MHUHUCTEPCTBO 3IPABOOXPAHEHHSI POCCUICKOM OEJEPALIUN

HHCTPYKIMSI
11O MEJUITUHCKOMY ITIPUMEHEHMUIO JIEKAPCTBEHHOT O ITPEIIAPATA

IMaanuXKenc® recro 20

Perucrpaunonnslii Homep:

Toprosoe naumenosanue: [TnanuXKenc® recro 20
['pynnupoBounoe HaumMeHoBaHMe: recTOACH + ITHHUIICTPALHOI
Jlexapcrsennas gpopma: TaGieTKH, NOKPbITbIE 06010YKOI
Cocras

1 mabnemka npenapama cooepyicum:

Hopo mabremxu:

Heuicmeyiowue sewgecmea: rectonen - 0,075 mr, dTHHUIRCTpaauon - 0,020 mr.
Benomozamenvnvie eewpecmea: kpaxman kykypysusiii - 15,005 Mr, 1akTo3sl MOHOruapar -
52,000 mr, Hatpus kanbLus saerat - 0,100 mr, noeumon K25 - 2,400 wr, HaTpus creapuidymapar
- 0,400 mr, uenmonosa Mukpokpuctannuueckas 200 - 10,000 mr.

Obonouxa mabremxu: caxaposa - 6,000 mr, makporos 6000 - 0,600 mr, nosumon K90 - 0,050 mr,

KONMOBUIOH (KoanuaoH VA64) - 1,500 mr, maruus rugpokcukapbonat - 0,200 mr, Tanbk -
1,200 mr, kanbuus kap6onar - 0,400 mr, KpacuTesib JKesne3a okeua xkenthbiit - 0,050 mr.
Onucanue

Kpyriibie 1BOSKOBBINYKIIble TaGIETKH, MOKPLITbIE 0GOI0UKOA OT CBETIO-KENTOr0 A0 JKEITOro
uBeta. Ha monepeunom paspese siapo tabnetku 6e10ro ian nout Geaoro 1Bera.
®apmakoTepaneBTHYECKasl FPyINa

KoHrpauentusHoe cpeacTBo KOMGMHUPOBaHHOE (3CTPOreH + recrareH)

Koan ATX: GO3AA10

dapmako/oruyeckue cBoiicTaa

DapmakoouHamuka

[lpenapar ITnanuXKeuc® recro 20 - HU3KOZ03MPOBAHHbBIH MOHO(A3HBI  NepopasbHblii
KOMOMHMPOBAHHbII KOHTpaLenTHBHbIH npenapat (KOK).

KonTpauentuBHbiii 3¢ dexr komMOUHALMKM recTogeH + STHUHMJIACTPAAMO  OCYLIECTBIISIETCS
MOCPEACTBOM B3aWMOJOMOJIHSIOIMX MEXaHU3MOB, K HauboJiee BaXXHBIM M3 KOTOPBIX OTHOCSTCS
MOJABIEHUE OBYJISALNHN (BO3ACHCTBYS HA LIEHTPAIbHbIE U NepUdEPUUECKHE MEXAHU3MbI, yrHETAET
CEKPELMIO TOHANOTPOMHBIX TFOPMOHOB runodusza M TOPMO3MT co3peBaHue (ONTUKYIOB),

MOBBILICHUE BA3KOCTU CEKpeTa LWIEHKH MaTKH (3anyﬂHCHO [NPOHUKHOBEHHUE CNEPMATO30UI0B B
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MOJOCTh  MAaTKM) M M3MEHEHMS B  JHAOMETPHH, NPensTCTBYIOME  MUMIIaHTALUM
OMNJIOAOTBOPEHHON SHLIEKIIETKH.

Y oxkeHuwwmH, npunumaomnx KOK, umki cranoutcs Gosee peryasipHbIM, YMEHbLIAOTCS
G0/IE3HEHHOCTb M MHTEHCHBHOCTH MEHCTPYalbHOMOAOOHbIX KPOBOTEYEHHiA, B pe3y/ibTaTe uyero
CHHXKAeTCs PUCK Kene304eULIMTHON aHEMU M.

[Tpn npasunbHOM npuMeHeHnn unaexce [epas (nokasates, OTPaXXaKoIMi 4aCTOTY HACTYIJIEHHs
OepemennocTi y 100 >KeHIUMH B TeyeHHe roaa NMPUMEHEHHs KOHTPALENTUBA) COCTABIISET MEHEE
1. Ilpy HenpaBM/ILHOM NpUMEHEHMM TaBIETOK, B TOM YMCIE B clly4yae nporycka npuema tabeToxk,
uHaeke [lepns moxeT Bo3pacTars.

PapmMakoKHHETHKA

[ecronen

Abcopbyus. Tlocie mpuema BHYTPb recTofeH GBICTPO W MOJHOCTBIO abcopbupyercsi, ero
MaKcuMalbHas KOHLUEHTPAUKs B M1a3mMe KpoBH (3,5 HI/mMit) JocTHraeTcsi npumMepHo uepes | yac.
BuonocTynHocTh cocraBiser npubausutenbHo 99 %.

Pacnpedenenue. T'ecToneH cBs3biBaeTCA ¢ anbOyMHHOM [1a3Mbl KpOBM M rno0ynuHoMm,
CBA3BIBAIOLIMM n0s10BbIe ropmoHbl (I'CIII). B cBobonHoM BHae B niasme KpoBM HaXOmMTCS
TOJILKO 0K0J10 1,3 % OT 0611el KOHLIEHTpaLUK BeLecTBa; 0Kojo 69 % - crneurduuecku cBsi3anbl
¢ I'CIII". Mupykums stunuasctpaanonom cuutesa [CIIT BAMSET Ha CBSA3bIBAHUE recTo/eHa ¢
Genkamu nnasmel Kpou. Cpeanuit Kakyuiuiics o6bem pacrpeziesieH|s recTojeHa CoCTaBseT
0,7 n/kr.

Memabonuzm. I'ecTofien MOYTH NOTHOCTbIO MeTabonM3upyeTes. KIanpeHe n3 niasmbl cocTapser
npumepHo 0,8 mMa/MUH/KT.

Buvigeoenue. KoHUEHTpalmus rectoaeHa B Mia3Me KPOBH CHHIKAeTCs aByxdasno. [lepuon
nonysbiBeneHus (T12) B TepMuHanbHyio dasy cocrapiser okosno 12 yacos.

B Hen3mMeHeHHOM Bu/Ie reCTO/IeH He BLIBOAMTCA - TOJLKO B BHAE METaGONMTOB MOYKAMH U yepes
KHIICYHHUK B COOTHOLIEHUH NPUMEPHO 6:4 ¢ MepHoa0M MOJYBbIBEAEHHUS OKOJIO 24 4acoB.
Pagnosecnasn xonyenmpayus. Ha hapMakoKMHETHKY reCTOAEHA BIUSET koHuentpauus ['CII B
nnasme kposu. Ilpu exenHeBHOM npueme KOMOMHALMM [eCcTOAEH + OSTHHHISCTPAANOI
KOHLCHTpallMs reCTOACHA B IJ1a3Me KPOBH YBEJIMYMBAETCS NPUMEPHO B 4 pasa BO BTOPO
MOJIOBMHE LIMKJIA NpUeMa npenapara.

OTUHUIICTPAAMOI

Abcopbyusa. Tlocne npueMa BHYTPb STHHMAICTPAAMON GBICTPO U MOIHOCTHIO abcopOupyercs.
MakcnmainbHas KoHUEHTpauus B rnuasme kpoBu (65 nr/mn) gocruraercs 3a 1,7 u. Bo BpeMsi
BCAChIBAHUA U “NIEPBMYHOIO MPOXOXKAEHHS™ Yepes neueHb STHHUIICTPAAHON MeTabonu3npyercs,

B PE3yJIbTATe Yero ero OMOAOCTYNHOCTh NP NPUEME BHYTPb COCTABJISIET B CPEAHEM 0KOJI0 45 %
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MpH BbICOKOH MEKMHAMBHAYabHOI BapuabenbHocTu (ot 20 10 65 %).

Pacnpedenenue. drunnnscrpanuon Hecneun(puIecku, HO MPOYHO CBA3LIBAETCS C anbOyMHUHOM
M1a3Mbl KPOBH (0K0J10 98 %) 1 MHAYLMpPYET MOBbILIEHHE KOHUEHTpauuu B riazme kposu I'CI1T.
Kaxyuuitcs o6bem pacnpeaenenus cocTabaseT okoso 2,8-8,6 n/kr.

Memaboausm. Druuunsctpaauon noasepraercs MPECUCTEMHON KOHBIOrallMK Kak B CIM3MCTOMN
000/104Ke TOHKOM KHMIUKM, TaK U B reueHu. OCHOBHOI MyTb MeTaboaM3Ma - apomMaTHyeckoe
FHApoKcnanpoBanue. CKOPOCTb KIMpEHCa W3 MJ1a3Mbl KPOBH COCTABSET 2,3-7 mn/mun/xr.
Buigeoenue. CHikenne KOHLEHTpaLMK STUHMIIBCTPAJNOIIA B [71a3M€ KPOBH HOCHT ABYX(ha3Hblii
XapaxTep; neppas (hasa xapaKTepusyercs epuoIoM MoJyBbIBEAEHUS OKOO | yaca, Bropas - 10-
20 yacoB. B HeM3MEHEHHOM BHIe M3 OpraHu3Ma He BBIBOAMTCS. MeTabonuThi STHHUJACTPaaAKOIIA
BLIBOAATCA MOYKAMM W 4€PE3 KMLICYHUK B COOTHOLLIEHNH 4:6 C IEPUO/IOM T0/TyBbIBEAEHHS OKOJIO
24 y,

Pagnosecnas konyenmpayus. PaBHOBeCHas KOHLEHTPALMS A0OCTUIATCS NpUONU3UTENILHO Yepes
OJIHY HEJIe/II0 npueMa rnpenapara.

ITokazanusi K npUuMeHeHU 10

[lepopanbHas KoHTpaLenus.

IIpoTuBonokaszanus

[Mpenapar [TnannXXeuc® recro 20, kax u Apyrue KOK, npoTHBONOKasaH npu Haauuuu 11060ro u3
3a00J1€BaHNH/COCTOSHMIT/ PAKTOPOB pHCKa, MIEPEUNCIIEHHBIX HHKE:

. Benosuplit TpoM603 unu tpomM603MG0Hs (BTD), B Tom umcne, Tpom603 riny6okux Bew
(TI'B), TpomGoamGosust nerounoit aprepuu (TDJIA), B HacTosLee BpEMsI UJIM B aHAMHE3E,

. AptepuanbHblit TpoMG03 nin Tpom60smGoans (ATD), B TOM uncie MH(apKT MHOKap/a,
MHCYJIBT; WM NPOAPOMANIbHBIE COCTOSIHUS, B TOM 4MC/le TPaH3UTOPHAs MIIEMUYecKas aTaka,
CTEHOKapaus.

. BesBlieHHas Hac/neACTBeHHAs WM NPUOGPETEHHAs MPeapacronokeHHocTh K BTD wim
ATD, BKIIIOYAs PE3UCTEHTHOCTh K AKTUBMPOBAHHOMY MpoTenHy C, TUIIEPrOMOLMCTEHHEMHIO,
aeduuut antutpombuna I, neduunt nporenna C, neduuut nporerHa S, aHTUHOCHONUNUAHBIE
aHTHTe/a (AHTUTEa K KapAMOJIUITMHY, BOJIYAHOUYHbII aHTHKOATYISHT).

. Hanuune BbipakeHHOro MM HECKOJIBKUX (hAaKTOPOB BBICOKOTO pucka pasBuTus ATD uiu
BTD3 (kypenue B Bo3pacTe crapuie 35 j1eT, 0)KMpeHHe ¢ MHAEKCOM Macchl Te/a (UMT) 30 kr/m? u
Oonee, anuTenbHas MMMOOMIM3AuMs, OOLIMpPHAs TpaBMma, Jr06Gas ornepaLus Ha HWKHHX
KOHEYHOCTAX, B 00/NAaCTH Taza WM HEHPOXMPYPrHUYECKOE OMEPaTUBHOE BMELIATENbCTBO,
OC/IOXKHCHHbIE TMOPOKH cepaua, pubpuisuus npeacepanit), Uik OAHONO cepbe3Horo dakropa
pUCKa TAKOro Kak:

- HEKOHTpOJIMpyEMas apTepUaibHas FANEPTEH3UA,



- caxapHbiit 1nabet ¢ AuabeTnyeckoil aHrnonarueit;

- TsOKeast AMCIUIONpPOTEHHEMHU .

o MurpeHb ¢ 04aroBoif HEBPOJIOrMYECKOH CHMNTOMATHKOH B HacToAllee BpPEMS MM B
aHaMHese.

. [lankpeaTnt ¢ BbIpaXEHHOIH rUNepTPUrIMLEPHAEMUEll B HacTosllee BpEMsl WM B

aHaMHeE3e.

L [leyeHouHas HEIOCTATOYHOCTb M OCTpbIE WU XPOHHUYECKHE 3a00/ieBaHUs MeYeHU

TAKEJION CTENeHH (110 HOPMATH3ALMK MOKa3aTenel GyHKLNU NeveHH).

L OH}’XOHPI NMEYCHH (llO6pOKa‘{eCTBCHHbIC 1201071 3ﬂOKa'-ICCTBeHHble) B HAaCTOALLEEC BPEMS UJIU
B aHaAaMHE3¢€.
L4 BrisiBleHHbIE FOPMOHO3aBUCHMbIE 3JI0KAYECTBEHHbIE HOBOO6pa30BaHMﬂ (B TOM 4YHUCJIE

MOJIOBBIX OpraHOB UJIK MOJIOYHOM )Keﬂe3bl) WK TTOJ03PEHUE HA HUX.

. KpoBoTeyeHue u3 Bnaraauiua HesiCHOro reHesa.

o bepemenHocTh (B TOM uncne npeanonaraemas).

o [Tepuon rpyaHoro BckapmiiMBaHus.

o ['unepuyBCTBUTEBHOCTL K TeCTONEHY, OTHHWIBCTPAAMONY HW/MAM K moGoMmy W3

BCIIOMOraTe/IbHbIX BEILIECTB B COCTaBE Mpernaparta.

J CoBwmecTHOE IPUMEHEHHE C JIEKapCTBEHHBIMU MPENapaTam, CoepKaluMun OMGUTacBUp,
napuTanpeBup, pUTOHaBUP U AacabyBup.

. HenepexHocumocth 1akTo3bl, (GpyKTO3bl; AEUUMT JaKTa3bl, caxapasbl/U30MasibTasbl;
CHHJIPOM TJIFOKO30-TrajlakTO3HOM ManbabcopOLum.

Ecin kakue-nubo u3 atux 3aboneBaHuii/cocTosumit nan GakTopoB prUcKa BOIHUKAIOT Ha ¢bone
MPUMEHEHUs Mpernapara, Mpuem npenapata cjieiyeT HeMeIIEHHO IPEKPATHUTD.

C 0cTOPOKHOCTBIO

Ecnn kakue-n11n60 u3 coctosuuii/zaboneBannii uau GpakTopoB pUCKA, yKa3aHHbBIX HIDKE, MMEIOTCS
B HACTOALLEE BPEMs, CIEIYeT MMPOBECTH TLIATENbHYIO OLEHKY COOTHOLUEHHS «I0Jb3bl-PUCKA»
npumenenns npernapara [lnanndKeuc® recto 20 mis Kakmol KEHIMHBI MHAMBUIYalbHO M
00CyAMTh 3TO [0 Hayasa npuema fnpenapara:

*  (hakTopsI pucKa pa3BUTHS Tpombo3a u TpoM603MO0THiA: KypeHHUe;
TpoMO603bl/TpOMG03MO0AMH, MHAPKT MUOKAp/IA MM HAPYLUEHHE MO3rOBOIO KPOBOOGpaLLEHNS B
Bo3pacte MeHee 50 sieT y Koro-nubo u3 GamKaiiiux poacTBEHHUKOB; oxupenme ¢ UMT menee
30 Kkr/M%; AMCAMTONPOTEMHEMHUS, a1eKBATHO KOHTpOJIMpyeMasi apTepuaibHasi CUIEPTEH3MS;
MUIPeHb 6e3 04aroBoif HEBPOJOrMUECKONH CHMMTOMATHKM; HEOCIOKHEHHbIE MOPOKH KIANaHoB

cepaua; Hapyui€Hus CEPACYHOIo pUuTMa,



* Apyrue 3abosieBaHMs, NPU KOTOPHIX MOIYT OTMEYaThCS HapyLIEHHs nepudepuueckoro
KpoBOOOpalueHns: caxapHblii auaber Ge3 COCYAMCTBHIX OCIOKHEHHl; cCHCTeMHAs KpacHas
BO/MYaHKa;  rEMOJIUTHKO-YPEMUYECKMI CcHHApOM; Gonesnb KpoHa U A3BEHHBIH  KOJMT;
CEPNOBUAHO-KICTOUHAs aHeMUsl; (eOUT MOBEPXHOCTHBIX BEH;

*  TUNEPTPUTIIULEPUIEMHUS;

* 3aboneBaHMs MEYeHU JIErKOH M CpeHeil CTerneHu THKeCTH MPU HOPMajbHbIX MOKa3aTesx
(GyHKUHOHANBHBIX P06 NeveHu;

* 3aboseBaHus, BrepBbie BO3HMKIUME WM YCYryOMBLUMECS BO BpeMsi OEpEeMEHHOCTH WM Ha
(hoHe mpesbIAYIIero np1uemMa MnoaoBbIX FOPMOHOB (Hanmpumep, KeNTyxa W/uiu 3ya, CBA3aHHbIE C
X0JIECTa30M, 3a00/IEBAHMS JKEMUHOIO My3bIPsi, OTOCKIEPO3 C yXyAIICHHEM CIyXa, nopbupus,
recTalMoHHbIH reprec, Xxopes CuaeHrama);

*  Hac/e[ICTBEHHbII aHTMOHEBPOTHYECKH i1 OTEK;

* BApUKO3HOE paclIMpPEeHHEe BEH HUIKHUX KOHEYHOCTEH;

* MHMOMa MaTKH;

* Tepanus aHTUKOAaryJsiHTaMu;

s Jernpeccus;

*  JNUJIENCHs;

*  TOC/IEPOOBbIN MEPHOI.

ITpumenenne Bo Bpemsi GepeMeHHOCTH U B I€PHO IPYAHOr0 BCKAPMJIHBAHHS
bepemennocmeo

[Tpumenenue npenapara [TnannXKenc® recto 20 npornsonokasaso s nepuoa 6epeMeHHOCTH.

B ciyuae GepeMeHHOCTH BO Bpems NMpHMEHeHHs npenapara, NpUeM Mpernapara AoMKeH ObiTh
HEME/JIEHHO MpeKpaLleH.

MHorounceHHbIE MUAEMUONOrMUYECKUE HUCCENOBAHNS HE BBIABUIN HH yBeIHUeHUs pucka
Pa3BUTUs Ne(EKTOB Pa3BUTHS y JAETel, POXKAECHHBIX KEHUIMHAMM, MOMYYABLIMMU MOIOBbIE
FOPMOHBI 10 GEPEMEHHOCTH, HH HAMYMs TEPaTOreHHOro AeHCTBUS, KOTIA MOJOBbIE FOPMOHBI
NPUHUMAIIUCD 110 HEOCTOPOXKHOCTU B PaHHHE CPOKH GEPEMEHHOCTH.

Ilepuoo epyonoeo eckapmnusanus

[Ipumenenne npenapara [TnanndXKeuc® recro 20, kak apyrux KOK, moxer ymenbiaTsb
KOJIM4ECTBO IPYAHOrO MOJIOKA M M3MEHSTh €r0 COCTaB, M03TOMY npueM npenapara [TnannXKenc®
recto 20 MpoTMBONOKA3aH 10 NMPEKpalleHus IPYAHOro BCkapMInBaHus. HeGonbluoe KomuuecTro
MOJIOBbIX FOPMOHOB W/MJIM MX METabOJMTOB MOXET MPOHUKATL B IPYJHOE MOJOKO M OKa3biBaTh

BJIMSIHUE HA 3710pOBbE pebeHKa.



Cnocob npumMeHeHus M 103bl

Kanenpapuas ynakoska conepxut 21 tabnerky. Ynakoska COAEPXKMUT OJI0K HaKJIeeK, COCTOSA LM
n37camoxnemunxcnnonoc0Kc0TM6quHbmu1HaHMX}uBBaHnﬂMMAHeﬁHeaenu,Heo6xonanm
Anst opopmiieHns Kanenaaps npuema. Heo6xoaumo BuiGpath MOJIOCKY, I/1€ MEPBLIM yKa3aH TOT
ACHb HEJC/M, B KOTOPBIH HauMHaeTcs npuem Tabierok. Hanpumep, ecanm Hauano npuema
TabJIETOK NPUXOAUTCS Ha CPealy, CIeAyeT HCIOb30BATh NOJIOCKY, KOTOpas HayuHaetrcs co «Cp»

(puc. 1).

Bbibepute Hakneiiky, COOTBETCTBYIOL|YI0 HA3BAHMIO HA NPUEMa NEepBO TabneTky,
W MPUKNENTE ee Kk ynakoBke Hag Haanucbio CTapr.
HanpumMep, ecnv nepsbi neHb npuema Cpena, BobibepuTe Hakneriky,
HaunHarowwyrocs co Cp.

MH. BT. CP. 4T nr. Cb. BC.
BT. CP. T nr. CB. BC. MH.
CP. YT, nr. CB. BC. MH. BT.
LIR nr. CB. BC. MH. BT. CP.
nr. Cb. BC. MH. BT. CP. 4T
CB. BC. MH. BT. CP. 4T, nr.
BC. MH. BT. CP. 9T, nr. Cb.

LS /

HOHOCK}/ HaKJICUBarOT BOJIb BCpXHCFl 4acCTH YINaKOBKH Tak, 4yToOBl 0003HAUEHHE [I€PBOro aHs

HAaXOAM/IOCh HaJ TOW TabJETKOH, Ha KOTOPYIO HampasieHa cTpenka ¢ Haanuchio «CTAPT»

(puc. 2).
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Tenepb BUHO, B KAKOI ICHb HEJIENM ClelyeT NPUHATD Kaxayto Tabnetky (puc. 3).

MH. BT. CP. 9T. nr. Cb. BC.

\»/ w » m ,,»( -

»Q»( » “>> /k MM -
Y MM M M M )

[TIpuem Tabnerok Bceraa HaunHaeTcs ¢ TabneTKH, MOMEUEHHOI «CTAPT», a3atem npojo/Kaercs
€XKEJHEBHO M0 CTpeJIKam.

TabneTku NPUHUMAIOT BHYTPb, €XKEIHEBHO, KETATEIbHO B OHO M TO XKe BpEMS, HE pPa3KeBbIBas,
C HEeDOMIbIUMM KOJIMUECTBOM BOIbL. [IprHnMaioT no | TabrneTke B cyTkH, HEMpPEPBIBHO B TEYEHUE
21 nus. [Mpuem TabaeTok U3 clieyloliel ynakoBKH HAYHHAETCS OCe 7-1HEBHORO nepepbiBa, BO
BPEMA  KOTOPOro  HabIIOAAETCs  MEHCTPYalbHOMOAOOHOE —KpOBOTEueHHe (KpOBOTEUEHHeE
«otMeHbl»). OHO 0OBIMHO HAauMHAeTcs Ha 2-3 JieHb OT npuema rocjeaHeit TabieTKn U MOKeT
MPOJI0JIKATLCA /10 Havasa npuema TabeToK U3 HOBOM ynakoBku. [Tocie 7-aHEeBHOro nepepbipa B
npueme Tab/IeTOK, HE3aBUCMMO OT TOrO, 3aKOHYMJIOCh MEHCTPYalbHOMOA0GHOE KPOBOTEUYEHHE
I HET, HAYMHAIOT MpUeM TablIeTOK U3 ClIe/lylollei yaKOBKH, TaKiMM 06pa3oM: npuem TabneTok
— 3 Henenu, nepepeiB — | Hexens. [puem npenapata U3 Kax/a0it yNakoBKH HaYMHAIOT B OAMH M
TOT K€ JIeHb HEe/e/u.

Hauano npuema npenapama InanuXKenc® zecmo 20

Ipu omcymemeuu npuema Kakux-1ubo 20pMOHANLHBIX KOHMPAYENMUBOE 6 NPeObIOYUEM MECAYe
npuem npenapara [Tnanu)XKenc® recto 20 naunnaercs B 1-il geHb MEHCTpYyalbHOro UMKiIa (B 1-i
JA€Hb  MEHCTPYaJIbHOro  KpoBOTeueHMs). JlomyckaeTcs Hawano mnpuema Ha 2-5  JeHb
MEHCTPyaJIbHOrO LMK/Ia, HO B OTOM Cllyyae pPEKOMEHIYeTCS JOMOJIHUTENBHO HCIONAb30BaTh
GapbepHblii METOZ KOHTpALIENLUMK (HAaNpUMep, Pe3ePBaTHB) B TeUeHUe NEPBLIX 7 AHeH npuema
TabJETOK U3 MepBO YNaKOBKH.

IIpu nepexode c¢ Opyeux KOMOUHUPOBAHHLIX 20PMOHANLHLIX KOHMPAYENMUBHBIX NPENApamos
(KOK, sazunanvnozo konvya unu mpancoepmaibHo20 niacmuips)

[Ipn nepexone ¢ npeawectsosaBmero npuema apyriux KOK nepsyio TabneTky npenapata
[MnanndKenc® recto 20 creayer npuHMUMATb HA CIAEAYIOLIMI AeHb MOC/E npuema rnocieaHe
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TabJIeTKH, COAepKaLleil FOPMOHbI, M3 MPEbIAYLLEH YIAKOBKH, HO HH B KOM cllyyae He rnosaHee
CICAYIOLIErO AHA rocjie OObIMHOrO 7-AHEBHOrO mepepbiBa (A8 Mpenaparos, coaeprKalmux
21 TabneTky) unu mnociae npuema nociepHeil Tabnetku 6Ge3 FOPMOHOB (/11 MpenapaTos,
coaepiallux 28 TabneTok B ynakoske).

ITpuem npenapara ITnannXKenc® recto 20 crenyer Haumnath B e YAQJIEHUsI BarMHaIbHOIO
KOJIbLA MM KOHTPALCTITUBHOIO MIACTBIPA, HO HE MO3JHEe AHS, KOrJAa A0MKHO ObITh BBEAEHO
HOBOE KOJIbLIO MJIM HAKJIEEH HOBBIi MJIACThIPb.

Ilpu  nepexode ¢ ronmpayenmusos, COOePACAUUX  MONLKO — 2eCMAeHbl  («MUHU-NUAUY,
UMPIAHMAM, UHLEKYUOHHbIE (hOPMbL), UNU BHYMPUMAMOYUHOL MEPANeEMUYECKOT CUCMEMbl ¢
6b1C600001COeHUeM 2ecmazena

[Tepeiitn ¢ «munn-nunn» Ha npenapar ITnann)Kenc® recto 20 MoxHO B /10600 neHb (6e3
nepepeiBa), ¢ MMIUIAHTATA WM BHYTPMMATOYHOTO KOHTPALENTHBA C [ECTAEHOM - B ACHb €ro
YAAneHus, ¢ MHBEKUMOHHON (OPMbl — CO JHA, KOrAa JO0JKHA ObITh cleiaHa cieayioluas
WHbEKLMA. Bo Beex ciyuasx B TeueHue mnepBbiX 7 aHell npuema TaGneTOK HEOGXOUMO
JIOTIOTHATE IHO UCTIO/B30BaTh GapbepHbIH METO KOHTpaLenLMK (HarpuMmep, npe3epBaTys).
ITocae abopma (6 mom uucne camonpouseonbno2o) 6 nepgom mpumecmpe bepemeHHoCmu

[Tocnie aGopra B nepBoM TpumecTpe GepeMEHHOCTH MpHEM npenapara Moxet ObITb HauyaT
HEMEIJICHHO, B OTOM Cilyyae HET HEOOXOAMMOCTH B MPUMEHEHWM AOMOJHUTENBHOIO METO/AA
KOHTpaLernLuH.

ITocne pooos (npu omcymemeuu epyorozo eckapmauéanus) unu npepoiéanus bepemenrocmu (8
MOoM uucie, camonpousBoIbHO20) 60 6MOPOM mpumecmpe bepemenHoCmu

[Ipuem npenapata pekomenpyercs HaumHath Ha 21-28 aeHb nocie pPOZOB MpPHU OTCYTCTBHH
FPYAHOro  BCKapMJIMBaHMs WM [OC/E  TMpepbiBaHUs  OepeMeHHOCTH (B TOM  Yuclie
CaMONpOoM3BOILHONO) BO BTOPOM TpumecTpe. Eciu nprem Hauat nosjHee, B TeueHue nepBbix
7 nHedt npuema TabneTOK, HEOOXOAMMO NPUMEHATH JOTONHUTENbHbIA GapbepHblii MeTon
KOHTpauenuuu (Hanpumep, npesepparus). Eciu nocsie pogos min abopra yxe MMescs noJioBoii
KOHTaKT, TO NEpea MPUEMOM Mpenapara HEOOXOAUMO HCKIIOUMTL OEPEMEHHOCTb M 10XK/IAThCs
NEPBOM MEHCTpYallMH.

Pexomenoayuu ¢ ciyuae nepecynapnozo npuema npenapama

Ecin onospanne B npueMe KOHTpALENTMBA COCTABMIO MeHee 12 uacoB, HAaAEKHOCTb
KOHTpaLenTHBHOrO 3 dekta He cHuskaercs. [IponyiueHHyio TabieTky Heo6X0ANMO MPHHSTH Kak
MOXHO CKOpee, Clielyollyto TabeTKy - B 00bIUHOE BpeMs.

Ecnu onosnanume B npueme KOHTpauentuBa cocTaBuio Gosee 12 4acoB, HaaeKHOCTH
KOHTpauenTHBHOro s¢dekra npenapata MoxeT ObiThb CHWXeHa. B 3Tom cmywae crieayer

PYKOBOACTBOBATBLCA CJICAYIOLIMMH MpaBUIaMU:



- IPUEM Tiperapata HMKOra He 10/KeH ObITh npepBaH 6osee uem Ha 7 [Hei;

- 7 AHel HenpepbIBHOTO NpuUeMa TabneToK TPeBGYIOTCs IS I0CTHIKEH S a1eKBaTHOro NoaaBIeHU s
rMNoTasaMo-runopu3apHo-sHYHMUKOBOM perysniu.

CootBeTcTBEHHO, €C/i OMO3aHKe B NpHUeMe TableToK cocTaBMIo Goee 12 4acos (uHTEpBaAN C
MOMEHTa Npuema rnocjieAHei tadbaeTkn 60biue 36 4acoB), B 3aBUCUMOCTH OT Hezaemnu, koraa Obuia
nponyiueHa TabeTka, MOryT ObITh AaHbl CEAYIOLIME PEKOMEH ALK

. nepeas Hedens npuema npenapama

[Tponyuiennyto Tabnerky HeOGXOAMMO NPUHATH KAK MOYXKHO CKOpee, Jaxe €ClIu 3TO O3Hayaer
npuem 2-x TabneTok onHoBpemeHHO. Cleayollyto TabJETKy NMPUHUMAIOT B OOBIYHOE BpEMS.
JlonoiHuTeNbHO HEOOXOAMMO MCM0/b30BaTh GapbepHbIl MeTox KOHTpaLenuuu (Hanpumep,
MPE3epBATHB) B TEYEHHE CNENYIOWNX 7 AHeH. ECIM MOI0BOM KOHTAKT MMEN MECTO B TeueHue
HEAeM nepejl MPornyckoM TabneTKu, HeOOXOAMMO YUHTBIBATE BO3MOKHOCTD OepeMeHHOCTH.

. 8mopast Hedens npuema npenapama

[Iponywennyto Tabnerky HEOOXOAMMO MPUHATH KaK MOMKHO CKOpee, Aaxe €C/IM ITO O3Hayaer
npuem 2-x Tabietok oaHoBpeMeHHo. Ciieayiolyto TabaeTKy NPUHAMAIOT B 00 bIUHOE BpeMsi.
[1pn ycnoBuu cBoeBpemenHoro npuema npenapara B redeHue 7 aHei, NPEAECTBYOLMUX MEPBO
MpONyLEeHHOH TabneTke, HET HEOOXOAMMOCTH HCIOMb30BaTh JAOMOMHUTENbHbIE GapbepHbie
METO/Ibl KOHTpALENLU1U. B NpoTHBHOM ciyyae, a Takke Mpu npomycke 2-X U Gosiee TabaeToK
fipenapaTa, peKOMEHIYETCs MCIMOJb30BATh JOMNONHUTENBHO GapbepHbIii METO KOHTpaLENL1H
(Hampumep, npe3epBaTHB) B TEYEHHUE CIEAYIOUMX 7 AHEH.

. mpemws Hedena npuema npenapama

PUCK CHMXKEHMS KOHTPAUENTHBHON HalekKHOCTH HEW3Be)eH M3-3a NpEeACTOALLEro nepepbisa B
npueme TabseTok. B 3Tom ciyuae HeoGX0AMMO NPUAEPKMBATBCS CIEAYIOLIMX aIrOPUTMOB:

- €C/IM B Te4eHHE 7 JHEH, MpeallecTBYIOUX MepBOi NponylueHHoit TabieTke, Bce TabaeTKH
NMPUHUMAIUCh  NPABUIIBHO, HET HEOOXOAMMOCTH MCIOJIb30BaTh JAOMOJHUTENbHbIE METO/bI
KOHTpauernuuu. [1pn npueme npomnyieHHbIX Tab1eTOK pyKOBOACTBYHTECH MyHKTaMu | wiiu 2.

- €CIIM B TeYeHHWe 7 JHEH, NpeallecTBYIOLIMX MEPBOM MpPOMyILIEHHONW TabieTke, TabieTKu
MPUHUMATHUCh HEMPABHJIbHO, TO B TEYEHHE MOCAEAYIOLIMUX 7 JHEN HEOOXOAMMO AOMOTHUTEIBLHO
MCrONb30BaTh GApbepHbI METOA KOHTpALENUWH (Hanpumep, Mpe3epBaTHB) U B TOM Clyuae
C/IelyeT pyKOBO/JCTBOBATLCA MyHKTOM | /Ul npyMeMa nponylieHHbIX TabneTox.

1. HeobXxoaMMO NpuHATL MOCNEHION MPOINYLIEHHYIO TabNeTKy Kak MOXHO cKopee, Kak
TOJIbKO JKEHLIMHA BCIOMHHT 00 3TOM (JaXke €CcaM 3TO O3HayaeT npuem 2-X TabneTok
oJHOBpeMeHHO). Crenyromue TabneTku NpUHUMAIOT B 0OBbIMHOE BPEMs, MOKAa HE 3aKOHYaTCs
TabeTku U3 Texywei ynakosku. [Ipruem TabeTok U3 cieayioleil ynakoBKy clieayeT HadMHaTh

cpasy ke 6e3 06bIYHOro 7-AHEBHOrO nepepbiBa. KpoBoTeueHue «OTMEHb» ManoBEpOSTHO, MOKa

9



He 3aKOHYaTCs TabJETKH M3 BTOPOH YMAaKOBKM, HO MOI'YT OTMEYAaThCS «MaXKyLIME» BbIAEIEHUS
W/UJIK «TIPOPBIBHBIE» KPOBOTEUEHMS B IHH NpHeMa Mpernapara.

2. MOXKHO TaKKe npepsaTh npuem TableToK M3 TeKyLeH yrakoBKH, Cle/1aTh MepepbiB Ha 7
WM MeHee JHeN (BKJouas AHM nponycka TabieTok), nocje 4ero Ha4mHaTh npueM TabieTok u3
HOBOM yMaKOBKH.

Ecnu jeHwmHa nponyctuna npuem tabieTok, 1 3aTeM BO BpeMsi NepepbiBa B PUEME Y Hee HeT
KPOBOTEUEHHS «OTMEHbBI», HEOOXOAUMO UCKIIOUNTH OEPEMEHHOCTD.

Honyckaemesa npuem ne 6onee 06yx maonemox ¢ meuenue 1 cymok!

Pexomenoayuu 6 ciyuae sceny0ouHo-KUMEUHBLX pACCHIPOLUCME

[Tpn TsKenbIX HKENY10YHO-KMILEYHBIX PACCTPOMCTBAX BCachbiBaHWE MpernapaTa MOXKeET ObiTb
HEMOJIHBIM, MO3TOMY CJIEAYET UCIO/b30BaTh JOMNOIHUTENbHbIE MEPbI KOHTpPALIELIMH.

Ecnn B Teyenue 3-4 yacoB nocie npuema tabieTku Obljia pBOTA WM JMapes, B 3aBUCUMOCTH OT
Hele/IM MpueMa Mpenapara ClIeAyeT OPUEHTHPOBATbCS Ha PEKOMEHIAUWW MpPU TPOIycKe
TabJIeTOK, yKazaHHbIe Bbillle. ECIM JKeHIMHA He XOUeT MEHSTb CBOIO OObIYHYIO CXEMY NpHEMa U
MEPEHOCUTb Ha4yajao KPOBOTEUEHHS «OTMEHbI» Ha APYroil AEHb HeIeNH, AOMOJHUTEbHYIO
Tab/IeTKy ClIeyeT NPUHATh U3 APYrOH YNaKOBKH.

H3menenue ona nawana MeHcmpyaibHOR0000HO20 KPOGOMeUeH us

Jlns TOro uyToObl OTCPOUMTH HAYaNO MEHCTPYasbHOMOAOOHOIO KPOBOTEHYEHHS, HEOOXOAMMO
MPOJIOIKMTE MPHEM TabIeTOK U3 HOBOI ynakoBku npenapata [TnanuXKenc® recto 20 cpasy noce
TOrO, KaK NMpHUHATHI BCe TabJETKH M3 Npe/blaylleil ynakoBku, 6e3 nepepbia. TabiaeTKu U3 ITOi
HOBOM yNMaKOBKM MOTYT NPUHUMATbCS TaK JOJIr0, KaK JKeJlaeT JKeHLIMHA (10 TeX Mop, rnoka
yrnakoBKa He 3akoHuuTcs). Ha ¢poHe npuema npenapara u3 BTOPOM yNakOBKH MOTYT OTMEYaThCs
«M@XyLIMe» KPOBSHUCTHIE BbIJAEJEHUS WM  «IPOPBIBHBIE» MATOUYHbIE KPOBOTEYEHHS.
Boszo6HosuTh npuem npenapara [TnanuXKenc® recto 20 u3 HOBoOI ynakoBku HEo6X0AMMO rocie
0OBIYHOrO 7-7HEBHOrO NepepbIBa.

Jns Toro 4tobbl NEPEeHeCTH AeHb Hayalsa MEHCTPYalibHOMOoA0OHOr0 KpOBOTEUEHUS Ha APYroM
JI€Hb HEJIE/IU, PEKOMEHYETCS YKOPOTUTD ONIMXKai LMt nepepbiB B preMe TabIeTOK Ha jKelaeMoe
KonuyecTBo  aHed. Ilpu oTOM, Yem Kopoue MHTEpBajd, TEM BblllE PHUCK, YTO
MEHCTPYasibHOMNOJ00HOEe KpOBOTEUeHHE (KpOBOTEHEHHMS «OTMEHbI») He HACTYNUT U B
nanpHeiiem OyayT HaGMOAATBCS «MaXKylUMe» KPOBSHUCTBIE BBIAEIEHUS W «IIPOPLIBHBIE»
MaTO4YHbIE KPOBOTEUEHHUS BO BpeMsl IIpUeMa BTOPOI yrnakoBKM (Tak e Kak B ciydae, KOrjaa oHa
XoTesa Obl OTCPOUMTH HA4a10 MEHCTPYalbHOMOA0OHOIrO KPOBOTEUEHHS).

Ipumenenue npenapama ¢ 0cob6b1X KIUHUYECKUX 2pyRNAX

YV 0esouex-noopocmros

[puem npenapara [nann)Kenc® recto 20 nokasau ToLKO NOCIE HACTYMIEHHS MEHAPXE.



Y noacunvix

He npumennwmo. Iprem npenapata He nokasan nocJie HACTYIMJIEHHS MEHOMay3bl.

Ipu napywenusx gynxyuu novex

[lpumenenue mnpenapata y naUMEHTOK ¢ MOYEYHOH HEZOCTATOUHOCTBIO CHeUManbHO He
n3ydanoch. Mmeroluecs naHHble He MpeAnonaraloT KoppekLmuu pexuMa J03MpOBaAHUS Y TAKUX
MaLMeHTOK.

Ipu napywenusx ¢pynxyuu nevenu

[Tpenapar npoTMBONOKA3aH KEHUMHAM C MEYEHOUHONH HELOCTATOUHOCTBIO M 3a001eBaHUIMH
MEYCHH THKEIOHN CTENeHHM 10 HOpPMAM3aLNH oKasaTeseil YHKLMH neueHH.

IToGounoe neiicTBHe

Haubonee uacto perucTpupyembiMu HexenaTeabHbIMMU peakuusimu (HP) na ¢one npuema
KOMOMHALUMM recTOfEH + OTMHUIICTPAAHON ObLIM: TOTOBHAS 00/1b, BKJIIOYAs MMIPEHb,
“MXYLIME» KPOBSHUCTBIE BblJEICHUs/KpoBOTEUeHHUS (Gosee yem y 10 % KeHuMH). [Tpu npueme
KOK' Habmonacs noBbilueHHbIH pUCK pa3BHTHS apTepualbHbIX M BEHO3HBIX TPOMOO30B U
Tpom6osmbonuii. Ha done npuema KOK Habroanuce u Apyrue HP.

HP pacnipenenensl no cucteMHo-opranHbiM Kiaccam B COOTBETCTBHH €O CJIOBApEM PeryasiTopHoit
aearenbHocTh MedDRA ¢ ykaszaHuem 4acToThl MX BOSHMKHOBEHHS, COMIACHO pPEKOMEH1aLHUsIM
BO3: ouenb yacto (>1/10), wacto (>1/100, <1/10), HeuacTo (=1/1000, <1/100), peaxo (>1/10000,
<1/1000), ouenb peako (<1/10000), yactora HeM3BeCcTHA (HEBO3MOXKHO OLIEHHUTh HAa OCHOBAHMM

UMEIOILMXCA AAHHBIX).

CHCTeTHO- Yacrora Bosmozxubie HP

OpraHHblii KJace
Mudekunonnsie "
napasurapHbie Yacro Barunur, BKitoyast kaH /14 103Hbli By 1bBOBarHHHUT
3aboJieBaHms
HobpokayecTBeHHbIE,
3/10Ka4eCcTBEHHbIE 1 ["enatouenntonsipuas KapLMuHOMa,
HEYTOYHEHHbIE S — A00poKauecTBEHHbIE OnyxoJn neyeHu
HOBOOOpa3zoBaHus (Hampumep, ouaroBas y3JoBas TMMEpNiasus,
(BKJIIOYAs  KHMCTBI U ajJieHoMa MeyeHu)
TOJIMIIbI)

AHa(unakTuyecKne peakunn (B OYEHb pPeaKHX
Ciy4dasX C KpanMBHULEH, otexom KBauHnke,

Hapyuenus co cropons! | Peako
Py P A TAXKEIBIMU HapymeHUsIMHU JAbIXaHW s U

UMMYHHOH CUCTEMbI

KpoBooOpalleHus)
Ouenb penko | OBocTpeHHe CHCTEMHOM KPACHOMN BOMYAHKM
H Ouenb yacto 3azepkka HKHUKOCTH, OTEKH,
HbI
e CHWXEHHE/yBeIMYEHHE MacChl Tesla
oOMeHa BellecTB
Yacro CHuxeHHe/ToBbILLIEHHE anneTuTa

IMMUTaAHUS
Penxo CHuxeHue TOJIEPAHTHOCTH K I'IHOKO03€
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Cucremuo-
OpraHHbIii Kjaacc

Yacrora

Bo3mosxkubie HP

OueHb pesiko

O6octpenue nophupuu

Hapyuenus neuxuku

OueHb yacto

CHwxeHue/nepenaabl  HacTpoeHus  (BKItOYas
JETPECCHI0), HEPBO3HOCTDb, M3MEHEHHE JTMOU 0

Hapyuienust co cropomsi
HEPBHOI CUCTEMbI

OueHb yacTo

["onoBokpyxeHue

OueHb peako

Ob6ocTpeHue xopeu

Hapywenus co ctoponsi
opraHa 3peHus

Penko

HeﬂepeHOCMMOCTb KOHTaKTHBIX
(HeﬂpHﬂTHble OLLYLIEHHUS NTPU UX HOLUCHHM)

JIKH3

OueHb pesKo

HeBpuT 3putenbHoro Hepsa

Hapyuienns co croposi
coCy0B

Yacto

[ToBblenne aprepuabHOro aasnenus (AJl)

Penko

Beno3Hbie n aprepuabHble
TpoM603MOOTUYECKHE OCIIOKHEHMS* *

Hapyuenust co ctopombi
)KEJTY1I0YHO-KH LIEYUHOT O
TpakTa

OueHb yacTo

TouwHoTa, pBoTa, 60/1b B KUBOTE

Yacto

boau cnacruueckoro Xapakrepa
B31YTHUE X KUBOTA

B JKHUBOTE,

OueHb pesiko

[TankpeaTut

NIeyeHH 1
JKEJIYEBBIBOASILLIUX MTyTEM

Yacrtora Ny
HMieMu4yecKkuin Koaur
HEU3BECTHA
Hapywenus co cropousi | Peako XonecTaTuyeckas enTyxa

OueHb peako

OO6pa3oBaHue KamHei
X0JIecTas

B JKCJIYHOM MNy3bIpe,

Hapyuienust co ctopoHsl
noyex u
MOYEBbIBOASLLIUX MyTEH

OueHb peako

['eMOIMTHKO-ypeMUYECKH it CHHAPOM

MHCTPYMEHTAJIbHBIC
JIaHHbIC

YacTto

Ouenb yacto | AkHe
HapyuieHnust co ctopoHbi YacTo Cobinb, Xj0a3Ma C PUCKOM PE3UCTEHTHOCTH,
KOXM M MOJKOMXHBIX aJIoNeLus, TMPCYTU3M
TKaHei Penko VY3j0BaTtas spurema

Ouenb peako | MHorogpopmHas spuremMa
Hapywenus co ctopoHsl Bone B MonouHbIX kenesax, HarpyOaHue
MOJIOBBIX ~ OpraHoB W | OueHb 4aCTO | MOJIOYHBIX JKeJie3, JUCMEHOpes, HW3MEeHEeHHe
MOJIOYHOM Kese3bl™ BbIAEJIEHU U3 Blaraauiia
JlaBopaTopHble u

M3meHeHne KOHUEHTpalUWu JMNUAOB B [j1a3Me
KpOBHM (BKJIHOYAS FTUMEPTPUTITULEPHIEMHUIO)

* B XOI€ MOCTPErMCTPaLMOHHBIX MCCIENOBAHMI KOMOMHALMHM [eCTOAEHAa M ITHMHUIICTPAAMONA COOBLIANOCH O

cnepytownx HP, 4acToTy KOTOpBIX OLEHMTh HE yIaloCh: OTCYTCTBME MEHCTPYalbHOMOAOOGHOrO KPOBOTEUEHHS,

LUMKITHYECKHE KPOBOTEYEHHUSA, «MaXYyLLIUE» KPOBSAHUCTBIE BbIACJIEHUS, CHH)KEHUE obbema MCHCpraﬂbHOHOHO6HOFO

KPpOBOTE€YEHH A, aMEHOPEA 1MOCJIE OKOHYAHUS MpUeMa JIaHHOM KOMOMHALMH.

** BeHo3Hble M apTepualibHble TPOMOOIMOOIHUECKHE OCTOKHEHHA OOBEIMHSIOT CJEAYIOllHe HO30JI0rHYECKHE

dopmbl: okKII03MsA nepudeprueckux riyO6OKUX BeH, TPOMOO3 M TPOMB03MEOHS (OKKITIO3MS JIEFOUHBIX COCY OB

Tpom603, dMGonus M MHGDAPKT MHOKapaa, LepeOpabHblii MHYAPKT M MHCYNLT HE K1acCMULMUPOBAHHBINH Kak

reMopparuyecKui).
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Huxe nepeuncnenst HP ¢ ouens Hu3koit yacToToit mim OTCPOYEHHbBIM Pa3BUTUEM CUMIITOMOB,
KOTOPBIE MPEANOJIOKHTENbHO cBA3aHbl ¢ npruemom KOK:

Onyxonu

. Y keHwun, npumensiomnx KOK, oueHb He3HAYNTEIbHO MOBBILIEHA YACTOTA BbIsBICHMUS
paka monouHoit xenesbl (PMIK). IMockonbky PMXK penko BeTpeuaercs y KeHIIMH MO0 ke
40 nieT, NOBbILIEHME YACTOTBI paka y >KEHIIMH, npumensiowmx KOK, He3HauuTeabHO 110
OTHOLUEHHMIO K oOueMy pucKy BO3HMKHOBeHHMss PMIK. TIpuuMHHO-ClleACTBEHHAs CBA3b C
npumeHennem KOK He ycraHoBieHa.

. Onyxonu neyenn (106pokayecTBeHHbIE U 3710KAYECTBEHHBIE).

IIpovue cocmosinus

* BosuukHOBEHUE MM yXy/lIeHUE COCTOSHUMH, NPU KOTOPLIX CBA3b ¢ npuMeHenrem KOK ne
AB/ISICTCS HEOCMOPUMON: IreCTaLMOHHbBIA repriec, rnoTeps ciyxa, CBA3aHHas C OTOCKIEPO30M,
Gone3nb KpoHa, s3BeHHbINH KOJIMT, SMUIENCHS.

* Y JKEHIUIMH C HAaC/IeACTBEHHBIM AHTMOHEBPOTHYECKHM OTEKOM 3K30T€HHbIE CTPOreHb MOTYT
BbI3bIBATH UM YCUJIMBATH CUMIITOMbI @aHTHOHEBPOTHUYECKOTO OTEKA.

* Hapyuwenue pyHKuMH neyeHu.

Ilepeno3npoBka

O ciyuasx nepeao3MpoBKH KOMOUHALIMM ECTO/IEH + STHHUIIACTPAANOI HE cOOBLIANOCH.
CHUMMNTOMbI: TOLIHOTA, PBOTA W HE3HAYMTEIbHOE KPOBOTEUEHUE U3 MOJOBBIX MyTeH y MOJOABIX
JEBYILEK.

Jleyenue: cneunduueckoro aHtna0Ta HeT. ClEyeT MPOBOAMTE CHMIITOMATHYECKOE JIEUEHHE.
BsaumopeiicTBue ¢ 1pyruMu J1leKapcTBEHHBIMU CpeICTBAMH

Bnuanue opyzux nekapcmeennuix cpedcme na Kombunayuio 2ecmooen + IMUHUIICMPAOUON
BosmoxHO  B3auMopeiicTBHE ¢ NIeKAPCTBEHHBIMH  CPEJACTBAMM,  MHIYLMPYIOLIMMHU
MMKpOCOMallbHble (DEPMEHTBI MEYeHU CUCTeMbl LUMTOXpoMa P450, B pesysnbTate 4yero MOKer
YBEIMUMBATLCSA KJIMPEHC MOJIOBBIX TOPMOHOB, YTO, B CBOIO O4Yepe/b, MOXET MPUBOAMTHL K
ALMKIIMYECKMM «TTPOPBIBHBIM)» MATOYHBIM KPOBOTEYEHUAM M/UJIH CHIXKEHUIO KOHTPALIENTUBHOIO
spdexra.

WMHaykuus MUKpocoManbHbIX (hepMEHTOB MEYeHH MOXKET HaG/I0AaThes yXKe uepe3 HEecKoIbKo
AHEH COBMECTHOIO NMPUMEHEHUS M MOKET COXPaHATbCS B T€UeHHE 4 Hemelb MOcie OTMEHbI
npenapara-uHAyKTopa. MakcumanbHas MHAYKUHUS GepMEHTOB 00bIMHO HabII0AaeTCs B TeUeHHE

HECKOJIbKUX HEECIIb.
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Jexapcmeennvie  cpedcmea,  yeenuuusarougue  Kiupenc KomGunauuu  cecmoden  +
ImunurICcmpaouon (ocradnaougue IPhekmugnocms nymem UHOYKUUU MUKPOCOMATbHBIX
thepmenmos  neuenu): GapGurypatsl, GoseHTaH, Kapbamasernm, (EHUTOMH, TPUMHUJIOH,
pudamnuLnH; npenapatbl Ans Aevenns BUU — putonasup, HeBuparnmH, 3(aBUpEH3 U, BO3MOXKHO,
OKckapbasenuH, Tonupamar, genbamar, rpuszeodyibBUH M NpenapaThl, CoAepKALLME 3Bepoboii
NPOABIPSBIIEHHbIM.

Ecau  npenapamoi-undykmopst  muxpocomansvnvlx (epmenmos neuenu npumeHsiomecs
KOPpOMKUM KypCom

JKeHLIMHAM, KOTOpblE MMOAY4aloT JleueHue npenapaTaMu-MHAYKTOPaMU  MHUKPOCOMAaJIbHbIX
(epMEeHTOB B J0MOJHEHHE K KOMOMHALMM TeCTOAeH + STHHHIICTPALMON, peKOMeHyeTcs
BPEMEHHO HCMO/1b30BaTh OapbepHbIii METOI KOHTPALIELIMHM MK BLIOPATH MHO# HErOPMOHAbH blii
METO/l KOHTpaLenu1n. bapbepHbiit MeTO1 KOHTpaLeNLMK (pe3epBaThBbI) CIEAYET UCMONb30BATh
B T€YEHHME BCEroO NMepuo/ia npuema ConyTCTBYIOLMX MPenapaToB U elle B TeyeHue 28 aHel nocse
MX OTMEHBI.

Ecnu  npenapamoi-undykmopbt  MUKpocoManbHbix (hepmMenmos newenu RpuMensiomcs
01umenvHo

Ecnn npuMeneHue npenapata-uHayKTopa MHKPOCOMaIbHBIX (JEPMEHTOB NeYeHH MPOLOIKAETCS
rnocie npuema rmnocieHeil TabJeTKH KOHTPAUENTHBHOIO Mperapara M3 TeKylleil ynaKoBKH,
C/IE/lyeT Ha4YMHATh NpueM TabJeTOK W3 HOBOW ynakoBkM Ge3 OOBIYHOIO nepepbiBa B MpUeme
TabJIeToK.

KeHlMHAM, — KOTOpble — MONY4aloT — UIMTENbHOE — JleYeHHe  MpenapataMu-MHAYKTOpaMH
MHKPOCOMAJIbHBIX (PEPMEHTOB, PEKOMEH/IYETCS PACCMOTPETh MCTIONb30BAHHE HErOPMOHANbHbIX
METO/0B /U obecrieueHns Goiee Hale)KHOrO KOHTPALIEN TUBHOTO 3 (eKTa.

Jlekapcmeennvie cpedcmea ¢ pasiudHbIM 6IUAHUEM HA KTUPEHC KOMOUHAWUU 2echoden +
IMUHUICMPAOUON

[Ipn coBMecTHOM npUMeHeHMM C KOMOWHALMEH recTofeH + OSTUHMJIACTPAAMON MHOMeE
nHruouropsl nporeas BUY unu Bupyca renaruta C n HeHyK/1€03UAHbIE MHTHOUTOPBI 06PATHOI
TPAHCKPHUIITa3bl MOTYT KaK yBEJIMYMBATHb, TAK M YMEHbLIATh KOHUEHTPALMIO 3CTPOreHa MM
nporecrareHa B rjia3me KpoBU. B HEKOTOPBIX ciiydasix Takoe BIMSHHE MOXKET ObITh KIMHUUECKH
3HAuUMMO. B Takux ciiyyasx cienyeT peKOMeHA0BaTh KEHLIMHE A0MOIHUTENbHOE HCIIOIb30BaHHE
GapbepHbIX METOI0B KOHTpPALELIHH.

[Ipn coBmecTHOM npuUMEHEHMH KOMOMHALMKM FECTOAEH + STMHMIICTPAAMOS C MepamMmnaHes oM,
Bemypodernbom, nabpadenndom, moaaduHWIOM MM PyDUHAMMIAOM CHELYeT Y4MTHIBATDH
BEPOSTHOCTb CHUIKEHUSA 3P (PEKTUBHOCTH KOHTpALENLMK BCIEACTBUE YCKOPEHUS MeTaboau3ma

[TOJIOBBIX TOPMOHOB. peKOMCHIIyeTCﬂ MCIOJIb30BaTh AOMNOJHHUTE/IbHBIE METOAbl KOHTpALCILUH
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(BHYTPUMATOUHBIE CPEICTBA MJM MPE3EPBATHB) Ha MPOTSIKEHMH BCErO Kypca COBMECTHOI0
npueMma rnpenapara u B Te4eH1e 2-6 MeCsLeB Mocje ero npeKpaiieHus.

Jexapcmeennvie  cpedcmea,  cnudicarowgue  Kiupenc — Kombumauuu — 2ecmoden  +
IMUHUNICMPAOUOIL (UHSUOUMOPbI MUKPOCOMATIbHBIX (hepMEeHmMOs nevenu)

MouuHble W cpeliHel MOLHOCTH WHIUOHUTOPBI uzopepmenta CYP3A4, Takue Kak a3osibHble
AHTUMHUKOTHYECKHME CPEAICTBA (HANPUMED, MTPAKOHA30J1, BOPUKOHA307, (hIlyKOHA30.1), Bepanamui,
MaKpoJnIbl (HalpuMep, KIapUTPOMULIMH, SPUTPOMULIMH), AUITHA3EM M rpeindpyToBbiii COK
MOryT MOBbILIATL KOHUEHTPALMH B 1J1a3Me KPOBM 3CTPOreHa, MJIM MPOrecTareHa uin ux o6omx.
[Mpumenenue srtopukokcnba B go3ax 60 u 120 Mr/cyT npu COBMECTHOM npueme ¢ KOK,
cozepxkalum 0,035 Mr dTHHUIBCTPaAMONA, MOBbILACT KOHUEHTPALMIO STHHUIICTPAAMOIA B
nnasme kposu B 1,4 M 1,6 pa3a, cOOTBETCTBEHHO. ITO YyBelUuEHME KOHLIEHTpal KK
STUHUIICTPAANOIA CNIEAYET IPUHUMATL BO BHUMaHHe npH BbiGope cootseTcTBytowero KOK s
COBMECTHOIO MPUMEHEHHUS C STOPUKOKCHOOM. [Tono6Hoe B3auMoaeicTBIE MOXKET NPUBOAMTH K
YBEJIMYEHHMIO YAaCTOTbI TPOMO0IMOOIMH 3a CUET YBETMUEHUS IKCTIO3U MM STHHUIICTPATHOIA.
Hecteponatsle npoTHBOBOCHANUTE/IbHBIE MPENapaThi CHUKAIOT dPPEKTHBHOCT KOMOUHALIMM
reCTOAEH + 3TUHUIICTPAHOI.

Bausanue kombunayuu 2ecmooen + smununicmpaduon na dpyzue nekapcmeenisie cpedcmesa
KomOnHaLus recTopen + STMHMIICTPAMON MOXKET BIMATH HA METAabOIN3M HEKOTOPBIX APYTUX
ICKapCTBEHHBIX CPEICTB, BbI3bIBAS M3MEHEHWE WX KOHLEHTPALMMW B Mia3Me KPOBH M B TKaHsX,
HanmpuMep, yBeJM4YuBaTh (LIMKJIOCIIOPHH), UIM CHUKATH (JIAMOTPHUIKHH).

Bsaumooeiicmeue ¢ npenapamamu-cyocmpamamu uzopepmenma CYPIA2

In vitro sTuHMACTPaaMON sBAseTCS 0OpaTuMbIM MHruGHTOpoM CYP2C19, CYP1AL u CYPIA2,
a Taroke HeobpaTumbiM uHruburopom CYP3A4/5, CYP2C8 u CYP2J2. B KiMHHYECKHX
MCCJIEI0BAHUAX NMPUMEHEHHE rOPMOHAIBLHOIO KOHTPALENTHBA, COAEPIKALUETO STHHHIIICTPAAHOI,
HE MPUBOAMIIO K KaKOMY-JMOO MOBBLILIEHMIO WM TMPUBOAUIO JIHLIb K CJ1a6OMy MOBBILIEHHUIO
KoHLeHTpauuii cyoetpatoB CYP3A4 B nna3zme KpoBu (Hanpumep, MHaa30/1aMa), B TO BpeMst KaK
niasMeHHble KoHuUeHTpauuu cybetpatoB CYP1A2 B niazsme MOryT Bo3pacTaTh HE3HAYMTENbHO
(Hampumep, TEODUIIMH) UK YyMEPEHHO (HanpUMep, MeJTaTOHUH M TU3AHUAMH).
DapmakoOUHamuyeckoe 63aumodeiicmeue

[Ipu nposeseHMM KIMHMYECKMX MCCNENOBAHMIT C y4acTMEM MNALMEHTOK, MOJYHAIOLMX KypC
Tepanuu BupycHoro renatuta C (KOMOMHALMIO JIEKAPCTBEHHBIX MPENapaToB, COAEPKALIMX
OMOHMTACBMp, MapUTANPEBUP, PUTOHABHMP, JacalyBUp B COYETAHWM C PUOABUPUHOM MM Ge3)
MOBBILIEHWE aKTUBHOCTH ajaHuHamuHoTpaHcdepassl (AJIT) Gonee yem B 5 pa3 Bbllue BepXHeit
rpaHuLbl HOPMbI ObIIO yalle 3aperMcTPUpOBAHO Yy NALMEHTOK, npumenstommx KOK,

COAEPIKALLIUE STUHHUIIDCTPAHUOII.



OcoOble ykazanus

Ecnu kakue-nm6o u3 cocrosuuit/3abonesannii uam (axTopoB pucka, yKazaHHbIX HIXKeE, HMEIOTCS
B HACTOALICE BpEMA, TO CICAYET TIIATE/ILHO B3BECHTH MOTEHUMAIbHbIA PUCK M OXKMAAEMYHO
none3y npumenenus KOK, B Ttom umcne npenapara [Tnannmdenc® recto 20, B Kaxaom
MHAMBUAYaIbHOM Cilydae 1 00CY/IMTb €ro ¢ XKEHIIMHOM 10 Hauana nprema npenapara. B ciyuae
yeyrybneHus, yCUIEHUs WX NEPBOTO NPOSBIEHUS TOBOrO U3 ITHX COCTOsIHU, 3a00s1eBaHUM UK
(akTOpoB pHcKa, XKEHIIMHA J0/IKHA MPOKOHCYIbTUPOBATBCS CO CBOMM BPAuyOM [Isi pelIeHMUs!
BOMPOCa O NMpeKpalleHny npuema npenapara.

Puck pazeumus BT u AT

Pe3ynbTaThi SMHMAEMMONOrMYECKMX MCCTe10BAHMI YKA3bIBAIOT HA HATMYME B3AUMOCBS3N MEeX 1y
npumereHnem KOK v noBbileHHeM 4acTOTbI pa3BUTHS BEHO3HBIX U apTepuanbHbIX TPOMOO30B U
Tpomboombonuit (takux kak TIB, TDIJIA, WHpApKT MHOKapaa, uepeGpoBacKyIApHbIe
Hapywienus). JlatHble 3a601€BaHMs perncTpupyoTes peiko. [10BbIleHH blit puck pazsutus BTD.
CeasbiBaemblit ¢ npumenennem KOK, o6yciioBiien HainuMeMm B ero cocrape actporeHa. KOK,
COACpXALUME B KAaYECTBE MPOreCTareHHOr0 KOMIOHEHTA JIEBOHOPreCcTpes, HOPrecTUMar MJu
HOP3THCTEPOH, CBA3AHBI C CaMbIM HU3KUM puckom BTD. Ipu npumenennn apyrux KOK, takux
KaK KOMOMHALMS FeCTOMCH + STUHUIIICTPAANOIN, PUCK pa3BuTis BTD B 2 pa3sa Bbiwe. Boibop B
nonb3y KOK ¢ Gonee Bbicokum prckom passutus BTD MoxkeT 6bITh caelaH TOABKO MoCie
KOHCY/IbTALMH C JKCHIUMHOH, MO3BONIAIOLEH YOEANTLCA, YTO OHA MONHOCTHIO MOHMMAET PHCK
BTD, cBs3anublil ¢ npuemMoM IaHHOTO KOHTpPALENTHBA, BIANAHUS nperapara Ha CyLIeCTBYIOLIHE
hakTopel pucka u TO, YTO puck pa3BuTHs BTD MakcumaieH B MEPBbIA roa npueMa Takux
npenapatoB. [10BILIEHHbIH PUCK OTMEUaeTCs U NPy BO306HOBICHMH npUMeHeHns KOK (mocne
NEPEPLIBA MEKAY NPUEMaMH npenapara B 4 Hejenu U Gonee). [ToBblLeHHBIH puck pa3BuTHs BTD
MPUCYTCTBYET NPEUMYLLECTBEHHO B T€YEHHE MEPBLIX 3 MECALIEB.

BTO Moxer okasaTbest sku3Heyrpoxkarouieil uian npuBecTH K JeTanbHOMy uexoay (B 1-2 %
cayyaes). BTO, nposisastowascs B sune TI'B, w/unu TDJIA, MoxeT npousoiitu MPU NPUMEHEHUH
mo6eix KOK.

Kpaitne peako npu npumenennn KOK BozHukaer TPOMOO3 APYyruX KPOBEHOCHBIX COCY/0B,
Harnpumep, Me4YeHOUHbIX, OPLDKEEUHBIX, MOYEUHbIX, MO3rOBbIX BEH M apTepHil MK COCYAOB
ceTyaTKH riasa.

EanHoe MHeHMe OTHOCHTENBHO CBSI3M MekKLy BOBHMKHOBEHHEM 3THX COOBITHII K NPUMEHEHUEM
KOK orcyrctsyer.

Cumnrombl TI'B: 0HOCTOPOHHHMI OTeK HMIXKHEH KOHEYHOCTH MM MO Xo/ay BeHsl, 601b MK
JUCKOM(OPT TOJIBKO B BEPTHKAIBHOM [OJOKEHUM MM MPU XOAbOE, NOKATbHOE MOBBILIEHHE

TEMNEPATypbl, MOKPACHEHHUE UK UBMEHEHUE OKPaCKH KOXHbIX MMOKPOBOB B HOpa)KeHHOﬁ HUXHEH
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KOHEYHOCTH.

Cumnrombl TOJIA: 3aTpyAHEHHOE MM yyallleHHOE AbIXaHKe; BHE3AMHbIi Kallesb, B TOM YHCIE C
KpoBOXapkaHuem; ocTpas 60/b B rPyaHOI KJIETKe, KOTOpasi MOXKET YCHIIMBATBLCS MPHU IyGOKOM
BJOXE€; YYBCTBO TPEBOrH; CHJbHOE TOJIOBOKPY/KEHHE; YYAllEHHOE WM HEperyaspHoe
cepauebuenre. Hexotopble M3 ITHUX CHMNTOMOB (HamnpuMep, O/bIIIKA, Kallejb) SBISIOTCS
HecreuMGUuecKMMU U MOTyT ObITh MCTOJIKOBaHbl HEBEPHO KaK MPU3HAKM APYrux 6ojee 4acto
BCTPEHAIOLMXCS U MEHEE TSKEIIbIX 3a00seBaHmii (HanpuMep, MHEKLMs JbIXaTelbHbIX MyTei).
ATO MOXKET NpUBECTH K MHCYJbTY, OKKIIO3MU COCYA0B MM MH(BAPKTY MHOKapaa. CHUMITOMbI
MHCY/IbTA: BHE3anHas c1aboCcTh MM MOTeps UyBCTBUTEILHOCTH JIML@A, KOHEYHOCTEH, 0COBEHHO ¢
O/IHOM CTOPOHBI Tejla, BHE3aNHass CHYTAHHOCTb CO3HAHMSA, CMJIbHAS WJIM TPOAOKUTEbHAS
rosioBHas 60/1b 6€3 BUAMMOMN MPUUMHDI, OZHO- UM JABYXCTOPOHHSS MOTEPS 3pEHHs; NPoOaeMbl ¢
peyblo U MOHWMAHWEM; BHE3aMHOE HAPYLIEHNWE MOXOAKH, IOJ0BOKPYKEHUE, NOTEPsi paBHOBECHS
WM KOOPAMHALMH JIBMXKEHUH; BHE3aMHas MOTepsi CO3HAHMS MM OOMOPOK C MPUCTYIIOM CYA0pOr
unn 6e3 Hero. Jlpyrue npu3HaKu OKKIHO3MM COCYJAOB: BHe3anHas 60jib, OTEYHOCTh M
He3HAuMTe/IbHas CUMHIOLIHOCTh KOHEYHOCTEH, «OCTPBIH» HKHUBOT.

Cumnromsl uHdapkra Muokapaa: 60ib, AMCKOMDOPT, AaBJIEHHE, TAKECTb, UyBCTBO CHKATHS MU
pacrupaHus B rpyau WK 3a FPYyIAMHOl ¢ Mppaaraumeit B CIMHY, YeI0CTh, BEPXHIOK KOHEUHOCTD,
00/1aCTh 3MUracTpus; X0JM0AHbBII MOT, TOLIHOTA, PBOTA MIIK FOJOBOKPYXKEHHUE, CHIIbHAs c1aboCTh,
TpeBOra WM OJbIILIKA; y4YallleHHOEe WM HeperynaspHoe cepaueduenue. ATD mMoxeT okazarbes
’KM3HEYrpOXKatolLei U NPUBECTH K JIETaTbHOMY UCXOLY.

Y KEHLIMH ¢ COYETAHUEM HECKOJIbKMX (haKTOPOB PUCKA MITH BBICOKOM BBIPAXKEHHOCTHIO OJHOIO
13 (GakTOpOB ClEAYET paccMaTpUBaTh BO3MOXKHOCTh MX B3aUMOYCHIIEHHs. B Mogo0HBIX ciyyasx
CTEereHb MOBLILIEHUs PUCKA MOXKET OKa3zaTbcsl 60J1ee BLICOKOMH, YeM MPU MPOCTOM CYMMHUPOBAHUH
hakropoB. B aTom ciyuae npuem npenapata [TnannXKenc® recto 20 npotusonokasa.

Puck passutus TpomGo3a (BEHO3HOro W/WIKM apTepUaibHOro) UM TPOMOOIMOOIHMK WK
LepeOpoBacKyISIPHbIX HapyLIEHHI MOBbILIAETCS:

- C BO3pacToM;

- Y KypALIMX JKEHIUMH (C yBEJIMYEHHEM KOJMYECTBA CMrapeT WM MOBBILIEHHEM BO3pacTa
PHCK HapacTaeT, 0COOEHHO B Bo3pacTe crapiue 35 seT);

- Npy HaMYUKM ceMeiHoro aHamHesa (Hanpumep, BTD wuau ATD y Oauskux
POACTBEHHUKOB MJIM poauTeneil B Bo3pacte meHee 50 ner). B cinyuae HacnencTBeHHOH WM
NpUOOPETEHHOM MPEAPACON0KEHHOCTH, XKEeHIUUHA 10/KHA ObITh 0OCMOTPEHa COOTBETCTBY FOLLIUM
CrELMaJMCTOM U1 pPELeHUs Bonpoca o Bo3MoxHocT npuema KOK;

- npyu okUpeHnu (MHAeKe Macchl Tena Gonee 30 Kkr/m?);

= NpHu AACTTUTIONPOTEUHEMU U,
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- Npu apTepuanbHON rUNepTeH3MH;

- MPU MUTPEHH;

- Mpy 3a00/1€BaHUM KJ1aNaHOB CEPLa;

- npu GubpuUnsLMKM Npeacepanii;

- B Cllyyae JUIMTENbHOH WMMOOMIIM3ALIMK, CEPbE3HOr0 XMPYPrMYECKOro BMELLATENbCTBA,
Mo0oii orepalun Ha HUKHUX KOHEUHOCTSX, B 06/1aCTH Ta3a MM OGLMPHOM TpaBMbl. B 3Tux
Cryyasx ciaenyet npekpatute npumererre KOK (B ciyuae ninanupyemoii onepaiuu, no kpaitteii
Mepe, 3a 4 HeJle/lM 10 BMELIATENbCTBA) W HE BO30GHOBIIATH MPUEM B TEUEHHE 2-X HeAelb Moce
MOJIHOTO BOCCTAHOBJIEHMsS MOOMJIBHOCTH JKEHIUMHBI. Bpemertas ummoOunusaums (Hanpumep,
aBHanepesieT JIMTeIbHOCTBIO DoJiee 4 4acoB) TaKKe MOKET SIBISTHCS (HAKTOPOM pUCKa Pa3BHTHS
BTD, ocobenHo npu Hanuuumn Apyrux GpakTopos pucka.

Boripoc 0 Bo3MOXHO#H posiu BAPUKO3HOTO pacluMpeHns BEH M MOBEPXHOCTHOrO TpomGodieGuta
B passutun BTD ocraercs cropubiM. CiieayeT y4MTbIBATH MOBbIIEHHBIH PUCK Pa3BUTHS
TpoM605MB0.IHMit B MOCIEPOIOBOM MEPHOIE.

Hapyuwienus nepudepuueckoro kpoBooOpallieHHsi Tak)Ke MOCYT OTMEUaThCs NP CaxapHoM
nnabere, CHCTEMHOM KPacHOi BOTYAHKE, reMOIMTHKO-yPEMHUYECKOM CHHAPOME, XPOHHYECKHUX
BOCMAINTE/bHBIX 3aboneBaHuAX KuuleuHuka (Gone3sHb KpoHa Wiv s3BeHHbIH KOJMT) M
CEpPIOBUAHO-KJIETOUYHOMU aHEMHUH.

YBe/NM4YeHHE YaCTOThl U TAKECTH MUIPEHH (4TO MOXKET MPE/ILECTBOBATh LepeGpoBaCKYIsPHBIM
HapywieHusm) BO Bpems mnpumeHenuss KOK sBisercs ocHOBaHMEM Ul HEMEUIEHHOTO
NpeKpalieHus npruemMa 3TUX Mpernaparos.

K Onoxumuyeckum nokasatensiv, yKa3blBalOLIMM Ha HAC/IEACTBEHHYIO WM MPUOBPETEHHYIO
MPEApacnoNokKEeHHOCTb K BEHO3HOMY WIIM apTepUaibHOMY TPOMOO3Y OTHOCATCS: PE3UCTEHTHOCTD
K aKTHBMpOBaHHOMY mnpoTeuHy C, runepromouucreMHemus, aeduuUMT aHTHTpomOuua IlI,
pepuuut nporerna C, aebuuut nporenna S, antudoconMnuaHble aHTUTeNa (AaHTUTENA K
KapAMOJIMIKHY, BOJYAHOYHbIM aHTUKOATYJISHT).

[Ipn oueHke COOTHOLIEHMS PUCKA M MMOJIb3bl CIEAYET YYMTHIBATh, YTO AAEKBATHOE JICUEHME
COOTBETCTBYIOLIETO COCTOAHMA/3a00€BaHUs MOXKET YMEHBLINTh CBSI3aHHBIH C HUM pHCK
Tpombo3a.

Onyxonu

Haubonee cyuwecrsenHbiM dakropoM pucka pasButusi paka wweiiku matku (PLLIM) sBnsercs
nepcucTUpytollas nanuiaoMaBupycHas uHpexuus. Mmetores cooblueHus 0 HEKOTOPOM
nopiwieH pucka passutus PLLUIM npu anurenshom npumenenun KOK. Opnako cBsizb ¢
npuemom KOK ne nokazana. CoxpaHsOTCS POTMBOPEYMS OTHOCUTEIBHO TOTO, B KAKOii CTENeHH

5TUX JaHHbIC CBfA3aHbl CO CKPUHHWHIOM Ha MNpEeAMET MNaToJOruu WEeHKU MaTKu MW C
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OCOOEHHOCTAMM 110JI0BOrO MOBeAeHUs (6onee peaKkoe MpUMEHEHHE OapbepHbIX METOL0B
KOHTpaLemnLuu, 60ibllee KOMTUYECTBO MOJI0BbIX NapTHEPOB).

Mera-aHanu3 54 3nuaeMHONIOrMYECKHX WCCIENOBAHMI MOKA3ak, YTO HMMEETCS HECKONbKO
MOBBILICHHbIH ~ OTHOCHUTE/NbHBIH  PUCK  Pa3sBUTHS  paka MOJIOYHONH  JKene3bl (PMIX),
AWArHOCTMPOBAHHOIO y KeHIMH, npuHumatomx KOK B HacTosiee Bpems (OTHOCHTENbHbI
puck 1,24). TToBblleHHbIH PUCK MOCTENEHHO Mcue3aeT B TeueHue 10 et nocie npeKpaleHus
nprema STUX npenapatos. B cBs3u ¢ tem, yto PMIK ormeuaercs peako y xeHunn go 40 ser,
yBelnieHne Koauuectsa ciydaes PMIK y skenimn, npunnmatomx KOK B Hactosiiee Bpems
WK TPUHUMABLIMX HEIABHO, ABJISIETCSA HE3HAUMTEIIbHBIM 110 OTHOLIEHHUIO K 06 LLEMY PUCKY 3TOrO
3abosieBanns. Ero cBa3b ¢ npuemom KOK He nokasana. HaGmonaeMoe nosblieHme pHUCKa MOXKET
ObITh TakxKe caeacTBUeM Gosiee paHHeit AnarHocTikn PMOK Y KeHMH, npunumatowmx KOK (y
HUX JIHAarHOCTUPYIOTCS Oosiee paHHHE KiuHMYeckhe (HOPMbI paka MOJNOUYHOM JKee3bl, HeM y
KeHWMH, He npuMeHsBwnx KOK), 6uonornueckum neiicteuem KOK unm coueranuem o6oux
3THX (haKTOpPOB.

B peaxnx ciyuasx na pone npumenernus KOK na6tonanocs paseurie J100pOKayeCTBEHHbIX, a B
KpaiHe peiKMX - 3JI0KaYECTBEHHBIX OIMyXOJIei MeYeHH, KOTOpble MPUBOMMIN K yrpoxaroiemy
KM3HM BHYTPUOPIOLIHOMY KpOBOTeYeHHMIO. B ciyuae nosBiAeHMs CHIbHBIX Goleil B 061acTH
’KMBOTA, YBEJIWYECHMA MEYEHU WM MPU3HAKOB BHYTPUOPIOLIHONO KPOBOTEYEHHMS ITO ClEAYET
YYUTBIBATH MPH MPOBEAEHUH AU PepeHLInanbHOro MarHosa.

Hpyzue cocmosnus

Y IKEHUWHMH C runepTpurinuepuaeMueii (Miv npu HaJMuMM 3TOMO COCTOSHMS B CEMEHOM
aHaMHe3e) BO3MOXHO MOBBILIEHHE PUCKA PAa3BUTHs MaHKpeaTuTa Bo Bpems npuema KOK.
Hecmotpst Ha 1o, 4TO HEGObIIOE MOBBILIEHHE APTEPHALHOTO J1aBAEH S GbLIO OMHCAHO Y MHOTHX
KeHWMH, npuHnmatonx KOK, kivH1yeckn 3HaunMble MOBbILLIEHHS OTMEUAIUCh peako. Tem He
meHee, ecan Bo Bpems npuema KOK pa3BuBaeTcs cTOWKOE KIMHMYECKM 3HAYMMOE MOBbILLIEHHE
apTepUAIbHOrO JaBjieHus, ciaeayer npekpatuth npuem KOK W HauaTh aHTUrHNEPTEH3UBHYIO
tepanuio. [Tpuem KOK MOKET GbITb MPOAOIIKEH, €C/M ¢ NOMOLLBIO TMIOTEH3MBHBIX NPENapaToB
AOCTUTHYTbl HOPMallbHbI€ 3HAYEHHSI apTepHabHOro AaBieHHs. JKEHIUMHBI C apTepuaibHO
FMNEPTEH3MeHl B aHaMHe3e WM 3a00NeBaHUAMM, KOTOpbIE acCOLMMPYIOTCS ¢ apTepHaibHOI
runepTeHsuei (BKiouas HapylweHus (QyHKUMH M0YeK) AOJKHBI MPUMEHSTh APYrHe METO.bl
KOHTpaLenuuu. Eciiv )KeHIMHbI ¢ apTepuabHOI rUMepTeH3neil 1e1atoT BbIGOp B N0J1b3Y NpHeMa
KOK, 10 32 HUMH HEOOXOAMMO TLIATENBLHOE MEAULIMHCKOE HAOIIOAEeHHE.

Cnenyrole  COCTOSIHMSA, Kak cooOWANOCh, pa3BUBAIOTCS WM yXyAIIAOTCS KaK  Mpu
Gepemennocty, Tak u npu npueme KOK, Ho ux cBsizb ¢ npuemom KOK He nokazaHa: skenrtyxa

Wiy 3y, CBA3aHHBIA C XonecTa3oM; o0pa3oBaHWe KaMHEH B JKEAYHOM My3blpe; nopdupus;
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CHCTEMHAas KpacHas BOJYaHKA, IeMOJIMTHKO-ypeMHYeCKuii cuHapom; xopes CuaeHrama;
reCTaLMOHHbIH repriec; roteps ciyxa, CBS3aHHas ¢ OTOCKIEpPo3oM. Takxke OnMMCaHbl Clyyan
pa3BuTHs Gone3nn Kpona n s3BeHHOro koamra Ha houe npumenerns KOK.

Y KEHUMH C Hac/IeAICTBEHHBIMM (hOPMAMK aHFMOHEBPOTHYECKOTO OTEKA K3OrEHHble 3CTPOreHbl
MOTYT BbI3bIBATb WJIM yXYALIATH CHMIITOMbI @HIMOHEBPOTHYECKOINO OTEKA.

[Tpu nprMeHeHnn npenapara BOIMOXKHO Pa3BUTHE XJ10a3Mbl, 0OCOBEHHO Y JKEHILMH C HATHUMEM B
aHaMHe3e XJ10a3Mbl OepeMeHHbIX. JKeHUIMHbBI CO CKIOHHOCTBIO K X/10a3Me BO Bpems nprema KOK
JIOJKHBI M30eraTh JUIMTENbHOrO NpeGbiBaHMS HA COJHLE M BO3AEHCTBHS YIbTPAadHONIETOBOrO
U3Jy4YeHHUs.

[Tpn octpom uin 0GocTpeHMM XpoHMUECKoro 3a601eBaHms NeueHH ClelyeT NPeKpaTHTb npuem
npenapara, roka rokasaresi GyHKUNU NMeYeHH He BEPHYTCH K HOpMe. PeLMaInB XonecTaTHYecKoi
KEITYXH, KOTOpas pa3Buach BEpBbie NP OEPEMEHHOCTH MM MPE/bIAYLLErO NPUEMA MOTOBBIX
ropmMoHoB, TpebyeT npekpateHus npuema KOK.

Xotst KOK MoryT oka3sbiBaTh BIHAHHE HA HHCYJIMHOPE3UCTEHTHOCTD M TOJIEPAHTHOCTD K [ITIOKO3E,
HET HEOOXOAMMOCTH H3MEHEHHS TEPaNeBTHYECKOr0 PeXMUMa Y NaLMEHTOK ¢ caxapHbiM AMabeToM,
MPUMEHSAIOWMNX  HU3KoAo3upoBaHHbie KOK (<50 wmkr stunuisctpaauona). Tem He MeHee,
KEHILMHAM C CaXapHbIM 11abeTOM HEOOXOAMM TLIATENbHbI KOHTPOIIb KOHLEHTPALMH FTIOKO3 b
B KPOBM BO BpeMs npumeHenus npenapara. Ha ¢one npuema npenapara [MnanndXenc® recro 20
MOXET OTMEYAThCsl yXYALIEHUE TEYEHUS IHIOTEHHOM JAETPECCHH U TUIENCHH.

Meouyunckue ocmompet

[lepen Hayanom wunn Bo3oGHOBieHHEM mnpuMeHenus npenapata [InanndKenc® recto 20
HEOOXOAMMO 03HAKOMHMTBCS C aHAMHE30M XKM3HHU, CeMEMHbIM aHAMHE30M JKEHILUUHBI, POBECTH
TulaTebHoe ObleMeAMUMHCKOe (BKIOYas u3MepeHne AJl, 4acToThl cepaeuHbIX COKpALLEHHil,
OMnpe/Ae/IeHHe HH/IEKCa MacChl TeJla) U TMHEKOJIorMueckoe obcie1oBaHue, BKIKOYas oocae10BaHme
MOJIOUHBIX JKeJIe3 M LIMTOJOrMYECKOE MCCleoBaHue cockoba ¢ IelKkd matku (TecT Mo
[Tanannkonay), uckmouuts GepemeHHOCTb. Kpome TOro, cieayeT WMCKTIOUMTbL HapylIeHUs
CHUCTEMBI CBEPTbIBaHUS KPOBH. OOBEM JOMOIHUTEIBHBIX UCCIIEIOBAHHI M YaCTOTA KOHTPOIbHBIX
OCMOTPOB  OMPEAENAOTCS HHAMBUAYAIbHO. OObLIYHO KOHTPOJbHbIE 00C/IENOBAHMS ClENyeT
NMPOBOAMTL HE pexe | paza B 6 MecsleB.

Kenwuna nomkHa ObiTh npouHdopmupoBana, uto mnpenapar ITnaumdKenc® recro 20 wme
npenoxpatser ot BUU-undexuuu (cunapom npuobperentoro ummynopepuuuta - CITUI) u
Apyrux 3aboJieBaHUM, NepeatoLUXCsl MOJTOBBIM MMy TeM!

Cruscenue yghghekmusenocmu

Cuwkenue sddexruBHocTr npenapata [lnanuXKenc® recro 20 moxer npowmsoiith B cayuae

npornycka mnpuema rpenapara, KeayJ04YHO-KUIUEYHBbIX paccTpoicTB (cM. pasgen «Cnocob
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MPUMEHEHUS U J103bI») WM B pe3y/lbTaTe JeKapCTBEHHOrO B3aWMOIEHCTBMA (CM. pasien
«B3anmozeicTBIe C APYrUMHU IEKAPCTBEHHBIMU CPEACTBAMMUY).

Bauanue na xapakmep kposomevenus

Ha ¢one npumenenus KOK moryT ormeuaTses HEperysipHbie (aUMKIMYECKUE) KPOBOTEUEHHSI
(«Maxylune» KpOBSHUCTbIE BBIACNCHHS WM/WIM «IPOPbIBHBIE» KPOBOTEUEHHS), OCOBEHHO B
TEUCHHUE MEPBBIX MECALEB NpUMeHeHUs. [103ToMy oLeHKy MoObIX HeperyspHbIX KpOBOTEUEHHit
ClIeAyeT MPOBOAMTL TOJBKO MOC/E MEpUOja aaanTallu, COCTABISIOLIErO MPUMEPHO 3 LKA
npuemMa npemnapara.

Ecin HeperynspHble KpOBOTEUEHMS MOBTOPSIOTCA WM Pa3BUBAIOTCS MOCHE NpeaLIECTBYOUMX
PeryispHbIX LHMKIOB, CJEAYeT TMPOBECTH TIATe/]bHOE 0oOC/e10BaHUE A1  MCKIIKOYEHUs
3/10KaUYeCTBEHHbIX HOBOOOPa30BaHUii U1K GepeMEHHOCTH.

Y HEKOTOPBIX JKEHLIMH BO BPEMs NepepbiBa B NpHeMe TabJIeTOK MOKET Pa3BUThCS KPOBOTEUEHHE
«otmenbl». Eciu npruem KOK npoBoausics B COOTBETCTBUM C yKa3aHMSMH, TO GepeMEeHHOCTb
MajnoBeposiTHa. Tem He menee, ecn 10 storo npuem KOK npoBoauics HeperymspHoO UM, eciiu
OTCYTCTBYIOT MOAPSAA 1Ba KPOBOTEUEHHS «OTMEHbI», TO [0 MPOJODKEHMs Mpuema rpenapara
HEOOXOAMMO UCKITIOYUTL GEPEMEHHOCTD.

Cruncenue nacmpoenus u denpeccus

JlenpecciBHOE HACTPOEHHE M JIETPECCHs SBISIOTCS W3BECTHOM HEXKeNaTebHON peaklueit npu
MPUMEHCHUH  TOPMOHAJIbHBIX ~ KOHTpauenTHBOB. Jlenpeccus MoxeT ObiTb  CEPbE3HBIM
paccTpoNCTBOM M SIBIISETCH U3BECTHBIM (HAKTOPOM PUCKA CYMLIMAATIBHOTO MOBEAEHHMS M CYMLIMAA.
CrenyeT peKOMEH/10BaTh XKEHLUNHE 00PATUTBCS K CBOEMY Bpauy B CJydae MOSAB/ICHUS H3MEHEHHMIA
HacTpOEHMWs M CMMNTOMOB JIENPECCHH, B TOM 4YMCIE, BCKOpE T[0CJIe Hayana rpuema
KOHTpALENTUBHOrO Npemnapara.

Bauanue na nokazamenu naéopamopmsix mecmos

[Ipnem KOK MoxeT BAMATL Ha pe3y/ibTaThl HEKOTOPbIX J1aGOPaTOpHLIX TECTOB, BKIHOYAs
rnokasareu (QyHKUMHM MEYEHH, MoYeK, LIMTOBUAHON HKeNe3bl, HAAMOUEYHUKOB, KOHLEHTPALIMIO
TPAHCIOPTHBIX OE/IKOB B M1a3Me KpoBH, GpakL MK JIMIKIO0B, MOKA3aTeIN YIIIEBOAHOrO 0OMeHa,
napamMeTpbl Koaryisiuuu W (GuOpunonmsa. M3menenus o6blYHO oOcTaloTCAs B npejenax
HOPMAIbHBIX (DU3MOJIOMMYECKUX 3HAYEHHIA.

Bauanue na nokazamenu (pynkyuu neuenu

OnHoBpeMeHHOe NMPUMEHEHHE  TMpenaparoB,  COAECPXKALUMX  ITHHWIICTPAAMON, ¢
MPOTHBOBUPYCHBIMU ~ TIperaparaMi  MpAMOro  JeHCTBMS,  COAEpXKALUMMHU  OMOMTAcBUP,
napuTanpeBup, pUTOHABUP, 1acabyBUp B COUETAaHUM C pUOABUPUHOM MK €3, aCCOLIMUpPYETCS ¢

noBbllIeHUeM akTuBHocTH AJIT.
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B cnyuae neobxommumoctn nposesnerus Kypca Tepanuu naHHOK KOMOMHauMeil npenapartos
MallMeHTKA, NPUMEHAIOLIAA KOHTpaUenTHBHbIA npenapat [TrannXKenc® recro 20, nomkHa GbITh
MIEPEBE/ICHA HA A/IbTEPHATHBHbBIC METO/Ibl KOHTPALENLMM (HEFOPMOHAJbHbIE HJTH KOHTPaLENTHBBI,
COAEPXKALLME TOJILKO recTareH) 10 Hauana Kypcea jedeHus. Bo3o6HOBUTS NpUEM KOHTpaLenTHBa
MOXHO HE paHbLLe, YeM 4Yepes 2 HeJe/ln Nocie OKOHYaHUs Kypea TEpanuu NpOTUBOBUPYCHBIMH
npenapaTamu.

Bunsinue na cnoco6uocrs ynpapasts TPAHCNIOPTHBIMHU CPEACTBAMHU U MeXaHU3MAMH
[Ipyem koHTpauenTuBHOroO npenapara ITnanuXKenc® recto 20 He okasbiBaeT BAMSHMe Ha
CMOCOGHOCTD YNPaBIATH TPAHCIOPTHBIMMU CpeACTBAMU U MEXaHH3MaMH.

®opma BbINycKa

Tabnerku, nokpeiThie 000/104KOM, 75 MKT + 20 MKT.

Hepsuunan ynakoska nexapcmeennozo npenapama.

[To 21 Tabnerke B KoHTYpHYIO SIMEHKOBYIO YIAKOBKY M3 MJIEHKH MOJMBUHHUJIXJIOPUIHOM U GOsbIH
TOMMHHUEBO#H IME€YaTHOM 1aKUPOBAHHOM.

Bmopuunas ynaxoska nekapemeennozo npenapama.

[1o 1 koHTYypHOI sueiikoBO# ynakoBKe BKIEHBAIOT B KHUXKKY-packiaayuky u3 kaproua. [1o 1 wiu
3 KHWKKM-pACK/IafylUIKh M3 KapTOHAa BMeCTe ¢ PaBHBIM  KOJMYECTBOM CaAMOKJIEALLIUXCS
Ka/eHaapei npuemMa u HHCTPYKLMEH Mo NPUMEHEHHIO 3aNeyaThiBalOT B NPO3pavyHyIO MIEHKY M3
MOJIMNpONKICHa C HAHECEHNEM OTPBIBHOM JIEHThI. Ha nyieHKy MOeT GbITh HaKIeeHa STHKETKA M3
Oymaru.

YeaoBusi xpanenus

B 3auwmienHom ot cBeta mecte npwu Temreparype He Bbliue 25 °C.

XpaHuTb B HEAOCTYIIHOM 15l €Teii MecTe.

YeaoBus ornycka

Ornyckator no peuenry.

Cpok roanoctu

3 rona.

He npumensats no ucrevennu cpoka roanocty.

IIpousBoauTenn

000 «Dapmacunres-Tiomenb», Poccus

r. TromeHs, 7-0i1 kM Benmkanckoro TpakTa, 1. 2

Ten.: (3452) 694-510
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Biajeneu perucTpaunoHHoro yaocroBepenus/
Opranunzauusi, npUHUMAIOILAS IPETEH3UH OT noTpeduTe e
000 «®apmacunres-Tromenb», Poccus

625059, r. TromeHs, 7-0ii kM Benwxanckoro Tpakra, i. 2

Ten.: 8-800-100-1550

www.pharmasyntez.com

I_I : . sk, ‘K/M(-,'C\
peacTaBUTENb o o
/& O -

000 «®apmacunres-TromMeHb»

Manélx H.1O.
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