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

QWHAT 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)

o 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.
o 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.

9

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.

0 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 1 in 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.

6 HOW TO STORE OTIPAX
Keep this medicine out of sight and reach
of children.
Shelf-life: 3 vyears
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
opening.

from the

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 ..........c.cccccocuvecvrnncnnnnn. 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

22 rue des Aqueducs

94250 GENTILLY

FRANCE

This leaflet was last revised in March 2025
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OTUNAKC

YiWwHble Kannu, pactBop

Mepea npuMMeHeHMEM NeKApCTBEHHOro CPeACTBA BHUMATENbHO MPOUTUTE BCIO

MHCTPYKLMIO, TaK KaK OHO COAEPXUT BaXkHyl0 MHGopmaumio ana Bac.

Bceraa ncnonb3ynTe 3TO IEKAPCTBO TOYHO, KaK OMWUCAHO B AAHHOW WHCTPYKLUW, UK

KaK Ball Bpay uan dapmaLesT ckazan Bawm.

o CoxXpaHuTe 3Ty MHCTPYKLMIO! BO3MOXHO, NO3Xe €€ NOHaL0bUTLCA NepeynTaTh.

o Ec/i1 Bam HeobxoayMa oNoNHUTe bHAs MHGOPMALLUA UK COBET, 0bpaTuTeCh K hapMaLieBTy.

o Ecin Bbl 06Hapyxunu niobbie noboyHble AeMCTBUA NpenapaTa, 0bpaTUTeCh K Ballemy
Bpauy U hapmaLeBTy, BKoYas NoboyHble 3heKTbl, He yKa3aHHble B 3TON UHCTPYKLM.

o Bbl A,0/1XHbI BHOBb 0OPATUTLCA K Bpauy, €C/IA Bbl HE YyBCTBYeTe ceba ayyiie uam Bam

cTano xyxe nocne 10 gHeN neyeHus.

M3 3TON MHCTPYKLUMN MOXHO Y3HATb:

1. Y7o Takoe OTUMAKC v ans yero ero
NPUMEHST

. UTo HeobxoaumMo 3HaTh nepes,
npumeHennem OTUMAKC

. Kak npuHumats OTUMNAKC

. BO3MOXHble N0b6OYHbIE AENCTBUS

. Kak xpanutb OTUMAKC

. CopepxaHue ynakoBKu n gpyras
nHdopmauus

OLITO TAKOE OTUNAKC U ON4 YErO
EFO NPUMEHSAOT
MecCTHbIN MPOTWUBOBOCMNANUTENbHbIN
M aHanbresupywuwmuin npenapat ans
NpUMEHEHUs B OTONOTUN.
Kop, ATC: S02DA30.
OTUMAKC coaepxuT ABa aKTUBHBIX BeLLeCTBa:
JIMA0KaNH, YTO MECTHbI aHECTETUK U (heHA30H,
KOTOPbIN ~ MMEEeT  MPOTMBOBOCMANUTENILHOE
n obesbonuBaiollee CBOMCTBO. JleicTBue
nekapcTea (ymeHblueHne 6onu bapabaHHoM
MEPENOHKM U CHWXEHME  BOCMasNeHMs)
HAYMHAETCA Yepe3 5 MUHYT NOoC/e 3aKanblBaHMs.
bonb ncyesaet B TeyeHne 15-30 MuHyT.
OTUNMAKC noka3aH Ans MeCTHOro
CMUMNTOMATUYECKOrO  JIEYEHUS  HEKOTOPbIX

Suvihw N

60NE3HEHHbIX COCTOSHUI CpPeaHero yxa c
VHTaKTHOM 6apabaHHON nepernoHKoM:

e OCTPbIN CpeHUNA OTUT

e OTUT KaK OCNIOXHEeHMWe rpunna

e bapoTpaBMaTUYECKUN OTUT

é‘-ITO HEOBXOAUMO 3HATb NEPE[
MPUMEHEHMEM OTUNAKCA

HE MPUHUMAUTE OTUNAKC:

e ECiM y Bac annerpus K SMLOKaUHY Uu
(heHa3oHy UK K 110boMy 13 KOMMNOHEHTOB
3TOro npenapara.(ykasaHHble B oTAeNe 6)

o Ecm y Bac npedopaums 6apabaHHON MepenoHKU
VHODEKLMOHHOrO  MAW  TPaBMATUYECKOro
NPOUCXOXAEHNS (CMOTPUTE 0CObbIE Mepbl
npeAocTopoxHoCcTH OTUNakca)

o MpeaynpexaeHus u Mep NpesoCTOPOXKHOCTHU.
Ecnm ectb oTBepcTMe B bapabaHHoi
nepernoHKe, 3TO JIEKAPCTBO MOXKET BbI3BaTb
nobouHble 3hheKTbl B CPEAHEM YXe.

AOpyrue nekapcrtea u OTUMAKC

M3-3a nokanbHoro pencteus OTUMAKCA

NIEKAPCTBEHHbIE B3aMMOAENCTBUA He OXMAAIOTCH.

PacckaxuTe cBOEMy Bpauy Uiu hapMaLesTy,

eCAN Bbl B TMOC/TEAHEE BPEMS MNPUHSIM,

npuUHUMaeTe uAn cobupaeTechb NPUHKUMATD
nobble Apyrvie nekapcTaa.

bepeMeHHOCTb U KOpMAIEHUEe rpyabio

3TO NeKapCTBO NpU HeOBXOAMMOCTU MOXET

ObITb MCNOMb30BAHO B OOBLIMHOM pexume

BO BpeEMA 0OEpPeMEHHOCTV WU KOPMSALLUM

MaTepsM.

ECn Bbl BepeMeHHbl WK KOPMUTE TPyIbIO,

WM ByMAEeTe YTo BO3MOXHO Bbl OEpEMEHHI,

WM MAaHMpYMTe  UMeTb  pebeHka,

MOCOBETYMTECh C BALMM BpayoM WM

(hapmaLeBTOM, MPEX/AEe YeM MPUHAMATL

3T0 N1EKapCTBO.

6 KAK NMPUHUMATb OTUNAKC

B3poc/ibiM 1 geTAM C NepBOrO [AHS KU3HU

3aKanbiBaTh Mo 4 Kanau 2-3 pas3a B A€Hb B

HapyXXHOEe C/TyX0BOe 0TBepcTye. Kypc neyeHus

He A0oMmkKeH npesblilwaTh 10 gHei.

Pexxum 1 cnocob ncnonb3oBaHus

CnyxoBon MyTb.

o OTBUHTUTE KPbILIKY BYThINKN.

e Ynanute kanesibHULY U3 ero 6ancTepa.

o MPUBMHTUTE KanesbHULLY K ByThifKe.

o OTKpONTE KaneabHULY.

e [lepeBepHnUTe OYTBIIKY BBEPX [AHOM,
OCTOPOXHO HAXWUMas Ha NUNETKY, 4TObbI
ocsoboauTtb 1 kanio.

e HaxxmuTe ee aanblue, NOKa Bbl HE OTNYCTUTE
4 kannu.

e [onoxuTe b6e/bI KONMNAYOK Ha KanesbHULLY.

He rnoTatb unu Babixath. M36erath KOHTaKTa C

rnasamu 1 Apyrumm CIM3UCTbIMM 060I04KamMu

Nepeno3npogka. Mpu ycnosun cobniopeHns
TpeboBaHWU K Cnocoby MpUMeHeHus
nepeso3npoBaHMe HEBO3MOXKHO.

Ecnu 3a6b1nm npuHate OTUMAKC

He npuHuMmanTe LBONHYH 403y, YTOO®I
KOMMEHCUPOBATh 3a0bITY!0.

Ecnuy Bac ecTb A0MNOMHUTEIbHbIE BOMPOCHI MO
MPYMEHEHNIO 3TOMO JIEKAPCTBA, 0BpaTUTECh K
CBOEMY Bpady uan hapMaLeBTy.

aBO3MO)KHbIE MOBOYHbLIE DPPEKTDI

Kak 1 Bce nekapcTBa, 3TO NIEKAPCTBO TaK Xe Y

HEKOTOPbIX MOXET BbI3BaTb NOBOYHbIE DHEKTBI.
MoboyHble  JeACTBUS  peakn  (MOXeT

BO3HMKHYTb ¥ 1 13 1000 ntofei): MeCTHble
peaKLLMK, TaKu1e, Kak anepris, pasapaxeHue

UM NOKPACHEHWe CIyXOBOro NPOXoAa.

Ecim  y  Bac  BO3HWMKAM  Kakue-

nmbo nobouHble  3hdekTsh,

paccKaXxuTe Ballemy Bpady Wau
tbapmauesTy, Bkatoyan 3hdekTbl,
JAHHOM

He nNepeyvyncneHHole B
WHCTPYKLMN.

6 KAK XPAHUTb OTUIMAKC

XpaHuTe 3TO NeKapcTBO B HEAOCTYMHOM W
HEBUAMMOM ANA LeTen MecTe.

He wucnonb3oBaTh nocie UCTeyeHMs CpokKa
rOAHOCTY, YKa3aHHOMO Ha YMaKoBKe.

Cpok rogHocTu: 3 roga ¢ AaTbl MPOM3BOACTBA.
Ycnosua  xpaHeHus:  XpaHuTb  npu
Temnepartype Huxe 25°C, BAanM oT ceeTa.
Mcnonb3oBaTh B TeyeHun 1 mecaua nocne
BCKPbITUSA.

He BbibpacbiBaiiTe /tobble  NIeKApPCTBEHHbIE
CpPeACTBa Yepe3 CTOYHble BOAbI WM DObITOBbIE
0TX0Abl. BbiicHUTE y CBOero dapmauesTa, Kak
BLIOPOCUTL NIEKAPCTBEHHBIE CPEACTBA, KOTOPLIE
Bbl 60siblLE HE UCMIONb3YETe. DTU MepPbl MOMOTYT
BaM 3aLLUTUTb OKPYXXAIOLLYIO CPEAY.

QCOD,EP)KAHVIE YNAKOBKW U OPYTAA
UH®OPMALNA

Coctas OTUIMNAKCA

CocrtaB : 1r pacTBopa COOEPXKNT:

AKTUBHbIE BELLECTBA:

DBHABOH. .....ccveeeereeiriresieirieirisieeresineees
JngokauHa rugpoxiopug
BcriomorartesibHble BeLyecTBa: Tmocyn bdaT
HaTpwWA, 3TAHON, IULLEPON, BOAA OUNLLEHHAS.
BHewWHU BUA, U copepKumoe ynakoBKM
OTUMAKCA

15M/1 CTEKNAHHBI (BIaKOH SHTAPHOMO LBETA,
C HaKPY4EHOMN NNACTVKOBOW KPbILLKOMN, COAEPXKUT
16 r npo3pauHoii, becupeTHo wUnu bregHo-
AHTAPHOTO LLBETA PACTBOP, C 3aMaX0oM asKorosns.
B ynakoBke 1 dnakoH 1 OTAENbHO BIOXEHHAs
rnbkas KanesbHuLLA B bncTepe.

YcnoBue oTnycka:

be3 peuenTa.

Aapec npoussoaguTens

BUOKOJEKC

1 aBeHto bne3s lMNackanb

60000 boge - ®PAHLINA

Bnapenew, pernctpaumMoHHOro CBUAETENbCTBA
BUOKOJEKC

22 ynuua AKBeLYKOB,

94250 Xantunu, GPAHLINA

DTOT BKNAAbIW NOCAEAHUN pa3
nepecmatpuanca B mapte 2025 roga.
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