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COTTACOBAHO _
MUHHCTEPCTBO 3/IPABOOXPAHEHHSI POCCUHCKON OEJIEPAIIMNA

NMHCTPYKIUA
I10 MEJJMLIMHCKOMY ITPUMEHEHMUIO JIEKAPCTBEHHOI O TTPEITAPATA

Aekanea®

HauMMEHOBAHHUE JICKAPCTBEHHOTIO Npenapara

Perncrpaunonnsiii Homep: I1 N015924/01
ToproBoe HaumeHoBaHue: Jckanen®
MexayHapoaHoe HenmaTeHTOBAHHOE HAMMEHOBAHHE: JICBOHOPreCTpe

JlekapcTBenHasi popma: TabieTku

CocraB

1 TabseTKa coaepKuT:

Jleticmsyiowee eeujecmeo: nesoHoprectpen 1,5 mr.

Bcnomozamenvnvie eewyecmea: KpeMHUs TMOKCUA KOJUIOMIHBINM; KpaxMal KapTodeabHbIi; MarHus

cTeapar; TajlbK; Kpaxmal KyKypy3Hblii; TaKTO3bl MOHOTH/IPAT.

Onucanue
[1nockue kpyriasie Tabaetku 6enoro uam noutu 6enoro 1Beta, ¢ hackoii u ¢ rpaBupoBkoii "G00" Ha

OJ/IHOM CTOpOHE.

(I)apmaKO'repaneBTuqecKan rpymnma: Cp€acTBo ajis BKCTpCHHOﬁ KOHTpAaUCIILHH.

Koa ATX: GO3ADO1

®apmako/0ruiecKkne cBoicTBa

®apMakoIHHAMHKA

JleBoHOprecTpen — 3T0 CUHTETMUYECKHUI recTareH ¢ KOHTPALENTUBHBIM JIeHiCTBHEM, BbIPaXKEHHBIMU
reCTareHHbIMM M aHTMICTPOTEHHBIMU CBOMCTBAMHU. OCHOBHBIM MEXaHU3MOM [JEHCTBUS SBISETCS
MHrUOMpOBaHWE W/MIM 3a/lepKKa OBYJISLMU B pe3yJbTaTe MOJABICHUs MUKa JTIOTEUHU3UPYIOLIETro

ropmMoHa. HpVI PEKOMEHAYEMOM PEXUME NO3UPOBAHHSA JICBOHOPTECTPE MOJAABISACT OBYJIALMIO M



OIJIOZIOTBOPEHUE, €CIIM TOJIOBOM KOHTAKT TMpou30LIe] B NpeAoBYIsSTOpHYl ¢a3y, Korja
BO3MOKHOCTb OIUIOA0TBOpeHUs Hauboubiuas. JleBoHoprectpen He 3 (deKTUBEH, €ClTM UMILIAaHTaLHs
OIUIOZIOTBOPEHHOM SAULIEKJIETKH YKE MPOU30LLIA.

Spppexmusnocmsy: cornacHo pesynbTaTaM paHee MPOBEJCHHOTNO KIMHUYECKOTO HCCIeI0BaHUS,
npuemM JByX 703 JseBoHoprectpena no 0,75 Mr ¢ uHTepBasiom B 12 yacoB mnpeaoTBpallaeT
HacTyrienue 6epemMeHHocTH B 85% ciyuyaeB. DddeKkTuBHOCTL Mpenapara CHUKAETCS C TeYEHUEM
BPEMEHHU T0Cje MO0JI0OBOro KoHTakTa (95% — npu npumeHeHun B TeueHue 24 yacos, 85% — B
uHTepBaie ot 24 1o 48 uacos, 58% — ot 48 10 72 yacos).

PesynpraThl Apyroro KJIMHMYECKOTO HCCIENOBAHUS TOKa3ajld, 4YTO OJAHOKPATHbIH MpueM
JeBoHoprecTpena B o3¢ 1,5 Mr (B TeyeHue 72 4acoB MOC/E HE3AIIMLIEHHOTO MOJOBOIO aKTa)
NpeaoTBpaLlaeT HacTynieHue bepemeHHOCTH B 84% ciyyaes.

MmeroTcs orpaHuMueHHble JaHHble, TpeOyouue JanbHEHIero MOATBEPXKACHUS, O BIUSAHUU
M30bITOUHOM Macchl Tena/Beicokoro uHaekca Maccel Tena (MMT) Ha KOHTpauenTUBHYIO
spdektuBHocTe. B 2-x  kauHuyeckux uccnenoBaHusix (KWM) Obuio  BBISIBIEHO CHHKEHHE
3¢ deKkTUBHOCTH JIeBOHOprecTpesa U yBeJIUYeHHe YacToThl OepeMeHHOCTH Yy xeHuuH ¢ UMT >30
Kr/M? B CPaBHEHHH C JKeHIMHaMK ¢ HopMmanbHbiM UMT (5,19% u 0,96% cooTseTcTBEHHO). O1HAKO
B apyrux KW cHuxkeHne koHTpauenTuBHON 3S(QEKTUBHOCTH J€BOHOprectpena He ObuLIO
MOATBEPKAEHO (YacToTa HacTymjieHUs: 6epeMeHHoCcTH coctaBuna 1,17% y XKEHUIUH ¢ 0XKUPEHUEM U
0,99% y xeHwuH ¢ HopManbHbIM UMT).

[Ipy pekomeHayeMOM pexuMe [103MpOBaHUs JIEBOHOPrecTpesl HEe OKa3blBA€T CYLIECTBEHHOTO
BJIMSIHUSA HA (PaKTOPBI CBEPTHIBAEMOCTH KPOBH, JIMIUAHBIN U YTJIEBOAHbII OOMEH.

Jlesouku-noopocmiu 0o 18 1em

B npocnexktuBHOM HabmiogaTenbHOM HcclieloBaHMM Obulo MokazaHo, uyto u3 305 ciyyaes
NPUMEHEHUs JIEBOHOprecTpesia B KayecTBe CPe/ICTBAa AKCTPEHHOM KOHTpALENLUH, B CEMH Cllydasx
HacTynuiaa OepeMeHHOCTb. TakuMm oOpa3om, oOmuit kodpduuueHT Heyaauu coctaBun 2,3%.
Koaddpuument Heynauu y neBouex-noapoctkoB monoxe 18 net (2,6% wunu 4/153) Gbin cpaBHUM C
k03¢ duLeHTOM Heynauu y xkeHiuH 18 net u crapie (2,0% wunu 3/152).

PapmMaKOKHHETHKA

BcacbiBanue

[Ipu nepopanbHOM Mpueme JIeBOHOprecTpesl OBbICTPO M MPAKTUUECKH TMOJHOCTHIO BCACHIBAETCS.
[Tocne npuema neBoHoprectpena B go3e 1,5 Mr makcumanbHas KOHUEHTpauus (Cmax) B MJ1a3Me KPOBU
cocraBiseT 18,5 Hr/mn u gocturaercs yepes 2 yaca. [locne nocTHKeHUs MaKCUMAabHBIX 3HAUEHUI

KOHLIEHTpALMs JIEBOHOprecTpena cHuxkaercs. AbcomoTHas 6uoaoctynHocts coctaBiser 100%.



Pacnpenenenue

JleBoHOprecTpen cBs3biBaeTcs € aibOYMUHOM TMJ1a3Mbl KPOBM W TJI00YJIWHOM, CBSI3bIBAIOLIMM
nojosbie ropmonsl (I'CIIT). JIuwmb 1,5% Bceit 10361 HaxoauTes B cB0O0AHOM hopme, 65% cBsizaHo ¢
['CIIT". TlpoHuKaeT B rpyIHO€ MOJIOKO.

MeTta6osu3m

MeTtabonu3m neBoHOprecTpeaa COOTBETCTBYET MeTaboIM3My MOJIOBBIX TOPMOHOB. JIeBoHOprecTpen
TUAPOCKCUIIMPYETCS B TMEYEHW W MeTabonuThl BbIBOAATCA B (OpME KOHBIOTMPOBAaHHBIX
IIOKYpOHU10B. DapMaKoI0ru4ecky akTUBHbIE METaOOIUTBI JIEBOHOPTreCTpesia HEU3BECTHBI.
BeiBesieHue

BpIBOAMTCS HCKIIIOYUTENBHO B popMe MeTaboIMTOB, MPUMEPHO B PABHOM CTENEHH MOYKaMH U Yepes
kuimeyHuK. [lepuon nonyseiBenenus (T12) cocraBiser 0koso 26 4acos.

DapMaKOKMHETHUKA YV 0COOBIX IPYIN MALMEHTOK

Hemu u noopocmxu 0o 18 nem: papMaKOKMHETHKA JI€BOHOPrecTpeaa u3yyaaach UCKIOUUTEIbHO Y
B3POCJIbIX JKEHLIMH; JaHHBIE O TPUMEHEHUH JIEBOHOPrecTpea y AeBOUYEK-TMOAPOCTKOB B BO3pacTe 10
16 net orpaHUYEHBDI.

Ilayuenmxu ¢ noveunot u ne4eHoyHou HedocmamoyHocmoio: GapMakOKUHETHKA JIeBOHOprecTpea y
MalMEHTOK € NMEYEHOYHON WIIM MOYEYHOM HEI0CTaTOYHOCTBIO HE U3y4allach.

Iayuenmxku c odcuperuem

HccnenoBanne (apMakOKMHETUKHM MOKa3ajio, YTO KOHLEHTpALMU JIEBOHOPrecTpesia 3HaYMTEeNbHO
CHWXKarTes y KeHWuH ¢ oxupenuem (MMT >30 kr/m?) (Habmopanoch npubausurensHo 50%
ymeHblieHre nokasarenei Cmax ¥ AUCo.24) MO CpPaBHEHMIO C aHAJOTMYHBIMU T0OKa3aTeNsAMHU Y
MeHLMH ¢ HopMmasibHbIM UMT (<25 kr/m?).

B npyrom uccrnenoBaHuM Takke coo01anoch 0 CHUKEHUH Cmax JIEBOHOprecTpena npubiIn3uTeIbHO
Ha 50% y KEHUMH C OXXKUPEHHEM MO0 CPABHEHHIO C AHAJOTMYHBIM TOKa3aTeleM Yy JKEHLIMH ¢
HopManbHeiM UMT, B TO Bpemsi Kak yJIBOEHME 103bl JIEBOHOprecTpena 0 3 Mr y JKEHLIMH ¢
OJKMpeHHeM 00ecrednso niasMeHHble KOHUEHTPALUK, NOJ00HbIe TeM, UTO Ha0II0JalIuCh Y KEHIIUH
¢ HopMmasibHbIM UMT 1 kotopseie nonyuunu 1,5 mr neBoHoprectpena. KiimHuueckas 3Ha4UMMOCTb 9TUX

JaHHBIX HEACHA.

IToka3aHusi K NPUMEHEHHIO
DKcTpeHHas (MOCTKOUTANIbHAS ) KOHTpALIENLUs B TeYeHHe 72 4acoB Mocjie He3alluIIeHHOTo MOJ0BOro

aKTa UJIK B CJ1y4a€ HEHAACKHOCTHU MPUMEHAECMOI0 METO1a KOHTpaLCIILIUH.



IIporuBonokaszanus

- ['vMnep4yBCTBUTENBHOCTD K JIEGBOHOPrecTpesy W/Wiu K J0O0OMY M3 BCIIOMOraTellbHbIX BEILECTB B
cocTaBe npemnapara.

- Bospact m0 16 ner (B CBA3M C OrpaHWUYEHHBIM KOJMYECTBOM JAHHBIX MO O€30MacHOCTH W
3¢ dexTMBHOCTH IeBOHOprecTpena B JaHHOW BO3PAaCTHOM rpynne).

- [leueHo4Has HEAOCTATOYHOCTD TSAKEION CTENEHH.

- U3BecTHas uim npeanosnaraemas 6epeMEeHHOCTb.

- 'pyiHOE BCcKapMIIMBaHKE B TEUEHUE HE MEHee 8 4acoB Mocjie npuema npenapara.

= HC]’ICpGHOCl/lMOCTb JIAKTO3bI, nedmum JIaKTa3bl, CAHAPOM TJIFOKO30-TaJlaKTO3HOM ManbaﬁcopGuuu.

C 0cTOPOKHOCTHIO
3abosieBaHUs NeueHHU (JerKoi U cpeiHel CTENeHU TAHKECTH) UK JKETUEBBIBOAALIMX MyTEH; JKeaTyxa
(B TOM 4yKcle, B aHaMHe3e); TsKellble CHHAPOMBbI Manbabcopbuuu, Hanpumep, GonesHb Kpona;

HaJIMyKMe HacJeICTBEHHOH MM MPUOOPETEHHOM NpeapacnoNokKEeHHOCTH K TpoMbo3am.

IIpumeHeHue npu GepeMeHHOCTH H B MEPHO/ IPYAHOr0 BCKAPMJIHBAHUS

bepemMeHHOCTb

[Ipuem npenapara B nepvoj U3BECTHON WM MpeanosaraeMoil 6epeMeHHOCTH NpoTHBoNnokasad. Ha
OCHOBAHUM HMMEIOIIUXCS JaHHBIX, HEOIAroNmpUATHOrO BIMSAHMS Ha IUIOJ B Cllydyae MpPOAOJDKEHHS
OepeMeHHOCTH Ha (poHE MPUMEHEHUs JIEBOHOPrecTpen-coAepkKalluxX MpenapaToB Uil IKCTPEHHOM
KOHTpaLENLIMK HE BbISBIEHO.

[leproa rpyAHOrO BCKapMJIMBaHUS

JleBoHOprecTpes NpOHUKAET B rpyaHoe MoJioko. [ToTeHnanbHoe Bo3/ieiicTBIE IEBOHOPrecTpeia Ha
pebeHKa MOKHO YMEHBILIHUTD, €CJIM KEHIWHA OyIeT MPUHUMATh NpenapaT HeMoCPeACTBEHHO MNocie
Kopmienus. [Tocne npuema npenapata rpy/iHoe BCKapMJIMBaHUE ClELyeT NPEKPaTUTh HE MEHee YeM

Ha 8 yacos.

Cnoco0 npuMeHeHHs H 103bl

BHyTpb.

[IpenapaT MoXeT MPUMEHSATLCS B JI0O0H NEpUO MEHCTPYaIbHOIO LMKIA. B ciyuae HeperynspHoro
MEHCTPYaJbHOTO LIMKJIa HEOOX0AUMO MpPeABAPUTENBHO UCKIIIOUUTH OEPEMEHHOCTD.

Jlns nocTrxkeHus Gojiee HalekKHOTO KOHTpalenTuBHOro sddekra 1 Tabnerky npenapara Jckanen®™

He00X0IMMO MPUHSATH KaK MOYKHO CKOpee, MPenoyTHTENLHO B epBbie 12 yacoB (HO He no3aHee 72
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4acoB MOCJie He3alUILEHHOTo NoJoBoro akrta). Ecnu B Teuenue 3-x yacoB nocie npuema TableTKu
MpoM30IIIa PBOTA, TO ClEAyeT NpUHATH eme | TaGnerky npenapara Dckanen®. [Mocne mpuema
npenapata Jckanen® 0 HACTYIUIEHWs CJEAYIOLIEH MEHCTpyalMd Clie[yeT MpPUMEHSTh
HErOPMOHAJIbHBIE METO/bl KOHTpALenuuu (Mpe3epBaTUB, CHEPMULMA + LIEEYHBIH KOJMAYyoK,
miadparMa WM KOHTpauenTuBHas ryOka). [lpumeHeHue neBOHOprecTpesna He SBIAETCS
MPOTUBOINOKA3aHUEM JUIs TMPOJOJDKEHUS MJIAHOBOW TOPMOHANbHOW KOHTpauenuuu. [Ipumenenue
npenaparta npv MOBTOPHOM HE3ALLMIIEHHOM [OJOBOM aKTe€ B TEYEHWE OJHOI0 MEHCTPYaJIbHOrO
LIMKJIa HE PEKOMEH/1yeTCs W3-3a YBEJMUEHUs pUCKA pa3BUTUs HApYLLIECHUIN LIMKIIA.

Oco0ble rpyMnnbl NalUeHTOK

Hemu u noopocmku 0o 16 nem

[IpumeHenne npenapara Jckanen® B Bo3pacte 10 16 JeT NpPOTMBONOKa3aHO (B CBSI3U C
OrpaHUYEHHbIM KOJIMYECTBOM JaHHBIX Mo Oe3onmacHocTH U 3(deKTUBHOCTH JeBOHOprecTpena B
JAHHOW BO3pacTHOM rpymnre).

llayuenmku ¢ noyeunou HeOOCMamoyHOCMvio

JlaHHble O TIPUMEHEHWM JIeBOHOprecTpela y TNalWeHTOK C HapylleHueM (QYHKUMU [OoYeK
OTCYTCTBYIOT.

llayuenmku ¢ neuenoyHou HEOOCMamMoYHOCMbIO

JlaHHblE O TNpPUMEHEHUW JIeBOHOprecTpesna y TMAlUMEeHTOK C MEYEHOYHON HEJ0CTaTOYHOCTBIO
orcyTcTBYIOT. [IpMeHeHue npenapara y NMalMEHTOK ¢ MEYEHOYHOW HEJ0CTaTOYHOCTBIO TSXKENIOH

CTENCHU NMMPOTUBOIIOKA3aHO.

IToGouHoe aeiicTBHE

[lpu npumeHeHMM JeBOHOprecTpesna Haubojee 4YacToii HexenatenbHoW peakuuedt (HP) Obina
TOILIHOTA.

HP npencrapieHbl O CUCTEMHO-OPraHHBIM KJIaccaM B COOTBETCTBUM ¢ kinaccudukauuein MedDRA
M C 4acTOTOM BO3HUKHOBEHMs: oueHb yacto (>1/10), wacto (>1/100, <1/10), Hewacto (>1/1000,
<1/100), peaxo (=1/10000, <1/1000), ouens peako (<1/10000), Bkatouas oTaenabHble coobuieHus. B
npejenax kaxaoi rpynnsl HP pacnipeneneHbl B nopsijke yMEHbIIEHUS] UX 3HAYUMOCTH.

HapyiieHusi co CTOpOHbl HEPBHOW CUCTEMBI

Ouenv yacmo: ronoBHas 00Jib.
Yacmo: roNoBOKpYKEHHE.

HapylieHusi coO CTOPOHBI XKeNYA0YHO-KUIIIEYHOIO TPAKTa

Ovyenwv yacmo: TOIHOTA, 00Jb B HUXKHUX OT/Ie/IaX KUBOTA.



Hacmo: nuapes, pBoTa.

HapyuieHusi co CTOpoHbI MOJOBLIX OPraHOB M MOJIOYHOM JKeJie3bl

QOuenv yacmo: KpOBOTEYEHHUE, HE CBA3aHHOE C MEHCTPYaLIUeH.
Yacmo: 3ajnepkka MeHcTpyauuud Oosee yeM Ha 7 HEi, HeperyjsipHble MEHCTpyajbHble
KpOBOTeYEHHsl, HarpybaHHe MOJIOYHBIX XKeJe3.

OO011Me paccTpoicTBa U HAPYIIEHUsI B MECTE BBEJICHUS

Ouenv yacmo: NOBBIIEHHAS! YTOMJISIEMOCTb.

Xapakrep MEHCTPYaabHOTO KPOBOTEYEHHUSI MOXKET HECKOJIBKO M3MEHUThCS, OJJHAKO Y OOJIBIINHCTBA
KEHLIMH ClIeIyIolas MEHCTpyals HaYMHAETCsl B TEYEHUE S IHe# OT Mmpe/noiaraeMoro cpoka.
Ecnu Hactynnenue crieaywolneil MeHCTpyaluu 3anasibiBaeT Oojblie 4eM Ha S5 JAHei, cleayer
MCKJTIOUMTH OEpEMEHHOCTB.

Crnenyrome  HexenaTelbHble  SIBIEHMS  HAOMOJaNMCh B KIMHUYECKOM  MpakTHKe B
MOCTPEruCTPALIMOHHOM MEPHOJIE:

HapyiieHus co CTOpOHbI JKeIYJ0YHO-KUIIIEYHOr0 TPAKTa

Ouenv peoko: 601b B KUBOTE.

HapyiiieHusi o CTOPOHbI KOXKH U MOJKOXKHBIX TKAHEH

Ouenb peoko: KOXKHas Chillb, KPANMBHULIA, 3Y/1.

HapyiueHusi co CTOpOHBI NOJOBBIX OPraHOB M MOJIOYHOM JKeJIe3bl

QOuenv pedko: 6016 B 0011aCTH Taza, IMCMEHOPES.

OO611Me paccTpoCcTBA U HAPYIIEHHS B MECTE BBEJCHHUS

Ouenv pedko: OTEK JULA.

Ilepeno3unpoBka

O cepbe3HbIX HEXeNaTeNbHbIX peakUUsX TMpU OCTPOH Nepelo3UpoBKe OOJbLIMMHU J103aMH
nepopaibHbIX KOHTPALENTUBOB HE COO0IANOCh.

Cumnmomyl: TOIIHOTA U KPOBOTEYEHHUE «OTMEHDBI.

Jleuenue: CUMNTOMaTUYECKOE. Cﬂeul/lq)l/quCKOFO AHTHUA0Ta HET.

B3aumopaeiicTBHe ¢ JpyrHMH JIeKaPCTBEHHBLIMH CpeICTBAMH
[Ipn oaHOBpeMEHHOM MPUMEHEHWHM € MpenapaTaMU-UHAYKTOpaMH MHKpPOCOMANIbHBIX (epMeHTOB
neyeHu (riaaBHeIM oOpazoM, wuHAykTopoB u3opepmenta CYP3A4) npoucxoauT yckopeHue

mMeTabon3Ma JIEBOHOprecTpea.



ConyrcTByloliee npuMeHeHUE Ihasupen3a CHUXKAET KOHLEHTPALIMIO JIEBOHOPrecTpesia B Iia3me
KpoBH npumepHo Ha 50%.

Cnenyomue mnpenaparbl-MHAYKTOpbl (EPMEHTOB MEYEHH MOTYT CHWXaTh 3(PPEKTHBHOCTD
JIEBOHOprecTpena: fGapbumypamer  (6K1104AA NPUMUOOH), (DEHUMOUH U KApOAMA3enuH,
npenapamol, cooepxycaujue 36epoboii npoovipasnennsiii (Hypericum perforatum), a TtaKke
pupamnuyun, pumonasup, pugpabymun u cpuzeoQynbeun.

[IpenapaTthl, comepiKallie J€BOHOPrecTpesl, MOTYT MOBBIIATh PUCK TOKCHYHOCTH YUKIOCHOPUHA,
BCJIE/ICTBHME MOABIECHUA ero metabon3ma.

JleBoHOprecTpen MoxeT CHUXaThb 3(P(PEKTUBHOCTb yIMMpPUCTaNa alerara MyTeM KOHKYPEHTHOTO
BO3JIEMCTBUA Ha PELIENTOP MPOrecTepoHa, B CBA3M C YeM HMX OJHOBPEMEHHOE MpPUMEHEHHE He

pEeKOMeHyeTcsl.

Ocobble yka3zaHusi

DKCTpeHHas KOHTPALENLUs — METO/I, KOTOPbI MOKHO MCIOJIBL30BaTh MU30AnYecki. OHa He I0JDKHA
3aMEHATh METO/Ibl MJIAHOBOW KOHTpALETILIUH.

ODKCTpEeHHass KOHTpaLeNnuusi He BO BCEX ClyyasX [O03BOJSIET MpPeJOTBPATUTh HACTYIJIEHHE
OepeMEeHHOCTH.

Eciau MMeroTcsi COMHEHUsI OTHOCUTENIBHO BPEMEHM HE3alUIIEHHOTO MOJIOBOrO KOHTAKTA, WK €ClH
HE3alMLIEHHBIH KOHTAKT UMel MecTo Oosiee yeM 3a 72 yaca B T€YE€HHUE ATOrO )K€ MEHCTPYaJbHOTO
LIMKJIA, TO CYIIECTBYET BEPOSTHOCTH TOTO, UTO 3aUaTHE YKe MPpou30Luio. B cBsi3u ¢ 3TUM npuMeHeHune
npenapara Jckanen® Npu BTOPOM T0JOBOM KOHTAKTE MOXKET OKa3aThCs HEIPPEKTHBHBIM B
OTHOLIEHWM TMPEJOTBPALICHUSI HACTyIieHus OepemeHHOCTH. [lpu 3azepike MEHCTpyalbHOTO
KpoBOTeueHHus: Oonee uem Ha 5-7 nHeH W M3MEHEHUM ero xapakrtepa (CKyAHble WM OOUJIbHBIE
KPOBSIHBIE BbIJIEJIEHUS) HEOOXOMMO UCKITIOUUTh OEPEMEHHOCTb.

Ecnu GepeMeHHOCTh HACTyMMIa Mocje MPUMEHEHHUs npenapara Jckanen®, Heo6X0AMMO YYHUThIBATE
BO3MOXHOCTb pa3BUTUsl SKTOnMueckoi OepemeHHocTU. [losBneHue Ooneld BHM3Y IKMBOTa,
OOMOpPOUYHBIX  COCTOSIHMM  MOXET CBHUJETENIbCTBOBATH O  BHEMATOYHOW  (IKTOMMYECKOI)
OepeMeHHOCTU. AOCOMIOTHBINM PUCK IKTOMMYECKON OEepeMEHHOCTH, MO BCEl BMAMMOCTH, HU3KHUH,
NOCKOJIBKY JIEBOHOPreCTpesl MpeloTBpallaeT OBY/SILMKO M OIUIOJAOTBOPEHHE. DKTONMUYecKas
06epeMEHHOCTb MOXKET Pa3BUBAThC HECMOTPS HA MOSBJIEHHE MAaTOYHOTO KpOBOTeYeHHs. B cBsi3M ¢
YeM MpUMeHeHWe TMpenapara Jckanen® He PEKOMEHAYETCs Y JKEHIUMH C PUCKOM pPa3BUTHS

BHEMATOYHOM 6€peMCHHOCTl/l (Hanwme B @aHAMHE3€ CaJIbIIMHIUTa WJIM BHEMATOUYHOM 6epeMeHHOCTI/I).



[Ipumenenne npenapara Jckanen® He peKOMEH/yeTCs Y NALMEHTOB ¢ HapylueHHeM QYHKIMH NeueH
TSXKEJIOW CTENEHMU.

Tsixenvie cunpomel Manbabeopbumum, Hanpumep, Gonesns Kpona, MOryT cHU3UTL 3(PEKTHBHOCTH
JIEBOHOprecTpena.

[Tocne mpuema npenapara Dckanen® MeHCTpyaibHbIH LMK, KaK NpaBUio, He W3MEHSETCs W
MEHCTpyajibHOe KPOBOTE€YEHHE HAcTynaeT B Cpok. MHoraa MeHcTpyasnibHOE KPOBOTEYEHHE MONKET
HAaYMHATBCS HA HECKOJILKO JIHEH paHblie UK no3xe. JKeHIMHaM clielyeT peKOMEH/I0BaTh OCETUTh
Bpaya, 4To0bl 10100paTh U HAYaTh UCTIOJIB30BATh O/IMH W3 METO/IOB IJIAHOBOM KOHTpauenuuu. Eciu
npenapar Ockanen® Obll NPUHAT Ha (OHE pPeryaspHON TOPMOHANBLHON KOHTPALENLMH, HO
OKHUJAEMOE KPOBOTEUYCHHE «OTMEHBI» B CIEAYIOIIMNA 7-1HEBHbIA nepuona "Ge3 TabneTok" He
HACTYIWIIO, CJIEAYEeT UCKIIOYUTL OEPEMEHHOCTb.

[ToBTOpHOE NpYMEHEHHME Npenapara B TeYEHHE OJJHOrO MEHCTPYaJIbHOTO 1IMKJIA HE PEKOMEH/LYETCs B
CBSI3U C BO3MOXKHOCTBIO HAPYLIEHUS LIMKJIA.

MMmerorcss orpaHuyeHHble [JaHHble, TpeOylollne NalbHEHIIero TMOATBEPKAEHHS O TOM, 4YTO
KOHTpaulenTuBHas 3 QekTuBHOCTD npenapara Jckanen® MOKET CHUXKAThCA C YBETMUEHHEM MacChl
tena uan UMT. V' Bcex keHumH, He3aBucuMo oT uX Maccebl Tena 1 UMT, cpenctBa sKkcTpeHHOM
KOHTpALENUMH JIOJDKHBI ObITh MPUHATHI MOC/E HE3ALMUIIEHHOrO MOJIOBOr0 KOHTAKTa KaK MOXKHO
paHblie.

IIpenapar Dckanen® HesadeKTHBEH B KauecTBe MOCTOSHHOTO METONA KOHTPALEMLMH M MOXET
MCIIOJIb30BATLCA TOJIKO B KaueCTBE JKCTPEHHOM Mephl. JleBoHoprecTpen B no3e 1,5 mr cieayer
NPUMEHATH UCKITFOUUTENBHO U1 SKCTPEHHOM KOHTpaLeniuu!

JXKenmunam, kotopble 00palaoTCs MO MOBOJAY MOBTOPHBIX KYPCOB SKCTPEHHOW KOHTpaLEMNLMH,
clielyeT NMopeKOMEH10BaTh UCIOJIb30BaTh METO/Ibl NJIAHOBOM KOHTpaLEMLIMH.

[Ipumenenue npenapata y J€BOYEK-NMOAPOCTKOB 10 16 JIET BO3MOYKHO TOJBKO B UCKIHOYHMTEIbHBIX
ciyyasx (B TOM yucie, MPU W3HACHIIOBAHMHM) U TOJIBKO TMOC]e KOHCYJIbTAlMK rUHekosora. Ilocse
MPOBEECHUS SKCTPEHHON KOHTpALENLMH PEKOMEHI0BaHA KOHCYIbTALIUSI THHEKOJIOTa.
DepTHIILHOCTD

JleBoHOprecTpes NOBBIIIAET PUCK PA3BUTHS HApYLIEHUH MEHCTPYaIbHOTO LMKJIA, YTO B HEKOTOPBIX
Clly4asX MOXET MPUBOJAUTH K OoJiee paHHEN UM NO3HEN OBYIALMH. DTH U3MEHEHHUs MOTYT BIIHATh
Ha (hepTUIIBHOCTB, OJJHAKO JaHHbIE O BIMAHUHU JIEBOHOPrecTpea Ha pepTHIBHOCTD MPH JTHTETBHOM
NPUMEHEHUU OTCYTCTBYIOT.

[IpuMeHeHre SKCTPEHHON KOHTpaLEeNLUMH He 3aMEHsieT HEeOOXOAMMBIX Mep TMpeaoCTOPOKHOCTH,

CBSI3aHHBIX C 3aLMTON OT 3a6OHCBaHHﬁ, NepeAaroIIuXCs MOJIOBBIM ITYTEM.



Bansinue Ha ¢cnocoGHOCTL K YNPaBJIeHHIO TPAHCIIOPTHBIMH CPEACTBAMH H MEXaHH3MAMH
Boszelicteue npenapata Ha cnocoOHOCTh K YNPaBJICHHIO TPAHCTIOPTHBIMU CPEACTBAMHU M paboTy ¢

MEXaHU3MaMH HE UCCJICJ0BAJIOCh.

®opma BbIyCKa
Tabnerku, 1,5 mr.
ITo 1 Tabnerke B 61ucrepe u3 AI/IIBX. 1 6nuctep B KapTOHHOI MayKe ¢ MPUIIOKEHHOM

MHCTpPYKLMEH M0 NMPUMEHEHHIO.

YeaoBust XxpaHeHHsI
[Ipu Temnepatype He Bbile 30 °C.

XPpaHUTh B HEJOCTYITHOM ]ISl IETei MecTe.

Cpoxk roaHocTH
5 ner.

He NIPUMEHATD 10 UCTEYECHUH CPOKA OJHOCTH, YKa3aHHOI'O Ha YIaKOBKE.

YcaoBus oTnycka

OTtnyckaror 1o peuenty.

IIpousBoanTeib:
OAO «I'eneon Puxrtep»
1103 bynanewr, yn. JIgmpéu, 19-21, Benrpus

Opranu3anus, NPUHHMAIOLIAas PETEH3HH OT NOTpeduTe.Iedi:
Mockosckoe [IpencraButensctBo OAO «I"'eneon Puxtep»
119049 r. Mockga, 4-it J1o6pbiHUHCKHMIA TIEp., oM 8
DnexkTpoHHbIi anpec: drugsafety@g-richter.ru
Tenedon: (495) 363-39-50

3amectutens Jlupexropa [IpeacraBurenscrea

OAO «I'eneon Puxtep» (Benrpus) r. Mocksa Bosouu H.B.




