OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Ockaren, 1,5 Mr, TabJIeTKH.

2. KAYMECTBEHHBINA U1 KOJTMYECTBEHHbBINA COCTAB

JelicTByrolee BEUIECTBO: JIECBOHOPTeCTPE.

Kaxxnas tabnerka comepxut 1,5 Mr 1eBoHOprecTperna.

BcrnomorarenbHble BelecTBa, HaJM4YKME KOTOPBIX HA0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O
mpernapara: JaKTo3bl MOHOTHPAT.

[TonHbIi MepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku.
[Tnockue kpyrabie TabMeTKH OEIOTO WK TTOUTH OeJoro 1BeTa, ¢ Gackoii u ¢ rpaBupoBkoii "G00"

Ha OJJHOM CTOpPOHE.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Ipenapar Dckanen moka3aH K NIPUMEHEHUIO Y KEHIIMH B BO3pacTe OT 16 JeT s S3KCTPEHHOMU
(TOCTKOMTAILHOM) KOHTpAIENIIUKA B TEYCHHE 72 4acoB IMOCJIEC HE3AIUIIEHHOTO MOJIOBOTO aKTa
HJIK B CJIydaC HCHAACKHOCTH NTPUMCHACMOI'0O MCTOZId KOHTPALICIIIUH.

4.2. PexxuM 103MpPOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

[Ipenapar MOXXET TPHUMEHATHCA B JIIOOOHW MEpUoJ MEHCTpyalbHOTO IukiIa. B cioydae
HEpPEeryJIsipHOr0  MEHCTPYaJIbHOTO  LUKJIa HEOOXOAMMO  IPEIBAPUTENBHO  HMCKIIOYHUTH
OepeMEHHOCTb.

st moctikenus 0oJiee HaACKHOTO KOHTpaIenTUBHOTO 3¢ dekTa 1 TabneTky mpemnapara JcKamen
HE00XO0IUMO MPHUHSATH KaK MOKHO CKOpee, MPEANOYTUTEIHHO B NepBbie 12 4acoB (HO He MO3/1HEe
72 yacoB IOCJI€ HE3AIIMILEHHOrO M0JIOBOro akra). Ecnu B TedyeHue 3-X 4yacoB mocie npuema
TabJETKH MPOU30ILIa PBOTA, TO CIEAYeT MpUHATH eme | TabneTky nmpenapara Dckamnen. [Tocie
npueMa mpenapaTa OcKaren [0 HAaCTYIUICHUS CIEIyIoIled MEHCTpyaluu cleAyeT NMPUMEHSTh
HErOpMOHAJIbHBIE METOAbl KOHTpaleniuu (Ipe3epBaTuB, CHEPMULIU] + IIECUHBI KOJIMAvoK,
muadparmMa WIM KOHTpalleNTHUBHAs TyOka). [IpuMeHeHHWe JeBOHOprecTpena HE SBISETCS
IPOTHBOINOKA3aHUEM ISl TPOJAOIDKEHHS IJIAHOBOM TOPMOHANIBHOM KoHTpaueniuu. [Ipumenenne
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npenapara npu MOBTOPHOM HE3ALIUIIEHHOM IIOJIOBOM aKT€ B TEYEHUE OJHOIO MEHCTPYaJIbHOIO
LMKJIa HE PEKOMEHYeTCs U3-3a YBEIUYCHHUS PUCKA PA3BUTHS HAPYLICHUH [IUKJIA.

Oco0ble rpynnel MaueHToOK

Tayuenmxu ¢ napywenuem Qyukyuu nevenu
JlaHHBIE O NMPUMEHEHHMM JIEBOHOPIECTpesa Yy MAlMEHTOK C IEYEHOYHOM HEIO0CTaTOYHOCTHIO
OTCYTCTBYIOT. [IpriMeHeHue npenapaTa y MalueEHTOK C IEYEHOYHON HETOCTATOYHOCTBIO TSKEION
CTENEHU MPOTUBOIIOKA3aHO.
Tlayuenmxu ¢ napywenuem Qyukyuu novex
JlanHbple 0 TPUMEHEHUU JIEBOHOprecTpesia y MalUueHTOK C HapylleHHeM (QYHKIMH MOYeK
OTCYTCTBYIOT.

eTu
Jlemu u noopocmxu 0o 16 1em
[Ipumenenue mpenapara Ockarea B Bo3pacTe a0 16 JieT MpOTHBOMOKa3aHO (B CBSI3H C
OTPaHMYEHHBIM KOJMYECTBOM JIAaHHBIX MO 0e30macHOCTH U ((HEKTUBHOCTH JIEBOHOPTECTpea B
JTAHHOM BO3pPAcCTHOM rpytire).

Croco0 IIpuMeHeHus

Buytpb. TabneTku crienyer 3anuBath HEOOIBIIUM KOJTHYECTBOM BOJIBI.

4.3. IlpoTuBONMOKA3aHUS

- I'umepuyBCTBUTENBHOCTH K JICBOHOPTECTPEIY WU K JIFOOOMY U3 BCIIOMOTATEIHHBIX BEIIIECTB,
MEepEUYUCIICHHBIX B pazzaene 6.1.

- Bospact g0 16 net (B cBsI3u ¢ OrpaHMYCHHBIM KOJUYESCTBOM JIAHHBIX MO 0€30MacHOCTH U
3 PEKTUBHOCTH JICBOHOPTECTPEIIa B TaHHOW BO3PACTHOM IpyTIIe).

- IleyeHouHast HEAOCTATOYHOCTD TSKEIIOW CTEIIEHMU.

- M3BecTtHas wiu npenmnosiaraeMas 06€peMeHHOCTb.

- I'pynnoe BckapmilMBaHUE B TEUEHUE HE MEHEE 8 4AaCOB MOCIIE ITPUEMA IIpenapara.

- HemepeHocuMOCTh  NTakTO3bI, JAEe(DUIUT JIAKTa3bl, CUHAPOM  TIIOKO30-TATaKTO3HON
MaJibabCoOpOIHH.

4.4. OcoOble yKa3aHUS U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH

C 0CTOPOKHOCTBIO

3aboneBaHus TeYeHHU (JIETKOM M CpeTHEH CTENEHU TSDKECTH) WIIM JKEITYEBBIBOISAIINX MyTEH;
XKentyxa (B TOM YMClIe, B aHaMHE3e); TsHKENbIe CHHAPOMBI MallbabcopOLuu, Harpumep, 00JIe3Hb
Kpona; Hanu4re HacIeCTBEHHON WM MPUOOPETEHHON MTPEAPACIIONIOKEHHOCTH K TPOMOO03aM.

DKCTpEeHHasi KOHTPAIETIIHS — METOl, KOTOPBIH MOYKHO HCIIOJIb30BaTh TOJIBKO AMn3oandeck. OHa

HEC OOJIZKHA 3aMCHATH MCTOAbI MJIaHOBOM KOHTpaluCHInu.



OKCTpeHHasi KOHTpAaLENus HE BO BCEX CIIy4asX IO3BOJSET MPEJOTBPAaTUTh HACTYIUIEHHE
OCepeMEHHOCTH.

Ecnu umeroTcss COMHEHHsS OTHOCUTENIBHO BPEMEHU HE3alIMIIEHHOIO IMOJIOBOIO0 KOHTAKTA, WIIU
€CJIM He3alIUIIEeHHBI KOHTaKT MMeN MecTo Oojiee yeM 3a 72 yaca B TEUYEHHE JTOTO JKe
MEHCTPYaJIbHOTO IMKJIa, TO CYIIECTBYET BEpOSTHOCTb TOT0, YTO 3ayaTHe YKe mpousouuio. B
CBSI3U C 3TUM IPUMEHEHUE MperapaTa IcKarell TPy BTOPOM MTOJIOBOM KOHTAKTE MOXKET OKa3aThCs
Hed(P(EKTUBHBIM B OTHOIICHUHU TMPEIOTBPAIICHUS HACTyIUIeHUs OepeMeHHocTH. [Ipu 3amepxke
MEHCTPYaJIbHOTO KpOBOTeUeHus OoJiee ueM Ha 5 JHEel 1 U3MEHEHHUH ero XapakTepa (CKyIHbIe N
O0OMIIbHBIE KPOBSIHBIE BBIICIICHUS) HEOOXOAMMO UCKITIOYUTH OEPEMEHHOCTb.

Eciu OepeMeHHOCTh HACTymuja TMOCle MPUMEHEHHs Tpernapara JcKamel, Heo0X0IuMo
YYUTBIBATh BO3MOYKHOCTh Pa3BUTHUsSI 3KTONHuUecKoi OepemeHHocTH. IlosiBieHue Ooneld BHU3Y
KUBOTA, OOMOPOYHBIX COCTOSIHUNA MOXET CBUETEIHCTBOBAaTH O BHEMATOUHOM (IKTOMHUYECKOM)
O0epeMeHHOCTH. AOCOIOTHBIN PUCK AKTOMUYECKON OEPEMEHHOCTH, 110 BCEH BUAMMOCTH, HU3KHH,
MOCKOJIBKY JIEBOHOPTECTpPE MPENOTBpAIlAeT OBYJISILUI0O U OIUIOJIOTBOPEHHE. DKTONMUYECKas
OepeMEeHHOCTh MOXKET Pa3BUBATHCS HECMOTPS Ha MOSBIEHUE MATOYHOTO KPOBOTeueHUs. B cBsi3u
C yeM MpUMEHEHHE Mpernapara JcKamea He PEKOMEHAYETCS Yy KEHIIMH C PUCKOM pPa3BUTHUS
BHEMATOYHOM OepeMEeHHOCTH (HaJu4yMe B aHaMHE3€e CaJbIIMHIUTAa WIM BHEMAaTOYHOMN
OepeMeHHOCTH).

[Ipumenenne npenapara JcKamenl HE PEKOMEHIYeTCs y TMAIMEHTOB C HapylieHHeM (QyHKIUH
MIEYEHU TSKEJION CTEIEHHU.

Tsoxenvle CHHAPOMBI  MajabaOCOpOIMU, HampuMmep, Oosie3Hb KpoHa, MOTryT CHH3UTH
3P PEKTUBHOCTH JIEBOHOPIeCTpea.

ITocne mpuema mpenapaTta Dckamell MEHCTPYaJbHBIA LUK, KaK MPAaBWIO, HE H3MEHSETCS U
MEHCTpyaJIbHOE KPOBOTEUEHHE HACTyNAaeT B CpoK. MIHOrja MeHCTpyaibHOE KPOBOTEUEHHE MOKET
HAUMHATHCA Ha HECKOJBbKO JHEW paHbllle WM mo3xke. JKeHIIMHaM clelyeT peKOMEHAO0BaTh
MOCETUTh Bpauda, 4TOOBI MOAOOpaTh M HAyaTh HCIIOJNB30BATh OJWH U3 METOJOB IJIAHOBOM
KoHTpanenuuu. Ecnu mpemapar Ockamnen ObT NPUHAT HAa (OHE PEryNsspHONH TOPMOHAIBHOM
KOHTpAIEIIINH, HO 0KUAAeMOE KPOBOTEUCHHUE «OTMEHBI» B CIACAYIOINMA 7-THEBHBIN nepuoy "0e3
TabJIeTOK" HEe HACTYNUIIO, CIIEAYeT UCKIIOYUTh OEPEMEHHOCTbD.

[loBTOpHOE mNpUMEHEHHE Tmpenapara B TEYEHUE OJHOTO MEHCTPYaJbHOTO LHKJIAa HE
PEKOMEHIYETCs B CBSI3U C BOBMOXKHOCTBIO HAPYILICHUS [IUKJIA.

HmeroTcss orpaHuyeHHbIe JaHHBIE, TPEOYIOUIUE AajbHEHIIero MOATBEPXKIEHUS O TOM, 4YTO
KOHTpalenTuBHas 3(pPeKTUBHOCTD Mpernapara IcKarnel MOKET CHUKATHCS C YBEIMYCHHUEM MacChl

Tena uinu uHaekca Maccel Tena (MMT). ¥V Bcex JKeHIH, He3aBUCUMO OT UX Macchl Tena u UMT,



CPEICTBA AKCTPEHHON KOHTPALEHINH JO0JKHBI ObITh MPUHSATHI MTOCIIE HE3aUTUIIIEHHOTO TT0JI0BOTO
KOHTAKTa KaK MOYKHO PaHBbIIIE.
[Ipenapar Dckanen HeAPPEKTUBEH B KaueCTBE MOCTOSHHOTO METO/A KOHTPALEHIIMU M MOXET
HCIIOJIb30BaThCS TOJIBKO B KaU€CTBE IKCTPEHHOM Mepbl. JIeBoHOprecTpen B n03e 1,5 mMr ciegyet
MPUMEHSTh UCKIIIOUUTENIBHO JIJIS1 SKCTPEHHOM KOHTpaleniuu!
XKenmunam, KOTOpble 0OpAIAIOTCS MO MOBOJLY TTOBTOPHBIX KYPCOB 3KCTPEHHON KOHTpAICTILIUH,
ClIeZlyeT MOPEKOMEHI0BATh UCIIOIb30BaTh METO/IbI TUIAHOBOM KOHTPALICTIIIHH.
[TpuMeHeHre SKCTPEHHOM KOHTpAIeNIMKU He 3aMeHsIeT HEOOXOAUMBIX MEp MPEeI0CTOPOKHOCTH,
CBSI3aHHBIX C 3aIIUTON OT 3a00JIEBaHUH, TIEPEJAIOIINXCS TTOJIOBBIM MTyTEM.
Coob1manocs o ciryyasx TpoMO0IMOOIMYECKHX OCIIOKHEHH TOCIIe TpHeMa JISBOHOpPrecTpesa B
no3e 1,5 mr. B cBsi3u ¢ 4eM, y *KEHIIUH C CYIECTBYIOUIMMHU (hakTopaMu pucka (HaclIeICTBEHHOM
WIM TPUOOPETEHHOM MpPenpaclonokKeHHOCThI0O K apTepUATIbHBIM WM BEHO3HBIM TPOMOO3aM,
HaJU4YheM TpPoMOO30B/TpoMOOIMOONIHMIT B CEeMEHHOM aHaMHe3e), CIeAyeT Yy4YUThIBATh
BO3MOXXHOCTH BOBHUKHOBEHHUS TAKUX OCIOKHEHUH.

eTH
[IpumeHneHue npenapara y eBOYEK-IIOAPOCTKOB /10 16 JIeT BO3MOKHO TOJIBKO B UCKITIOUUTENBHBIX
ciydasix (B TOM 4YHCIe, TPU U3HACUIIOBAaHUM) U TOJIBKO IOCIIe KOHCYIbTalluy runekosora. [locne
IPOBEICHUS SKCTPEHHOM KOHTpAISNIINU PEKOMEH/I0BaHA KOHCYIbTAllUs THHEKOJIOTA.
4.5. B3amMmopeiicTBHe ¢ JPYTMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aHMOJAEeHCTBUSA
[Tpu oAHOBpEMEHHOM MPUMEHEHHUH C MpenapaTaMu-uHIYKTOPaMU MUKPOCOMAaJIbHBIX (DepMEHTOB
neueHu (rJIaBHBIM oOpa3oMm, HHAYKTOpoB u3odepmenta CYP3A4) mpoucXomuT YCKOpeHHE
MeTabo3Ma JIEBOHOPTecTpena.
ConyrcTByloliee MpUMEHEHHE Ihasupen3a CHIKAeT KOHLIEHTPALIMIO JIEBOHOPTeCTpea B Ila3Me
KpoBu npuMepHo Ha 50%.
Crnenyromue mnpenaparbl-uHAYKTOPbl (EPMEHTOB IEYEHH MOTYT CHHXKaTh 3(PQPEKTUBHOCTD
JIEBOHOprecTpena: oOapoumypamsl (6K1w04as NpumMuoon), penumoun u Kapodamazenum,
npenapamul, cooepicauiue 36epoooii npoovipasaennviii (Hypericum perforatum), a maxoice
pugamnuyun, pumonasup, pughadymun u cpu3eoQynveun.
[Ipenapatsl, coneprkalire JIeBOHOPTeCTPEN, MOT'YT MOBBIIIATH PUCK TOKCUYHOCTH IIUKJIOCTIOPHHA,
BCJIEJICTBHE TIOJJABJICHUS €T0 METa0O0IM3Ma.
JleBoHOprecTpena MOXKET CHUXKATh 3PGEKTUBHOCTD YIUIPUCTANA alleTaTa MyTeM KOHKYPEHTHOTO
BO3/ICIICTBUS Ha pELENTOp MPOrecTepoHa, B CBSI3M C YEM UX OJAHOBPEMEHHOE MpPHUMEHEHUE He
pEeKOMEHAYETCS.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS



bepemeHHOCTD

[Ipuem npenapara B nepuoj U3BECTHOM WM MpearoyiaraeMoi 6epeMeHHOCTH MPOTHBOIIOKA3aH.
Ha ocHOBanuM wHMEIOUIMXCS JaHHBIX, HEOJarompHsATHOTO BIUSHHUS Ha IUIO B ciy4ae
IIPOJOJKEHUs OEpEMEHHOCTH Ha (POHE MPUMEHEHMs IIPENapaToB, COAEPKAIIUX JIEBOHOPIEeCTPE,
JUISL DKCTPEHHON KOHTPALEIIIUU HE BBISBIICHO.

Ileproa rpyaIHOTO BCKApMIIMBAHUS

JleBoHOprecTpes MPOHUKAET B TPyAHOE MOJIOKO. [loTeHInanbHOe BO3IEUCTBHIE JIEBOHOPreCTpeia
Ha peOeHKa MOXKHO YMEHBIIIUTh, €CJIU JKCHIIMHA OyAeT MPUHUMATH IIpenapaT HEMOCPEICTBEHHO
nociie kopmieHus. [locne mpuema npenapara rpyJIHOe BCKapMIIMBAHUE CIIEAYET MPEKPATUTh HE
MeHee YeM Ha 8 4acos.

DdepTUabHOCTD

JleBoHOprecTpen MOBBIIIAET PUCK PA3BUTHSI HApPYIIEHUH MEHCTPYyaJbHOrO IHMKIJA, 4YTO B
HEKOTOPBIX CIy4asX MOKET MPUBOIUTH K OoJiee paHHEH WK MO3AHEeH OBYISUU. DTH U3MEHEHUS
MOT'YT BJIUATH HA @epTHHBHOCTB, OOHAKO JaHHBIC O BJIMSAHWU JICBOHOPTCCTPECIIAa HA (bepTI/I.HBHOCTI:
Ipu AJIMTCIIBHOM MPUMCHCHHUU OTCYTCTBYIOT.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMHu

BnusHue npuMeHeHHs mpemnapara DcKarel Ha CIOoCOOHOCTh K YIPABJICHUIO TPAHCHOPTHBIMH
cpeacTBaMu U MCXaHU3MaMU HC U3Yy4aJI0Ch.

4.8. HexkennaTeibHbIe peakuuu

Pesrome mpoduist 0e3onacHOCTH

[Ipu npuMeHeHny JeBOHOPTecTpena Hanbosee YacTol HexenaTeIbHON peakiiieil Obljia TOITHOTA.

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIINI

HesxenarenbHbIe peaklMy MPEICTaBICHBI 10 CHCTEMHO-OPTaHHBIM KJIacCcaM B COOTBETCTBUU C
knaccudukanueit MedDRA u ¢ gacToToi BOSHUKHOBEHHMSI: 04eHb yacTo (>1/10), wacto (>1/100 u
<1/10), neuacto (>1/1000 u <1/100), penko (>1/10000 u <1/1000), ouennr peaxo (<1/10000,

BKJIFOYAs OT/JICIIbHBIC COOOIICHHUS ).

Kunacce cucrembl opranon Yacrora HesxkenarenbHble peakunu
BO3HUKHOBEHUS
Hapymenust co  croponsl | OueHb 4acTo l'onoBuas 6onb
HEPBHOU CUCTEMBI Yacto ['onoBokpyxeHue
KenynouHo-KuieyHbie OueHn 4acTo TomHoTa, 00Jb B HIKHHX OTHAENaX
HapylIeHUs JKUBOTA
Yacro Huapes, psora




Hapymenust co  croponsl | OueHb 4acTo KpoBoteuenne, He  cBsS3aHHOE C

PENPOAYKTUBHOM CUCTEMBI U MEHCTpYyaluueun

MOJIOYHBIX KeEJe3 Yacro 3anepkka MeHCTpyaluu Oosiee ueM Ha 7
JHEW, HEperyJspHble MEHCTpyalbHBbIE
KPOBOTEUCHHSI, HarpyOaHHe MOJIOUHBIX

KCEJIC3

O6mme HapyUIEeHUS u | OyeHp yacto [ToBblillIeHHAs! yTOMIISIEMOCTD

pC€aKknuu B MECTC BBCICHHA

Onucanue OTACIBHBIX HEKEIATCAbHBIX PEAKIIMI

XapakTep MEHCTPYaJIbHOIO KPOBOTEYECHHS MOJKET HECKOJIbKO W3MEHHUTBCS, OJHAKO Yy
OONBIIMHCTBA JKEHIIUH CIEAYyIoIlas MEHCTpyaluss HauyMHaeTcd B TeYeHHe S5 JAHed oT
IIPEII0JIaraeMoro CpokKa.

Ecnu HacTyruieHue ciefyroniel MEeHCTpyalluy 3ama3fbIBacT Ooble YeM Ha 5 JHEH, ciexyer
UCKJTIOUUTH OEPEMEHHOCTD.

Crnenyroomue HeXenarelnbHblE pEakUUMu HAOMIOAANMCh B  KIMHUYECKOW MpakTHKE B

MIOCTPETHCTPAIIMOHHOM MEPHOIE:

Kuacc cucrembl opranos Yacrora HexenaTenbHble peakuuu
BO3HHKHOBEHHUS

KenynouHo-KuieyHbie OueHb penko Bonrs B )xuBoTE

HapylIeHus

Hapymenust co  croponsl | OueHb peako KoxHas cblnb, KpanuBHULIA, 3Y]1

KOXH U IMOAKOXKHBIX TKaHEH

Hapymenust co  croponsl | OueHb peako Bounb B o0mactu Taza, nucmMeHopest
PEIPONYKTUBHOU CUCTEMBI U

MOJIOYHBIX XKEJIC3

O6mmue HapyUIEHUS u | OueHb peako Ortek nmuna

pCaKknuu B MCCTC BBCICHUA

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 MOJ03peBaeMbIX HEXKENATEeNbHBIX peaKUusiX I[0Clie PETUCTpaluu
JIEKapCTBEHHOI'0 Tperapara ¢ 1efbio 00ecredeHns] HeMPepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«oNb3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKUM pa0OTHUKAM PEKOMEHIYeTCs
coolmiate O JOOBIX MOJ03PEBAEMBIX HEKENATENbHBIX PEaKIHIX JIEKaPCTBEHHOIO Iperapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOUIECHHS O HEXENaTEebHBIX peakUusix rocydapcTB — YJICHOB
EBpa3zuiickoro 5KOHOMUYECKOTO COI03a.

Poccniickas @enepanvs



denepanbHas ciayx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012 r. Mocksa, CnaBsiHcKas muiomans, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Cair B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEpHET:!
https://www.roszdravnadzor.gov.ru

Pecniy6niuka ApmeHust

«Hay4HbIil LEHTp 3KCHEePTH3bl JEKApCTB M MEIULIMHCKUX TEXHOJIOTMHW HMM. akaJeMuka O.
["abpuensnan AO3T

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

Otnen MoHUTOpUHTA 0€30MTACHOCTH JIEKAPCTB

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

DnekTpoHHas rmoyrta: vigilance@pharm.am

CaiiT B nH(pOpPMAIIMOHHO-TEJIEKOMMYHUKAMOHHOM ceTn «HTepHeT»: http://www.pharm.am
Pecriybnuka benapych

PecniyOnukanckoe  yHutapHoe mnpennpustue  «lleHTp dKkcmepTM3 M UCOBITAaHWN B
3/IpaBOOXPAaHEHUI

Anpec: 220037 r. MuHck, nep. ToBapumieckuii, 2a

Otnen papmakoHaazopa

Tenedon: +375 17 242-00-29

DnekTpoHHas no4ra: repl@rceth.by

CaiiT B uH(pOpMAIIMOHHO-TEJIEKOMMYHUKAMOHHOM ceTH «MHTepHeT»: https://www.rceth.by
Pecriybnuka Kazaxcran

PI'TI na ITXB «HaunoHanbHBIA LHEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX
u3nenuit» Komurera MemumuHCKOrO M (apMaleBTUYECKOro KOHTposii MuHucTepcTBa
3npaBooxpanenust Pecnyonmuku Kazaxcran

Anpec: 010000 r. Acrana, yin. A. UmaHoBsa, 13 (4 sTax)

HenapramenT dapmMakoHaa30pa ¥ MOHHTOPUHTA 0€30MmacHOCTH, ((PEKTHUBHOCTH W KadecTBa
MEAUIIMHCKUX U3JIETHH

Tenedon: +7 7172 78-98-28

OnextponHas noyra: pdlc@dari.kz

Caiit B mHGOPMAIIMOHHO-TEIEKOMMYHHKAaIMOHHOM ceTu «HTepHeT»: https://www.ndda.kz
Ksiprezckas PecryOmnrka

JlemapraMeHT J€KApCTBEHHBIX CPEACTB M MEIULMHCKUX U3JAeIud Inpu MuHHCTEpCTBE

3npaBooxpaneHust Keipreizckoit PecrryOmuku



Anpec: 720044 r. bumikek, yi. 3-g Jluaus, 25

Tenedon: + 996 312 21-92-88

OnexTpoHHas noyra: vigilance@pharm.kg

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOM ceTu «MHTepHeT»: http://www.pharm.kg

4.9. [lepeno3upoBka

O cepbe3HBIX HEKENATENbHBIX PEAKUUAX TPU OCTPOHl Meperno3upoBKE OONBIIUMH J103aMH
NEepOPATBbHBIX KOHTPALIENTHBOB HE COOOINATIOCH.

CHUMITOMBI: TOIIHOTA U KPOBOTEYEHHE «OTMEHBD.

Jleyenwue: neuenne cumnroMarnyeckoe. CrienupuIecKoro aHTUI0Ta HET.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapMakoTepaneBTUYECKas TPYIa: CPeICTBO Al IKCTPEHHON KOHTpALCHIIHH.
Kon ATX: GO3ADOL1.

Mexanusm neiictBus, dapMakoauHaMuueckue 3 deKThl

JleBoHOprecTpen — 93TO CHUHTETHYECKMM TecTareH C KOHTPAUENTHUBHBIM JCHCTBHUEM,
BBIPQXCHHBIMU TECTAr€HHBIMH M AHTHUACTPOTEHHBIMU CBOWCTBaMHU. OCHOBHBIM MEXaHHU3MOM
JecTBUS ABNSCTCS MHTMOMPOBAHUE M/UITH 3aJIepKKa OBYIISALIMU B pe3yJbTaTe IMOAABICHUS MHKa
JTIOTEUHU3UPYIONIETO ropMoHa. [Ipu pexkoMeHAyeMOM peXHUME JO03UPOBaHUs JIEBOHOPTeCTpe
MOJABIsieT OBYJSIUI0O M  OIJIOJOTBOPEHHE, €CIM IMOJIOBOM KOHTAKT MPOM30IIET B
MPEOBYISTOPHYIO (a3y, KOraa BOZMOXKHOCTh OILIOOTBOpEHUsl Hanbosbas. JleBoHoprecTpen
He 3()(heKTUBEH, eCIIM UMILIAHTALUS OTUIOAOTBOPEHHOMN SHLEKIETKH yXKE IPOU30IILIA.

Kimmanueckas 3¢ heKTUBHOCTD M 0€30IMaCHOCTD

CornacHo pe3ynbTaTaM paHee MPOBEIECHHOTO KIMHHUYECKOIO HCCIIEOBAHMS, NMPUEM JBYX /103
neBoHoprectpena mo 0,75 Mr ¢ wuHTEepBaIoM B 12 4acoB MpeaoTBpallla€T HACTYIUICHUE
6epemenHocty B 85% ciyuyaeB. D(ddeKTUBHOCTD HpenapaTa CHIKACTCS C TEYEHHUEM BPEMEHHU
1ocJjie moJ0Boro Kourakra (95% — npu npuMeHeHuu B TeueHue 24 yacos, 85% — B UHTEpBajie OT
24 no 48 gaco, 58% — ot 48 10 72 yacos).

Pe3ynbrartel Apyroro KJIMHUYECKOTO WCCIEIOBAaHUS IOKa3ald, YTO OJHOKPATHBIA MpueM
JeBOHOprecTpena B go3e 1,5 mMr (B TeueHue 72 4acoB MOCIE HE3AIIMIIEHHOrO MOJIOBOTO aKTa)
MpeoTBpaIaeT HaCTyIIeHue OepeMeHHOCTH B 84% cirydaes.

Hmerorcss orpaHuueHHBbIE JaHHbIE, TpeOyIolue AajbHEHIIero MOATBEPKACHUS, O BIUSHUU
n30bITOUHON Macchl Tena/Beicokoro MMT Ha koHTpanentuBHyr 3¢¢GeKTHBHOCTh. B 2-x
knmuHudecknx — uccienoBaHusix  (KM) Obuto  BeIsSIBIEHO — CHWDKeHHE — d(QeKTHBHOCTH
JNIEBOHOPTEeCTpeNa M yBEIHMYEHHE 4YacTOThl OepeMeHHOCTH y skeHmuH ¢ UMT >30 kr/m® B

8



CpaBHEHMHU c XeHIMHaMu ¢ HopMaidbHbIM UMT (5,19% u 0,96% cootBercTBeHHO). OHAKO B
npyrux KW cHmkeHHe KOHTpAlenTUBHOW S(PGEKTUBHOCTH JIEBOHOprecTpena He OblIo
MOJTBEPXKICHO (YacTOTa HACTYIJICHUs OepeMeHHOCTH cocTaBmiia 1,17% y )KEHIIMH ¢ 0KUpEHHEM
u 0,99% vy xxenmun ¢ HopManbHbIM UMT).
[Ipu pexoMeHIyeMOM peXUME TO03UPOBAHHUS JIEBOHOPIECTpPEN HE OKAa3bIBAET CYIIECTBEHHOI'O
BIIUSTHUS Ha (DAKTOPBI CBEPTHIBAEMOCTH KPOBH, IUMTUIHBIN U YTIIEBOIHBIN OOMEH.

eTH
Jlesouku-noopocmku 0o 18 nem
B mpocnekTHBHOM HaOMIOAATEIBHOM HCCICAOBAaHWHM OBUIO TOKa3zaHo, 4yTo u3 305 ciyuaes
PUMEHEHHS JIEBOHOPrecTpesia B KaueCTBE CPEACTBA SKCTPEHHOM KOHTPAIICTIIIUH, B CEMH CITydasix
HacTynuia OepeMeHHOCTb. Takum oOpa3oM, oOmmii ko3¢ dunment Heynauu coctaBui 2,3%.
Koaddunment Heynauu y aeBouek-noapoctkoB Mmonoxe 18 ner (2,6% wunu 4/153) 6611 cpaBHUM
¢ K03 puIreHToM Heyaauu y xeHmuH 18 jet u crapuie (2,0% wunu 3/152).
5.2. apmakoknHeTHYECKHE CBOHCTBA
AOGcopbuus
[Tpu mepopanbHOM MpHUEME JIEBOHOPIecTpesl ObICTPO M MPAKTUYECKU IMOJHOCTHIO BCACHIBACTCA.
[Tocne mpuema jeBoHOprecTpena B go3e 1,5 mr makcumanbHast KOHIEHTpAus (Cmax) B TUIa3Me
KpoBHU cocTaisier 18,5 Hr/mn u nocruraercs yepes3 2 yaca. [locie 1ocTH eHHUs] MaKCUMAaJIbHBIX
3HaYeHUH KOHIEHTpalMs JIEBOHOprecTpena CHIDKaeTcs. AOcComoTHass OHOJOCTYMHOCTD
cocrasisieT 100%.

Pacnopenenenue

JleBOHOprecTpen CBS3BIBACTCSA C aTbOYMHWHOM IUTa3Mbl KPOBU U TIOOYITHMHOM, CBSI3BIBAIOIINM
nosioBeie ropmoHbl (I'CIID). JIums 1,5% Beeli 10361 HAXOIUTCS B CBOOOIHOM Gopme, 65% cBA3aHO
¢ ['CIII'. [IpoHuKaeT B rpyAHOE MOJIOKO.

Buorpancdhopmarims

Metabonu3M  JIEBOHOpPrecTpeNna  COOTBETCTBYET  METAa0ONM3MY  TIOJIOBBIX ~ TOPMOHOB.
JleBoHOprecTpen THUAPOKCHIMPYETCS B TIEYCHH U METa0ONUTHI BHIBOOATCS B  ¢opMme
KOHBIOTHPOBAaHHBIX [JIIOKYPOHH/IOB. dapMakoI0ruuecKu aKTUBHBIE MeTabOIUThI
JIEBOHOPrecTpesia HEU3BECTHHI.

DJIMMUHAIMS

BrIBoMTCS UCKITIOUUTENBHO B (pOpME METa0OIUTOB, MPUMEPHO B PABHOM CTEMEHU MOYKAMH U
yepe3 kumeyHuk. [lepuoa monyssiBenenus (T12) cocTaBiseTr 0kos0 26 4acos.

Oco0nIe I'pYHOIbl TAaIUEHTOK

Hauuenmku C noveuHou u NneyeHOYHOl He0OCmAamo4HOCmblO. q)apMaKOKI/IHGTI/IKa
JICBOHOPI'CCTPCIIa y HAalUCHTOK C MIEYCHOYHOM MJIU HOYSUHOMI HEAOCTAaTOYHOCTHIO HC U3ydaIaCh.
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Iayuenmxu c oorcupenuem
HccnenoBanue papMakOKMHETHKH MMOKA3aJ10, YTO KOHLIEHTPAIMH JIEBOHOPTECTPEIa 3HAUUTEIBHO
CHIDKAIOTCS y xeHIuH ¢ oxupenueM (MMT >30 kr/m?) (mabmonanocs npubausutensHo 50%
ymenbiieHne mokazareneil Cmax 1 AUCo.24) 1O CPAaBHEHHIO ¢ aHAJIOTMYHBIMU TIOKA3aTEISIMHA Y
JKeHIUH ¢ HopMalnbHBIM UMT (<25 kr/m?).
B npyrom wuccnenoBaHuM Takxke cooOmanock 0 CHWKEHHMH Crax JI€BOHOpIecTpena
npubim3nuTenbHO Ha 50% Yy )KEHIIMH ¢ OKUPEHUEM 0 CPABHEHUIO C aHAJOTHYHBIM IIOKa3aTeaeM
y XKEeHIIMH ¢ HopMalibHBIM UMT, B TO BpeMs Kak yABOEHHE J103bl JJEBOHOpPrecTpeaa A0 3 Mr 'y
KEHIIUH C OXHUpPEHHEM O0ecrneumsino IJIa3MEHHbIe KOHLIEHTpAlUH, MOJO0OHBIE TEeM, 4YTO
HaOII0AaMKCh y JKeHIIMH ¢ HopMaiabHbIM UMT 1 koTOpble momy4yunu 1,5 Mr JeBoHOprecrpena.
KimHngeckas 3Ha4MMOCTB 3THUX JIaHHBIX HESICHA.

eTu
Jlemu u noopocmxu 0o 18 nem
®apMaKOKMHETHKA JIEBOHOPIeCTPeEIla U3ydallach UCKIIIOUUTENBHO Y B3POCIBIX KEHIINH; TaHHbIE

0 MPUMEHEHHUH JIEBOHOPTeCTPEIa y I€BOUEK-TIOJPOCTKOB B BO3pacTe A0 16 neT orpaHuYeHBHI.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

KpeMHuust quokcu 1 KOJUTOU THBIHA

Kpaxman kapTodenbHbIi

Maruus creapat

Tanpk

Kpaxmain kykypy3HbIii

JlakT03b1 MOHOTHApPAT

6.2. HecoBmMecTHMOCTDH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs)

5 ner.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPHU XPAHEHU U
Xpanuts npu temrneparype He Boie 30 °C.

6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH
ITo 1 Tabnetke B 6mucrepe u3 Al/IIBX. 1 6iaucTep B KapTOHHOM MAaYKe C MPUII0KEHHBIM JIACTKOM-

BKJIJIpIlIEM. B KapTOHHYIO auKy BJIOXKEH KAPTOHHBIHN MI0CKUM QYyTIsSp A XpaHeHHs! OJiucTepa.
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6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH TPH YHUYTOXEHHMHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WIN OTX0J0B, TMOJYYEHHBIX [M0CJe MpPUMeHEHUs
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MAaHUILYJISIIHHU ¢ PenapaToM

Het ocoObIx TpeOOBaHM K yTHIN3AIUH.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHMUSA
Benrpus

OAO «I'eneon Puxtep»

1103 bynanemr, yia. Jémpén, 19-21

Tenedon: +36 1 431-4000

OnextponHas noyra: drugsafety@richter.hu

7.1. [IpencraBuTeib AepKaTessi PErHCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aPECY:

Poccniickas @enepanvs

[IpencraBurensctBo OAO «I'eneon Puxtep» (Benrpus) r. Mocksa
Anpec: 119049 r. MockBsa, 4-i1 JIoOpbIHUHCKHIT TIEp., 10M 8
Tenedon: +7 495 987-15-55

OnekrponHas mouta: drugsafety@g-richter.ru

Pecniy6ninka ApmeHus

[IpencraButensctBO OAO «I'eneon Puxtep» B PecniyOnnke ApmeHust
Anpec: 0010 r. Epesan, yn. 3aksna, 1. 2

Tenedon: +374 10 53-00-71

OnextponHas noyra: drugsafety@gedeonrichter.am

Pecniy6iinka benapych

[IpencraButensctBo OAO «I'eneon Puxtep» B Pecriybnuke benapyce
Anpec: 220004 r. Munck, tip. [Tobenureneii, nom 5, opuc 505
Tenedown, daxc: +375 17 272-64-87

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

OnektponHas noyra: drugsafety.by@gedeonrichter.eu

Pecriybnuka Kazaxcran

[IpencraBurensctBo OAO «I'eneon Puxrep» B PK

Anpec: 050008 r. Anmatsl, yi. Tose bu 187

Tenedon: +7 7272 58-26-23 (mpeTeH3UH 110 KaYECTBY),

+7 7272 58-26-22 (bapmakonanzop), +7 701 787-47-01 (papmakonaazop)
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OnektponHas noyra: info@richter.kz; pv@richtergedeon.kz
Keiprezckas Pecniy6nnka

[IpencraBurensctBo OAO «I'eneon Puxrtep» B Koipreizckoit PecriyOnmke
Anpec: 720005 r. bumkex, yia. Urembepauesa, 1 "A",

Ou3Hec LeHTp «ABpopan, opuc 703

Tenedon: +996 312 98-81-16

OnekrponHas nmouta: drugsafety.ky@gedeonrichter.eu

8. HOMEP PETUCTPAIIMOHHOT'O YIOCTOBEPEHHUS
JITT-Ne(001219)-(PT-RU)

9. TATA IEPBUYHOM PETUCTPAIIAU (IOATBEPXKIEHUA PETUCTPAIIUMN,
INEPEPETUCTPALINN)
JlaTa niepBoii perucTpanuu:

16.09.2022
10. JATA IEPECMOTPA TEKCTA
OO0mrast XapakTepHCTUKa JIEKAPCTBEHHOTO Iperapara DcKaren JOCTylHa Ha HHPOPMAalMOHHOM

noprtaiie EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHON CETH

«uaTeprer» https://eec.eaeunion.org.
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