Ckian

Oitoui peuoBuHU:
1 Kanicyna M’ssKa MiCTUTh:

€KCTpaKTy BaJjiepiaHu (KOpeHiB) BOOHO-eTaHONbHOTO cyxoro (Valeriana officinalis L.,
radix, extractum hydroalcoholic siccum) (3-5:1) (ekcTpareHT — etaHoin 60 % [06/06])
— 125,0 mr;

€KCTpPaKTy JIUCTA Mejticu cyxoro (Melissa officinalis L., folium, extractum siccum)
(4-6:1) (ekcTpareHT — eTaHoi 50 % [06/06]) — 25,0 mr;

eKCTpPaKTy JIUCTS M’SATH IiepiieBol cyxoro (Mentha piperita L., folium, extractum
siccum) (3-6:1) (ekcTparesnT — etaHoin 40 % [06/06]) — 25,0 wmr;

OONOMIJCHI peuoB8uHU: JIELINTUH COEBUH, OJIisI KOKOCOBa TimporeHi3oBaHa, OJIis
nmajbMoBa padiHoBaHa, BiCK OKOMMHUM XKOBTHUM, OJIis COEBA OUYUIIIEHA,
MaJIbTOOEKCTPUH, KPeMHiI0 TiOKCHO KOJIOIOHUM 0e3BOMHIIM, ITOPOIIOK €CeHITil M’ ITH
IIepIlieBoi;

000I0HKa KaIlCy/lIu: JKeJlaThH, TIilepuH, TuTtany giokcun (E 171), 3amida okcugp
yopHuii (E 172), migauii kommniekc xjaopodiniuis (E 141), xinoninoBuit xxoBTui (E
104).

JIikapcbKa ¢opMma

Karncynu m'gxi.

OcHOBHI (pi3uKo-xiMiuHI 81acmMuBOCMi: OBaJIbHI M’SIKi JKeJIaTUHOBI KaIllCyJIu TEMHO-
3€eJIEHOTI'0 KOJIbOPY, 110 MICTATH TEMHO-KOPUYHEBY I'yCTy MAC/JITHUCTY PiguHY 3
XapakTepHUM 3allaxoM BajiepiaHu.

®dapMaKoTepalneBTHYHA Irpymna
CHopiviHi Ta cepatuBHI npenapatu. Kog ATX NO5C M.
®dapMaKoOJI0riuyHi BJIaCTHBOCTI

dapmakoduHamika.

BamenaH € nmikKapCchKHM 3aCOO0M POCIMHHOTO ITOXOOXKEHHS 3 M’SIKOI0 CeqaTUBHOIO
HOi€ro.



KoMm6iHalliga YuHUTh cnaOKuil 3acoKiunmuBui eeKT i moKal3aHa [/l YCYHEHHS
c1abKoro TPaH3UTOPHOTO0 HEPBOBOT'O HANIPYKEHHS (SIK IITOJeHHUN ceqaTUBHUM 3aci0
ITPY PO3YMOBUX HaBaHTaXKEHHAX, 30yIKeHOMY CTaHi, po3apaTOBaHOCTi).

Banepiana yMHUTE cefaTUBHY Ait0. BOHa MO3UTHUBHO BIIJINBAa€E Ha CAaMOIIOYYTTS IIPU
CUMIITOMAax PO3aAPaTOBAaHOCTi, TAaKUX SIK HECHOKill, 30yIKeHHS i HallpyKeHH S
YHaCJIimOK HEPBOBOTO ITepeHaBaHTaXXeHHs. [Ipu 6e3COHHI CIpHsi€ MIBUOIIOMY
3aCHMHAaHHIO.

Mertica TaKOXK YMHUTH CeJaTUBHY Ta CIIa3MOJIITUYHY Mif0.

M’siTa nepleBa TPagULiiHO 3aCTOCOBYETHCS ¥ MMOEAHAHHI 3 BaJiepiaHOIO ¥
3aCIIOKiMTUBUX 3acobax.

dapmakoKiHemukKa.

IaHi BigCyTHI.
IToka3aHHSA

HeBpO3I/I, 70 CYIIPOBOOXKYIOTECA TAKUMHU CUMIITOMAMMU:

e HepBOBe 30yIKEHHS;

e HECIIOKIiy;

e HANIPYXKEHHS, BUKJIMKaHe CTPECOM;
e DO3Jlafiy CHY.

IIporunnoka3aHHs

e ITigBHUINIEHA YYTAUBICTH [0 BajiepiaHu, MeJjlicu, M'SITH IIepieBoi abo o iHImx
KOMIIOHEHTIB JIiKapChbKOT0 3aco0y.

e BupaxkeHa apTepianbHa rinmoTeH3ist, OpoHXiarbHa acTMa.

e [Tenpecisa abo iHIIi cTaHU, 10 CYyIPOBOAXKYIOTHCS MPUTHIYEHHAM OisITbHOCTI
IIeHTPaJIbHOI HEPBOBO1 CUCTEMMU.

B3aeMonisi 3 iHOIMMH JTiKapChbKHMH 3acCo00aMHu

IMani mopo B3aemofii oOMexkeHi. [Tepeq 3acToCyBaHHSAM JIiKapchKOTo 3aco0y Bamernan
OOHOYACHO 3 IHIIUMU IIpelrapaTaMy CJIif IPOKOHCYIbTYBaATUCH 3 JIIKapeM.

KrnixniuHo 3Ha4yIiol B3aeMofil 3 aKkTUBHUMHU pPeUYOBHHaMH, 10 MeTab0JIi3yI0ThCS 3a
monomoroo CYP 2D6, CYP 3A4/5, CYP 1A2 a6o CYP 2E1, He BUSIBIIEHO.



He pekoMeHOy€eThCS OJHOYACHE 3aCTOCYBAHHS JIiKapChKOI'0 3aC00y 3 CHHTETUYHUMU
cegaTuBHUMU 3acobamu (OeH3ofmia3erriHamMu) 6e€3 KOHCYJIbTAIIl 3 JIikapeM.

Y pasi omgHO4YaCHOT0 3aCTOCYBaHHS MOZKJIMBE MOCUIEHHS [il iIHIIINX ceJaTUBHUX Ta
CHOJiMHUX 3ac00iB, CIa3MOJIITHYHUX, aHAJITeTUYHUX, aHKCIOJTITHYHUX 3aC00iB,
AJIKOT OJIIO.

OC00/1MBOCTi 11010 3aCTOCYBaHHS

Bameman cniig 3acTocoByBaTH 3 00€peXKHICTIO MallieHTaM, IKi MaloTh TSIXKKi
MOpYyIIeHH QYHKIII MeYiHKYA YU TePEeHEeCIN TSIKKe 3aXBOPIOBAHHS MEYiHKYU y
MUHYJIOMY.

[ToTpiOHO YHHUKATH 3aCTOCYBaHHS JIIKapChKOIro 3aco0y (uepe3 HasiBHICTh y CKyIafi
JINCTS M’SITH IIE€PIIEeBOIl) MallieHTaM i3 racTpoe3odareaabHUM pediiiokcoM (Iediero),
OCKIiIBKH ITe MOKe MOTiPIIUTHU IXHill CTaH.

Bameman cniig 3acToCcoBYyBaTHU 3 0COOMBOI0 00epekHICTIO (Uepe3 HasIBHICTh y CKiIafi
JIUCTSI M’SITU II€PIIeBOl) MallieHTaM i3 XKOBYHOKaM SIHOIO XBOP000i0 abo iHINMHU
3aXBOPIOBAaHHSIMHU KOBYHHUX IIPOTOK Ta XKOBYHOT'O MixXypa.

[Tig wac 3acToCyBaHHS JIiIKapChKOTO 3aCcO0y CIIil yTPUMYBATHUCS Bifl BXKMBaHHS
aJIKOTOJIbHUX HAIOIB.

BamenaH MiCTUTE CO€BY 0JIit0, TOMY MOI'O He CJIifj 3aCTOCOBYBaTHU MallieHTaM 3
asiepriero Ha apaxic abo coio.

BamenaH € 3BUYaMHUM JIiIKaPpCHKUM 3aCO00M POCIIMHHOTO TOXOIXKEHHS [JIs
3aCTOCYBaHHS BiITIOBiAHO OO ITOKa3aHb, MiATBEPAXKEHUX TPHUBAIUM 3aCTOCYBAaHHSIM.

YV BUIIAKYy, SIKIIIO CUMIITOMM 3aXBOPIOBAHHS He 3HUKJIM IiJl YaC 3aCTOCyBaHHS
JliKapchKOT0 3aco0y abo crocTepiraioThbcs mobiuHi peakiiil, He 3a3Ha4YeHi B iHCTPYKIIil
OJ151 MEOUYHOT'O 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y, CIIi MPOKOHCYIbTYBaTUCS 3
JIiKapeM.

3acmocyeaHHsA y nepiod eazimHocmi abo 200y8aHHs 2py0010.

EdexkTuBHicTh i 6e3eKa 3aCTOCYyBaHHS y nepion BariTHOCTi abo rogyBaHHS I'PYOOI0 He
BCTaAHOBJIEHi, TOMY IiKapChKUM 3aci0 He peKOMEHIOYETHCS 3aCTOCOBYBATH Y IIi Ilepioau.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWUMU MexaHi3amamu.

JlikapcbKu# 3acib MoKe BIIZIMBATH Ha 3MaTHICTh KEpyBaTH aBTOTPAHCIOPTOM abo
IHIIKUMU MexaHi3MaMu, TOMY IIiZl YaC MOTr0 3aCTOCYyBaHHS PEKOMEHOYEThCS



YyTPUMYyBaTUCS Biil KEPyBaHHS aBTOTPAHCIIOPTOM abo iHIIMMU MeXaHi3MaMu [0
3’sCyBaHHS IHOAWBIOyaTbHOL Yy TJIUBOCTI.

Cmocid 3acTocyBaHHsI Ta 03U

JlikapcbKu# 3acib nmpu3HadYeHUN OJid IepopajibHOT0 3aCToCyBaHHA. Karncynu cif
KOBTATH IiTMMH, 3allMBal04YM BOMOOIO, He3aJIesKHO Bif IpUMOMY 1Xi.

Iopocai i dimu 8ikom 8i0 12 poxis.

[Tpu po3ymMOBOMY HaBaHTaXKeHHi, 30yIKeHOMY CcTaHi abo po3apaToOBaHOCTI
peKoMeHoBaHa [103a JIikapChbKOT0 3ac00y CTaHOBUTD 2 KaIlCyJiu 2 pa3u Ha go0y.

[Tpu 6e3COoHHI peKOMeHIoBaHa M03a JIiKapChKOro 3aco0y CTAaHOBUTH 2 KAIlCysH 3a 1
TOOUHY [0 CHY.

[71s1 mikapchKOTo 3aco0y XxapaKTepHUM nmoCcTymoBui mposs fgii. [Ilo6 mocsarunyTu
ONITUMAaJIbHOTO e(peKTy, UOTO PEeKOMEHAYETHCS 3aCTOCOBYBATH IMIOHAUMEHIIIE IPOTATOM
14 nio.

TepMiH nikyBaHHS He oOMezkeHUlM. HaBiTh y pa3i TpuBajioro 3aCTOCyBaHHS 3BUKaHHS
He criocTepiraeTnscsd. Ilicnsg IpunuHEeHHS JTiKyBaHHS CUHOPOM BiIMiHU BiACyTHIN.

Axmro yepes 14 fOib Bim moyaTKy JiKyBaHHS ITOJIMIIEHHS CTaHy HE CIIOCTEPITraeThCS,
CJIify IPOKOHCYJIbTYBATUCH 3 JIIKapeM.

Iimu.

IlaHi 11040 3aCTOCYBaHHSA JIIKapChKOT0 3aco0y OiTsM BiKOM {0 12 poOKiB BiiCyTHi, TOMY
MOro He peKOMEeHAYEThCS 3aCTOCOBYBATH I1iMl KaTeropil Nalli€HTiB.

Ilepemo3yBaHHA

Cumnmomu.

OnHopa3oBa mo3a 61u3bko 20 T KOpEeHiB BajiepiaHu MOXKe CIIPUYUHUTH TaKi He3HadHi
CUMIITOMM, SIK BTOMJIIOBAHICTh, abgoMiHasIbHi cla3Mu, BigUyTTS CTUCHEHHS Y TPYOSX,
3araMOpPOYEeHHs, TPEMOP PYK, PO3IIUPEHHS 3iHUIlb. LI cUMIITOMU 3HUKAIOTh IPOTATOM
24 roguH. BHacigok nepemo3yBaHHs 3aco0iB, 1110 MiCTSATH BajiepiaHy, TaKOX MOXKYThb
BUHUKATHU I'OJIOBHUM Oiflb, COHIUBICTD, MJISIBICTD, 3arajibHa CcilabKicTb, Oiflb Y XKUBOTI,
HYIOTa, 3HUKEHHS TOCTPOTH CIyXy Ta 30py, Opagukapmisi/Taxikapmisi, 3HUKEeHHS
KOHIIeHTpallil yBaru, IOCUJIEHHS CeIaTUBHOTO e(pEKTY.

Hemae nmoBifoMIieHb PO BUIIAAKM ITEPEA03yBaHHS JIUCTSA MEJIiCU Ta M’ITH MePIeBOl.



JIiKyB8aHHA.

Y pasi nepemo3yBaHHS IT0Ka3aHa CUMIITOMaTH4YHA Tepalisa (IpoMUBaHHS IIJIYHKA,
3acTOCyBaHHS amcOpOeHTiB).

IToGiuni epexTn

IToBimoMisiyiocst mpo TakKi mobiuHi peakiiili 3 60Ky TPaBHOTO TPAKTY: HYOOTa,
abmoMiHanbHI cla3MU, 3arOCTPEHHA Iedil.

Ily>Xe pigKo cmocTepiraaucs COHIUBICTD, aCTEeHiUHi TposiBU (CIabKiCTh, 3HUKEHHS
HaCTPOIO Ta Mpalle3gaTHOCTI, IPUTHIYeHHS eMOIIIMHNX pPeakKiliii), 3allaMOPOYEeHHH,
Oernpecis.

AKmo BUHUKAIOTH iHIIi Mo6iuHi peaknil (HanpukiIal, peaklil migBUIeHOI Yy TIUBOCTI,
30KpeMa BUCHUIIaHHsI, CBepOixK, KPONUB’THKA, TOYEPBOHIHHS Ta HAOPSK MIKipH), CIIifg
3BEPHYTUCS OO JIiKaps.

ITogidomaeHHs npo nido3prosaHi NObiUHI peakuii.

[ToBimoMrneHHs mpo NoOiUHI peakilil micyia peecTpaillil JTikapCbKOro 3aco0y Ma€ BeJIuKe
3Ha4yeHHd. lle Jae 3MOry IpOBOAUTY MOHITOPUHT CIIBBIIHOIIEHHS KOPUCTH/PU3UK IIPU
3aCTOCYBaHHI IIbOTO JIiIKapChKOTO 3aco0y. MeguuHUM Ta (papMalleBTUYHUM
ITpalliBHUKAM, a TAaKOXK MallieHTaM abo iXHiM 3aKOHHUM IpeaCcTaBHUKAM CIIifI
MMOBITOMJISITY ITPO yCi BUMAJKU Mif03PpI0BaHUX NOOIYHUX peaklii Ta BiCyTHOCTI
e(eKTHUBHOCTI TiKapChbKOT0 3aco0y yepe3 ABTOMaTU30BaHy iH(pOpMalliliHy CUCTEMY 3
(papmakoHarnsagy 3a nocunasHAaAM: https://aisf.dec.gov.ua.

TepMin npuIaTHOCTI
3 POKH.
VYMmoBHu 30epiranHs

36epiratu npu TeMIiepartypi He Buile 25 2C B opuriHaabHi# yIIakoBIli Ta
HEeOOCTYyIIHOMY [JIs OiTeu Micji.

YnakoBka
ITo 15 kancyn y 6micTepi; mo 2 61icTepy B KapTOHHIN KOPOOIIi.
Kareropis Bignmycky

bes penenra.



BupoOHUK

[I.IT.®. XACKO-JIEK C.A. /

P.P.F. HASCO-LEK S.A.

YOPJIO MEIOUILIVH IJTIAY CAH. BE TIII2K. A.III. /
WORLD MEDICINE ILAC SAN. VE TIC. A.S.

Micue3HaxoIKeHHsI BHPOOHHKA Ta aJipeca MicCIIsi MIPOBaIXKeHHsI HOT' 0
IistIbHOCTI.

242 E, Byn. 2Kmurpopceka, 51-131 Bpounas, [lonbina /
242 E, Zmigrodzka Str, 51-131 Wroclaw, Poland.

15 Temmy3 Maxasnermi [Ixxami Hony Oxangmeci Ne50 Toremnuti Barmxunap/CtaMoy,
TypeuuuHna /

15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli Bagcilar/Istanbul, Turkey.



