3ATBEP/I’KEHO
Haxa3 MinicrepcTBa 0XopoHn
310poB’sl YKpaiHu
14.07.2017 Ne 798
PeecTpaniiine mocBiqueHHs
Ne UA/11711/01/01

3MIHA BHECEHO
Haxa3 MinicrepcTBa 0XopoHn
310poB’st YKpaiHu
21.11.2019 Ne 2319

IHCTPYKUIA
JJIS1 MEIUYHOT0 3aCTOCYBAHHA JIKApPChKOro 3aco0y
AnityHa
(Alluna®)

Cknao:

Oiroui peuosunu: 1 TabneTka, BKpUTA TUTIBKOBOIO 00OJIOHKOIO MICTHTH:

375 mr cyxoro HatuBHOTO ekcTpakTy 3 Valeriana officinalis L., radix (xopinus Basiepianu) (5-8:1),

84 mr cyxoro HatuBHOTO ekcTpakty 3 Humulus lupulus L., flos (mumrox xmento) (7-10:1),

eKkcTpareHT. meranou 45 % m./m.;

OONOMINICHI ~ pedosuHu. KPEMHIIO JIOKCHJI KOJOIAHWK O€3BOJHUMN, HATPII0 KpPOCKapMeso3a,
rinpomenosa, ingurokapmin (E 132), momierunenrmikons 20000, marHiro creapaT, MalbTOIECKCTPHH,
1IEJTI0103a MIKPOKpUCTaIIgHa, KUCIIOTa cTeapuHoBa, TuTany miokceun (E 171).

Jlikapcbka ¢opma. TabneTku, BKPUTI IUTIBKOBOK 000JIOHKOTO.

OcHosHi @izuko-ximiuni eracmusocmi. TaONETKU OI110-TOIyOOTr0 KONMBOPY, 3 XapaKTECPHUM 3alaxoM
BaJIepiaHH, MPOJAOBryBaTol (OpMH, BUITYKJIl 3 000X O0KiB, mpubanu3HO 7 X 20 MM, 3 JIIHIEIO PO3JIOMY Ha
000x OOKax.

Tabnerka Moxke OyTH po3/iicHa Ha €KBIBAJICHTHI JIO3H.

dapmakoTepaneBTHYHA rpyna. CHOAIIHI Ta ce1aTUBHI MpenapaTH.
Kox ATX NO5C MO09.

Dapmakonoziuni enacmueocmi.

Dapmaroouramixa.

3acnokiinuBi edexkTu mnpemnapariB, 110 MICTATh KOPiHHS BajiepiaHM Ta UIMIIKM XMEI0 BXKE€ JIaBHO
eMITIpUYHO BU3HAHI Ta MIATBEP/KEH] s IpenapaTiB, 10 MICTATh KOPIHHS BajepiaHH, B JOKITIHIYHUX
BUIMIPOOYBAaHHAX 1 KOHTPOJBbOBAHUX KIIHIYHUX MAOCHIPKEHHSAX. Jlo TemepiliHbOro wyacy >KOJHHX
KIIHIYHUX JOCIIPKEHb 100 eKCTPAKTIB IIMIIOK XMEJI0 Yy SKOCTI aKTUBHOTO JIIKAPCHKOI'O 3aC00y BiJ
0€3COHHSI HE MPOBOJMIIOCA, ajle IOHaMEHIe YOTUPH PaHIO0Mi30BaHi, mianebo- abo MOpiBHAIBHO-
KOHTPOJIbOBAHI MPOCHEKTUBHI KIIHIUHI TOCTIKEHHs OyJ10 MPOBEAEHO 13 (IKCOBAHUMHU KOMOIHAIISIMU
CYXMX €KCTPaKTiB, OTPUMAHMX 13 KOPIHHS BaJiepiaHH Ta IIUIIOK XMEJI0 3 MeTaHoIoM 45 % (M/M).
[lepopanbHe 3acTocyBaHHsS (IKCOBAHMX KOMOIHAII JaHMX EKCTPAKTIB y PEKOMEHJIOBAHUX J103aX
MPOJAEMOHCTPYBAJIO MOKPAIEHHs JATEHTHOrO Mepiofy CHy Ta Horo skictb. HemoxiuBo 3B’s3aTH 3



BHCOKOIO BIPOTIHICTIO JaHi epeKTH 3 OyIb-sIKUMH BiIOMHUMHU KOMIIOHeHTaMH. Byno ineHTH]iKOBaHO
JeKiIbKa MEXaHi3MiB [ii pI3HUX KOMIIOHEHTIB KOpiHHS BajepiaHu (CEeCKBITEPIIEHOINM, JIrHiH,
(b1aBoHOIM), 0 MAIOTh MOXJIMBUN BHECOK Y KIIIHIUHUH e(eKT i BKI0YaTh B3aemoaito 3 [AMK-
CHCTEMOI0, aroHi3M Ha A-1 ajeHo3MHOBHIl peuentop Ta 3B’s3yBaHHA 3 5-HTia penentopom. Takox
Oyno imeHTH(IKOBaHO JEKUIbKa MEXaHi3MIB [Iii PI3HUX KOMIIOHEHTIB IIUIIOK XMENI0 (TipKi KHCIIOTH,
¢naBonoinu) Ta B3aemonuito 3 'AMK-cucremoro, aronism Ha menaroninosi penenropu (ML Tta ML)
Ta 3B’sI3YBaHHS 3 MiATHIIAMH pelenTopiB cepoToHiny (5-HTae, 5-HTs Ta 5-HT?).

Hapasi HeBijoMO, YW Ji€ SKCTPAKT NIWIIOK XMETI OKpEeMO SIK M’SIKUH CEeNaTUBHUN 3acid, 4 sK
CHHEPTeTHK JJIsl EKCTPAKTY KOPiHHS BaJiepiaHH.

Dapmaroxinemuxa.
JlaH1 HE HAJAIOTHCA.

Kainiuni xapakrepucTuku.

Ilokazannusa.

Jlikapcbkuil 3aci0 POCIMHHOTO NMOXOJPKEHHS JJIS JIIKYBaHHS PO3Ja/iB CHY, TaKUX SIK TPYJIHOII 13
3aCHHAHHSIM, O€3COHHS Ta HECHOKIHHUN COH.

Ilpomunokazanns.

[NnepayTnuBICTh 0 IFOYUX PEUOBUH a00 /10 OYb-SKOI 3 TOMOMIXHUX PEUYOBUH JAHOTO Mperapary.
Jlenpecisi Ta iHIII CTaHU, IO CYHPOBOKYIOTHCS MPHUTHIYEHHSIM AISUIBHOCTI LEHTPaIbHOI HEPBOBOI
CUCTEMH.

B3aemodia 3 inwmumu nikapcoKumu 3acooamu ma iHuii 6uou 63a€moO0ill.

JloctymiHa oOMeXeHa KITbKICTh JNaHUX IOJ0 (PapMakoJOTi4HOI B3aeMojii 3 1HIIMMH JIIKAPCHhKUMH
3acobamu.

Krniniuno 3Havyma B3aemMoisa 3 mpenaparamu, 1mo MeradomizyroTeess CYP2D6, CYP3A4/5, CYP1A2
a6o CYP2E1 mnsxamu, He crioctepiranacsa. KomOinaris 13 CHHTETHYHUMH 3aCTIOKIHJIMBUMH 3aco0amMu
BHMAra€e MEIU4HOI J1arHOCTUKH Ta HaTJISY.

[IpenapaTu BanepiaHu MOXYTh IMOCUJIIOBATH JIil0 aJIKOTOJII0, CEJATUBHUX, CHOJIMHUX, aHAITeTUYHUX,
CIa3MOJIITUYHUX Ta aHKCIOJITHYHUX TIPEraparis.

Ocobnueocmi 3acmocy8anus.

[TamieHTam, sIKi Majiyd TsDKKE MOPYIICHHS (QYHKIIT TMEYiHKA a00 MEPEeHECTH TSHKKE 3aXBOPIOBAHHS
MEYIHKKM y MHHYJIOMY, clifi OyTu oOepexxHUMHU MpH mpuiiomi npenapary. [lim yac 3acTocyBaHHS
npenapaTy HeoOXiJHO YTPUMYBATUCH BiJl BXKUBAHHSI aJIKOTOJIbHUX HAIOiB.

3acmocysanns y nepioo eazimnocmi abo 200y8anHs 2pyoo.

besneka 3actocyBaHHsSI JKapCchKOro 3aco0y Yy TMepioJ BariTHOCTI abo TroayBaHHS TPYAII0 He
ouiHoBanaca. He pekoMeH1yeThCsl 3aCTOCOBYBATH Oy/1b-sKi JIIKapChKi 3aCO0M Yy Mepioj BariTHOCTI abo
TOJlyBaHHS IPYII0 Y IPOKOHCYJIBTYBATHUCS 3 JIIKApEM.

30amuicms  enaueamu Ha WEUOKICMb peakyii npu Kepyeanwi a8mMompancnopmom abo iHuuMu
MexXanizmamu.

He npuitmatu nanuil nikapcbkuii 3acid mepen THM, SIK CizaTH 3a KepMmo, abo mepen pobOoToro 3
MOTEHIIITHO HeOe3MEUHUMH MEXaHI3MaMHU.



Cnoci6 3acmocysanna ma 0o3u.

Jlo3yBaHHS

Hopocni

JHopocni npuitMaroTh o 1 TabneTini, BKPUTIH IUTIBKOBOK 000JIOHKOIO, 32 1 TOIUHY 10 CHY, 3allMBAOYN
Bogoto. [Ipu HeoOXimHOCTI, J03y MoOXKHA 30UIbIHMTH 10 1 Y2 TaONeTKW, BKPHUTOI ILIIBKOBOKO
000JIOHKOIO.

TpuBaiicTs 3acTOCYBaHHS

3a paxyHOK THOCTYIIOBOTO MOYATKy Jii e(eKTUBHOCTI, (hikcoBaHy KOMOIHAIII0 KOPIHHS BajiepiaHU Ta
IIMIIOK XMEJTI0 HE 3aCTOCOBYIOTH JUIS TOCTPOTO IHTEPBEHIIIMHOTO JIIKYBaHHS JIETKOIO HEPBOBOTO
HampyXeHHs abo posnaniB cHy. Jlikapchkwid 3acid pPOCIMHHOTO TOXO/DKEHHS CIiJl NpUAMaTH
MpOTArOM, IOHAMMEHIIe, 2-X THXHIB JUIsl BIJHOBJIEHHS HOPMajdbHOro cHy. [l JdocsArHeHHs
ONTUMAJILHOTO €(PEKTY JIKYBaHHSI, pEKOMEH Iy€ThCs 110/1ajIbIlI€ BUKOPUCTAHHS IPOTATOM 4-X THXKHIB.
Sxmo cumnToMu 30epiraroTbes ab0 MOTIPIIYIOTHCS Micisd 4-X THXKHIB O0e31epepBHOIO0 BUKOPUCTAHHS,
MOTP1IOHO MPOKOHCYJIBTYBATHUCS 3 JIIKAPEM.

Cnocib 3acTocyBaHHS

JInst mepopalibHOTO 3aCTOCYBaHHSI.

imu.

He pexomMeHyeThCst 11t 3aCTOCYBaHHS.

Ilepeoo3ysanns.

Jlo3a xopiHHs Bajepianu nmpudau3Ho 20 T cipuduHsIEe cladKi cMMITOMH (IT1BUIIIEHAa BTOMITFOBAHICTD,
CHasMH y JKMBOTI, BIAYYTTS CTUCHEHHS Y TPYISIX, 3allaMOpPOUYEHHS, TPEMOp PyK Ta Mijpia3), 110
3HUKAIOTh TpOoTAroM 24 roauH. JloctymHa oOMexeHa iH(opMallis Mpo Mepeno3yBaHHs (PiKCOBAHOIO
KOMOIHAITI€I0 KOPIHHA BajiepiaHu Ta MHIIOK XMenmto. OauHUYHI BUMaaku npuiiomy 1o 30 TabieTok Ha
JeHb Oynu moBimomIieHi 6e3 iHdopMmalii mpo moodiuHi peakilii. B okpemux Bumaakax, mpu npuiiomi 10
25 TabneToK Ha JIeHb, MPOSBISIUCSA CUMITOMH AaTHUIIYHMX 3BYKIB 3 OOKYy YepeBHOI MOPOKHHUHH,
COHJIMBICTD, TaXiKap/isl, 3aHEMTOKOEHHS 1 3aITaMOPOYCHHS.

SIKII0 CUMIITOMH 3’ SIBJISIIOTHCSI 3HOBY, JIIKYBaHHS IIOBUHHE OYTH MIATPUMYIOUUM.

JlikyBaHHS: CUMIITOMAaTHUYHE.

Ilo6iuni peakuii.

YacroTa noOIYHUX peakiii BU3HAYAETHCS BUXOISIUU 3 HACTYITHUX MMOBIJOMJICHb PO 1HIUICHTH:
Jyxe gacto (>1/10)

Yacto (> 1/100 mo < 1/10)

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

Pigko (> 1/10000 o < 1/1000)

Jly>xe piako (< 1/10000)

Hesinomo HE MO>KHA OLIIHUTH, BUXO/SIYH 3 HAIBHUX JIaHUX.

3 OOKy IITYHKOBO-KMIIIKOBOTO TPAKTy: HUIYHKOBO-KMIIKOBI pO3JIaiM, Taki sIK HyAOTa, OJIIOBaHHS,
Jiapesi Ta Ccra3MHu y ®HUBOTI. YacToTa MposiBiB HE BCTAHOBJICHA.

3 OOKy IIKipHU Ta OANIKIPHOT KIITKOBUHM peakilii 3 00Ky IIKipu. BUHUKaIOTE AyXe piako.

3 60Ky IleHTpasibHOi Ta nepudepruyHOl HEPBOBOI CUCTEMU: 3alIaMOPOYEHHS], COHJIMBICTh, TPUTHIUEHHS

eMOLIMHUX peaklii, Jerpecid, 3arajbHa CJIAOKICTh, 3HIWKEHHS pO3yMOBOi Ta  (DI3MYHOI
MpaLe3JaTHOCTI.



3 OOKy IMYHHOI CHCTEMH: peakiii TrinepyyTIMBOCTI BKJIIOYAIOUM BUCHII, CBEPOLXK, TimepeMiro, HaOpsK
HIKipH.

VY pa3i BUHUKHEHHS MOOIYHUX peakiiid, He ONMUCAHUX B IHCTPYKIIT JJIs1 MEIUYHOTO 3aCTOCYBAHHS, CIIiJT
MOBIIOMHTH TIPO L€ JIiKapsl.

Tepmin npuoammuocmi.
3 poxku.

YmoBu 30epiranus.
30epiratu mpu temmeparypi 10 25 °C B cyxomy, 3aXHUIIEHOMY BiJl CBITJIa 1 HEJOCTYITHOMY JUTS JTiTEH
MiCIIl.

YnakoBka.
ITo 10 Tabnerok y Gisictepi, mo 1 a6o 3 GiicTepu B KapTOHHIM KOPOOITI.

Kareropis Binnycky. bes perenra.

BupoOnuk.
Makc Iemnep 3vone AL, seiinapis/Max Zeller Sohne AG, Switzerland.

Micue3HaxoaxeHHsI BHUPOOHUKA Ta ajgpeca Micls NPOBAKeHHs HOro AifAIbHOCTI.
3eeomikmrpacce 4, 8590 Pomancxopw, [lBetinapis/Seeblickstrasse 4, 8590 Romanshorn, Switzerland.

3asiBHUK.
Awmaxkca ®apma JIT/I, Benuka bpuranis/Amaxa Pharma LTD, United Kingdom.

Micue3HaxoXKeHHS 3asIBHUKA.
[Toptnenn Xayc, bpeccennmen Ilmeiic, Jlonmon SWIE SRS, Benuka bpuranis/Portland House,
Bressenden Place, London SW1E 5RS, United Kingdom.

JlaTa ocTaHHBOTO MeperJsay.
21.11.2019



