OBIIASA XAPAKTEPUCTHUKA JTJEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Ockaren, 1,5 mr, TabneTku.

2. KAUECTBEHHBII U KOJIMYECTBEHHBI COCTAB

JelicTByroniee BEMIECTBO: JIEBOHOPTE€CTPEI.

Kaxxnas tabnerka cogepxut 1,5 Mr ieBoHOprecTpena.

BcnomorareiabHbIe BCIICCTBA, HAJIMYUC KOTOPLIX HAJ0 YYUTBIBATH B COCTABC JICKAPCTBCHHOIO
npernapara: JJakTo3bl MOHOTH/IPAT.

[TonHbIi TepedYeHb BCIIOMOTATEIBHBIX BEIIECTB NMPUBEJIEH B passene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabmerku.
[Tnockue kpyrabie TabaeTKU OEI0TO WM MOYTH OeNIoTo 1BeTa, ¢ packoii u ¢ rpaBuposkoit "G00"

Ha OJTHOM CTOPOHE.

4. KIMHNYECKHUE JAHHBIE

4.1. IToxa3aHus K NPUMEHEHUIO

[Ipenapar Dckamnen noka3zaH K NPUMEHEHHUIO Y KEHIIWH B BO3pacTe oT 16 JeT jisi SKCTpEeHHOU
(MOCTKOUTAJILHOM) KOHTpAUEHIIMK B T€YEHHUE 72 4acoOB MOCJE HE3aIIUIEHHOrO MOJOBOTO aKTa
WIH B Clly4ae HEHAJC)KHOCTU MPUMEHSEMOT0 METO/1a KOHTPALICTILIUY.

4.2. Pe:xxuM 103MPOBaHUSA U CIIOCO0 IPUMEHEHUs

PexxuMm no3upoBaHus

[Ipemapat MOXXET TPUMEHATHCA B JFO0OI MEpHOJ] MEHCTpyalbHOTO IHMKiIAa. B  ciyuae
HEPEryJIIPHOTO  MEHCTPYaJbHOTO  IUKJIa  HEOOXOJMMO  MPEIBAPUTEIBHO  HCKIHOYUTH
OCpEMEHHOCTb.

Jlnia noctikenus 6osee HaIe)KHOTO KOHTpalenTuBHOTro 3pdexra 1 TabneTky mpenapara Jckanemn
HE0OX0IMMO MPHUHATH KaK MOKHO CKOpee, MPEANOYTUTEIHHO B IepBble 12 4acoB (HO HE Mo3Hee
72 4YacoB MOCJ€ HE3alIUIIEHHOTO MOJIOBOro akta). Ecau B TedeHue 3-X 4acoB Mocie mpuema
TabJIeTKU MPOU30IILIA PBOTA, TO CIEAYyeT MPUHSATH emle 1 TabmeTky mpenaparta Jckamnen. [locne
mpreMa mnpemnapara JcKares 0 HACTYIJICHUS CIEAyIoIIeld MEHCTpYaluH cIeAyeT MPUMEHSTh
HErOpMOHANIFHBIE METOJbl KOHTpALCMIUU (IIPe3epBaTUB, CIEPMHIIU] + IMIECYHBIH KOJIMAYOK,
nadgparmMa WM KOHTpallenTuBHAas TyOka). [IpuMmeHeHne mneBOHOprecTpena He SBISETCS

MMPOTUBOIIOKA3aHUEM UIA ITPOJOJIZKCHU A ILIaHOBOM FOpMOHaJIBHOf/'I KOHTpalCnuumn. HpI/IMeHeHI/Ie
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Ipernapara Ipy MOBTOPHOM HE3AILMIIEHHOM II0JIOBOM aKT€ B TEYEHHE OJIHOTO MEHCTPYaJIbHOIO
LIMKJIa HE PEKOMEHAYETCS U3-3a YBEIUUEHUS PUCKA PA3BUTHUS HAPYLICHUH LIUKIIA.

Oco0ble rpyIIibl MTAUEHTOK

THayuenmku ¢ Hapyuienuem QyuKyuu neveHu
JlaHHBIE O INPUMEHEHHH JICBOHOPreCTpeia y IMAalMEHTOK € IEYEHOYHOM HEI0CTAaTOYHOCTBIO
oTCyTCTBYIOT. [I[pMeHeHne npenapaTta y NalUEHTOK ¢ TEYEHOYHON HEAOCTATOYHOCTBIO TKEIION
CTEIIEHU ITPOTUBOIIOKA3AHO.
THayuenmxu ¢ napywenuem @yHKyuu nouex
JlanHble O MPUMEHEHUU JIEBOHOPrecTpesa y MalMeHTOK C HapylleHueM (QYHKIUU TOoYeK
OTCYTCTBYIOT.

eTH
Jlemu u noopocmxu 0o 16 rem
[Ipumenenne npenapata Ockamen B Bo3pacTe 10 16 5eT mpoTHBONOKa3aHO (B CBSI3U C
OTpaHUYEHHBIM KOJIMYECTBOM JIaHHBIX 1O 0€30MacHOCTU U 3(PPEKTUBHOCTH JIEBOHOpPrecTpesa B
JTAHHOM BO3PACTHOM TpyIIE).

Cnoco0 nmpuMeHeHust

Buytpb. TabneTku cnenyeT 3auBaTh HEOOIBIIUM KOJIHMUYECTBOM BO/IBL.

4.3. IIpoTuBONOKA3aHUA

- T'unepuyyBCTBUTENHLHOCTH K JIEBOHOPTECTPEITY WIH K JIIOOOMY M3 BCTIOMOTATEIbHBIX BEILIECTB,
MEepPEUYNCIICHHBIX B pa3jene 6.1.

- Bo3spact g0 16 net (B CBsA3M C OrpaHUYEHHBIM KOJUYECTBOM JIAHHBIX MO O€30MAaCHOCTH U
3¢ (dEeKTUBHOCTH JIEBOHOPIecTpeia B JaHHOW BO3PACTHOM IpyIIIE).

- IleueHouHas HEAOCTATOYHOCTH TSKENOM CTEHICHH.

- M3BecrtHas wnu npenmnosiaraemas 0epeMEeHHOCTb.

- I'pyanoe BckapMmiMBaHUE B TE€UCHHE HE MEHEe 8 4acoB MOCTE MpreMa mpemnapara.

- HenepeHocumocTh  J1akTO3bl, JAeDUUIMT JIaKTa3bl, CHHAPOM  TJIIOKO30-TaTaKTO3HOU
MaJibabCoOpOIIHH.

4.4. OcoOble yKa3aHUs U MePbI NPEI0CTOPOKHOCTH NPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

3a0oyieBaHHUS TICUCHU (HGFKOﬁ )51 Cpe):[Heﬁ CTCIICHU TSDKGCTI/I) I KCITYCBBIBOAAIINX HYTeﬁ;
JKCITYyXa (B TOM 4YUCJIIC, B aHaMHeze); TSAXKEIIBIC CHHAPOMBI MaJ'ILa6COp6I_II/II/I, Harpumep, 00J1e3Hb
KpOHa; HaJIW4Me HACIEACTBEHHOM WU HpHO6peTeHHOﬁ npeaApacoIO’KCHHOCTH K Tp0M603aM.

3KCTpCHHa$I KOHTpaucnuusga — METo/, KOTOpLIﬁ MOXXHO HUCIIOJIB30BaTh TOJIBKO 3IMU30JHUYCCKH. Omna

HE J0JDKHA 3aMEHSATh METObI INIAHOBOM KOHTpalCIIIuu.



OKCTpeHHasi KOHTpaLEILUs HE BO BCEX Cllydasx IIO3BOJISIET IPEAOTBPATUTh HACTYILIEHUE
OEepEMEHHOCTH.

Ecnu uMmerorcs COMHEHHS OTHOCUTENIBHO BPEMEHHM HE3AIMIIEHHOIO I0JIOBOTO KOHTAKTa, WU
€CITM HEe3alIMIICHHBI KOHTAKT MMEJ MecTo Ooiee ueM 3a 72 yaca B TEUYEHHE ITOTO JKe
MEHCTPYaJIbHOTO IIMKJIa, TO CYIIECTBYET BEPOSITHOCTh TOrO, YTO 3adyaTHE yke Ipousounuio. B
CBSI3M C 3TUM IIPUMEHEHUE MpenapaTta JcKarell Ipyu BTOPOM [OJIOBOM KOHTAKTE MOXKET OKa3aThCs
Hed(p(PEeKTUBHBIM B OTHOIICHUH NPENOTBpAIEHUS HACTyIUIeHUs 6epeMeHnHocTu. [Ipu 3amepxke
MEHCTpPYaJIbHOT'O KPOBOTEUEHHUs OoJiee UeM Ha 5 THEeH 1 UI3MEHEHHUH ero Xapakrepa (CKyAHbIe WU
0OUJIbHBIE KPOBSIHBIE BBIJIETICHUS) HEOOXOAMMO UCKITIOUUTh OEPEMEHHOCTbD.

Ecnu OepemeHHOCTh HacTymwia TIOCIE€ TIPUMEHEHHUs TIpemapara Jckarmel, HeoO0X0IuMo
YUUTBHIBATh BO3MOKHOCTb pa3BUTUS SKTonHueckod OepemeHHocTH. [losiBiaeHue Oomneil BHU3Y
AKUBOTA, OOMOPOUYHBIX COCTOSIHUN MOXET CBUAETEIHCTBOBAaThH O BHEMATOYHOW (IKTOMUYECKOMN)
OepeMeHHOCTH. AOCOFOTHBIN PUCK IKTOTTMYECKON OEPEMEHHOCTH, TI0 BCEH BUIMMOCTH, HU3KHUH,
MIOCKOJIbKY JIEBOHOPIECTpEN MPEeNIOTBPALIAET OBYJSALUIO U OIUIOJOTBOPEHHE. DKTONMHUYECKas
OepeMEeHHOCTh MOKET pa3BUBAThCS HECMOTPSI Ha MOSBJICHHE MAaTOYHOTO KpOBOTEeUEeHUs. B cBs3u
C 4YeM MpUMEHEHHE Mperapara JcKarel He PEeKOMEHIYeTCs y JKCHIIWH C PUCKOM DPa3BUTHS
BHEMAaTOYHON OepeMEeHHOCTH (HaJu4yMe B aHaMHE3€ CaJb[IMHTUTa WM BHEMATOYHOM
OEpEMEHHOCTH).

[Ipumenenne npenapata Dckanea HE PEKOMEHIyeTCsl y MalMeHTOB C HapylmieHHeM (GYHKIHH
MEYCHH TSKEJION CTETICHU.

Tsokenple  cuHIpOoMBI  ManbabcopOuuu, Hampumep, ©Oone3sHb KpoHa, MOryr CHU3HTH
3¢ (HEeKTUBHOCTH JIEBOHOPreCTpeEa.

[Tocne mpuema mpemnapaTa Dckamel MEHCTPyalbHBIM IUKJ, KaK MPaBUJIIO, HE HU3MEHSETCAd U
MEHCTpYyaJlbHOE KPOBOTEUEHHUE HACTYMAeT B cpok. MIHOrja MeHCTpyallbHOE KPOBOTEUYEHHE MOKET
HAYMHATHCA Ha HECKOJBbKO JHEH paHbllle WM mo3xe. JKeHIMHAM clieyeT PEeKOMEHIIOBaTh
MOCETUTh Bpayda, 4ToObl MOAOOpaTh W HayaTh MCIOJIb30BaTh OAMH U3 METOJIOB ILIAHOBOM
koHTpauenuuu. Ecian mpemapat Ockamen Obll NpUHAT HAa (GOHE PEryiasipHOW TOpPMOHAIBHOU
KOHTpAIIETIINHU, HO O)KUAAeMOEe KPOBOTEUECHUE «OTMEHbBI» B CICAYIOIIUN 7-AHEBHBIN niepuos "0e3
TabJeTOK" He HACTYIWIIO, CIIEAYeT UCKIIIOYUTh OEpEMEHHOCTb.

[ToBTOpHOE TmpUMEHEHHE TIpernapaTa B TEYEHHWE OJIHOTO MEHCTPYalIbHOTO IHMKIA He
PEKOMEHAYETCS B CBSI3U C BO3MOYKHOCTBIO HAPYLICHUS LIUKIIA.

Nmetorcss orpaHuyYeHHbIE JaHHBIE, TPEOYIOIIME MalbHEHUIEro MOATBEPKICHUS O TOM, YTO
KOHTpatenTuBHas 3(pPpeKTHBHOCTH Mpemnapara IcKarena MOKET CHUKATHCS C YBEIMYCHHEM MaCChl

Tena win uHaekca maccel Tena (MMT). ¥V Bcex sKeHIMH, He3aBUCUMO OT UX Macchl Tena u UMT,



CpeACTBa HKCTPEHHON KOHTPALCTIIIUH JOJDKHBI OBITh PUHSATHI MOCIIE HE3AIUIIEHHOTO MTO0JIOBOTO
KOHTAaKTa KaK MO>XHO paHblle.
[Ipenapar Ockamen HeAPPEKTUBEH B KauyeCTBE MOCTOSHHOTO METO/a KOHTPALEHIMUA M MOXKET
HCIIOJIb30BATHCS TOJIBKO B KaU€CTBE AKCTPEHHOU Mephl. JIeBoHOprecTpen B 1o3e 1,5 Mr cinemyer
MIPUMEHSTHh UCKIIFOUUTENIBHO JJIs1 SKCTPEHHOM KOHTpauenuuu!
XKenmunam, KoTopble 00pallaOTCs MO NOBOJY MOBTOPHBIX KypCOB 3KCTPEHHOM KOHTpALEHIUH,
ClIelyeT NOPEKOMEH0BATh UCII0JIb30BaTh METO/ bl IUIAHOBOM KOHTpALIETILINH.
[IpumeHeHne SKCTPEHHON KOHTpALENIMKU He 3aMEeHSIeT HE0OOXOIMMBIX MEp MPEI0CTOPOKHOCTH,
CBSI3aHHBIX C 3aLIUTON OT 3a00JIEBaHUH, IEPEAAIOIINXCS TIOJIOBBIM IIyTEM.
CooOmanocs 0 ciaydasx TpoMO0IMOOIMUECKUX OCIOKHEHUH 1OCIIe prueMa JIEBOHOPIecTpesa B
no3e 1,5 mr. B cBsi3u ¢ ueM, y JKEHIIUH C CYIIECTBYIOIINMH (aKTOpaMU pUCKa (HacleICTBEHHON
WM TPHOOPETEHHOM MpenpacrnosoKEHHOCThI0O K apTepUaIbHBIM WM BEHO3HBIM TpomOo03aM,
HaJIuuueM TpoMOO30B/TpoMO0IMOOIMIT B ceMEHOM aHaMHe3e), CJelyeT YYHUTHIBaTh
BO3MOYHOCTh BO3HUKHOBEHUS TAKMX OCJIOKHEHUH.

eTu
[Ipumenenue npenapara y J€BOUEK-MIOAPOCTKOB A0 16 JIeT BO3MOKHO TOJIBKO B UCKITIOUUTEIbHBIX
ciydasx (B TOM 4YHMCIIe, IPU U3HACUIIOBAHUH) U TOJBKO MOCJe KOHCYNIbTaluuu ruHexosiora. [locne
MIPOBEJICHUS SKCTPEHHOM KOHTpAIeNIUK PEKOMEHI0BaHa KOHCYIbTAIlUs THHEKOJIOTa.
4.5. B3aummopneiicTBMe ¢ JAPYrMMH JIEKAPCTBEHHBIMHM MpenaparaMM ¥ Jpyrue BHIbI
B3alMMOJAEHCTBUSA
[Ipu ogHOBpEMEHHOM MPUMEHEHHUH C NpenapaTaMu-uHAYKTOpaMU MUKPOCOMAIIbHBIX ()ePMEHTOB
neyeHu (TJIaBHBIM 00pa3oM, WHAYKTOpoB u3odepmernta CYP3A4) mpoucxoauT yCKOpeHHe
MeTaboJIM3Ma JIEBOHOprecTpela.
ConyrcTBytoliee IpUMEHEHNE Ihasupen3a CHUKACT KOHILIEHTPALIKIO JIEBOHOPrecTpera B IiazmMe
KpoBH npuMepHo Ha 50%.
Crnenytomue mnpenaparbl-UHIYKTOPHl (PEPMEHTOB MMEYEHH MOTYT CHUXKATh A(PPEKTUBHOCTD
JIEBOHOpPrecTpena: oOapoumypamovl (6K1wuas npumuoow), peHumoun u Kapdoamazenum,
npenapamul, cooepicauwjue 36epoooit npoovipasiennwviii (Hypericum perforatum), a maksice
pudamnuyun, pumonasup, pugadymun u cpuzeodynivbeun.
IIpenapatsl, conepxKaline JIEBOHOPIeCTPEIl, MOTYT MOBBIIIATh PUCK TOKCUYHOCTH LIUKIIOCIIOPHHA,
BCJIEJICTBHE IOJIaBJIEHUS €r0 METab0IU3Ma.
JleBoHOprecTpen MOKET CHUXKATh 2(PPEKTUBHOCTD YIUIPUCTAIIA alleTaTa MyTeM KOHKYPEHTHOTO
BO3JICMICTBUS HA PELENTOP MPOTECTEPOHA, B CBA3HM C UYEM HMX OJHOBPEMEHHOE IPUMEHEHUE HE
PEKOMEHAYETCS.

4.6. ®epTWIBLHOCTD, 0€PEMEHHOCTb U JIAKTALMS



bepemeHHOCTD

[Tpuem mpenapara B nepuoj U3BECTHOM WIN MpeanojaraeMoil 0epeMeHHOCTH POTHBOTIOKA3aH.
Ha ocHOBaHMM WMEIONIMXCS [aHHBIX, HEONArompusTHOTO BIUSHHUS Ha IUIOJ B Clydae
MIPOJIOJKEHHSI OEpEMEHHOCTH Ha (DOHE MPUMEHEHMSI IPENapaToB, COJIEPKAIINX JIEBOHOPIeCTpe,
U1 SKCTPEHHON KOHTPALEIIMU HE BBISBJICHO.

Ilepmon rpyaAHOrO BCKapMIMBAHUS

JleBoHOprecTpel MPOHUKAET B TPYyIHOE MOJIOKO. IloTeHIManbHOe BO3AEHCTBHE JIEBOHOPrecTpena
Ha peOeHKa MO’KHO YMEHbBILINUTD, €CIIU KEHIMHA OyJeT MPUHUMATh IIpernapaT HeMOoCPEACTBEHHO
nocsie kopmienus. [locne npuema npenapaTa rpyiHO€ BCKapMJIMBaHUE CIEAYET MPEKPATUTh HE
MeHee 4eM Ha 8 4acos.

DdepTUIbHOCTE

JleBoHOprecTpesl MOBBIIAET PUCK PA3BUTHSA HApYLIEHUH MEHCTPYyaJbHOTO IMKJIA, YTO B
HCKOTOPBIX CiIydadX MOXET IIPUBOINUTH K Ooee paHHeﬁ NI HOS)IHGI)’I OBYJIIIHUH. OTH U3MEHEHUI
MOT'YT BJIUATH HA (l)epTI/IJ'II)HOCTB, OJIHaKO JaHHBIC O BJIIMSAHWUH JICBOHOPreCTpeiia Ha (1)epTI/IJ'IBHOCTI)
IIpH JJIUTECIIBHOM IMMPUMCEHECHHUN OTCYTCTBYIOT.

4.7. BausiHMe HAa CNOCOOHOCTH YNPABJSTH TPAHCIOPTHBIMHM CPeACTBAMH M PadoTarh C
MeXaHNU3MaMH

Bnusinue mpumeHeHus npenapara Dckamesl Ha CIIOCOOHOCTh K YIPAaBJIEHUIO TPaHCIOPTHBIMU
CpeICTBaMH M MEXaHU3MaMU HE U3y4alloCh.

4.8. HexxennaTesibHbIe peakiumn

Pesrome npoduiist 6esonacHOCTH

[Ipu npruMeHeHuu JieBOHOprecTpelia HanboJiee 4acTo HexkeNaTeIbHOM peakiueit Obliia TOIHOTA.

TabauaHoe pE3IOME HEKEIaTEIbHBIX PeaKIIHi

HesxenarenbHble peakiuy MPEICTABICHBI TI0 CUCTEMHO-OPTraHHBIM KJIaccaM B COOTBETCTBHU C
knaccudukanueir MedDRA u ¢ yacToTo#t BO3HUKHOBEHHS: 04eHb YacTo (>1/10), vacto (>1/100 u

<1/10), neuacto (>1/1000 u <1/100), peaxo (>1/10000 u <1/1000), ouensr pemxo (<1/10000,

BKIIIOYast OT/AEJIBHbBIE COOOLICHHMS).

Kunacc cucrembl opranon Yacrtora He:xesaTeabHbIE peakuu
BO3HMKHOBEHHUS
Hapymenuss co  croponsl | OueHp 4acTo ['onoBHast Gob
HEPBHOM CUCTEMBI Yacro I'osnoBOKpyX)EHHE
XKenynouHo-kumeynsie Ouensp yacTo TomHoTa, ©O0Nb B HIDKHUX OTIENAX
HapYLIEHHUS JKUBOTA
Yacto Huapes, pporta




Hapymenus co  cTopoHbI
PENPOIYKTUBHOM CUCTEMBI U

MOJIOYHBIX KECJIC3

OueHp 4acTo

KpoBoreuenue, He  cCBs3aHHOE C

MEHCTpyaluen

Yacto

3anep:kka MEHCTpyaluu 0oJiee 4eM Ha 7
JHEH, HEpEryJsIpHbIE MEHCTPYaJIbHbIC
KPOBOTEUEHHSI, HarpyOaHWe MOJIOYHBIX

KEIC3

Ob6uue HapyllIeHUs u

PCaKknu B MCCTC BBCACHUA

OueHp 4acTo

[ToBbIIEHHAs yTOMIIIEMOCTD

Onucanue OTACILHBIX HSXKEIATSIbHBIX PEaKIINH

XapakTep MEHCTPYaJbHOTO KpPOBOTEUECHHUSI MOMXET HECKOJIbKO H3MEHUThCH,

OJIHAKO Yy

OOIBIIMHCTBA KCHINWH Cleayromas MCEHCTpyalud HAYUHACTCA B TCUCHUC 5 I[Hefl oT

mnmpearnojaracMoro Cpoka.

Ecnu nacTymieHue cremyromieil MEHCTpyalluy 3ama3piBacT OOJbIlle 4yeM Ha S5 JHeH, ciaemyeT

UCKJIIOYUTH O€PEMEHHOCTb.

Cnenyromue HeXenaTelbHbIe

MOCTPETUCTPAIIMOHHOM TEPHOIE:

peaknuu  HAOMIOMAMNCh B KIMHUYECKOW IPaKTHUKE

B

Kunacc cucrembl opranon

YacroTa

BO3BHUKHOBCHMUSA

HeskenarenbHble peakuuu

KenygodHo-KuleyHbIe

HapyIICHUS

OueHb penko

Boxab B s)xuBoTE

Hapymenuss co  cTOpoHBI

KOXXH U IIOJKOXHBIX TKaHEH

OueHb penko

Koxnas CbIIlb, KpaIllMBHUIIA, 3y /]

Hapymenuss co  cTOpoHBI
PENPOIYKTUBHON CHUCTEMBI H

MOJIOYHBIX KCJIC3

OueHb penko

Bonaw B oOmacTu Ta3za, JTUCMCHOPECA

O0uiue HapyLIECHUs u

pCaKnuu B MCCTC BBCIACHUA

OueHb peniKko

Ortexk nuIa

COO6H_ICHI/IC 0 IOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKITUAX

Baxwuo COO6H_IaTB 0 MOAO3pPCBACMBIX HCKCIIATCIIBHBIX PCAKIUAX IIOCJIC PErucTpanuu

JICKApCTBCHHOT'O IIpfriapaTta € LEJIbIO obecneueHUs HCIIPEPBIBHOTO MOHUTOPHUHT'Aa COOTHOIICHUS

«I10JIb3a — PHUCK» JICKAPpCTBCHHOI'O IIperiapara. MeauuHCKUM pa60THI/IKaM PCKOMCHAYCTCA

COO6H_IaTB 0 JIFOOBIX MoAO3pCBACMELBIX HECKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCriapara

4YCpe3 HAIMOHAJIBHBIC CUCTCMBI COO6H_ICHI/ISI 0 HCXKCJIATCIBbHBIX PCAKIUAX IOCYAapCTB — YJICHOB

EBpa3uiickoro 5K0OHOMHUYECKOTO COI03a.

Poccuiickas @enepanus



DdenepanbHas cryx0a 1Mo Haa30py B cepe 3paBoOXpaHEHUS

Anpec: 109012 r. Mocksa, CinaBsiHcKast Tuiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekrponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIMOHHO-TEJIEKOMMYHUKAITHOHHOM cetu «HTEepHET”:
https://www.roszdravnadzor.gov.ru

Pecniybnka Apmenus

«Hay4HbpIil TEHTp SKCIEpTU3Bl JIEKapCTB M MEIWIMHCKUAX TEXHOJIOTHH WM. akajeMuka O.
labpuensna» AO3T

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

OTtnen MoHUTOpUHTa 0€30MACHOCTH JIEKAPCTB

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

OnektpoHHas mouta: Vigilance@pharm.am

Caiit B nH()OPMAIIMOHHO-TEJIEKOMMYHHUKAIIMOHHOM cetn «MHTepHe»: http://www.pharm.am
Pecny6nuka benapych

PecmyOonukanckoe  yHuTapHoe —mpeanpustue  «lleHTp dKcrepTH3 M UCHBITaHWN B
3/IpaBOOXPAaHEHUI

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

Otnen papmakoHamazopa

Tenedon: +375 17 242-00-29

DnexkrponHas moyra: repl@rceth.by

Caiit B nH(pOpMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceTn «HTepHeT: https://www.rceth.by
Pecnyoiuka Kazaxcran

PI'TI na IIXB «HauuoHandbHBIA LHEHTP SKCHEPTHU3bI JICKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
m3nenuin» Komurera wmemumuumHCKOro u  (apMaleBTUYECKOro KOHTpoJss MuUHHCTEpCTBa
3npaBooxpaneHus Pecnyonuku Kazaxcran

Anpec: 010000 r. Acrana, yn. A. manoBa, 13 (4 stax)

JlemaptameHT (apMakoHaZ30pa U MOHUTOpPUHTa 0e30MmacHOCTH, IPPEKTUBHOCTH U KauyecTBa
MEAULMHCKUX U3ETHH

Tenedon: +7 7172 78-98-28

Onektponnas nourta: pdic@dari.kz

CaiiT B HH(QOPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHO# cetn «HTepHe™: https://www.ndda.kz
Keipreizckas PecryOnrka

JlemapTaMeHT JIEKapCTBEHHBIX CPEJICTB M MEIUIMHCKUX u3lenuid npu MuHHcTepcTBe

3npaBooxpaneHust Kelpreizckoit PecriyOnuku



Anpec: 720044 r. buiikek, yn. 3-s Jlunus, 25

Tenedon: + 996 312 21-92-88

OnektponHas nouta: Vigilance@pharm.kg

Caiit B uH()OpPMALIMOHHO-TEICKOMMYHUKAIIMOHHOM cetn «HTepreT»: http://www.pharm.kg

4.9. [lepeno3upoBka

O ceppe3HBIX HEKENATENBHBIX PEAKIUSAX IPH OCTPOH IMEpeqO3HpPOBKEe OOJBIIMMHU J03aMHU
NEPOPATHHBIX KOHTPAIIETITHBOB HE COOOIANIOCH.

CUMOTOMBI: TOITHOTA U KPOBOTEUCHHE «OTMEHBI».

JledeHwue: I€UCHNE CUMIITOMATHYECKOC. CHGHI/I(i)I/I‘IeCKOFO AHTHA0Ta HET.

5. PAPMAKOJIOTTYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHeE CBOMCTBA

dapMakoTepaneBTUYECKas TPYyMIa: CPEACTBO ISl SKCTPEHHOM KOHTPALICTILINH.
Kon ATX: GO3ADOL.

MexauusM nercTBus, hapMakoauHaMuueckue G eKTol

JleBoHOprecTpen — 93TO CHUHTETHYECKHM TecTareH C KOHTPAIENTUBHBIM  JIEUCTBUEM,
BBIPOKEHHBIMU TE€CTAareHHbBIMH U aHTUACTPOTE€HHBIMU CBOWCTBaMU. OCHOBHBIM MEXaHU3MOM
NeMCTBUS SBIISETCS UHIMOUPOBAHKUE W/WIIN 3a/Iep:KKa OBYJISIIUHU B pe3ysbTaTe MOJaBICHUS THKa
JIOTEUHU3UpYyIouiero ropMoHa. Ilpu pekoMeHayemMoMm pexuMe J03UPOBAHMS JIEBOHOPIECTPEIN
MOJABIIAET OBYISLUI0O U  OIUJIOJOTBOPEHHE, €CIM TIOJIOBOM KOHTAaKT MPOM30ILIENT B
MIPEeIOBYISTOPHYIO a3y, KOorja BO3MOXKHOCTh OIUIOA0TBOpeHUsl Hanboubias. JleBoHOprecTpen
He 3P PEeKTUBEH, €CIIM UMIUIAHTAIUS OIJIOIOTBOPEHHOMN SHIEKIETKH YK€ MPOU301ILIA.

Kinanueckas 3dbdekTUBHOCTD 1 0€30I1aCHOCTD

CornacHo pe3ynbTaTaMm paHee IPOBEJACHHOIO KIMHUYECKOTO HCCIEAOBAHMS, MPUEM JBYX J03
neBoHoprectpena 1o 0,75 Mr ¢ uHTepBasoM B 12 4acoB mpeAoTBpaIlaeT HACTYIUICHHUE
o6epemenHoctd B 85% ciyuaeB. D¢ (eKTUBHOCTh Mpernapara CHUXKACTCS C TEUEHUEM BPEMEHU
MOCJIe MOJIOBOTO KOHTaKTa (95% — npu npuMeHeHuu B TedeHue 24 yacos, 85% — B UHTEpBase OT
24 no 48 vacoB, 58% — ot 48 10 72 yacos).

Pe3ynbrartel Opyroro KIMHMYECKOTO HCCIEIOBAaHUS II0Ka3ald, YTO OJHOKPATHBIA IpHEM
JeBoHoprecTpena B f03e 1,5 mMr (B TeueHue 72 yacoB IOCJE€ HE3AIUILEHHOIO IMOJIOBOTO aKTa)
MIPeJOTBpAIllaeT HACTyIJIeHUe 6epeMeHHOCTH B 84% ciydaes.

HmeroTcst orpaHMYeHHbIE JaHHbIE, TPeOYIOIIMe AalbHEUIIEro MOJITBEPXKIAEHHUS, O BIUSHUU
n30bITOYHONH Macchl Tena/Beicokoro MMT Ha koHTpauenTuBHy0 3(¢dekTuBHOCTb. B 2-X
kauHMYecknx — uccaenoBanusx (KM)  Obuto  BbIsIBIEHO — CHHMXKeHUE  d(ddexkTuBHOCTH

JIEBOHOPTecTpeNa M yBEIMYeHHEe 4YacTOThl OepeMeHHOCTH y skeHmuH ¢ UMT >30 kr/m? B
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CpaBHEHHUHU C keHIUuHaMu ¢ HopMainbHbIM UMT (5,19% u 0,96% coorBercTBeHHO). O/1HAKO B
apyrux KW cHmwkeHHe KOHTpalenTuBHOW A(PQPEKTHBHOCTH JIEBOHOPrecTpena He OblLIo
MOJITBEPXK/IEHO (YacTOTa HACTYIJICHUs OepeMeHHOCTH cocTaBuia 1,17% y )KEHIIHMH C 0KUpEeHHUEM
n 0,99% y ke ¢ HopmanbHbiM UMT).
[Ipu pexoMeHIyeMOM peXUMeE JO3UPOBAHUS JICBOHOPIECTPENI HE OKA3hIBACT CYIIESCTBEHHOTO
BIIUSTHUS Ha (PAKTOPBI CBEPTHIBAEMOCTH KPOBH, JIMITUIHBIN M YTIICBOHBIN OOMCH.

eTH
Jesouku-noopocmku 0o 18 nem
B mnpocnextuBHOM HaOMIOAATEIbHOM HCCIEIOBAaHMHM OBUIO TMOKa3zaHo, uTo w3 305 ciydaeB
MIPUMEHCHHSI JICBOHOPTeCTPEIIa B KAUeCTBE CPEACTBA IKCTPEHHON KOHTPAIICIIIINH, B CEMH CITyJasiX
HacTymwia OepeMeHHOCTh. Takum oOpazom, oOmuit kodpduuueHtT Heynadun coctraBui 2,3%.
Koaddumuent Heynaun y neBodyek-moapoctkoB moioxe 18 met (2,6% wunu 4/153) 611 cpaBHUM
¢ koxhdunmenTom Heyaaun y keHmuH 18 et u crapme (2,0% wumu 3/152).
5.2. ®apmMakoKHMHeTHYECKHE CBOMCTBA
AOcopOrtus
[Ipu mepopanbHOM MpuEMe JEBOHOPrecTpen ObICTPO M MPAKTUYECKH MOJHOCTHIO BCACHIBAETCS.
[Tocne mpuema neBoHoprecTpena B n1o3e 1,5 Mr makcumanbHass KOHIEHTPAHS (Cmax) B TIIa3Me
KpoBH cocTaBiseT 18,5 Hr/mi1 u nocturaercs dyepes 2 daca. [locine mOCTHXKEHUST MaKCUMAaTbHBIX
3HaYEHUN KOHLIEHTpalMsl JIeBOHOprecTpena CHIbKaercs. AOcoioTHas OHOIOCTYIHOCTh
coctasiseT 100%.

Pacopenenenue

JleBoHOprecTpen CBA3BIBAECTCS C aTbOYMHUHOM IUIa3Mbl KPOBU U TJIOOYJIMHOM, CBS3BIBAIOIIUM
nosioBbie ropMoHbl (I'CIID). JIums 1,5% Beelt 10361 HaxoaUTCs B cB0O0HOI hopMme, 65% cBsi3aHO
¢ I'CIII'. IIpoHHKaeT B rpyIHOE MOJIOKO.

EI/IOTDaHCd)ODMaI_[I/IH

Metabonu3m  JIEBOHOpPrecTpena  COOTBETCTBYET  METa0OJIM3My  MOJIOBBIX ~ TOPMOHOB.
JleBoHOprecTpen TUAPOKCUIMPYETCS B TMEYEHH U MeTa0OoJIMThl BBIBOAATCA B  ¢dopme
KOHBIOTHPOBAHHBIX TJIIOKYPOHUIOB. dapMaKoIOTHIECKU aKTHUBHEIE METa00IUTHI
JIEBOHOPreCTpesa HEU3BECTHBI.

OnIUMHUAHALIUS

BreiBoauTCST HCKITIOUUTENBHO B (popMe METaOOIUTOB, MPUMEPHO B PaBHOW CTENEHU MOYKAMU U
yepes kumeyHuk. [lepuon nomyBsiBenenus (T12) cocTaBmisier okoso 26 4acos.

Oco0nbIe T'PYHIIbI MAalTMCHTOK

HauueHmKu C noveunou u neyeHOuHOU He0OCMAamoYHOCMbIO:! (I)apMaKOKI/IHCTI/IKa

JICBOHOpPrecTpeia y naiueHTOK C MEYSHOYHOM MJIM MOYEYHOM HEJOCTaTOYHOCThIO HE H3y4dajachb.

9



Hayuenmxku ¢ odxcuperuem
HccnenoBanue (papMakOKHHETHKH [TOKA3aJI0, YTO KOHIEHTPAIMH JIECBOHOPI €CTPEIIa 3HAUUTEIHLHO
CHIDKAIOTCS y KeHImMH ¢ oxupernuneMm (UMT >30 kr/m?) (Habmonanock npudausutenbHo 50%
ymeHbleHue nokaszareneil Cmax 1 AUCop-24) IO CPaBHEHUIO C aHAJIOTUYHBIMU IOKA3aTEISIMU Y
KEeHIUH ¢ HopMaiabHbBIM UMT (<25 xr/m?).
B gpyrom wuccnemoBaHMm Takke cooOmanoch O CcHIDKGHMH Cmax JIEBOHOprecTperna
npubim3uTensHo Ha 50% y )KSHIIMH ¢ 0)KUPEHHEM 0 CPABHEHHUIO C aHAJIOTMYHBIM TIOKa3aTeIeM
y J)KeHIIUH ¢ HopMaibHbIM UMT, B TO BpeMs Kak yJIBOEHHE JI03bl JIEBOHOPrecTpesna 10 3 Mr y
KEHIMUH C OXXUPEHHEM O00ecneumsio TUIa3MeHHbIEe KOHIEHTpAlWd, TOAO0OHBIE TEM, YTO
HabMoJaInCh y KeHIIKUH ¢ HopMaibHbiIM UIMT u kotopsle mosyuniu 1,5 mMr jeBoHoprecTpena.
Knuanueckast 3HAYMMOCTh 9THX JIaHHBIX HEsICHA.

eTH
Jlemu u noopocmxu 0o 18 nem
dapmMakOKMHETHKA JIEBOHOPTECTpea N3ydallach UCKITIOUYUTEIFHO Y B3POCTBIX JKEHIINH; JaHHbIE

0 MPUMEHEHHUH JIEBOHOPrecTpesia y 1eBOYEK-TIOIPOCTKOB B BO3pacTe 0 16 JeT orpaHUYEHBI.

6. DPAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcioMorareJibHbIX BellleCTB

KpemHuust AMOKCHT KOJITTOMAHBII

Kpaxwman kapTodenbHbIi

Maruus creapat

Tanbk

Kpaxman kykypy3HbIi

JlakT03BI MOHOTHIPAT

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTv (CpoK XpaHeHus1)

5 ner.

6.4. OcoOble MepbI MPEAOCTOPOKHOCTH NIPH XPaHEHUH
XpaHuTh npH Temnepatype He Bbiie 30 °C.

6.5. Xapakrep u cofepxaHue NePBUYHON YIIAKOBKH
ITo 1 Tabnerke B 6iuctepe uz AI/IIBX. 1 6aucrep B KapTOHHON MayKe ¢ MPUIIOKEHHBIM JTMCTKOM-

BKJIa/IbIIIeM. B KapTOHHYIO TauKy BJIOXKEH KapTOHHBIN IIIOCKUN QYT A XpaHeHus Onucrepa.
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6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TPH YHUYTOKEHUHM  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIH OTX0JA0B, TMOJYYEHHbIX TOCJde MPHUMEHEHUs!
JIEKAPCTBEHHOI0 Mpenapara, u Jpyrue MaHUMyJIsIUU ¢ PenapaTom

Het 0co0bIx TpeOOBaHU K YTHIU3AIIH.

7. AEPXKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHUA
Benrpus

OAO «I'eneon Puxtep»

1103 Bynamemr, yn. Aémpén, 19-21

Tenedon: +36 1 431-4000

OnektpoHHas noura: drugsafety@richter.hu

7.1. IlpeacraBure/ib AepKaTessi perHCTPALMOHHOIO YI0CTOBEPEHHUA

IIperensuu noTpedUTENIer HAIPABIATE 10 AAPECY:

Poccniickas @enepanns

[IpencraButensctBOo OAO «I'eneon Puxrep» (Benrpus) r. Mocksa
Anpec: 119049 r. Mocksa, 4-i1 JIoOpbIHUHCKHIA TIEp., TOM 8
Tenedon: +7 495 987-15-55

Dnexkrponnas moura: drugsafety@g-richter.ru

Pecryonuka Apmenust

[IpencraButensctBo OAO «I'eneon Puxrep» B Pecriybnuke Apmenust
Anpec: 0010 r. Epesan, yi. 3aksana, a. 2

Tenedon: +374 10 53-00-71

Dnexrponnas noyra: drugsafety@gedeonrichter.am

Pecnyonuka benapych

[IpencraButensctBo OAO «I'eneon Puxrtep» B Pecnyonuke benapyce
Anpec: 220004 r. Munck, nip. [Tobemureneit, tom 5, opuc 505
Tenedon, daxc: +375 17 272-64-87

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

Dnextponnas mouta: drugsafety.by@gedeonrichter.eu

Pecnyonuka Kazaxcran

IIpencraBurensctso OAO «I'eneon Puxrep» B PK

Anpec: 050008 r. Anmartsl, yin. Tosie bu 187

Tenedon: +7 7272 58-26-23 (nmpeTeH3uun MO Ka4eCTBY),

+7 7272 58-26-22 (dhapmakonanzop), +7 701 787-47-01 (dbapmakonanzop)
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Onekrponnas nmoura: info@richter.kz; pv@richtergedeon.kz
Keipreizckas Pecry0imka

[IpencraButensctBo OAO «I'eneon Puxtep» B Kbipreizckoii PecmyOmike
Anpec: 720005 r. bumkek, yn. Urembepauesa, 1 "A",

ousHec meHTp «ABpopay, odpuc 703

Tenedon: +996 312 98-81-16

Onektponnas nouta: drugsafety.ky@gedeonrichter.eu

8. HOMEP PETUCTPAIMOHHOT'O YIOCTOBEPEHUS
JITT-Ne(001219)-(PT-RU)

9. IATA TEPBUYHOM PETUCTPAIIMHA (IMOATBEPKJIEHUSA PETUCTPAIINH,
MNEPEPEI'UCTPALIUN)

JlaTa nepBoOU perucTpanum:

16.09.2022

10. JATA TIEPECMOTPA TEKCTA
12.2023

OO0mas xapakTeprCTHKa JIEKApCTBEHHOTO Mperapara Jckarea AOCTylHA Ha WH()OPMAlMOHHOM
noptasne EBpasuilckoro 3KOHOMHUYECKOro COr03a B MH(POPMAIMOHHO-KOMMYHUKALIMOHHOM CeTH

«MuTepuery» https://eec.eaeunion.org.
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