl1a0oCTh MM MOTEpsl YyBCTBUTEIHHOCTH JIMIIA,
KOHEYHOCTEH, 0COOEHHO C OJHOM CTOPOHBI Teja, BHE3aIllHas CIYTAaHHOCTh CO3HAHUS, MPOOJIEeMbI C
peubl0 M TIOHMMaHMEM, BHE3allHas OJHO- WM JBYXCTOPOHHSISI TOTEps 3pEHHUsS, BHE3AIHOE
HapylIeHHE TOXOJKH, TOJIOBOKPY)KEHHE, IOTeps paBHOBECUS WM KOOPIWHAIMK JIBUKCHUH,
BHE3aIHasl, TsDKENash WM TPOJNOJDKHUTENbHAs TOJIOBHas Ooiib 0e3 BUAWMOW MPUYUHBI, MOTEps
CO3HaHUS WM OOMOPOK € IPUCTYIIOM CyIOpOT Win 6e3 Hero. J{pyrue npu3Haku OKKIIIO3UU COCY/IOB:
BHe3amHast 00Jb, OTEYHOCTh U HE3HAUUTENIbHAs! CUHIOIIHOCTh KOHEUHOCTEH, «OCTPBI» KUBOT.
Cumnrombl MH(paApKTa MHOKapJa BKIOYAIOT: 0O0Jb, AUCKOMQOPT, TaBIECHUE, TIKECTb, UYBCTBO
CXKaTHsl WIKM paclHpaHusi B TPYAH, B PyKe WM 33 TPYAMHOM, TUCKOM(OPT C Uppaaualeil B CIuHy,
YeJOCTh, TOPTaHb, PYKY, KEIyI0K, XOJIOIHBIN MOT, TOIIHOTA, PBOTA MU TOJIOBOKPY>KEHHE, CHIIbHAS
cJ1a00CTh, YyYBCTBO TPEBOTHU HJIM OBIIIKA, YYaIllEHHOE M HEPETYJISIPHOE cepaiieOneHue.

ATD MOXeT yrpokath >KU3HU WM IIPUBECTHU K JIETATBHOMY HCXOY.

VY JKEHIIMH C COYETAHHEM HECKOJIbKHX (PaKTOPOB PHUCKA WIIM BBICOKOW BBIPRXKEHHOCTBHIO OJJHOTO M3
HUX CJeIyeT paccMaTpuBaTh BO3MOXHOCTh MX B3aUMOYCHJIEHHs. B MOZOOHBIX ciydasx CTENeHb
MOBBIIIIEHUS] PUCKA MOXKET OKa3aThCsl 00jiee BHICOKON, YeM MPHU MPOCTOM CYMMHUPOBAHUH (PaKTOPOB.
B orom cioyuae mpuem mpemapara  Bugopa® MHKpPO  NPOTHBONOKa3aH —(CM.  paszeln
«IIpoTHBOIIOKA3aHUAY).

Puck pa3utust TpoM003a (BEHO3HOTO W/WJIM apTEPUATBHOTO) U TPOMOOIMOOINH MOBBIIIACTCS:

- C BO3pacToM;

-y Kypsmux (C yBeIMYEHHEM KOJMYECTBA CUrapeT WJIM IMOBBIIEHHEM BO3pacTa PUCK HapacTaer,

O0COOCHHO Y KEHIIUH cTapiie 35 neT);
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NIpU HAJIMYHU:
- oxxupenus (UMT Gonee uem 30 kr/m?);

- CEeMEHHOro aHamMHe3a (HalpuMmep, NpU HAIMYMM B CEMEMHOM aHAMHE3€ BEHO3HOTO WU
apTepUaNbHOro TPoMO03a/TpoMO0IMOO0INHN y ONM3KUX POJCTBEHHUKOB WIIM POJUTEIICH B BO3pacTe
meHee 50 jer). B ciiyuae HacinencTBEHHON MM IMpUOOPETEHHON MPEeApacroloKeHHOCTH JKEHIIIMHA
JOJDKHA OBITh OCMOTpPEHa COOTBETCTBYIOLIMM CIICIIUATUCTOM JIJIsl PEIICHHUs] BOTIPOCA O BO3ZMOKHOCTH
npuema KOK;

- B Cllyyae UIMTEIbHOW MMMOOWIIM3AIMH, CEPhE3HOI0 XHUPYPrHUECKOrOo BMEIIATENbCTBA, 000
ONepalMy HAa HW)KHUX KOHEYHOCTSX, B OOJIACTH Ta3a WJIM HEHPOXUPYPrUUYECKOTO OIEPaTUBHOTO
BMEIIATENIbCTBA, OOIIMPHOM TsDKENOM TpaBMbL. B 3THX cuTyanusax cienyer npekpatuts npuem KOK
(B ciydae IUIaHMpPYEMOH ollepalMM, IO KpalHEH Mepe, 3a 4YeTbIpe HEeAeNu A0 HEee) U He
BO300HOBIISTH €T0 B TEUYCHHE ABYX HEAEIb IOCJIe OKOHYAHUSI UMMOOMIIN3ALINH.

Bpemennas ummoOunu3anus (HampuMep, aBUamnepereT UIMTeNbHOCThI0 Oojee 4 4acoB) MOXKET
TaKxke ABIAThCS (pakTopoMm prcka pa3Butus BT, 0coOeHHO Npu HATHMUUH IpYyTUX (PaKTOPOB pUCKa.
- TUCIIUIIONPOTENHEMUH;

- apTepUaIbHON TMIIEPTCH3HH;

- MUTPEHH;

- 3a00JIeBaHMI KJIallaHOB CEpP/IIa;

- (hubpmIIAIIMH TTpEeaCep AU

ITpumepno y 9-12 u3 10 000 xenmuH, npuaumaromux KOK, coxpepkaiue IpoCIUpeHOH, MOKET
pazButhcss BTD B Teuenue roma, torga kak 1 KOK, conmepskammx neBoHOprectpen, 3TOT
nokasarenb coctaBuil 0koJ1o 6 u3 10 000 >xeHImuH.

Bonpoc 0 BO3MOKHOW pOJIM BapUKO3HOTO PACIIMPEHHUS BEH M MOBEPXHOCTHOro TpoMOodiaeOuTa B
passutuu BTD ocTaercs criopHbIM.

Crnenyer y4yuTHIBaTh IMOBBIIICHHBIH PHUCK Pa3BUTHS TPOMOOAMOONHUII B IMOCIEPOJOBOM MEPUOJE.
Hapymenus nepugepudeckoro KpoBooOpaIieHus Takke MOTYT OTMEUAThCsl IPU CaXapHOM Juadere,
CUCTEMHOM  KpacHOM  BOJYAHKE, TE€MOJIMTUKO-YPEMHUYECKOM  CHHIPOME,  XPOHMYECKHX
BOCTIAJIMTEIbHBIX 3a00JIeBaHUAX KUIIeyHHKa (0one3Hb KpoHa i si3BEeHHBIH KOJIHMT) U CEPIIOBHIHO-
KJICTOYHOW aHEMHUH.

VBenuueHne 4YacToThl M TSOKECTM MHUrpeHu Bo Bpems mnpumeHeHus KOK (uro moxer
MPE/IIECTBOBATh 1EPeOPOBACKYIISIPHBIM HApyIICHUSIM) SBISETCS OCHOBAaHHEM JUISI HEMEIJICHHOTO
IIPEKPALLEHUS IPUEMa ITUX IPErapaToB.

K OuoxuMHUYECKMM TIOKa3aTelsiM, YKa3bIBAIOIIUM Ha HACIEACTBEHHYI0 WIM TNPHOOPETCHHYIO
NPEIpPacHOI0KEHHOCTh K BEHO3HOMY WJIM apTEepHaJIbHOMY TpPOMOO3y, OTHOCHUTCS CIeayrollee:

PE3UCTEHTHOCTh K aKTMBMpPOBaHHOMY Oenky C, THIEproMOIUCTEMHEMUIO, Ne(DUIIUT aHTUTPOMOHMHA
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III, nepuuur nporemna C, pedpuuut mporenHa S, aHTH(OCHOIUNUIHBIE aHTUTENA (AaHTUTENA K
KapAUOJUIHNHY, BOJTYAHOUYHBIH aHTUKOATYJISHT).

IIpn oOLIEHKE COOTHOIIEHUS PUCKA M IMOJIb3bl CIEAYET YYMTHIBATh, YTO AaJEKBaTHOE JICUECHUE
COOTBETCTBYIOILIETO COCTOSTHHSI MOKET YMEHBIIUTH CBA3aHHBINA C HUM pUCK TpomOo3a. Takxke
CIIEyeT YUYHUTHIBaTh, YTO PHCK TPOMOO30B U TPOMOOIMOOIUI pyu GEpPEeMEHHOCTH BBIIIE, YEM IIPH
npueme Huzkono3upoBaHHbiX KOK (<0,05 mr sTuHMIACTpaguona).

Onyxoau

Haubonee cymiecTBeHHbIM (DakTOpoM puUCKa pa3BUTHS paka IIEHKH MaTKH  SBIISAETCS
NEPCUCTHUPYIOLIasl NanuUIOMOBUpYCHass wuHGpekuus. Hwmerorcs cooOmeHust O  HEKOTOPOM
MOBBIIIEHUM PHUCKA pa3BUTUs paka IIEWKUM MaTku npu anurtensHoMm npumeHeHnn KOK. Opnako
cBa3b ¢ mpueMoM KOK He nokaszana. OGCyxmaeTcsi BO3MOXKHOCTh B3aHMMOCBSI3U 3THX JAaHHBIX CO
CKPUHUHTOM 3a00JI€BaHUN IIEHKHM MaTKH WJIM C OCOOEHHOCTSIMH IOJOBOrO moBeaeHHs (Oomee
penKoe NpuMeHeHUe 0apbepPHBIX METOI0B KOHTPALICIIIIIH).

Merta-aHanu3 54 SOUAEMHONIOIMYECKHX HCCIENOBAHUM IOKa3al, 4YTO MMEETCSd HECKOJIBKO
MOBBIIICHHBIH ~ OTHOCUTEJIBHBI ~ PHUCK  Pa3BUTUS  paka  MosouyHoll  xenme3pl  (PMIK),
JMarHOCTUPOBAHHOIO y *eHIuH, npuHumaronmx KOK B Hacrosiiiee Bpemst (OTHOCUTENBHBIN PUCK
1,24). IloBbIlIeHHBIA PUCK MOCTENEHHO Mcye3aeT B TedeHue 10 jeT mociie mpekpalieHus npuéma
9TUX npenapatoB. B cBsa3u ¢ tem, uto PMIK otmeuaercs penko y sxeHuiuH 10 40 ner, yBeauueHue
yucna guarHozoB  PMOK y  oxenmwmH, npunuMaromux KOK B Hacrosimee  Bpems
WIA TPUHUMABIIUX HEJIABHO, SIBJISETCS HE3HAUUTENbHBIM IO OTHOLICHHIO K OOIIEMYy pPHCKY
sToro 3aboseBanus. Habmiomaemoe MOBBINICHHE pHCKa MOXKET OBITh TaKXkKe CIEACTBHEM Ooiee
panHeit auarHoctukd PMOK y xenmun, npumenstonmx KOK, Ouonormueckum AelcTBHEM HX
MIOJIOBBIX TOPMOHOB WJIM COYEeTaHHEM O00OMX (DakTOpoB. Y KEHIIMH, KOTJA-JIMOO NPUMEHSBIIMX
KOK, BbuBisitorcss Oonee pannue craauu PMOK, wem y OJKeHIIMH, HHKOIZla UX HeE
PUMEHSBIINX.

B peaxux ciywasx Ha ¢one npumenenuss KOK naGmonanoch pazButue H0OpOKaueCTBEHHBIX, a
B KpallHE peAKUX - 3JI0KAUYECTBEHHBIX OIyXOJE€H II€YE€HU, KOTOpBhIE B OTIENbHBIX CIIydasx
NPUBOAMIM K YIpOXKAIOIIEMYy >KM3HM BHYTPUOPIOIIHOMY KpOBOTE€UYEHMIO. B ciydae mosiBieHus
CHJIBHBIX Ooyieli B 00JacTH >KMBOTA, YBEJIMUYEHHUS I€UEHH WM MPU3HAKOB BHYTPUOPIOIIHOTO
KPOBOTEUEHHSI 3TO CJEIyeT Y4YUTHIBaTh TNpPU TpoBeneHUH U PEepeHHaTbHOr0 IHarHo3a.
3JI0KaYeCTBEHHBIE ~ OIYXOJIM MOTYT OKa3aTbCsl O KM3HEYIPOXKAIOIIMMHU WM IPUBECTH K
JIETAIbHOMY HUCXOAY.

Lpyaue cocmoanus

JIpOCTIUPEHOH ~ SIBJISIETCS  QHTAarOHUCTOM — ajbJOCTEpPOHa, OONagaromuM KaiuiicOeperarommuMu
cBoWicTBaMH. B GOJBIIMHCTBE CllyyaeB HE JOKHO HAOIIONATHCS MOBBIIEHUS KOHIICHTPALUHU KaJIHsI

B IINIa3MC KpPOBH. B kaunmueckux HCCICAOBAHUAX Y HCKOTOPBIX MAOUCHTOK C MOYCUHOM
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HEJOCTaTOYHOCTBIO JIETKOM WM CpEAHEW CTENEHM TSHKECTH M COIYTCTBYIOIIEM IIpUEME
KaJuiicOeperaronmx MpernaparoB KOHLEHTpAIMs Kajlus B IJIa3Me KPOBH BO BpeMsi Ipuema
IPOCTIMPEHOHAa  HE3HAUWTEeNbHO  NOBbINanack. [loaToMy  HEOOXOOUMO  KOHTPOJIMPOBATH
KOHIEHTPALMIO KaJIis B IUIa3Me KPOBU B TEUEHHUE NIEPBOI0 LIMKJIA IIPHEMa Mpenapara y HalueHToK ¢
[IOYEYHOH HEJOCTATOYHOCTHIO M IPU H3HAYAJIbHOW KOHLEHTPALMM Kajlus Ha BEPXHEW TIpaHULE
HOPMBI, OCOOCHHO MPH COMMyTCTBYIOIIEM IIpHUeMe KanuiicOeperaromux nmpernaparos.

VY OKEHIIMH C TUOEPTPUTIIULEpUIEeMUE (UM HAJIWYUEM OTOr0 COCTOSIHUA B CEMEHHOM
aHamHese) Bo Bpems nnpueMa KOK BO3MOXHO IOBBIIIEHUE PUCKA PA3BUTHUS AHKPEATUTA.

HecmoTps Ha TO, YTO HE3HAUNTENILHOE MOBBIIIEHUE apTepranbHoro AaneHus (AJl) 6pu10 onmucano y
MHOTHUX >KeHIIUH, npuHuMaronmx KOK, KIMHUYeCKH 3HaYMMOE IOBBIIIEHUE OTMEYANIOCh PENKO.
Tem ne menee, ecnu Ha (one npumenenuss KOK pa3BuBaeTcst CTOHKOE KIMHUYECKH 3HAYMMOE
noseiieHne AJl, npuem KOK crnenyer mnpekpaTuTh M HauuMHATh JIEUEHUE apTEpUaIbHOU
runepreH3uu. Eciau ¢ moMoIpio r’MNOTEH3UBHON Tepanuy JOCTUTHYThl HOpManbHble 3HaueHus AJl,
npueM KOK MoxeT ObITh IPOJIOIKEH.

Crenyromme COCTOSIHHSA, Kak COOOINANOCh, pPa3BUBAIOTCA WM YXYALIAIOTCS Kak BO BpeMs
oepemenHoctu, Tak u mnpu npueme KOK, HO ux cBs3p ¢ mpuemom KOK He pgokazana:
XOJIecTaTUYecKasl KeNnTyxa W/WINM 3yJ, CBA3aHHBIA C XosecTa3oM; (OpMHUpOBaHHME KaMHEW B
KEITYHOM ITy3bIpe; MophUpHsi; CUCTEMHAast KpacHasi BOJYAaHKA; TEMOJIUTHKO-YPEMUYECKHI CHHIPOM;
xopest CuzieHrama; recTallMOHHBIM Teplec; MOTeps CllyXa, CBSI3aHHAs C OTOCKIEpo3oM. Takxke
ornucansl ciyyan 6ose3Hu Kpona u s3BeHHoro konurta Ha pone npumenenns KOK.

VY KEHIIMH C HACJIEICTBEHHBIMU (popMaMU aHTMOHEBPOTHYECKOTO OTEKa HK30T€HHBIE ICTPOTECHBI
MOTYT BBI3bIBAaTh WIH yXyALLIATh CUMIITOMBI aHTHOHEBPOTUYECKOT'O OTEKA.

Octprle WM XpOHUYECKHE HapymeHHs (YHKIMM TE€YEHH MOTyT IOTpeOOBaTh OTMEHBI
KOK 1o Hopmanu3zaiuu rmoxa3zateneil pyHKIUH eYeHu.

PeuyauB XosleCTaTUYECKOW KEJITYXHM, Pa3BUBLICHCSA BIEPBBIE BO BpeMs IPEALIECCTBYIOIIECH
O0EepeMEHHOCTH WJIM TPEIbIIyIIEro MpHeMa IOJOBBIX T'OPMOHOB, TpeOyeT MpeKpalleHus Npuema
KOK.

Xors KOK wMmoryr okas3plBaTh BIHMSHHE HA WHCYJMHOPE3UCTEHTHOCTh U TOJIEPAHTHOCTh K
TJIIOKO3€, Yy TMAalMeHTOK C CaxXapHbIM JuadeToM, MpuMeHsoumx Huszkogo3upoBanHele KOK, kak
NPaBUJIO, KOPPEKIMU J03bl TUNEPIIMKEMHYECKUX IpernapatoB He TpeOyercs. Tem He MeHee,
KECHIIMHBI C CaXapHbIM TUa0eTOM JIOJDKHBI TIATeIbHO HalmonaThest Bo BpeMs npuema KOK.
WHorma MOXeT pa3BHUBATHCS XJI0a3Ma, OCOOCHHO y JKCHIIUMH C HAJIMYHEM B aHaMHeE3€ XJI0a3Mbl
OepeMeHHBIX.  JKeHIIMHBI  CO  CKJIOHHOCTBIO K  XjJoa3Me BO  BpeMs  Ipuema
KOK nomxHel n36eraTh JUIMTENBHOTO MPEeObIBAHUS HA COJHIIE U YIABTPAPHOIETOBOIO O0IyUEHHS.
IlonaBneHHOE HACTPOEHUE U JETIPECCHS SIBIISIFOTCSI U3BECTHBIMM HEXENIATEIbHBIMU PEAKLUSAMU TIPU

HCIOJIb30BAHUU TOPMOHAJIBHBIX KOHTPAlUCIITUBOB. I[enpeccm{ MOXET OBITH CepB€3HOI>’I n SABJIACTCA
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M3BECTHBIM (PAKTOPOM pHCKa CYMUUAAIBHOTO TMOBEACHUS M cyunuaa. JKeHImMHAM ciexyer
PEKOMEHJ0BaTh OOpaTUTCS K Bpauy B Cilydyae M3MEHEHHMS HACTPOCHUS W TOSBICHUS CHUMIITOMOB
JIETIPECCHH, B TOM YKCIIE, BCKOPE TI0CIIE Hayasa puema npenapara Bugopa® Mukpo.

Bnusnue na nokasamenu ¢yynkyuu nevenu:

IIpu npoBeaeHNN KIIMHUYECKUX MCCIEA0BAHUN C yYaCTUEM NAIIMEHTOK, MOJYyYaloUX KypC TEPAUU
BupycHoro rematuta C (KOMOMHALMIO JIEKaPCTBEHHBIX IPEMapaToB, COACPXKAIIUX OMOUTACBHP,
MapuTanpeBUp, PUTOHABHP, OUCAOyBUpP B COYETaHUM C pUOaBUpPUHOM WM 0e3) MOBBILIICHUE
aktuBHOCTH AJIT Gonee ueM B 5 pa3 Bbllle BepXHEH TpaHULIbI HOPMBI OBUIO Yallle 3apEeruCTPUPOBAHO
y TAIMEeHTOK, MPUMEHSIOMHUX STHHWIACTpaguoicoaepxkamme KOK. B cinyuyae HeoOxommmoctu
NPOBEACHUS Kypca TEpanuy JaHHOW KOMOHMHALMEHl NpOTHBOBUPYCHBIX IIpENapaToB MaIMEeHTKa,
npuanMapmas KOK  apocnupeHOH+HITHHUIACTPAAMON, JOJDKHA  OBITH  TIepeBeleHa  Ha
aIbTEPHATUBHBIE METOJABl KOHTpALENINUK (HETOPMOHAJIbHBIE WM KOHTPALENTHUBBI, COAEpIKALLUE
TOJIBKO recTarcH) 110 Hayasa JIEYEHUS. Bo300HOBHTH IIpUEM KOMOWHAIMH
IPOCIMPEHOHHITHHUIACTPAANO MOXKHO HE paHbIIe, YEM 4Yepe3 2 HEJEeM M10C/Ie OKOHYaHUsS Kypca
Tepanuy MPOTUBOBUPYCHBIMU IIpENapaTaMu.

Jlabopamopnuvle mecmul

[Ipuem KOK wMoxerT BAMATh Ha pe3yJbTaThl HEKOTOPBIX JIAOOPATOPHBIX TECTOB, BKIIOYAs
nokaszateny (PyHKIUHM TEYeHH, TOYEK, LIUTOBUAHOM >Kele3bl, HAAMOYEYHHKOB, KOHIIEHTPAIUIO
TPAHCHOPTHBIX OENKOB B IUIa3Me, IMOKa3aTeNd YIJIEBOAHOTO OOMEHa, MapaMeTpbl CBEPThIBAHHUS
KpoBU U ¢uOpuHONIN3a. V3MeHEHUsT OOBIYHO HE BBIXOJAT 32 TPAHUIBI HOPMAIBHBIX 3HAYCHHA.
JIpOCIMpEHOH YBEIWYMBAET AKTUBHOCTh PEHMHA IIJIa3Mbl M KOHLEHTPALMIO allbJOCTEPOHA, YTO
CBSI3aHO C €r0 AaHTUMUHEPATIOKOPTUKOUIHBIM dPPEKTOM.

Meouyunckue ocmompol

[lepen HagamoM miy BO30OHOBICHHEM NMPUMEHEHUsT KOMOWHAIMU APOCTIUPEHOH+3THHIIACTPAINOI
HEOO0XO/IMMO O3HAKOMHTBHCS C AHAMHE30M JKM3HM, CEMEWHBIM aHAMHE30M JXCHIIUHBI, IPOBECTH
TIIATENIbHOE OOIIEMEeNUIMHCKOe (BKJIIOYas M3MEpPEHHE apTepHalbHOIO JaBJICHUS, YacCTOTHI
CepACUYHBIX COKPAILCHUH, ONpe/ieIeHue MHJIEKCAa MacChl Teja) U TMHEKOJIOTHYecKoe 00CieOBaHue
(Bimrouast oOcneoBaHHE MOJIOYHBIX JKelle3 M IIMTOJOTHYECKOE HCCIICAOBAHUE SIUTEHS IIeHKH
MaTKH), HUCKJIIOUUTh OepeMeHHOCTh. OOBeM JIOTOJHUTENBHBIX HMCCICJOBAHUH M  4YacToTa
KOHTPOJIBHBIX OCMOTPOB OIpenAeisieTcss MHAUBUAYyaTbHO. OOBIYHO KOHTPOJIBbHBIE O00CIIEIOBaHUS
cllelyeT IPOBOAMTH He pexke 1 pa3a B 6 MecsLes.

Cnenyer npenynpenuts xkenmuHy, uro KOK we mpemoxpanstor ot BUY-uadekinuu (CITUI) u
ApyTuX 3a00JIeBaHUH, IEPEeIAIOIINUXCS TOJIOBBIM ITyTeM!

CHudcenue s¢ghgpexmuenocmu
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O¢dextuBHocte KOK Moxer OBITh CHHKEHA B CICAYIOIMIMX CIy4asx: TIpU IPOIyCKe
TabJETOK, COJEPKAIMX TOPMOHBI (PO30BOrO I[BETA), MpPH PBOTE W JUapee WIM B pe3yJlbTare
JICKapCTBEHHOTO B3aUMOCHCTBUS.

Heoocmamounwiii KOHMpPOL MEHCMPYATbHO20 YUKILA

Ha ¢one npuema KOK MoryT oTmMeuarbest HeperynsapHble KPOBOTEUCHHUS («MaXKyIIe» KPOBSIHUCTHIC
BBIJICJICHUS] U/WJIH «TIPOPBIBHBIE» MAaTOYHbIE KPOBOTEUEHHSI), OCOOCHHO B TEUCHHE MEPBHIX MECAIEB
npuMeHeHus. [loaTomMy oreHKa JIOOBIX HEPErYJSPHBIX MEHCTPYaIbHOMOJOOHBIX KPOBOTEUECHUI
JOJDKHA TPOBOJMTHCS IMOCTE TMEpHoa aJalTalid, COCTABISIONIETO0 OKOJO 3 IMKIOB IpHueMma
npernapara. Eciam  HeperynsipHble MEHCTPYalbHOIMOJOOHBIE KPOBOTEUEHHS] TOBTOPSIOTCS MU
Pa3BUBAIOTCS MOCTE MPEIISCTBYIONINX PETYJIAPHBIX IMKIOB, CIEAYeT IPOBECTH TINATEIBLHOE
JIMAarHOCTHYECKOE OOCIIeIOBaHUE IS MCKIIOYECHHUS 3JI0KAaYeCTBEHHBIX HOBOOOpPA30BaHHMNA WK
OepeMEHHOCTH.

Y HEKOTOPBIX KEHIIMH BO BpeMs NepephiBa B MpUeMe TaOJIETOK, COACPIKALINX TOPMOHBI MOKET HE
pa3BUTBCS KPOBOTEUCHHE «OTMEHbI». Ecnum KoMmMOMHamMs IpOCTMPEHOH-HITUHUIACTPATNOIN
PUHUMAJIACh COTJIACHO PEKOMEHAALMSAM, MaJIOBEPOATHO, YTO KEHIMHA OepeMeHHa. TeM He MeHee,
IIPU HEPETYJSIPHOM NMPUMEHEHUH MIpernapara U OTCYTCTBUH JABYX MOAPSI MEHCTPYaIbHOMOJA0OHBIX

KPOBOTEUEHHIA, 10 MPOJODKEHUS pHeMa Ipernapara J0JhKHa ObITh HCKITI0UeHa 0EpEeMEHHOCTb.

Bansinne Ha cIOCOOHOCTH K YNPaBJCHHI0 TPAHCIIOPTHBIMH CPeACTBAMH U MeXaHHU3MAaMHM.
Ciy4aeB HEOIAronpusATHOTO BIMSHUS HA CHOCOOHOCTH K YIPABJICHUIO TPAHCIIOPTHBIMH CPEICTBAMHU

Y MEXaHU3MaMHU IIPU IIpUeMe IIpenapara He BbIABIICHO.

®opma BBINIyCKA

TabneTku, MOKPBITHIE MIIEHOYHOU 000109K0i, 3 Mr + 0,02 M.

[To 24 Tabnerku, conepxamieil AelcTByromMe BemecTBa U 4 TabieTku Iuianebo B Onmcrep U3
MMBX/TIBAX/AntomunaneBoii ponbru; mo 1 wim 3 6imcrepa BMECTE ¢ HHCTPYKIMEH 10 IPUMEHEHUIO
B NIAYKY KapTOHHYIO.

ITo 21 Tabnerke, comepkaiiell aeicTByromue BemiecTBa M 7 TabineTok mianebo B Onucrep U3
MMBX/TIBAX/AntomunaneBoii ponbru; mo 1 wim 3 6imcrepa BMECTE ¢ HHCTPYKIMEH 10 IPUMEHEHUIO

B NIAYKY KapTOHHYIO.

Cpok roguocTu
3 rona.

He nmpumeHsaTh npenapar o UCTEYEHUU CpOKa F'OAHOCTH.
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YcnoBusi XxpaHeHus
ITpu Temneparype He Bbie 25 °C.

XpaHUTb B HETOCTYITHOM JUIS IETEU MECTE.

YcaoBus ornycka

OTnycKaroT 1o pelenty.

Baanenen (nepxaresib) perucTpAMOHHOI0 YI0CTOBEPEHUS
3eHTHUBa K.C., Yemckas PecryOmnnka

VY kabenosusl 130, 102 37, [Ipara 10, Jonau Mexonynsl, Yenickas PecrryOmnnka

IIpousBoauTenn

6ce cmaouu npou3eo0CmeeHH020 npoyecca

Jlaboparopuoc JIEOH ®APMA C.A., Ucnanus.

Kaiie Jla Banunes (6/u), [Homurono Ungyctpuans Haparexepa, 24008-Bumnaksunambpe (Jleow,

Ucnanus).

Opranunsanys, PUHAMAIOLIAs IPETEH3UH OT MOTpeduTe el :
000 «3entuBa dapmar, 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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