OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Jleranon 140, 140 mr, kancynisl.

2. KAUECTBEHHbBINA 1 KOJIMYECTBEHHBII COCTAB

AKTHUBHBIN KOMIIOHEHT. paCTOPOIIIITH MSATHACTOM TIOAO0B SKCTPAKT

Kaxxmas karcyna coaepKUT pacTOPOIIIIH MSTHAUCTOHN TIJI0JI0B IKCTPAKT cyxoi (36-
44:1) — 173,0 - 186,7 wmr, skBuBajeHtHo 140 mr cuinumapuna (JJH®I),
skBuBaJIeHTHO 108,2 Mr cunumapuna (BOXKX/T'epm.d.) B pacuere Ha CHUTMOMHUH.
BcromoraTenbHbIe BEMIECTBAa, HATWMYHME KOTOPHIX HEOOXOJAMMO YYHUTHIBATH B
COCTaBE JICKAPCTBEHHOTO MpernapaTa: MaHHUTOI (CM. pasnaen 4.4.).

[TomHbIN IEpeYeHb BCIIOMOTaTENIbHBIX BEIIECTB MIPUBEAECH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Kancynsl.

TBep/ble )KeNaTUHOBBIE KAIMCYJIbI, pa3Mep «1», KOpIyc U KpblllleuKa KOPUIHEBOTO
1[BETA.

CopnepkumMoe KarcyJ - MOPOUIOK >KEJITOTO I[BETA.

4. KIMHNYECKUE JAHHBIE

4.1. lloka3aHus K NPUMEHEHUIO

JlekapcTtBennsblii ipenapat Jleranon 140 nmokazaH B3pOCI/IbIM U JAETSAM B BO3pacTe OT
12 o 18 neT B KOMIUJIEKCHOM Tepanii XpOHUYECKUX BOCTIATUTENbHBIX 3200 I€BaHUI
MEYCHU, IUPpO3a TEUYCHH U TOKCUYECKUX TMOPAKEHUN TMe4eHW (BBI3BAHHBIX
TOKCUYHBIMHU JIJIs ICUCHU BELIECTBAMHU ).

4.2. PeskuM 103UpPOBaHMA U CIOCO0 NPUMEHEHUSA
Pexxum no3upoBaHus

Pekomenayemasi nosa mpenapara y B3pociblx mo 1 kamcyne 3 pas3a B JIE€Hb.
[Tonnep>kuBatomas 103a — no 1 karncyne 2 pasza B IeHb.
JIIMTENbHOCTD TEPANNK ONIPENEISET Bpay.

eTH
Pexxum no3upoBanus y nereid B Bo3pacte oT 12 ner mo 18 yer cooTrBeTcTBYET
peXKUMY JTI03UPOBAHUS Y B3POCIIBIX.
be3onacHocTh 1 3QheKTUBHOCTH y JeTel B Bo3pacTe oT 0 10 12 jeT Ha HacTosAIUH
MOMEHT HE YCTaHOBJEHBI. JlaHHbBIE OTCYTCTBYIOT.



Cnocob npuMeHEHUS

BHYTpB, IIOCJIC €1bl, 3allMBas 10CTATOYHBIM KOJINMYCCTBOM BOHGI.

4.3. [IpoTuBONOKA3aHUA

['MepyyBCTBUTEIILHOCTh K AKTUBHOMY KOMIIOHEHTY (K IUI0JaM PacTOPOIIIIIH
NSATHUCTOW W/WJIM K JPYTHMM PACTCHHUSAM CEMEHCTBA acTPOBBIX (CIIOHOIIBETHBIX))
W/WJH K TI000MY M3 BCIIOMOTaTeJIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3zzeine 6.1.

4.4. Oco0ble yKa3aHusi M1 Mepbl NIPeAOCTOPOKHOCTH NPHU MPUMEHEHUH

C OCTOpOXHOCTBIO HA3HAYAIOT MpernapaT MalUeHTaM C TOPMOHAIbHBIMU
HapyLEHUsIMHA (SHAOMETPHUO3, MHOMa MATKH, KApUMHOMAa MOJIOYHOM >KEJe3bl,
SUYHUKOB W MAaTKH, KapIMHOMAa IPEACTaTeIbHOM >KeJe3bl) U3-32 BO3MOXKHOIO
IPOSIBJICHUS 3CTPOre€HO-10100HOT0 3P deKTa CHIMMaprHa.

BcnomMoraresbHble BENecTBa

[TpenapaT coepKUT MaHHUTOJI, KOTOPBIA MOXET BBI3bIBATh Clla00e cIabuTeIbHOE

JICUCTBHE.

4.5. BzaumopaecTBue ¢ APYrUMH JIEKAPCTBEHHBIMH IIpenapartaMu U Apyrue
BU/bI B3aUMOAEHCTBHUSA

CunrmapuH He OKa3bIBaeT CYIIECTBEHHOTO BIUSHUS Ha (apMaKOJUHAMUKY JIPYTHX
JIEKApCTBEHHBIX MPENapaToB.

IIpy  CcOBMECTHOM IIPUMEHEHUM CHJIMMApUHA C  3CTPOrCHCOAEpkKAUMU
MEPOPAIBHBIMM KOHTPALENTUBAMUA W ACTPOTCHCOIAEPKAUIUMHU ITpernapaTaMu JUJis
3aMECTUTEJIbHOM TOPMOHAJIBHOM Tepanuu, BO3MOXHO yMEHbIIEHUE 3(PQPeKToB
MOCJIETHUX.

[Ipn npumenennn npenaparta Jleranon 140 1 TMTOCTATUKOB BO3MOKHO HEKOTOPOE
YCUJICHUE JEUCTBUSA ITOCIECAHUX.

Tak xak cuMapuH 00J1a1aeT THTHOMPYIOIIUM JEHCTBHEM HA CUCTEMY LIUTOXpOMaA
P450, TO BO3MOXHO TMOBBIIICHWE KOHILIEHTPAlMM B IUIA3ME KPOBHU TaKUX
JIEKAPCTBEHHBIX CPEJCTB, KAK AUA3€ENaM, alllIpo301aM, KETOKOHA30JI, aTOPBACTATHH,
JIOBACTATHH, BUHOJIACTHH.

4.6. PepTUIBHOCTDH, 0€PEMEHHOCTD U JIAKTAIUA

B xonme wuccimenoBaHui MPSAMOro WJIM KOCBEHHOIO TOKCHUYECKOrO JICHMCTBUS Ha
PENPOIYKTUBHYIO (DYHKIIMIO HE BBIABICHO. B KadecTBe mpemynpekaaromeid Mepbl
HE PEKOMEHJIyeTCs MPUMEHATH MpernapaTr BO BpeMsi OEpPEeMEHHOCTH U B TEPHO
IPYJIHOTO BCKapMJIMBAHUSI.



4.7. BansiHue HAa CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMM CpPeICTBAMH W
padoTaTh ¢ MEXaHU3MAMHU
[Ipenapat He BAMSAET HA CTOCOOHOCTH YIIPABIATH TPAHCIIOPTHBIMU CPEICTBAMU WU
3aHUMATbCS JAPYTMMHU TMOTEHIIMAJIBHO OMNACHbIMU BHJAAMHU  JEATEIbHOCTH,
TpeOYIOIIMMH  TOBBIIIEHHOW  KOHILIEHTpAallMd  BHUMaHHUS U OBICTPOTHI
MICUXOMOTOPHBIX PEAKIIHM.

4.8. He:xenareibHbIe peakiuu
Pe3roMe HekenaTeabHbIX PEAKIIUU

HexenatenbHble peakiuy pacupeeieHbl M0 CHCTEMHO-OPTaHHBIM KJIaccaMm U T10
cienmyromel gactore: odeHb 49acto (>1/10), wacto (>1/100, HOo <1/10), HEdacTo
(>1/1 000, Ho <1/100), penko (>1/10 000, HO <1/1 000), ouens peako (<1/10 000),
4acTOTa HEM3BECTHA (HA OCHOBAHUN UMECIOIIUXCS JAHHBIX OICHUTh HEBO3MOXHO).
Hapywenus co cmoponvt ummynmnoii cucmemoi

OdeHb peqIKo - peaKIy TUIEePUYBCTBUTEIBHOCTH, CHIIb.

Hapywenus co cmoponvl OvixamenvHou cucmemsl, opeaHos pyoOHOU KIemKu U
cpedocmeHus

OueHb peaKO — OJIBIIIKA.

JKenyoouno-kuuieunvle Hapyuienus

Penko — sxenyno4HO-KHUIIIEYHbIE pACCTPOMCTBA, MITKUHN CTYJI.

COO6HICHH€ O IMOAO03PCBACMBIX HCKCIATCIIbHBIX PCAKIINUAX

Baxxno cooOmarh O TMOAO3pEBAaEMBbIX HEXKENATENbHBIX PEaKIHUAX IMOCIe
peTHCTpaliy Tpenapara ¢ IeJbI0 00eCleYeHusT HEeMPEPHIBHOIO MOHHUTOPHWHTA
COOTHOIICHHSI  «ITOJIb3a—PHUCK» JIEKAPCTBEHHOTO TMpemnapaTta. MeIuInHCKIM
pabOTHUKAM PEKOMEHYETCSl COOOIIATH O JIFOOBIX MOI03PEBAEMBIX HEXENIATEIbHBIX
peakiusX JICKapCTBEHHOTO TMpenapara 4epe3 HallMOHAIbHbIE CUCTEMbI COOOIIEHUS
O HEXEJATEIbHBIX PEAKIUIX TOCYIapCTB—WICHOB EBpa3uiickoro s3KOHOMHUYECKOTO
COM03a.

Poccuiickag deneparys

denepanbHas ciyx0a 1Mo Haa30py B chepe 3apaBOOXpaHECHUS

Anpec: 109012, r. Mockga, CnaBsiHcKast TI011aab, 1. 4, cTp. 1

Tenedon: +7 800 550-99-03

DnexTpoHHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiir B uH(QOPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHONW  cetn  «UHTepHET»:
https://www.roszdravnadzor.gov.ru/

PecniyOimmka Kazaxcran



https://www.roszdravnadzor.gov.ru/

PI'Tl nma IIXB «HaumoHaIbHBIA LEHTP 3KCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB M
MEIUIMHCKUX u3fenuil»y Komurera MeAMIMHCKOTO U (papMaieBTHYECKOTro
KOHTpoJist MuHucTepcTBa 31paBooxpanenus Pecyonuku Kazaxcran

Anpec: ZOOT6ES, r. Acrana, paiion baiikonslp, yi. A.MmanoBa, 13 (BI]
«Hypcayner 2»)

Enunsnii call-center: +7 (717) 235 135

OnekrponHas noura: farm@dari.kz

Be6 caiit: www.ndda.kz

PGCHV6HI/IK3 ApMeHus

«Hayunbiii LlenTp Oxcneptussl JlekapctB n MenunuHckux TexHOIOrM MMEHH
Axkanemuka D.["abpuensna»y AO3T (HLIDJIMT)

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

Ten.: (+374 60) 830073, (+374 10) 230896, 231682

DrexTpoHHas moyTa: Vigilance@pharm.am

Be6 caiit: http://www.pharm.am

PecniyOsmnka benapyce

MunucrepcTtBo 3apaBooxpanenus Pecnyonuku benapycb PYII «llenTp skcneptus
M HCOBITAHMM B 3/IpaBoOXpaHeHuW»,  PecnyOnukaHCcKas — KIMHHUKO-
(dbapmakoioruyeckas sadopaTopus

Anpec: 220045, Peciy6auka benapych, 1. MuHck, np-1 [[3ep>kunckoro, 83, kopmyc
15

Temn.: +375-17-242-00-29

On. noura: repl@rceth.by

Be6 caiit: www.rceth.by

4.9. Ilepeno3upoBka
J1o HacTosIEro BpEMEHH O CIIydasiX Mepeo3upOBKH HE COOOIIAIOCh.
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JleyeHue mpu ciiydyallHOM IpUEME BBICOKOW JO3bI: BBI3BaTh PBOTY, IPOMBIBATH
KENYyAOK, TMPUHATh AKTUBUPOBAHHBIM Yrojib, MPOBECTH MNpPU HEOOXOIUMOCTHU
CUMIITOMaTHYECKYIO TEPAIHIO.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoauHAMUYeCKHeE CBOCTBA

dapmakoTepaneBTHUYECKas IPyIa: CpeacTBa IS JICUeHHUs 3a00JICBaHUN MIEUCHU U
JKETYEBBIBOAIIMX MYyTel; CcpeacTBa sl JIeUEeHUs] 3a00JIeBaHUS TICUCHH,
JIMTIOTPOITHBIE CPEACTBA.

Kox ATX: AOSBAO3.

MexanusM aercTBys U dhapMakoguHaMu4uecKue 3(pdeKThI

Pacroponmm nmATHUCTOM IUIOJOB CYXOM O3KCTPAKT CTaHAAPTHU3UPOBAH 10

COJIEP KaHUIO CHITMMapHHA.
TepaneBTuyeckoe AeWCTBUE CHIIMMAPUHA!

le3unmoxcukayuonrHoe. AHTUTOKCUYECKOE JIEUCTBHE CUITMMaprHa ObLIIO BBISIBJICHO
B XOJI¢ MCCJICIOBAaHUN Ha Pa3IMYHBIX MOJCIISIX MOPAKECHUS MEUCHH, HalpuMep,
TOKCUHOM OJieTHOM noranku (ajjIonIMHOM U alib(a-aMaHUTHHOM, JJAHTAHOUIAMH,
YETBIPEXXJIOPUCTHIM  yTIEPOJIOM,  TaJlaKTO3aMHUHOM,  THOAIlETAMUIOM U
renaToTOKCUYHBIM Bupycom FV3.

Lumonpomexmuenoe. CuauMaprH TOPMO3UT MPOHUKHOBEHHE B KJIIETKY HEKOTOPBIX
renaToTOKCUYECKHUX BEIECTB (si71a OJIeTHOM MOTaHKH).

Aumuoxcuoanmuoe. B cBs3M O CHOCOOHOCTHIO CUITUMApPUHA CBA3BIBATH CBOOOIHBIE
paguKalibl, OH 00JialaeT AaHTUOKCUIAHTHON aKTUBHOCTHIO. IlpepwiBaercs wuiu
npeaynpexaaeTcss NaTo(U3UOJIOTHYECKUN MPOLECC MEPEKUCHOTO0 OKHUCIICHUS
JUTIAJIOB, OTBEYAIOUIMN 3a pa3pylleHHe KIETOYHbIX MeMOpaH. CuiauMapuH
JIEUCTBYET HE TOJBKO KaK AHTUOKCHUJAHT - YMEHbIIAs CTENEeHb T€Hepaluu
CBOOOJHBIX PATUKAIOB, HO M KaK CPEJCTBO, CTUMYJHPYIOIIEE PEreHepaluro
CUCTEMBI TTyTaTHOHA, OJTHON M3 BAKHEHIIINX 3AIIIUTHBIX CUCTEM MEUCHHU.
Pezenepamuenoe. Membpanocmabunuzupyrowee. CunuMapuH  CTUMYJIUPYET
cunte3 OenkoB u (¢dochomunuaoB. MemOpaHbl KJIETOK CTaOUIM3UPYIOTCS.
CoOctBenHbie Oenku W QochoNUNUAbl BOCCTAHABIMBAIOT TOBPEKICHHBIC
CTPYKTYpbl TenaTrouuTa. YJIy4IIaeTCs BOCCTAHOBUTENbHAs CIIOCOOHOCTh U
YCKOPSIETCSl pereHepainus KIETOK MEeUeHU. B HEmoBpeXJACHHBIX KIETKaX TaKOTO
s dekra He oTMEHaeTCs.

l'unoxonecmepunemuueckoe. CUTMMApUH  HOPMAJU3yeT THUNEPIUIUIEMUIO,
CHI)KAaeT B IUIa3ME€ KPOBH YPOBEHb XOJECTepHMHA U JIMIMOMPOTEHHOB HU3ZKOU
wiotHocTu (LDL).



Aumugubposnoe. CunuMapuH MHIHMOMpYeT KoJUlareHasy W 3jacTa3dy B II€YEHH,
CIIOCOOCTBYSI CHIDKCHHIO CTeneHu (hudpo3a.

IIpomusosocnanumenvnoe. KioueBoil 0COOEHHOCTHIO CHUIMMAapUHA/CHIMOMHUHA
SBIISIETCSL CIMIOCOOHOCTH OJOKMPOBATH S-JIMMOKCUTECHA3HBIA IMyTh W OKAa3bIBAThH
NOJIABJISIOLIEE JIEHCTBUE HA 00pa30BaHUE JIEHKOTPUEHA.

5.2 ®apmMaKkoOKHHeTHYECKHE CBOIICTBA

OCHOBHBIM KOMIIOHEHTOM CHJIMMapHUHa BJIsseTCs CIMOMHUH. [1pn npueme BHyTpb
CIJIMOMHUH OBICTPO PACTBOPSIETCS U MOCTYMAET B KUIICYHHUK, 3aTEM UYepe3 CUCTEMY
BOPOTHOM BEHBI 85% €ro mocTymnaer B eYE€Hb U U30MPATEIbHO pacuperessieTcs B
renaronuTax, rae Merabonusupyercs myreM koubloramuu. Jlo 80 % axTuBHOTO
BELIECTBA NPU IIEPBOM MPOXOXKICHUU Yepe3 IMEUYEHb BBIJCISIETCS C KEIYbIO B
COCIMHEHUH C IIIIOKYpOHMJIAaMU U cyibgaTamu. BcieacTBue neKoHBbIOTAllMM B
kuievHuke 10 40% cunnOuHuHA, BBIASIUBIIETOCS € XKelYblo, peadbcopoupyercs u
BCTYIIAET B DHTEPOreNaTUUYECKYH0 IUPKYJISLUIO, IIEPUOJ] BBIBEICHUS COCTABIISIET 6,3
4. buonocrynHocts npenapara Jleramon 140 cocrasiser 85%.

[Ipu npremMe pacToOpoMNIlU MATHUCTOM IUIO0B SKCTPAKTA B TEPANIEBTUYECKUX J103aX
(140 mr cunumapuHa 3 pa3a B CyTKM) YPOBEHb CHIIMOMHUHA B JKEJTYU OJIMHAKOBBIM
IIOCJIE MPUEMA MTOBTOPHBIX /103 U IOCIE NMPUEMa OJHOKPATHOM 103bl. Pe3ysbrarhl
NOKa3ajM, YTO CHIIMOMHUH HE KyMYJIUPYET B OPraHU3ME.

[Tocne mMHOrOpa3zoBoro npuema cuiaumapuHa BHYTph no 140 mMr 3 paza B cyTKu
JIOCTUTAETCS CTAOMIIbHBIM YPOBEHB BBIIEICHUS C KETUBIO.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. Ilepeyens BcnoMorareibHbIX BelIeCTB
nonucopoOar 80

MOBUJIOH

MaHHHUTOJ

KapOOKCUMETHIIKpaxMall HaTpus (Tum A)
MarHusi cteapar.

Obonouxa xancynwi.

KeJIaThH

KpacuTenb jxene3a okcua kpacuoiit (E 172)
tutana auokcun (E171)

HATpPHS JIAypUICYIb(aT

KpacHTeNb kele3a okcu i uepHslii (E 172).

6.2. HecoBMecTUMOCTDH
He npumenumo.



6.3. Cpok roaHocTu (CpoK XpaHeHHs )
5 z;er.

6.4. Oco0Obie MepbI NPEIOCTOPOKHOCTH NIPH XPAHEHHUH
XpaHHTH B 3aIIMILEHHOM OT CBETa MecTe, Ipu TeMiieparype He Boie 30 °C.

6.5. Xapakrep u coaepkaHue NEPBUYHON YIIAKOBKH

[To 10 xamcyn B 6muctepe u3 mienku [IBX-amomuaneBoit ponwsru. 2, 3 wim 6
OMCTEpOB B KAPTOHHOW MAYKe BMECTE C JIMCTKOM-BKJIA IBIIIIEM.

He Bce pazMepsl yI1akoBOK MOTYT OBITh IOCTYITHBI JJTSI pEaTH3alIliu.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH MPH YHUYTOKEHUH MCIOJIH30BAHHOTO
JIEKAPCTBEHHOI'0 NMpenapara Wil 0TX0J0B, MOJY4YeHHBIX MOcJae MPUMeHEeHHUs
npenapara v Apyrue MaHUNYJIsIHMHU ¢ IpenapaToM

OcoOble TpeOOBaHUs OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOT'O YAOCTOBEPEHUS
['epmanus

MEJIA ®apma ['M6X u Ko. KT'

benmmrpacce 1, 61352, ban XomOypr, ['epmanus

Germany

MEDA Pharma GmbH & Co. KG

Benzstrasse 1, 61352, Bad Homburg, Germany

7.1. IlpeacraBurejib Aep:KaTe]ss PEerducTPALHOHHOIO YIOCTOBEPEHUSA HA
Tepputopun Cor3sa
[IpeTen3uu noTpeOUTENCH HAMPABIIATD 110 AJIPECY:

Poccniickas ®denepanns
00O «Bwuatpucy»
125315, r. Mocksa, BH. Tep. I'. MyHUIIUITAIBHBIN OKPYT A3pPOIIOPT, MP-KT

Jlenunrpanckuit, 1. 72, k. 4, atax 2, noment./kom. 9/1
Ten.: +7 (495) 130-05-50

daxkc: +7 (495) 130-05-51

D:1. moura: ru.info@viatris.com

PeciyOimmka Kazaxcran

NIT «mupos H.K.»



mailto:ru.info@viatris.com

050057, Pecnnyonuka Kazaxcran, r.Anmartsl, yi. byxap Xeipay, 75, kB. 7
Tenedon: +7 708 972 27 97; +7 727 972 27 97

Dn. mouta: infosafety.cis@viatris.com

PecriyOimka ApMeHus

0012, Apmenus, 1. Epesan, yin. Komutac 7/4, xB. 12
Tenedon: +374 44 838833

Dn. mouta: infosafety.cis@viatris.com; apotheka.office@gmail.com

PecniyOsmmka benapyce

220025, Pecnybnuka benapycs, r. MuHck, yi. Kyprannas 2, k.14
Tenedon: +37 5293564228

Dn. moura: by.pv@cratia.ua; infosafety.cis@viatris.com

8. HOMEP PETHCTPAIIMOHHOTI' O YAOCTOBEPEHMUA

9. JATA TNEPBUYHOM PETMCTPAIIUU (IIOJATBEPXJIEHUE
PET'UCTPALIUU, IIEPEPET'UCTPALIUA)
JlaTa mepBUYHON pErucTpanuu:

10. JATA IEPECMOTPA TEKCTA
OO6mras xapakTepucThKa JieKapcTBeHHOro mpenapata Jlerason 140 moctynmHa Ha

MH(QOPMAIMOHHOM  mopTane  EBpa3uiickoro  3KOHOMHYECKOIO  COl03a B
MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHOM ceTn «HTepHe™ http://eec.eaeunion.org/



file://///sclvsshare001/compose%3fTo=infosafety.cis@viatris.com
mailto:info.safety@mylan.com
mailto:apotheka.office@gmail.com
mailto:by.pv@cratia.ua
mailto:infosafety.cis@viatris.com
http://eec.eaeunion.org/

