IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

deHicTHN

(Fenistil)

Cknao:
0itoua pevyosuHd: [UMETUHAIEHY MaJjiearT;
1 M1 MiCTUTh JUMeETHUHIEHY Majieaty 1 Mr;

donomidicHi pevoguHu: HATPito rigpodocdaT, momeKarigparT; Ipomie T IiKoIb; KHCIoTa OeH30MHa
E 210; guHaTpio emeTaT; KHCIOTa IMMOHHA, MOHOTIIpaT; CaxapyH HaTpPilo; BOma OYHUIIeHa.

JlikapcbKka ¢popma. Kparmmi opanbHi.

OcHogHi (hizuko-ximiuHi 81acmusocmi: IPO30PHi PO34nH, Oe30apBHUI ab0 37€eTKa
KOPUYHIOBATO-2KOBTYBATOI'0 KOJILOPY.

dapMakoTepaneBTHYHA rpyna. AHTUTiCTaMiHHI 3acobu [y cUCTEMHOT0 3acTocyBaHHsA. Kog ATX
RO6A B03.

PapmakKon02iuHi eaacmueocmi.
dapmakoOuHamika.

[uMeTHHIIEHY MajieaT € aHTAaroHICTOM ricTaMiHy Ha piBHI H,-penientopis. B HU3bKUX
KOHI[EHTpAL[igIX YNHUTh CTUMYJIIOI0UY Ail0 Ha ricTaMiEMeTunTpancdepasy, 110 IPU3BOOUTh
[0 iHaKTHBAallil ricTaMiHy. BiH BUSIB/IsIE BUCOKY CIOPimHEHICTH 3 H,-pellenTopaMu Ta €
crabinmizaTopoM omacuctux KiituH. Ha H,-penentopu quMeTHHIEHY MajieaT He BIIJIMBAE.
TakoX BIH Ma€ MiClieBOAHECTEe3y04l BIaCTUBOCTI.

IuMeTUHOEHY MajieaT € aHTaroHicToM OpaguKiHiHy, CEPOTOHIHY Ta alleTUNIXOJiHy. BiH icHye
y BUTISIML palnieMiunol cyMiri 3 R-(-)-mumMeTuHmeHoM, Skl Ma€ Oinbil BupaxeHy H;-
QHTUTICTAMiHOBY aKTUBHICTE.

[IuMeTHHIEHY MajleaT 3HaYHO 3HUXKYE TiNepIpPOHUKHICTL KamliigpiB, sika II0B’sg3aHa 3
peakLisiMu TinepyyTAUBOCTI HEraHOI0 THUILY.



Y noegHaHHI 3 aHTAaroOHiCTaMHU TiCTaMiHOBUX H,-pelenTopiB MpurHiuye mpakTUYHO BCi BUOHU Mii
ricraminy Ha KpoBOOOir.

HocnigxKeHHS MOKa3aly, 10 BIJIUB ONHIE] 403U 4 MI' IMMETHHIEHY Y BUTJISAAI Kpanelb Ha
IIKipHi peakllii BU3HAYAETHCS [0 24 TOOUH IiC/Is BBEOEHHS IIpermapary.

dapmakokiHemuxka.

CucreMHa 6i00OCTYIIHICTE AUMETUHOEHY Y (OPMi Kpamennb CTaHOBUTEL IpuOau3Ho 70 %.
[Ticris mpuiioMy Kpamelb MaKCHMaJlbHa KOHLIEHTPalisi AUMEeTUHEHY Y IJIa3Mi KPOBi
OOCATaETHCS MPOTITOM 2 TOOUH.

[Tpu koHneHTpariax Big 0,09 mo 2 MKr/mMi 3B'I3yBaHHS OUMETHHEHY 3 OimKaMu I1a3Mu
KpoBi cTaHOBUTH IPuOIU3H0 90 %. MeTabomiuni peakiiii JUMETHHIEHY BKIIOYAIOTh
TiTPOKCUITIOBAHHS i METOKCHUITIOBAHHS.

[Iepion HaIliBBUBEEHHS IMMETHHIECHY CTAHOBUTh Makxke 6 romuH. [[MMEeTHH/IEH i HOT0 MeTaboIiTH
BHBOJSITHCS [IEYiHKOIO0 Ta HUPKAMH.

[Ipu npoBeneHHI DOKITIHIYHUX OOCTIAXKEHb HE BUSBJIEHO PU3UKY IIPU 3aCTOCYBaHHI IIpenapary B

PEKOMEeH0BaHUX M03aX. [J[UMETHHeHY MajieaT He BUSBUB MyTareHHUX Ta KIaCTOT€HHUX
BJIACTUBOCTEH.

KniniuHi XxapakKTepHCTHKH
Iloka3zanus.

CuMITOMaTHAYHE JIIKyBaHHS aJlepPriyHUX 3aXBOPIOBaHb: KPOIMUB'THKU, CE30HHOTO (CiHHa
rapsy4ka) Ta I[iJIOPiYHOTO aJeprivHOr0 PUHITY, aneprii Ha TiKapchKi 3aco0u i MPOAYKTH
Xap4yBaHHS.

CBep0Oix pi3HOTO MOXOMXKEHHS, KPiM OB’ I3aHOT0 3 X01ecTa3oM. CBepbOix mpu
3aXBOPIOBAHHAIX 13 IMIKIPDHMMM BUCUIIAHHSIMY, TAKMMHU SIK BITPSHA Bicra. YKyCHU KOMax.

IomoMixkHuUY 3aci0 mpu eK3eMi Ta iHImMX cBepOiKHUX lepMaTo3aX aJlepriyHoro reHesy.

IIpomunoka3aHHs.

[ligBullleHa YyTIUBICTh OO OUMETUHAEHY ManeaTy abo 0o OyOb-gKOro iHIIIOr0 KOMIIOHEHTa
npenapaTy. CTeHO3 ABaHAAIATUIIAN0L KAILIKY/ IijTopyca.

[TpoTunokalaHuy OiTAM BiKoM [0 1 Micsiisi, 0COOIMBO HEIOHOIIEHUM.

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

[Tpu mapanenbHOMY 3aCTOCYBaHHI IIpemnaparis, mo npurHiuyoTs ITHC, Hanpukiiaz omioigHUX



aHaJIbTeTUKIB, aHTUKOHBYJIbCAHTIB, aHTUAENIPECAHTIB (TPULUKIIYHUX aHTUEIIPECAHTIB Ta
iHri0iTOpPiB MOHOAMiIHOKCHOA3M), iHIIIUX aHTUTICTaMiHHKUX 3ac00iB, TPOTHOIIOBOTHHX 3aC00iB,
AHTUIICUXOTHKIB, @aHKCIOJITUKIB, CHOIIMHKX 3ac00iB, CKOIIOIaMiHy Ta €TUJIOBOTO CIIUPTY,
MOKJIMBe IocueHHs npurHidyenHsa [THC, 1110 Moxe IMpu3BeCTH [0 HeOaxKaHUX HACTigKiB a0bo
HaBiTh [0 3aTPO3U XKUTTIO.

TpuiuKiTiuHi aHTHOENIPECAHTH Ta aHTUXOJIIHEPTiuHi mTpenapaTy, HanpuKiag OPOHXOMITUKY,
IIJTYHKOBO-KUIIIKOBI CITa3MOJTITUKY, MigpiaTUKH, YPOJIOTiYHI aHTUMYCKapUHOBI 3aco0u
MOXKYThb CIIPUYMHUTH JOAATKOBUY aHTUMYCKapUHOBUY e(eKT IPU IPUKUOMi pa3oM 3
aHTUTiCTaMiHHUMU 3aco0aMu, 3a paXyHOK YOT0 MiIBUIIYETHCS PU3UK IOTipUIEHHS TTIayKOMU
Ta 3aTPUMKU CEYOBUIIYCKAHHS.

3 MeTol0 MiHiMi3alii pu3uky npurHideHHs [THC ab0 MOXK/IMBOTO MTOTEHITiIIOBAHHS CyMicHe
IIpHU3HaYeHHS MpoKapOa3uHy Ta aHTUTICTaMIiHiB CIIifl MPOBOAUTY 3 00ePeKHICTIO.

Oco06.1ue8ocmi 3acmocyeaHHsi.

4K i 3 iHIMMMM aHTUTiICTaMiHHUMU MIperapaTaMu, Cilif 6yTu o0epeKHUMH MIPU 3aCTOCYBAaHHI
denicTHTy XBOPKUM Ha TJIayKOMY, TallieHTaM i3 KOHTPaAKTYpPOIo IINHKKM CEY0BOTO Mixypa Ta/abo
NIOpPYIIeHHSM CEYOBUMOINEHHS, ¥ T.4. IPH TrinepTpodil nepegMixypoBoi 3a103H, a TaKoX i3
XPOHIYHUMHU 0OCTPYKTUBHUMU 3aXBOPIOBaHHSAMMU JIETEHIB.

4K i Bci aHTarownictu H,-penemnTtopiB Ta 4acTKoBO H,-penienTopis, el mpenapar ciig 3 00epexKHiCTIO
3aCTOCOBYBATH NallieHTaM 3 ellijienicielo. AHTUTICTaMiHH] IpenapaTé MOXYTh CIIPUYUHUTYI
30ymKEeHHS y MaJIeHbKUX TiTeM.

Cnig 3 06epexkHiCTIO 3aCTOCOBYBATH JIiKapChKUM 3aci0 mallieHTaM JiTHBOTO BiKy, V IKUX PU3UK
no0iYHMX peakilili, 30KkpeMa 30yIKeHHS Ta MigBUIIEeHO] BTOMJIIOBAHOCTI, € MiIBUILIEHUM. YHUKAMNTE
IIOMUJIKOBOTO 3aCTOCYBaHHS JIiKapChKOro 3aco0y MallieHTaMu JIiTHROTO BiKy. He MoxkHa
IIepeBUIyBaTh PEKOMEHI0BAHOT0 J0O3YBaHHS Ta TPUBAJIOCTI 3aCTOCyBaHHS 0e3 peKoMeHAallil Jikaps.

3 00epexHiCTIO MpU3HaYaTH IIpenapaT y GopMi Kpanesnb OiTSM BiKoM 10 1 poKy: celaTUBHUM
eeKT MoXKe CYIPOBOIXKYBAaTUCh €Mli30aM{ HiYHOTO altHoe. Y [iTeil MOJIOOIIOTr0 BiKy
aHTUTiCTaMiHHI ITpenapaTy MOXKYTh CIIPUYNHUATH 30yIKEeHHS.

deHicTHUII, KpaIlJli OpaibHiI MOXKHA 3aCTOCOBYBAaTU OIiTAM BikKOM Bif 1 micaug mo 1 poky TiibKu
3a peKOMEeHall€lo JliKaps Ta y pa3l HagBHOCTIL YiTKUX [I0Ka3aHb [JId JIIKyBaHHS
aHTUTiCTaMiHHUMHU 3aco0aMu. He MoxKHa mepeBUIyBaTH PEKOMEHIOBaHY [03Y.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BariTHicTb. KiIiHIYHI faHi II[0Of0 3aCTOCYBaHHA IIpernapaTy BariTHUM KiHKaM BifiCYTHI.
3acToCcyBaHH4 IIpenapary y epiof BariTHOCTI ITifi Yac JOCIIiAKEeHb Ha TBApUHAX He
CIIPUYUHSJIO WKIJIUBOTO BIUIUBY (K IPAMOr0, Tak i HEIPAMOI'0) Ha Xifl BariTHOCTI,
PO3BUTOK I1JI0Ja, & TAKOXK Ha IOAAJIbIINI PO3BUTOK OTOMCTBA. [IpoTe y nepiof BariTHOCTI
He PeKOMEH[YETHCS 3aCTOCOBYBATH JIiKapChKuM 3acib, KpiM BUNAAKiB, KOIX KOPUCTH Bif
3aCTOCYBaHHS IIePEBUILYE IOTEHLIMHUY PU3UK AJIA IIJIofJa. Y TaKOMY pa3i 3aCTOCYyBaHHS



IIPpEIapaTy MOXKJINBE JIMIIE 3d ITPU3HAYEHHAM HiKapH.

['ogyBaHH4A rpyanro. Ilinkom ¥MOBipHO, II0 AUMETUHEHY MajleaT IPOHUKAE y TPyAHE Mojioko. He
PEKOMeH0BaHO IPUIMaTH IIpenapar y Iepiof rogyBaHHs rpyanio. Y pasi HeoOXigHOCTI Ha nepiof
JIIKYBaHHS TOAYBaHHSA IPYOII0 CIIiT IPUIUHUTH.

30amuicmb 8niusamu Ha weudKicme peakyii npu KepyesaHHi aamompaHcnopmom abo iHwumu
MexaHiamamu.

[Tpu npuiiomi OeHiCTUITy MOXKIIMBE YIIOBIIbHEHHS MIBUAKOCTI ICUXOMOTOPHUX PeaKIlii,
BUHUKHEHHSI COHJIMBOCTI, 3allaMOPOY€EHHSI, TOMY CJIi[] yTPHMAaTHUCh Biff KepyBaHHS aBTOMOOiEM Ta
poboTH 3 MEXaHIYHUMHU 3ac00aMu.

Cnocié 3acmocyeaHHsi ma do3u.

TpuBanicTh 3aCTOCyBaHHA IpemnapaTy 0e3 KOHCY/IbTallil Tikapsl Ma€ CTaHOBUTH He Oinbine 14
mio.

Llopocaum, dimam sikom 8i0 12 pokKie ma nauyieHmam AimHb020 BiK).

PekoMeHmoBaHa 1000Ba mo3a cTaHOBUTH 3-6 Mr, po3monineHa Ha 3 npuitomu 110 20-40 Kpamens 3
pa3u Ha f00y. [1alieHTaM, CXUIBHUM 00 COHIMBOCTI, PEKOMEHYETHCS Npu3HadaTy 40
Kparesb nepeq cHoM i 20 Kpariesib BpaHLi, i 4ac CHiaHKYy.

I maIlieHTiB MITHLOTO BiKy KOPUTYBaHHS 03U He IOTPiOHe.
Himam.

[TpuiioMm mpenapaTy peKOMeHOOBaHUY IIiCIIs MTOMepPegHbol KOHCYIbTAllil 3 TiKapeM, JiTsIM
BiKOM Bif 1 micsus o 1 poKy MoxKHa 3aCTOCOBYBaTH TiIbKYM 3a PEKOMEH[aLli€0 TiKaps.
PekomeHmgoBaHa o6oBa go3a ctaHoBUTh 0,1 Mr (To6TO 2 Kparti) Ha KT MacH Tina Ha go0y,
po3mofineHa Ha 3 IPUNOMHU.

20 xpanens = 1 M = 1 Mr fUMEeTUHAEHY MaJieary.

OeHicTH, OpabHi KpalJi He CIif MifgaBaTi BIIJIUBY BUCOKOI TEMIIEPATYPHU. V MIISLIIEUKY 3
TeITMM JUTSYUM XapuyBaHHSM iX CITif momaBatu 0€3M0CEPEHbO Mepel rogyBaHHAM. AKIIO0
OUTUHY TOOYIOTH 3 JIOKEYKHU, Kpalljli MOXXKHa 3aCTOCOBYBaTU HEPO3BeNeHUMH, Y YauHiu noxii. Kparmi
MalOTh IPUEMHUYU CMaK.

Himu.

He nmpusnavaTty OiTAM BiKoM mo 1 micsist, 0co0nuBo HeloHOUIEHUM. 3 00epeXkKHiCTIO
Ipr3HaYaTy Ipenapart y GopMi Kpamnesb OpaJbHUX HiTSM BiKOM [0 1 POKY: cefaTUBHUM
eeKT MoXKe CYIPOBOIXKYBAaTUCh €Ii30jaM{ HiYHOTO allHoe. Y [iTeil MOJIOAIIOTr0 BiKy
AQHTUTICTAMiHHI TpenapaTy MOXKYTb CIPUUYUHUTH 30yIKEHHS.



deHiCTHUII, KpaIlJli OpajbHiI MOXKHA 3aCTOCOBYBaTH OiTAM BikKOM Bif 1 micsaus mo 1 poky TinbKu
3a peKOMeH[alli€lo JIiKaps Ta Y pa3i HagBHOCTI YiTKUX [T0Ka3aHb 1 JIIKyBaHHSA
aHTUricTaMiHHUMU 3acobamu. He MoxXKHa mepeBUIyBaTH PEKOMEHIOBAHY O3y .

Ilepedo3yeanHsi.

[Tpu nepeno3yBaHHi OeHicTUIY, Kpalle/lb OpPaJIbHUX, K 1 IHIIINX aHTUTICTaMiHHUX
IpernapariB, MOXYTb BUHUKHYTH TaKi CUMIITOMHU: IPUTHIYEeHHS IIeHTPaIbHOI HEPBOBOI
cuctemu (UHC) Ta cornuBicTh (mepeBaxHo y gopocnux), ctumynsamia HHC i
AHTUMYCKApHUHOBI edeKTH (0COOIMBO V MiTEH Ta NIofed TTHROrO BiKy), Y TOMY YKCII 30yIKEHHS,
aTakcisi, Taxikapgis, rajolyHallii, CyIoMHU, TPEMOP, PO3IIUPEHHS 3iHUI, CYXiCTh  POTI,
TIOYEPBOHIHHS 00/1MYYsl, 3aTPUMKa cedi Ta raps4ka. Takoxk Iicyis IbOro MOXKJIUBUN PO3BUTOK
apTepianbHOI rinoTeH3ii, KOMU Ta KapHaiopeclipaTOPHOTO KOJaICy.

[Tpu nmepemo3yBaHHI HEOOXiOHO BXKMBATH 3aX0[iB, PEKOMEHIOBAHUX JIiIKYBaJTbHUM 3aKJIafloM,
BiIIIOBiOHO MO CUMIITOMIB, IIJ0 BUHUKAIOTh.

ITo6iuni peakuii.

OcHOBHUM NOOIiYHUM e(PEeKTOM 3aCTOCYBaHHS IIpenapaTy € COHIUBICTh, 0COOIMBO Ha IOYaTKY
JiKyBaHHSA. Y AyXKe PiIKiCHUX BUNagKaX MOXKYTh CIOCTEPiraTUCh alepriuHi peakiiil.

MoxmnuBi mo6iuHi epekTn
3 boky imyHHOI cucmemu.

PigkicHi: anadinakTyHi peakirii, BKI04Yaoyyd HaOpsK o0nuyys, hapuHreanbHUN HaOpSK,
BUCUITaHHS; M’'S30Bi CIa3MM Ta 3afUIIKa.

IIcuxiuHi nopyweHHA.

[ToonuHOKi: 30yKEHHS.

3 6oky Hepsogoi cucmemu.

IyXe 4acTo: nifgBUIlleHa BTOMJIIOBAHICTE.
YacTo: COHNIUBICTh, HEPBO3HICT.

[ToonuHOKi: royoBHUM 6ifib, 3aIIaMOPOYEHHS.
3 6oxy mpasHo20 mpakmy.

[TO0OOMHOKI: MITyHKOBO-KUIIKOBI pO3JIafy, HYLOTa, CyXiCTh y POTi Ta TOPJIi.

Tepmin npudamuocmi. 2 poku.



YMoBH 30epirannsi. 306epiraTé y HeOCTYIIHOMY 151 JiTe# MicIli y 30BHILIIHIN KapTOHHIH
yIaKOBIIl IpX TeMIepaTypi Hux4de 25 °C.

YnaxkoBka. [To 20 M1 y riakoHi 3 KpanelbHULIEIO.

Kareropis Bignycky. bes perernra.

BupOOHHUK.

Xaneon KX C.a.p.n. / Haleon CH S.a.r.l.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.

Pyt e Jletpa 2, Hiosn, 1260, IlIBennapis / Route De L’etraz 2, Nyon, 1260, Switzerland.



