OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITIPEITAPATA

[Toctunop O/T, 1,5 mr, TabieTku, AUCTIEprupyeMblie B TIOJIOCTH PTa

2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBI COCTAB

JleficTBy1O1II€€ BEIIECTBO: JIEBOHOPIECTPEI MUKPOHU3UPOBAHHBIN.

Kaxnas Tabnetka, mucneprupyemasi B TOJOCTH pTa, COAEPKUT 1,5 Mr neBoHOprecrpesna
MUKPOHHU3UPOBAHHOTO.

BcenomorarenbHble BelllecTBa, HAMYME KOTOPBIX HAJO YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOI'O
npenapara: acriaptram E951, mannuton (manuut) E421, kpacuTenb COMHEUHBIA 3aKaT KENTHIN
E110, natpuii creapundymapart (cM. pazaenst 4.3, 4.4.).

ITonnbI MEPCUCHb BCIIOMOI'aTCIIbHBIX BCIICCTB ITPCACTABJICH B pa3/iCiic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku, nucneprupyemslie B IOJIOCTH PTa.
Kpyrinble, IBOSKOBBINYKJbIE TabAeTKH O€I0ro WM MHOYTH Oeoro IBETa C OpaHKEBbIMHU

BKpAIUIEHUSIMH, CO CJIa0bIM XapaKTEpHBIM 3araxoM amnenbcuHa. Ha ogHON cTopoHe HaHeceHa

IPABUPOBKA « . _».
paBup c3

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

[Tpenapatr I[locturop OJ/IT moka3aH kK NPUMEHEHHIO Y JKEHIIMH B Bo3pacte oT 18 ser ans
IKCTPEHHOW (TIOCTKOUTAIBHOI) KOHTpALCNIUK B TEYCHHE 72 4acOB MOCIE HE3AI[HICHHOTO
MI0JIOBOT'O KOHTAKTa WM B CIy4Yae HEHAJE)KHOCTH IIPUMEHAEMOr0 METO/1a KOHTPALIETILINH.

4.2. Pe:kuM 103UPOBAaHNS M CIIOCO0 MPUMEHEHUSI

PexxuM 103upoBaHusd

[TpenapaT MOKeT MPUMEHATHCS B J1000M 1I€Hb MEHCTPYaJIbHOI O IMKJIA. B ciyuae HeperynspHoro
MEHCTPYaJIbHOTO LIUKJIa HEOOXOAUMO MPeIBAPUTEIIBHO UCKIIOYUTh OEPEMEHHOCTb.

Jns poctuxenust Oojiee HaAAEKHOTO KOHTpauentuBHoro s@dekxra 1 Ttabnerky mnpemnapara
[Toctunop OAT HEOOX0AMMO IPUHATH KaK MOXKHO CKOpEe, PEIIOUTUTENBHO B 1epBbie 12 yacoB
(HO He mo3aHee 72 YacoB IMOCIIE HE3AIUIIEHHOro MojoBoro akra). Ecnu B TeueHue 3-X yacoB
nocjie mpuema TabJIeTKH MpOM30IUIa pBOTA, TO CIEAyeT MPHUHATH eme | TabiueTky mpemapara
[Toctunop OJIT. Ilocme mpuema mpenapara I[loctunop OAT mo0 HaAcTymieHus cCiemyromen
MEHCTpyallM1 CJeIyeT NPUMEHSTh HErOpMOHAIbHBIE METO/bl KOHTpalenuuu (mpe3epBaTHB,
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CHepMHULIM] + HIECYHBIH KOJIMAa4yoK, AuadparMa WM KOHTpauenTuBHas ryOka). [IpumeHenue
JIEBOHOPTeCTpeia HE SIBISETCS MPOTUBOIIOKAa3aHUEM JIJIsl IPOJOJIKEHHUS TUTAHOBOW TOPMOHAIBHOU
KoHTpauenuuu. [IpuMmeHenune mnpenapara HNpv MOBTOPHOM HE3AIIMIICHHOM IOJIOBOM aKTe B
TEYCHHE OJHOI0 MEHCTPYalbHOI'O IIMKJIA HE PEKOMEHAYETCSl H3-3a YBEIUYEHUS pHUCKa
AIUKIMYECKUX KPOBOTECUECHU / KPOBSIHUCTBIX BbIACICHUH.

Oco0BbIe IPVIIIBI TALMEHTOK

Tayuenmku ¢ Hapywenuem QyHKyuu novex
JlaHHBIE O NPUMEHCHHMH JICBOHOPIeCTpeia y MAIlMEHTOK C HapylieHHeM (QYHKIHH ITOYEK
OTCYTCTBYIOT.
Tayuenmxku ¢ napyuienuem Qynkyuu nevenu
JlaHHbIC O MPHUMEHEHHH JICBOHOpPrecTpesa y MAalUEHTOK C TMEYCHOYHOW HEI0CTAaTOYHOCTHIO
OTCYTCTBYIOT. [IpriMeHeHHe npenapara y NaiueHToK ¢ ICYCHOYHON HEI0CTaTOYHOCTHIO TSHKEIIOH
CTEIMEHH MPOTHBOIOKA3aHO.

eTH
Jlemu 0o 18 nem
[Tpumenenue npenapara [loctunop OJIT B Bo3pacte a0 18 jer mpoTuBomnokasaHo (B CBS3HU C
HaAJIMYMEM B COCTaB€ Iperaparta KpaCUTe s COJHEUHbIH 3aKat kenteiii E110).

Cnoco0 nnpuMeHeHus

Jns npuema BHYTpb.

TabneTKy cieayeT BbIAaBUTh U3 OIMCTEPA CYXMMH PYyKaMH, IOMECTHTh Ha SI3bIK, TJI€ OHA PacHaieTcs u

MOYKET OBITh IPOIJIOYEHA CO CIIIOHOM.

TabneTka MoxeT OBITh HCIOIB30BAHA IaXKe B CUTYAIUSIX, KOT/IA )KUIKOCTh HEIOCTYITHA.

4.3. IlpoTuBONOKa3aHUS

- ['umepuyBCTBUTEIBLHOCTH K JIEBOHOPTECTPEITY WIIH K JTIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
NepEYUCIIEHHBIX B pa3zene 6.1.

- Bospacr o 18 ser (B CBSI3U ¢ HAJIMYMEM B COCTaBe IMpernapara KpacuTels CONHEYHBIN 3aKatr
xenrtoiid E110).

- IleueHouyHas HEJOCTATOYHOCTD TSKEIION CTEIICHMU.

- bepemeHHOCTb, B TOM YHCJIE MIpeaIoiaraemasl.

- I'pynHoe BckapMmiliBaHWE B TE€UCHHE HE MEHEE 8 4acoB IOCIe ITpreMa Ipemnapara.

- (DEeHUJIKETOHYPHUSL.
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4.4. OcoOble yKka3aHHUs 1 MePbl NPeI0CTOPOKHOCTH PH MPUMeEHEHUH

C 0CTOPOKHOCTBLIO

3aboneBanus reyeHu (JIETKOM M CpellHEeW CTEMEHU TSKECTH) WIIM KETUEBBIBOISIINX ITyTEH;
KenTyxa (B TOM YHCIie, B aHaMHE3€); TSOKEIbIe CHHIPOMBI MallbaOcopOIiuu, Hanpumep, 00J1e3Hb
Kpona; Hannuue HacleCTBEHHON WK MIPHUOOPETEHHOM MPeIpacioiokKEeHHOCTH K TpOMOO3aM.
DKCTpeHHasi KOHTPALEHIMs — METOJl, KOTOPBIH MOXKHO MCIONB30BaTh dmu3oaudecku. OHa He
JIOJDKHA 3aMEHATh METO/IbI IIJIAHOBOW KOHTPAIICTIIIUH.

OKCTpeHHasi KOHTpaLeMus He BO BCEX CIIy4asX IO3BOJSET MPEJOTBPATUTh HACTYIUICHHE
OCpEeMEHHOCTH.

Ecnu uMeroTcsi COMHEHUSI OTHOCUTENBHO BPEMEHH HE3ALIUIEHHOTO IOJIOBOIO KOHTAKTA, WIIH
€CIIM HEe3aIIMIICHHBINA IOJIOBOW KOHTAKT UMeNl MecTo 0oJjiee ueM 3a 72 yaca B TEUEHHE 3TOTO HKe
MEHCTPYaJIbHOTO IMKJIa, TO CYIIECTBYET BEPOSTHOCTH TOTO, YTO 3ayaTHeE YK€ IMpousouuio. B
CBs3M ¢ 3TUM npumeHnenue npemnapara [loctunop OAT mpu BTOPOM MOIIOBOM KOHTAKTE€ MOXKET
oKa3zaTbcsa Hed(PPEKTUBHBIM B OTHOLICHUU TPEAOTBPAIICHUSI HACTYIUICHUsT OepeMeHHocTH. [Ipu
3aJIepKKe MEHCTPYaIbHOTO KPOBOTEUEHHs Oojiee ueM Ha 5 THeW M M3MEHEHHH ero XapakTepa
(cKyIHBIC WM OOUIIbHBIE KPOBSIHBIE BBIIETICHHS) HEOOXOAUMO HCKITIOUYUTH OEPEMEHHOCTb.

Ecnu 6epemeHHOCTh HacTynuia nocie npuMeHeHus npenapata [loctunop OAT, Heob6xoaumo
YYUTBIBATh BO3MOXKHOCTH Pa3BHTHsI dKTONHUecKoi OepemeHHocTH. [losiBieHue Ooneil BHU3Y
KUBOTA, OOMOPOYHBIX COCTOSHHI MOXET CBHIECTEIHCTBOBATH O BHEMATOYHOU (IKTOIMYECKOIN)
OepeMeHHOCTU. AOCOTIOTHBINA PUCK IKTONMUYECKON OEPEeMEHHOCTH, 10 BCEil BUAMMOCTH, HU3KUH,
MOCKOJIBKY JIEBOHOPIeCTpeN MPEeloTBpAIlaeT OBYJISAIMIO U OIUIOAOTBOPEHHE. ODKTONMUYEcKas
OepeMEHHOCTh MOYKET Pa3BUBATHCSI HECMOTPSI Ha TOSBJICHNE MAaTOYHOTO KPOBOTEUEHUs. B cBsI3n
¢ uem npenapat [Toctunop O/IT He pekoMeHAyeTCS K NMPUEMY Y JKEHUIMH C PUCKOM pa3BUTHUS
BHEMAaTOYHOM OepeMEeHHOCTH (HajJuuyWe B aHaMHe3€ CaJbIMHTUTa WJIM BHEMaTOYHOM
OEpPEMEHHOCTH).

[IpumeHeHne mpenapara y >KEHIIWH C 3a00J€BaHMSAMHU IE€YEHHU U HKETUEBBIBOMSIINX ITyTEH
TpebyeT coOmoaeHust Mep mnpenaoctopokHoctu. [lpumenenue npemapara Iloctunop OAT y
NaIMEeHTOK ¢ HapylIeHneM (QYHKLUH MeYeHU TSHKEIO0H CTeNeHH TPOTUBOIIOKA3aHO.

[Tpu 3a0oneBaHMSIX KeMyJOYHO-KUIIEYHOro TpakTa (Hampumep, 6one3nb Kpona), a Takxe y
KEHIIMH C W30bITOYHOM Maccol Tena, 3()QPEeKTUBHOCTb KOHTPALENITUBHOTO JIEHCTBUS
JIEBOHOPTECTPETa MOKET YMEHBIITUTHCS.

[Tocne npuema npenapara [Toctunop OIT MeHCTpyanbHBIN UK, KaK MPAaBUIIO0, HE U3MEHSIETCS
U MEHCTpyaJbHOE KpOBOTEUYEHHE HACTylaeT B Cpok. MHoraa MeHcTpyalbHOE KpPOBOTECUCHHE
MOYKET HAUMHATHCSI Ha HECKOJIBKO JTHEH paHbIIIe HiTH To3Ke. JKeHInHAM CllelyeT peKOMEHI0BaTh

IMOCCTUTH Bpada, 9TOOBI HO}IO6paTI) WM HadaThb HCIIOJb30BaTh OJHWH H3 MCTOIAOB MJIaHOBOH
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koHTpaneniuu. Ecmm mnpemapat Iloctunop OJT Opim1 mpuHAT HA ¢GOHE pPETYISIPHON
TOPMOHAJIBbHOM KOHTpALENLUN, HO O0XHMAAEMOE KPOBOTCUECHHUE «OTMEHBI» B CIEAYIOLUNA 7-
JTHEBHBII MEPHOJ IIepephiBa B IpHEeMe KOHTPAIICTITHBA WU B TIEPUO]] IpUeMa TabJIeToK ianedo
HE HACTYMHJIO, CIEAYET UCKIIOUUTh OEPEMEHHOCTb.

[loBTOpHOE TmpUMEHEHHE Ipernapara B TEUYEHHE OJHOIO0 MEHCTPYAJbHOIO IMKJIA He
PEKOMEHIYETCSI B CBS3M C BO3MOXHOCTBIO HapylIEHUS LUKIJIA (MOSIBICHHUE alUKINYECKUX
KPOBOTEUCHHI / KPOBSIHUCTBIX BBIJICIICHUH, 3a]IePKKH MEHCTPYaJIbHOTO KPOBOTCUCHHUS).
CooOmranocs 0 ciaydasx TpoMOOIMOOTHMUECKUX OCIIOKHEHUN TOCTe MpHeMa JIEBOHOprecTpena B
no3e 1,5 Mr. B cBs3U ¢ 4eM y JKEHIIUH C CYIIECTBYIOIIUMHU (paKkToOpaMu pUcKa (HacleACTBEHHON
WIA TPUOOPETEHHON MPeapacloiI0kKEHHOCThI0O K apTepUATIbHBIM WM BEHO3HBIM TPOMOO3aM,
HAIMYUEM TPOMOO30B/TpoMO0IMOONIMIE B CEMEHHOM aHaMHe3e), CIEeIyeT y4YUTHIBATh
BO3MOKHOCTh BOBHUKHOBEHUSI TAKMX OCJIOKHEHUH.

[Tpenapat ITocturnop O/T He 3¢ ¢dexTuBeH B KauecTBE NOCTOSHHOIO METOJa KOHTpALENIUN U
MOJKET MCIOJIb30BaThCS TOJBKO B KaUECTBE DKCTPEHHOM Mepbl. JIeBoHOprecTpen B no3e 1,5 mr
ClIelyeT IPUMEHSTh UCKIIIOUUTENBHO /1711 IKCTPEHHOM KOHTpalenuuu!

Kenmunam, KOTOpble 00paIiarTcs MO MOBOY MOBTOPHBIX KYpCOB SKCTPEHHOW KOHTpAICHIINH,
cienyeT NOPEKOMEH/I0BATh UCIOJIb30BaTh METO/IbI INIAHOBOM KOHTpaLCIIUH.

[IpyMeHeHre SKCTPEHHOM KOHTpAaleNlUy He 3aMeHsIeT HEOOXOAUMBIX MEp MPEIOCTOPOKHOCTH,
CBSI3aHHBIX C 3aIIUTON OT 3a00JEBAHUH, IEPEIAIOIINXCS TOJIOBBIM ITYTEM.

BcnomorarenbHbIe BEIECTBA

[IpenapaT comepXuT acmapTraM, KOTOPBIM SBISETCd HCTOYHHUKOM (eHunanaHuHa. Moxer
0Ka3aThCsl BPEIHBIM IS JItO/IeH C (PEHUIIKETOHYPHUEH.

[Ipenapart cogep>XKUT NUIIEBOM KPACUTENL COJIHEUHBIN 3aKaT >KEJIThI, KOTOPBIA MOKET BhI3bIBATH
aJUIEPrUYeCKUE PEaKLIUH.

[Tpenapat conepxkut 45,62 mr manHuTONa B 1 TabneTke, TucneprupyeMoi B HojaocTH pra. Moxer
OKa3bIBaTh CJ1a00€ CIa0UTENBHOE AEHCTBHE.

[Tpenapat conepxxut meree 1 Mmoub (23 Mr) HaTpus Ha 1 TabieTKy, JUCIEPrUPYEMYIO B TIOJIOCTH
pTa, TO €CTh, 0 CYyTH, HE COACPKUT HATPUSL.

4.5. B3auMopeiicTBHe ¢ APYrMMH JeKapCTBEHHBIMH MpenapaTaMd W JApyrue BHIbI
B3aHMO/1eiCTBUA

MeTtabonn3M JIeBOHOprecTpesia OCyIIeCTBISETCS MPYU aKTUBHOM Y4acTUU U30()epMEHTa CUCTEMBI
utoxpoma P450 — CYP3A4. Tlpu olHOBpeMEHHOM MPUMEHEHUH C TpenapaTaMu-uHAYKTOpaMu
MHUKpPOCOMAaJIbHBIX (PEPMEHTOB MeYeHH (IJIaBHBIM 00pa3oM, HHAYKTOpoB n3opepmenta CYP3A4)
IPOMCXOIUT YCKOPEHHE METab0IM3Ma JIEBOHOPrecTpena.

Crnenyromue mnpenaparbl-UHAYKTOPbl (EPMEHTOB MEYEHH MOTYT CHIXKaTh 3(PPEeKTUBHOCTD
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JIEBOHOPIecTpena: oOapoumypamul (6K1l04aa NPUMUOOH), (eHumoun u Kapoamazenun,
npenapamel, cooeprcaugue 36epoooii npoovipsenennwtit (Hypericum perforatum), a maxoice
pugamnuyun, pumonasup, pughadymun u cpuzeo)ynveun.

ConyrcTByloliee NpUMEHEHHE Ihagupen3a CHIKAET KOHIICHTPALIMIO JIECBOHOPTecTpeia B IJ1a3Me
KpoBu npuMepHo Ha 50%.

WNuayknust GepMEHTOB MOXKET HpOAOJKaThes 4 Henenu u OoJiee Mocie MPeKpalieHus mprueMa
TakuX npenaparoB. [lis KEHIMH, KOTOpPbIE IOJIyYaad TEpaluio INpenapaTaMu-uHAYKTOpaMu
MUKpPOCOMAJIbHBIX (DEPMEHTOB MEUeHU MOocieaHue 4 HeleNnu mnepes He3allUIIEHHBIM MOJ0BBIM
KOHTaKTOM, CIeAyeT MpelyCMOTPeTb JPYyrol HErOpMOHAIBHBI  METOJ AKCTPEHHOMH
KOHTpALICTIIUH.

[Tpenapatsl, coneprkalue JIEBOHOPreCTPE, MOTYT ITOBBIIIATH PUCK TOKCUYHOCTH LIMKIIOCTIOPHHA,
BCJIE/ICTBUE TIOJIABJICHHS €r0 MEeTa0oIn3Ma.

JleBoHOprecTpen MOKET CHUXKATh 3PPEKTUBHOCTD YIUIPUCTANIA alleTaTa MyTeM KOHKYPEHTHOTO
BO3/ICIICTBUS Ha pELENTOp MPOrecTepoHa, B CBSI3U C YEM UX OJHOBPEMEHHOE NPUMEHEHHE He
peKoOMeHayeTCsl.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTALUS

bepemeHHOCTD

[Tpuem npenapaTa B neprUoA M3BECTHOM WM IpeaIoiaraeMoil 0€peMEHHOCTH NPOTUBOIIOKA3aH.
Ha ocHoBanum wumerommxcs JaHHBIX, HEOJAroNpUsATHOrO BIMSHUSA Ha IUIOA B clydae
MPOJOHKEHUsST OEPEMEHHOCTH Ha (JOHE MPUMEHEHHUs JIEBOHOPTECTPENCOIePKAINX MpenapaToB
JUTSL SKCTPEHHON KOHTPAIENIIUN HE BBISBIICHO.

JlakTanus

JleBoHOprecTpes NpOHMUKAET B TPyIHOE MOJIOKO. IToTeHIInanbHOe BO31€HCTBUE JIEBOHOPreCTpea
Ha peOeHKa MOXKeT OBIThb YMEHBIIEHO, €CIM JKEeHI[MHa OyAeT MNpUHUMATh Mpenapar
HEMOCPEeACTBEHHO Mociie KopmieHus. [locme mpuema mnpenapaTa TpyIdHOE BCKapMIIMBaHHE
CIIeZIyeT MPEeKpaTUTh He MEHEee YeM Ha 8 4acos.

DdepTUabHOCTD

JleBoHOprecTpen MOBBIIAET PUCK PA3BUTHS HAPYLIEHUH MEHCTPYaJlbHOTO LMK, 4YTO B
HEKOTOPBIX CIyYasiX MPUBOAMT K Ooyiee paHHEH miu Oosee Mo3AHEH OBYIALUUA. DTH U3MEHEHUS
MOT'YT BJIUATH HA q)epTI/IJ'II)HOCTI), OAHAKO JAaHHBIC O BJIMAHHU JICBOHOPTECTPEIa HA (bepTI/IJ'II)HOCTB
IIpU AJTATCIIBHOM IIPUMCHCHHNU OTCYTCTBYIOT.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJASTH TPAHCHOPTHBIMHU CPeICTBAMH M padorarh ¢
MeXaHu3MaMu

Bo3zneiicTBue npenapara Ha COCOOHOCTD K YIPABIECHUIO TPAHCTIOPTHBIMH CPEJCTBAMU U PaOOTy

C ME€XaHHU3MaMH HEC UCCJICA0BAJIOCh.
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4.8. HexxesnaTesbHbIE peaKIIUU

Pesrome npoduiist 6esonacHocT

[Tpu mpuMeHeHUN JIEeBOHOPrecTpelia HanboIee YaCcTON HeXKeIaTeIbHON peakiuen Obljia TOIIHOTA.

TabanuHoe pE3IOME HEXKENATSILHBIX PeaKIMH

HesxenarenbHbIe peakluu MPEICTaBICHBI 110 CUCTEMHO-OPTraHHBIM KJIacCcaM B COOTBETCTBUU C
knaccudukanueit MedDRA u ¢ 4acToTOl BO3HUKHOBEHHS: 09€Hb 9acTo (>1/10), wacto (>1/100 u
<1/10), meuacto (>1/1000 u <1/100), penko (>1/10000 u <1/1000), ouenp penko (<1/10000,

BKJIFOYAs OT/ICIbHBIC COOOIICHNUS).

Kuace cucrembl opranos Yacrora HexenarenbHble peakuun
BO3HUKHOBEHHS
Hapymenuss co  croponsl | OueHb 4acTo I'onoBHas 60116
HEPBHOM CHUCTEMBI Yacro ['onoBokpyxkeHue
XKenynouHo-kuieyHbIe OueHpb yacTo TowmHoTa, 00JIb B HWXXHUX OTIENax
HapyIIeHUs JKUBOTA
Yacrto Jwnapes, ppota
Hapymenust co  croponsl | OueHb 4acTo KpoBoreuenne, He  cBsA3aHHOE C
PENPOAYKTUBHON CHCTEMBI U MEHCTpyaluuein
MOJIOYHBIX JKeEJe3 Yacto 3anepkka MeHCTpyaluu Oosee uem Ha 7
JHEW, HEeperyjasipHble MEHCTpyajbHbIE
KPOBOTCUCHHSI, HarpyOaHHe MOJIOYHBIX
xKenes
Oo6uue HapyILIeHUs u | OyeHpb yacTo [ToBbIIEHHAS YTOMIISIEMOCTh
peakuuu B MECTE BBE/ICHUS

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKHI/Iﬁ

XapakTep MEHCTPYaJIbHOTO KPOBOTEUEHUS MOXKET HECKOJIbKO HM3MEHUTHCS, OJHAKO Y
OONBIIMHCTBA JKEHIIWH CIEAYIoNlas MEHCTpyallds HauuHaeTcss B TeYeHHe S5 JHeW OT
IPEJI0JIaraéMoro CpokKa.

Ecnu HactymieHue creayromieil MEHCTpyalluy 3ama3jbiBacT OOoJIbIlle YeM Ha S5 JTHEH, cliemyeT
UCKITIOYUTHh OEPEMEHHOCTbD.

Crnenyrolue HeXelaTelbHbIE peaknuu HAOMIOJanuch B KIMHMYECKOM MpakTUKEe B

MOCTPETUCTPATNOHHOM IIEPHUOIC:
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Kuacc cucrembl opranos Yacrora HexenaTenbHble peakuuu
BO3HHUKHOBEHMHS

KenynouHo-KuiieyHbie OueHnb penko bonrk B ;xxuBOTE

HapyUIEHUS

Hapymenust co  croponsl | OueHb peako KoskHas cblnb, KpaltuBHULIA, 3y

KOXXHU ¥ TTOAKOKHBIX TKaHEH

Hapymenust co  croponsl | OueHb peako bonw B 06mactu Taza, qucMeHopest

PENPONYKTUBHON CHUCTEMBI U

MOJIOYHEBIX JKEJIe3

O06mmue HapylUIEeHUS u | OueHb penako Otek nuna

peaKkiuu B MECTE BBEJICHUS

COO6HI€HI/IG 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O TMOA03pEeBACMBIX HEXKENATSNbHBIX PEAKIHAX II0CTEe PETUCTPAINH
JIEKapCTBEHHOT'O Tpernapara ¢ 1eIbl0 00ecrnedeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOILICHUS
«T0JTb3a-PUCK» JIEKAPCTBEHHOrO Tpemnapara. MeTuIMHCKUM paOOTHUKAM pEKOMEHAYEeTCs
coo0mare 0 JIOOBIX MOJ03PEBAEMBIX HEKENIATENBbHBIX PEAaKIHIX JICKApCTBEHHOTO Iperapara
4Cpe3 HAMOHAJIBHBIC CHUCTCMBI C006HI€HI/I$I 0 HCXKCJIATCIIbHBIX PCAKOUAX TI'OCYyJapCTB-4YJICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccuiickas ®@enepanus

®denepanbHas ciayx0a Mo Haa30py B chepe 3apaBoOOXpaHEHUs

Anpec: 109012 r. Mocksa, CnaBsitHcKast Tuiomniaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

OnektponHas modra: pharm@roszdravnadzor.gov.ru

Caiitr B  WH(POPMAIMOHHO-TEICKOMMYHHKAIIMOHHOW  cetd  «MHTepHeT»: https://
www.roszdravnadzor.gov.ru

Pecniy0Onmka ApmeHus

«Hay4HbIli TEHTp SKCIEPTU3bl JIEKAPCTB M MEIUIMHCKAX TEXHOIOTUH WM. akajeMuka O.
["abpuensna» AO3T

Anpec: 0051 r. EpeBan, np. Komuraca 49/5

Otnen MOHUTOpPUHTA 0€30MACHOCTH JIEKAPCTB

Tenedon: +374 10 20-05-05, +374 96 22-05-05

DnektpoHHas moura: Vigilance@pharm.am

Caiit B mH)OpPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn «HTepHeT»: http://www.pharm.am
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Pecniy6iuka benapych

Pecnybnukanckoe yHutapHoe npeamnpusitue «LleHTp SKcmepTH3 W HCOBITAaHUM B
3/IpaBOOXPAHEHHUI

Anpec: 220037 r. Munck, niep. ToBapuieckuii, 2a

Otnen dpapmakoHaa3zopa

Tenedon: +375 17 242-00-29

OnekrponHas moura: rcpl@rceth.by

Caiit B nH(pOpMAIIMOHHO-TEJICKOMMYyHUKAMOHHOM ceTn «MHTepHeT: https://www.rceth.by
PecniyOonnka Kazaxcran

PI'TI na [IXB «HaunoHanbHBIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIMIMHCKUX
u3nenuity Komwurera MeaMuMHCKOrO W (apMaleBTHYECKOrOo KOHTPOJs MuHHCTEpCTBa
3npaBooxpaneHus Pecnyonuku Kazaxcran

Anpec: 010000 r. Acrana, yi. A. maHoBa, 13 (4 sTax)

Tenedon: +7 7172 23-51-35

Onekrponnas noura: pdlc@dari.kz

Caiit B nH()OpPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOM cetn «MuTepHeT»: https://www.ndda.kz
Keiprezckas PecniyOnmka

«/lemapTaMeHT JIEKapCTBEHHBIX CPEIACTB M MEIUIMHCKUX U3Jenuil npu MUHHCTEpCTBE
3npaBooxpaneHust Kelpreisckoit PecryOmmkmy

Anpec: 720044 r. buiikex, yi. 3-s JIunaus, 25

Tenedon: + 996 312 21-92-88

OnekrponHas moura: Vigilance@pharm.kg

Caiit B mH()OpPMALIMOHHO-TEIIEKOMMYHUKAITMOHHOM ceTn «MHTepueT»: http://www.pharm.kg

4.9 Ilepeno3upoBKa

O ceppe3HBIX HEKENaTEeNbHBIX PEAKLUUAX IMPH OCTPOH MepeNo3UpPOBKE OONBIIMMHU J03aMHU
NEPOPATBHBIX KOHTPALENTHBOB HE COOOIIAIOCH.

CHMOTOMBI: TOITHOTA ¥ KPOBOTEYCHHUE «OTMEHBI».

JleyeHue: Ie4YeHne CUMIITOMAaTHYECKOE. CHGLII/Iq)I/I‘IeCKOFO AaHTHa0Ta HET.

5. PAPMAKOJIOT'MYECKHUE CBOMCTBA
5.1. ®apmakoaMHaMHUYeCKHe CBOMCTBA
®dapmakoTepaneBTUUYECKas TpyIa: MOJIOBbIE TOPMOHBI M MOJAYISTOPHI TMOJIOBOM CHUCTEMBI,

cpeacTBa ajid 3KCTpCHHOﬁ KOHTpauCrnuu.

Koxg ATX: GO3ADO1
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MexaHusM aeiictsusl, papmakoguaamMuyeckue P PerTel

JleBoHOprecTpenn — 93TO CHUHTETUYECKHM TecTareH ¢ KOHTPAlleNTUBHBIM JEHCTBUEM,
BBIPAKEHHBIMU TE€CTAr€HHBIMU M AHTUACTPOTE€HHBIMH CBOWCTBaMH. OCHOBHBIM MEXaHU3MOM
NEICTBUS ABIISETCS UHTMOUPOBAHKUE W/WIIK 33/IepKKa OBYJISILIMU B Pe3ysIbTaTe MOJABICHUS MHUKa
JIOTEUHU3UpPYIOLIero ropmona. llpu pekomeHayeMoMm pexuMe T03UPOBaHUsS JIEBOHOPIeCTpel
NOJIAaBJISIET OBYJISILIMIO M OIUIOAOTBOPEHHUE, €CIIM IOJIOBOM aKT MPOMU3OLIET B IPEOBYJISATOPHYIO
a3y muKiIa, KOrga BO3MOXKHOCTh OIUIOJOTBOpEHHUs HauOojbmmas. JleBoHoprecTpen He
3¢ pexTHBeH, eciu UMITJIAHTALUS OTUIO0TBOPEHHOM SMIIEKIIETKH YK€ MPOU3O0IILIA.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

CornacHo pe3yiabTaTaM paHee MPOBEACHHOTO KIMHUYECKOTO HCCIEIOBAHUS, MPUEM JIBYX /03
neBoHoprectpena no 0,/5mMr ¢ uHTepBaJioM B 12 4yacoB MpeaoTBpalllaeT HACTYIUIEHHE
6epemenHocTH B 85% ciyyaeB. O eKTUBHOCTh mMpenapaTa CHHXKACTCS C TEYEHUEM BpPEMEHU
nocie nosioBoro konrtakra (95% — npu mpUMEHEHWH B TeueHHE MepBbiX 24 yacos, 85% — B
uHTepBaje ot 24 1o 48 yacos, u 58% — ot 48 10 72 yacos).
PesynbraTel Apyroro KIMHAYECKOTO WCCIIEAOBAHUS TIOKA3alld, YTO OJHOKPATHBIA IpHEM
JeBoHoOprecTpena B fo03e 1,5 Mr (B TeueHue 72 4acoB IOCI/IE HE3ALIMIIEHHOI'O IOJIOBOIO aKTa)
IpeOoTBpallaeT HacTyIJIeHHe 6epeMeHHOCTH B 84% citydaes.
HmeroTcss orpaHWYeHHBIC JaHHBIEC, TPEOyroIIne AalbHEUIIEr0 MOATBEPKICHUS, O BIUSHUH
U30bITOUHONM Macchl Tena / Bbicokoro uHzaekca macchl Tena (MMT) Ha KOHTpalenTUBHYO
3 PEKTUBHOCTBD.
B 2-x xnunumueckux wuccnenoBanuax (KW) Obuto BbisiBIeHO cHMXkeHHE 3(deKTHBHOCTH
JIEBOHOPTECTpENa M yBENMYEHHE YacTOTHl OepeMeHHOCTH y skeHmmH ¢ UMT >30 kr/m? B
CpaBHEHMHU c keHIIHHaMu ¢ HopMainbHbIM UMT (5,19% u 0,96% cootBercTBeHHO). OHAKO B
npyrux KW cHmwkeHue KOHTpalenTuBHOW H(PQPEKTUBHOCTH JIEBOHOprecTpesia He ObLIOo
HOJTBEPXK/IEHO (YacTOTa HACTYIUIEHUs1 OepeMeHHOCTH cocTaBuia 1,17% y jKeHIINH ¢ 0XKUpEeHUEM
1 0,99% y xxenmuH ¢ HopManbHbIM UMT).
[Ipr pexoMeHIyeMOM peXHMe TO3UPOBAHMS JIEBOHOPTECTPEN HE OKAa3hIBAECT CYIIECTBEHHOTO
BJIMSIHUA Ha (DaKTOpPbI CBEPTHIBAEMOCTH KPOBH, JIMIUIHBINA U YTIEBOIHBIN OOMEH.

eTu
Jlesouxu 0o 18 nem
[IpocrieKTHBHBIM HAOMIOJATEHPHBIM HCCIEOBAaHWEM OBLUIO TMOKa3zaHo, urto u3 305 ciydaes
PUMEHEHHS JIEBOHOPrecTpesia B KaueCTBE CPEACTBA SKCTPEHHOM KOHTPALICTIIINH, B CEMH CITydasix
HacTynuiaa O6epeMeHHOCTh. Takum o0pazoMm, oOmHMi KOA(pHUIMEHT Heyaauu cocTaBuil 2,3%.
Koadpouuuent neynaum y neBouek mosoxke 18 mer (2,6% wumum 4/153) Obul cpaBHUM C

koa(urmenTom Heynauu y ke 18 ner u crapire (2,0% wm 3/152).
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5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus

[Tpu mepopaibHOM MPHUEME JICBOHOPTECTPEN OBICTPO M MPAKTUYECKU MOJIHOCTHIO BCACHIBACTCS.
[Tocne npuema seBoHOprectpena B go3e 1,5 mMr makcumanbHas KoHUEHTpanus (Cmax) B I1a3Me
KpoBH coctapisieT 18,5 Hr/min u gocturaercs uepes 2 yaca. [locne qocTukeHNsT MaKCUMaIbHBIX
3HAUEHUN KOHIIGHTPAIUS JICBOHOpPrecTpena CHWXKaercs. AOCONOTHas OHOJO0CTYIMHOCTh
neBoHoprectpena coctasisier 100%.

Pacopenenenue

JleBoHOprecTpesn CBA3BIBACTCS C AIbOYMHHOM IIJIa3Mbl KPOBHU U € IVIOOYJIMHOM, CBS3BIBAIOIIUM
nosioBeie TopMoHBbI (['CIID). JIume 1,5% ot Bce#t 10361 HaXOauTCsl B cBOOOIHOM dopme, 65%
csa3aHo ¢ ['CIIT. IIpoHuKaeT B rpyqHOE MOJIOKO.

BI/IOTDaHCd)ODMaI_[I/IH

Metaboiau3m  JeBOHOprecTpenaa  COOTBETCTBYET  METa0oiIM3My  IOJOBBIX ~ TOPMOHOB.
JleBoHOpTECTpeN THUAPOKCHIIMPYETCS B TIEYEHH H METa0OJHMTHl BBIBOIATCS B (opme
KOHBIOTUPOBAHHBIX  TJIIOKYPOHHIOB. DapMaKoJIOTHIECKH aKTHUBHBIE  METa0OJHTHI
JIEBOHOPIe€CTpea HEU3BECTHBI.

DJIMMUHALNS

BreIBOIUTCS MCKITIOUHUTENBHO B (popMe METabOIUTOB, MPUMEPHO B PAaBHOW CTETNICHW MOYKAMH H
yepe3 kuuieyHuk. [lepuon monysbiBeaeHus (T1/2) cocTaBIseT OKOJIO 26 4acoB.

Oco0bIe T'pYHIIBI NAIIMCHTOK

Tayuenmxku ¢ noyeyHou u neyeHoYHoU HedoCMamoyHOCMbIO

dapMakOKMHETHKA JIEBOHOprecTpela Yy TAalueHTOK C IEYCHOYHOW WM TOYeYHOU
HEJIOCTaTOYHOCTHIO HE N3yJalach.

Tayuenmxku ¢ odxrcupenuem

HccnenoBanue papMakOKMHETHKH MOKA3aJl0, YTO KOHIIEHTPALIMH JIEBOHOPrecTpesa 3HAYUTEIbHO
CHIKAIOTCS y skeHIMH ¢ oxupeHnueM (UMT >30 kr/m?) (Habmropanoch npubiusurensHo 50%
ymenblieHne nokasarenel Cmax 1 AUCo-24) O CpaBHEHHMIO C aHAJIOTMYHBIMHM NOKA3aTENsSIMH Yy
JKEHIIHUH ¢ HopManbHbIM UMT (<25 kr/m?).

B npyrom wucciaenoBaHuM Takke cooOmanock O CHUXKEHHH Cmax JI€BOHOprecTpena
npuOan3uTeNbHO Ha 50% Y KEHILIMH ¢ 0)KUPEHHUEM 10 CPAaBHEHUIO C aHAJIOTMYHBIM ITOKa3aTeIeM
y KeHIIMH ¢ HopMaibHbIM IMT, B TO BpeMsl Kak yABOEHHE 03Bl JEBOHOPrECTpesa 10 3 MI' 'y
KEHIIUH C OKUPEHHUEM O00ecneumsio IUIa3MeHHble KOHLEHTpAIMM, NOJO00HBIE TEM, YTO
HaOJIr01aMKMCh Y JKeHIIUH ¢ HopMaibHbIM UMT 1 koTopble momyyunu 1,5 Mr jgeBoHOprecTpena.

Knmandgeckas 3HQUNMOCTD 3THUX JaHHBIX HEsICHA.
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eTu
HccnenoBanne (apMakOKMHETHKH JIEBOHOPrecTpelia MPOBOJMIOCH TOJIBKO Yy B3pOCIBIX

T0OPOBOJIBIICB.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1 ITepeyeHsb BCIIOMOTaTeJILHBIX BEIECTB

Maunnuton (manaut) E421

Kpaxman kykypy3HbIi NpeKeTaTHHU3UPOBAHHbBIN

['unposno3a (rUAPOKCUIIPONMIILIEIIIIONI03a) C HU3KOW CTENEHBIO 3aMEIICHHUS

Kpocnosunon, tTun B

Hatpus creapundymapar

Omnanpaii opamxkeBbiit 03A230010 (runpomennosza-2910, turana auokeun E171, anromMmuHueBbIi
JJaK Ha OCHOBE KpacuTels COoiHe4yHbIN 3akar skearblid E110, sxene3a oxcun xentsiid E172,
WHIUTOKApMHUH alfoMUHUEBbIHN j1ak E132)

Kpemuust nuokcua KoJIOUIHbIN O€3BOAHBIN

Acnaptam E951

ApomMaTtu3arop aneiabCHHOBBIH

6.2 HecoBMecTUMOCTH

He npumennmo.

6.3 Cpok rogHoCTH (CPOK XpaHeHUs1)

3 roa.

6.4. Ocodbie MepbI MPEI0CTOPOKHOCTH MPU XPAHEHUH

JlexapcTBeHHBIN TIpenapat He TpeOyeT CreluaIbHbIX TEMIIEPATyPHBIX YCIOBUI XpaHEHUS.

6.5. XapakTep u coaep:kaHHe NMEPBUYHOI YIAKOBKH

1 Tabnerka, AucrieprupyeMas B moJIOCTU pPTa, B 6mucTtepe u3 npospaunoit mienku [I1BX u dhonbru
ATIOMUHHMEBOM. 1 OnmucTep B makeTe U3 amtoMuHUEeBOU ¢Gonbru tamuaupoBanHoi (I12T/An/T19).
| makeT B KApTOHHOW MAayYKe C JTUCTKOM-BKJIQIBILLIEM.

6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTH TNPH  YHHYTOKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Npemnapara WIH OTX0J0B, IMOJYYEHHBIX [0CJie TPHMEHEHUs
JIEKAPCTBEHHOI0 Mpenapara, v Apyrue MaHUIYJISIIHU ¢ IPenapaToM

Hewncrionp30BaHHBIN JIEKAPCTBEHHBIN MpenapaT WKW OTXO/bl JOHKHBI OBITh YTHJIM3UPOBAHBI B

COOTBCTCTBHUH C MCCTHBIMHA TpC6OBaHI/IﬂMI/I.
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7. AEPKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHMUSA
Benrpus

OAO «I'eneon Puxrtep»

1103 bynamnemr, yi. JIémpéun, 19-21

Tenedon: +36 1 431-4000

Onekrponnas nodra: drugsafety@richter.hu

7.1 llpeacTraBuTeib iep:KaTesisi PperucTPallHOHHOTO YA0CTOBEPEeHus

[Iperen3zun HOTDC6PITCJ'ICI>1 HaOpaBJISITh 110 aAPECY.

Poccuiickas @enepanus

[IpeacraButensctBO OAO «I'eneon Puxtep» (Benrpusi) r. Mocksa
119049 r. Mocksa, 4-i1 JloOpbIHUHCKUH TIEP., JOM §

Tenedon: +7 495 987-15-55

Onekrponnas moura: drugsafety@g-richter.ru

PecnyGninka Apmenust

[TpencraButenbctBo OAO «I'eneon Puxrtep» B Pecnybnuke Apmenus
Anpec: 0010 r. Epesan, yiu. 3aksna, 1. 2

Tenedon: +374 10 53-00-71

Onekrponnas nmoura: drugsafety@gedeonrichter.am

Pecrryonuka benapych

[TpencraButenbctBo OAO «I'eneon Puxtep» B Pecnybnuke benapych
Anpec: 220004 r. Munck, mip. [Tobenureneii, nom 5, opuc 505
Tenedon, daxc: +375 17 272-64-87

Temedon, daxc: +375 17 215-25-21

Onekrponnas moura: drugsafety.by@gedeonrichter.eu

Pecny6nmka Kazaxcran

[IpencraButensctBO OAO «I'eneon Puxtep» B PK

Anpec: 050008 r. Anmartsl, yi. Tone bu 187

Tenedon: +7 7272 58-26-23 (mpeTeH3uu 10 Ka4ecTBY)

+7 7272 58-26-22 (papmakonanzop), +7 701 787-47-01 (papmakonaazop)

Dnexrtponnas noura: info@richter.kz; pv@richtergedeon.kz

Keipreizckas Pecniy6nmka

[TpencraButensctBo OAO «I'eneon Puxtep» B Keipreizckoii Pecniybnuke
Anpec: 720005 r. bumikek, yn. Urembepauena, 1 "A",

OusHec neHTp «ABpopay, opuc 703

Tenedon: +996-312-98-81-16


mailto:info@richter.kz
mailto:pv@richtergedeon.kz

Dnextponnas noura: drugsafety.ky@gedeonrichter.eu

8. HOMEP PETUCTPALIMIOHHOT'O YJIOCTOBEPEHUS
JITI-Ne(003422)-(PT-RU)

9. JIATA NEPBUYHOM PETUCTPALIAM (ITOATBEPKIEHUS] PETUCTPALIUH,
MEPEPETMCTPALIAN)

[ara nepBoii peructpauuu: 16 oktsaops 2023

10. JATA IEPECMOTPA TEKCTA
07/2024

OO6mass xapaktepucTuka JekapcTBeHHoro mpemapata Iloctunop OJIT goctymHa Ha
uH(pOPMallMOHHOM TMopTaie EBpa3suiickoro »KOHOMHMYECKOTO COr03a B HWH(MOPMAIMOHHO-

KOMMYHUKAIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org.
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