WHCTPYKUUS NO NPUMEHEHUIO B COOTBETCTBUM ¢ hapmaLieBTUMECKMMU cTaHAapTamu (npenaparbl) -
1986
Mpenapart npofaeTcs 6e3 pelenTa Bpaya

PeHncTun renb 0,1%

OumeTtnHaeHa maneat 0,1% Dimethindene Maleate 0.1% w/w
MepeyeHb HeaKTUBHbIX KOMMOHEHTOB 1 annepreHoB B Npenaparte NpuBeeH B NyHKTe 6, a Takke B NyHKTe 2 Nog
3arofnoBkoM «BaxkHas nHopMaums 0 HEKOTOPbIX N3 MHIPEAMEHTOB Npenaparay.

BHuMMaTenbHO 1M NOMHOCTLIO NpoYUTanNTe MHCTPYKLMIO Nepea NPMMeHeHneM npenapara.

[aHHasa NHCTPYKLMS coaepxuT KpaTkyto MHdopMaumio o npenapaTe. Ecnu y Bac nmetoTca AoNonNHUTENbHbIE
BOMpOChI, 0bpaTnTeCh K Bpady unu dapmaLesTy.

Wcnonb3yiTe npenapaT B COOTBETCTBUM C YKa3aHUAMW B NYHKTe «[]o3npoBKa» SAaHHOW UHCTPYKLIMU.
MpokoHcynbTUpyNTECh C hapMaLieBTOM, eCrnv BaMm HeobxoamMmMa gononHuTensHas nHdopmaums. MNMpu oboctpeHnn
npu3HakoB 3abonesaHWs (CMMNTOMOB) UNW OTCYTCTBUM YyylLeHWs Yepes 7 AHen - obpaTnTech K Bpayy.

1. MNokasaHuA K NPUMEHEeHUIo:
Cbll'lb, 3y, HeBocnanuTesnbHble 3aboneBaHusa KOXMW, OXOrn, YKyCbl HQCEKOMBbIX, anneprmquKMVl oepmMaTtnT n 3Kk3ema.
TepaneBTquCKaﬂ rpynna: AHTUIMCTAMUHHbIE cpenctea

enb PeHncTUN HeWTpanuayeT A4eNCTBUE MMCTaMUHa - OQHOTO U3 BELLIECTB, BbIAENSAOLWNXCSA NPY anneprnyeckom
peakumu. Npu HaHeceHun Ha koxXy PeHncTun renb obnerdyaeT 3ya, BbI3BaHHbIM annepruieckon peakumen. Kpove
Toro, ®eHucTun renb obnagaeT MECTHO-aHeCcTe3npyLUM aencTeuem. GeHncTun renb NnpeacTaenseT cobon renb
Ha BOOHOW OCHOBE. OTO NO3BONSAET AEeNCTBYOLEMY BellecTBY 3h(EKTUBHO 1 BbICTPO NPOHMKATbL B KOXY (B TeYeHMe
HECKOMbKMX MUHYT), obnerdas 3ya u pasgpaxeHue.

2. MNepen npumeHeHneM npenapara
He cneayeTt NnpuHUMaTbL npenapart B creayrowux cny4dyasx:

e NPV rMNepYyBCTBUTENBHOCTM (anneprum) K akTUBHOMY MHIPeAVEHTY — AUMETUHAeHa ManeaT, nnbo k nobomy
ApYromy KOMMOHEHTY, coepallemMycsl B iekapcTae (nepeyveHb npuBeeH B NyHkTe 6);
e NpuV AMarHoCTUPOBAHHON anneprum Ha yKycbl HACEKOMBbIX.

Ocob6ble npegocTepexXeHnsi OTHOCUTENBLHO UCMONb30BaHUsA npenapara

MNepen Hayanom nevyeHns npenapatoMm MeHUCTUN refib COOGLUMUTE BpaYy: eCcnn y Bac eCTb Apyroe

3aboneBaHue, ecnu y Bac ecTb anneprvsl, ecnu Bbl Y>xe NpuHUMaeTe Apyrve npenapatsl nepopansHO Ui HapyXHo,

B chopme masel (oaxe npu camoneyeHmu!).

[ononHuTenbHble NpefocTepexXeHns

e /136eraiiTe HaHeCeHUs1 Ha OBLUMPHbIE YHaCTKWU, HA OTKPbITbIE PaHbl, HA OBLUMPHbIE MOPAXEHWUst KOXW UMK Ha
NOBPEXAEHHbIE Y4aCTKu KOXW (Hanpumep, Npu o)orax), 0COBeHHO y ManeHbknx AeTen 1 MnageHuUes.

¢ /13beranTe ANMTENbLHOIO BO3OENCTBMSA COMHEYHbIX Ny4en Ha obpabaTbiBaemble y4acTKu.

¢ ObpaTtuTechb k Bpayy B Cryyae 3Ha4yMTenbHOro 3yaa nnm obLMpHbBIX NOPaXKEHUA KOXK.

e OBpaTuTecsh K Bpayy, ecrn CMMNTOMbI CoXpaHsitoTcst bonee 7 gHen.

B3saumopaeincTBUE C APYTMMU NeKapCTBEHHbIMU cpeAcTBaMu
Ecnu Bbl npuHnmMmaeTe, nmbo HeQaBHO NpUHUManu gpyrue nekapCcrtBeHHble npenapaTtbl, BKro4vas
G6e3peuenTypHble NpenapaTtbl 1 6uogobaBkn, cooblmTe 06 3TOM Bpady unu chapmaueBTy.

BepeMeHHOCTb U KOpMNEeHUe rpyabLo

Bo BpeMs 6epeMeHHOCTM 1 KOPMIEHWs rpyablo DeHUCTUN renb creagyeT NPUMEHATb C OCTOPOXHOCTBIO, HE HAHOCS
Ha OBLUMPHbIE, HATEPTBIE I BOCNANEHHbIE YHaCTKU KOXM.

He HaHocwWTe renb Ha COCku B Nepuoa rpyaHOro BCKapMnBaHus.

BoxageHue n ynpaBneHne mexaHmaMmamum
deHncTnn renb He BNUSIET Ha CNOCOBGHOCTb ynpaenAaTb TPAHCNOPTHbIMU CpeAcTBaMU UM MeXaHU3MaMu.

BaxHas MHdopMaLusi 0 HEKOTOPbIX MHrPeAueHTax npenapara
®eHncTUn renb CoaepXuT NPonuIeHa rMuKonb B KOHUeHTpauuu 150 Mr/r: nponNuneH rmuKoMb MOXET BbI3BaTb
pasapa)eHne KOXW.

denncTnn renb coaepkmt 6eHsankoHusa xropug 0,05 mr/r: 6eH3ankoHUs XNnopua MOXeT Bbi3BaThb pasapakeHune
Koxu. Ecnu Bbl kKOpMUTE Tpyabio, HE CneayeT HAaHOCUTL Npenapat Ha o6nacTb rpyaum, Tak Kak BeLLEeCTBO MOXET
NPOHMKaTb B MaTEPUHCKOE MOJIOKO.



3. Kak ucnonb3oBatb npenapar?
[Mpu BO3HWMKHOBEHMN COMHEHMWI KacaTenbHO JO03NPOBKM U cnocoba npuMeHeHusa npenapaTa NPOKOHCYNbTUPYUTECH C
BpPa4oM nnu gpapmaLeBToMm.
MpuHsTas 0o3vMpoBKa, Kak NpaBuno
B3pocnbim 1 getam:
HaHecTn TOHKMM CnoeM Ha NopaKeHHbIE Y4aCTKU KOXM U Nerko nomaccupoBaTth. [pumeHsaTs 2-4 pa3a B AeHb.
He npeBblwaTb pekoMmeHayeMyto ,03Y.

MpoaonkuTenbLHOCTbL NeYeHus
He cnepyet npumeHaTe PeHncTun rensb 6onee 7 aHeln noapsa 6e3 koHcynbTaumm Bpaya.

He rnotatb. Tonbko ANs Hapy>KHOro MCNOMb30BaHMS.

B cnyyae nepeno3mpoBKM 1y criydanHoro npremMa npenapara BHYyTpb pebeHKoM HemeaneHHo obpaTuTechk K Bpady
Uny B NPUEMHBIN MOKOW BomnbHULEI, B35IB C COOOM yNakoBKy npenapara.

NekapcTBa Henb3s NpMHUMaThb B TeMHoTe! [pu Kaxgom Npuéme npenaparta NPoBepPSAAUTE ero HasBaHue U
[03UPOBKY Ha ynakoBke. Ecnu HyHO, HapgeBanTe OYKN.

Ecnu y Bac ectb 4ONOMHUTENBHBIE BOMPOCHI OTHOCUTENBHO NMPUMEHEHMS NpenapaTa, MPOKOHCYNbTUPYATECH C
BpPa4oM nnu gpapmaLeBToMm.

4. NMo6o4Hble achdheKTbI
Kak n npu nevyeHumn niobbim Apyrum npenapaTom, npumeHeHne PeHncTun rens MoXeT Bbi3aBaTb NOBOYHbIE adhdekTbl
y YacTu nauueHToB. He nyranTecb npu 4TeHnn cnncka noboyHbIX adpdekToB. Bo3amoxHO, Bam He npuaeTcs
CTOJNKHYTBCS HU C OOHUM U3 HUX.
MpekpaTuTe Mcnonb3oBaHWe NpenapaTta U obpaTuTechb K Bpa4y, €CNi BO3HUKITA KOXHAsA annepruyeckas
peakuusi, B TOM YuCrie Cbifb U 3ya. 3TO 04eHb peakvii No6oYHbIN addpekT (very rare), NposBNSOLWMIACS C YaCcTOTON
Hxe 1:10 000.
HeuacTo BcTpevatLwmecst noboyHble achdekTbl (uncommon) - nposBnsawmecs ¢ yactoton 1-10 Ha 1,000: cyxocTb
KOXW UMK HYYBCTBO XOKEHWS.
B cnyyae nosiBneHus unu ycyry6neHus Kakoro-nm6o u3s no6o4Hbix acgpcpekroB, nnb6o nposBneHus
no6oyHoro adpchekTa, He YNOMAHYTOro B AAHHON MHCTPYKLIMM, NPOKOHCYNbTUPYUTECH C BPayomM.

CoobwmTb 0 N060YHLIX adhdeKkTax B MUHUCTEPCTBO 30PaBOOXPAHEHNS MOXHO, 3aMofnHMB (hopMy oTYeTa O NOBOYHbIX
acpchbekTax no ceoinke «OT4EeT 0 NOBOYHbIX adhheKTax B pesynbTate MEANKAMEHTO3HOMO NEYEHNA» Ha rMaBHOW
cTpaHuue Beb-carita MuHucTepctBa 3gpaBooxpaHeHus (www.health.gov.il), n6o no ccbinke:
https://sideeffects.health.gov.il/

5. Kak xpaHuTb npenapat?
He ponyckaiite oTpaBneHusi! Bo nsbexaHme oTpaBneHuii JaHHbIA Npenapar, Kak U Bce Apyrve nekapcrsa, crnegyet
XPaHWTb B 3aKPbITOM MeCTe, HeJOCTYNHOM ANs AeTel U HAaXOAALWEMCS BHE X Nons 3peHus. He Bbi3biBanTe pBOTY
6e3 nonyyeHnst YETKOro yKkasaHus Bpava.
He vcnonb3yiiTe npenapat nocne NcTedeHms Cpoka roaHocTu (exp. date), ykazaHHOro Ha ynakoBke/aTukeTke. Cpok
FOAHOCTM OTHOCUTCS K MOCneaHeMy AHI0 YKadaHHOro mecsua.
YcnoBus xpaHeHuA:
XpaHuTb nNpu Temnepartype Huxe +25 °C.

6. lononHuTenbHaa nHcpopmauus

¢ [loMMMO OencTByOLLErO BeLLeCTBa NpenapaT COAEPXUT:
Purified Water, Propylene Glycol, Sodium Hydroxide Solution, Carbomer, Disodium edetate, Benzalkonium
Chloride

e BHelwHWI BUA npenapara v CoOaepXnmoe ynakoBKu:
npo3payHbli, Crerka XenToBaTblv refib no4tn 6e3 3anaxa.
YnakoBka: antoMuHveBasi Ty6a, 3aKkpbiTasi MacTUKOBOW KPbILLKOM.
Pa3wmep ynakoBku: 30 rpammoB nnm 100 rpammos.
B npopgaxe moryT 6bITb NpeacTaBneHbl HE BCE pa3Mephbl YNakoBOK.

¢ Brniagenew, permctpaumoHHoro yaoctoBepenus u ero agpec: GSK KoHcbtomep Xenckevp Mapauns J14., n/a 3256,
Metax-Tuksa

¢ Mpounseogutens u ero agpec: GSK KoHcbiomep Xenckenp SARL, HboH, LBenuapus.

e OTpepaktupoBaHo B MapTe 2023 cornacHo ykasaHusam MuHucTepcTBa 30paBoOXpPaHEeHNS.

e PernctpaunoHHbIi HOMep fnekapcTBa B rocyAapCTBEHHOM peecTpe MuHMcTepcTBa 34paBOOXPaHEHMS:
133-24-24020

e [laHHas MHCTPYKLMA U3MOXEHA B MYXXCKOM pofe 13 coobpaxeHuii NpocToThl U yaobcTea uTeHusl. Tem He MeHee,
OaHHbIV MpenapaT npegHasHaveH aAns npeacraBvTenen 006oux nosos.


http://www.health.gov.il/
https://sideeffects.health.gov.il/

Toprosble 3Haku npuHagnexat GSK Ha npaBax co6CTBEHHMKA UM HA OCHOBaHUM NULLEH3NOHHOTO aorosopa. ©2023
GSK unu nuueHsmnar.
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