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HHCTPYKHOHSA
0 MeTHIIMHCKOMY IIPHMEHEHHIO JIEKaPCTBEHHOI0 CPEeACTBA

Toprosoe HazBanue npenapata: MUJIMAHA® (MIDIANA®)

MexayHapoaHoe HenareHToBaHHoe Ha3Banne (MHH):
JpocIHpeHoH / aTuHmICTpanuoi (drospirenone / ethinylestradiol)

®opMa BbIITycKa: TabJIETKH, TOKPHITHIE IULIEHOYHOH 060104KO#

Cocras

Kaxxgas Tabnerka, MOKphITas IJICHOUYHOM 000JI0YKOM, COJEPIKHUT:

Heiicmeytowue éeuwecmea: 1pocIupeHoH — 3 Mr, STHHIIdCTpamuon — 0,03 mr.
Bcnomozamenvnoie eewgecmea: NaKTO3bl MOHOTHApAT; KpaxMall KyKypy3HBIH, Kpaxmal
NpeXeTaTHHU3HPOBAHHBIA (KYKYpY3HBIH); noBUIOH K-25; Maruus creapar.

Inenoynas obonrouxa (Onadpaii II 6enviil): TONMBUHUIOBKIM CIIHPT, THTaHa JUOKCHU LI[B. MHI.
77891 (E171); makporon 3350; TanbK; JEUUTHH (COEBHIH).

Onucanne:
Benas unu noutu 6enas, Kpyriias, IBOSKOBBITYKIIas TabJIeTKa, MOKPhITas IIIEHOYHOH 000JI0UKOH,
aMaMeTp: okoio 6 Mm. I'paBrpoBKa Ha o1HO# cTopoHe: «G63», Apyras cTopoHa — 6€3 rpaBUPOBKH.

dapmakoTepaneBTHYeckas rpymma: [IporectareHsl H  3CTporeHbl ((HKCHPOBaHHBIE
KOMOHMHAIIHH).

Koa ATX: GO3AA12

dapMaKo/I0rHiecKHe cBoicTBa

DapmaxoouHamuka

Unnexc Ilepna ans nesddexTnBHocTH Merona kouTpaneniuu: 0,11 (BepxHss ABYCTOPOHHSSA
97,5% rpanuna noseputenbHOro nHTepBana: 0,6).

O6mwuit uaaekc [lepns (He3hGeKTHBHOCTH METOAA KOHTpAleIuy + omuoku npumeHeHns): 0,31
(BepxHsg OBYyCTOpOHHSAS 97,5% rpaHuna moBepuTeasHoro uaTeppaia: 0,91).

JlagHble O KOHTpamenTHUBHON 3¢QexTuBHOCTH mnpemapara MuauaHa OCHOBaHBI Ha
B3aHMOJICHCTBHH Pa3IMYHbIX (pakTOpoB, Hanboliee BaXKHBIMU U3 KOTOPBIX SBILFOTCS [OaBICHHUE
OBYJIILIUM ¥ U3MEHEHUS SHAOMETPHSL.

Ilpenapar Muamana — 3T0 KOMOMHHMpOBAHHBIM NEpOpANbHBI KOHTPALENTUB, COACPXKAIIUH
3THHIIACTPAIOHNOJ U IporecTareH ApoCIUpeHOH. B TepaneBTHYECKOH /103€ APOCTIMPEHOH TaKXKe
obnaaeT aHTHAHIPOTCHHOM U C€aboif aHTHMHUHEPATOKOPTHKOUAHON aKTUBHOCTHIO. OH JHIlIEH
KaKO#H-1100 3CTPOre€HHOM, ITTFOKOKOPTHKOUIHON U aHTUTIIOKOKOPTHKOMIHONH aKTHBHOCTH. JTO
obecrneynBaeT JPOCHHPEHOHY ¢(apMaKOJIOTHYECKHi Mpoduib, OYeHb OMH3KHi K mpodumo
€CTECTBEHHOT'O TOPMOHA MPOrecTepoHa.

B KIMHMYECKMX HCCIENOBAHUAX IIONy4YeHBI [JAHHBIE, YKa3bIBAalOIHEe HA TO, YTO Cjalble
AHTUMHUHEPATIOKOPTHKOUIHBIE cBolicTBa MIPUBOJAT K JIOCTHXKEHHIO ciaboro
AHTHMHHEPATOKOPTHKOUIHOTO 3 dekra npenapara Munuana TabIeTKH, NOKPHITHIE ICHOYHOH
000JT0YKO¥.

dDapmakoKkunHemuKka
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Bcacwvisanue

[Ipy mepopajbHOM MpHEME APOCHHPEHOH OBICTPO M MPAKTHYECKH IOJHOCTHIO BCACBIBACTCH.
MakcHManbHas KOHLEHTpALHs eHCTBYIOMIEr0 BeleCTBa B CHIBOPOTKE, paBHas 37 HI/MI,
JocTHraeTcs yepes 1-2 yaca mocie OJHOKPaTHOIO IpreMa. BHOIOCTYIHOCTh COCTABIISET OT 76%
110 85%. OIHOBPEMEHHBIH NIPUEM ITHIH HE BIHAET HAa OHOMOCTYIHOCTh APOCIHPEHOHA.
Pacnpedenenue u cesasviganue ¢ beaxamu niasmol Kposu

ITocie mepopalbHOro mprema HaOmomaeTcs AByX(asHOe CHIKCHHE YPOBHS JPOCIMPCHOHA B
CHIBOPOTKE KPOBH, KOHEYHBIH NEpHOJ MOIyBhIBENEHHA cocTaBiser 31 dac. JlpocIHpeHOH
CBSI3BIBAETCH C CHBIBOPOTOYHBIM aILOYMHHOM M HE CBS3BIBAETCS C IJI00YJIHHOM, CBA3BIBAIOIIMM
nooBble ropMoHbI (I'CIIT), UM KOPTHKOCTepOHA-CBs3biBatomuM ri1o0ymuaoM (KCT).

Tonbko 3—-5% ot o6Iieii CHIBOPOTOYHON KOHIEHTPALMH JCHCTBYIOIIETO BEHIECTBA MPUXOAUTCH
Ha TOPMOH B cBoGoHO# dopme. MumaynmposanHoe stuHMI3cTpannonom nosemenne I'CIIT He
BIMSIET HA CBS3BIBAHHE JPOCIHMpPEHOHA ¢ OelKaMy CHIBOPOTKH KpoBH. CpelHMH KaxyLIuHCs
06b€eM paclipe/ieIeHus APOCIMPeHoHa cocTaBisieT 3,7+1,2 1/Kr.

Memabonusm

I[Tocne mepopalbHOrO INpHEMa JPOCIHPEHOH IOABEPracTcs HHTCHCHBHOMY METabOoIH3MY.
BoNBIIMHCTBO MeTaGOIMTOB B IIa3Me IPECTaBJICHBI KHCIOTHHIMH (OpMaMH APOCIHPEHOHA,
TIOJIY4EHHBIMH TIPH PACKPHITHH JAKTOHHOTO KOJIbLA, ¥ 4,5-(UrHAPO-APOCIEpHHOH-3-CyIbhaToM,
dopMUpyIOIHUXCS MyTeM PEAYKIHMH U IOCICAYIOUEro cynbdarupoBanus. J[poCIMPEHOH TaKKe
ABISETCS CYOBEKTOM JUIi OKCHIATMBHOTO MeTabonn3Ma, KaTaau3HpyeMoro (GepMeHTHOM
cucremoit CYP3A4.

B ycnoBusx in vitro japocmupeHoH crmocoben uurubuposats sm3mMbl CYP1Al, CYP2CY,
CYP2C19 u CYP3A4 cucrems nutoxpoma P450 ot ctaboit 10 yMEPEHHOM CTEICHH.

Buigeoenue

CKOpOCTh METaGOIMYECKOTO KIHPEHCa IPOCIUPEHOHA B CHIBOPOTKE KPOBH cocTaBiseT 1,5+0,2
MJI/MHH/KT. JIpOCTIHPEHOH BBIIENIAETCS TOIBKO B CIC/IOBBIX KOJIMYECTBAX B HEH3MCHCHHOM BUJIE.
MeTaGoIuTh APOCTIHPEHOHA BHIBOAATCS C KATIOM M MOUO#i B COOTHOLICHNH IPUOIM3UTENBHO 1,2~
1,4. Tlepuon momyBEIBEIeHHS. METAGOIUTOB ¢ MOYOM M KoM COCTaBIAeT NpHMepHO 40 9acoB.
Cocmosanue ouHamu4ecko20 pagHo6ecus.

Bo BpeMs 0HOTO IHMKJIA JIEYEHUSI MaKCUMaIbHas paBHOBECHAs KOHIIEHTpAIMs IPOCIHUPEHOHA B
CHIBOPOTKE KpoBH (mpuMmepHo 70 Hr/mir) OocTuraetcs NpHONHM3UTENHbHO dYepe3 8 jHei
npuMeHeHus. KOHIEHTpanus JApOCHHPEHOHA B CHIBOPOTKE KPOBH  YBEJIUYHMBACTCH
IPHOH3UTEIHLHO B TPH pa3a BCIECACTBHE CYILECTBYIOIIEIO COOTHOIICHHS KOHEYHOrO IEpPHOAA
TIOJTYBBIBEICHUS K UCTIOJIB3yEMOTO HHTEpBajIa JO3UPOBaHHS.

OmoenvHbie 2pynnvl NAYUEHMOK

Hapywenue ¢pynxyuu nouex

PaBHOBeCHass KOHIIEHTpamUs APOCIMPEHOHAa B CHIBOPOTKE KPOBHU Yy JKEHINHH C JIETKHM
HapymeHnueM pyHkuuu nmoyek (xmperc kpeatnauHa (KK) = 50-80 mu/mMun) 65L1a conocTaBuMa
C TaKkoBOM y >KeHIIUH ¢ HopManbhoM ¢yHkuued mouek (KK>80 mu/munu). Konuentpanus
JPOCIIMPEHOHA B CBIBOPOTKE KPOBH B cpeaHeM Obita Ha 37% BpIIE y XKECHIIUH C YMEPEHHO
BbIpakeHHbIM HapymeHHeM ¢yHkiun nodek (KK = 30-50 mu/MuH) 0 CpaBHEHHIO C TAKOBOH Y
KEHIMH C HOpMalbHOH ¢yHKIMed modek. Tepamus ApOCIHPEHOHOM XOPOLIO IEPEHOCHIIACH
KEHIMHAMHY KaK C JIETKHM, TaK H YMEPEHHO BBHIPaXXCHHBIM HapylleHHeM GyHKIHH MOYEK.
JleueHue APOCIUPEHOHOM HE 0KA3a/I0 KIMHAYECKH 3HAYMMOTO BIMAHMS Ha COACPKAHUE Kajivs B
CBIBOPOTKE KPOBH.

Hapywenue ¢ynxyuu nevenu

B wuccnemoBanuu ofHOKpaTHOro npumenenuss obmmii xmpeHc (CL/f) y moOGpoBonbues c
YMEPEHHBIM HapylleHHeM (yHKIMH MedeHH ObUI CHIDKEH MpUMepHO Ha 50% 1o CpaBHEHHIO C
JIMI[AMU C HOPMAJIBHOH (PyHKITHEH ITEUEHH.
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OTMeueHHOe CHIDKEHHE KIHPEHca APOCIUPEHOHa Y TOOPOBOIL SPEHABIM HapyLLICHAEM
GyHKIMH [E€YEeHH HE PUBOAUT K KAKUM-THOO0 3HAYUMBIM PA3NIMYUsAM B OTHOLICHHH COJCPKAHHUA
KaJIdsl B CBIBOPOTKE KPOBH.

Jlaxce mpy caxapHoM JuabeTe U COMyTCTBYIOIIEM IPAMEHEHIH CIIMPOHONAaKTOHA (1Ba dakTopa,
KOTOpHIE MOTYT CIIPOBOLMPOBATh TMIEPKATMEMHIO Y NAIMEHTKH) HE OTMEYANIOCh YBEITHICHHUS
COZIEP)KAHUS KU B CHIBOPOTKE KPOBH BBILIE BEPXHEH I'PaHULIBl HOPMBI.

MOoOXHO cenaTh BHIBOA O TOM, YTO KOMOHHANMS IPOCIHHUPEHOH / 3THHHICTPAJHON XOPOLIO
TIEpPEHOCHTCS MAIMEHTKAMH C YMEPEHHBIM HapyiuenueM ¢yHkuun nedenn (xnace B mo Yaiina-
[I510).

Omuuyeckue 2pynnot

KiIuHMYeCKH 3HAUYUMBIX pa3inyuii B (hapMaKOKMHETHKE IPOCIMPECHOHA W 3THHWIICTPaaAuona y
KEHIIMH €BPOIEHCKOro M AMOHCKOTO IPOUCXOXKICHHS 3apETHCTPUPOBAHO HE OBUIO.
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Imununycmpaduon
Bcacwvisanue

I[Tocne mpueMa BHYTPb STHHHJISCTPAZHOIN BcackBaeTcs OBICTPO H IMONHOCTHIO. MakcuMmanbHas
KOHIICHTpAIMS B CHIBOPOTKE KPOBH IOCJIE OJHOKPATHOTO IPHEMA JIEKApCTBEHHOTO Ipernapara
BHYTpb JOCTHraercs depe3 1-2 dYaca u cocraBiser okono 33 nr/mia.  AGcomoTHas
OMOMOCTYIIHOCTE B pE3YJIbTaTe NMPECHCTEMHOM KOHBIOTAMM H «IIEPBHYHOIO» IPOXOXKICHHS
yepe3 TIeueHb cocTaBisgeT mnpuMmepHo 60%. OOHOBpEMEHHBIH IIpHEM IIHINH CHHXKAI
OHOIOCTYITHOCTh 3THHHIICTPAAHONA MPHUMEPHO Y 25% 00cne0BaHHBIX MAIMEHTOK; Yy APYTHX
U3MEHeHMit He ObLTO.

Pacnpeodenenue u ceasvieanue c beaxamu naasmvl Kposu

KOHIEHTpalMi 3THHHI3CTPAUONA B CHIBOPOTKE KPOBH CHH)KAIOTCA B [IBE (a3bl, paclpeelcHAe
B KOHEYHOM (a3e XapaKTepU3yeTCs MEPHOJIOM [IOJIYBBIBEICHHSI, COCTABIIAIONIMM OKOJIO 24 4acoB.
DTHHHI3CTPAIUOI IPOYHO, HO HE CIEeNU(PHUIHO CBA3BIBACTCS C aIbOYMHHOM CBIBOPOTKH KPOBH
(upumeprO 98,5%) U BBI3BIBAET yBeNWYeHHE KOHLEHTpauuu B chiBopotrke Kposd I'CIII u
KopTHKOCTepoHua-cBs3piBatomero rnodynuHa (KCIN). Kaxymmuiics o00beM paclpeneneHus
COCTaBJISCT IPUMEPHO 5 JI/KT.

Memabonuzm

OTHHUISCTPAINON TMOJABEPracTCs 3HAYHTEIHHOMY KHINCYHOMY H IEPBHYHOMY II€YEHOUHOMY
MeTabomu3My. [IepBHYHO STHHWIBCTPAAMON MeETaboNIM3HpyeTCs IIyTEM apOMaTHYECKOro
THIPOKCHJIMPOBaHMs, IpH 3TOM oOpasyeTcs IIMPOKHH CIEKTpP THIPOKCHIHPOBAHHBEIX H
METHIMPOBAHHBIX METa0O0JHWTOB, HPHCYTCTBYIOIIMX B BHAE CBOOOJHBIX METAOOIHMTOB H
KOHBIOTaTOB ¢ DIIOKYpOHHZaMH H cyibparamMu. CKOpocTh METabOJIHYECKOro KIMpeHca
STHHWIICTPAIUOJIA COCTABNISAET MPUMEPHO 5 MJI/MUH/KT.

B ycnoBusix in vitro sTHIIICTpaanoN sBigercs ooparuMemm uarudoutopom CYP2C19, CYP1A1
u CYP1A2, taxxe, kak u CYP3A4/5, CYP2C8 u CYP2J2.

Buigeoenue

OTHHWIICTPAJHOJ TNPAKTHYECKH HE BHIBOAUTCS B HEHU3MEHEHHOM BHie. MeTaboauThI
STHHHJI3CTPAINOIIA BEIBOJATCS ¢ MOYOH U XKeTIbi0 B COOTHOIIEHUU 4:6. [lepros moryBeiBeneHUA
MeTabOJIUTOB COCTABIAECT IPUOITU3UTENHHO OJTHU CYTKH

Cocmosnue OuHamuiecko2o pagHogecus

CocrosHHE pPaBHOBECHOH KOHIIEHTpALMM JOCTUTaeTCs B TEUEeHHE BTOPOH IIOJIOBHHBI LHUKIA
JI€YECHHUs, TIPH 3TOM KOHLEHTpalMs STHHUIICTPAJUONA B CHIBOPOTKE KPOBH YBEIMYHMBAECTCA
npuOIM3KUTENbHO B 1,4-2,1 pasa.

IToxa3aHusi K NpUMEHEHHIO
[NepopanbHast KOHTpAIETIUS.
Pemenre 0 HasHaYeHHMH Mpemapata MuJuaHa cileAyeT NPHHUMAThL C YYE€TOM HMEIOLIUXCS
(GaKTOPOB PHCKa y KaKIOW JKEHIIUHB, B 0COOCHHOCTH IIPH HAJIMYMH BEHO3HOH TpoMO0aMOboHy
(BTD), a Taxke OIEHKH prcka pa3sutus BTD Ha done nmpuMeHeHus npenapata Mujauana mo
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CPaBHEHMIO C IIPUMEHEHHEM JPYTHX KOMOHHMPOBAHHBIX FOpMOHaJ'IBHbIX xonTparentuBoB (KI'K)
(cM. pasnens1 «IIpoTuBoNOKa3anus» U «Mephbl IPEeIOCTOPOKHOCTHY).
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IIpoTruBonokasaHus

KTK He ciefyeT IpUMEHSTh [IPH HATHYMH KAKOTO-THOO M3 COCTOSHHUM, NEPEHHCICHHBIX HIDKE.
Eci Kakwe-Tu060 W3 3THX COCTOSHHi paspupaiorcs BrepBbie Ha ¢one npumenenus KI'K,
npernapar JO/DKeH OBITh HEMEIEHHO OTMEHEH.

. VCTaHOBIEHHAS THIIEPIyBCTBHTENLHOCTh K JEMCTBYIOIIEM BEIIECTBAM HIIM JIOOOMY H3

BCIIOMOTATEJIbHBIX BEIIECTB, YKa3aHHBIX B paszaene «CocraBy.

I'HIIepYIyBCTBUTEIHHOCTD K apaxXUCy MM COE.

. Hanuuue pucka BeHO3HO#M TpoMboambomuu (BTO):

O  HaJH4YMe BEHO3HOM Tpom0O3MOONMM B HacTosmee Bpems (IPUMEHEHHE
AHTHKOATYJIAHTOB) MM B aHaMHe3e (Hampumep, TpomGo3 riy6okux Ben [TI'B] wm
TpoMB03MOoIHs Jerounoit aprepuu [TOJIA]);

O  YCTAaHOBJICHHAs HACJEACTBEHHas WIH NPHOOPETEHHAs IIPEIPACIONIOKEHHOCTh K
Pa3BUTHIO  BEHO3HOM  TpomMOOdMOONMH,  HaOpUMEpP  PE3HUCTCHTHOCTH K
akTHBHpOBaHHOMY nporenHy C (Bmovas ¢axrop V JlelineHa), HEIOCTATOYHOCTD
anTuTpoM6uHa 111, HemocTaroyHOCTH MpoTenHa C, HEIOCTATOYHOCTh IPOTENHA S;

O  OOIIMPHOE XHPYPrHYECKOe BMEIIATEIbCTBO C JUIATENBHOH HMMOOHIM3anueH (CM.
paznen « Mepbl IpeIOCTOPOKHOCTH Y);

O  BBICOKHM PHCK pa3sBHTHI BEHO3HOH TpoMOOIMOOIMH BCIEACTBHE HAJIM4Hs
MHOXECTBEHHBIX (PakTOpoB puckKa (CM. pazzen «Mepsl IpeI0CTOPOKHOCTHY);

O  HaIMYHE pHCKA aprTepHalbHOii  TpoMOosmbomuu  (ATJ):  aprepuanbHas
TpoMGOIMOOJIHS B HACTOSIIEE BPEMs, B aHaMHe3e (HalpuMep, HHPapKT MHOKap/a)
WM TIpeaIecTByomee 3a6oeBanne (HanpuMep, CTCHOKap/IHs);

o  1epeOpoBacKyIsApHOe 3a00JIeBaHUE: HHCYJIBT B TEKYILUEM NEPHOJE, B aHAMHE3€ WIIH
IPEAIIECTBYIONIEE COCTOSHUE (HAIpUMEp, TPAH3UTOpHAd HINEMHYECKas araka
[THA]);

O  YCTaHOBJIEHHAs HACJEICTBEHHAs WIH NPHOOPETEHHas IPEAPACIOIOXEHHOCTh K
Pa3BUTHIO apTepHAIbHOH TPOMOOAMOOINH, HAaIpUMED, THIEPrOMONMCTCHHEMHS H
Hampuyne aHTAHQOCHOMMIHUAHBIX aHTHUTEN (AHTHKApAHOIMIIMHOBBIE AaHTHUTENA,
BOJYaHOYHBIN aHTHUKOATYJISHT);

o] MHUTPEHB C 049aroBOi HEBPOJOTHUECKOM CHMIITOMATHKOM B aHAMHE3E,

O  BBICOKHMM  pHCK  apTepHAIBHOM  TPOMOOSMOONMH  BCIICACTBHE  HAJIHYHSA
MHOX€ECTBEHHBIX (hakTOpoB pucKa (cM. pasaen «Mepbl IPeaOCTOPOKHOCTAY») HIIH
HAJIMYUE OJTHOTO H3 CICAYIOUHNX CEPhe3HBIX (PaKTOPOB PHCKA:

- caxapHBIH JuabeT ¢ COCYyIUCTHIMU OCIOXHEHHAMU;
- TsDKETasi apTeprUalIbHast THIIEPTEH3UA;
- BBIp@)XE€HHAs! AUCTHIIONIPOTCHHEMHS.
o Tsoxensie 3aboneBaHus MeYeHH (IO HOPMAIHM3AIMK «II€YEHOYHBIX» Ipo0) B HaACTOSIIEE

BpEMs HJTH B aHAMHE3€.

o Tspxenas moyeyHas HEAOCTATOYHOCTH UM OCTpas MO4YedHass HEJOCTaTOYHOCTD.

o Omnyxonu neyeHu (100poKaueCTBEHHBIE HIIH 3JI0KAYECTBCHHBIC) B HACTOSAIIEE BPEMS HIIH B
aHaMHese.

. JlHarHOCTHpOBaHHBIE TOPMOHO3aBHCHMBbIE 3JI0Ka4eCTBEHHbIE 3a00JeBaHHs IOJIOBOM

CHCTEMEI (IIOJIOBBIX OPraHOB WJIM MOJIOYHBIX )K€JIe3) HIIU MMOJ03PEHME Ha HUX.

e  HemmarHoCTHpOBaHHOE BarHHAJILHOE KPOBOTEUYCHHE.

IIpOTHBOMNOKA3aHO OJHOBPEMEHHOE NpPHMEHEHHe MpemapaTa MuanaHa TabIeTKH, MOKPBITBIC
IUICHOYHOH 000104KOH, % JIEKapCTBEHHBIX Hpenaparos, CoZIepXKalyX
oMOHTacBHp/TIapUTaNpEBHP/PUTOHABUD U JacabyBHp (CM. paszensl « Mepsl IPea0oCTOPOXKHOCTHY
u «B3auMo/efcTBHE C IPYTUMH JIEKAPCTBCHHBIMH CPEACTBAME).
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Ipukas MEHacreperBa UDABGORPANCILiA
Pecuyfnuiy Beaapyos

IIpamMenenne npu 6epeMEeHHOCTH H B IIEPHO/I IPYAHOro BCKapMJIMBAHHS

bepeMeHHOCTH

ITpenapar Muuana He oKa3aH BO BpeMs 6€pEMCHHOCTH.

Ecne GepeMEeHHOCTs HACTYNHIa Ha QoHe IPUMeHEeHHs npemapata MuguaHa, ero HeOOXOIUMO
HeMe/IEHHO OTMEHHTH. B X0/1e IpoBe/IeHNs paclIMPEHHBIX SIIHIEMHONOTHYECKUX UCCIICI0BAaHUH
He ObUIO BBIABICHO HH YBEJIHYEHHsS DHCKa BPOXKICHHBIX JIEPEKTOB y ACTeH, UbH MaTepH
npuaumamd KTK 10 GepeMeHHOCTH, HHM TepaTOreHHoro s¢dexra IpH HEMpPEAHAMEPEHHOM
npumenennd KI'K Bo Bpemst GepeMeHHOCTH. TakuX HCCe0BaHUH ¢ HCTIOIb30BAHMEM MIpEmapaTa
MuraHna He IPOBOAMIIOCH.

B HccienoBaHUAX Ha KHBOTHBIX OBLIM BBIABJIECHBI MOGOYHBIE P (HEKTH BO BpeMs OEPEMEHHOCTH
¥ naktaupd. OCHOBBIBAACh HA 3THX JIAHHBIX, HENB3s HCKIIOYATH NMOOGOYHBIX 3((eKTOoB,
CBS3aHHBIX C TOPMOHAIBHBIM BIIMSHHEM IEHCTBYIOIMMX coefuHeHuMd. OnHako, HCXOHS H3
COBOKYIHOTO ombiTa ciydaiiHoro mnpumeHeHus KI'K Bo Bpems GepeMEHHOCTH, JaHHBIX O
pearsHOM MOGOYHOM JeHCTBUY Y YeJIOBEKa MOIydYeHO He OBLUIO.

JlocTymHEIe NaHHbIE 110 MPUMEHEHHIO IpenapaTa Munuasa Bo BpeMs O€PEMEHHOCTH CIHIIKOM
OTPaHHMYEHB], YTOOBI MOXHO OBLIO CHENATH 3aKIOYeHHEe 00 OTCYTCTBHM HETaTHBHBIX d(dexToB
npenapaTta Ha GepEMEHHOCTH, 3M0POBbE IUIOMA MM HOBOpOXAeHHOro. K HacTosieMy BpeMeHH
HE OJYYEHO 3HAYUMBIX JaHHBIX SIMUAEMHOIOTHYECKUX UCCIEIOBAHHM.

I[Ipy NOBTOPHOM Ha3HAa4YEHHH rpenapata MuauaHa cieyeT yYHTHIBATh BHICOKAM PUCK Pa3BUTHS
BTD B nocmepomoBoM mepuofe (cM. pasmensl «CrocoG NMpHMeHeHHs H J03bD» M «Mepbl
IIPEJIOCTOPOXKHOCTH ).

['pyanHoe BckapMIIMBaHHUE

KI'K Moryt BiAMSTh Ha JIAKTAIIHIO, IIOCKOJIbKY OHH MOIYT YMEHBINATh KOJHYECTBO IPYTHOTO
MOJIOKA M M3MEHATH €ro cocTaB. TakuMm oOpasom, wucrnons3oBanne KI'K o6puHO HE
PEKOMEHIYeTCs [0 TeX IOp, MOKa KOPMALIas JKCHIIMHA HOJHOCTBIO HE OTIYyYHT pebeHKa OT
rpyau. HeGonblmme KONHYECTBA KOHTPALENTHBHBIX POPMOHOB HIIH HX METa0OIMTOB MOLYT
BBIJIEIITECS C IPYIHBIM MOJIOKOM BO BpeMs nnpumeHeHHst KI'K. OTH xonmyecTBa MOT'YT OKa3bIBaTh
BIIUSHUE Ha peOeHKa.

b st A i dea TR

Cnoco6 npuMeHeHNS H 10361

Cnocob npumenenua

Jlns npuemMa BHYTpE.

Kaxk credyem npunumams npenapam Muouana

Tabnerku HeOOXOAMMO MPHHMMATH KaXABIH I€HH NPHUMEPHO B OJHO M TO X€ BpeMs, IpH
HEOOXOAMMOCTY 3amuBasi HEOONBIIMM KOJIHMYECTBOM JKHAKOCTH, B IOCIIEIOBATEIILHOCTH,
yKa3aHHOM Ha GyMcTepHOM ymakoBke. HeoOXoauMo mpHHHMATH 1O OIHOH TabneTke B JEHb B
teuenne 21 mus moapsa. Kaxiayio IHOCIeIyIOUIyr0 YIIaKoOBKYy CllefyeT HayMHATh IIocie 7—
JAHEBHOTO TIepepsiBa B MpHeMe TaOJNETOK, B TEUYEHHE KOTOPOro OOBIYHO HACTYNaeT
MEHCTPYaJIBHOIO00HOE KpoBoTeueHue. OHO 0OBIMHO HAauMHAETCs Yepe3 2—3 AH HOCIIE IpHeMa
noclieHe# TabJeTKH U MOXKET HE 3aKOHYHUTHCA K MOMEHTY Hadasia CJIEAYIOLICH yIIaKOBKH.

Kozoa cnedyem nauuname npuem npenapama Muouana

Ecnu panee 2opmonansHbie KOKMpayenmuebl He UCNONb306ANUCH (8 NOCEOHUT MeCAY):

ITpuem nmpenapata Muauana HadMHACTCS B IIEPBHIH ICHh €CTECTBEHHOIO MEHCTPYAJIBHOIO 1IMKJIA
YEHIIUHBI (TO €CTh B IEPBHIA J€HH MEHCTPYaNbHOTO KPOBOTEUECHHUS).

B cnyuae 3amenvt 0py2020 KOMOUHUDOBAHHO20 20pMOHANBHO20 Koumpayenmusa (KI'K)
(kombunuposanno2o nepopanviozo koumpayenmusa (KOK), eazunanvrozo konvya unu
MPAHCOePpMANbHO20 NAACMbIPSL):

JIns KeHIIMHB! HPEANOYTHTEIFHO HayaTh IpUeM Ipenapata MujguaHa Ha CIEAYIOIIMA JEHb
Tmocie mpueMa Tocieanel aktuBHO# Tabnerku npeabiaymero KOK; B Takux ciydasx npuem
npenapaTa MumuaHa He JOJDKEH HA4MHATBCS MO3JHEE CIENYIOMEro JHS IOCTe OOBIYHOTO
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TiepephiBa B IpHeMe TaGIeTOK WK MPHEMa HEAKTHBHBIX TabJIETOK €¢ IPEbIIYIIETo KOK. llpu
3aMeHe BarMHAIBHOTO KOJBIA WIH TPAHCAEPMATBHOTO IUIACTHIPS IIpHeM mpenapara Mummana
JeJlaTebHO HAYMHATh B JE€Hb YHAJICHHS IMPEBbIAYIIEro Cpe/ACTBa; B TaKUX ClIydasx IPHEM
npenapata Mujiuana OJDKeH Ha49aThCs He TI03/Hee JHs HaMEUCHHOH POy PhI 3aMEHBbL.

B ciyuae 3amenst MemoOa ¢ NPUMEHEHUEM MONbKO NPO2ECMUHO8 (MUHU-NUNY, UHBEKYUOHHbLE
Gopmbl, umMPAGHMAMbL) UMY GHYMPUMAMOYHOU  CUCTEMbL (BMC) c¢ evic6obodicoenuem
NPO2eCMUHO8:

YeHI¥HEA MOXET IIEPEHTH ¢ MUHH-TIHJTH, COJIEPYKAIMX TONBKO TIPOTECTHHBI, B JIO0OH NeHD (C
uMmiutasTata Wi BMC [B fieHb ee yaaleHns |, ¢ HHbEKIHOHHON (OpPMBI [Co THSA, KOTAa JO/DKHA
OpUTa OBITH CleNIaHa cieayiomas HHbeKuuA]). OoHako BO BCEX 3THX CIydasdxX XKEIATelbHO
HCIIOJIB30BaTh JOMOIHUTEIBHO OaphepHbI METOJ KOHTpAIICTIMH B TE€YEHHE IEPBBIX 7 NHEH
npreMa TabJIeToK.

Ilocne npepvieanus bepemenHOCMU 8 NEPEOM MpUMecmpe.

JKeHmuHA MOXeET HayaTh INpHEM HememneHHo. [Ipu cobmogeHMH 3TOrTO YCIOBHSA HET
HEOOXOAUMOCTH B IONOTHUTEIBHBIX MEPax KOHTPALICIIIIUH.

Ilocne pooos unu npepvisanus bepemeHHOCMU 60 6MOPOM MPUMeCMpe:

YKeHImuHe caexyeT peKOMEHIOBATh IpHeM Ipenapara Muauana Ha 21-28 jieHs 11ocie poAOB UK
TIpephIBaHAs GepeMEHHOCTH BO BTopoM Tpumectpe. Eciu mpuem Hayar mosjHee, HE0OX0AUMO
HCIIONB30BaTh JOTIONMHUTENBHO GaphepHBIi METON KOHTpALlCNIMH B TEYEHHE MEPBBIX 7 JHEH
npreMa TabneTok. B clydae HaTM4HMs MOJOBOTO KOHTAKTa A0 Hadana npumenenns KI'K romkaa
OBITH HCKJIIOYEHA OEPEMEHHOCTD HIIA HEOOXOIUMO J0KAATHCS NIEPBOM MEHCTPYallHH.

Jlnst nostydeHus HHGOpMaIKH 0 IPUMEHEHNH Y )KEHIIMH B IIEPHOJ TPYAHOTO BCKapMIIMBaHHUS, CM.
pasden «IIpumenenue npu GepemeHHOCMU U 6 NEPUOO 2PYOHO20 BCKAPMIAUBAHULY.

AL N A IR

IIpuem nponywennvix mabremox

Ecnu onoszanve B mpHeMe TabJIETKH COCTaBUIO MeHee 12 4acoB, KOHTpalleITHBHAS 3allyTa HE

cHmkaercs. JKeHImuHe He0OX0AMMO IIPHHATE TabIETKY KaK MOXKHO CKOpee, CIEAYIOIIHe TaOIeTKH

MIPUHUMAIOTCS B OOBIYHOE BpEMSL.

Ecnu onosmanue B mpueMe TableToK cocTaBmwiio Gonee 12 4acoB, KOHTpalEeNTHBHAs 3alluTa

MOX€ET OBITh CHHXXeHa. KoppeKuHs IpomymeHHbIX TabJIeTOK JIODKHAa PYKOBOICTBOBATHCA

CJIEAYIOIMMH JBYMS IPOCTHIMH IIPaBUJIAMHU:

1. Ilpuem TabGneTok HeNb3s MpeKpamarh Oosee YeM Ha 7 JHEH.

2. UYUro6sl HOCTHYL aJe€KBAaTHOTO IIOJABJICHHS THIIOTAAMO-THIOQH3apHO-TMYHHUKOBOH
CHCTEMEI, He0OX0MuMO 7 JHEH HENPepHIBHOTO MpreMa TabJIeToK.

COOTBETCTBEHHO B €XXETHEBHOW MTPAKTUKE MOXKHO JaBaTh CICAYIOIIUE COBETHL:

Henens 1

Heo0x0auMo MPUHATH IMOCIIEIHIOK IPOIYIICHHYIO TabIeTKy KaK MOXHO CKOpee, HaXe €CIIH 3TO
03HAYaeT IPHEM ABYX TaGJIeTOK oqHOBpeMenHO. Clieyronlyto TableTKy IPUHAMAIOT B 0OBIYHOE
BpeMs. JIONONHHUTENFHO [JOJDKEH OBITh HCIIONB30BaH OaphepHBII METOJ KOHTpAICIIIHH
(HanpuMep, Ipe3epBaTUBhI) B TCUCHHE CIIEAYIOIUX 7 AHEH. Eciyu monoBoi KOHTaKT UMENl MECTO
B TeueHHe 7 [HeH Iepeld IPOMyCKOM TabiaeTkH, HEeoOXOJUMO YYMTHIBATH BEPOSTHOCTH
HaCTyIUIeHHS OepeMeHHOCTH. YeM Gosplie TabIeToK MPOIIyINeHO U YyeM OJHKe 3TOT MPOIYCK K
7-IHEeBHOMY NIEPEPHIBY B IIPHUEME IIperapaTa, TeM BBIIIe PUCK HACTYIUIEHHs OEPEMEHHOCTH.

Heneasn 2

Heo6x0oauMo MPHHATH MOCIIEIHIO MIPOITYIIEHHYIO TabIeTKy Kak MOXKHO CKOpPee, Iake €CIIH 3TO
03HayaeT MpHeM JBYX TabJeToK oqHOBpeMeHHO. CleIyIoIyIo TabIeTKy NPUHMMAIOT B OOBIHOE
BpeMs. Ec/H jKeHIMHA B TeYeHHE NPeUICCTBYIOIMX 7 AHEH NpuHHMana TableTKU MPaBUIIBHO,
HET HEOOXOAMMOCTH MCIIONB30BaTh JOMOJHUTENBHBIE CpencTBa KoHTpanenuuu. OIHaKo, eciu
HMeeT MECTO Apyras CHTyalHs, WIH OHA NPOMyCTHIa Gonee OHOH TabneTKH, HEOOXOMHMO
HCIIONB30BATh JONOIHUTENBHEIE MEPBI IIPEIOCTOPONKHOCTH B MOCIEAYIOMHUE 7 THEH.
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Henens 3
BeposTHOCTh CHMXKEHHS KOHTPALENTHBHOTO 3(p¢eKTa 3HAYHTENbHA H3-32 NPEJCTOSLICTO 7-
JTHEBHOTO IepephiBa B mpueMe TabiaeTok. OnHaKo, KOPPEKTHPYS PaCIHCaHUC MpHEMa TabJIETOK,
MO>KHO IIPEAOTBPATHTEH CHIKEHHE KOHTPAICITUBHOM 321U THL

Ecmu crnemoBarh mo6OMy H3 JABYX CIEIYIOUIMX COBETOB, IOMONHHUTEIIBHBIX coco0oB
KOHTpAIENIMK He MOHAJOOUTCS, €ClH B TEUCHHE NPEAIIECTBYIOMMX 7 AHEH Tepe/l MPOIyCKOM
TaOJIeTKU >KEHIMHA NPUHMMAaia Bce TAOJIETKH MpaBHIbHO. Eciu 3TO HE Tak, OHA JOJDKHA
CIefoBaTh MHEPBOMY H3 JABYX CIOCOOOB M TAaKXKE HCIONB30BATh JONOIHUTEIBHBIE MEPBI
IPEOCTOPOKHOCTH B TEUCHUE CIIEYIOIIMX 7 JHEH.

1. Heo6xoauMo NPHHATH MOCIEIHIOI HPONYMEHHYIO TabJeTKy Kak MOXHO CKOpee, Naxe
eCTH 9TO O3HA4YaeT IpueM JBYX TableToK ojHoBpeMeHHO. Cremyromyio TabieTKy
IIPUHEMAIOT B 06bIYHOE Bpemst. [IpueM TaGIeToK U3 HOBOH YITaKOBKH J0JDKEH ObITh HAYaT,
KaK TOJBKO 3aKOHYMTCS TEKYINas yIaKkoBKa, TO €CThb 6€3 mepephiBa MEXKIY IPHEMOM JIBYX
yIakoBOK. BeposTHee BCEro, KPOBOTEUEHHS KOTMEHBI» He Oy/leT 10 OKOHYaHHs TableToK
U3 BTOPOM YIIAaKOBKH, HO MOTYT HaOJIIOAATHCS MaXylHe KPOBAHHUCTHIE BBIIENICHHS HIIH
IPOPHIBHOE MATOYHOE KPOBOTEUEHHE B JHH IIpHEMA TabJIETOK.

2. JKeHmuHE MOXHO PEKOMEHIOBATH IIPEKPATHUTh IpHEM TabIeTOK M3 JNaHHOW YIIaKOBKH.
3arem y Hee Oymer 7-IHEBHBIA IepepbIB B pHEMe TabIEeTOK, BKIIOYAs IHH, KOrja OHa
3a0bIBaJIa IPHHUMATH TabJIETKH, ¥ IIOTOM Ha4aTh HOBYIO YIIaKOBKY.

B ciydae mpomycka B mpueMe TaGleTOK U OTCYTCTBHS B NEpBBIH CBOOOAHBIA OT HpHEMa

Ipenapara MHTEPBaJl KPOBOTEUCHHS KOTMEHBI» HEOOX0IMMO HCKIIFOUUTH GEPEMEHHOCTb.

Pexomendayuu 6 ciyuae 603HUKHOBEHUS HAPYUIEHUIl CO CMOPOHbL HCENYOOYHO-KUUEYHO20
mpaxkma

B ciy4ae TSXKENBIX peaKiMid cO CTOPOHBI JKEIIy{0YHO-KHIIEYHOT O TPaKTa (TaKMX KaK pBOTa HIIHA
Jmapesi), BCachIBAHHUE MOJXKET OBITH HEMOJHBIM, M HEOOXOAMMO NPHMEHSATH JOIOHUTENIbHBIE
MephI KOHTPALICHIIHH.

B ciydae pBOTHI B IIpefieniax 3—4 9acoB moclie prueMa TabaeTK Heo6X0auMO KaK MOXHO CKOpee
IPUHATE HOBYIO, 3aMeHsIomyio TabneTky. HoByro TabGlieTKy NIpH BO3MOMXHOCTH HEOOXO0IUMO
NPUHATH B TeueHHE 12 9acoB Iociie 00bYHOTO BpeMeHH npueMa. Eciu mpomymeno 6onbire 12
YacoB, II0 BO3MOXHOCTH HEOOXOOMMO cOONIONATh IIpaBUiIa IpUeMa Ipenapara, yKasaHHbIC B
paszene «Cnoco6 MpUMeHEHHs | J03bI», moapaszene «/Ipuem nponywennvix mabnemoxy. Ecim
HalMeHTKa He XOYeT M3MEHSTh HOPMAIBHBIA PeXHM IpUeMa Ipernapara, OHa JOJDKHA NMPUHSATH
IOIOTHUTEILHYIO Ta0JIeTKy (MM HECKOJIBKO TabIeTOK) U3 APYIroH yIaKOBKH.

Kax omcpouums kposomeuenue «ommenvly

JIis OTCPOYKH JHS Hadajla MEHCTPYallMd HeOoOXOJMMO IPOJODKHUTH IPHEM TabJIeTOK M3 HOBOM
ynakoBku Oe3 mepepsiBa B mpueMe. OTCpouka BO3MOXKHA IO OKOHYAHHS TaOJNETOK BO BTOPOH
yIIaKOBKe.

Bo BpeMs YIUTHHEHHs IMKJIAa MOTYT OTMEYaThCS MaTOYHbIE NPOPHIBHBIE KPOBOTECYEHHS HIIH
Ma’Kylllie KPOBSHHUCTHIE BRIACICHHS U3 Biarainuiia. Bo3o6HoBUTE pueM mpenapara Munuana us
HOBOI#1 a4KH CJIEAYeT Mocie 0OBMHOTO 7-AHEBHOTO IIEpephIBa.

Jy1s1 mepeHoca THS Havaia MEHCTpYalluy Ha JpyTroi IeHb Heieny OOBIMHOTO PACIIUCaHH CIIEAYET
YKOPOTHTh OmKaiimuii mepepblB B IpueMe TableTOK Ha CTOJIBKO JHEH, Ha CKOJIBKO 3TO
HeoOxoauMo. YeM Kopode MHTEpBall, TEM BBHILIE PUCK TOIO, YTO KPOBOTEUEHHUS OTMECHBI» HE
OyzeT, a BO BpeMs Iprema TaOJeTOK U3 CICAYIOMEH ynakoBKH OyayT OTMEYarhcsi NPOPEIBHBIC
KPOBOTEUEHHS M MaXyIIHe KPOBSHUCTBIC BBIAECICHHUA (TaK JK€ Kak M B CIy4ae OTCPOYKH Hadaja

MEHCTpYalHH).

Omoenvble Kame20puu RAYUEHMOK
Lemu u noopocmxku
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Tipuxas Muanerepiitd AIPABOOX PATIRHHM
5 Pacuviyiukl Hadapyek

~JIaHHBIX O

IHoorcunvie nayuenmxu
Henpumenumo. [Iperapar Muuana He IIOKa3aH I10CIIEe HACTYIVICHUS MEHOAY3bL.

Hapywenue gpynxyuu nevenu
IIpenapar Muuana MpOTHBOIIOKa3aH y XEHIIUH ¢ HapyIIeHHeM QyHKIUH [eYeHH (CM. pa3/eibl
«ITpoTrBomOKa3aHus» U «PapMaKOKHMHETHKAY).

Hapywenue ¢ynxkyuu novex

Ipenapat Muanana DpOTHBOIIOKA3aH Y XKEHIIHH C THKEJIOHW MOYEYHOM HEAOCTATOYHOCTBIO HIIM
OCTpO#  TOYEYHOM  HENOCTATOYHOCTBIO  (cM.  pasgensl  «IlporuBomokasaHus»  H
«DapMaKOKHHETHKAY).

IToGounoe aeficTBHE
Jlnst o3HAaKOMIIEHHS ¢ HHpOPMaIHeEi o cephe3HbIX mobounsx 3 dexrax KI'K cM. pasaen «Mepbt
IPEIOCTOPOXKHOCTH Y.

B cnenyromeit TabuIe MpeaCcTaBIeHBl HEXEIaTeIbHbIE PCAKIHH, 3aPETUCTPUPOBAHHBIE BO
BpeMs IPEMEHEHHMs Ipenapara Mujuana, ¢ yaeroM kiacca cucreM opranos (KCO mo
MedDRA). XapakTepuCTHKU 4acTOTHl BO3HUKHOBEHHS OCHOBAHBI HA JJAHHBIX KITMHUYECKUX
HCCJICIOBaHUM.

Kuacc cacrem KaTeropusi 4acToThi BO3HHKHOBCHHS
OpraHoB
Yacro Heugacrto Penko
>1/100 u <1/10 >1/1 000 u >1/10 000 u <1/1 000
<1/100
Hapymenns co I'imep4ayBCTBUTENEHOCTD,
CTOPOHBI OpoHxuasipHas acTMa
HMMYHHOH
CHCTEMBI
Hapymenuns Jenpeccus IloBelieHne
NCHXHKH o0,
CHIDKEHHE
mubuao
Hapymenust co TonosHas Gonb
CTOpPOHBI HEPBHOMH
CHCTEMBI
Hapymenns co CHibKkeHHe ciryxa
CTOPOHBI OPraHa
cJayXxa H
JaOHpHHTHDbIE
HapyLIeHHUsI
Hapymenus co MurpeHs AptepuanbHas BeHnoznas Tpom603MO0us
CTOPOHBbI COCYI0B THIIEPTEH3H, (BT9),
aprepuajbHas apTepuaibHas
TMIIOTeH3HUs Tpom60oaMbomHs (ATI)
Hapymenns co Bosp B xxHBOTE Tomnora, pota
CTOPOHbI
HKeJTYyAOUHO-
KHIIEYHOr0 TPaKTa
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Pecnybauicn Beaapyes !

Knacc cucrem Karteropusi 4acToThbl BO3HHKHOBEHHS
OpraHoB
Yacto Heuacro Peaxo
>1/100 u <1/10 >1/1 000 n >1/10 000 u <1/1 000
<1/100

Hapyumenus co AxHe, V3noBaras 3pHTEMA,
CTOPOHBI KOXH H 9K3€eMa, MHOTO(OpMHas 3pHTEMA
MOAKOKHBIX 3yn,
TKaHeH ajjonenus
Hapymenus co Hapymenus VBenuueHue BrinenieHue cekpera
CTOPOHBI MOJIOBBIX | MEHCTPYaJbHOI'O LHKJIA, MOJIOYHBIX MOJIOYHBIX XKeJle3
OpraHoB H METpOpparuy, Kenes,
MOJIOYHOI keJie3bl | 60ib B 0OnacTu BaruHUT

MOJIOUYHBIX XKeJie3,

60J1e3HEHHOCTD

MOJIOYHBIX XKeJle3,

Jenxopes,

KaHOWIO03 BJIarajIMIa
O6mue 3agepxkka
paccTpoiicTBa B KHIOKOCTH,
HApymIeHHS B ITOBBIIICHHE
MecTe BBEACHHS MAacCCH! Telna,

CHIDKEHHE MacChl
Tena

Onucanne OTOENBHBIX HEXENaTeIbHBIX peaKIui

BEICOKHMIT PHCK Pa3BUTHs apTEPUAIBHBIX M BEHO3HBIX TPOMOOTHYECKHX U TPOMOOIMOOIHIECKHX
OCJIOXXHEHHH, BKIIOYas HH(ApKT MHOKap[a, HWHCYJIBT, TPAH3UTOPHEIE HINEMHYCCKUE aTaKH,
BEHO3HBIM TpoM003 H TpoMG0IMOONHUIO JIErouHOH aprepuu, OBUI OTMEYEH Y IKCHINWH,
npumensrommx KI'K. Bonee mompoGuas wHdopManus mpeacraBieHa B paszgene «Mepst
IIPEIOCTOPOKHOCTH .

Hmxe, B pasmene «Mepsl HpeAOCTOPOKHOCTHY», PacCMAaTPHMBAIKMCEH CIICAYIOUIME CEPhE3HBIC

HeXeNaTelLHbIE ABICHHUS, 3apEruCTPHPOBaHHbIC Y sxeHIuH, npuMersBmux KI'K:

- BEHO3HBIE TPOMOOIMOOIUYECKUE OCTIOKHEHHUS

- apTepuaIbHbBIe TPOMO03MOOTNIECKHE OCTIOKHECHHS,

- apTepHabHas THIIEPTEH3NUS;

- OITyXOJIU TI€YEHU;

- Pa3sBHUTHE WK YCYTyOJICHHE TEUSHHs COCTOSIHUM, U KOTOPBIX CBA3b ¢ npuMeHenreM KI'K
He JokazaHa: OosiesHbr KpoHa, Hecrenuuyueckuil sS3BEHHBIA KOJUT, SMHIIECICHS, MHOMaA
MaTK#, nopHpHs, CHCTEMHast KpacHas BOJTYaHKa, reprec OepeMeHHbIX, Xopes CuaeHrama,
TeMOJUTHKO-YPEMUYECKUH CHHIPOM, XOJIECTaTHUECKas KENTYXa;

- XJI0a3Ma;

- OCTpbIE WIIH XpOHUYECKHE HapymeHus GyHKIUY redeHn MoryT morpebosath otMeHb KOK
JI0 T€X TOp, oKa MoKa3aTesn GyHKI[UH [I€YeHH He BEPHYTCSI K HOpME;

- y )KEHIIMH C HaCJIeICTBEHHBIM aHTHOHEBPOTUYECKUM OTEKOM 3K30T€HHBIE 3CTPOI€HBI MOTYT
BBI3BIBATh WM YCUIMBATH CHMIITOMBI aHTHOHEBPOTHYECKOTO OTEKA.

YacToTa IMarHOCTHKHU paka MOJIOYHOMH KeJe3bl CpeaH XXCHUINH, IIPUMCHSIIOIMX KFK, MMOBBILICHA
HC3HAYHUTCIIBHO. HOCKOJ’II:Ky pax MOJIOYHOH JKele3bl Y XKCHIIAH MOJIOXC 40 ner BCTPEUYACTCA
PE€OKO, MOBBIIICHUE SBJIACTCA HEOONBIIMM TI0 CpaBHEHUIO C obmumM PHCKOM pa3sBUTHS paKa
MOJIOYHOM JKEJIE3BI. HpI/I‘IIfIHHO-CHCI[CTBeHHaX CBA3b C INPUMEHCHUEM KI'K neusBectHa. HJUI
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IPEI0CTOPOXKHOCTH ).

L

B3aumonencTBus

IIpopHIBHBIE KPOBOTEUEHHS W/WIM CHIDKEHHE KOHTPALENTHBHOH 3(Q(EKTHBHOCTH MOTYT OBITH
CJIEICTBHEM B3aUMOJEHCTBHSA JPYTHX IpenapaToB (MHIYKTOPH (PEPMEHTOB) ¢ MEpOpalbHBIMH
KOHTpALIEITHBAMH (CM. paszien «B3auMozelicTBIe ¢ APYTHMH JEKapCTBEHHBIMH CPEACTBAMH »).

OTYETHOCTH 110 HOI03PEBAEMBIM HEOIArONPUATHBIM TOOOYHBIM PEAKIHIM

BakHbIM SABJIAETCS NMOIy4YeHHe OTYETHOCTH MO IMO03PEeBaEMbIM HEOIArONpUATHBIM TOOOYHBIM
peaKkiisM MOcjie PETHCTPAlldH JICKApCTBEHHOTO IIpenapara. JTO IO3BOJAET IIPOAOIDKHTH
MOHHTOPHHT COOTHOIIEHHS MOJb3a/pucK. PaGOTHHKH 37ApaBOOXPAaHEHHUs MPOCAT HANPABIATh
cooOmenuss 0060 BceX IOAO3PEBAEMBIX HEONArONpPHATHBIX IOOOYHBIX  pEaKUHsAX ¢
HCIIOJIE30BaHUEM HAI[MOHABHON CHCTEMBI OTYETHOCTH.

Ilepeno3upoBka

Jlo HacTOAIIEro0 BpeMEHH HE ITOJIyYE€HO JAHHBIX O COYCTaHHOM Nepe03UPOBKE IPOCITUPEHOHOM 1
STHHHICTPAAHONOM. MICXOld M3 HAKOIUIEHHOTO OMBITa IPUMEHEHHS KOMOHHHPOBAaHHBIX
IEPOPATBHBIX KOHTPAIENTHBOB, OXHIAEMbIMH CHMITOMAaMH NEPEIO3HPOBKH MOTYT OBITH:
TONIHOTA, PBOTA, a Y MOJIOABIX JEBYIIEK — HEOOJbIIME BarvHAIbHBIE KPOBOTEYCHHUS.
CrenuduyecKoro aHTHIOTA He CYIIECTBYET, CIEAYET IPOBOJUTE CHMIITOMATHYECKOE JIEHECHHE.

B3auMopaeiicTBHE ¢ APYrUMH JIEKAPCTBEHHBIMH CPEACTBAMH

[TpumeyaHue: is BBISBICHHS BO3MOXHBIX JIEKAPCTBEHHBIX B3aUMOJIEHCTBHH ClIeyeT IIPOBOJUTE
aHamu3 HMHGQOpMAITMKM, NPEACTABJICHHON B HMHCTPYKLUHAX II0 METUIIHHCKOMY NPHUMEHCHHIO
COITYTCTBYIOIUX MpENapaToB.

DapmaKoouHamudecKue 3aumMooecmeun

OnHOBpeMEHHOEe  TPAMEHEHHE C  JICKapCTBEHHBIMH  IpenaparaMH,  COACpPXKaIIMMHU
OMOHTACBHMP/IAPUTANIPEBUP/PUTOHABAD M JacabyBup ¢ pUOAaBUPHHOM MM 0€3 HEro MOXET
yBEJIMUHBATEH PUCK MoBbIeHus akTuBHOCTH AJIT (cM. pasnens! «[IpoTuBonokazanus» U « Mepsl
IIPEIOCTOPOKHOCTHY). 1[03TOMY >KCHINWHBI, NPHHHUMAOLIME mnpenapaT MuanaHna, JXOJDKHBI
nepeiiTH Ha albTepHATUBHBIA METOJ KOHTpALENIUY (HalpUMEp, KOHTPALCITUBEL, COJICpXKaliue
TOJIGKO IIPOTeCTareH, WJIH HErOPMOHAJIbHBIC METOABI) NO Hayala IPHMEHEHHS JaHHOM
KOMOWHAIMK TpenaparoB. [Ipuem mpemapara MuauaHa MOXXHO BO30OHOBHTH 4epe3 2 HEICIH
TI0CJIe 3aBepIICHHUS TaKOM KOMOMHUPOBAaHHOM TepalH.

DapmakoKuHemuieckue 3aumooeiicmeusn

D pexmur Opyaux rexapcmeennblx npenapamos Ha deticmeue npenapama Muduana
JlexapcTBEeHHBIE B3aHMOAEHCTBUA MOTYT BO3HUKATh [IPH IIPUMEHCHUH C IIpenaparaMu, KOTOPEIE
HHAYIHUPYIOT MHKPOCOMaJIbHBIE (pepMEHTHI, YTO MOXXET MPHUBOAUTH K IMOBBHIIIEHHIO KIMPEHCA
IOJIOBBIX TOPMOHOB M, COOTBETCTBEHHO, K BO3HHKHOBEHHIO MPOPHIBHOTO KPOBOTECUCHHUS H/HIH
CHIDKEHHIO KOHTPAIENITUBHOM 3aIlIUTHL.

Conymcmeyrowas mepanus

Wnnykuus ¢QepmeHTOB MOXeT HaAOmMoOmarbcs YK€ dYepe3 HECKOIbKO [HEH JIedYeHHs.
MaxcumanbHas pepMEeHTaTHBHAS MHIYKIHS OOBIYHO JOCTUTAETCS B TEUEHHE HECKOIBKUX HEAETb.
[Tocne oTMeHBI Tepanyy HHAYKIUS GEPMEHTOB MOXKET COXPAHATHCSA B TEUEHHE IIPUOTM3UTEIIBHO
4 Henens.

Kpamxocpounoe neuenue

JKeHIuHpl, MONyYaONIME IIpenaparsl, HHAyIUpYIOMHe (EPMEHTHYIO AKTHBHOCTH, NOJDKHBI
BPEMEHHO HCIIONB30BaTh OapbepHbI WIM JPYrod METOX KOHTpAalEeNHU{d B JIONOJHECHHE K
npumenennio KOK. BapeepHslii MeToa HEOOXOMMMO HCIOJB30BaTh B TEYCHHE BCETO MEpHOIA
COIyTCTBYIOLIEH Tepanuu W B TedeHue 28 nHell mocie ee oTmensl. Ecimm comytcTByromas
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NeKapcTBEHHas Teparis Havyara B KoHIIe mpreMa ynakoBku KOKTTO CHEAYIOMIYIO yIIakOBKY
ClleyeT HauaTh cpasy MOC/e OKOHYAHHS IpeABITylel 63 OOBIMHOrO IepephiBa B IPHEME.
Honzocpounoe nevenue

XeHmuHaM, IONyYarOIIMM JUIMTENBHYIO TEpalHio  MpernaparaMM, HHAYIHPYIOIHMH
(bepMeHTHYIO CHCTeMy I€YeHH, pPEKOMEHJOBAaHO WCIONB30BATH  APYroH HaJIC)KHBIH
HETOPMOHAIBHBINA METO KOHTPAICIIIHH.

Crueayronye B3auMOJICHCTBHS ONIMUCAHBI B HAYYHOM JUTEpATYpE:

Bewecmea, _noswiwarowue knupenc  KOK  (cnuocenue spgexmusnocmu KOK 3a cuem
depmenmuou uHoyxyuu)

Bap6uTtyparsl, 603eHTaH, kapbamasenuH, GeHUTOMH, IPUMU/IOH, PUGaMIUIMH U IPENapaTsl Il
neyernss BUY puTOoHaBHp, HeBHpanmMH H O(GaBHpeH3, H BO3MOXHO Takke (enbamar,
rpu3eodyIbBHE, OKCKapGasemWH, TOMMpamMaT W  [POAYKTHL, cozepxamme 3Bepoboi
npoabIpsBieHHbIi (Hypericum perforatum).

Bewecmea ¢ paznuunvimu s¢pghexmamu na knupenc KOK

IIpu xom6unMpoBanHOoM npuMeHeHuun ¢ KOK Muorme wuuHruburopsr mporeassl BUY u
HEHYK/ICO3HAHbIE HHTHOMTOPHI OOpaTHOM TpPAHCKPHUITA3bl, BKIOYas KOMOMHAUMH C
HHruOHTOpaMHU IpoTeasbl BHpyca remaruta C, MOTYT IOBBINATH WM CHHKATH IUIA3MEHHBIC
KOHIIEHTPAIlHH 3CTPOTeHA MM MporecTHHOB. Koneunsiit 3¢ ekt 3THX M3MEHEHHIH MOXET OBITh
KJIHHHYECKH 3HAYMMBIM B HEKOTOPBIX CIIydasx.

Mo sToi mpuyKMHE HEOOXOAUMO OOpaTUThCA K MHGOPMAaIMH 110 IPUMEHEHHIO COMYTCTBYIOMHUX
npenaparos i nedenus BUY/renarura C 17isl BBIBICHHS BO3MOXKHBIX B3aMMOJICHCTBHM HIIH
COOTBETCTBYIOIMX pekoMeHAanuid. B cioyyac COMHEHHH pPEKOMEHIOBAHO HCIOJIB30BAHUE
JOTOJIHATEILHOTO METOAA GaphepHON KOHTPALENINH TIPY JICYCHHH UHTHOUTOPOM IIPOTEas K
HEHYKJICO3UTHBIMA HHTHOUTOPAaMH OOpaTHON TPaHCKPHIITA3bI.

Cybcmanyuu, npusodswue k ymenvuwienuio kiupenca KOK (uneubumopvl mMuxpocomanbHblx
depmenmos)

OcTaeTcss HEM3BECTHBIM, HMEIOTCS JIH KIIMHHYECKH 3HAYMMbIE TOTECHIMAIbHBIE B3aMMOICHCTBHS
¢ HHTHOUTOpaMU MHKPOCOMATBHBIX EPMEHTOB.

CoBMecTHOe TpuMeHeHHe ¢ MOIHBIME HHrHOUTOpaMu CYP3A4 MOryT IPMBECTH K MTOBBILICHHIO
KOHIIEHTpAllMH 3CTPOreHa U MPOTreCTepOHa B INa3Me KPOBH.

Hccnenosanue ¢ NpEMEHEHHEM MHOTOPA30BO# 0361 KOMOWHAIIMHI JPOCTIHPEHOHA (3 MT B CYTKH)
¢ stuammerpaauoiom (0,02 Mr B CyTkd) COBMeCTHO ¢ CHIBbHBIM HHruoutopom CYP3A4
KeTokoHa3onoM B TedeHumd 10 gHedt moBsmmaer AUC (024 uy) gpocnupeHOHa U
STHHHWIIICTpaauoia B 2,7 u 1,4 pa3a COOTBETCTBEHHO.

Jo3bl sToprukokcu6a 60 Mr 1 120 Mr moka3ajiy HOBBILEHUE KOHIEHTPAUH STUHHIIICTPAIHOA B
mia3Me kKpoBu B 1,4 u 1,6 pa3 COOTBETCTBEHHO IIPH COBMECTHOM IIPUMEHEHHH C
KOMOHHHPOBAaHHEIMH  TOPMOHAIBHBIMH  KOHTpalentuBamu, cozepxamumu 0,035 wr
THHUIIACTPAJUOIIA.

Ipdexmul npenapama Muduana na deticmeue Opyzux 1eKApPCMEEHHbIX NPENAPAmMos
IlepopanbHble KOHTpAlENTHBBI MOTYT BJIMATH Ha METabOJIM3M OIPEEICHHBIX IEHCTBYIOIIUX
BemecTB. KpoMe TOro, MOryT M3MEHSAThCA WX KOHIICHTpAlMM B IUIa3M€ M TKaHAX — Kak
TOBLIIATLCS (HAIpUMED, UKIOCIIOPHH), TaK M CHIDKAThCS (HapHMeEp, IAMOTPHDKHUH).
OCHOBBIBAsCh Ha pE3Y/IbTATaX HCCIICNOBAHHNA HHIMOMPOBAHMA in Vifro M HCCIEIOBaHUH
B3aMMOJICHCTBHSA in Vivo Y XKEeHIMUH-I00pOBOJIBLEB, IPHHUMAIOLIMX OMENPa30Jl, CHMBAacCTaTHH U
MH/Ia30]1aM B KAueCTBE MH/MKATOPOB-CYOCTpaTOB, BIMAHHE APOCIHPEHOHA B J03¢ 3 MI Ha
MeTab0IM3M APYTHX JEeHCTBYIOMUX BEIIECTB MATOBEPOSTHO.
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R ——— W
KnnHuygeckue uecleJ0BaHus CBHAETENBCTBYIOT O TOM, 9TO nHrniGﬂ’pﬁﬁaHne STHHIIICTPAAUOIIOM
xiupeHca cy6etpatoB CYP1A2 mnpuBoguT K HX crnabomy (HampuMep, TeOOUIUTHH) WA
yMEPEHHOMY (HAIpUMeEp, TH3aHU/IMH) TIOBBIICHHUIO B IIA3ME KPOBH.

Lpyeue sudvl 83aumooeticmeus

VY mamueHTOK 6e3 MOYeyHOM HEJIOCTaTOYHOCTH OJHOBPEMEHHOC HAa3HAYEHHE JPOCIHPEHOHA U
naruouTopoB AII® umu HITBIT He oka3biBaeT CyNMIECTBEHHOTO BIMSHUS Ha COJICPIKaHUE Kajlud B
CHIBOPOTKE KpoBH. OIHAKO ONHOBPEMEHHOE NPUMEHEHHe mpemnapata MujamaHa TaONICTKH,
IOKPBITHIE [IEHOYHOH 0GOJIOUKOMH, C AaHTArOHHCTAMH ATHI0CTEPOHA WM KaIMACOeperalomuMHu
JNYPETHKAMH HE H3y4aloch. B 3TOM cilydae HEOOXOAMMO MPOBOJUTH H3MEPEHHE COMCPKAHUA
KaIHs B CHIBOPOTKE KPOBH B TEUEHHE MEPBOrO IHMKIA IpueMa npemapara. CM. Takxe pasfien
«MepbI IPeTOCTOPOIKHOCTH .

Jlabopamopnbsie uccnedosanus
Ilpuem KI'K MoXeT BIHATH Ha pe3ylbTaThl OTAEIBHBIX J1abOPAaTOPHBIX TECTOB, BKIIOYAsd

OMOXMMMYECKHE ITOKa3aTen QYHKIUH MEYCHHU, ITUTOBUIHOM XKeJI€3b]l, HAJIMOYSYHHKOB U IOYEK,
a TaKkKe YPOBHHM TPAHCIOPTHHIX OEJNKOB IUIA3MBI, TAKHX KAK KOPTHKOCTEPOMICBS3BIBAIOIIHA
DIOOYIHH M JIMIHJHO-NMIONPOTEMHOBblE (PaKUuK, I[0Ka3aTellM YIJIEBOZHOrO OOMeHa,
CBEPTHIBAHMs KPOBH U (uOprHONIN3a. FI3MeHeHHs 0OBIYHO HE BBIXOJAT 3a IPE/IeNbl HOPMaJIbHBIX
3HA4YCHHH TabOpaTOPHBIX MOKA3aTENICH.

BenenctBue cBoei HeOONBIIOH aHTHUMHHEPAIOKOPTUKOMOHOW AaKTHBHOCTH JPOCIHPEHOH
MOBBIIIAET AKTHBHOCTH PEHUHA U JIbJIOCTEPOHA B IIa3ME KPOBH.

MepbI IpeI0CTOPOKHOCTH

[Ipu HaMMuYMH TOGOrO M3 MEPEYUCIICHHBIX HUXKE COCTOSHUMN MM (HaKTOPOB PHCKA C XEHIMHHOM
cliefyer oOCYAuT 1eecoo0pa3HOCTh IPUMEHEHUS Ipenapara Muauana.

B crnydae yxymmmeHHs COCTOSHHS WIH IIPH BIEPBBIC BELIABJICHHOM O3IIH30/l€ BO3HHKHOBCHHSA
mob0ro U3 3THX COCTOSHHUH WM (aKTOpOB pHCKa IKCHINUHY CIEAYET YBEIOMHTH O
HeoOXOIMMOCTH OOpallleHHs K CBOEMY JiedaleMy Bpady IS pelleHus BOIpoca O JajbHEeHIIeM
pUMEHEHHH NpenapaTa Muuana. B cirydae BO3MOXKXHOI0 HIIH ITOTBEPKACHHOTO BEHO3HOTO HIIH
apTepuanbHOro TpomGo3a mokazana ormesa KI'K. B ciyyae Ha3Ha4eHHs aHTHKOAryJISSHTHOH
TEpanuy HeoOXOAMMO Ha3HAYEHWE AJIbTCPHATHBHOIO KOHTPAIECNTHBHOIO CPEACTBA B CBA3H C
TEPATOreHHOM aKTHBHOCTBHIO aHTHKOATYJITHTHOH Tepanu (KyMapHHOB).

Hapywenus co cmoponbel cucmembl Kposoobpauenus

Puck 603nuknoeenun eéeno3noii mpomboiméonuu (BT3)

Ha ¢one npumenenus moboro KI'K yBennuuBaeTcst puck pa3BUTHSA BEHO3HOH TpoMG0IMOOIHH
(BTD) mo cpaBHEHHIO C OTCYTCTBHEM JedeHHs. [IpuMeHeHHe mpenaparoB, COJACpXKalhX
JEBOHOPTECTPE)l, HOPreCTAMAT WM HOPITHCTEPOH, CBA3aHO C HAVMEHBIIHM DHCKOM
Bo3HHKHOBeHHA BTD. Jlna apyrux npenaparoB, HanpuMep, MuanaHa, JaHHBIH PUCK MOXET OBITh
B JiBa pa3a Bblllle. Permenne o MpuMEHEHUH NTpenapaTa, He OTHOCAIIEroCs K IPYIIIe IpenapaTos ¢
HaHMEHBIIAM pHCKOM pa3BuTus BTD, n0mKHO OBITH IPUHATO TOJBKO IOCHE OOCYXIEHHS C
KEHIIMHOM B JOCTYIHOM uIs Hee popMe pucka Bo3HMKHOBeHHS BTO Ha ¢oHe nmpuMeHeHMs
npenapata MuuaHa, BIUSHASA UMEIOIKXCS y Hee GaKTOpOB pHCKA Ha yPOBEHB JAHHOIO PUCKA M
YBEJOMJIEHHS O TOM, YTO PHCK BO3HHKHOBeHMs BTO sBiseTcs caMbiM BBICOKMM B IIEPBBINA TOJ
[IPUMEHEHUA Tpenapara. MIMeroTcs JaHHble, yKa3bIBalOIKE Ha TO, YTO PUCK YBEIHMYHUBACTCS IIPH
nosroproM npuMenenyd KI'K mociie nepepbiBa NPOXOIDKUTEIBHOCTEIO OT 4 Hezenb 1 Goree.
Cpemn xenmuH, He mnpuMenstomx KIK m He sBasmiommxcs OepeMEHHBIMH, YacTOTa
Bo3HHKHOBeHUS BTD cocrapnser mpubmusuresnbo 2 ciydas Ha 10 000 xenmus B roa. OxHaxo
y moBoi OTHENBHO B3STON JXEHINHHBI YPOBEHb PHCKA MOXET ObITh 3HAYHTEIHHO BBINIC, B
3aBHCHMOCTH OT HMEIOIMXCsl y Hee OCHOBHBIX JakTOpOB pHCKa (CM. HHXKE).
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Pecnyfuuxy Henapyce
CorntacHo oneHKaM', yactoTa passutus BTD cpenu KeHIINH, Hﬁnmmmiﬁ'ﬁﬁ(amne
JPOCIIMPEHOH, cocTaBiseT 9-12 ciydaeB Ha 10 000 keHIHH B rof, YTO COMOCTABHMO C 6°
cinydasmu y xenmuH, npuMenstomux KI'K, conepxkantie IeBOHOPreCTpell.
B 06oux cirydasx 3aperumCTPHPOBAHHOE KOJMYECTBO ciydaeB BTO B roa MeHbIIE 0XHIAEMOr0
KOJIMYECTBA CIIyYaeB BO BpeMs O€peMEHHOCTH HJIM B IIOCTIEPOIOBOM IIEPHOJIE.
B 1-2% cnygaeB BTO 3akaH4MBaeTCs JICTAIBHBIM HCXO/IOM.

KoanugecTBo 3aperucrpupoBannbix sBjaeHui BT na 10 000 sxenmun B rog

Number of
YIE events
A
12
10 4
8 4
6 4
4 4
2 4 <&
0 Y T Pl
Non-CHC user (2 events) Levonorgestrel-containing CHC (5-7 Drospirenone-containing CHC (9-12
events) events)

ITo BepTHKaJIM — YKUCIIO 3aperHCTPUPOBaHHBIX ciaydaeB BT na 10 000 sxeHIIMH B roa.
Tlo ropu3oHTAIM — XEHIMMHEL, He ucnois3yomue KI'K, ucnonssyomnue jieoHoprecrpen-conepxaniue KI'K, ncnonssyromue
JapocnupeHoH-coaepakamue KI'K.

Cpenu xenimuH, npuMmenssuux KI'K, 6bum omucansl KpaifHe peikie ciiydaun TpomMb03a ApyTrux
KPOBEHOCHBIX COCY/IOB,~ HAIlpUMEp, II€YSHOYHBIX, ME3E€HTCPHAIBHBIX, IIOYE€YHBIX HIH
PETHHAIBHEBIX BEH U apTepHil.

dakmopul pucka pazeumua BTI

Ha ¢pone npumenenust KI'K prck pa3BHTHS BEHO3HBIX TPOMO03MOOINIECKUX OCIOKHEHUH MOXKET
3HAYATENILHO YBEIMIMBATHCA ¥ KEHIIHUH C JIOOJHATEILHBIMA (pakTOpaMu prCKa, B OCOOEHHOCTH
IIPH HAJIMYMH MHOXXECTBEHHBIX (PaKTOpOB pHCcKa (cM. Tabiuily).

[Mpenapar Muauasa MpOTHBOIIOKA3aH JKEHILMHAM C HATMYHEM MHOXECTBEHHBIX (PaKTOPOB PHCKA,
Ha OCHOBAHHU KOTOPHIX €€ MOXHO OTHECTH B TPYIIy BBHICOKOIO PHUCKa Pa3sBUTHA BEHO3HOIO
TpoM603a (cMm. paznen «IIporuBonokasanus»). [Ipu HATMYNH Y )KEHIIMHBI HECKOJIBKUX (akTopoB
pHCKa BO3MOJXHO, UTO yBEJHYEHHE pUCcKa OOJblie, YeM CyMMa OTIENBHBIX (aKTOPOB, H B 3TOM
clIy4ae cienyerT yuuThiBaTh oOmmit puck pasButus BTO. KI'K He cinexmyer HasHauaTe, €CiM
COOTHOIICHHE  TONB3a/pUCK  OICHMBAETCA  KaKk  OTpUIAaTeabHOe  (CM.  pasgen
«IIpoTHBOmOKa3aHHY).

Tab6anna: @akropsb! pucka pa3sutus BTI

! TTokasaTeny 4acTOTHI GBLIM YCTAHOBJIEHBI HA OCHOBAHHH BCEU COBOKYITHOCTH HAHHBIX MHAEMHOJIOTHYECKHX
HICCIIEIOBAHMIA C MCTIOIB30BAHHEM OTHOCHTENbHBIX PUCKOB Il PasiUHbIX NpenapaToB no cpapHenHIo ¢ KI'K,
COZIEpKAIIMH JIEBOHOPTECTPEIL

2 Menuana nuana3oHa 5-7 ciydaeB Ha 10 000 sxeHIIMH OCHOBAHA Ha BETUYHHE OTHOCHTEJIBHOTO PHCKA,
cocTaBNAonIero mpuonusutensHo 2,3-3,6 w1 KI'K, comepxamux 1eBOHOPreCcTpel, N0 CPaBHEHHIO CO CITyqasMH,
HE CBA3aHHBIMH C IPUMEHEHHEM IIPEIIapaToB.
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PECHIYBIHEHN BEJAYYCH

MUHHCTEPCTHRCM SHPARDOXPAHEHUA

Mpuxas MunucrepuTea JMPABOOXPAIICHN

PakTop pucka

PolnybuKn berrapycs

KommenTapuii

SRS

i

OxxupeHne (MHIEKC Macchl Tena
cebiie 30 kr/m?).

3HaYMTEILHOE YBEIUUSHHE PUCKA IPH MOBBILICHHH
HMT.

Oco0eHHO BaXKHO NMPH HAJTMYUH JOIOJTHUTETbHBIX
(aKTOpOB PHUCKA.

JiurensHas UMMOOHTH3AIMSA
(BKIIOYas aBHANEPENETHI
NPOAOJDKUTENBHOCTRIO Oosiee

4 yacoB), OOLIMPHOE XHUPYpPTrHIECKOE
BMEIIAaTeIbCTBO, 000
XHPYpru4ecKkoe BMELaTe/IbCTBO Ha
HIDKHHUX KOHEYHOCTSX HJIH OpraHax

| MaJIOTO Ta3a, HeHPOXUPYPTrUYECKOe

BMEILIATEeIbCTBO MM OOLIMpHAs
TpaBMa.

ITpumeuanue: BpeMeHHas
AMMOOWITH3ALIKMS, BKITIOYast
aBHMarepesieThl MPOJODKHUTEIEHOCTBIO
6oJstee 4 4acoB, TAKXKE MOXKET OBITh
¢dakTopoM pucka passutus BTO, B
0COOEHHOCTH Y XKEHIIWH C HATMYHEM
Jpyrux GakTopoB pUCKa

B »THX cHTyaltusax peKOMEHyeTCs NPEeKpaTUTh
NpYMEHEHHE TUIACTHIPS/MUHH-ITHIN/BarHHAIBHOTO
KoJIblia (B CiTydae IUIaHOBOH onepalyH, 1o KpaiHei
Mepe, 3a 4 Hezleu 0 Hee) U He BO30OHOBIAT
NIpUMEHEHNE B TEUCHHE 2 HEZIEIb M0CIIe OKOHYaHHS
ummobuusami. s Toro yToObl H3bexarsb
HeXXeJIaTebHO 6epeMEHHOCTH, CIIEAYET MCITOJIB30BaTh
JIpYroil METOJ{ KOHTpaLETILMH.

B ToM city4ae, eciu npeniapaT Munnana He b1
CBOEBPEMEHHO OTMEHEH, CIIEAyeT Ha3HAYMTh
aHTUTPOMOOTHYECKOE JIEYCHHE.

OTATOLIEHHBIH CeMEHHBI aHaMHE3
(cimy4au BeHO3HOIM TpoMO0aMOOIIUH y
OpaTheB, cecTep WM POIUTENEH, |
0COOEHHO B OTHOCHTEIBHO PAHHEM
BO3pacTe, HanpuMep Mosioxke S50 jier).

ITpu nomo3peHun Ha HaCIECTBEHHYIO
npeapacnoiokeHHOcTs 10 HasHayeHns KI'K xeHmuny
CliedyeT HalpaBUTh Ha KOHCYNBTALMIO K
COOTBETCTBYIOLIEMY CIIELHATIHCTY.

Hpyrue 3a6oneBaHus, CBI3aHHbIE C
BTD.

Pak, ciuctemHas KpacHasi BOTYaHKa, FEMOJIUTHKO-
ypeMHYECKHi CHHIPOM, XPOHHYECKOE BOCTIAJIMTEBHOE
saGoseBaHue kuineyHuka (6onesns Kpona wiu
HecrelM(pUIeCKHii I3BEHHBIN KOJIUT) H CEPIIOBUIHO-
KJIETOUHAs aHEMHS

Bospacr.

B ocobennoctu crapiie 35 et

He nocTurayTo e1MHOro MHEHHS OTHOCUTENIFHO BO3MOXKHOM POJIM BApUKO3HOTO PACIIMPEHHS BEH
H TOBEPXHOCTHOr0 TpoMOO(deOuTa B BO3HUKHOBEHMHM WM IIPOrPECCHUPOBAHUM BEHO3HOTO
TpoMObo3a.

Cnenyer y4uTHIBaTh HOBBIIEHHBIA PUCK Pa3BUTHS TPOMOOAMOONIHMH TpH OCpEMEHHOCTH U B
0COOEHHOCTH B IEpBBIE 6 HEIENb MOCIEPOJOBOrO Iepuoaa (A MmoiydyeHHs HHGOpMaluu o
IPUMEHEHUN BO BpeMs OE€pPeMEHHOCTH M B IIEpHOA T'PYAHOTO BCKAPMIIMBAHHS CM. pa3feln
«IIpumeneHue npn GepeMEHHOCTH M B IEPHOJ IPYTHOTO BCKAPMIIUBAHUSA ).

Cumnmomuvr BTI (mpomb60o3 2nybokux een u mpomooIM6oaua 1e2o4Hoii apmepuu)

IIpy BO3HUKHOBEHHH COOTBETCTBYIOLIMX CHMIITOMOB XEHIIMHE HEOOXO0/IMMO B CPOYHOM IMOPSAKE

oOpaTHTbCS 3a MEJUIMHCKOM IOMOINBIO, IPH 3TOM ClEAyeT YBEIOMHTH MEIHULIUHCKOTO

paboTHHKa 0 ToM, uTo oHa npuMeHseT KI'K.

Cumnromamu TpoM6o3a riry6okux BeH (TI'B) moryt 6bITh:

- OTHOCTOPOHHSISL OTEYHOCTH HIDKHEH KOHEYHOCTH W/WJIH CTOIIBI MJIM HATMYHE OTEYHOCTH II0
XO/ly BEHbI Ha HIDKHEN KOHEYHOCTH;

- 0016 WK 00JIE3HEHHOCT B HIDKHENH KOHEUHOCTH, KOTOpask MOXKET OIIYINATHCS TOJIBKO IPH
CTOSIHMH HJIH XOI50€;

- MOBBIIIEHHE TEMIEPaTypbl IIOPaXEHHONM HIDKHEH KOHEYHOCTH, IIOKPaCHCHHE WU
HU3MEHEHHE [[BETa KOXKH HHXKHEH KOHEYHOCTH.
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CumrrroMaMu TpoM60IMbouu Jerounoi aprepuu (TOJIA) MoryT OBITH:

- BHE3AITHOE BO3HUKHOBEHHE HEOOBACHUMOM OABIIKH MM YIAICHHOTO JbIXaHHS,
- BHE3AMHBIN Kallle)Ib, KOTOPBIH MOXKET OBITh CBA3aH C KPOBOXapKaHBEM;

- ocTpast 601k B IpyIH;

- BBIPOKEHHOE I'OJIOBOKPYIKEHHE;

- YaCThI WM HEPETYJISPHBIH I1YJIBC.

HeKkoTOpBIE M3 THX CHMITOMOB (HAalpUMep, OABIIIKA, KaIlelb) SBJIIOTCS HECTCLUUIHBIMA 1
IO 5TO} NpPHYMHE MOTYT OBITH HEBEPHO HHTEPIIPETHPOBAHEI KaK 0ojiee paclpOCTPAaHCHHBIEC HIIH
MeHee TSKeNbIe ABJICHHUs (Hanpumep, HHEKIUH AbIXaTebHbIX IIyTeH).

JIpyruMH TIpH3HAKAMH OKKIIO3HH COCYZOB MOIYT OBITh: BHe3amHas 00ib, OTEYHOCTH H
HE3HAYUTEIbHOE IOCHHEHHE KOHEYHOCTH.

I1pu OKKJIFO3HH COCYZOB CETYATKH BO3HHUKAOIINE CUMIITOMEI MOTYT BapbUPOBATh OT HEYETKOCTH
3peHHs 6e3 GONEBBIX ONIYIIEHHH 10 Mporpeccupyromeif morepu 3penus. MHorna Moxer
OTMEYaThCs pe3Kasi oTeps 3pEHHS.

Puck pazeumus apmepuanvroi mpomooméonuu (ATI)

B snuieMHOIOTHYECKUX HCCIEAOBAaHAAX ObUIO ycTaHoBIeHO, uTo nmpuMenenne KI'K cBasano ¢
BHICOKHM DHCKOM Ppa3BUTHS apTepHaibHOM TpoMGoaMmGomuu (MHGApPKT MHOKapaa) WM
1epe6pOBacKy IAPHOTO 3a00IeBaHys (HAPHMeD, TPRH3HTOPHOM HIEMHUYECKOH aTaKd, MHCYJIBTA).
ApTrepuanbabie TPOMGOIMOOIHYECKHE OCIOKHEHHUS MOTYT IPUBOAUTE K CMEPTEIBHOMY HCXOTY.

@axkmoput pucka pazeumun AT

PHCK pa3BHTHS apTEPHATBHBIX TPOMOOIMOOINIECKUX OCTIOXKHEHHH HIIM HapyLUICHHS MO3TOBOIO
kpoBooOpamenus Ha Gpone npumenenns KTK yBenuuuBaeTcs Npy HaIMYHH GaKTOpoB PHCKa (CM.
tabmuiy). [Ipenapat Muauana npoTHBOIIOKa3aH XKEHIMHHAM C HATHYHEM OTHOIO CEPhE3HOTO HITH
MHO€ECTBEHHBIX (hakTopoB prcka pa3Butus ATD, Ha OCHOBaHMH KOTODPEIX €€ MOXXHO OTHECTH K
TpyIIIE BEICOKOTO PHCKA Pa3BUTHS apTEPHATBHOTO TpoMG03a (cM. pasaen «[IpoTHBOIOKa3aHHAY).
Ilpy HanWuMK y XEHIMHBI HECKOJBKUX (PaKTOPOB PHCKA BO3MOXHO, YTO YBEIHYCHHE PUCKA
OoJbllle, YeM CyMMa OTHEJBHBIX ()aKTOPOB, H B 3TOM CIIy4dae CIE€AyeT YYHMTBHIBATH BEIHIUHY
obmero pucka. KI'K He cienyer Ha3HauaTh, €CJIA COOTHOIIEHHE ITOJIb3a/PHCK OLIEHMBACTCH KaK
orpunarensioe (cM. pasaen «[[poTHBOIOKa3aHU»).

Tabauna: ®akropsl pucka passuaras AT

DakTOp pHCKa Kommenrapuid
Bospacr. B ocobeHHocTH cTapuie 35 jer.
Kypenue. KenmuHam cnegyeT peKOMEHAOBATh OTKA3aThCS OT

KypeHHUs B ClTydae UX >xkenaHus npuMeHsTs KI'K.
JKenuimaam crapiie 35 5eT, MpoJODKAIOIIMM KypPHTh,
cleqyeT HacTOATENIbHO PEKOMEHIOBATH JPYTroil METOX

KOHTpPALICTIIIHH.

ApTepHuanbHas THIIePTEH3HA.

OxxupeHye (MHAEKC MacChl Tena 3HaYuTeNbHOE YBEIUYEeHHE PHUCKA MPH ITOBHIIEHUH
cBbilne 30 kr/m?). HUMT.

OcobeHHO BaXKHO IpA HATHYUH OOINOJHUTEIbHBIX
(bakTOpOB pUCKa.

OTsaroueHHbIN ceMeHbIi aHaMHE3 ITpu nono3peHny Ha HACJIEACTBEHHYIO

(cmydau apTepHaIbBHOA npepacnooxkeHHocTh 10 HasHayeHHs KI'K sxeHIuHy
TpoMO03IM60IHH y OpaTheB, cecTep ClIeyeT HalPaBUTh HAa KOHCYJIBTALIUIO K

WM poauTeneii, 0cCoOeHHO B COOTBETCTBYIOLIEMY CIICIIHAIIUCTY.

OTHOCHTENIFHO paHHEM BO3pacTe,
HampumMep Mosioxe S0 JieT).
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PDakTOp puCcKa Kommentapui
MurpeHs. VBeJIMYEHHE YaCTOTHI HIIU TSHXKECTH MUTPEHH BO BpeMs
ucnonssopanus KI'K (uro MokeT npeaiecTBOBaTh
11epeOpOBaCKyJIIPHBIM HapYILIEHHAM) MOXET ObITh
OCHOBAaHMEM J1JI1 HEMEJICHHOTO IIPEKPALlICHHs pUeMa
9THX MpeNapaToB.

Jpyrue 3aboneBaHus, CBA3aHHBIE C CaxapHblii 1uabeT, r’UIeproMOLIMCTEHHEMHS,
HEXXeJIaTeJIbHBIMU COCYTHCTBIMHU KJIaNaHHBIM OPOK cep/ua U GUOpHLIALIMS
SIBJICHUAMH. npeacepauii, AUCIUIIONPOTEHHEMHUA U CUCTeMHAsA

KpacHasd BOJIYaHKa.

Cumnmomor ATI

ITpy BO3HUKHOBEHHH COOTBETCTBYIOIIHX CHMIITOMOB XXEHIMHE HEOOXOUMO B CPOYHOM TNIOPSIKE
00paTHTBCS 3a MEIUUIUHCKON IOMOINBIO, IPH 3TOM CJIEAyeT YBEAOMHUTH MEIUIHHCKOrO
paboTHHKa O TOM, uTo oHa npuruMaeT KI'K.

CHMIITOMaMH OCTPOTO HapyIIEHHs MO3TOBOTO KPOBOOOPAIIIEHHA MOTYT OBITh:

- BHE3aIIHOE OHEMEHHE MJIM CJIaG0CTh MBIIII] JIMIA, BEPXHUX MM HHKHHX KOHEYHOCTEH, B
0COOCHHOCTH Ha OJTHOH CTOPOHE Tela;

- pe3Koe HapylIeHHE ITOXOJKH, IOSABICHHE TOJOBOKPYKEHHs, HApYIIIEHHEe PAaBHOBECUS HIIH
KOOPAMHALIUY;

- BHE3AITHOE IIPOSIBIICHUE CIIYyTAaHHOCTH CO3HAHMS, HApYIIECHHU PEYH HIIH €€ IOHUMAHUS;

- pe3Koe HapylleHHe 3peHrs Ha OJUH WK oba riiasa;

- pE3KOe TOSABJICHHE TSKEIOW HIM IPOJOJDKUTENBHON TONOBHOH Gomu 6€3 M3BECTHOM
TIPUYHHEL;

- IIOTePs CO3HAHMS WM 0OMOPOK ¢ MU O€e3 MpHUCTyna Cy0por.

IMpoxonfinye CHMITOMBI YKa3blBAIOT HAa TO, YTO JAHHOE SBJICHHE SBIAETCS TPAH3UTOPHOM

umemudeckoit atakoit (TUA).

Cumrrromamu nHpapkta muokapaa (MM) moryT ObITh:

- 6ok, JUCKOM(OPT, YYBCTBO IABJICHHSA, TSHKCCTH, COKATHSA WIH paclHpaHus B IPYAHOM
KJIETKE, BepXHel KOHEYHOCTH WIIH HUXKE TPYAHHBL;

- JUcKOoM(OpPT, HppaIHUPYIOMUN B CIMHY, HHKHIOIO YEJIIOCTh, TOPIIO, PYKY, XKEIyI0K;

- OIIyIICHHE NIEPETIOTHEHNS JKEITyIKA, HApYIIECHUS TUINECBAPECHUs UM YAYIIbE,

- HOTINBOCTE, TOIIHOTA, PBOTA HIIM FOJIOBOKPYKEHHE;

- COCTOSIHME KpaitHel c1ab0CTH, TPEBOXKHOCTD HJIM OZBIIIKA;

- YacTBIH UM HEPETYIIAPHBIA IyJIbC.

Onyxonu
B HEKOTOPHIX JMHIEMHOJOTHYECKHX HCCIENOBAHUAX COOOIAIOCh O IOBBIIIEHHOM DHCKE

pa3BHUTHS paka meWku MaTku mpu murensHoM npumeHeHun KOK (Gonee 5 ner), ogHako
COXPaHSIOTCS MPOTHBOPEUHUBHIE MHEHHS OTHOCHTENBHO TOTO, B KaKOH CTENEHH 3TH HaXOJKH
OTHOCATCSH K COIYTCTBYIOIMM 3¢ (eKTaM IOI0BOro MOBEACHUS U IPYrHX (hakTOpOB, HAIIPHMED,
HHQUIUPOBAHUS BUPYCOM MAMMLIOMHI YentoBeka (BITH).

HalpuMep, HCCIICJOBAHHIO Ha HAIMYHE paKa MEWKH MaTKH WM HCIOJNB30BAHHIO OapbepHBIX
METO/0B KOHTPAIICTIIIUH.

Mera-ananmu3 gaHHBIX 54 SNUIEMHONOTMYECKHX HCCIICIOBAaHHHM IIPOJEMOHCTPUPOBAN, YTO
HMEETCS HECKOJIBKO MOBBIINIEHHBIM oTHOCHTENbHEIA puck (RR=1,24) pa3BuTHs paka MOJIOYHOM
eJe3bl, JUarHOCTHPOBAHHOTO Y JKCHINHUH, KOTOPHIE HA MOMEHT MCCIICAOBAHHS HCHOIb30BAIH
KOK. W30BITOYHBIH PHCK NOCTENEHHO CHIDKaeTcs B TedeHHe 10 neT mocie mpeKpameHHs
npumenenus KOK. TTockobKy pak MOJIOYHOM Kee3bl pelIKo BCTPEYAeTCs Y KEHIIHH MoJIoxe 40
JIET, yBEJUYEHHE B MOCIEAHHUE TONBI KOJIMYECTBA CIIyYaeB BBIABIEHHS PaKa MOJIOYHOW JKeJEe3bl
cpel XKEHIIWH, TIPAMEHSBLIMX paHee WM HpUMeHsomuX B HacTosmee Bpems KOK, spisercs
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I Pecnyfnnriu Berapych

HeGOJIBIIEM MO OTHOMEHHIO K OOIIeMy PHCKy pasBHTHS paka MOJOYHOH IKele3sl. JTH
ACCIEMOBAHUS HE IIOATBEPXKNAIOT HAJIWYMS IPUYMHHO-CIEACTBEHHOH CBA3HM  MEXIY
npumenearneM KTK u pasBatreM paka MonodHo# xese3sl. Habmonaemoe MOBBIIEHAE PHCKA
MOXET OBITH CIIEACTBHEM Oojiee paHHEW QUAarHOCTUKH paka MOJIOYHOM JKee3bl Y JKCHIIHH,
npamensonmnx KK, 6uonormueckum sddekrom KOK mmu coueranueM 0OOOMX BapHaHTOB.
Cpemu xeniuH, korga-mu6o npuMenssmmx KOK, Obuta oTMedeHa TEHACHIMS K MeHBIIEN
BBIPOXEHHOCTH KIHHHYECKMX [POSBIECHUH [MArHOCTHPOBAHHBIX CIy4aeB paka MOJOYHOH
JKEJIE3B], YeM Y JKEHIIMH, HUKOr[a He ucnob3oBaimx KOK.

B pemxux ciydasx Ha ¢one npuMerenus KOK HabGmonanocs pasBuTHe NOOPOKaYSCTBEHHBIX
OIyXONlel I€YeHH, a B elle Oojee PeAKHX — 3TOKAYECTBEHHBIX. B OTACNBHBIX CIIy4asdx OTH
ONYXOJNH BBI3BIBAIM OMACHOE ISl OKH3HH  BHYTpHOpIomHOe KpoBoTeyeHue. Ilpu
nudpdepeHIHATBHOM JHAaTHOCTHKE OIyXOJb IICYEHH HYXHO YYUTHIBATH IPU IOABICHHH Y
xeH1uHbl, npumenstomeii OI'K, cunpHoM 60711 B BEPXHHX OTAEIaX )KHUBOTA, YBETUIECHHH ICYCHH
WK NIPAU3HAaKaX BHYTPHOPIOIIHOTO KPOBOTECUCHHS.

IMpuem Boicokomo3upoBanHbX KOK (0,05 Mr 3STHHHISCTpaHOjIa) CHIKAET PHCK Pa3BUTHA
SH/IOMETPHOMIHOTO paKa U paka SHYHHKOB. [IpHMEHHMOCTH 3TOro HaGIONEHHS K
Hu3kogo3upoBanHbiM KOK tpeGyeT moaATBepKACHU .

3110KaueCTBEHHBIE OMYX0JIM MOTYT OBITH ONACHBIMHU IS KM3HH HIIM IIPUBOIMTE K CMEPTEIBHOMY
UCXOTY.

Lpyaue cocmoanus

JlenpeccCUBHOE HACTPOEHHE UM JETPEecCHs SBIIOTCS M3BECTHOH HEXENATENbHOM peakuued mpu
NPHUMEHEHUH TOPMOHATBHEIX KOHTpalleNnTHBOB (cM. pazaen «Ilo6ounoe aeicTBHeY). [lenpeccus
MOXET OBITh CEpPhE3HBLIM DPACCTPOMCTBOM M SBISETCS W3BECTHBIM (AaKTOpOM pPHCKa
CYMIIHATILHOIO MIOBEACHHS U cyrIuaa. JXeHIMHaM cIIeyeT II0COBETOBATh OOPATHTLCS K CBOEMY
Bpayy B CiIydae MMOSIBJICHUS W3MEHEHUH HaCTPOCHHUS H JENPECCUBHBIX CUMIITOMOB, B TOM YHCIE,
BCKOpE IOCJIe Havasa JICYEeHus.

[TporecTepoHOBEI KOMIIOHEHT mpemnapara MuauaHa SBIAETCS aHTarOHHCTOM alIbJAOCTCPOHA,
obamaromuM KadicOeperalonMMe CBOMCTBaMU. B GOJIBIIMHCTBE CIy4yaeB HE OTMEYacTCs
YBEIHUEHHs COJEpXXKaHUs Kalusg B CBIBOpOTKe KpoBU. TemM He MeHee, B KIHMHHYECKOM
HCCIIeJOBAaHNH Y HEKOTOPBIX NAIHEHTOK C JIETKUMH WJIM YMEPEHHO BBHIPAKEHHBIMH HapyIICHUSIMHA
GYHKIMM II0YEK H COMYTCTBYIOIIMM IPHMEHEHHEM KaluiicOeperaromux JIeKapCTBEHHBIX
IpenapaToB Opd IpHEMe IPOCHHPEHOHA MPOHCXOUJIO HEOOJBHIOE YBEIMYEHHE COMEPIKAHUA
KaJIHs B CHIBOPOTKe KpOoBH. TakuM 06pa3oM, peKOMEHAYETCS KOHTPOIMPOBATh COAECPIKAHHUE KU
B CBIBOPOTKE KPOBH B IIEPBOM IMKJIE @pHeMa IpenapaTa y HALMEHTOK C IOYCYHOH
HEJIOCTATOYHOCTHIO U Y MAIIEHTOK CO 3HAYCHHMSIMU COJAEPXKaHHs KaIHs J0 JICYECHHs Ha YPOBHE
BEpXHEH TpaHUIBl HOPMBI, @ TaK)Ke€ B CllydasxX OJHOBPEMEHHOI'O Ha3HAYEHHs JICKAPCTBEHHBIX
[PEmapaToB, 3aJEPXKUBAIOIIMX KaMii B opraHusMme. Taioke cM. pasznen «BzaumoneicTBue ¢
JIPYTAMHU JIEKAPCTBEHHBIMH CPEICTBAMM ).

VY EHIIMH ¢ THICPTPUTIUIICPUACMACH WIH CEMEHHBIM aHAMHE30M JAHHOTO HApYLICHHsS HENb3S
HCKJTIOYHTH NOBBIIIEHUE PACKA Pa3BUTHSA MaHKpeaTuTa Bo BpeMs npumeHeHus KOK.

XotTs HeOOJBIIOE MOBBINECHUE APTEPUANBHOTO JABJICHHS ObUIO OIMHCAaHO y MHOTHX >KEHILIUH,
npuMmenstonmx KOK, KIHHHYECKH 3HAYMMBbIE NMOBBHIIIEHHS OTMEYAIUCh peAaKo. TOIpKoO B ITHX
PENKHMX CllydasiX OIpaBJaHO HeMmealeHHoe npekpameHue npumeHeHus KOK. Eciu Bo Bpems
npuMeHenuss KOK B cimyyasx mnpenmecTByromed apTepHalbHOM TI'MIIEPTEH3HM 3HAYCHHS
apTepHAIILHOTO JAaBJIEHUS IIOCTOSHHO MOBBIICHE], MIM 3HAYUTENILHO MOBBIIIEHHOS apTEpUANIBHOE
JaBJICHUE aJIeKBaTHO HE OTBEYAeT Ha ruroTensuBHyio tepammuioo, KOK cnemyer ormenuts. Ilpu
HeobxomumoctH, npumeneHrne KOK MoxeT OBITH NPOJOIDKEHO, €ClM Ha (OHE MpPOBEICHHUS
THIIOTEH3UBHOM Tepaiy JOCTHUTAIOTCA HOPMAJIbHBIE 3HAYCHHUS] apTEPHATIBHOTO JaBIICHHS.

BEUIO0 OTMEYEHO, YTO CIIEAYIOIINE COCTOSHUS Pa3BHBAIOTCS, WM UX T€YEHHE yCyryOiserca Kak
BO BpeMs OepeMeHHOCTH, Tak U Ha ¢one nmpumeHeHus KOK, onHako uX CBS3b ¢ IPUMEHEHHEM
KOK He mokasaHa: XenTyxXa W/WIH 3yl, CBA3aHHBIA C XOJECTa30M; KOHKPEMEHTHI XCITYHOIO
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Pecnyfanicy Beaapyeh

My3BIps; HOphUPHS; CHCTEMHAs KpacHas BOTYAHKA; T€MOIMTHKO-YPEMUYECKHH CHH/IPOM; XOpest
Cunenrama; reprec 6epeMeHHBIX; TOTEPA CIyXa, CBA3aHHASA C OTOCKJIEPO30M.

V KEHIMH ¢ HACJIEICTBEHHBIM aHTHOHEBPOTUYECKHMM OTE€KOM J3K30T€HHBIE 3CTPOr€HBI MOIYT
BBI3LIBATh HUJIM YCHJIMBATh CHMIITOMBI aHTHOHEBPOTHYECKOTO OTEKa.

OcTpble HIM XPOHHYECKHME HapylIeHWs (YHKIWH NEYeHH MOTYT MOTpeGOBaTh IMPEKPAIlCHHS
ucnons3oBanus KOK 10 Tex mop, moka mokas3arend QyHKIMM [I€YCHH HE BEPHYTCS K HOpPME.
PenuuBupyrommas XoJecTaTHdecKas XKeJTyXa W/WIM BBI3BAHHBIM XOJECTa3oM 3y[, KOTOPHIC
Pa3BUBAIOTCS BIIEPBEIE BO BpeMs OEpEMEHHOCTH HITH IPEBLIYINETO IpHeMa MOJIOBbIX TOPMOHOB,
TpebyeT npekpamienus npumererHus KOK.

XoTs KOMOMHHpPOBAaHHbIE T'OpPMOHAJIbHbIE KOHTpALENTHBB MOIYT OKa3blBaTh BIHSHHE Ha
nepuepuUecKyl0 Ppe3UCTEHTHOCTh K HMHCYJIHMHY M TOJEPaHTHOCTP K IJIIOKO3€, HET
HeoOXOMMOCTH HU3MEHEHHs TEPANEBTHYECKOTO PEXHMa y MAlHEeHTOK C CaxapHBIM IHabeToM,
ncnonp3yromux Huskono3uposandbie KOK (conepxarue <0,05 Mr sTHHHISCTpanuona). Tem He
MeHee, JKEHIUHBI C CaXapHbIM HaGeToM JOJDKHBI TIATEILHO HAOMIONaThCS BPauoM, OCOOEHHO B
Havasie npumeneHus KOK.

Taxke coobmanock 06 ycyryOJeHHM T€YEeHHS SHIOTEHHOM IENpPEecCHH, SIUIETICHH, OONe3HH
Kpona u Hecenu()u4eckoro A3BEHHOr0 KoJMTa npu ucrnonb3oaduu KOK.

WHoraa MoXeT pa3BHBAThCA XJI0a3Ma, OCOOCHHO Y JKEHIIWH, UMEBIINX XJI0a3My OEpEMEHHEBIX B
aHamHe3e. JKeHIIMHBI CO CKJIOHHOCTBIO K Pa3sBUTHIO XJioasMbl BO BpeMs npumeHeHus KOK
JOJDKHBI H36€raTh AJIMTENBHOrO NpeOhBaHms Ha COJHIE MM BO3AEHCTBHSA YIbTpadHOIETOBOIO
U3ITyYEHHS.

Meouyunckoe obcredosanue / koncynomayus

Jlo Havayia MPUMEHEHHUS WM MOBTOPHOTO Ha3HauYeHMs Npenapara Muanada cieyeT NPOBECTH
TINATENBHEIN COOp aHaMHe3a (BKIIOYas CeMEHHBIH aHaMHE3) M UCKIIOUUTH OEpEMEHHOCTD.
CrenyeT H3MepHUTh apTepHAIbHOE MJaBJICHHE, IIPOBECTH OOBEKTHBHOE OOCICOBAHUE,
PYKOBOJICTBYSICH MH(OpMAIKEH O MPOTHBOMOKazaHusx (cM. pasznen «IIpoTuBomoka3aHHs») H
0COOBIX YKa3aHHMsSX M Mepax INpedoCTOPOXHOCTH (cM. pasmen «Mepbl MpeAOoCTOPOXKHOCTHY).
BaxHo 0OpaTHTh BHHMaHHUC JKCHIIWH HAa PHCK BO3HUKHOBEHHsS BE€HO3HOTO H apTEPHAIBHOrO
Tpom603a, BKJIF0Yast pICK IIPUMEHEH s Tipenapata Munuana no cpaBHeHuIo ¢ Apyrumu KI'K, Ha
cumnrombl BTD u ATD, a Takke Ha ycTaHOBIIEHHBIE (akTOphl pucKa H MPEANPHHUMAEMEIE
JeUCTBHS B ClTydae IOJO3pEHHs Ha pa3BUTHE TpoMOo3a.

Heo6xoaumo, 4To0b1 KeHIHHA BHUMATENbHO Npowia MHCTPpYKIMIO 0 MEJHIHHCKOMY
NPHMEHEHHI0 JIeKADCTBEHHOI0 CpeIcTBAa H CJIeJ0BAJa MNPEACTABJCHHbIM B HeH
pexomengamuaM. YacToTa W BHI OCMOTPOB JOJDKHBI OCHOBBIBATECS Ha pa3pabOTaHHBIX
IIPaKTHYECKUX PEKOMEHAAUSX C UX afanTaluer 1 KakaoH KOHKPETHOH JKEHIIMHEIL.

Cnenyer npenynpenuTh JXEHIIWHY, YTO HNEpOpaJbHBIE KOHTPALENTHBB HE IMPEAOXPAHSIOT OT
BUY-undexmun (CIINI) u apyrux 3aboeBaHmiA, IEPEAAOIIUXCS IOJOBBIM IIYTEM.

Cruoicenue 3¢hghexmusnocmu

O PeKTUBHOCTE KOMOMHHPOBAHHBEIX TOPMOHAIBHBEIX KOHTPALEITHBOB MOXET CHHIKATHCH B
cilydae mpomycka Tabnmetok (cM. pasmen «Crnocod NMpHMEHEHHS W J03bD»), PacCTPOMCTB €O
CTOPOHBI JKEITYAOYHO-KHIIIEYHOrO TpakTa (cM. pasnen «Crnocod MpUMEHEeHHS U T03bD») HIIH IIpU
COIIyTCTBYIOIEM IPHUMEHEHHH JpYrdX JIEKapCTBEHHBIX - IpemapatoB  (cM.  paszeln
«B3auMmozeiicTBHE ¢ IPYTUMH JIEKAPCTBEHHBIMH CPEICTBAMH ).

Koumponv ymenvwennozo yuxna

Ha ¢one npuema KOK MoryT oTMedaThest HeperyIsipHbIe KpOBOTEUEHHUS (MaXKyIIHE KPOBAHUCTHIC
BBIACTIEHHS WM [POPBIBHBIE KPOBOTEUCHHS), OCOOEHHO B TCYCHHE IIEPBHIX MECAIEB
ACIoJb30BaHusA. I1o 3Toif mpuumMHE OLEHKa TOOBIX HEPEry/LIPHBIX KPOBOTCUYCHMH SBIACTCS
3HAYMMOM TOJIBKO IOC/IE IEPHO/A aalTallH, COCTABIIAIOMIET0 MPUOIU3HTEIBHO TPU LMKIIA.
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L LA UV AR ILY
MAHHCTEPCTROM SHPABDOXPAHEHUA

Hm PE % E’ECIM’AB.HHHH DBREIAPVCD
8221 -2016

I iprteas MuperepeTna JUPABOOXPATIEHIA

Pacnoyhiauxy Bexapycs
Eciu HeperyispHble KPOBOTEUESHHs MOBTOPSAIOTCA MJIM Pa3BHUBAIOTCS MOCHE NPEALICCTBYIOMX
PEryJSpHBIX IHUKIOB, CIEIYeT HCKIIOYHTh HETOPMOHAIBHBIC INPHYHMHBI C IIPOBEICHHEM
COOTBETCTBYIOIMX JHArHOCTUYECKHX MEPOIPHATHH [UIA HCKJIIOYEHHS 3JI0Ka4CCTBEHHBIX
HOBOOGpa30BaHuii WK GepeMeHHOCTH. OHH MOTYT BKJIFOYATh JUArHOCTHIECKOE BHICKAOIHBAHHE.
V HEKOTOPBIX KCHIIHH KPOBOTEYEHHE «OTMEHBI» MOXKET HE pa3BHBATHCA BO BPEMs IIEPEPHIBA B
npueMe mepopalbHbIXx KoHTpanenTHBoB. Ecmum KI'K npHHAMaIHCh COTNIACHO yKa3aHHSM,
onucadHbM B pazzaene «Croco® NMpHMEHEHHs H J03bI», TO MAJIOBEPOSATHO, YTO Yy KCHIIHUHBI
HACTYIUT OEpEMEHHOCTh. TeM He MEHEE, €CIIH 0 MEPBOI0 OTCYTCTBUS KPOBOTEUCHHUS KOTMEHBD)
KI'K nprHHMaiuch He B COOTBETCTBHHM C HHCTPYKLIHCH MM OTCYTCTBYIOT IOIpAA [Ba
KPOBOTEUEHHSI «OTMEHBI», TO H0 mpomomkeHus npuemMa KI'K nomksa ObITh HMCKITIOYEHA
OepeMEHHOCTb.

Iosviuenue akmusnocmu AJIT

B Xxoie KIIMHMYECKHX HCCIIE0OBAHMIA C yIACTHEM MAIlMEHTOK, IIOIy4aBIIAX 110 IOBOTY HH(EKIHH
Bupyca renaruta C oMOUTaCBUp/IApUTANIPEBUP/PUTOHABUD U HacabyBUp ¢ pHOABUPHHOM HIIH O€3
HEro MOBBIIICHUE aKTUBHOCTH TpancaMuHasbl (AJIT) Gonee yeM B 5 pa3 B CpaBHEHHMH C BEPXHEH
rpanuneil HopMel (BI'H) 3HaunTeNbHO Yale 0TMEYAIOCh Y KEHIIMH, IPHHUMABIIHX IIpeTaparsl,
COJIEPIKAINHE STHHIIICTPAANOI, HATPHMepP, KOMOMHHUPOBAaHHbBIE TOPMOHAIBHBIE KOHTPAICTITHBEI
(KI'K) (cM. pazgenst «IIpoTuBomokaszanus» u «B3aumozneiicTBue ¢ IpyrMMH JIEKAPCTBEHHBIMH
CpeICTBaMm»).

Bcnomozamenvruie sewgecmea

B oxnoit Tabnetke npemapara Muauana cogepxutcs 48,17 mr makro3sl MoHOrHApaTa. IIpenapar
HE CJIeJlyeT MIPUHUAMATDH MallHEHTKaM ¢ peIKAMH HaCJIeICTBEHHBIMHU 3a00JIeBAaHUSMH, TAKHMH KaK
HENMEPEHOCUMOCTh TallaKTO3bl, IIOJHOH JaKTa3HOW HENOCTAaTOYHOCTBIO WM HapyIICHHEM
BCaCBhIBaHUS ITIIOKO3bI-TAJIAKTO3BI.

B oxHoit TabieTke 3TOro JEeKapcTBEHHOro mpenapara conepxutcs 0,070 Mr coeBoro JICIMTHHA.
JlaHHBIHA npenapatr He ClieAyeT IPUHUMATh NMAIlUeHTKaM C THIEpYyBCTBHTEIBHOCTBIO K apaxucy
HJIH COE.

Biansinue Ha CHOCOOHOCTH K YHpaB/ICHHI0 TPAHCIIOPTHBIMH CpPE€JACTBAMH H HA paﬁoTy Cc
MEXaHHU3MaMHU

HccnenoBanus 1o HU3YUYCHHIO BIIUSAHUSA Ha CIIOCOOHOCTH YIOpPaBJIATE TPAHCIIOPTHBIMHU CpEACTBAMU
A MEXaHH3MaMH HE NPOBOJIHUJINCE.

YnakoBka

21 Tabnerka B 6nucrepe (IIBX/TIBIX — amromunueBas ¢obra).

1 unu 3 6nuctepa BMecTe ¢ HHCTPYKIKEH 110 MEAHIIUHCKOMY IIPUMEHEHHIO B KApTOHHO#H KOpOOKe.
B xapToHHYI0 KOpOOKY BJIOXEH KapTOHHBIN IIIOCKHN GYTIAp A1 XpaHeHUs OnucTepa.

YcaoBusi xpaneHus

XpaHuTh npH TeMneparype He Beime 25 °C, B OpPUIHMHIBHOM YNAKOBKE MJIS 3AIOUTHl OT
BO3JCHCTBUS CBETA.

XpaHUTh B HEAOCTYIIHOM AJISL JIETeH MecTe.

Cpoxk rognoctn
3 rona

He IIPUMCHATH ITIOCJIC HCTCUCHHA CPOKA TOJHOCTH, YKa3aHHOT'O Ha YIIaKOBKE.

YcaoBus oTmycka
ITo penenTy.
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HLl b COTIACOBAHO

- 2 0 1 6 MUHMCTEPCTROM 3iPABOOXPAHEHNUA
8 2 2 1 PECHIVBIMKY BEJIAPVCE

s Tipixas MUHUCTEPCTEA 3XPAROOKPATICHHA
I/IH(l)OpMaIIHﬂ 0 MPpOHU3BOAMUTEIE 3 Pecayfukn Besapyces

OAO «I'engeon Puxtep»
1103 Bynanemr, yi. Igmpén, 19-21, Benrpusa

Komnanus, npeacTaBasionmas HHTepechl NPOM3BOAHTE/S H 3aABUTEIS
OAO «I'eneon Puxtep»
1103 Bynanemr, yi. JIémpén, 19-21, Benrpus

Tene¢on ropsueii tuHuU (3B0HOK OecrutatHbii): 7-800-555-00777
OnextpoHHEIH aapec: drugsafety@g-richter.ru
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