IHCTPYKUIA
015 MeMYHOIr0 3aCTOCYBaHHSA NIKapCbKOro 3acoby
®EHICTUN TEJ1b

(FENISTIL GEL)

Cknap:
Aito4ya pe4yoBuHa: oUMeTUHOEHY MasieaT;
1 r rento MiCTUTb AMMETUHOEHY ManeaTy 1 Mmr;

JAOMOMIiXKHI pe4oBMHM: BeH3aNKOoHIlo xnopua, AuHaTpito egeTaT, kKapbomep 974P,
HaTpitlo rigpokcua, nponineHrnikosab, BoAa O4unLLEHa.

Jlikapcbka dopma. enb.

OCHOBHI pi3nKo-xiMidHIi BnacTuBocTi: OgHopigHMN renb Big 6e3bapBHOro Ao 3s1erka
YKOBTYBATOIr0 KOJIbOPY, Npo3opuin abo 31erka onanecueHTHUN.

dapMakoTepaneBTU4YHaA rpyna. AHTUrictaMiHHi 3acobun ansa micuesoro
3aCTOCYBaHHS.

Kon ATX DO4A Al3.

dapMaKoNoridyHi BJIaCTUBOCTI.
QapmakoanHaMiKa.

OnMmeTnHaeHy ManeaT - NOXiAHWUN NPOAYKT PeHiHOEeHY, aHTAroHICT ricTaMiHy Ha piBHI
H1l-peuenTopiB. YAHUTE NpoTUaNeprivyHy i NpoTUCBEPOIXKHY Ait0. 3aBASAKN aKTUBHIN
PEYOBUHI - AUMEeTUHAEHY ManeaTy, WO BXOANUTb A0 CKAady NikapCbKoro 3acoby
deHicTnA renb, NPpU HaHECEeHHI NpenapaTy Ha WKipy 3MeHLWY€ETbCS cBepbiX i
rnoApasHeHHs, WO CYynpoBOAXKYIOTb LWKIPHI aneprivyHi peakuil. NMpenapaT MaE TakoxXx
MicLeBOaHeCcTe3Yy4i BN1aCTUBOCTI Ta OXOJI0OXKYE LWKipy NPy HaHECEeHHI.



Mpn MicueBOMY 3aCTOCYBaHHI resito 3aBAsKM NOro cneuiajibHO po3pobneHin oCHOBI
aKTMBHA PeYOBMHA LWWBMOKO MPOHUKAE Y LKIPY Ta NOYMHAE OiATWN BXXe 4yepes KifibKa
XBUNH. MakcuManbHNM eheKT OOCAraeTbCs Yepes 1-4 rognHn.

®dapMaKoKiHETUKA.

CnctemHa 6iogoCTYMHICTb aKTUBHOI pe40BUHN CTaHOBUTL 10 %.

KniHiYHi XapaKTepucTuKm.
Moka3aHHA.

LLIKipHWn cBepbix, Hanpuknag Nnpu yKycax kKomax, HeobwimpHa CoOHAYHa epuTemMa,
HeyCkKagHeHi HeBENMKI OMiKW LWKipW Ta aneprivyHi nogpasHeHHS HEBEJIMKNX OiNAHOK
LKipw.

NMpoTunokKa3saHHA.

MiosnweHa ‘-IyTJ'II/IBiCTb 0o 6y,ub-m<oro KOMITOHEHTa npenaparTy.

B3aemogpia 3 iHWKMMM NiKapcbKUMU 3acobamm Ta iHWI BUAKW B3AaEMOAiN.

Jdocnig>XeHb B3aeMopii NikapCbKoro 3acoby He NMpPoBOAKIIOCE; NPOTE, OCKINIbKU
cucTteMHa agcopbuis AMMeTMHAEHY ManeaTy Npu 3aCTOCyBaHHI AaHOro npenapaTy €
BKpaln HNU3bKO, B3AEMOAIA NpenapaTy 3 iHWMMK NlikapCbKnMK 3acobamm
MaJIOMMOBIpHa.

OCcob6MBOCTi 3aCTOCYBAHHHA.

MpenapaT MICTUTb BeH3a/KOoHI0 Xx10pna Ta NPOMINEHr AiKOJb, WO MOXYTb
CMPUYNHNTN MOOPa3HEHHS WKipW.

NMpenapaT He MOXXHa 3aCTOCOBYBAaTM NPUN HASABHOCTI BiAOMOI anepril Ha yKycn KomMax. Y
TakoMy BMNaAKy cnif 3aCToCoByBaTW npenapaTtm CUCTEMHOI fil.

Cnig yHUKaTM 3aCTOCYBaAHHSA NiKapCbKoro 3acoby deHicTua resib Npu yparkeHHi
BEJINKUX AINAHOK LWKipu, ocobnmeo aitam abo nigniTkam.



Mig 4ac nikyBaHHA npenapaTtoM CNifl YHUKATWN TPUBAJIOro BMJINBY COHUSA Ha yparkeHi
OINAHKN WKipw.

Y pa3i gy>e cnnbHoro ceepbexy abo ypakeHHsa 06LLNPHOT AiNAHKW WKipK, KpiM
MiCLLeBOIro 3aCTOCYyBaHHSA npenapaTy, C/if 3aCTOCOBYBaTU TaKo)X NepopasibHi hopMum
npenapaTy (PeHicTnn, Kpannai opanbHi).

3acTocyBaHHA y nepios BaritTHOCTi abo rogyBaHHSA rpyaao.

KniHivHi gaHi Wwoao 3acTocyBaHHA npenapaTy BariTHUM XXiHKaM BifCYTHI.
3acTocyBaHHS NpenapaTy y nepioq BariTHOCTI Mig Yac OOCNiOXKEeHb Ha TBapUHax He
CMNPUYMNHANO LWKIANBOIrO BMJINBY (K NPAMOro, Tak i HEMPAMOro) Ha Xi4 BariTHOCTI,
PO3BUTOK MJ04a, @ TaKoXX Ha NofasiblLUMiA pO3BUTOK NMOTOMCTBA. lNpoTe y nepion
BariTHOCTIi HE PEKOMEHOYETbCA 3aCTOCOBYBAaTU PEHICTUA resb, KpiM BUNagkKiB, KOn
KOPUCTb BifZl 3aCTOCYBaHHSA NepeBuLLYE MNOTEHUINHUA PU3SMK ON4 naofa. Y TakoMy pasi
3aCTOCYBaHHA NpenapaTy MOXJ/MBe Jinlie 3a NPpU3HaYeHHAM Nikaps.

He pekoMeHOYy€eTbCA HAHOCUTUN PEHICTUA Feflb Ha BEJIUKI AiNAHKW WKipn, 0cobamnBo Ha
nowkoa>xeHy abo 3ananeHy Wkipy. Lle ) CTOCYETbCA | XKIHOK, SIKi rogytoTb rpyaato.
KpiMm TOro, xiHkam, aKki rogytoTb rpyanto, He cnig HaHOCUTU resib Ha COCKM MOJIOYHUX
3a/103.

3aaTHICTb BNIMBATK Ha LUBUAKICTb peakuii npu KkepyBaHHIi aBTOTPaHCIopToM abo
[HLUMMU MexaHi3MaMu.

AvmeTnHaeHy ManeaT rnpu 30BHILLHLOMY 3aCTOCYBaHHI He BMJIMBA€E Ha WBUAKICTb
peakuii Npn KepyBaHHiI aBToTpaHcNopToM abo poboTi 3 iIHWMMK MexaHi3MaMW.

Cnocib 3acTocyBaHHA Ta A03M.

AiTam BikOM [0 2 poOKiB npenapaT MOXXHa 3aCTOCOBYBATU JiMLe 3a NPU3HavYeHHAM
Nnikapsa. HemosnaTam i 4iTAM MOJIOALWIOro BiKy He Cnif 3aCTOCOBYBaTU npenapaT Ha
BeNINKI QiNAHKKN WKipu, ocobnmneo nowkoaxeHoi abo 3ananeHoi.

Hdopocnum Ta JiTsaMm BiKOM Bif, 2 POKIB reflb CNifi HAHOCUTU Ha YpaXKeHi OiNAHKN WKipwn
2-4 pa3un Ha 0oby. AKLL0 CTaH 3aXBOPIOBAHHSA He NOKpaLLy€eTbCa nicna 7 aib
3aCToCyBaHHSA NpenapaTy, HeobxiaHO 3BEepPHYTUCS A0 NiKkaps.



Y pa3si gy>xe cunbHoro ceepbexy abo ypa>keHHS oBLLINPHOI AiNAHKW, KPiM MiCLLEBOro
3aCTOCYBaHHSA npenapaTy, CNif 3aCTOCOBYBaTU TakoXX NepopanbHi hopMu npenapaTy
(PeHicTun, Kpani opabHi).

Aditn.

AiTam BiKOM 00 2 pOKiB npenapaT MOXXHa 3aCTOCOBYBaTU JMwe 3a NPU3HavYeHHAM
Nnikaps. HemoBnaTaMm i 4iTaM MOMIOALLOINO BiKy He CNif 3aCTOCOBYBATW NpenapaT Ha
BENUKI QiNAHKKN WKipn, ocobnneo nowkog)xeHoi abo 3ananeHoi.

Mepepo3yBaHHA.
Ha paHun 4ac He 6yno nosigoMsieHb NPO BUNMaAKu nepenosyBaHHSA npenapaTomM.

Mpu BUNaAKOBOMY NPOKOBTYBaHHI BEJIMKOI KiJIbKOCTi NiKapCbKOro 3acoby ®eHictun
refb CNif HeranHo 3BepHyTUCA 00 Nikaps.

MoXyTb cnocTepiraTuca Aeski CUMNTOMU, XapakTepHi Ana nepenosysaHHa H1-
aHTUricTaMiHHMMKM 3acobamMum oNa CUCTEMHOIO 3aCTOCYBaHHSA: MPUrHIiYeHHS
LLEHTpPaIbHOI HEPBOBOI CUCTEMU, LLLO CYNMPOBOAXKYETbCHA COHJIMBICTIO (MEpeBa)KHO y
[0pocaunx), CTUMyNALia LeHTpasibHOI HEPBOBOI CUCTEMU Ta aHTUMYCKapUHOBUN epekT
(ocobnnBo y piTen Ta noaen NiTHLOro BiKy), BKAOYao4mM 36y a)KeHHSs, aTakcito,
rajilouMHaUii, TOHIKO-KNOHIYHI CcyaomMun, Migpias, CyxiCTb B pOTi, rinepemito o6sn44s,
NMopyLUEeHHSA Ce4OBUMNYCKaHHSA, rapsivyky, TakKoX MOXXJ/INBa apTepiasibHa rinoTeHsis.

Mpwn NnepenosyBaHHi HEOOXiAHO BXXMBATK 3aX04iB, PEKOMEHA0BAHMX JiKyBaJIbHUM
3aK/J1a4oM BigMoOBiAHO 4O CUMMTOMIB, LLO BUHUKAIOTb.

MobivHi peakuii.

HanyacTiwmmm nobivHNMM ehekTamMm € HE3HAYHI Ta KOPOTKOYACHI peaKLuil Ha WKipi y
MicLi HaHeceHHS. MNMpenapaT MiCTUTb 6eH3asKOHIt0 XJ1Iopna Ta NPOMINEHr NiKOoNb, AKi
MOXYTb CAPUYNHUTU MOAPA3HEHHS WKipW.

Moxxnunsi nobivyHi ehekTu
3 BOKY WKipW Ta CNONYYHUX TKAHWUH:

YacToTa HeBigoMa (He Mo)xe ByTn BU3Ha4YeHa Ha OCHOBI AOCTYMHUX AAaHUX): CYXiCTb
WKipW, BiAYYTTA NMeYiHHA WKipW, aneprivyHi peakuil, BKJOYa4YM WKIPHI BUCUNAHHS,



ceepbixx Ta HabpsK, anepriyHUn oepMaTuT, KPOMnB' sHKa*.

*[laHi OTPUMaHO y Npoueci MOCTMapPKETUHIOBUX CNOCTEPEKEHD.

TepMiH NpUBATHOCTI.

2 POKMW.

YMoBM 30epiraHHs.

36epiratn y cyxomy Mmicui npn TemnepaTypi Hux4e 25 °C. 3bepiratn y HegoCTynHoOMy
ONs DiTen Micui.

YnakoBka.

Mo 30 r y Tybax.

KaTeropis Bignycky.

bes peuenTa.

BupoOHuUK.

CK KoHcbloMep Xenckep C.A./GSK Consumer Healthcare S.A.

Micue3Haxopn >keHHA BUPOOHMKA Ta agpeca Micusa NpoBaa>keHHA Uoro
DiANbHOCTI.

PyT ne JleTpa, 1260 HioH, LWBenuapisa/Route de I'Etraz, 1260 Nyon, Switzerland.



