IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

OEHI®PEH

(FENIFREN)

Cknao:

ditoua pevosuHa: GpeHibyT;

1 xancyna Mictuth QeHiOyTy 250 MT;

0ONOMIdCHI peyoBUHU: TTAaKTO3W MOHOTIAPAT, KpOXMaJslb KapTOIISHUY, KaJbllil0 CTeapar;

000/10HKa Kancyau: XenaTuH, TuTany giokcup (E 171).

JIlikapcbka ¢opma. Kancynmu.

OcHosHi ¢i3uko-xiMiyHi 81acmusocmi: TBEPAi XKeaTUHOBI Kancynu 6inoro Konbopy. BmicT kamcynu
— IopoIIoK 6isoro abo Maiixke 6isT0OT0 KOILOPY.

dapMakoTepaneBTHYHA rpyma.
[HIIi TCHXOCTHMYIIIOI0Yi Ta HOOTPOIHI 3aco6u. PeHiOyT.

Kom ATX NO6B X22.

dPapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

®enibyT, mitouya peuoBuHa npenapaty ®eHidpeH, € MOXigHOI PEeYOBUHOIO Y-aMiHOMACIISIHOI KUCIIOTH
(TAMK) Ta deninetunaminy.

®enibyT Mae sIK HOOTPOTIHY, TaK i @HKCiONiTUYHY (TPaHKBiNi3yl04y) aKTUBHICTh, XapaKTepHY [
noxigaux TAMK. ®enibyT He BI/IMBa€ Ha XOJIIHOPEIENITOPH i agpeHOPeIeNTOPU. 3MEHIITYE
TPUBOXKHICTh, HECIIOKil, CTpax i MOKpaIlye COH, TOMY JTIiKapChKUii 3aci0 MOKHa BUKOPUCTOBYBATH [JIS
JIiKyBaHHS HEBPO3iB, a TAK0XK meper onepainisiMu. PeHiOyT MOAOBKYE i MOCUIIOE [Iil0 CHOMIMHMX,
HAPKOTUYHUX, HEUPOJIENITUYHUX i TPOTUNApKiHCOHIYHUX 3ac00iB. He Ma€e mpoTHUCymOMHOI [il.

®enibyT NOM0BXKYE NTaTEeHTHUN IEPiof HiCTarMy, CKOPO4Yy€e MOro TPHUBAICTh i BUpax)eHicTh. PeHiOyT
3HAYHO 3MEHIIY€e MTPOSIBU aCTeHil Ta Ba30BereTaTUBHI CUMIITOMH, BKJIIOYAOYX T'OJIOBHUIM Oifb,



BiguyTTs BaXKKOCTIi B T'OJIOBi, pO3jIai CHY, OIPATiBIKUBICTL, EMOLIWHY JTabibHICTE, MigBUIITYE PO3YMOBY
mpate3naTHicTh. [Tig BmuBoM GeHiOyTY MOKpPAIIyIOTHCS IICUXOIOTiYHi TOKa3HUKKM — yBara, IaM’siTh,
IIBUAJKICTD 1 TOUHICTh CEHCOPHO-MOTOPHUX Peakliii. Y NallieHTiB 3 aCTEHI€ Ta eMOLIHOI0
nabinpHicTIO GeHiOyT 3 mepmux OHIB Tepalil mokpalye cy0’eKTUBHE CaMOIIOYYTTS, MigBHUIIYE iHTepec
Ta iHilliaTUBY, MOTHUBAIIil0 [0 [il, He BUKJIMKAIOYX 3aliBOTO ceJaTuBHOrO edekTy abo 30ymKeHHs. 3a
aHTUACTEeHiYHOI (crmabKicTh, CTOMITIOBAHICTh, TiOAWHAMIS, TICUXiyHa Ta (i3ndHaA aCTEeHis) aKTUBHOCTI
GbeniOyT € OinbII aKTUBHUM, HiXK IipaneTaM.

dapmakoKiHemuxka.

IlornuHaHHA i OUcHepcisa

Jlikapcekui 3acib mpu mepopanbHOMY IpUoMi 06pe BCMOKTYETHCS 31 IITYHKOBO-KUIIIKOBOTO TPAKTY
i TpoHUKae y BCi TKAHUHY OpraHi3My, JIerKo fojiae reMaToeHuedaniynuii 6ap’ep (y TKaHUHY MO3KY
nponukae 6mu3bk0 0,1% 3acTocoBaHOI 103M TiKapChKOT0 3aco0y, IpUYoMy y 0cib MomIomoro i
TITHROTO BiKy 3HaYHO 0inbIoio Mipoio). 80 % ¢eHibyTy 3B’s13yeThCs B MEYiHIl, 1le 3B’I3yBaHHS HE €
crierudiyHuM.

Biorpandopmarrig Ta emiMiHallisg

80—-95% ¢eniOyTy MeTaboMi3yeThCs ¥ MEediHIli 70 (papMaKOIOTiYHO HeaKTUBHUX MeTa0OoIIiTiB.
Bnu3pko 5 % mo3u BUBOOUTHLCS 3 C€Yel0 B He3MiHeHOMY BUTJIsAL. [Ipy MOBTOPHOMY 3aCTOCYBaHHI
KyMYJISIIIil He BUSIBIIEHO.

KriniyHi xapaKTepUCTHKH.
Iloka3anns.

AcTeHiuH] Ta TPUBOXKHI-HEBPOTUYHI CTaHU: HECIIOKIW, TPUBOXKHICTS 1 CTpaX; y JII0Heu JITHBOTO BIKY -
0e3COHHSA Ta HiUHMI HECIOKil; npodinakTuKa CTpeCy mneper oneparismu.

XBopoba MeHbepa Ta 3allaMOpPOYEHHS, [T0B’s13aHi 3 AuCcyHKIIi€0 BeCTUOYIIPHOT0 aHai3aTopa
PI3HOT0 MOXOOKEHHS.

[TpodinakTuka KiHeTo3y (crmenudiyHu CTaH, 110 XapaKTEPU3YEThCS HYAOTO0, OTIOBAHHSM,
IIPOCTPALIi€I0 Ta BeCTUOYISIPHOI0 AUCHYHKIIE€I0, CHPUYNHEHOI0 ITepe0yBaHHSAM y pyXoMoMy 06’ €KTi,
TAKOMYy SIK Kopabeslb 4y JliTak).

3alkaHHSA, TUKYU Yy [iTed BiKOM Bif 8 pokiB mo 14 pokis.

4K momomixkHMI 3aci0 mig yac MiKyBaHHS aOCTUHEHTHOTO CUHOPOMY ITPY aJIKOT'0JTi3Mi.

IIpomunoka3aHHs.
[TigBuIeHa YyTNIUBICTh IO KOMIIOHEHTIB JTiIKapChKOT0O 3aco0y.

[Tepion BariTHOCTI Ta TOAYBaHHS TPYAOIO.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

denidppen MoxxHa KOMOIHYBaTH 3 ICUXOTPOITHUMMU JTIKAPCHKUME 3ac00aMu, 3HUKYIOYHU T03U
denippeHy Ta 3aCTOCOBYBAaHUX 3 HUM JIiKApChKUX 3aC00iB.

Oeni(peH MOCUITIOE Ta TIOTOBXKYE Hil0 CHOOIMHUX, HADKOTAYHUX, HEMPONENTUYHUX Ta
IPOTUIAPKIHCOHIYHUX JTiKAapPChKUX 3aC00iB.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Jlikapceku# 3acib ciIif 3aCTOCOBYBaTH 3 00€peXHICTIO MaIlieHTaM i3 BUPa3KOBOIO XBOPOOOIO IIITyHKA
Ta/abo KuieyHuKa. [[1s1 3aXUCTy CIU30BUX 000IOHOK Bifl ITOMIpa3HIonyYoi Ail peHiOyTy num
TalliEHTaM IMPHU3HavYal0Th MEHII JO3H.

Y pasi TpuBanoro mikyBaHHS CJlif KOHTPOJIIOBATHU IlapaMeTPH KPOBi Ta MOKa3HUKHU (PYHKIIil TeYiHKHU.

Jlikapcekui 3acib MiCTUTD JTaKTO3Y, TOMY IallieHTaM i3 PifKiCHUMY CIIagKOBUMH (OopMaMu
HEeIepeHOCHMOCTI T'ajlakKTO3H, IIOBHOIO HEJIOCTATHICTIO JTaKTa3u ab0 MOPYILIEHHSIM BCMOKTYBaHHS
TJIIOKO3U-TaJIaKTO3M He CJIif 10r0 3aCTOCOBYBATH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

HocnigXkeHHS Ha TBapWHaX He BUSBUJIM MyTareHHi, TepaToreHHi abo eMOPioTOKCUYHI eheKTr
benibyTy. Hemae mobpe KOHTPOJIbOBAHUX 1 afeKBATHUX [OCTiIXKEeHb 11070 0€3MeKN 3aCTOCYBaHHS
GbenibyTy y BariTHUX i XKiHOK, SKi TomyioTh rpyanio. Tomy 3acTocyBanHsl PeHippeny y nepion
BariTHOCTi ab0 rofyBaHHS IPYAAI0 IIPOTUIIOKA3aHO.

BimomocTet mpo BiuB GpeHiOyTy Ha GepTUNbHICTh HEMAE.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

[MTamieHTaM, sIKi BiT4yBalOTh COHIMBICTE abo iHIIi po3yagu 3 60KY IeHTPaabHOI HEPBOBOI CUCTEMHU IIif
Yyac MpuioMy J1iKapchbKoro 3acoly, Ciifi yTpuMyBaTHCS Bifi KepyBaHHS aBTOTPAHCIIOPTHUMHU 3aco0aMu
a0 po0OoTH 3 iHIMUMU MeXaHi3MaMH.

Cnocib 3acmocyeaHHsi ma do3u.

ITpu acmeHiYHUX Ma MPUBOHCHO-HEBPOMUYHUX CMAHAX TOPOCIUM MPU3Ha4YaioTh 10 250—500 Mr
(1-2 xancynu) 3 pa3u Ha go0Oy. MakcuMasnbHa pa3oBa 4o3a: AJis opociux - 750 MT, oS MallieHTiB
crapiure 60 pokis - 500 mr.

Kypc nikyBaHHS CTAaHOBUTH 2—3 TUXKHI. Y pa3i HeoOXigHOCTI KypcC ITiKyBaHHS MOXKHa 30ibIIUTH [0
4—6 TUXKHIB.

Xeopoba MeHbvepa, 3anamopoveHHs, nos’a3aHi 3 ducyHkuiero secmuby1pHO20 aHasizamopa



Pi3HO20 NOX00HCEHHS.

[Tpu GyHKIiOHATBPHUX MTOPYIIEHHSIX BeCTUOYISPHOTO aHasidaTopa iH(peKIiiiHOro MOX0AXKeHHS i mpu
xBopo0i Mennepa B mepiop 3aroctpenHs OeHibpeH nprusHavaoTs o 750 Mr (3 Kancynu) 3 pa3u Ha
[eHb IPOTSATOM 5—7 OHIB, IpU 3MEHIIEHH] BUPaXKeHOCTi BeCTUOYNISIpHUX po3nafis - mo 250—500 mr
(1-2 kamcynu) 3 pa3u Ha o0y mpoTtsrom 5—7 OHiB, a motiM mo 250 Mr 1 pa3 Ha o0y ITPOTIroM 5
nHiB. IIpu BimHOCHO NTeTKoMy Iepebiry 3axBopioBaHHs ®PeHippeH 3acTOCOBYIOTH M0 250 Mr (1
KallCcyna) 2 pa3u Ha fo0y mpoTsaroM 5—7 OHiB, a moTiM — 1o 250 Mr 1 pa3 Ha mo6y npotsrom 7—10
[HiB.

[l15 yCYyHeHHs 3anamopoyeHHs, npu OuchyHKUisx secmuby1apHO20 aHAAi3amopa cyOuHHO20 ma
mpasmamuuHo20 2eHe3y OeHibpeH nprusHavaoTh 1o 250 Mr 3 pa3u Ha fo6y npotsarom 12 gHiB.

[na npogirakmuku KiHemo3dy nikapcbKul 3acid npuiiMaioTh y 1o3i 250—500 Mr ogHOPa30Bo 3a OJHY
TOOUHY [0 IependavyBaHOTO TOYaTKy XUTaBHULli ab0 IIpU MePIINX CUMITOMAaxX 3aXuTyBaHHS. [Ipu
SICKpaBO BUpPaXKeHUX CUMIITOMAax (Hampukiaf, 67i0BaHHI) 3aCTOCYBaHHS JIIKapChKOTO 3aC00y
ManoeheKTUBHO.

15 Kynipy8aHHA a/1K020/1bH020 A6CMUHEHMHO20 CUHOPOMY.

QewnidpeH y nepimi gHi TikyBaHHS npu3HadaioTh 10 250—500 mr 3 pa3u Ha go0y i 750 Mr Ha Hiy, 3
TIOCTYTIOBUM 3HUKEHHSIM 1000BOI 103U 10 3BUYANHOI AT TOPOCIIMX.

ITauieHmu 3 neviHK080K HedocmamHicmio.

Y manuieHTiB 3 IeYiHKOBOI HEJOCTATHICTIO BUCOKI O3U IIperapaTy MOXYTh BUKJIUKATH
remnaToTOKCUYHICTD. [I151 1i€l Tpymu MallieHTiB CIlif 3aCTOCOBYBAaTH HaWHUKYY e(EKTUBHY [103Y.

ITauienmu 3 HUPKOBO HedocmamHuicmio.

HeMmae manux momo nobiunoi aii ®eHippeHy Ha NallieHTiB 3 MOPYLUIEHHAMU QYHKIIiM HUPOK IIPU
3aCTOCYBaHHI JTiIKAPCHKOTO 3aCc00y y TepaleBTUYHUX H03aX.

Limam sikom 8i0 8 pokie 0o 14 pokie mpu3sHadaioTs 1o 250 mr (1 kamcyna) 3 pa3u Ha [o0y.
TpuBaicTe KypCy JliKyBaHHS CTQHOBUTH 2—0 TUXKHIB.

deHippeH 3aCTOCOBYIOTh BHYTPIIIHBLO IiCyd 1Ki. Kancyny npoKoBTHYTH, 3allMBal0Yl JOCTAaTHHOIO
KiNBbKiCTIO BOMOU.

Himu.

Jlikapcbkui 3acib6 MOokKHa 3aCTOCOBYBATH Y AiTel BiKOM Bif 8 pokiB.

Ilepedo3yeanHsi.
[Tpo BuMagKu epeno3yBaHHS He TOBiMOMIISIIOCS.

denipeH — MaMIOTOKCHYHUM JTiIKAPChKUM 3aci0.



Cumnmomu: COHIUBICTb, HYyHOOTa, O110BaHHS, 3aIlIaMOPOYEHH.

[Tpu TpuBasoMy 3aCTOCYBaHHI BUCOKHX 03 MOKJIMBHUI PO3BUTOK €03uHO(DIsii, apTepianbHol
rinoTeH3il, KUpPOBOl AUCTPOPil MeUiHKY, NOPYIIeHHS PYHKII1 HUPOK.

JlikysaHHA: Teparnisg cuMIToMaTA4Ha.

Croenu@iyHOr0 aHTUAOTY HEMAE.

ITo6iuni peakuii.

®enidpen, gk i inmn mikapchki 3aco6u, MoxKe CIPUYUHATH 00IUHI peakilii, X04a BOHU IIPOSIBIISIOTHCS
He Y BCiX Nalli€HTiB.

[To6iuHi peaxiiil BIOPsAAKOBAHO BifMmoBifnHO m0 6a3u maHux Kimacudikauii cuctem oprasis MedDRA Ta
Knacudikaril yactotu: gyxke dacto (= 1/10); gacto (= 1/100 mo < 1/10); HeuacTto (= 1/1000 mo <
1/100); pigxo (= 1/10000 go < 1/1000); myxe pigko (< 1/10000); yacTtoTa HeBimoMa (HEMOXKINBO
BU3HAYUTH 3a JOCTYIIHUMU JaHUMU).

3 60Ky iMyHHOI cucmemu: 4aCTOTa HeBioMa: peakilil rinepyyTNIUBOCTi (BK/II0Ual0YX KPOIIUB'THKY,
cBepOixk, epuTeEMy, BUCUTIAHHS, aHTI0OHEBPOTUYHUM HAOPSK, HAOPAK 00611y ysi, HabpsK sI3MKa).

3 60Ky Hepeosoi cucmeMu: YacTOTa HEBifoMa: COHIUBICTD (Ha ITOYATKy NMPUIOMY JTiIKapChKOTO
3aco0y), rooBHUI 0inb Ta 3aaMOpoYeHHs (B Ho3ax Bullle 2 T Ha Ho0y; 3i 3MEHILIEHHSM 03U
3MEHMIYIOThCS MTPOSIBU HeOaXKaHUX MOGIYHUX Peakiri).

3 60Ky WAYHKOBO-KUWKOB020 MpAKmMy: 4acTOTa HeBifoMa: HyHOTa (Ha OYaTKy IPUAOMY
JIiKapChKOT0 3acoby).

3 60Ky neviHKu ma #08408UBIOHUX WAAXi8: YACTOTA HEBiMOMA: TeMaTOTOKCUYHICTE (IPU TPUBATIOMY
3aCTOCYBaHHI BUCOKHX H03).

3 6oky wkipu ma nidwKipHUX MKAHUH: pifKo: anepriyni peakirii (Bucum, ceepbix).

€ okpeMi gaHi 1mpo Te, 110 y AiTeil Npu HeAOTPUMaHHi iHCTPYKIIil 719 3aCTOCYBaHHS JIiKapChKOTO
3aco0y MOXKYTb CIIOCTepiraTucs eMollifina 1abinbHICTh i TOpyIIeHHS CHY.

fAkmo mig yac jmikyBaHHS MposBUIuCS no0iyHi peakiiii, AKi He BKa3aHi B faHil iHCTpyKIIil, abo 6yab-
gKi 3 3a3HaUeHUX M0OIYHNUX peakiliii BUpaxeHi 0CO0IMBO CUIBHO, IPOCUMO 3BEPHYTUCS [0 JIiKaps.

Tepmin npudamuocmi. 3 POKH.

He 3acTocoByBaTu micng 3aKiH4eHHS TEPMIHY IPATATHOCTI.

YMmoBH 30epiraHHsi.

30epiraTu B OpUTiHANBHIN YIIaKOBI Ipu TeMIepaTypi He Buie 25 °C.



30epiraTv y HeIOCTYITHOMY [JISI OiTeH MicCIii.

VYnaxoBka.

I[To 10 kamcyn y 6micTepi, mo 2 GicTepu y maylli 3 KapTOHY.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHUK.

[TPAT «XIM®APM3ABO][l «<4H4EPBOHA 3IPKA».

Micue3HaxoIKeHHsI BHPOOHHKA Ta aipeca Miclsi MpoBaIXKeHHs HOr0 Tis/IbHOCTI.

Ykpaina, 61010, XapkiBckka 00:1., MicTo XapKiB, Bynulld ['opaieHKiBcbKa, OyauHOK 1.



