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OTIPAX

Ear drops, solution

Read all of this leaflet carefully before you start using this medicine because it

contains important information for you.

Always use this medicine exactly as described in this leaflet or as your doctor or

pharmacist have told you.

o Keep this leaflet. You may need to read it again.

e Ask your pharmacist if you need more information or advice.

o If you get any side effects, talk to your doctor or your pharmacist. This includes any
possible side effects not listed in this leaflet.

e You must talk to a doctor if you do not feel better or if you feel worse after 10 days.

What is in this leaflet:

1. What OTIPAX is and what it is used for
2. What you need to know before you use OTIPAX
3. How to use OTIPAX

4. Possible side effects

5. How to store OTIPAX

6. Contents of the pack and other information

OWHAT OTIPAX IS AND WHAT IT IS
USED FOR

Pharmacotherapeutic group: Local analgesic/

anti-inflammatory for otological use.

ATC code: S02DA30.

OTIPAX contains two active substances:

lidocaine which is a local anesthetic and

phenazone which has analgesic and anti-

inflammatory properties. The action of drug

(relieving of tympanum pain and reduction

of inflammation) starts 5 minutes after the

instillation. The pain disappears within

15-30 minutes.

OTIPAX is indicated for the local symptomatic

treatment of certain painful conditions of the

middle ear with intact tympanic membrane:

e acute otitis media

e otitis as a complication after flu

e barotrauma otitis

éWHAT YOU NEED TO KNOW BEFORE
YOU USE OTIPAX
DO NOT USE OTIPAX:
olIf you are allergic to lidocaine or
phenazone or any of the other ingredients
of this medicine (listed in section 6)

e If you have a tympanic perforation from
infectious or traumatic origin (see: take
special care with Otipax)

Warnings and precautions

If there is an opening in the tympanic

membrane (ear drum), this medicine may

cause adverse effects in the middle ear.

Other medicines and OTIPAX

Due to the local action of OTIPAX no drug

interaction is expected.

Tell your doctor or pharmacist if you are

taking, have recently taken or might take

any other medicines.

Pregnancy and breastfeeding

This medicine can be used, in the normal

way, during pregnancy or by nursing

mothers if necessary.

If you are pregnant or breast-feeding, think

you may be pregnant or are planning to have

a baby, ask your doctor or pharmacist for

advice before taking this medicine.

6 HOW TO USE OTIPAX

For adults and children from 1st day of

life, instill 4 drops 2-3 times per day

into the external auditory passage.

The course of treatment should not

exceed 10 days.

Mode and way of use

Auricular route.

e Unscrew the cap of the bottle.

e Remove the dropper from
its blister.
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e Screw the dropper on the bottle.

e Uncap the dropper.

e Turn the bottle upside down while
carefully pressing the dropper to release
1 drop.

e Press it further until you
release 4 drops.

e Put the white cap on the
dropper.

Do not swallow or inhale. Avoid contact

with eyes or other mucous membranes.

Overdose. No overdose should be expected
when using the drug according to the
instructions.

If you forget to use OTIPAX

Do not take a double dose to make up for a
forgotten dose.

If you have any further questions on the use of
this medicine, ask your doctor or pharmacist.

POSSIBLE SIDE EFFECTS
Like all medicines, this medicine can cause side
effects, although not everybody gets them.
The side effects are rare (may affect up
to 1in 1000 people): local reactions such
as allergy, irritation or redness of the
auditory meatus.
If you get any side effects, talk to your
doctor or pharmacist. This includes any
possible side effects not listed in this leaflet.
HOW TO STORE OTIPAX
Keep this medicine out of sight and reach
of children.
Shelf-life: 3 years from the
manufacturing date.
Do not use after expiry date stated
on the box and the bottle.
Storage conditions: Store away
from light at a temperature
below 25°C.
Use during 1 month after first
i opening.

Do not throw away any medicines via
wastewater or household waste. Ask your
pharmacist how to throw away medicines
you no longer use. These measures will
help protect the environment.

QCONTENTS OF THE PACK AND OTHER
INFORMATION

What OTIPAX contains?

Composition: 1g solution contain:

Active substances:

Phenazone ...........cccccuecconnevcnnnnn. 40 mg
Lidocaine hydrochloride........................ 10 mg
Excipients: sodium thiosulfate, ethanol,

glycerol, purified water.

What OTIPAX looks like and contents of
the pack

15ml-vial of amber glass, closed with screw
cap in plastic, containing 16 g of a clear,
colourless or very slightly amber solution,
with an alcohol odour. Box is packed with one
vial and one soft dropper in blister.

Delivery conditions

Without prescription.

Manufacturer address
BIOCODEX

1 avenue Blaise Pascal
60000 BEAUVAIS
FRANCE

Marketing Authorization Holder
BIOCODEX

7 avenue Gallieni

94250 GENTILLY

FRANCE

This leaflet was last revised in July 2016

35775/02
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OTUINAKC

YiLHble Kannu, pacTBop

cTano xyxe nocne 10 gHen neyeHus.

Mepea npuMeHeHMEM NeKAapPCTBEHHOro CPeACTBA BHUMATENbHO MPOUTUTE BCIO

MHCTPYKLMIO, TaK KaK OHO COAEPXUT BaXKHyI0 MHGopmaumio ana Bac.

Bcerga mcnonb3yiTe 3TO 1EKAPCTBO TOYHO, KAK OMUCAHO B AAHHON WHCTPYKLUW, UK

Kak Ball Bpay uau dhapmaLesT ckazan Bam.

o CoxpaHuTe 3Ty MHCTPYKLMIO! BO3MOXHO, NMO3xKe eé NoHaA06UTLCA NepeynTaTh.

o Ec/i1 Bam HeobxoayMa I0MNONHUTE bHAs MHGOPMALIMA UK COBET, 0bpaTuTeCh K (hapMaLieBTy.

e Ec/in Bbl 0B6Hapyxuau iobbie noboyHble AeiCTBMA Npenapara, 0bpaTUTech K Ballemy
Bpauy Ui hapMaLeBTy, BKA0Yas N06OYHbIE 3 HeKTbI, He yKa3aHHbIE B STON MHCTPYKLMN.

e Bbl O/KHBI BHOBb 06PATUTLCSA K BPauy, €C/M Bbl He YyBCTBYeTe ceba nyywe unu Bam

M3 3TON MHCTPYKLUKN MOXHO Y3HATb:

1. Y7o Takoe OTUMAKC v ans yero ero
NPUMEHSIT

. UTo HeobxoaumMo 3HaTh nepes,
npumeHenmem OTUMAKC

. Kak npuHumats OTUMNAKC

. BO3MOXHble N0bOYHbIE AENCTBUS

. Kak xpaHutbe OTUMAKC

. CopepxaHne ynakoBKu 1 gpyras
nudopmauus

OLITO TAKOE OTUIMNAKC U AJid YEro

ErO MPUMEHAKOT

MecCTHbIN NPOTUBOBOCMANNUTENbHBIN

W aHanbresupywwuin npenapaTt AN

NPUMeHEeHNs B OTONOTUN.

Kop, ATC: S02DA30.

OTUMAKC coaepxuT ABa aKTUBHBIX BELLECTBa:

JINA,OKANH, YTO MECTHbI aHECTETUK U hEHA30H,

KOTOpbIA ~ MMEeT  MPOTMBOBOCMAJIUTENBHOE

n obesbonuBaiollee CBOMCTBO. [JleiicTeume

nexkapcTea (yMeHblueHne 6onn HapabaHHOM

MepPeroHKM W CHKEHWe  BOCMaNeHus)

HaYMHAETCA Yepe3 5 MUHYT NOC/e 3aKarnbiBaHUA.

bonb ncyesaet B TeueHne 15-30 MuHyT.

OTUNAKC noka3aH Ans MeCTHOro

CUMMTOMATNYECKOrO  JIeYeHUs  HeKOTOPbIX

60NE3HEHHBIX COCTOSHUI CPeaHero yxa c

WHTaKTHOMN bapabaHHOW nepernoHKoM:

e OCTPbIN CPpeHUNA OTUT

e OTUT KaK OC/IOXKHeHMe rpunna

e bapoTpaBMaTUYECKUN OTUT

N

Suvibhw

é‘-ITO HEOBXOAMMO 3HATb NEPEL
MPUMEHEHMEM OTUNAKCA

HE NTPUHUMAUTE OTUNAKC:

e ECn y Bac annerpus K NUAOKaUHY Wau
theHa3oHy UK K 110boMy 13 KOMMNOHEHTOB
3TOro npenapata.(ykasaHHble B oTAeNe 6)

o Ecm y Bac npedopaums 6apabaHHON MepenoHKM
WHMEKLMOHHOTO UM TPaBMAaTUYeCKOro
NPOUCXOXAEHNS (CMOTpUTE 0CObbIE Mepbl
npeAoCcTopoXHOCTU OTHUMakca)

o [peaynpexaeHus U Mep NpesoCTOPOXKHOCTHU.
Ecnm ectb oTBepcTMe B bapabaHHoi
MEepenoHKe, 3TO JIEKAPCTBO MOXET BbI3BaTb
noboyHble 3hdeKTbl B CPeHEM YXe.

Opyrue nekapcrtea u OTUMAKC

M3-3a nokansHoro gencteus OTUMAKCA

NIEKAPCTBEHHbIE B3aMMOAENCTBUA He OXMAAIOTCS.

PacckaxuTe cBoemy Bpauy uam hapmauesTy,

eCnu Bbl B MOCNEAHEE BpPEMS MNPUHANM,

npUHUMaeTe Unu cobupaetech NPUHUMATh
nobble Apyrue nekapcTaa.

bepeMeHHOCTb U KOpMAIeHUe rpyabio

JTO NeKapcTBO MpU  HeobXOAUMOCTY

MOXET OblTb MCMOMb30BAHO B OObIYHOM

pexume BO BpeMms 6epeMeHHOCTM Unu

KOPMSALLMM MaTepsMm.

Ecm Bbl  GepemeHHbl WM KOpMUTE

TPYAbIo, UK AYMAETE YTO BO3MOXHO Bbl

bepeMeHHbl, WK MiaHUpyiATe UMETh

pebeHka, MOCOBETYITECh C BALIMM

BPAYOM Wn hapMaLIeBTOM, NPex e

yem NMPUHUMATB 3TO NIEKAPCTBO.

Ex@®®
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é KAK MPUHNMATb OTUNAKC

B3poc/ibiM M [eTAM C MEepBOTO AHA KW3HM

3aKanbiBaTb Mo 4 kanau 2-3 pas3a B [eHb B

HapY»XHOE C/TyXOBOE 0TBePCTME. Kypc neyeHus

He [o/KeH npesbiwaTh 10 aHew.

Pexxum 1 cnocob ncnonb3oBaHus

CnyxoBOW MyTb.

o OTBUHTUTE KPbILIKY BYTHISKM.

e YaanuTe KanenbHULY U3 ero 6aucrepa.

e MPUBUHTUTE KanesbHULY K byTbiske.

o OTKpONTE KanesbHULLY.

o MepeBepHnTE OYTBIIKY BBEPX [AHOM,
OCTOPOXHO HaXWUMas Ha NUNETKY, 4TObbI
ocBoboauTb 1 Kansio.

o HaxmuTe ee fanibLue, MOKa Bbl He OTMYCTUTE
4 kanau.

o [onoxuTe 6e/bI KONMAYOK Ha KanesbHULLY.

He rnoTatb unm BabixaTb. /36erath KOHTaKTa C

rnasamu v ApyrumMiu CIM3MCTbIMK 0B0I0YKaMK

@)

Mepepo3upoeka. [Npu ycnosun cobnoaeHms
TpeboBaHW K cnocoby npuMeHeHUs
nepeao3nMpoBaHNe HEBO3MOXHO.

Ecnu 3a6buin npunaTe OTUMAKC

He npuHumanTe ABONHYK A03Yy, YTOObI
KOMMEHCUPOBATh 3abbITyI0.

Ecnny Bac eCTb LONO/HUTEbHbIE BOMPOCHI MO
MPUMEHEHMIO 3TOTO JIeKapCTBa, 0bpaTUTeCh K
cBOEMy Bpayy Uiu dhapMaLesTy.

QBO3MO)KHI>IE MOBOYHbIE 2PPEKThI
Kak 1 Bce NeKkapcTBa, 3TO JIEKAPCTBO TaK Xe Y
HEKOTOPbIX MOXET BbI3BaTb NOBOYHbIE IDDEKTBI.
MoboyHble  AeNCTBUA  peakn  (MOXeT
BO3HUKHYTb Y 1 13 1000 ntoaei): MecTHble
peakuun, Takue, Kak anieprus,
pa3fipaxeHue WAU MNOKpacCHeHue
ClyXOBOTO NPOX0Aa.
Ecnu y Bac BO3HUKAM Kakue-
nmbo  noboyHble  3hdekTh,
paccKaXxuTe BalleMy Bpauy Wau
thapmaueBTy, BktoYan 3hdekTbl,
HE MEepPeuYNCNEeHHble B AAHHOM

6 KAK XPAHUTb OTUIMAKC

XpaHuTe 370 /1IeKapCTBO B HEOCTYMHOM W
HeBUAMMOM ANA AeTel MecTe.

He wucnonb3oBaTh Mocsie MCTeYeHUs CpPOKa
rOLHOCTU, YKa3aHHOIO Ha YNaKOBKe.

Cpok rogHocTu: 3 roga c Aatbl NPOU3BOACTBA.
Ycnosua  XpaHeHus:  XpaHuUTb  npwu
Temnepatype Huxke 25°C, BAanu ot ceeTa.
Mcnonb3oBaTh B TeyeHun 1 mecaua nocne
BCKPbITUS.

He BblbpacbiBaiiTe /obble  EKAPCTBEHHbIE
CpeacTBa Yepe3 CTOYHbIE BOAbI WU ObITOBbIE
OTXOfbl. BblsICHUTE y CBOEro (hapMalieBTa, Kak
BbIOPOCUTb NIEKAPCTBEHHbIE CPEACTBA, KOTOPbIE
Bbl bonbLLE He 1CMosb3yeTe. ITU Mepbl MOMOryT
BaM 3aLUTUTb OKPYKAIOLLYIO Cpesy.

QCOAEP)KAHVIE YMAKOBKU U APYTAA
UMHOOPMALMA

Coctas OTUNAKCA

CocrtaB : 1r pacTBopa coaepXuT:

AKTUBHbIE BeLLecTBa:
DEHABOH. ...ttt 40 mr
JInpokanHa rufpOXIOPUAL........cvceveenrn.. 10 mr

BcrnioMmorartesibHble BelyecTsa: Tuocynbdar
HaTpWA, 3TAHON, IMLEPON, BOAA OYNLLEHHAS.
BHeWHUN BUA U COAEPXKMMOE YNaKOBKM
OTUMAKCA

15M1 CTEKNAHHBIA hNAKOH SHTAPHOMO LLBETA,
C HAKPYYEHOM NNACTUKOBOMN KPbILLKOW, COAEPXKUT
16 r npo3payHoi, BecuseTHON WM GneaHo-
SHTAPHOTO LBETA PACTBOP, C 3aMaxoM afIkoross.
B ynakoBke 1 chakoH v OTAENbHO BIOXKEHHAS
rmbkas KanesbHMLA B bancTepe.
YcnoBue oTnycka:

be3 peuenTa.

Aapec npousBoauTens
BMOKOEKC

1 aBeHto bne3 MNackanb

60000 boe - ®PAHLNA
Bnapaenew perucTpaLMoHHOro CBUAETENbCTBA
BMOKOZEKC

7 aBeHto [anbeHn

94250 XaHTtunnm - PAHLINA

DTOT BKAAAbIW MOCNEAHUN pa3
nepecmatpuBancs B uone 2016 roga.
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