CocrTaB

Oelicmsyrouiue seuwecmaa: 1 TabneTka COOEPKUT 3KCTPaKTa BaJepUaHbl (KOPHEN)
BOOHO-3TaHOJILHOTO cyxoro (Valeriana officinalis L., radix, extractum hydroalcoholic
siccum) (4-7: 1) (3kcTpareHT - 3taHos 70% (00 /00)) - 35 Mr 3KCTpaKTa IUCTHEB
Menuccel cyxoro (Melissa officinalis L., folium, extractum siccum) (3-6: 1)
(akcTpareHT - aTanos 50% (06 /06)) - 17,5 MI 3KCTpaKTa JIUCThEB MSTHI IIePEeYHOMN
cyxoro (Mentha piperita L., folium, extractum siccum) (3-6: 1) (3KCTpareHT - 3TaHOJI
40% (06 /00)) - 17,5 mr

8cnomMozame/ibHble 8eu,ecmaed: TIII0KO3bl paCTBOP, KPEMHUS OUOKCHUI KOJIJIOUIHEBIH,
MaJIbTOOEKCTPHUH, 3CCEHIIUS MSATHI IEPEeYHOM B IIOPOIIKE, JJaKT03a, IIeJI/II0I03a
MUKPOKPHUCTAJIIMYeCcKas, KpaxMall KYKypPy3HbIM, KPOCIIOBUOOH, TalbK, MarHus
cTeapar

000/104Ka: TUIPOMEJIJIO3a, HATPUSA KapMeJljio3a, IOBU0H, caXapo3a, KPeMHUS
OUOKCHU] KOJUIOUOHBIN, KalbIIusad KapOoHaT, XKejle3a okcun KopuuHeBhil (E 172),
tuTaHa guokcup (E 171), rmuiiepuH, TalabK, BOCK MOHTAHHO-TTIUKOJIEBBIN.

JIekapcTBeHHasi ¢popMa

TabeTKH, IMOKPHITEIE 000JIOYKOM.
OcHOBHBIE QPUIUKO-XHUMUYECKHE CBOMCTBA: IOKOJIagHO-KOPUYHEBLIE KPYTJIbIE,
OBOSIKOBBITIYKJIbIE TaOJIE€TKU, ITOKPHIThIE 000JIOUKOM.

®dapMakoTepaneBTHYECKasi rpynmna
CHoTBOpHEBIE U cenmaTuBHEIE nTpemnapaThl. Kog ATX NO5SC M.
®apMaKOOMHaAMHUKa

[lepceH® sgBnsieTcs mpernapaToM PAaCTUTEIBHOI0 IIPOUCXOXKOEHUSA C MATKUM
CeIaTUBHBIM [1€UCTBUEM.

KoMmbuHaiusa oka3eiBaeT cjiaboe yCIloOKauBalollee OeiCTBUE U MOKa3aHa [ais
yCTpaHeHus cj1aboro TPaH3UTOPHOTO0 HEPBHOTO HAaNPsSKeHUs (KakK eKeqHEeBHBIN
cejaTUBHOE CPEeACTBO IIPU YMCTBEHHBIX Harpy3Kax, BO30yKAEeHHOM COCTOSTHHUH,
pa3apaxuTenbHOCTH).

BanepuaHa oka3biBaeT cemaTuBHOe AercTBue. OHa MOJIOKUTENIbHO BIUAET Ha
CaMOYYBCTBHUE ITPU CUMIITOMAaXx pa3fapaxXKeHus, TaKuxX Kak 0€CIIOKOMUCTRBO,
B030yKAeHNe U HallpsKeHUe BCJIeACTBHEe HEPBHOTO IlepeHanpsxkeHus. [1pu
O6eCcCcoHHUIIE CITOCOOCTBYET OBLICTPOMY 3aCHIITaHUIO.

Mernucca TakXe OKa3blBaeT CeJaTUBHOE U CIIa3MOJINTUYECKOE [elCTBUE.
MsTa nnepedyHasi TPAOULIMOHHO IPUMEHSETCS B COUEeTaHUU C BaJlepUaHOU B



yCIIOKauBAaIOIIUX MpernapaTax.

JleKapCTBEHHOE CPeACTBO IPUMEHSIOT ITPU HEBPO3aX, KOr{a IIpueM
CUJIbHOMIEMCTBYIOIINUX YCIIOKOUTEJIPHBIX CPENCTB HellesiecooOpa3eH. [loka3aHUsS K ero
IIPUMEHEHHIO ONpeIeIeHbl HCKITIOUYNUTEIbHO Ha OCHOBE IJIUTEIbHOTO OIIBITa
MTPUMEHEeHU .

®dapMaKOKHHETHKA
IlaHHBIE OTCYTCTBYIOT.
ITloxa3anusn

HeBp03BI, COIIPOBOXOaKOIITHNECA TAKUMHU CUMIITOMAMM:

e HEepBHOE BO30yXKIOEHUE;

e OECIIOKOMCTBO;

e HAIIPSI’)KEHINE, BLI3BAHHOE CTPECCOM;
e PAcCCTpPOMCTBA CHa.

HpOTHBOHOKa3aHHﬂ

[ToBhIllIeHHAsT YYBCTBUTENIBHOCTh K BajiepuaHe, MeJIicCe, MsITe IIePeYHOM U OPYyTrUM
KOMIIOHEHTaM ITperapaTa. BripakeHHasl apTepuanbHas TUIIOTeH3us, OpoHXUaJIbHaA
acTtMma. [lerpeccust Uil APyTUe COCTOSTHUS, COTIPOBOXKAAIONINECS YTHETEHHEM
OesITeTbHOCTH IIeHTPaIbHOM HEPBHOM CHUCTEMHI.

B3auMoaeHCTBHE C IPYrHMH JIeKapCTBEHHBLIMH CPeICTBAMH H IPyrue BHIbI
B3aMMOIEHUCTBUHA

IlaHHBIE 0 B3aUMOJENCTBUU C IPYTUMHU JIEKAPCTBEHHLIMU CPeOCTBAaMU OTPaHUYEHHI.
[lepen npuMeHeHKUEM MIpelapaTa OOHOBPEMEHHO C OPYTUMHU JIeKapCTBEHHBIMU
Cpe[cTBaMHU CJIefyeT IIPOKOHCYIbTUPOBATHCS C BPAUOM.

KnuHu4ecku 3HaYUMOT0 B3aUMOOENCTBUS C aKTUBHBIMU BeIlleCTBAaMU, KOTOPHIE
MeTabonu3upytorcs ¢ momoinrsio CYP 2D6, CYP 3A4/5, CYP 1A2 unu CYP 2E1, He
oOHapyXKeHO.

He pekoMeHOyeTCss OTHOBPEMEHHOe IIpUMeHeHNe C CHHTeTUYECKUMY CeqaTUBHLIMU
npemnapaTtamMu (6eH3ogua3lenuHaMu) 6e3 KOHCYJIbTAlluM C BpadoM.

[Tpu omgHOBPEMEHHOM IIPUMEHEHUN BO3MOXKHO yCUJTIEHUE OeUCTBUS OPYyTUX
CeIaTUBHBLIX ¥ CHOTBOPHEIX CPEJICTB, CIIa3MOJIUTUUYECKUX, aHATbI € TUYECKUX,
AHKCUOIUTUYECKUX ITPeIrapaToB, aJIKOTOJIs.

OcobeHHoOCTH IIPAMEHECHHSA



[TammmeHTaM, UMEIOIINM TSKeJble HapyIIeHusI QYHKIINY IIeYeHN U IIepeHeCn
TsI2Kejioe 3a00JieBaHre ITeYeHU B MPOIIJIOM ITpernapar cjieqyeT IPUMEeHSTh C
OCTOPOKHOCTEHIO.

[TaumeHTaM C racTpos3odareanbHbIX pedIroOKCOM (M3K0T0M) crenyeT u3beraTb
IpUMEHEHUS IIpenapaToB, COOepKallluX JTUCThS MSATHI IEPEYHOM, TaK KaK 3TO MOXKET
VXYOUIATh UX COCTOSTHUE.

[TanmeHTaM C XKeTYHOKAaMEeHHOM 001e3HbI0 WU APYTUMHU 3a00JIeBaHUSI MU KEJTYHBIX
ITPOTOKOB U JKEJTYHOTO ITy3BIPS CliefyeT C 0CO00M OCTOPOKHOCTHIO Ha3HAavaTh
IpemnapaTsl, comepKalllie JIUCThbS MATHL IIEPEeYHOM.

IIpenapaTt cogepKUT JIaKTO3Y, IO3TOMY €Tr0 He ClIefyeT IPUMEHATh HalueHTaM C
penKou HacJieACTBEHHON HEIePEeHOCUMOCThIO TajIaKTO3hl, Je(UIIMTOM JIaKTa3bl UIIU
CUHIPOMOM TJIIOKO30-TaJIaKTO3HOM MalbabCcopOIImu.

1 TabneTka comepKUT 14 MT T'JTIOKO3HI pacTBopa U 67 MI' caxapo3bl, II09TOMY He
clegyeT Ha3HaudaTh HallMeHTaM C PeIKNMU HacCJIeOCTBEHHBIMU (hOpMaMu
HemepeHOCUMOCTU PPYKTO3H, Oe(PUIIUTOM caxapa3-u30MajbTa3bl U CUHAPOMOM
TJII0K030-TaJIaKTO3HOM MalbaOCOpPOIInH.

Bo BpeMs mpuMeHeHUs mpelapaTta CIeayeT BO3AepPKUBATHCSA OT yIIOTPeOIeHus
QJIKOTOJIbHBIX HAaIlUTKOB.

CnoCcoOHOCTH BIIHSTH HAa CKOPOCTH PEeaKIMH [IPH yIIpPaBIeHUH
ABTOTPAaHCIOPTOM WIH padoTe C MexaHU3MaMH

HpenapaT MOZKEeT BIHATL Ha CIIOCOOHOCTh YIIPaBIIATH aBTOMOOMJIEM U MeXaHHu3MaMH,
II03TOMY BO BpEM4 €Iro IPHMEHEHHNA PEKOMEHOYETCA BO3OEPXKAThCA OT YIIPaBIIEHUA
ABTOTPAHCIIOPTOM HJIM OPYTMMHU ME€XaHNU3MaMU 0O BBISICHEHUA HHHHBHHyaHLHOfI
YYBCTBUTEJIILHOCTH.

HpnMeHeHne B IIepuona 6epeMeHHOCTH HJIX KOPpMJIEHHUA I'PyadbIO

b dhekTUBHOCTL M 6€30IIaCHOCTh MPUMEHEHHUS IpelapaTa B nepuon 6epeMeHHOCTH U
KOPMJIEHUS I'PYAbIO HE YCTAaHOBJIEHBI, II0O3TOMY HE PEKOMEHAYETCS IPUMEHATH
[TepceH® B 3TU IIEPUOIHL.

Cnnoco0 nmpuMeHeHUsI U 1036l

B3pocrnbie u getu crapie 12 neT: Ipu YMCTBEHHOM Harpy3ke, BO30yKIEeHHOM
COCTOSIHUHY WUJIU Pa3dpaXuUTeJIbHOCTU PEKOMEHAYEeTCS MPUMEHSTh 1o 3 TabneTku 3
pas3a B CyTKHU; IIpu 6eccoHHUIlEe - 3 TabJIeTKX 3a 4ac [0 CHa.

TabneTku cnenyeT IJIOoTaTh LETUKOM, 3anuBas Bogou. [IpyHUMaTh HE3aBUCUMO OT
npreMma IHUILu.

I1s1 mpenapaTa XapaKTEPHO IIOCTEIIeHHOE IIPOsBJIeHUEe OeUCTBUA. 15 JOCTUXKEHUS



ONTUMaIbHOTO 3¢ (PeKTa IeUeHUS er0o PEKOMEHOYEeTCs IIPUMEHSITh B TEUEHUE He
MeHee 14 gHeu.

CpoK 51eyeHUs He orpaHuueH. [laxe IIpU OJIUTEIPHOM IPUMEHEHUH IIpelapara
MMPUBBIKaHUS He HaOmtomaeTcs. [Tocne npekpallleHus Te4eHUs CHHIPOM OTMEHHBI
OTCYTCTBYET.

Ecnu yepe3 14 gHel OT Havaja JIeYeHUs YIIyUYIlIeHusI COCTOSIHUS He HabImaeTcs,
cienyeT MIPOKOHCYJIbTUPOBATHCS C BPA4yOM.

HeTn

IlaHHBIE 1O IIPUMEHEHHNIO JIEKapPCTBEHHOTI'O CpeaCTBa JeTAM OO 12 net OTCYTCTBYIOT,
IIOTOMY HE PEKOMEeHOYETCA ITPUMEHATDH €TI0 9TOU KaTeropuu IIalifTieHTOB.

Ilepemo3upoBka

Cumnmombl. [1o3a okosno 20 r KOpHEM BajllepuaHbl, YTO 3KBUBAJIEHTHO ITpuMepHO 103
TabsieTkaM npernapata [lepceH®, MOKeET BEI3BaTh TaKue HE3HAUYUTEIbHbIE CUMIITOMHI,
KakK YTOMJISIEMOCTB, CIIa3MEbl, OLIyIlleHNe CKaTUs B IPyLOH, TOJIOBOKPYXKEHUE, TPEMOD
PYK, paclivpeHre 3pa4vykoB. OTU CUMIITOMEBI UCYE3al0T B TeueHUue 24 yacos. [Ipu
IIepeao3upPOBKeE IIperapaToB, CoAepKallliX BajiepraHy, TaKKe MOTyT BO3HUKATh
rojioBHas 00JIb, COHJIUBOCTbD, BSAJIOCTh, 0011as c1abocTh, 00/Ib B JKUBOTE, TOIIHOTA,
CHUZKEHHEe OCTPOTHI CJIyXa U 3peHus, OpaguKapaous/TaxuKapaous, CHUXKeHue
KOHIIEHTpalluy BHUMaHUS, YCUJIeHHe ceqaTUBHOTO addeKTa.

HeT coobiieHuit 0 caydasix mepego3upPOBKU JINCThS MEJIUCCH U MSITHI IEPEYHOM.
JleyeHue: Tepanus CUMIITOMaTU4YeCcKas (IpOMBIBaHUE KeNyaKa, IPpUeM
aKTUBUPOBAHHOTO YTJIs).

IToOouHBbIE peaKIuu

Co cmopoHbl nuw,esapumesibH020 MpPAakKma: 4acToTa He MOXKeT OLITh OIleHeHa -
TOIITHOTA, CIIa3MEI; BO3MOXKHO 000CTPEeHHE U3KOTH.

OueHb pegKo HaOIIOOaIuCh COHIUBOCTD, aCTEHUYECKHE IIPOsIBIeHus (Cl1aboCTh,
CHUXKEHMEe HaCTPOeHUS  pab0TOCIIOCOOHOCTH, YTHETEHHE SMOIMOHAIbHBIX PeaKIuii),
TOJIOBOKpPYXKeHue, maernpeccusi. ECiiu BO3HUKAIOT APyrue moO0YHEIe sIBJIEHUS
(HammpuMep, peakIIuy IMOBLIIIIeHHON YyBCTBUTEIILHOCTH, BKJII0Yas ChIb, 3V,
KpaIuBHUIIA, IIOKPACHEHNWEe U OTEeK KOXKH), CJiefyeT 00PaTUTLCS K Bpauy.

CpoOK rogHoCTH
2 roga.

YcnoBusi XxpaHeHUs



XpaHUTh IIpU TeMIlepaType He Bhie 25 ° C.
XpaHUTH B HEAOCTYIIHOM [JIs1 IeTel MecCTe.

VYnakoBka

ITo 10 TabneTok B OnucTepe, 1o 4 67rucTepa B KAPTOHHOM KOPOOKe.
KaTeropusi ormycka

bes penenra.

IIpou3Boourenb

Jlek ®apMmaneBTuYecKasa KomnaHud O. A., CnoBenusi/Lek Pharmaceuticals d. d.,
Slovenia (0OTBETCTBEHHBIN 3a BBIITYCK CEPHUH).

MecTOHax0XKIeHHe IIPOMU3BOOHUTEIA A €ro aapec MeCTa OCylnmieCTBIICHHU A
oesiTeJIbHOCTH

BepoBmkoBa 57, JTio6nsHa 1526, CnoBenusi/Verovskova 57, 1526 Ljubljana, Slovenia
WA
Tpumnunuu, 210, 9220 JleugaBa, CnoBenusi/Trimlini 2D, Lendava, 9220, Slovenia.

HcTouyHMK HHCTPYKIIHHA

HNHCTpyKIUs IeKapCTBEHHOTO CPeACTBa B3sATa U3 OPUIIMATbHOTO UCTOYHUKA —
['ocymapCTBEHHOTO PeecTpa JIeKapPCTBEHHBIX CPEOCTB YKPAUHHI.



http://www.drlz.com.ua/

