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OAPMAIEBTUYECKAS ®OPMA

Tabnerxu.

Onucanue:

Kpyrible 1BOSKOBBITYKIIBIE TabneTKH Geroro 1Bera ¢ rpaBupoBkoii "C" ¢ oxHoi u "2" ¢ npyro#
CTOPOHBI TaOJIETKH.

OAPMAKOTEPAIIEBTHYECKAS I'PYIIITIA

[Tos10BBIE TOPMOHBI U MOIYJISTOPEI TTOJIOBOM CHCTEMBI, CPEACTBA JJIs IKCTPEHHON KOHTPALCTIIIHH.
Kox ATC: GO3ADO1

ITOKA3AHUSA K IPUMEHEHUIO

[IpumeHsieTcst B Ka4ecTBE CPEICTBA SKCTPEHHOH KOHTpALCNIMH B TEUYEHUE NMEPBHIX /2 4acoB
I0CJIE HE3AIMIIEHHOrO MOJIOBOTO aKTa MM B Ciiydae HedpHeKTHBHOCTH MPUMEHEHHOTo crocoda
KOHTpAlEeNIIHH.

CITIOCOBb ITPUMEHEHHSA U 103bI

Tabnerku nst mpuema BHYTPb.

Heo6x0auMo TIpUHATH 1B€ TAONETKH MaKCHMaJIbHO OBICTPO, [0 BO3MOKHOCTH B TeyeHHE 12
4acoB, HO He TMO3/Hee YeM 4epe3 72 yaca Iocje He3alUIEHHOTO M0JOBOr0 aKTa MM B Cliydae
€CJTH IPHMEHEHHBIN CII0c00 KOHTpAIENIUU 0Ka3aJICs HEHAIEXKHBIM.

[Ipy BO3HMKHOBEHHHM pBOTHI B TEYEHHME 3 4YacOB C MOMEHTAa IIpHeMa Ipenapara, CIeIyeT
He3aMeUTUTEbHO IPUHSATH ellle JBE TaOJIeTKH.

ABOJIETb MOJKHO NMPUHHMATh B JTIO00H J€Hb MEHCTPYaJIbHOIO LHKJIA 33 MCKIIOYEHHEM CIyvaeB
3a7ep’)KKM MEHCTPYaJIbHOTO KPOBOTEYEHHUS.

Bo Bpems mpuema mpenaparoB Ui 3KCTPEHHOH KOHTpalEeNIUH PEKOMEHJYETCs HCIOJIb30BaTh
OapbepHBI  METOA KOHTpAlENIMH (HalpuMep, IIpe3epBaTuB, Juaparmy, LEPBUKaIbHBIA
KOJITAYOK) 10 Hayaja ciedyrolero nukia. [lpuem mpemapara ABOJENb HE IpENyCMaTpHBaeT
OTMEHY peryJIipHO IPHHUMAEMOr0 rOPMOHAJIbHOIO KOHTPALENTHBA.

[IpuMeHeHMe B IeAUATPUN

ABOJIeNTb He PEeKOMEHIYeTCsl Ha3HavyaTh JETAM. ABOJENb OKa3aH HCKIIIOYHMTENILHO KEHIIHHAM B
MEepHoI IOCNe HAcTyIUIeHHs MeHapxe. JlaHHbIE OTHOCHTENbHO IIPUMEHEHMs IIpernapara y
MalUEeHTOK B MEPUO/I ITOCTIe HACTYIIJICHUsI MeHapXe B Bo3pacte 10 16 JeT orpaHHyeHbl.
IMPOTUBOIIOKA3AHUSA

['HIepuyBCTBUTEIBHOCTD K aKTUBHOMY BEIIECTBY MJIM K JIHOOOMY M3 BCIIOMOIaTeNIbHBIX BEIIECCTB
npemnapara.

MEPBI IPEJOCTOPOXHOCTHU

DKCTpeHHass KOHTpaleNUus MpeAcTaBaseT coboi METOX, KOTOPBIH MOXHO HCIIOJIB30BaTh
SNM30AMYecKH. Ilpemapar He mpeaHasHayeH UL 3aMEIIEHHS PEryJsspHOro crocoba
KOHTpALETIIHH.

DKCTpeHHas KOHTpALEIIHs He rapaHTHPYET MpeoTBpalieHre OepeMEHHOCTH BO BCEX CIydasX.
B ciyuyae eciiu HET yBEPEHHOCTH B TOM, KOT/Ia TOYHO NTPOM30MIE] HE3alIUIIECHHbIN T0JI0BOH aKT,
WIH €CJIM TI0C/ie TaKoro akTa mpouuto 6osnee 72 yacoB B TE€YEHHE TOrO K€ MEHCTPYaJbHOTO
IIMKJ1a, BO3MOXKHA BEPOSTHOCTHh BO3HHKHOBEHMS GepeMeHHOCTH. [IpH MOJIOBBIX OTHOIICHHAX Ha
done mpuema mpermapata ABOJENb €ro JeHCTBHE B LENAX MPEIOTBpalleHHs OepeMeHHOCTH
MOKeT okasaThbes HedddekTuBHbM. ClleyeT UCKIIOYNTh OEPEMEHHOCTD, €CIIM MEHCTPYaJIbHbII
LMKJT 3a/iepXKuBaeTcst 6osiee 4eM Ha S5 IHeH, MM eciii B JIeHb IPEANosaraeMoro Hayasia [uKia
TIPOU30ILIO KPOBOTEYEHUE HEACHOM ITHOJNIOTUH.




O pexruBHOCTD Npernapata ABONETL MOXKET OBITh CHHIKEHa B CBSI3Y C, M3JIMIMHCH Maccoii Tena
WK yBeNTMYeHHBIM HMHIekcoM Macchl Tena (MMT). JXKenmunaM creflyéT mpHHEMaTh mperapar
SKCTPEHHON KOHTpALEMIMK KaK MOXHO paHbIIe [0Cie HESAUMIICHHOrQ, HOHOBErO  aKTa,
HE3aBHCHMO OT Macchl Tejia win UM T nmanuenTky. JI10 .\ %

B cnyyae Bo3HuMKHOBeHHs GepeMeHHOCTH Ha (OHE Nphema npenapata ABOJENb HEOOXOMUMO
Y4eCTh  BO3MOXXHOCTb  Pa3BUTHUSl BHEMATOYHOH OepeMEHHOCTH. PHCK  BO3HHKHOBEHHS
BHEMATOYHOH OEpeMEHHOCTH MOXKET CHM3HTHCS, TaK Kak ABOJEb BBI3BIBAET TOPMOJKEHHE
OBYJISIIMH ¥ TIPEJOTBPALIAET OIUIO0TBOPeHHE. BHeMaTouHast GepeMeHHOCTh MOYKET Pa3BHBATHCH,
HECMOTPS Ha MOSIBJICHHE MaTOYHOTO KPOBOTEYEHHS.

B cBssn ¢ oTHM, ABOzeNb Ciie/lyeT MPUHHUMATh C TOBBIUEHHONH OCTOPOKHOCTBIO NPH HAIHYHH
(hakTOpOB pHCKA BOBHUKHOBEHHS BHEMATOYHOH GepeMEeHHOCTH (BOCTIANEHHE NPHIATKOB MATKH,
SKTONMYECKast OEPEMEHHOCTh B aHAMHE3E).

[Tpuem nperapata ABozens He PEKOMEH/IOBAH NALKEHTKAM C CEPhe3HBIM HapYIICHHEM byHKIHH
TIEYCHH.

Y MaIMEeHTOB ¢ HApYIIEHUSIMH KHIIEYHOH abcopbuuu, Brmoyas Gomesns Kpoua, shdexTuBHOCTE
npenapata ABOJEIb MOXKET ObITh CHHIKEHA.

[locne mpuema npenapata ABOJeNIb MEHCTPYALIHS, KK IPABHIIO, OTMEYAETCA B OOBIYHOE BpeMs H
MPOTEKAET B HOPMAJbHOM peKuMe. BO3MOXKHO MOSBICHHE MEHCTpYallMW HA HECKONLKO IHEl
MO3KE WM paHplie OObrdHOrO cpoka. JKeHmmzam, oGpaTHBUIEMCS K Bpauy, cleryeT
PEKOMEH/IOBATB  MCIIONb30BATh INOCTOSHHEIA CII0cO0 KoHTparenmuuu. B cmywae orcyrersus
KPOBOTEHYCHIS OTMEHBI B ClENylomeM Nepuoje Oe3 TabieTok Iocie NpUMEHEHHs Mpenapara
ABOJIENb ¥ TIOC/IE HCIOJB30BAHMA PETY/ISAPHOI TOPMOHATBHOM KOHTPALEILHN — CIeyeT
HCKJIFOYUTH BO3MOXHYIO OEpEMEHHOCTb.

He pexoMeHnzyeTcs moBTOpHBII TpHeM Mperapara B OJHOM MEHCTPYAIBHOM LHKIE, TAK KaK T0
MOXKET IIPUBECTH K HAPYIIEHHIO KA.

[Ipemapar ABomems wHesdpdexTHBEH, B KadeCcTBe CTAHHAPTHOIO PEryJsApHOTO  MeToxa
NpeOTBpAllEHHs OEPEMEHHOCTH ¥ II0Ka3aH HCKIIIOUMTENBHO B  KAYeCTBE 9KCTPEHHOM
KOHTpanenuuu.  IlauueHTkam, HEONHOKPATHO  HCMOMB3YIOIIMM  METOBI 3KCTPEHHOM
KOHTPALETIIHH, CIETyeT PEKOMEH/I0BATh J0JITOCPOYHBIE CIIOCOOBI MPEIOXPAHCHHS.

[Iprem npenapaToB SKCTPEHHOM KOHTpALENIMM He MCKIIOYAeT HEOOXOAMMOCTH 3allHThI OT
3a00J1eBaHMH, TIePeJAIOIINXCS TTOJOBBIM ITyTEM.

[Ipenapat coxepxuT nakTo3y mMoHoruapar. IlpenapaT He cliefyeT MCIIONBb30BATh MAIMEHTKAM C
HACJIEJICTBEHHOH  HENEepPeHOCHMOCTBIO  TajaKTO3bl, ¢ JAeDHLUUTOM JlaKkTa3bl Jlamma wm
MaibabcopOLMeH IITIOKO3bI HIIH TaJIaKTO3bI.

B3AUMOJIEVICTBHUE C IPYTUMHU JIEKAPCTBEHHBIMU CPEACTBAMU

B coderaHnn ¢ HMHIYKTOpaMH NEYEHOYHBIX (DEPMEHTOB BO3MOXKHO YCHJIEHHE MeTaboTH3Ma
JIEBOHOPrecTpea.

BosmoxHO cHmKeHue 5((EKTHBHOCTH IperapaToB, COAEPIKAIIHX JIEBOHOPreCTpen, TIpH
OIHOBPEMEHHOM  mpueme ¢ OapOuTyparamu  (BKIIOYask [PHAMHIOH),  (EHHTOHHOM,
KapOamasernHoM, —Tpenapatamu  3Bepobost  (Hypericum — perforatum), pubaMIHIIHHOM,
PHTOHABUPOM, PUDATYTHHOM H IPH3€0(]YILBHHOM.

[IpenapaTel, B cOCTaB KOTOPBIX BXOMHUT JIEBOHOPTeCTPEN, MOTYT [OBBINIATH TOKCHYHOCTD
LHMKJIOCITOPHHA, B BUTY BO3MOXHOIO HHTHOMPOBAHUS MeTaG0IM3Ma IMKIOCTIOPHHA.
IIpumenenne npn 6epeMeHHOCTH M B IEPHOJ JAKTAHH

bepemeHHOCTB

[Tpuem npenapara ABOZeb NPOTHBONOKA3aH JKEHIIHHAM BO BpeMs GepemennocTH. [Ipenapar He
NPUBOAMT K MPEpHIBAaHHIO OepeMeHHOCTH. B ciywae coxpaHeHus GepeMEHHOCTH, COTJIACHO
JaHHBIM ~ JIMHMAEMHOJIOTHYECKHX —HCCJICIOBAaHUH, KOTOpBIE HMEIOTCS, JIEBOHOPrecTpen He
OKa3bIBACT HEXKENIATENbHOro AeHcTBUA Ha 1uiol. He ObUIO TMONYYeHO KIMHMYECKMX NAHHBIX O
BO3MOJKHBIX [MOCJIE/ICTBUAX IIPH MIPHEME JIEBOHOPrecTpera B [03UPOBKeE, MpeBbIaromeii 1,5 mr.
[lepuo/1 TakTaruu

JleBoHOprecTpen BBINENSETCS C TIPYAHBIM MOJNOKOM. [IOTEHIMATBHBIA DHCK IpH mHpueMe
JICBOHOPrecTpesia  MOXKeT OBITh CHH)KEH IPH YCIOBHH BPEMEHHOTO MPEPHIBAHUS TPYIHOTO
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BCKapMJIMBaHHs I10CIIE NpUeMa npenapara ABOIENIb M €CIIH KQ@Mﬂmax )KCHHIHH{:! in‘f’HHMaeT
TabJETKy HEMOCPEICTBEHHO [10CTIe KOPMIICHHS TPy IBIO.

Bausinne na cnocofHoCTh YNpaB/iATh ABTOTPAHCHOPTOM W padoTaTh ¢ MeXaHH3MaMH
BiussHue Ha CHOCOOHOCTH YNPABIATH ABTOTPAHCIIOPTOM M paboTaTh C MEXaHU3MaMH He
UCCIIEI0BAJIOCH.

INOBOYHOE JIEMCTBUE

HawnGonee vyacToit mobouHoil peakiuei SBseTcs TOMHOTA.

CucremMHo-oprannas

YacTroTa BO3HHKHOBEHUSI NOOOYHBIX peaKIuii
kiaaccupukanuss MedDRA 14.1 p

Ouenp yacto (>10) Yacro (>1/100 - <1/10)

Co cTOpOHBI HEPBHOH CHCTEMBI ["ostoBHast 6016 ["osioBOKpYIKEHHUE
Co cTOpOHBI MUIEBAPUTENBHOTrO TpakTa | TomHoTa Juapes
Bonu B HmxHei PBora
YaCTH JKHBOTA
Co cropons! penpoaykTuBHOU cucteMbl | KpoBoTeuenue, He 3anepikka MEHCTpyaluu
M MOJIOYHBIX XKeJie3 CBSI3aHHOE C Gonee yeM Ha 7 gHe* *
MEHCTpyanuei* Hapymenus

MEHCTPYaJIbHOI'O [MUKJIa
Boe3HEHHOCTE  MOJIOUHBIX
KEIIE3

CHcTeMHEIE HapyHICHUS U IIaTOJIOTUS B Y ToMIIsIEMOCTE
MECTEC BBEOCHUA

*BOo3MOKHBI BpeMEHHBIE HApYIIEHHS MEHCTPYaJbHOTO MHKIA, HO B OOJBITHHCTBE ClTy4aes
CIIEIYIOIIMH KK HACTYIIAET B IIpe/iesiaX 5-7 IHEH OT Ipe/nosaraeMoii aThl Hayana [UKIIA.

**B ciyyae ecitu MPOMCXOIUT 3aepyKKa MEHCTPYAIMH Goliee 5 jHeil, HeOOXOIMMO HCKITIOTHTE
OepeMeHHOCTb.

B nocmmapremunzosuiii nepuod nonyuenst ceedenusi 0 credyiouux no6oHbIX PeaKyusx:

Co cmoponvt opeanos JXKT

Ouens penko (<1/10 000): abgomMuHaTBHBIE GOJTH.

Co cmoponbl kodicu U NOOKOJICHOT Klemyamku

Ouenb pemxo (<1/10 000): Ko)KHASI CINb, KPAUBHHUIA, 3y

Co cmoponubl penpodykmusHoti cucmemvt U MOIOYHBIX JCenes

Ouenb penko (<1/10 000): 6o B 06TACTH OPraHOB MANOro Taza, HApyLICHHS MEHCTPYaJIbHOTO
LHKJIa

IIpouue

Ouens peako (<1/10 000): otek nuna.

IHEPEJO3UPOBKA

He 6b110 BBIIBIIEHO Cepbe3HBIX MOGOUHBIX 3G HEKTOB mocie 9KCTPEHHOI'0 IIPHEMa IEePOPaTHHBIX
KOHTPALENTHBOB B OOJIBIIKX [103aX. B ciydae mepeno3npoBKH BO3MOKHO MOSBIIEHHE TOITHOTHI |
TIPOPBIBHBIX KPOBOTEYEHHU. JIedenne JOMKHO OBITH CUMIITTOMATHYECKUM, TaK Kax He cymeCTBye'r
crenu(pUIecKoro aHTHIOTA. ™ COTMAC!

CPOK I'OJTHOCTH %., TEP ;j

3 rozia co IHS MPOU3BOICTBA. | [HHUCTEPCTBA 3
He mcnonp30Bate 1nocie 0KOHYaHHs CPOKa TOAHOCTH.
YCJIOBUS XPAHEHUS

XpaHuTh pu TeMIepartype He Bbiute 25°C, B HEIOCTYITHOM UL IeTeil MecTe.
YITAKOBKA

biucrep TIBX-TIBAX/ anmtomunwuii o 18e TabiaeTKy.

bicTep ynakoBbIBaeTCsl B KapTOHHYIO KOPOOKY BMECTE C JIMCTKOM-BKJIAIbIIIEM.
YCJIOBUS OTITYCKA U3 ATITEK

bes peuenra.

BJIAJAEJIELl PETUCTPAIIUU

3AO «MHTEJIM TEHEPUKC HOP» ynu. Hleiimunanmxkio 3, 09312
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Bunsnioc, JIntoBckas Pecriybnuka

ITPOU3BOJUTEJIb

JIABOPATOPHH JIEOH ®APMA, A.O.

yi1. Jla Bansuna 6/H, npomsinuienHas 30Ha «HaBartexepay,
BunssaxunamOpe, 24008 Jleon, Mcnanus
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Kaxmas Tabnerka conepxurt 1,5 Mr 1eBoHOprecTpena.
BcrnomoraTenpHble  BEIIECTBA: MHUKPOKPHCTAUIMYECKAd IEIUII0I03a, JAaKTO3bl MOHOTHIpAT,
nojokcamep 188, HaTpus kpockapMeso3a, MarHug creapar.

OAPMAIIEBTHYECKASA ®OPMA

Tabnetxu.

Onucanue:

Kpyrible IBOSKOBBINYKIbIE, Oenble TabieTku ¢ rpaBupoBKoi “C” ¢ omHOH CTOpoHBI M “17°C
Ipyrom.

®APMAKOTEPAIIEBTUYECKAS I'PYIIIIA

[TonoBele TOPMOHEI M MOIYJIATOPHI IIOJIOBOM CHCTEMBI, CpPEICTBA JUIA 3KCTPEHHOMH
KOHTpALENIIHH.

Kon ATC: GO3ADO1

ITOKA3AHUA K IPUMEHEHUIO

[TpuMeHseTCst B KauecTBE CPENCTBA IKCTPEHHOH KOHTpaLENLMH B TeYeHHE IEPBBIX 72 9acoB
Iocje He3alMINEHHOrO IOJOBOTO aKTa MM B ciydae Hed(GOEKTHBHOCTH MPHMEHEHHOTO
cocoba KOHTPALEIIIHH.

CIIOCOB [NPUMEHEHUS 1 1O3bI

Tabnerku a7 npremMa BHYTpS.

Onny TabieTKy cleayeT IPHHSTH KaKk MOXHO CKOpee, IPeANOYTHTEIbHO B TedeHHe 12 9acoB H
He I037Ke 4eM 4epe3 72 yaca 1mocJje He3alUIIeHHOr0 II0JI0BOr0 aKTa.

[Ipy BO3HMKHOBEHMH PBOTBI B TEYEHHE 3 YacOB C MOMEHTAa IIpHeMa IIpenapara, CJexyeT
He3aMeUTHTETbHO IPUHSTE CIEAYIOUTYI0 TabIeTKy.

ABoIenTb MOXHO IPHHUMATH B THOOOH JeHb MEHCTPYaIbHOIO IHMKJIA 3a MCKIIOYEHHEM CIIy4yaes
3a7ep)KKM MEHCTPYaIbHOTO KPOBOTEUEHHS.

Bo Bpems mprema IpenaparoB IUIst 9KCTPEHHOH KOHTpaLENLHMH PEKOMEHIYETCS MCII0Ib30BaTh
GapbepHBI METOX KOHTpalenuuy (HampuMep, Ipe3epBaTB, IHaparMmy, IepBHKAIbHbIA
KOJIIa4yoK) 10 Hayaia ciemyromrero nukia. [lppmeM mpenapata ABozenls He IpelycMaTpHBaeT
OTMEeHY PeryJsipHO MPHHUMAEeMOT0 TOPMOHAIBHOIO KOHTPAlleNTHBA.

[IpumeHeHHe B MeIaTpUu

ABoIenb He peKOMEHIyeTCs Ha3HayaTh JeTsAM. ABOJETb MOoKa3aH HCKIIIOYMTENBHO KEHIIHHAM B
MepuoN Tocje HAcTyNJIeHHs MeHapXe. JlaHHbIE OTHOCHTENBHO NpPHMEHEHHs Mpernapara y
TMalMeHTOK B IEPHOJ ITOCIe HACTYIIJIEHUS] MeHapXe B Bo3pacTe 10 16 J1eT orpaHHYeHsbl.
ITPOTUBOIIOKA3AHUA

[UIepuyBCTBUTENBHOCTD K aKTHBHOMY BELIECTBY MM K IIOOOMY M3 BCIIOMOIaTEIbHbIX BELIECTB
npenapara.

MEPBI IPEJOCTOPOKHOCTHU

DKCTpeHHas KOHTpalenuus INpeacTaBiseT coOOM MeTOXM, KOTOPHIH MOJYKHO HCIIOJTb30BaTh
SOM30IMYECKH. IlpemapaT He TNpeiHa3sHayeH IA 3aMeIeHHs pPerylspHoro cmocoba
KOHTpALEILHH.

DKCTpeHHas KOHTpALEHIUsS He TapaHTHPYeT NpeJoTBpalieHue 6epeMEHHOCTH BO BCEX CITydasX.
B ciydae ecii HET YBEPEHHOCTH B TOM, KOT/Ia TOYHO MPOM30LIE] HE3alMIICHHbII TOJI0BOH aKT,
WIM ecM T10CJe TAKOro aKTa Mpouuio Gosiee 72 4acoB B TE€YEHHE TOTO YK€ MEHCTPYabHOTO
MK, BO3MOXKHA BEPOATHOCTh BO3HUKHOBeHHUs GepeMeHHOCTH. IIpH IMOJIOBBIX OTHOUICHHAX Ha
hoHe mpuema mpenapata ABOIeib ero JIeHCTBUE B LENAX NMPELOTBPALCHHS OepeMEHHOCTH
MO3KeT okasaThes HedddexTnHbM. CrlelyeT HCKIIOYHTh GepeMEeHHOCTD, eClii MEHCTPYaIbHBIH
LK 3a7epkuBaetcs Ooree yem Ha 5 IHel, MM €CIH B JIeHb MPEANosaraeMoro Havania HuKia
IPOM30LILIO KPOBOTEUEHHE HEACHON 3THOJIOTHH.




O eKTHBHOCTH Npenapata ABOJIENb MOKET OBITH CHIIKCHA B CBSI3H C U3JIMIIHEH Maccoi Tena
MITH YBEJMYEHHBIM HHAekcoM macchl Tena (MUMT). JKeHmunam ciiefdyeTr npHHHMATH rpemnapar
OKCTPEHHOH KOHTpALENIUH KaK MOXKHO paHbLIe 1ocie HE3AUUINEHHOTO TQNQBOr0O  aKTa,
HE3aBUCHMO OT Macchl Testa win UMT nanueHTKy. 918 ¢\ £ 4

B ciyyae BosHukHOBeHHs GepeMeHHOCTH Ha (oHE Npuema mpenapata ABOJEIb HEOOXOIMMO
Y4€CTb  BO3MOXXHOCTb pa3BHUTHs BHEMATOYHOM OepeMEHHOCTH. PHCK BO3HMKHOBEHHS
BHEMATOYHOH OCPEMEHHOCTH MOMKET CHM3HTHCS, TaK Kak ABOJENb BBHI3BIBAET TOPMOJKEHHE
OBYJIIUMH M TIPEJOTBpAIllaeT OIUIOJOTBOpeHHE. BHeMmaTouHas GepeMEHHOCTH MOKET
Pa3BUBATECS, HECMOTPsI Ha MOABJICHHE MaTOYHOTO KPOBOTEYEHHS.

B cBsi3u ¢ aTHM, ABOZIENb CllelyeT MPHHIMATE C MOBBIIEHHON 0CTOPOKHOCTHIO IIPH HATHYHH
(haKTOpOB pHCKA BO3HHKHOBEHHSI BHEMATOYHOM GepeMeHHOCTH (BOCHATCHHE IPUIATKOB MaTKH,
9KTONHUYECKAss GEPEMEHHOCTh B AHAMHESE).

Ilpuem mnpenapata ABOJENs HEe PEKOMEHIOBAH MAIMEHTKAM C CEPHE3HBIM HapyIeHHeM
GyHKIMH eYeHu.

Y NauMeHTOB C HApYIIEHWsIMH KHUIEYHOH aGCopOuuM, BKIIOYAs GOJE3Hb Kpona,
3G dexTuBHOCTB Mpenaparta ABoETb MOXKET ObIThH CHHIKEHA.

[Tocne mpuema npenapara ABozesb MEHCTpyaIys, KaK PABHIIO, OTMEYAETCS B OOBIIHOE BpeMs
W NMPOTEKACT B HOPMATBLHOM pexkuMe. BO3MOKHO TOSIBIIEHHEe MEHCTPYAIIMY HA HECKONLKO THeil
03Ke MM  paHblIe OOBMMHOro cpoka. JKeHUMHAM, OOpaTHBIIHMCS K Bpady, CIEdyeT
PEKOMEH/IOBATE  HCIIONB30BATh PETYJIAPHEIA CIOCOO KOHTpamenuuu. B ciydae orcyTcTBus
KpOBOTCHEHUs OTMCHBI CIEAYIOUIEM Meprone Oe3 TaGNeTOK Mocie NpHMEHEHHsS Mperapara
ABOJIENIb U TIOCNIE HCIMOJIB30BAHUS PETYISAPHO TOPMOHAJIBHOH KOHTPALENIHUH — CIIEAyeT
HCKITFOYHTE BO3MOXKHYIO OEpPEMEHHOCTB.

He pexomentyeTcs MoBTOPHEIif IpHeM MpenapaTa B OHOM MEHCTPYaJIbHOM LHUKJIIE, TaK KaK 3TO
MOJKET IIPUBECTH K HAPYIIEHHUIO [IUKIIA.

[Ipemapar ABonens HedpheKkTHBEH, B KadecTBe CTaHIApTHOrO pETYJISPHOrO MeToja
peOTBpAICHUs] OEpEMEHHOCTH U I[I0KAa3aH HCKIIFOUHTENLHO B  KAadecTBe SKCTPEHHOMH
KOHTpauenuuH. —[lauuenTkam, HEOJHOKPATHO  MCTIONB3YIOMIMM  METOMIBI SKCTPEHHOM
KOHTpANCHIHIH, CIIEAYET PEKOMEHI0BATH JI0JITOCPOYHBIE CIIOCOOBI MPEI0XPaHEHHS..

[Iprem mnpenapaToB 3KCTPeHHON KOHTpPAUENIHH He HCKITIOYAeT HEOGXOIUMOCTH 3alIUTHl OT
3a00JIEBaHUH, TIEPENAIOIINXCS TTOJOBBIM ITYTEM.

[Ipenapat coxepxuT nakto3y MoHoruzapar. [Ipenapar He cieyeT HCIOMB30BaTh MAHEHTKAM C
HACJIE/ICTBCHHOH ~ HENEPEeHOCUMOCTBIO TalakTO3bl, ¢ AeDHUIHTOM NakTaskl Jlamma wim
MaJibabcopOIneit TIIIOKO3bI HIIH FaJIaKTO3bI.

B3AMMO/JIEHCTBUE C APYTUMH JEKAPCTBEHHBIMHU CPEACTBAMHU

B cowerammi ¢ MHIYKTOpaMH MEYeHOYHBIX (PEPMEHTOB BO3MOXKHO YCHICHHE MeTaGoIu3Ma
JIeBOHOprecTpera.

BosmoxHo cHwkenne sddexTHBHOCTH mpemapatos, COZIepXKalUX JIEBOHOPreCTpesn, IpH
ONHOBPEMCHHOM — mpueMe ¢  OapOuryparamu  (BKIIOYas [PUMHIOH), (DEHHTOMHOM,
KapOamaseruHoM, —TpermapataMu  3Bepobos  (Hypericum perforatum), pupamMIHIHHOM,
PHUTOHABUPOM, pH(DATYTHHOM U rPU3E0(yTLBHHOM.

[Ipenapatbl, B coCTaB KOTOPBIX BXOIHMT JIEBOHOPTECTPE], MOIYT MOBBINATH TOKCHYHOCT
LHKIOCIIOPHHA, B BUlYy BO3MOXXHOIO HHIHOMPOBAHMS MeTab0IH3Ma LIMKIIOCTIOPHHA.
IIpumenenne npn GepeMeHHOCTH H B MEPHOA JAKTANHH

bepeMeHHOCTH

[Tpuem npenapara ABoeNb MPOTHBOIMOKA3AH JKEHITHHAM BO BPEMs bepemennoctu. [Ipenapar
HC TIPUBOIMT K MPEPBIBAHHIO OCpeMEHHOCTH. B ciydae coxpanenns GepeMEHHOCTH, COTAcHO
JQHHBIM  SMHIEMHUOJIOTHYECKUX HCCICIOBAHUH, KOTOpBIE HMEIOTCS, JIEBOHOPrecTpel He
OKa3bIBaCT HEKEJIATEJIBHOTO NEHCTBHs Ha Ij1oA. He ObUIO MONyueHO KIMHUYECKHX MaHHBIX O
BO3MOKHBIX TTOCIIEICTBUSX MIPH [IPHEME JIEBOHOPIeCTpesia B I03UPOBKE, MPEBIIAOIEH 1,5 Mmr.
[lepuon nakramuu

JleBoHOprecTpen BBIENAETCA C TPYAHBIM MOJOKOM. [IOTEHIMANBHBIH PHCK P _TIpHeMe
JIEBOHOPrecTpeNia  MOKET OBITh CHHWXKEH IIPH yCJIOBHH. BPEMEHHOTO PEPHIBAHUS rrlzynnoro
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BCKapMJIMBaHMA IIOCIIE MpHeMa npernaparta ABOIETh U €CITH KgpMHIHaH )KCHHII/IHa anHHMaeT
TabJIETKy HEMOCPEICTBEHHO MOCTIe KOPMIIEHHS TPYIBIO. g1t .0 2 4
Bimsinne Ha crmocoOHOCTH YNpaBJISATH ABTOTPAHCIOPTOM H paﬁoTaTb ¢ MeXaHH3MaMH
Bnusnue Ha CIOCOOGHOCTH YHpPaBIATH ABTOTPAHCIIOPTOM M paboTaTh ¢ MEXaHM3MAMH He
HCCIIEI0BAJIOCE.

IMMOBOYHOE JTEVNCTBUE

HanGornee gacToit mobo4HOl peakiuei SBISETCS TOMIHOTA.

CucTeMHO-OprauHas KjaaccuduKanus e
p ¢ - YacToTa BO3SHHKHOBEHHS NO00YHBIX peakumi

MedDRA 14.1
Owuenp yacto (>10) | Yacro (>1/100 - <1/10)
Co CTOpOHBI HEPBHO CHCTEMEI ["onoBHast 60116 ["os10BOKpYIKEHHE
Co cTOpOHBI MHIIEBAPUTENBHOTO TpakTa | TorHOTa [uapes

Bomnu B HUXKHEI PBoTa
YacCTH JKHBOTa
Co cTOpoHBI penpoIyKTHBHOH cucTemsl | KpoBoTeueHue, He 3anepikka MEHCTPYyaluu

U MOJIOYHBIX JKeJie3 CBSI3aHHOE C 6osee yem Ha 7 qHEH**
MEHCTpyaruei* Hapymenus
MEHCTPYaJILHOTO [HKJIA
BonesnennocTsr MOIOYHBIX
xeses

CucremHuble HApyIIEHUS U NATOJIOTHS B | Y TOMJISIEMOCTH
MECTC BBCIACHUS

*BO3MOXHBI BpeMEHHBIC HApPYIIEHHS MEHCTPYalbHOrO IMKIA, HO B GOJBIIHHCTEE cllyyaeB
CIIe/TYIOMIHH [UKII HACTYNAET B IIpefieNnax S5-7 JHel oT mpearosaraeMoii 1aThl Hayana HKIA.
**B ciiyyae eci NPOMCXOMMT 3a/epiKKa MEHCTpYaLuH Gosee 5 MHel, HeoOXOMIMMO HCKITIOUHTE
OepeMeHHOCTb.
B nocmmapremunzoebiil nepuod nonyuensvi céedenus o credyiouux nobouHbLx peaxkyusx.
Co cmoponwr opeanos JXKT
Ouens peaxo (<1/10 000): abroMuHaATBEHBIE GOITH.
Co cmoponbl K0dHCU U NOOKOICHOTI Klemyamxu
Ouenb pezxo (<1/10 000): koxkHas ChIlb, KPATHBHHIIA, 3Y]I.
Co cmoponwl penpodykmusnoil cucmemvl U MOLOYHbBIX Hcenes
Ouenp penko (<1/10 000): Gonb B 061aCTH OPraHOB MaJIOro Tasa, HapyIIEHUs] MEHCTPYATbHOTO
UKJIa
IIpouue
Ouens peaxo (<1/10 000): orex uma.
INEPEJO3UPOBKA
He Ob110 BBISBIEHO cephe3HEIX MTOGOYHBIX 3B(BEKTOB MOCTe IKCTPEHHOTO [pUeMa MepopPaTbHBIX
KOHTPaLENTHBOB B OONbIIMX N03aX. B ciIydae mepeno3upoBKH BO3MOYXKHO IMOSIBIEHHE TONIHOTEI
U TIPOPBIBHBIX KPOBOTEYeHHWH. JleyeHne HOIDKHO OBITH CHMITOMATHYECKHM, Tak Kak He
CYLIECTBYET CeUH(PHUUECKOro aHTU/I0TA.
CPOKTOJHOCTH
3 roja co JHS MPOM3BOICTBA.
He ucrnonp3oBare mocie OKOHYaHUS CPOKA FOTHOCTH.
YCJIIOBUS XPAHEHHUS
XpaHuTh IIpH Temiepatype He Bblie 25°C, B HEIOCTYIIHOM JUIS [IETell MecTe.
YITAKOBKA
briucrep TIBX-TIB/IX/ amomuuuii o 1 tabietke.
brcTep ynaxkoBseiBaeTcs B KApTOHHYIO KOPOOKY BMECTE C JIHCTKOM-BKJIA/(BIIIEM.
YCJIOBUS OTITYCKA U3 ATITEK
bes penenra.
BJIAJAEJIELl PETHUCTPALIUA
3A0 «MHTEJIM TEHEPUKC HOPT» yi. I_Hef/'IMI/IHI/ILLIKlGB,,‘ e g 1
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BuisHroc, JIutoBckas PecryOnuka
IMPOU3BOJAUTEJIb

JIABOPATOPHUHN JIEOH ®APMA, A.O. Q1 ¢

yi. Jla Banbuna 6/1, npomeinieHHas 30Ha «HaBatexepay,
Bunbsxunambpe, 24008 Jleon, Mcnanus



