MHUHHUCTEPCTBO 3JIPABOOXPAHEHUSI POCCUICKOM DPEJTEPALIUHA

MHCTPYKIIMSI
11O MEITMIITUHCKOMY ITPUMEHEHMUIO JIEKAPCTBEHHOT O ITPEIIAPATA

IMaannKenc® recro 20

Perucrpaunonusiii Homep:

Toprosoe nanmenosaunue: INnannKenc® recro 20
['pynnuposounoe nanmenoBanme: recToseH + yTHHUIICTPALHOI
Jexapcrsennas gopma: TabneTkH, NoKphIThie 0607104KO#
Cocras

1 mabaemka npenapama cooepiycum:

Hopo mabnemru:

Heticmeyiowue sewecmea: rectonet - 0,075 mr, 7tv Huaactpaauosn - 0,020 mr.
Benomozamenvnvie 6ewecmea: Kkpaxman kykypysusiii - 15,005 Mr, 1akTo3sl MOHOruapar -
52,000 mr, HaTpus Kanbumus sgetat - 0,100 mr, nosugon K25 - 2,400 mr., HaTpus cTeapundymapar
- 0,400 mr, uenonosza mukpokpuctannuueckas 200 - 10,000 mr.

Obonouxa mabaremxu: caxaposa - 6,000 mr, makporos 6000 - 0,600 mr, nosuzon K90 - 0,050 mr,

KOMOBHIOH (KoaiuaoH VAG64) - 1,500 mr, maruus ruapoxkcukapbonat - 0,200 mr, Tanbk -
1,200 mr, kanbumsa kapGonar - 0,400 mr, KpacuTeb JkKese3a OKcHa KenThiii - 0,050 mr.
Onucanne

Kpyribie 1BOSKOBbINyK/Ible TaGACTKH, MOKPbITbIE 060MOUKOM OT CBETI0-XKEITOr0 10 HKEITOro
useta. Ha nonepeuHom paspese sapo tabnetku 6e10ro uan noyTH 6e10ro 1sera.
®apmakoTepaneBTHYECKasl rpynna

KonTtpauentusHoe cpeacto koMGHHMpOBaHHOE (3CTPOreH + recrareH)

Koan ATX: GO3AA10

dapmakoJa0rnyeckue cBoiicTaa

DapmakoouHamuxa

IMpenapar T[TnannXenc® recro 20 - HU3KOJ03MPOBAHHBIA MOHO(A3HBIH  NepopasIbH blii
KOMOMHMPOBaHH bl KOHTpaLenTHBHbI npenapar (KOK).

Koutpauentushbiii 3 dekT KOMOMHALMM TrecTOAeH + ITMHMASCTPAAMON OCYLLECTBASETCS
MOCPEACTBOM B3aUMOJIONOHAIOIMX MEXAHU3MOB, K Haubosiee BKHBIM M3 KOTOPBIX OTHOCSHTCS
MOJABJICHUE OBYJISILIMM (BO3ACHCTBYS HA LIEHTPa/IbHBIE U NepUdepruiecKue MEXaHU3Mbl, YrHETaeT
CEKPELHMIO TOHALOTPOMHBIX TOPMOHOB TrUNO(GH3a M TOPMO3UT co3peBaHHe (DONTHKYJIOB),

MOBbILIEHNE BA3KOCTH CEKpeTa LeHKH MAaTKK (3aTPyJAHEHO NMPOHUKHOBEHHE CNEPMATO30MIOB B
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MOJOCTb  MAaTKM) M M3MEHEHMS B  JHIOMETPHH, MPEnATCTBYIOME  MMIIAHTALIMK
OMNJIOIOTBOPEHHOM AHLIEKIIETKH.

Y okeHwuH, npudumaowmnx KOK, uukin cranosurtes Gosee peryasipHbIM, YMEHbLIAOTCA
00/1Ie3HEHHOCTL M MHTEHCHBHOCTH MEHCTPYasIbHOMOAOGH bIX KPOBOTEYEHHIi, B pe3yjibTaTe yero
CHMIKACTCS PUCK Kene30aeGuUUTHON aHeMun.

[Tpu npasunbHOM npumexennn unaekc Mepns (nokaszarenn, OTPaXAIOLLM YaCTOTY HACTYI/IEHHUS
GepemennocTH y 100 xeHWMH B TeyeHue roaa MPUMEHEHHUs KOHTPALENTHBA) COCTAB/ISET MEHee
1. [pu HenpaBHiILHOM NpUMEHeH MM TaBIeTOK, B TOM YMCIIE B cly4ae npornycka npuema tabjeTok,
uHaekc [lepns moxer Bo3pacTats.

DapMaKOKHHETHKA

[ectonen

Abcopbyus. Tlocne npuema BHYTPb recTofieH GBICTPO M MOJHOCTBIO abcopbupyercs, ero
MaKCHMabHAsA KOHLUEHTPAUKs B M1a3smMe KpoBH (3,5 HI/mMit) 0CTHraeTes puMepHo yepes | yac.
BuogocTynHocTh cocraBaser npubausurensHo 99 %.

Pacnpedenenue. T'ecTofieH CBS3bIBaeTCA ¢ anbOyMHHOM M1a3Mbl KpOBM W rnodynauHoMm,
CBA3bIBAIOLWMM 10710BbiE ropmotbl (['CIII). B cBo6oaHOM BHae B mia3ve KpoBM HaXOMMTCSA
TOJIbKO 0K0J10 1,3 % 0T 061ueit KOHLEHTpalnK BelecTsa; 0Koso 69 % - crieunpuIecKn cBs3ambl
¢ I'CIT. Wnaykuus stusunscrpaguonom cuntesa ICIIT BausieT Ha CBS3bIBAHUE recTOdeHa C
Genkamu naasmbl kposu. Cpeirnii Kaxywmiics 06beM pacnpeeseHns recToieHa cocTaBiser
0,7 n/kr.

Memaboauszm. I'ecToeH NOYTH NOTHOCTHIO metabonusupyercs. Kinupernc u3 naa3msl cocrasnsier
npumepHo 0,8 ma/Mun/Kr,

Buigedenue. KoHueHTpauus recrofeHa B Mnia3Me KpPOBM CHHIKaeTcs asyxasno. [lepuon
nonyseiBeaeHus (T12) B TepMuHanbHyio a3y cocraaser okono 12 yacos.

B HeusMeHEeHHOM BH/le recTO/IeH He BBIBOAMTCSA - TOJILKO B BUAE METAGOIMTOB MOYKAMH uepes
KHIIEYHUK B COOTHOLLICHUH NPUMEPHO 6:4 ¢ NepHOI0M MOJTYBBIBEAEHHS 0KOJ10 24 4acoB.
Pagnosecnas konyenmpayus. Ha hapmakoknHeTHKy rectonena sauser konuenrpauus ICIIT B
nnasve kposu. Ilpu exeaneBHOM npueme KOMOMHALMM TecTOAEH + OSTHHHIACTPAANOI!
KOHUCHTpaLMs reCTOACHA B IU1a3Me KPOBM YBEIWUMBAETCS NPUMEPHO B 4 pasza BO BTOPOf
NOJIOBMHE LMK/ NpUeMa rpenapara.

DTUHUAICTPAAHOI

Abcopbyus. Tlocne npuema BHYTPb STHHHIICTPAAMON GbICTPO M MOMHOCTBIO aGCOPGHPYETCA.
MakcumanbHas KOHUEHTpalus B miasme kposu (65 nr/mn) nocruraercs 3a 1,7 u. Bo Bpemsi
BCAChIBAHUA M “NIEPBHYHOIO NPOXOKACHHMA™ Yepes neyeHb STHHUIICTPaAHON MeTabonusnpyercs,

B pe3y/1bTaTe Yero ero 6MOA0CTYNHOCTD MPHU NpUEME BHYTPb COCTABIAET B CPEAHEM OKOJIO 45 %
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MpH BLICOKOH MEKMHAMBHAYabHOI BapuabenabHocTi (o1 20 10 65 %).

Pacnpedenenue. drununscrpaguon HeCreUM(pUUECKH, HO NPOYHO CBA3BIBAETCA C albByMHHOM
M1a3Mbl KpOBH (0K0J10 98 %) M MHAYLMpPYET MOBbILIEHHE KOHUEHTpauuu B nia3me kposu ['CIII.
Kaxyuuiics o6bem pacrnpeaeneHus cocTaBaseT oKomo 2,8-8,6 n/kr.

Memaboausm. Drununsctpaanon noasepraercs MPECUCTEMHOM KOHBIOrallMM Kak B CIAM3MUCTOI
000/104Ke TOHKOM KHUIKM, Tak U B reyenu. OCHOBHON nyTb MeTabo/n3Ma - apomMaTHYECKOe
ruApokcnanpoBanue. CKOPOCTh KIMPEHCa M3 M1a3Mbl KPOBHM COCTaBiSeT 2,3-7 mn/mun/xr.
Boigedenue. CHmKkeHne KOHUEHTPALUK TH HHJIICTPAZMOIA B M71a3M€ KPOBH HOCHT ABYX(a3Hblii
XapakTep; nepsas (haza XapakTepu3yercs MepuooM MonyBbiBeAeH s 0Koo | uaca, BTOpas - 10-
20 yacoB. B HeM3MEHEHHOM BU/Ie M3 OPraHN3Ma He BbIBOAUTCH. MeTaGonuTsi STHHMIIICTPAANOJIA
BLIBOAATCA MOYKAMM W YePE3 KMLICYHHK B COOTHOLIEHNH 4:6 C IEPHO/IOM 110JTyBbIBEAEHHS OKOJIO
24 vy,

Pasnosecnas konyenmpayus. PaBHOBeCHas KOHLEHTPALMS 1OCTHIACTCS NpUOIN3UTENILHO Yepes
OZIHY HEJeJIi0 NMpuema npenapara.

IToxkaszanusi K npUMeHeHN 10

[lepopanbHas KoHTpaLenims.

IIpoTuBonokaszanus

IMpenapar [MnaunXenc® recro 20, kak u Apyrue KOK, npoTuBonokasa npu Haauuuu n060ro u3
3a00s1eBaHMi/COCTOAHMI/ (HaKTOPOB pHCKa, NEPEUNCIEHHBIX HHKE:

. Benosnbiit TpoM603 uan tpombosmGoaus (BTD), B Tom umcre, Tpom603 rny6oKuX BeH
(TI'B), TpomGoambosnus nerounoit aprepun (TDJIA), B HacToOsILIEE BpEMS MM B aHAMHe3e.

. ApTepuanbHblii Tpom603 uan TpomGoIMGoaus (ATD), B TOM uncie MHDApPKT MUOKap/a,
MHCYJBT; WK NPOAPOMAIbHBIC COCTOSHUS, B TOM 4MC/e TPAH3UTOPHAs MIIEMUYecKas aTaka,
CTEHOKapaus.

. BbisiBieHHas HacneacTBeHHas WM npuobpeTeHHas npeaApacnojokeHHocTb K BTD unu
ATD, BKOYas Pe3UCTEHTHOCTb K AKTUBUPOBAHHOMY MpoTeuHy C, runeproMoLuCTEMHEMHIO,
aeduunt antutpombuna Ill, aeduunt nporenna C, geduuut nportenHa S, aHtuochonunuanbie
aHTHTeNa (AHTHTENa K KapAHOJIUITUHY, BOIYAHOUHbI aHTUKOATYJISHT).

® Hanunune BoipakeHHOro MM HECKOIBLKMX (hAKTOPOB BLICOKOIO pucka pazButus ATD unu
BTD (kypenue B Bo3pacte crapuie 35 1eT, 0KMpeHHE ¢ MHAEKCOM Macchl Te/a (UMT) 30 kr/m?
Gonee, anuTenbHas WMMOOHAM3AaUMs, OBWMpHAs TpaBMa, mH06as onepauus Ha HWKHHUX
KOHEYHOCTAX, B 007aCTH Taza MM HEHPOXMPYPrUYECKOE ONepaTHBHOE BMELIATEIbCTBO,
OC/IOXKHEHHBIE MOPOKH cepala, pubpuansuns npeacepanit), HIK OAHOTO cepbesHoro (akropa
pUCKa TAKOro Kak:

- HEKOHTPOJIMpyeMas apTepuaibHas FTHNepTeH3Us;



- caxapHblif anabet ¢ auabeTHueckoii aHruonaTuei;

= TAXKenas AMCIUNoOnpoTenHEMU.

. Murpetb ¢ 04aroBOH HEBPOIOrMUECKOH CHMNTOMATHKOH B HacTosllee BPeMs WM B

aHaMHe3e.

. [TaHKpeaTHT C BbIPRKEHHOH TUNEPTPUITMLEPHAEMHUEH B HACTOSLIEE BpeMS MM B
aHamHese.
. [TeueHouHas HEAOCTATOYHOCTb M OCTPbIE WM XPOHHYECKME 3a00JM€BAHMS MEYeHM

TAKEIOM CTerneHn (10 HopmManu3auny nokasareseit GyHKUMM neueHn).

° Onyxonun neuenn (106poKkauecTBeHHbIE UK 3/10KAYECTBEHHBIE) B HACTOSLIEE BPEMS WM
B aHaMHe3e.
. BbisiB/ieHHbBIE TOPMOHO3aBUCHMbIE 3/10KAYECTBEHHbIE HOBOOGPA3OBaHUS (B TOM uMCie

MOJIOBBIX OPraHOB U1K MOJIOYHOM JKENEe3bl) Uian MOJA03PEHUE HA HUX.

. KpoBoTeueHue 13 Braraamiiua HesICHOro rexesa.

. bepemenHocTb (B TOM umcie npeanonaraemas).

. [lepuon rpyatoro BckapmiauBanms.

. ['MnepuyBCTBUTENBHOCT K ECTONCHY, STHHWIICTPAAMONY W/MAKM K NI06OMY i3

BCIIOMOraTe/lbHbIX BELECTB B COCTaBe Npernapara.

> CoBmecTHOE MPUMEHEHHE € IEKAPCTBEHHBIMH NPenapaTamu, CoAepKalluMu oMoUTacBU,
napuTanpesup, pUTOHaBUp U aacabysup.

» Henepenocumocts nakto3bl, (Gpykrossl; AeMUMT NaKkTa3bl, caxapasbl/M30MaibTasbl;
CHHIPOM IJIOK030-rajlakTo3HO ManbabcopOumnH.

Ecnu kakue-nu6o u3 atux 3aboneBannii/cocTosnmii nan GakTtopoB prcka BOZHUKAIOT Ha tone
MPUMEHEHUA Mpernapara, npuem npenapara cjeayeT HeMeIIeHHO NPEKPATHTD.

C 0CcTOPOKHOCTBIO

Ecnu kakue-nu6o u3 cocrostuii/zabonesannii uiau GpakTopoB pucKa, yKazaHHbIX HIKE, MMEIOTCS
B HACTOALIEC BpeMs, CeyeT MPOBECTH TILATENbHYIO OLEHKY COOTHOLUCHMS «I10Jb3bl-pHCKA»
npumenenus npenapara [Tnanu)Kenc® recto 20 ans kaxao# JKEHUWMHBI WHAHBHAYAIbHO M
00cyauTh 3TO J10 HaYaa Mpuema nperapara:

* dakropsl pucka pa3BUTHS Tpomb03a 1 TpoMboIMOBonuii: KypeHHe;
TpoMBO3bI/TPOME0IMOOIMK, MHDAPKT MUOKAP/IA MK HAPYLLIEHHE MO3rOBOrO KPOBOOBpaLLEeH!S B
Bo3pacre mexee 50 et y Koro-n1ubo u3 6amkailuux poacTBeHHUKOB; oxupenme ¢ UMT menee
30 kr/M*; AMCTMTONPOTEMHEMMUS, A4eKBATHO KOHTPOJIMpYEMas apTepuaibHas CUMepTeH3us;
MHIpeHb 6e3 04aroBoif HEBPOJIOrMUECKOH CHMITOMATHKH; HEOCTOKHEHHbIE MOPOKH KIanaHoB

cep/ilia; HapyLIEHUs CePACHHOro pUTMa;



* JApyrue 3aboi€BaHMs, NMPU KOTOPBIX MOTYT OTMEYaThCs HapylleHus nepupepuueckoro
KpOBOOOpALlUEHHA: caxapHblii auaberT 0e3 COCYAMCTBIX OCHOKHEHHMIl: CHCTeMHas KpacHas
BO/MYAHKA;  rEMOJMUTHKO-ypeMUYECKHI cuHaApoM; OGonesub KpoHa M s3BeHHBIH  KOAMT;
CEPNOBUIHO-KJICTOYHAsS aHeMUs; HeOUT MOBEPXHOCTHBIX BEH;

*  TUNEPTPUrIULEPUIEMHUS;

* 3ab0/1€BaHUA NEYEHN JIErKOH M CpesHeil CTereHn THKecTH MpU HOPMaJIbHBIX MOKa3aTensx
(GyHKUMOHANBHBIX P06 NeveHu;

* 3aboseBanus, BriepBble BOHMKIUME WM yCyryGuBLuMecs BO Bpems OepeMeHHOCTH MM Ha
(hore mpeapiaylIEero npuemMa nosoBLIX rOPMOHOB (Hanpumep, KenTyxa W/niau 3y, CBS3aHHbIe ¢
X0/1ecTa3oM, 3a00/1€BAHMS HKETUHOTO IMy3bIps, OTOCKIEPO3 C YXYALIEHHEM ciyxa, nopoupus,
recTalMoHHbIN repnec, xopes CuaeHrama);

* HAacJIEACTBEHHbI aHTMOHEBPOTHYECKH T OTEK;

* BAapUKO3HOE paclIMPEHHE BEH HUKHUX KOHEUHOCTE;

*  MHMOMa MaTKH;

* Tepanus aHTUKOAryJIsiHTaMu;

* Jenpeccus;

*  ONUJENCHS;

*  10CAEPOAOBbIH NEPHOLIL.

IIpumenenne Bo Bpemsi GepeMeHHOCTH H B IEPHO TPYHOTO BCKAPMJIMBAHHS
bepemennocmeo

[pumenenue npenapara [TnaundKenc® recto 20 nporusonokasawo s nepuoa 6epeMeHHOCTH.

B ciyuae GepemeHHOCTH BO BpeMs MpUMEHEHMs npenapata, npuem rnpernapara A0/mKeH ObITh
HEME/UIEHHO NMpeKpallleH.

MHorouucIeHHbIE JMUEMHONOMMUYECKHE HCCIEAOBAHNSA HE BLIABUIN HH YBEIMYEHUS pucKa
Pa3BUTUA Ae(EKTOB PA3BUTHS y JETeH, POXKAEHHBIX KEHIUIMHAMM, MONYYABLIMMU MOI0BbBIE
FOPMOHBI 10 OEPeMEHHOCTH, HU HAMYMS TEPATOreHHOro AEHCTBHS, KO/ MOJOBbIE FOPMOHBI
NPUHHMAITUCD 10 HEOCTOPOXKHOCTH B paHHUE CPOKH GEPEMEHHOCTH.

Ilepuoo epyonoeo eckapmaueanus

[pumenenue npenapata [MnanudKenc® recro 20, xak u apyriux KOK, moxer YMEHbLIATh
KOJIMYECTBO IrPyAHOrO MOJIOKA H H3MEHATh €r0 COCTaB, MO3TOMY npuem npenapara [TnanudKenc®
recto 20 NPOTMBONOKA3aH J10 NPEKpaLLeH!s IPyAHOro BckapMianBarmus. HeGobiuoe KoaHuecTBo
MOJIOBBIX FOPMOHOB M/MJIM MX METabOMTOB MOJKET MPOHUKATh B IPYAHOE MOJOKO M OKa3biBaTh

B/IMSIHUE Ha 310pOBbe pebeHKa.



Cnocob npumenenus u 103l

Kanenpapnas ynakoska conepxut 21 tabnerky. Ynakoska COIEPIKHUT OJI0K HaK/IeeK, COCTOS LU

13 7 CaMOKJIEALLIMXCS M0JIOCOK C OTMEUYCHHbIMW Ha HUX Ha3BAHUAMM JAHEH HeaeNHu, HCOGXOHHMHFI

ans odopmierus kanenaaps npuema. Heo6xoaumo BuiGpath 1osocky, rae MepBbIM yKa3aH TOT

JA€Hb HEIAC/IIH, B KOTOpblﬁ HAYUHACTCA TpUEM TabneTok. HaanMep, CCJIM Hayajlo rnpuema

TabNeTOK MPUXOANTCA Ha CPEly, ClIe/yeT HCMONB30BATh MONOCKY, KOTOPas HAYMHACTCH CO «Cp»

(puc. 1).

MH.
BT.
CP.
uT.
nr.
CB.
BC.

K.

U NPUKNENnTE ee K yNakoBke Hag Haanucbio Crapr.

HaymHawowyocs co Cp.
BT. CP. yT. nr.
CP, 4T, nr. Cb.
9T, nr CB. BC.
nr, CB. BC. MH.
Cb. BC. MH. BT.
BC. MH. BT. CP.
NH. BT. CP, 9T,

Hanpumep, ecnu nepsbiit aexb npvema Cpena, Buibepute Hakneriky,

Cb.
BC.
MH.
BT.
CP.
4T,
nr.

BC.
MH.

BT

CP.
9T
nT.
CB.

Buibepure Hakneiiky, COOTBETCTBYHLYK0 HAIBAHMIO AHA NPHEMA nepsown Tabnerku, |

/

ﬂonocxy HAKJICUBAKOT B/10J1b BerHCﬁ 4acTH YIaKOBKH Tak, 4To0BI 0003HaYEHHE MEPBOro JHs

HaXoaM/I0Ch Hal TOH TabJeTKOW, Ha KOTOpylO HamnpasieHa cTpenka ¢ Haanucbio «CTAPT»

(puc. 2).
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Tenepb BuaHO, B KaKo# AeHb HeaEH CrieLyer MPUHATH KOXAYI0 TabneTky (puc. 3).

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

S e e B T W
W9 999 .0
e S T B T B
M M)

[Ipuem Tabnerok Beeraa HaunHaeTcs ¢ TabaeTKH, NOMEUYEHHO] «CTAPT», a3atem npojiokaercs
€JKEIHEBHO 110 CTpeIKaMm.
TabseTku NpUHUMAIOT BHYTPb, €XKEJHEBHO, XKENATETbHO B OIHO M TO JKe BpEMsl, HE pa3KeBbIBas,
¢ HeGOMIbLIMM KOIMUeCTBOM BOAbL. [TpuHMMaloT no | Tabnerke B CyTKH, HETNpPEPBIBHO B TEYEHUE
21 pus. [Mpuem tabneTok 13 cieaytowel ynakoBKH HAYUHAETCS MOC/e 7-1HEBHOrO nepepbiBa, BO
BPEMS  KOTOPOro  HabloJaeTcs MEHCTPYaabHOMOAOGHOE —KpoBOTeueHHe (KpOBOTEueHHe
«or™eHbl»). OHO 00bIMHO HauMHaeTcs Ha 2-3 JeHb OT npuema rnocieaHeil TabieTkn U MOKeT
MPOO/IKATLCA 10 Hayana npuema TabieTok U3 HOBO# ynakoBku. [Tociie 7-aHEeBHOro nepepsipa B
npueme TabieToK, HE3aBUCHUMO OT TOTO, 3aKOHYMJIOCH MEHCTPYalbHOMOA06HOE KPOBOTEYEHHE
MW HET, HAYMHAIOT NpUeM TableTOK U3 cieaylolleit yakoBKH, TAKUM 06pasoM: npuem TabneTok
— 3 Heaenu, nepepbiB — | Hexens. [puem npenapata u3 Kaxa0it yNakOBKH HAYMHAIOT B OJMH H
TOT XK€ [I€Hb HEeJEH.
Hauano npuema npenapama IaanuwXKenc® zecmo 20
IIpu omecymemeuu npuema Kakux-aubo 20pMOHANLHBIX KOHMPAYenMu6os 6 NPeoblOYUeM MECAYe
npuewm npenapara [Tnanudenc® recto 20 naunnaercs B 1-if gennb MEHCTPYalbHOro 1uKia (B 1-i
JACHb  MEHCTPYajlbHOrO KpoBOTeueHHs). Jlonmyckaercs Hauyano npuemMa Ha 2-5  jeHb
MEHCTPYa/IbHOIO LIMKI4, HO B 3TOM Cllyyae PEKOMEHIYETCS JOMOJHMTEIbHO HCMONb30BAThH
GapbepHbIit METOA KOHTpALENLMK (Hanpumep, Npe3epBaTHB) B TeYeHHE NepBbIX 7 jAHel npuema
Tab1ETOK U3 NEepBO YNaKOBKH.
lIpu nepexode ¢ Opyeux KOMOUHUPOBAHHBIX 20PMOHATLHLIX KOHMPAYENMUEHBIX NPENnapamos
(KOK, 6azunansioco konvya uiu mpancoepmaibHo2o niacmoips)
[Tpu nepexone ¢ npeawectsosaswero npuema apyriux KOK nepsyio TabneTky npenapara
[MnanndKenc® recto 20 creayer npunumath Ha CIIEAYIOUMI IeHb NOCIE MpUema rnocieaHem
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TabeTKH, coaepKalleii FOPMOHbI, U3 NPebIAYLLEH YIAKOBKH, HO HH B KOM Cllyyae He 1o3jHee
CIICAYIOWErO AHA mocjie 0ObIYHOrO 7-AHEBHOrO mepepbiBa (A48 Npenaparos, coaepKalux
21 Tabnetky) unu nocne npuema nocaeaHeii Tabnetku 6Ges FrOPMOHOB (4718 npenapaTos,
coaeprkalmx 28 tabieTok B ynakoske).

[Tpuem npenapara InanudKenc® recro 20 cienyer naummars B aeHb YAQJIEHUS BarMHaibHOIo
KOJIbLA MM KOHTPALENTHBHOrO MIACTBIPA, HO HE MO3JHee JHS, KOrJa JA0MKHO ObiTh BBEICHO
HOBOE KOJIbLIO MJIM HAKJIEEH HOBbIH M1aCThIPb.

IIpu  nepexode ¢ Kkonmpayenmusos, codepicawux moavko cecmazenvi («emunu-nunuy,
UMARIAHMAM, UHLEKYUOHHBIE (YOPMbL), UNU GHYMPUMAMOUHOL MEPANCEMUNECKOTI CUCMEMb! C
8bIC6000ICOCHUEM 2eCcmazena

[lepeiitn ¢ «munn-nunn» Ha npenapar INnanuXKenc® recto 20 MoxHO B /11060t AeHb (Oe3
MepepbiBa), ¢ UMILIAHTATA MJIM BHYTPUMATOMHOIO KOHTPALENTHBA C FECTArEHOM - B A€Hb ero
YAQNeHUs, C MHBEKLUHOHHOH (POPMbl — €O JIHSA, KOTJa AOMKHA ObITh CAenaHa Cieayiolas
nHbeKUMA. Bo Beex ciyuasx B Teuenue nepBbix 7 aHeil npuema TabneTok HEoGXOAMMO
JIOTONHHTE/ILHO MCTIO/Ib30BaTh GapbepHbIH METO KOHTpaLleNniMK (HanpuMep, npe3epBarys).
ITocne abopma (6 mom wucne camonpoussosHo20) 6 nepgom mpumecmpe bepemeHHocmu

[Mocne abopra B nepsom TpumecTpe GepeMEeHHOCTH mpHeM npenapata MoxeT ObiThb Hauar
HEMC/JICHHO, B 3TOM Ciyyae HET HEOOXOAMMOCTH B MPUMEHEHHM JOMOJHUTENLHOTO MEeToAa
KOHTpaLernunH.

ITocne podoe (npu omeymemeuu 2pyono2o eckapmaueanus) uiu npepuleéanus bepemennocmu (6
MOM Yucie, CamonpouseoIbH020) 60 6MOPoOM mpumecmpe bepemennocmu

[lpuem npenapata pekomeniayercs HauuHaTh Ha 21-28 aeHb nocie pPOZOB MPU OTCYTCTBHH
FPYAHOrO  BCKApMJIMBAHMA WM  1OC/IE€  MNpepbiBaHUs OepeMeHHOCTH (B TOM  uMclie
Camonpou3BO/ILHOTO) BO BTOPOM TpumecTpe. Eciin npuem Hadar nosjuHee, B TeueHMe nepBbix
7 aHelt npuema TabneTok, HEOOXOAMMO MPUMEHATH AOMOSHUTEbH biii OapbepHblit  MeTO1
KOHTpauenuuu (Hanpumep, npesepsarus). Eciu nocsie pogos win abopra yxe umesncs nosiosoii
KOHTAKT, TO NEpea NpUeMOM Mnpenapara HeOOXOAMMO MUCKIIOYMTL GEPEMEHHOCTb M 10M/AThCS
NEPBOMA MEHCTpPYALIMH.

Pexomendayuu ¢ cyuae nepecynsprozo npuema npenapama

Ecin onosnanne B mpueme KOHTpALENTMBA COCTaBUIO MeHee 12 4aCOB, HANEKHOCTD
KOHTpauUenTHBHOTO s pekTa He cHuxkaeTcs. [Iponyuientyto TabieTky HeOGXOAMMO MPUHAT KaK
MOXHO CKOpee, Cleaytoly o TabneTKy - B 00bIYHOE BpeMs.

Ecan onospanme B npueme KOHTpalenTWBa cOCTaBMIO Gojee 12 4acoB, HaAeKHOCTH
KOHTpauenTHBHOro s¢dekra npenapata Moxer ObiTb CHWKeHa. B sTom cayuae creayer

PYKOBOACTBOBATBLCAH CICAYIOLMMHU NpaBUIaMH:



- IpUeM npenapara HUKOrja He 10/KeH ObITh npepBan 6oee yeM Ha 7 AHe:

- 7 MHeii HenpepbIBHOTO Npuema TabeToK TPeGyIoTCs IS A0CTHIKEH S a1eKBATHOTO [OAAB/eHHS
FHNOTAIAMO-TUIO(pU3APHO-A MY HUKOBOM PEryssitiiu.

CoOTBETCTBEHHO, €C/IH OMOo31aHKue B npueme tabaeTok coctaBuao 6onee 12 yacor (uHTEpBan ¢
MOMEHTa fpuema nocieaHeit rabnerky G6oblue 36 4acoB), B 3aBUCHMOCTH OT He/e/H, KOraa Oblia
nponyiueHa tabneTka, MoryT GbITh AaHbl CEAYIOLNE PEKOMEHAALUMU:

. nepeas nedens npuema npenapama

[Mpornywennyro Tabnerky HeOOXOAMMO NPUHATL KAK MOKHO CKOpee, JlaXe €Clii 3TO 03Ha4aeT
npuem 2-x Tab1etok oaHoBpemeHHo. Creayiolyto TabieTky MPUHUMAIOT B 0ObIYHOE Bpems.
JlonoHUTENbHO HEOGXOAMMO MCMONIB30BaTh GapbepHblii MeTos KOHTpalenuuu (Hanpumep,
MPEe3epBaTUB) B TEYEHWE CIEAYIOWNX 7 aHeH. Ecau nojaoBoil KOHTAKT MMe MECTO B TeyeHue
HEJIC/H MEPe NPOMyCKOM TabNeTKH, HEOOXOAMMO YUHTBIBATH BOIMOKHOCTH GEPEMEHHOCTH.

. 8mopas Hedens npuema npenapama

[Tponywennyio TabneTky HeOGXOAMMO NPUHATHL KaK MOKHO CKOpee, Aake eclM 3TO 03Ha4aeT
npuem 2-X TabaeTok oaHoBpeMenHo. Cleayiolyto TabneTKy MPUHAMAIOT B 00 bIYHOE BpeMmsi.
[Tpu ycnoBuu coeBpemenHoro npuema npenapara B redenue 7 aHei, MPEALLECTBYIOLMX MEPBOH
MPOrnyLeHHOH TabieTke, HET HEOOXOAMMOCTH MCMOAb30BATh JAOMOIHUTENbHbIE BapbepHbie
METO/Ibl KOHTpALENU1K. B npoTHBHOM ciyyae, a Takke Mpu mpornycke 2-X U Gosee TabaeTok
npenapara, peKOMEHAYETCs MCNOo/Ib30BaTh JIONOJHUTEbHO GapbepHblif METOA KOHTpalenuuu
(Hanpumep, npe3epBaTHB) B TEYEHHE CAEAYIOWNX 7 AHEI.

. mpembs Heoena npuema npenapama

PHCK CHIKEHHMS KOHTPALENTHBHOM HAIeKHOCTH HEeM3OEKeH U3-3a MPEACTOALLErO nepepbia B
npueme TabneTok. B 5ToM cayyae HeOGXOANMO NPUAEPIKMBATBLCS CIEIYIOUIMX ATTOPHTMOB:

- €C/IM B TeYeHHe 7 AHEH, NMpeillecTBYIOWNX MepBoil nponyleHHoil TabieTke, Bee TabaeTKy
NPUHUMAIUCh  NPABHUIIBHO, HET HEOOXOAMMOCTH MCHO/Ib30BaTh JAOMOMHUTENbHbIE METO/IbI
KoHTpauernuuu. [pu npueme nponyuieHHbIX TabneToK pyKOBOACTBYiiTeCh MyHKTamMu | niau 2.

- €CIM B TeueHWe 7 AHEH, NpeliecTBYIOUIMX [epBOi npomylueHHoi TabneTke, TabaeTKu
NPUHUMAIUCH HENPABUIILHO, TO B TEUEHHE NOCAEAYIOWMUX 7 AHEN HEOOXOAUMO AONOIHUTENLHO
MCO/Ib30BaTh GapbepHbIii METOA KOHTpALENUUn (Hanpumep, Npe3epBaTHB) U B TOM Clyyae
CJIC/1yeT PYKOBOJACTBOBATLCA MYHKTOM | /1St MpHema nponyiieHHbIX TabneTox.

1. HeobXxoaMMO MpUHATL NMOCAEAHION MPONYLIEHHYIO TabNeTKy Kak MOXKHO ckopee, Kak
TOJIbKO JKEHLIMHA BCMOMHMT 00 3TOM (haXke eciM 3TO O3Ha4yaeT npueM 2-X TabaeToK
oaHoBpemeHHO). Creaytomue TabneTku NpUHUMAIOT B 0ObIYHOE BpeMs, MOKa HE 3aKOHYaTcs
Tabnetky u3 Texyuiei ynakosku. [puem tabieTok u3 cieaytoulel ynakoBku clieayeT HaYMHaATh

cpasy xe 6e3 06bI4HOro 7-AHEBHOrO nepepbiBa. KpoBoTeUEHHE «OTMEHBI» MAOBEPOSTHO, MOKA
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He 3aKOH4aTCs TabJETKM M3 BTOPOH yNAaKOBKH, HO MOI'YT OTMEYAaThCS «MaxYyIIME» BblAEICHUS
W/MJIM «TIPOPBIBHBIE» KPOBOTEHEHUS B JIHHM NpHEMa npenapara.

2. MOXKHO TaKKe npepBath npuem TabaeTOK M3 TeKyLIeH YNakoBKH, C/1e]1aTh NepepbiB Ha 7
MM MEHee JHel (BK/o4Yas AHM nponycka tabneTok), nocie 4ero Ha4yuHaTh npuem TabjaeTok u3
HOBOM yMaKOBKH.

Ecau xeHwmna nponyctuaa npuem tabneTok, U 3aTeM BO BPeMs NepepbiBa B PUEME Y Hee HeT
KPOBOTEYEHHS «OTMEHBI», HEOOXOAUMO HCKITIOUNTHL OEpeMEHHOCTD.

Honyckaemea npuem ne bonee 08yx mabnemox ¢ meuenue I cymox!

Pexomenoayuu 6 cyuae scenydouHo-KUMEUHBIX PACCMPOICME

[Ipu TsKeNbIX KENYAOYHO-KMILEUHBIX PACCTPOWCTBAX BCAChIBAHWE Mpernapara MOXKET ObiTb
HETOJIHBIM, MO3TOMY CJIEAYET UCIO/b30BaTh JAOMOJIHUTEIbHBIE MEPbI KOHTpALIEMLIHH.

Ecnn B Teuenue 3-4 yacos nocse npuema tabneTku Obla pBOTa WM AMapes, B 3aBUCUMOCTH OT
HeJe/IIM MpueMa npenapara cCielyeT OpPHEHTUPOBATLCS HAa PEKOMEHJAUMW NpU Mpornycke
Tab/IeTOK, yKaszaHHbIe Bbille. EC/IM JKeHLMHA He XO4eT MEHSATh CBOKO 0OBIYHYIO CXEMY NpHema
MEPeHOCUTb Ha4yall0 KPOBOTEYEHHS «OTMEHBbI» Ha APYrod JeHb He/eNH, AOMOJHUTEIbHYIO
TabNeTKY ClelyeT NPUHATH U3 APYrOi YNaKOBKH.

H3menenue ona navana MeHcmpyanrbHon0000H020 Kposomeyen us

Jlng Ttoro 4toGbl OTCPOUUTH HAYANO MEHCTPYaIbHONOAOGHOIO KPOBOTEUEHHMS, HEOOXOANMO
MPOOMIKHTE MpHeM TabIeToK U3 HOBOI ynakoBku npenapata [TnanuXKenc® recto 20 cpasy nocne
TOro, KaK NpUHATHI Bece TabeTKU M3 npeablaylieit ynakoBku, 6e3 nepepoisa. TabneTku u3 3Toit
HOBOW YNaKOBKH MOTYT MpPUHUMATBCS TaK JO0Jro, Kak jKelaeT KeHIMHa (10 Tex mnop, rnoka
ynakoBKa He 3akoHuuTcs). Ha doHe npuema npenapara u3 BTOpoil ynakoBKM MOTYT OTMEYaThCs
«M@KYUIME» KPOBAHWUCTHIE BBIACTCHUS MM  «IIPOPBIBHLIE» MATOYHbIE KPOBOTEYEHMS.
Bo3oGHosuTs npuem npenaparta [nanuXKenc® recto 20 u3 HoBo#t ynakoBku HeoGXOAMMO noce
0ObIYHOrO 7-HEBHOrO MepepbIBa.

Jlns Toro 4To6bl NEpeHeCTH JeHb Hauyasa MEHCTPYalbHOMOAOOHOTO KPOBOTEUYEHUS HA APYroW
J€Hb HEJIEIU, PEKOMEH/1yeTCs YKOPOTUTE Osimkailluuii nepepbiB B npueMe TabeToK Ha xKenaeMoe
KosmuecTBO  aHed. Ilpw  dTOoM, 4eMm Kopoue HMHTEepBajl, TeM Bbllle PUCK, HYTO
MEHCTPYasibHOMOA00HOE KpOoBOTEUeHHWe (KPOBOTEUEHMS «OTMEHBbI») HE HACTYNUT W B
nanpHedwem OyayT HabmOAATbCS «MaKyLMe» KPOBAHUCTHIC BbIAENEHHS M IIPOPLIBHBIEN
MaTO4YHbIE KPOBOTEYEHHUS BO BpEMs MpUeMa BTOPOH YNaKOBKM (Tak e KakK B clyyae, Korja oHa
XoTea 6bl OTCPOUUTH HAYAI0 MEHCTPYATbHOMOA0GHOIO KPOBOTEUEHUS ).

Ipumenenue npenapama 6 0coobIX KIUHUYCCKUX 2PYRNAX

YV 0esouex-noopocmros

[Mpuem npenapara [MnannXKenc® recto 20 nokasan TOALKO NOCIE HACTYIICHUS MEHAPXE.



Y noocunvix

He npumennwmo. Ipuem npenapara He nokasan nocJie HACTYIJIEHHS! MEHOTIAY3 b,

Ipu napywenusnx gpynxyuu novex

[lpumenenue npenapata y NaUMEHTOK ¢ MOYEYHOH HEZOCTATOUHOCTBIO CreuManbHO He
u3yuanocs. Mimeroumecs nannble He npeanonaraior KOPPEKLIMK peXKMMa 103MPOBAHMS Yy TaKHX
MaLUeHTOK.

lpu napywenusx gpynxyuu nevenu

[penapar npoTHBONOKA3aH KeHUMHAM C MEYEHOUHON HEA0CTATOYHOCTBIO M 3aboneBaHusMH
MEYCHN TSHKENOH CTENEHN 10 HOPMANM3ALMK TOKa3aTeneil GyHKLHM neveHu.

IToGounoe neiicTBue

HanGonee uyacto perucTpupyembiMi HexenaTenbHbIMH peakuusimu (HP) na doue npuema
KOMOMHALUMM recTOfeH + OSTMHMAICTPAAMON ObLIM: TONOBHAS 00/b, BKIIOYAs MHUIPEHD,
«MaKYILME)» KPOBAHUCTBIE BbIACICHUS/KpOBOTEUeHH (Gotee ueM y 10 % keH1uuH). [Tpu npueme
KOK' Habmionancs noBbilueHHbIH pucK pa3BuTHS apTepualbHbIX M BEHO3HBIX TPOMOO30B M
Tpombosmbonuii. Ha pone npuema KOK Habmoaanuch u apyrue HP.

HP pacnpenenenbi 1o cHCTeMHO-0OpraHHbIM KJ1accam B COOTBETCTBHH €O CJIOBApeM peryasiTopHoii
AeatenbHocTh MedDRA ¢ ykasanuem 4acToThl MX BOIHHMKHOBEHHS, COMIACHO pPEKOMEHAALMSIM
BO3: ouens wacto (>1/10), yacro (>1/100, <1/10), nesacro (>1/1000, <1/100), peako (>1/10000,
<1/1000), ouenb peako (<1/10000), yactora Heu3BecTHa (HEBO3MOXKHO OLIEHWUTh HAa OCHOBAHMU

MUMEIOILMXCA AaHHBIX).

Cucremuo-
OpraHHblii Kjiace
MHubexkunontsie 1
napasurapHbie Yacro Barunur, BKto4as KaH 14 103Hblil By 1bBOBArMHUT

3abosieBaHus
HobpokauecTseHHble,
3/10Ka4eCTBEHHbIE " ["enaTouenntonspas KapumuHOMa,

Yacrora Bo3moxubie HP

HEYTOYHEHHbIe Oiestb peako n06poKayecTBeHHbie OnyXosu NeyeHu
HOBOOOpa3zoBaHus (Hampumep, ouaroBas y3J0Bas THNeEpniasus,
(BK/IIOYAs  KHUCTBI M aJ1eHOMa IMeYEeHH)

TOJIUIBI)

AHa(unakTUYeCcKHe peakunn (B OYeHb peaKmX
ciyvasX ¢ KpanuMBHULeH, oTekom KBsumuke,

apyuIeHusi co cTOpoHbl | Peako
Hapy p A TSHKETbIMU HapyleHUsAMH JbIXaHUA u

UMMYHHOH CUCTEMBI

KpoBooOpatieHus)
Ouetib peako | OGocTpeHHe CHCTEMHOM KPAacHO# BOTYaHKH
H o) — 3anepikka WHIAKOCTH, OTEKH,
SPYMIGHIR CORIOpOsE CHUIKEHHE/yBeIHYEHHE MACChl Tea
obmeHa BellecTs u
Yacro CHuKkeHHe/NOBbILLIEHHUE anneTuTa

NMUTAaHUA

Penko CHuKeHue TOJIEPAHTHOCTH K I'JIHOKO3€
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Cucremuo-
Opra’ublii Kjace

Yacrora

Bo3moxubie HP

Ouenb peako

O6octpenue nophupuu

Hapyenus neuxuku

OueHb yacTo

CHwxenune/nepenanbl  HacTpoeHus  (BKitoyas
JETIPECCHIO), HEPBO3HOCTh, M3MEHEHHE JTMON 10

Hapywenus co ctopons
HEPBHOM CUCTEMbI

OueHb yacTo

["010BOKpYKEHHE

Ouenb peako

O6ocTpenue xopeu

Hapywenuns co cropombi
opraHa 3peHus

Penko

Henepenocumocts KOHTaKTHBIX JIMH3
(HEeMmpUATHbIE OLLYLLEHUS TPH UX HOLIEHUH)

OueHb peako

Hesput 3putenbHoro Hepaa

HapyweHnus co ctoposi
COCYy/I0B

YacTto

[Tosbienue aprepuanbHoro aasnenus (AJl)

Penko

Benostbie " apTepHalbHbie
TpoMBoaImMbonuuecKie OCIoKHeHHs**

Hapywenus co ctopoHsl
KEJTYI04HO-KU LLIEYHOTO
Tpakra

OueHb yacTo

Townora, pBoTa, 60/1b B JKKHBOTE

Yacto

boan cnacTuueckoro Xxapaktepa B JKMBOTE,
B3JlyTHE )KMBOTA

Ouenb pejiko

[TankpeaTur

MEYCHU H
HKEITYEBBIBOAALINX ny"rei«'l

Yacrtora 5
HineMuyeckui Koaur
HEU3BECTHA
Hapyienus co cropousi | Peako XoJsiectaTuueckas xKenrtyxa

Ouenb peako

O6paszoBanve KaMHel B IKEITYHOM My3bIpe,
XoJjecras

Hapyienus co croposl
noyex n
MOYEBbIBOAALIUX MYyTEH

OueHb peako

["eMOIUTHKO-ypeMUYECKH il CHHAPOM

Hapyuienus co cTopotsl
KOXKHM M MOAKOXKHBIX
TKaHei

Ovyenb yacTo

AKHe

Yacto

Chbinb, xj0a3ma ¢ PUCKOM  PE3UCTEHTHOCTH,
ajoneuus, rupCyTusm

Penko

Y3noBatas spurema

OueHb peako

MuorodopmHas spurema

Hapywenuns co ctopotsi

Bonb B MonouHbIX kenesax, HarpyGaHue

MHCTPYMEHTaJIbHbIE
JaHHble

MoJIOBbIX  opraHoB M | OYeHb 4acTO | MOJIOYHBIX  KeJes, JIMCMEHOpes, M3MEHEHUe
MOJIOYHOM xKene3b* BbIJICJIEHUH U3 Bjaraauiua
JlaboparopHbie 1

Yacto

M3meHeHne KOHUEHTpaUWM JMMMAOB B Iiazme
KPOBH (BK/IOYas FUNEPTPUTIULIEPHIEMHIO)

* B xone MOCTPErnCTPALIMOHHBIX MCCEA0BAHHH KOMOMHAUMK recToieHa M ITHHHUN3CTpaauoIa coobuwanocs o

ClIeAYHOUIHNX HP, HacTOTYy KOTOPBIX OLEHHTb HE YyIajoCh: OTCYTCTBHE MCHCTp)’aanOHOL'l06HOFO KPOBOTEYEHHA,

UHKIHYECKHE KPDOBOTEUEHHA, (MAXKYLIHE» KPOBAHUCTBIC BbIACICHHSA, CHHKEHHE obbema MCHCTp)’aJ'leOI'IOH()ﬁHOFO

KPOBOTEHYEHHS, aMEHOPEsA MOC/I€ OKOHYAaHUA npuema JIAHHOH KOMOUHALMH.

** BeHO3Hble M apTepHanbHble TPOMOOIMOOIHYECKHE OCIOKHEHHUS OOBEAMHAIOT ClEAyIOlIHe HO300rHYeCKHe

Gopmbr: okkm03MA nepudepuueckux rayGokHX BeH, TPOMGO3 H TPOMBOIMBOAMA (OKKIIOIUS JIEFOUHBIX COCYIOB,

Tpom603, IMGonHs M MHGDAPKT MUOKapaa, uepedpanbHbiii HHOAPKT M MHCYNLT He KaacCHM(MLMPOBAHHBI Kak

reMopparu4ecKuit).
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Huke nepeuncienst HP ¢ oueb HU3KOI 4acTOTOM MM OTCPOYEHHDBIM Pa3BUTHEM CUMITOMOB,
KOTOpbIE NMPEeAINONIOKUTEIbHO CBA3aHbl ¢ npuemom KOK:

Onyxonu

. Y xeHuwmH, npumensiownx KOK, oueHb He3HAUMTENBHO MOBBILLIEHA YACTOTA BbIsiBJCHMUS
paka monouHo# xkenesbl (PMIK). IMockonsky PMIXK peako BeTpeuaercs y sKeHUIMH MOTOKe
40 nier, MOBbILIEHME YACTOTHI paka y KeHWMH, npuMmensiownx KOK, He3sHauMTeNbHO M0
OTHOLUEHMIO K OOleMy puCKY BO3HWUKHOBeHMs PMIK. IlpuuMHHO-CleAcTBEHHAs CBA3b C
npumeHennem KOK He ycraHoBaeHa.

o Onyxonu neyenu (106poKayecTBEHHBIE U 3710KAUECTBEHHbIE).

IIpovue cocmosinus

* Bo3HukHOBeHME MM yXy/leHHE COCTOSHMM, NPH KOTOPBIX CBA3b C npumenennem KOK He
ABJIACTCS HEOCNOPUMOM: reCTaUMOHHbIH reprnec, noTeps ciyxa, CBS3aHHas ¢ OTOCKIEPO3OM,
Gone3ns KpoHa, s3BeHHbIN KOJIUT, SMHIENCHSL.

* Y KCHIUMH C HAC/EACTBEHHBIM AHIHOHEBPOTHYECKUM OTEKOM 3K30T€HHbIE ICTPOrEHbI MOryT
BbI3bIBATh MJIM YCHIIMBATH CUMNTOMbI @aHTHOHEBPOTHUYECKOTO OTEKA.

* Hapywenue GpyHkunu neyenu.

IlepenosupoBka

O ciyuasx nepe03MpoBKM KOMOMHALIMM FeCTOIEH + STHHUIICTPAANOIN HE COOBLIAIOCh.
CuUMNTOMbI: TOWHOTA, PBOTA M HE3HAUUTE/ILHOE KPOBOTEHEHUE M3 MOJIOBBIX MyTEHl Y MONOABIX
JeBYLLEK.

Jleyenue: cneunduueckoro antnaoTa Het. CleyeT NPOBOAUTE CHMITOMATHYECKOE JIeUeHHe.
BsaumozeiicTBue ¢ 1pyruMu J1eKapcTBEHHBIMU CpPeACTBAMM

Bausnue opyzux nekapcmeennsix cpeocme na KOMOUHAKUIO 2eCMOOeN + IMUHUAICIMPAOU0
BosMokHO  B3auMojeHicTBME ¢ JIeKAPCTBEHHBIMH  CPEACTBAMHM,  MHIYLMPYIOLIHMHU
MHMKpOCOMa/lbHbie (EepMEHTBI MeueHu cuctembl untoxpoma P450, B pesynbTate 4ero Moxer
YBEJIMYMBATLCA KJIMPEHC MOJIOBBIX TOPMOHOB, 4TO, B CBOIO O4Yepe/b, MOXKET MPUBOAMTHL K
ALUMKIMYECKHM «ITPOPBIBHBIMY MATOYHBIM KPOBOTEHEHUAM U/WIIH CHHKEHUIO KOHTPALLENTHBHOIO
s dexra.

MHayKuMs MHUKPOCOManbHBIX (hepPMEHTOB MeYeHN MOXKET HabH0AaThCs YiKe yepe3 HeCKOIbKO
JHeH COBMECTHOIO NMPUMEHEHHS M MOXKET COXPAHATLCS B TeYEHHE 4 HEeAenb MNoc/ie OTMEHbI
npenapara-uHAyKTopa. MakcumanbHas HHAYKUUS GepMeHTOB 06bIuHO HabA101aeTCs B TeUeHHe

HECKOJIbKHUX HEIEC/Ib.
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Jlexapcmeennvie  cpedcmea, ygeauuwusarowgue Kiupenc Kombunauuu 2ecmoden  +
Imununycmpaouon (ocnabaniowgue I(dhekmusnocms nymem uHOYKUUU MUKPOCOMATbHBLX
thepmenmos  neuwenu): GapGurypatsl, GoszentaH, KapbGamasenu, (GEeHUTOUH, NPUMHIOH,
pudamnuUMH; npenapatsl A5 neuenus BUY — PUTOHABUD, HEBUPAIHUH, IPaBUPEH3 H, BOIMONKHO,
OKckapOasenuH, Tonupamar, denbamar, rpuseody bBUH U npenapaTbl, coaepxalume 3Bepoboi
NPOAbIPSBIEHHbIH.

Ecau  npenapamoi-unoykmopst  muxpocomansnuvix hepmenmos neuenu npuMensiomecs
KOPOMKUM Kypcom

JeHinHam, KOTOpble NOJYHAlOT JeYeHWe MpenapaTaMu-HHAYKTOPaMH MHUKpPOCOMaJIbHbIX
(bepmenToB B nononHenue K KomOMHAlUMM recTogeH + STUHMJIICTPAAHO, PEKOMEHIYETCS
BPEMEHHO MCM0/1b30BaTh OapbePHbIH METO/ KOHTPALIENLIMK MK BbIOPATh MHOI HErOPMOHaJIbH bl
METOJl KOHTpaLenu1u. bapbepHbiit METOA KOHTpaLieniiu (Mpe3epBaTHBbl) ClIeyeT HCIONb30BATh
B TCYEHHUE BCErO Nnepuo/ia npuema CornyTCTBYIOLUMX MPEnapaTos U eile B TeyeHue 28 aHeit nocie
MX OTMEHHbI.

Ecnu  npenapamoi-unoykmopst  MUKpoCOMAbHbIX (DePMEHMO8  newenu MPUMeHAIOMCA
01umensHo

Ecnn npuMenerue npenapata-MHayKTopa MHKPOCOMAIbHBIX (JEPMEHTOB NeYeHH NpoLoKaeTes
rnocie npuema rocieaHedl TabNeTKU KOHTPALENTHBHOrO Mpenapata M3 TeKyllel YmakoBKH,
C/IelyeT HauMHaTb npuem TabieTOK M3 HOBOW ynakoBkM Ge3 0ObIYHOrO mepepbiBa B npueme
TabJeToK.

Kenunam,  KOTOpble  MOJy4alOT  UIMTENbHOE  JleueHHe npenapataMu-uHAYKTOpamMmH
MHKPOCOMAJIbHBIX (PEPMEHTOB, PEKOMEH/IYETCS PACCMOTPETh MCMONB30BAHUE HErOPMOHATbHBIX
METO/10B /st oGecnieyenus Goee HaaeKHOro KOHTPALEN THBHOIO 3 dexTa.

Jlexapcmeennsie cpedcmea ¢ pasiuuHbIM GAUAHUEM HA KTUPEHC KOMOUHAUUU 2eCmoden +
IMUHUTICMPAOUON

[lpu CcOBMECTHOM MNpUMEHEHWM C KOMOMHALMEH recTofeH + JTHMHMACTPAAMON MHOTME
nHruduTopsl npoteas BUY uan supyca renaruta C v HeHyK/I1€03MAHbBIE HHIUOHUTOPBI 0GPATHOI
TPAaHCKPUNTA3bl MOTYT KaK yBEJIWYMBAThb, TaK M YMEHbLIATb KOHUEHTPALMIO 3CTPOreHa WM
nporecrareHa B rnja3me Kposu. B HEKOTOPBIX CilyyasX TaKoe BAMSHUE MOXKET ObITh KIMHUYECKH
3HAaYMMO. B Takux cayyasx cieyer peKOMEHA0BaTh KEHIIUHE J0NONHUTEIbHOE HCTOJb30BaHHE
OapbepHBIX METOJI0B KOHTPALEMLIHH.

[lpu coBMECTHOM NMpUMEHEHHH KOMOMHALMKU TECTOACH + HTHHMIICTPAAMON C NepamMnaHesom,
BeMypodernGom, nabpadennbom, MomaguHUIOM MM PYQUHAMMAOM CHEAYET YYWTHIBATD
BEPOATHOCTb CHHIKEHHS 3P (PEKTUBHOCTH KOHTpALIENLUMK BCIEACTBUE YCKOPEHMS MeTabonu3ma

[TOJIOBBIX IMOPMOHOB. PCKOMCHJI)’CTCH MCTOJIb30BaTh NOMNOJHHUTEIIbHbIE METOAbI KOHTpALEIIHH
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(BHYTPMMATOUHbIE CPEJCTBA WJIM NpPE3EPBATHB) HA MPOTSIKEHUH BCEro Kypca COBMECTHOro
npuema rnpenapara M B Te4eHue 2-6 Mecs1eB nocie ero npekpaiieHus.

Jlekapcmeennvie  cpeocmea,  cnudcaloujue Kiupenc — Kombunayuu  2ecmooen  +
IMUHUAICMPAOUON (UHZUOUMOPI MUKPOCOMATLHBIX (hepMeHnos neuexu)

Moutnbie u cpeaueii MowHocTH MHrMGMTOPLI M3ohepmenta CYP3A4, Takue Kak a3oibHbie
AHTUMHUKOTHYECKHE CPe/ICTBA (HANPHUMeEp, MTPAKOHA30J1, BOPUKOHA301, (hlyKOHA30.1), Bepanamui,
MaKpoJIn/bl (HalpuMep, KIapUTPOMULIMH, SPUTPOMULIMH), AUITHA3EM M rpeindpyToBblit cOK
MOrYT NOBbILIATE KOHUEHTPALMH B I/1a3Me KPOBH 3CTPOreHa, MM MPOrecTareHa uin ux o6omx.
[MTpumenenne sropukokeuba B mozax 60 u 120 mr/cyt npu cosmectHom npueme ¢ KOK,
coaepxkauimm 0,035 Mr STHHHIICTPAAMONA, MOBBILIAET KOHLEHTPALMIO THUHUACTPAAKOIA B
nnasve kpoed B 1.4 u 1,6 pasa, COOTBETCTBEHHO. DTO yBelMUYEHME KOHLEHTPALIMH
STHHHIICTPAANOIA CIEAYET MPUHUMATL BO BHMMaHHe npu BbiGope cooTseTcTBytomero KOK ans
COBMECTHOTO NMPUMEHEHHs C ITOpUKOKCHOOM. [TonoGHoe B3auMoaeiCTBIE MOKET NMPUBOAUTH K
YBEJMYEHUIO 4aCTOTbI TPOMOOIMOOIMH 3a CHET yBEIHUECHHS IKCTOZULIMN ITHHUAICTPALHONA.
HecTepouanbie npoTuBOBOCNaNUTEIbHbIE MPENapaThi CHUKAIOT QPEKTHBHOCTL KOMOHHALMU
reCTO/IEH + STUHUJIICTPAANO.

Bausnue kombunayuu zecmoden + rmunuaycmpaouon na opyzue JeKapcmeennsie cpedcmea
KomOuHaLms recTofen + STUHMIIICTPAZMON MOXKET BIMATH Ha METAaB0IN3M HEKOTOPBIX APYTHX
JICKapCTBEHHBIX CPE/CTB, BbI3bIBas M3MEHEHHME MX KOHLEHTPALMH B NJa3Me KPOBH M B TKaHSX,
HanpuMep, yBeJnYuBaTh (LIMKJIOCTIOPHH), HIIM CHUKATH (IAMOTPHIKUH).

Bsaumooeicmeue ¢ npenapamamu-cyoempamanu uzodepmenma CYPIA2

In vitro sTuHMACTpaMON sBaseTCs oGpaTumbiM HHrHGHTOpoM CYP2C19, CYPIAL u CYPIA2,
a Ttawke HeoOparumbiM uHrubutopom CYP3A4/5, CYP2C8 u CYP2J2. B KiauHMuecKux
MCCIICI0BAHMAX NPUMEHEHHE FOPMOHAJILHOIO KOHTPALIENTHUBA, COACPIKALLETO ITUHUIICTPAAHOI,
HE MPUBOAMJIO K KaKOMY-JM0O MOBBILIEHUIO WM MPUBOAMIO JHIIbL K €1a0OMY MOBbBILIEHHIO
KoHUeHTpauwmii cyoetpatoB CYP3A4 B nna3me KpoBu (Hanpumep, MHaa30/1ama), B TO BpeMs KaK
niasMeHHble KoHueHTpauuu cydctpatoB CYP1A2 B nia3me MOryT Bo3pacTaTh HE3HAYHUTENbHO
(Hanpumep, TEODUIIMH) UK yMEPEHHO (Hanpumep, MeJaTOHUH W TH3AHUAMH).
DapmMaKkoOUHAMUYECKOE 83AUMO0CHCMBUe

[Ipu npoBeseHnM KIMHMYECKMX MCCNENOBAHMIT C y4acTHEM MALMEHTOK, MOJYHAIOLMX Kype
Tepanuu BupycHoro renatuta C (KoMOMHALMIO NEKapCTBEHHBIX MPENapaToB, COAEpPHKAlIUX
OMOMTACBMp, MapuTanpeBup, PUTOHABHUP, AacalyBUp B COYETAHUM C PUGABUPUHOM WiH Ge3)
MOBBIIIEHHE aKTUBHOCTH ajaHWHamuHoTpaHchepassl (AJIT) Gonee uyem B S pa3 Bbliue BepXHeid
rpaHulbl HOPMbI ObIJIO yalle 3aperMcTPUpOBAHO y MalUMEHTOK, npumensioumx KOK,

CoAEpKAILME STUHHUIIACTPAIHOI.



Ocobbie ykazauus

Ecan kakue-1u6o u3 cocrosnuii/3abonesanuii unu (bakTopoB pucKa, yKazaHHbBIX HUIKE, HMEIOTCS
B HACTOALLEE Bpems, TO C/EAYeT TIMATE/NbHO B3BECHTb MNOTEHUMANbHBIH PHCK M 0XKHIaEMYIO
noae3y npumenenus KOK, B Tom uncne npenapata [MnanudKenc® recto 20, B kawaom
HHIUBUYATLHOM Cllyuae n 00CYNTh €ro ¢ XKEHIMHOM 10 Hauana npuema npenapara. B ciyuae
YCyrybneHus, yCuaeH s Uik NepBoro nposiBieHus To60ro U3 THX COCTOSIHU I, 3a00/1€BaHUI MK
(hakTopoB pHcka, KeHiMHA 10KHA MPOKOHCYIbTUPOBATLCA CO CBOMM BPA4yOM /i PeLUeHMUs
BOMpOCa O NMpeKpalieHnu npuema npenapara.

Puck pazeumus BT u AT

Pe3ynbTaThi 5MHAEMHONOrMYECKUX MCCIE10BAHMIl YKA3bIBAIOT HA HATMUME B3AUMOCBS3HN MEXY
npumerennem KOK u noBbileHHeM 4acToTbl pa3BUTHS BEHO3HBIX U aprepuaibHbIX TPOMOO30B U
Tpomboambonuit (takux kak TI'B, TDIJIA, WH(pApKT MHOKapja, uepeGpoBacKyspHbie
HapyuieHus). [lantbie 3a001eBaHns perucTpupyioTes peako. [1oBbIeHH bifi pucK passutus BTD.
CeasbiBaemblit ¢ npumenennem KOK, o6ycioBien Haqnumem B ero cocrape scrporena. KOK,
COACpXKallME B KA4YECTBE MPOreCTareHHOro0 KOMIMOHEHTA JIEBOHOPrecTpesn, HOpPrecTUMar Wiu
HOP3THCTEPOH, CBA3AHbI C CaMbIM HU3KUM pruckoM BTD. Ipu npumenenun apyrux KOK, takux
KaK KOMOMHALKMA recTofieH + STHHUIIICTPAAMO, PUCK pa3BuTHs BT B 2 pasa Bbile. BoiGop B
nonedy KOK ¢ Gonee Bbicokum puckom pazeutus BTD MoxkeT ObiTh caelaH TOABKO Mocie
KOHCY/IbTALMK C XKCHLIMHOM, NO3BONAIONIEH YOEAUTBCS, YTO OHA MONHOCTBIO MOHMMAET PHUCK
BTD, cBa3anHblii ¢ NPUEMOM JaHHOTO KOHTPALENTHBA, BANAHUS npenapara Ha CyLIeCTBYIOLIHE
(hakTopbl pucka M TO, 4TO pucK paszBuTHs BTD makcumaieH B MEpBbIA roa npueMa Takux
npenapatoB. [10BbILIEHHbIH PUCK OTMEUaeTCs U NpH BO306HOBCHIH puMenenns KOK (nocne
NEpEpbIBA MEXK Yy NpUeMamu npenapara B 4 Heenu u 6onee). [ToBbliieHHbIH puck pa3uTHs BTD
MPUCYTCTBYET NPEUMYLLECTBEHHO B TEYEHHE MEPBLIX 3 MECALIEB.

BTD moxkeT okasaTbes xusHeyrpoxatoulelt MM NpuBeCTH K JetanbHoMy uexoay (B 1-2 %
cnyyaes). BTD, npossastowascs 8 sune TI'B, u/unu TDJIA, moxker MPOU30NTH MPU NPUMEHEHUU
mobbix KOK.

Kpaiite peaxo npu npumenennn KOK BosHukaeT Tpom603 JAPYruX KpPOBEHOCHBIX COCY/O0B,
Hanpumep, Me4YeHOUHbIX, OPbDKEEUHBIX, MOYEUHbIX, MO3rOBBIX BEH M apTepHii WM COCYLOB
CeTyaTKH riasa.

Enunoe MHeHME OTHOCHTE/IBHO CBA3H ME3KIY BOZHUKHOBEHHEM 3THX COOBITHII 1 MpUMEHEHHEM
KOK orcyrcryer.

Cumnromer TI'B: 0HOCTOPOHHMIT OTeK HMXKHEH KOHEYHOCTH WM MO XO/4y BeHbl, 601b MM
AUCKOM(DOPT TOIBKO B BEPTHUKAIBHOM TMONOKEHUH MM NPH XOaAbOE, NOKATbHOE MOBBILICHHE

TEMMEPaTypbl, MOKPACHEHHE HJIM M3MEHEHHE OKPACKH KOXKHbBIX TOKPOBOB B MOPAKEHHOMN HUIKHEI
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KOHEYHOCTH.
Cumnrombl TDJIA: 3aTpyAHEHHOE WITH YYalLIlEHHOE JIbIXaHHUE; BHE3AMHbIH Kalle/lb, B TOM YKMCIe ¢
KpoBOXapKaHWem; ocTpas 60/1b B rpyaHOil KJeTKe, KOTOpas MOXKET YCHIMBATHCA NPH I1yGOKOM
BA0OXE; YYBCTBO TPEBOrM; CHIIbHOE TOJOBOKPYKEHHE, YYallEHHOE WM HEPEeryIspHoe
cepauebuenmne. HekoTopbie M3 3THX CHMITOMOB (Hanpumep, O/bILIKA, Kalleib) ABASIOTCA
HecrneunuyeckuMu U MOryT ObITh UCTONIKOBaHbI HEBEPHO KakK MPU3HAKM Apyrux 6osee yacto
BCTPEYAOLMXCS U MEHEE TAKEIbIX 3a001eBaHmii (Hanpumep, HHQEKLMS AbIXaTeNbHbIX nyTei).
ATD MOXeT NpUBECTH K MHCYJIbTY, OKKIIO3MM COCYA0B MM MHDAPKTy MuoKapaa. CHMNTOMbI
MHCYJIbTA: BHE3anHas ¢1abocTh WM MOTeps UYBCTBUTEILHOCTH JIMLA, KOHEYHOCTEH, 0COOEHHO ¢
OJIHOM CTOPOHBI Teja, BHE3anHas CIYTAHHOCTb CO3HAHMA, CHJIbHAS WJIM TPOAOJIKMTEbHAS
ronosHas 6016 6€3 BUAMMON NPUYHHBL, OJHO- WK ABYXCTOPOHHSS MOTEPS 3peHMs; NPobieMbl ¢
pevblo U NOHUMAHUEM; BHE3aMHOE HAPYLIEHUE MOXOAKH, FOJOBOKPYKEHHUE, NOTeps paBHOBECHS
WM KOOPAMHALMHK ABHIKEHUI, BHE3AMHas NOTEPs CO3HAHMA MM OOMOPOK C MPUCTYIOM CYA0pOr
unn 6e3 Hero. Jlpyrue npusHaku OKK/IHO3MM COCYJAOB: BHe3anHas 00jib, OTEYHOCTh M
HE3HAYUTE/IbHAS CHHIOIIHOCTb KOHEYHOCTEH, «OCTPBIH» JKUBOT.

CumnTomsl uHpapkTa Mmuokapaa: 60ib, AMCKOMDOPT, AaBIEHHE, TAKECTh, UYBCTBO CHKATHSA MU
pacrupaHus B rpyau WM 3a rpyAMHO# ¢ uppaauaumeit B CUHY, YeI0CThb, BEPXHIOK KOHEUHOCTb,
001acTh 3MUracTpus; X0JA0AHBIA MOT, TOLIHOTA, PBOTA WJIK FOJOBOKPY)KEHHUE, CHIIbHAsS c1abocTh,
TpeBOra WJu OJ/IbILIKA;, YYalIEHHOE WM HeperyaspHoe cepaueduenue. ATD MoxkeT okazaThbes
KU3HEYrpoKatolleh U MPUBECTH K JIETAIbHOMY UCXOLY.

Y JKEHIIMH ¢ COYeTAHUEM HECKOJIbKUX ()aKTOPOB PUCKA MM BBICOKOM BbIPAKEHHOCTHIO OHOIO
3 (haKTOPOB CiEyeT paccMaTpUBaTh BO3MOXKHOCTb MX B3aUMOYCHIIEHHs. B noao6HbIX ciyuanx
CTEMNeHb MOBLILIEHUS PUCKA MOXKET OKazaThesi H0J1ee BLICOKOMH, YeM MpH MPOCTOM CYMMHUPOBAHHUH
akropos. B sTom ciyuae npuem npenapata [TnanuXKenc® recto 20 nporusonokasa.

Puck passutus TpomGo3a (BEHO3HOro W/MaM apTepuanbHOro) M TpomO0IMOOIMK WM
LepebpoBacKyaAPHBIX HApYLIEHUH MOBbILLIAETCS :

- C BO3pacToM;

- Y KYpSALIMX JKEHIUUH (C yBEMUYEHUEM KOJIMYECTBA CHrapeT WM MOBBILIEHUEM BO3pacTa
PUCK HapacTaeT, 0COOEHHO B Bo3pacTte crapiue 35 sert);

- Npy HAIMYMKM ceMeiHoro aHamue3za (Hanpumep, BTD wunu ATD y Oauskux
POACTBEHHMKOB MM poauTeneit B Bo3pacte MeHee S0 ner). B ciyuae HacneacTBEHHOM MM
NpUOOPETEHHOI MPeapacnoIOKEHHOCTH, XKeHLHHA 1017KHA ObITh 0CMOTPEHa COOTBETCTBYHOLLMM
CMELMaIMCTOM /1 pelIeHust Bonpoca 0 Bo3MoxHocTH npuema KOK;

- npw oxkupeHuu (MHaeKe Macehl Tena Gonee 30 kr/m?);

= MNpu AACITUIIONPOTEUHEMHUH,



- MpH apTepHabHOM rUNEPTEH3NK;

- MPU MUTPEHMU;

- npu 3a601€BaHUM K1aMaHoB cep/la;

- npu Gubpunasuuu npeacepanii;

- B C/lyyae JUIMTEIbHOH UMMOOMIM3ALIMH, CePbe3HOr0 XMPYPrUYECKOro BMELIATENbCTRA,
mo60¥ onepalun Ha HIKHUX KOHEYHOCTAX, B 001aCTH Taza WM o6wmnpHOI TpaBmbl. B aTHX
Ciyuasx cnenyet npekparuth npumeHerne KOK (B ciyuae nnanupyemoii onepauuu, no kpaiiHeii
Mepe, 3a 4 HeJelM 10 BMELIATENLCTBA) M HE BO30GHOBATL MPUEM B TEYEHHE 2-X HEJE/b Noce
MOJHOTO BOCCTAHOBJICHHS MOOUIBHOCTH JKEHIMHBI. Bpemennas ummobuamnsauus (Hanpumep,
aBHarepesIeT JUIMTeIbHOCTLIO Boiee 4 4acoB) TaKKe MOKET ABAATHCA (PAKTOPOM pUCKA PazBHTHS
BTD, ocobenno npu Hanuuum apyrux Gpakropos pucka.

Bornpoc 0 BO3MOXKHO# posn BAPMKO3HOTO paciiMpeHns BeH M MOBEPXHOCTHOrO TpomGodiebuTa
B passutui BTD ocraetcs crnopubiM. CrieayeT yuuTbIBaTh NOBBIIEHHBIH PUCK PA3BUTHS
TpoM603MB0IHMii B MOCIEPOAOBOM NEpHOIE.

Hapywenus nepudepuyeckoro kpoBooGpalleHnsi TakKe MOIyT OTMEUaThcs MpH CaXxapHOM
Anaberte, CMCTEMHOM KpacHO# BOIHAHKE, reMOJMTUKO-YPEMHUYECKOM CHHAPOME, XPOHUYECKHX
BOCMANNTENbHBIX 3a00neBaHusIX KuuieuHuka (GonesHb KpoHa WM s3BeHHbI KOJHT) M
CEPNOBU/IHO-KJIETOYHOMN aHEMHUH.

YBe/MYeHHE HaCTOThI M THKECTH MUIPEHHU (4TO MOXKET Mpe/LecTBOBATh LepeGpoBacKyIApHbIM
HapyweHusm) Bo Bpemss npumenenusi KOK sBasercs ocHoBaHMeM 18 HeMEIEHHOrO
NpeKpalieHus npuemMa 3TUX Mpernaparos.

K GuoxuMuuecKuM noka3aTe/isiM, yKasbiBAIOLIMM HA HAC/HEACTBEHHYIO WM MPHOBPETEHHYIO
MPeApacrnooKEeHHOCTh K BEHO3HOMY MIIM apTepUaibHOMY TPOMOO3Y OTHOCSTCS : PE3UCTEHTHOCTh
K aKTMBUpOBaHHOMY mnpoTteuHy C, runepromouuctemHemus, aeuuut avtutpombuua IlI,
neuunt nporenna C, nedpuuur nportenna S, aHtudocPoMNUAHbIE aHTUTENa (aHTMTENa K
KapJIMOJIMITKUHY, BOJYAHOYHbBIH aHTHUKOATYJISHT).

[Ipn oueHke COOTHOIIEHMS PUCKA M TMOJb3bI CAEAYET YYMThIBATh, YTO AAEKBAaTHOE JIEUEHHE
COOTBETCTBYIOLIETO COCTOSHMA/3a001eBaHUs MOJKET YMEHBLINTh CBSI3aHHbIH € HUM pHCK
Tpombo3a.

Onyxonu

Haunbonee cyumecrBenHbIM (hakTOpoMm pucka pasBuTHsi paka weiiku matku (PLLIM) sBasercs
NEpCUCTHpYIOLLas ManuaIoMaBupycHas wuHdekuusa. KMmerores cooblieHHss 0 HEKOTOPOM
noBbilieHHM pucka pa3Butusa PLIM npu anurenshom npumenenun KOK. Opanako cBssb ¢
npuemom KOK ne nokazana. CoxpaHsioTCs IPOTHBOPEYMS OTHOCHTEIBHO TOTO, B KaKO# CTeneHu

9TUX JlaHHbIE CBA3aHbl CO CKPUHMHIOM Ha MNpeaMeT MnaTtoJioruu WEeHKH MaTku MM ¢
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0COGEHHOCTAMM NOJIOBOrO noBeeHus (Gonee penkoe NnpUMeHeHHe OapbepHbIX METON0B
KOHTpauernLuu, 601blee KOMTUYECTBO MOJI0BbIX NApTHEPOB).

Mera-aHanu3 54 5nMIEMHONOrHYECKHX MCCIEA0BAHMIM MOKA3al, YTO MMEeTes HecKOIbKO
MOBBIEHHBI  OTHOCHTENbHBI  PUCK  Pa3BUTHMS  paka  MOJOYHON  Keae3bl (PMX),
AMAarHOCTUPOBAHHOTO Yy KeHIUMH, npuHumatowmx KOK B HacTosiiee Bpems (OTHOCHTENbHbI
puck 1,24). TIoBbIlEHHBIH PUCK MOCTENEHHO Hcue3aeT B TeueHnue 10 nerT nocie npeKpaLieHus
npruema 3TuX npenaparos. B cBssu ¢ Tem, uto PMIK ormeuaetcs penko y xkenwun a0 40 ner,
yBennueHue konuyectsa ciayyaes PMIK y kenwmn, npunumaiommnx KOK B Hactosiuiee Bpems
WK IPHHUMABLIMX HEIABHO, ABJISIETCS HE3HAUMTE/ILHBIM 110 OTHOLUCHHMIO K 0O LLEMY PUCKY ITOTO
3abonesanus. Ero cBasb ¢ npuemom KOK He nokasana. Ha6monaemoe nosbiiieHne pHCKa MOXKeT
ObiTh TaKKE creacTBUeM Gonee panHeit AnarHocTHk PMIK y ket iwmH, npurumarowmnx KOK (y
HUX JMarHOCTHpYIOTCs Gojiee paHHHe KIMHMuecKue (OpMbl paka MOIOUHO#N JKene3bl, yem y
KeHLWHUH, He npumeHsaBlunx KOK), 6uonornueckum aeitcreuem KOK unu couetanuem 060ux
3THX (paKkTOpPOB.

B peakux ciyuasx Ha ¢pone npumenenus KOK Ha6:1101a10ch pasBuTHe 106pOKA4eCTBEHHBIX, A B
KpaiiHe pelKuX - 3/0Ka4eCTBEHHbBIX OMyXOJieil MeYeHu, KOTopble MPUBOIMIN K yrpoxatoemy
KM3HW BHYTPUOPIOIIHOMY KPOBOTe4YeHHMIO. B ciyyae noABAeHMS CHIbHBIX Goseil B 06iacTH
JKMBOTA, YBEJIWYEHUS NEYEHU WIN TMPU3HAKOB BHYTPUOPIOIIHOrO KPOBOTEUEHMS 3TO CAeLyeT
YUHTBIBATH NP NpOBeAeHUH AU hepeHLHanbHOro 1MarHosa.

Hpyeue cocmosanusn

Y IKEHIWMH C runepTpurauuepuaeMueii (MM npu HaaMUMM ITOFO COCTOSHMS B CeMeitHOM
aHaMmHe3e) BO3MOXKHO MOBbILIEHHE PUCKA PAa3BUTHS MaHKpeaTHTa Bo Bpems npuema KOK.
HecmoTpsi Ha T, 4TO HEGONIBLIOE NMOBbILIEHHE APTEPHATBHOTO J1aBAeHUs GbLI0 OMHUCAHO Y MHOTHX
KeHWKH, npuHnmatownx KOK, kniuHuyeckn 3HaunMble MoBbilLEHNS OTMEUANTUCh peako. Tem He
mexee, ecaun Bo Bpems npuema KOK passuBaercs cTOiKOe KIMHMYECKH 3HAYUMOE MOBbILLIEHHE
apTepuanbHOro AaBieHus, ciejayer npekpatuth npuem KOK M Hauyarh aHTUrHUnepTeH3uBHYIO
Tepanuto. [Ipuem KOK moxeT ObITh 11po0/IKeH, €C/1 ¢ NOMOLUBIO MHIOTEH3UBHBIX MPENapaToB
AOCTUTHYTbl HOpMajlbHbl€ 3HAYEHHS apTEPUaIbHOrO AaBieHUs. JKeHWMHbI C apTepHanbHOM
runepTeHsueil B aHamHese Wiv 3a060/€BaHUAMHU, KOTOpPbIE ACCOLMMPYIOTCS C apTepuanbHOl
runepTeHsuei (BKiouas HapylweHus (GyHKUMM MOYeK) JOJKHBI MPUMEHATh APYrHe METObl
KOHTpaLenuuu. Ecin KeH WM HbI ¢ apTepuasibHO runepTeH3uei 1enatoT BbIGOp B n0/b3y npuema
KOK, 10 32 HUMH HE06X0AMMO TIIATENbHOE MEAMLIMHCKOE Hab TI0IeHHE.

Cnenyioune cocTosiHMs, Kak CcOOOIIAIOCH, DA3BMBAIOTCA WM YXYAIIAOTCS KaK  Mp
bepementocTH, Tak u npu npueme KOK, Ho ux cBsizb ¢ npuemom KOK He nokazana: skentyxa

W/wni 3ya, CBA3aHHBIA ¢ XosecTasoMm; ofpazoBaHHe KaMHEH B XKeA4HOM Ny3bipe; nophupus;
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CHCTCMHas KpacHas BOJYaHKA; TIeMOJIMTHKO-YpeMHYECKHit cuHapoM; xopes CuaeHrama;
reCTaUMOHHbIA repriec; noTeps ciyxa, cBf3aHHas ¢ OTOCKIepo3oM. Takke omucaHbl ciyuyan
pazButus Gonesnn Kpona u s3BeHHOro kosmra Ha hone npumenerns KOK.

Y IKEHWMH ¢ Hac/IeICTBEHHBIMM (POPMAMU aHIMOHEBPOTHYECKOTO OTEKA IK3IOrEHH ble 3CTPOreHbl
MOIYT Bbi3bIBATb /I YXYALIATH CUMIITOMbI @aHFTMOHEBPOTHYECKOIO OTEKA.

[Tpu npumMeHeHnu npenapata BOIMOKHO Pa3BUTHE XJ10a3Mbl, OCOOEHHO y KEHLLMH C HATHYHEM B
aHaMHe3e XJ10a3Mbl OepeMeHHbIX. JKeHUIMHbI CO CKIOHHOCTBIO K X/10a3Me BO Bpems npuema KOK
MOJDKHBI M30eraTh JUIMTENbHOrO npeGbiBaHMs HA CONHLE M BO3ACHCTBUS YIbTPAHOIETOBOrO
M3Iy4YeHHs.

[Tpu ocTpom nian 06OCTPeHUM XPOHUUECKOTO 3a001€BAHMA MEUEHU ClIELYeT MPEeKPaTHTD npuem
npenapara, noka rokasare;nu QyHKUMH Ne4HeHH He BEPHYTCS K Hopme. PelnanB xonectaTnyeckoi
JKEJITYXH, KOTOpas pa3Buiach BrepBbie Npu 6EPEMEHHOCTH WM MPEbIAYLIEr0 NPUEMA NOIOBbIX
ropmoHos, Tpebyer npexpatuenus npuema KOK.

Xotst KOK MoryT oka3blBaTh BIMsIHHE HA HHCYTMHOPE3UCTEHTHOCTh M TONIEPAHTHOCTD K IMTHOKO3E,
HET HEOOXOAMMOCTH M3MEHEH S TEPANEBTUYECKOrO PEKNMA Y TALIMEHTOK C CaxapHbIM AHaGeToM,
NPUMEHAIOWNKX  HU3KoAo3upoBaHHble KOK (<50 mkr stununscrtpaauona). Tem He MeHee,
JKEHLMHAM C caxapHbiM AnabeToM HEOOXOAMUM TIIATEbHbI KOHTPO/Ib KOHLEHTPALIMHU FTIOKO3bI
B KPOBM BO BpeMs npumeHenus npenapara. Ha gone npuema npenapara INnanuXenc® recro 20
MOJKET OTMEHATbCs yXYALICHUE TEYEHUS IHIOTEHHOM JAETPECCHHU U AMUIETICHH.

Meouyunckue ocmompot

[lepen navanom wunu Bo3oGHOBieHMeM mnpumeHeHus npenapata [lnaundKenc® recto 20
HEOOXOAMMO 03HAKOMHMTBLCSA C AHAMHE30M JKH3HH, CeMeiHbIM aHAMHE30M JKEHILHHbI, POBECTH
TulatesbHoe oblueMeaMUMHCKOe (BKItOUas u3MepeHne AJl, 4acToThl cep/euHbIX COKpalLeHHil,
Onpeze/ieHne HHeKCa Macchl Tejla) U TMHEKoJI0rnyeckoe ooc/ie10BaHue, BKItouas obcneoBaHme
MOJIOYHBIX JKeJie3 M LMTOJIOrMYecKoe ucciaeaoBaHue cockoba ¢ lweikn matku (TecT mno
[Mananukonay), uckaouuTh GepemMeHHOCTb. Kpome TOro, cieayer MCKIOUMTH HapylIeHHs
CHUCTEMbI CBEPThIBaHMS KPOBH. OOBEM 0MONHUTE/IBHBIX HCCIIEL0BAHMI U YACTOTA KOHTPObHbIX
OCMOTPOB  OMNpEAeNsioTCs WHAWBUAYaIbHO. OOBIYHO KOHTPOIbHbIE 0O0CIEA0BaHUS ClEayeT
MPOBOAMTL HE pexke | pa3a B 6 mecsiies.

Kenuwnna nomkua ObiTh npouHpopmuposana, uto npenapart [lnanudKenc® recro 20 e
npenoxpatser or BUU-undexuuu (cunapom npuobperentoro ummynopepuuuta - CIIUJI) u
Apyrux 3a00/1€BaHMi, NepealoUMXcs MOJOBbIM MyTeMm!

Crudicenue yppekmugnocmu

Cumxenue sddexruBHocTn npenapara ITnanndKenc® recro 20 moxer npowmsoiith B ciayuae

MponycKka mnpueMa rMpenapara, KeayJ04HO-KMIIEYHbIX paccTpoiicTB (cMm. pasaen «Cnocob
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NPUMEHEHHS W 1103b1») WM B pe3yibTaTe JEKapCTBEHHOro B3aWMOAEHCTBMS (CM. pasjen
«B3anmozeicTsue ¢ ApYruMu 1eKapCTBEHHBIMU CPECTBAMMUY).

Bausnue na xapaxmep kposomeuenus

Ha ¢one npumenenus KOK moryt ormeuatbes Heperynsipbie (auMKIMYecKHe) KpOBOTEUEHHUS
(«Maxyule» KpOBSHMCTBIC BbIICNCHUS /WM «IPOPBIBHBIE» KPOBOTEYEHMs), OCOBEHHO B
TEUCHHUE MEPBBIX MECALEB npuMeHeHus. [1oaTomy oueHKy MobbIX HeperyspHbIX KPOBOTEUEHHil
CeayeT NMpOBOAMTL TOJILKO MOC/IE NepHoja ajanTaluu, COCTABAIOUIEr0 MPUMEPHO 3 LUKIA
rnpuema rnpemnapara.

Ecnu HeperynspHble KpoBOTEUEHMS NOBTOPSIOTCA MM Pa3BUBAKOTCS MOC/E NpeALECTBYOUNX
PEryasApHBIX LMKIOB, CJEAyeT [POBECTH TIATEAbHOE OOCIE0BAHUE IS MCKIIOYEHHS
3/10Ka4€CTBEHHbIX HOBOOOPA30BaHHii K GepeMEHHOCTH.

Y HEKOTOPBIX JKEHIIMH BO BPEMS nepepbiBa B npHeMe TabJ1eToK MOKET Pa3BUThCS KPOBOTEUEHHE
«otmeHb». Ecin npuem KOK npoBoauscs B COOTBETCTBMM € yKa3aHUAMHU, TO GEpeMeHHOCT
manoseposTHa. Tem He mMenee, ecau 10 storo npuem KOK npoBoauncs HeperyaspHo uim, eciaun
OTCYTCTBYIOT MOAPAA /1BA KPOBOTEHYEHHSI «OTMEHBI», TO [0 MPOJOIKEHUS NpUeMa npenapara
HEOOX0MMO UCKIIIOUYUTL GEpeMEHHOCTD.

Crudcenue nacmpoenus u denpeccus

JlenpeccuBHOE HACTPOEHHME M JENPECCHs ABIIAIOTCS U3BECTHOMN HEXeNaTenbHOl peakuueid npu
MPUMEHCHUH  TOPMOHANbHBIX ~ KOHTpauenTuBoB. Jlenpeccus MokeT ObiTb  Cepbe3HbIM
PacCTPOHCTBOM U ABJISETCH H3BECTHBIM (HAKTOPOM PUCKA CYHLMAAIBLHOIO MOBEAEHNS H CYMIIM/A.
Crenyer pekoMeH/10BaTh KEHIINHE 00PATUTLCS K CBOEMY Bpauy B C/Iy4ae MOAB/ICH S H3MEHEHMUIH
HaCTPOEHU M CHMINTOMOB JIEMPECCHH, B TOM 4YMC/IE, BCKOpe [OCjiE Hayana npuema
KOHTpaLEnTUBHOrO rnpenapara.

Bauanue na nokazamenu 1abopamopisix mecmoe

[Ipuem KOK mokerT BAMATL Ha pe3y/nbTaThl HEKOTOPBIX 1abOpaTopHbIX TECTOB, BKIIOYAs
rnokazare;it (yHKUMH MeYeHH, MOUeK, LMTOBUAHON JKele3bl, HaAMOYEYHUKOB, KOHLEHTPALMIO
TPAHCTIOPTHBIX OEJIKOB B M1a3Me KPoBH, (Gpakiuu JTUMHI0B, NOKA3aATEN YIIIEBOAHOrO 0OMeHa,
napameTpel Koaryisiuuu W Qubpunonusza. M3menenus oObluHO ocTaloTes B npejenax
HOPMabHBIX (PU3UOIOrMHECKMX 3HAYEHHIA.

Bauanue na nokazamenu pynxkyuu nevenu

OnHoBpemeHHOE — NMPUMEHEHME  MpPENapaToB,  COAEPXKALIMX  ITMHMIICTPAAMON,  C
MPOTUBOBMPYCHBIMK  MpernapataMd  MpsMoro  AeHCTBMS,  COAepKALIMMU  OMOMTACBUP,
napuTanpeBup, PUTOHaBUP, AacabyBUp B COYETAHMM C pUOABMPUHOM WK Be3, acCOLMMpYeTCs ¢

nosbilieHuem aktuBHocT AJIT.
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B ciyuae neobxommmoctn nposesnerms Kypca Tepanuu naHHO#i KomOuHalwMeil npenapatos
MAUNEHTKA, NPUMEHSIOLAA KOHTpaLeNTHBHbIH npenapat [TnannXKenc® recto 20, gomkHa GbiTh
MIEPEBE/ICHA HA ANIbTEPHATHBHbBIC METO/Ibl KOHTPALETLMM (HErOPMOHABHbIE K KOHTpaLEenTUBbI,
COZAEpKALUME TO/ILKO recTareH) 10 Havana Kypea jedenus. Bozo6HOBUTE NPpHEM KOHTpaLenTHBa
MOKHO HE paHblle, YeM uepes 2 HeJenH 1ociie OKOHYaHUs Kypea TEpanuu NpoTUBOBUPYCHBIMH
npenapaTamu.

Bausinue na cnoco6uocrs ynpasaste TPAHCIIOPTHBIMH CPEACTBAMM M MEXaHH3MaMH
[Ipyem KoHTpauenTHBHOrO npenapara ITnanuXenc® recto 20 e okasbiBaer BiusHMe Ha
CMOCOGHOCTD YNPaBAATH TPAHCIOPTHBIMH CPeACTBAMM U MEXAHHU3MaAMMU.

®opma Bbinycka

Tabaetku, nokpbIThIE 060104KOM, 75 MKT + 20 MKT.

Ilepsuunan ynaxoska aexapcmeennozo npenapama.

[To 21 Tabnerke B KOHTYpHYIO AYEHKOBYIO YTAKOBKY M3 MJIEHKH MOJMBHHUIIXJIOPUAHOMK U hosbIH
TIOMMHHUEBO#H NEYaTHOMN NaKHPOBAHHOM.

Bmopuunas ynaxoexa aexapemeennozo npenapama.

[To 1 KOHTYpHOIi UeliKOBOH yNaKkoBKe BKIEHBAIOT B KHHKKY-pacKaaayuKky u3 kaprona. [1o | uau
3 KHWKKM-pAaCKMaJyllKM M3 KapToHa BMecTe c PaBHbIM KOJHMYECTBOM CaMOKJEALIUXCS
KaJeHaapei npuemMa U MHCTPYKLMEH N0 NPUMEHEHHIO 3aNeYaThIBAIOT B NPO3pavyHyIo MIEHKY W3
MOMNPONHICHA C HAHECEHHEM OTPBIBHOM JIeHTbI. Ha nenKy MoxeT GbiTh Hak1eeHa STHKeTKa u3
Oymarmu.

YeaoBust xpanenns

B 3awmuientom ot cBera mecre npu Temneparype He Bbitie 25 °C,

XpaHuThb B HEAOCTYNHOM /15 J€Teil MecTe.

YeaoBusi ornycka

Otnyckator 1o peuenty.

Cpoxk roanocrn

3 rona.

He npumensTs no ncreuenunu cpoka roaHocTH.

IIponsBoaurenn

000 «®apmacunres-Tromenb», Poccus

r. Tromens, 7-0# kM Beaukanckoro Tpakra, 1. 2

Ten.: (3452) 694-510
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Baajnesneu peruetpaunonHoro yaocroBepenust/
Opranunsaunsi, npUHUMAIOLIAS NIPETEH3HH OT noTpeduTeeii
000 «Papmacunres-Tiomenb», Poccus

625059, r. TromeHb, 7-0it kM Bennxkanckoro Tpakra, 1. 2

Ten.: 8-800-100-1550
www.pharmasyntez.com
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000 «®apmacuures-TiomeHb»
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