IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AnnyHa

(Alluna®)

Cknao:

Oitoui pevosuHu: 1 TabneTkKa, BKPUTA IIiBKOBOIO 000JIOHKOIO MiCTHUTh:

375 Mr cyxoro HaTMBHOT'0 eKCTPakTy 3 Valeriana officinalis L., radix (KOpiHHS Banepianu) (5-8:1),
84 mr cyxoro HaTHBHOTO €KCTpakTy 3 Humulus lupulus L., flos (mmuiiok xmenio) (7-10:1),
EeKCTpareHT: METAHOII 45 % M./M.;

0onoMidcHi pe4osuHU: KPEMHII0 OiOKCHI KOIoigHKUY O0e3BOMHMM, HATPil0 KPOCKApMeno3a,
rimpomerno3sa, ingurokapmin (E 132), nonietunenrmnikons 20000, MarHiio creapaT, MaJlbTOIEKCTPHH,
I[eJII0JI03a MIKPOKpHCTaJliuHa, KACJIOTa CTeapuHOBa, TUTaHy miokcup (E 171).

JIikapcbka ¢opma. TabneTku, BKPUTI ITiIBKOBOIO 000JI0HKOIO.

OcHosHi (pizuko-xiMiuHi 8racmusocmi: TabneTku 6J1im0-rony6oro KoJIbopy, 3 XapakKTePHUM 3alaxoM
BaJiepiaHH, MPOJOBIyBaTOi HOPMH, BUIYKJIi 3 000X 00KiB, mpuOnu3Ho 7 x 20 MM, 3 JIiHi€0 PO3/I0MY Ha
000x 60kax.TabneTka Moxke OyTH Po3[iNeHa Ha €KBiBaJIeHTHI JO3H.

dapmakoTepaneBTUYHa rpyna. CHOMiNHI Ta celaTUBHI npenapaTy. [HII CHOMiNHI Ta cCegaTUBHI
Ipenapary.

Kom ATX NO5SC M.

dPapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

3acnokinnuBi e)eKTH Ipenaparis, 0 MiCTATh KOPIHHS BajiepiaHU Ta LIUIITKU XMEJTI0 BXKe
NAaBHO eMIIIPUYHO BU3HAHI Ta MiATBEPAXKEH] OJIA Iperaparis, 1[0 MiCTATh KOPIHHSA
BaJsiepiaHy, B MOKJIiHIYHMX BUTPOOYBaHHSX i KOHTPOIbOBAHUX KITIHIYHUX JOCTiAXKeHHSX. [0
TeIePIIIHLOT0 Yacy XKOOHUX KITIHIYHUX OOCIIAXKEHD I0A0 €KCTPAKTIB IIUIIOK XMEJI Y
SIKOCTi aKTUBHOTI'O JIIKapChKOT0 3ac00y Bif 6€3COHHS He IIPOBOAUIIOCS, ajle IOHalMeHIIe
YOTUPHU PaHIOMi30BaHi, mamedo- abo MopiBHSAIbHO-KOHTPOJIOBaHi MPOCIEKTUBHI KITiHiUHi
mocyimKeHHs 0yJ10 MPoBefeHo i3 ¢hikcoBaHUMHU KOMOIHALIsIMU CYyXUX €KCTPaKTiB, OTPUMaHUX



i3 KOpiHHS BajiepiaHy Ta IIXIIOK XMEJI0 3 MeTaHoloM 45 % (M/M).

[TepopanbHe 3acTOCyBaHHS (piKCcOoBaHMX KOMOiHAIiM MaHWX eKCTPAKTIB Yy peKOMEHIOBaHUX
[03ax IPOJEMOHCTPYBAJIO MOKpalleHHs JTJaTeHTHOI0 IIepiofy CHY Ta MOr0 SKiCTb.
HeMoknM1BO 3B’3aTH 3 BUCOKOIO BiporigHicTiO maHi epekTy 3 Oyab-IKUMU BilOMUMU
KOMIIOHEHTaMu. Byno ineHTu(hikoBaHO OeKilbKa MeXaHi3MiB [Iil pi3HUX KOMIIOHEHTIB KOPiHHSA
BasiepiaHu (CECKBITEPIIEHOIHN, JIirHiH, (pJIaBOHOIAM), 1110 MalOTh MOXKJIMBUIN BHECOK V
KITiHiYHUE eeKT i BKIIo4YaTs B3aeMomito 3 TAMK-cucTemo10, aroHi3m Ha A-1
aleHO3WHOBUY pPeIenTop Ta 3B’sg3yBaHHs 3 5-HT,, penentopoM. Takox 0y1o ineHTH(hiKOBaHO
IeKinbKa MexXaHi3MiB [ii pi3HUX KOMIIOHEHTIB IIXIIOK XMeJo (TipKi KUCI0TH, (pJIaBOHOIAM) Ta
B3aemofito 3 TAMK-cucTteMor0, aroHi3M Ha MelaTOHiHOBI penentopu (ML, Ta ML,) Ta
3B’sI3yBaHHS 3 MigTUIIaMu perenTtopiB cepoToHiny (5-HT4e, 5-HTg ta 5-HT,).

Hapag3i HeBimoMo, 4u [ie eKCTPAKT IIUIIOK XMEJII0 OKPeMO SIK M’SIKW# cemaTUBHUM 3acib, uyu
K CUHEPIreTUK [JId eKCTPAKTy KOPiHHS BaJlepiaHu.

dapmaKkoKiHemuxka.

[laHi He HaJalThC.

KniniyHi XxapaKTepHCTHKH.
Iloka3aHnHs.

Jlikapceku# 3aci0 POCTMHHOIO MTOXOMXKEHHS [JIS JIiKyBaHHS PO3/IafdiB CHY, TAKUX SIK TPYTHOIII i3
3acCUHaHHIM, 0@3COHHS Ta HEeCIIOKIMHUN COH.

IIpomunoka3aHnus.
linep4yyTnuUBICTh OO AiF0UMX PEYOBUH a0 H0 OyOb-IKOl 3 OMOMIKHUX PEeYOBUH IaHOTO Ipenapary.

Iemnpecida Ta iHII CTaHU, 1[0 CYIPOBOAXKYIOTHCS MIPUTHIUEHHIM AisITbHOCTI IIeHTPaibHOl HEPBOBOI
CUACTEMH.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

IocTynmHa oOMexXeHa KiNlbKiCTh TaHUX 1010 hapMaKOoIOTiuHOl B3a€MOil 3 iHITUMU
JiKapChKUMU 3aco0aMu.

KniniyHo 3Hauyla B3aeMofIis 3 mpenapaTtamy, 1o Mmetabonizyorecss CYP2D6, CYP3A4/5,
CYP1A2 a6o CYP2E1 mnsixamu, He criocTepiranacs. Kom0OiHallisg i3 CMHTeTHUHUMU
3aCMOKiNINBUME 3aco0aMy BUMara€ MefU4HOl AiaTHOCTUKY Ta Harjsdany.



[Ipenapatu BajepiaHU MOXYTh IIOCUJIIOBATH Ai0 aJIKOTOJII0, CeJaTUBHUX, CHOOINHUX,
aHaJITeTUYHUX, CIIa3MOJIITUYHUX Ta aHKCIOIITUYHUX IIpeIaparis.

Oco6.1ueocmi 3acmocyeaHHsi.

[MTamieHTaM, SKi Manu TsSXKKe MOPYIIeHHs GYHKII nediHKy abo mepeHecsu TSKKe 3aXBOPIOBaHHS
NEeYiHKY y MUHYJIOMY, CJIifi OyTu 00epekHUMU IIpU MpuKoMi pemnapary. I1ig yac 3acToCcyBaHHSA
nIpenapaTy HeoOXigHO YTPUMYBATHCh BiJ] BXXUBAHHS aJIKOTOJIbHUX HAIOIB.

Moxke MaTy Miclle cienu@iyHa 4yTIUBICTh OO0 3amaxy BajlepiaHu.

Lleit mikapceku# 3aci6 MictuTh MeHIIe 1 MMoIb (23 Mr)/mo3y HaTpiio, TOOTO MPAKTUYHO
BUIbHUM Bifl HATPIO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

Beameka 3acToCyBaHHS JTiIKapCchKOT0 3aco0y y Iepiof BariTHOCTI abo romyBaHHS IPYAOI0 He
omiHioBasnacs. He pekoMeHIyeThCS 3aCTOCOBYBATH OyIb-sKi TiKapchKi 3acobu y mepiofn
BariTHOCTi abo rogyBaHHS IPYANI0 YX MPOKOHCYIBTYBATUCS 3 JIiIKapeM.

30amuicmb 8niusamu Ha weudKicmb peakuyii npu KepyeaHHi aeBmompaHcnopmom abo iHwumu
MexaHiamamu.

He npuiimaTy maHu# TikapchKui 3aci0 mepen TuM, SIK cigaTu 3a KepMo, abo nmepen po0oTolo 3
TOTEHIIIHHO He0e3MeYHUMH MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.

Io3yBaHHS
Lopocai

Iopocmi npuiitmMaioTh 10 1 TabneTii, BKPUTiH MIiBKOBOIO 000IOHKOIO, 3a 1 TOOUHY 10 CHY, 3allMBalO4Yu
Bopoto. [Tpu HeoOxigHOCTi, HO3y MoXkHa 36imbmuTH 10 1 Y2 TaGneTKu, BKPUTOI ITiIBKOBOIO 000I0HKOIO.

TQI/IBaJ'IiCTI: 3daCTOCYBAHHA

3a paxyHOK IIOCTYIIOBOTO TI0YATKY Ail eeKTUBHOCTI, hikcoBaHy KOMOiHAIlil0 KOPiHHS BajiepiaHu Ta
IIUIIIOK XMEJIH0 He 3aCTOCOBYIOTH [JId TOCTPOr0 iIHTEePBEHIINHOTIO JIiKyBaHHS JIETKOTO HEPBOBOT'O
HaIpyxKeHHs a00 po3nafiB cHYy. JIikapchKuit 3aCi0 POCTUHHOTO IOXOMKEHHS CITifl MPUUMaTH
IIPOTATOM, LIOHAVMEHIE, 2-X TUXKHIB [JIg BiTHOBJIEHHS HOPMAJIbHOTO CHY. [[J1s1 HOCSATHEHHS
ONITUMAaJIbHOTO e(deKTYy JIiIKyBaHHS, pEKOMEHAYETHCS MOAasIblile BUKOPUCTAHHS IIPOTATOM 4-X TUXKHIB.

Ao cuMmnToMu 30epiratoThcst abo MOTipIIyI0OThCS Mics 4-X THXKHIB 6e31epepBHOT0 BUKOPUCTAHHS,
OTPiOHO IIPOKOHCYIBTYBATUCS 3 JTiKapeM.



Cmocib 3acToCcyBaHHS

I 7151 mepopaabHOTO 3aCTOCYBAHHS.

Himu.

He PEKOMEHOYETHCA OJISA 3aCTOCYBAHHA.

Ilepedo3yeanHsi.

Io3a KopiHHS Banepianu npuOnu3uo 20 r cupuyuHse caabKi CMMITOMY (IIigBUIIEHA BTOMITIOBAHICTD,
CIlIa3MU y XKUBOTI, BiAYYTTS CTUCHEHHS Y I'PYOAX, 3allaMOpPOYeHHs, TPeMOp PYK Ta Mifipia3), 1o
3HUKAIOTh MPOTATOM 24 romuH. [IocTymHa oOMexkeHa iHpopMallis mpo nepemo3yBaHHs (iKCOBaHOO
kKoMOiHallielo KOPiHHS BajiepiaHy Ta IIUIIOK xMeno. OquHuyHi Bunagky mpuiiomy go 30 TabmeTox Ha
neHb Oynu moBimomieni 0e3 iH@opmatiil Tpo mobiuni peakirii. B okpeMux Bumankax, Ipyu IpUomi
no 25 TabeToK Ha [JeHb, IPOSIBIISIMCS CUMIITOMU aTUIIIYHUX 3BYKiB 3 00Ky 4epeBHOL
IIOPOXKHUHU, COHJIUBICTD, TaxikKapzis, 3aHEIIOKOEHHS 1 3allaMOPOYEHHH.

ZAKII0 CHMIITOMH 3’SIBJISIOTHCS 3HOBY, JIIKyBaHHS ITOBUHHE OYTH MigTPUMYIOUUM.

JIiKkyBaHHS: CUMIITOMaTUYHE.

ITo6iuni peakuii.

YacTroTa nmobiyHUX peaklliii BU3HAYAETHCSI BUXOAIYX 3 HACTYIIHUX IIOBiIOMIIEHD IIPO
IHIMOEeHTH:

Ilyxe 4gacTo (=1/10)

YacTto (=1/100 mo < 1/10)

Heuacto (= 1/1000 mo < 1/100)

Pinxo (= 1/10000 mo < 1/1000)

Ilyxe pigKo (< 1/10000)

Hesinomo He MOXHa OLiHUTH, BUXOISAUYU 3 HaABHUX JaHUX.

3 OOKY IINYHKOBO-KHUIITKOBOTO TPAKTY: IITYHKOBO-KHUIIIKOBI PO3JIafy, Taki K HyHO0Ta, OII0BaHHS,
Oiapes Ta CIa3Mu y XKHBOTi. YacToTa IIpOsIBiB He BCTaHOBIEHA.

3 OOKY LIKipH Ta HifIIKipHOi KIITKOBUHHU: peakilil 3 00Ky WIKipu. BUHUKAIOTh IyxkKe pigKo.

3 GOKY IIeHTPAIbHOI Ta nepudepruyHoi HEPBOBOI CUCTEMH: 3allaMOPOYEHHS, COHJIUBICTS,

IPUTHIYEHHS eMOLIINHUX peakKllill, Jenpecis, 3arajabHa cl1abKiCTh, 3HUXKEHHS PO3yMOBOI Ta
(hisuyHOI Mpale3gaTHOCTI.



3 60Ky iMyHHOI cHCTeMH: Peakliil TinepyyTINBOCTI BKII0Yal09y BUCHII, CBEPOiXK, rimepeMiro,
HaOpSK IIKipH.

Y pasi BuHUKHeHHS M00iYHNX peaklliii, He ONMKUCAHUX B iHCTPYKIIil A1 MEOUYHOTO
3aCTOCYBaHHS, CJIif IOBIHOMUTH IIPO Lie JIiKaps.

Tepmin npudamuocmi.

3 POKH.

YMoBu 30epiranHsi.

30epiraTu mpu TeMIepaTypi 0o 25 °C B CyXoMy, 3aXMINEHOMY Bifl CBiT/Ia i HEMOCTYITHOMY MIJIst
OiTey Micrii.

YnaxoBka.

I[To 10 TabneToxk y 6micTepi, mo 1 abo 3 GiicTepu B KApTOHHi#M KOPOOIIi.

Kareropis Bignycky. be3s penenra.

BupoOHUK.

Makc Llennep 3voHe AT, [IBetimapiss/Max Zeller Sohne AG, Switzerland.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afipeca Micus MpoBaIXKeHHS HOT0 Tis/IbHOCTI.

3eeobnikmrpacce 4, 8590 PomancxopH, [lIBetapis/Seeblickstrasse 4, 8590 Romanshorn,
Switzerland.

3asABHHK.

Awmaxca JIth, Benuka Bputanis/Amaxa Ltd, United Kingdom.

Micuesﬂaxonmemm 3asABHHKaA.

31 Ixon Icnin Ctpit, Jlongor SW1P 4FE, Benuka Bputanisi/31 John Islip Street, London SW1P 4FE,



United Kingdom.



