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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.

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

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

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

* 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

WHAT 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

é WHAT YOU NEED TO KNOW BEFORE YOU USE OTIPAX

DO NOT USE OTIPAX:

o If 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

o 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.

é 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.

- Unscrew the cap of the bottle.

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

- Uncap the dropper.

- Turn the bottle upside down while carefully pressing the dropper to release 1 drop.
- Press it further until you release 4 drops.

- 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.

6 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 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 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.

6 CONTENTS OF THE PACK AND OTHER INFORMATION
What OTIPAX contains?

Composition: 1g solution contain:

Active substances:

Phenazon
Lidocaine hydrochloride..
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 Marketing Authorization Holder
BIOCODEX BIOCODEX
1 avenue Blaise Pascal 7 avenue Gallieni Place for
60000 BEAUVAIS 94250 GENTILLY
FRANCE FRANCE code numbe

This leaflet was last revised in July 2016.
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kOTM I'IAKCD

YwHbie Kanau, pacteop

I'Iepen, NMPUMEeHEeHUeM JIeKapCTBEHHOro cpeacTBa BHMMATENIbHO NPOYTUTE BCHO UHCTPYKLUIO, TAK KaK OHO
COAEPXKUT BaXKHYI0 MHdopmauuio ans Bac.

Bceraa vcnonb3yiTe 3To NeKapCTBO TOYHO, Kak OMUCAHO B AAHHON WHCTPYKLIMK, UK KaK Ball Bpay unu dapmatiesT

ckasan Bam.

o CoxpaHuTe 3Ty MHCTPYKLMIO! BO3MOXHO, NO3Xe €& NoHa06UTbCs NepeynTats.

o Ecnv Bam HeobxoauMa A0NONHUTENbHAsS UHbOPMALUs UK CoBeT, 06paTuTech K hapmaLesTy.

o Ecnn Bbl 06Hapyxunu niobbie noboyHble AeilcTBUA MpenapaTa, obpaTuTech K BalleMmy Bpayy uau dpapmaliesTy,
BKJ/ItOYAs NOBOYHbIe 3(h(HeKTbl, He yKa3aHHbIe B 3TOW UHCTPYKLUU.

o Bbl A,0MKHbBI BHOBb 0BPATUTLCA K Bpauy, ec/in Bbl He YyBCTBYeTe cebs yywe unum Bam ctano xyxe nocne 10 gHei
neyeHus.

W3 3TOV MHCTPYKLIUU MOXKHO Y3HaThb:

1. Yto Takoe OTUMAKC v ans yero ero npumeHsioT

2. Yto HeobxoanMO 3HaATL nepes npumerHeHnem OTUMAKC
3. Kak npunumats OTUMAKC

4. Bo3MOXHble MoboYHbIE AeincTBus
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. Kak xpanuts OTUMAKC
. CozlepxaHue ynakoBku 1 apyras uHdopmaLusa

6 YTO TAKOE OTUNAKC U AJ1d HEro Ero NPUMEHSAIOT

MeCTHbII7I I'IpOTVIBOBOCI'IaJ'II/ITEﬂbeIf;I n aHaﬂbFeBleleLl.lVIVI npenapart 4na npuMeHeHus B OTONOrnn.

Kop ATC: S02DA30

OTUMAKC copepXuT ABa aKTUBHbIX BELLECTBA: JIMAOKAUH, YTO MECTHbIi aHecTeTMK U (heHa3oH, KOTOpbIi umeeT
npoTuBoBOCManuTensHoe n obesbonusatouiee CBONCTBO. [leiicTBue niekapcTea (ymeHbweHune 6onu bapabaHHoM
nepernoHKN U CHUXEHWe BOCNaIeHUs) HaYMHaeTCsa yepe3 5 MUHYT nocsie 3akanbiBaHua. bonb ncyesaet B TeyeHne 15-30
MUWHYT.

OTUNAKC nokasaH Ans MeCTHOro CUMMTOMATUYECKOrO NleYeHUA HEKOTOPbIX 60e3HEHHbIX COCTOSHUN CPesHero yxa
WHTaKTHON bapabaHHOW NepenoHKon:

® OCTpbIV CPEAHUI OTUT

® OTUT KaK OC/I0XHeHMe rpunna

o HbapoTpaBMaTUYECKUN OTUT

YTO HEOBXOAMMO 3HATb NEPEA, NPUMEHEHUEM OTUNAKCA
HE MPUHUMANTE OTUMAKC:
o EC/iv y BaC annerpus K AMAOKaMHY uam GeHa3oHy 1Uaun K 1i0boMy U3 KOMMOHEHTOB 3TOro npenapara.( ykasaHHble B
oTaene 6)
o Ecnuy Bac nepdopaums 6apabaHHoN nepenoHku MHHEKLMOHHOTO UK TPAaBMATUYECKOrO MPOUCXOXKAEHUA (CMOTpUTE
ocobble Mepbl NPeA0CTOPOXHOCTU OTUNakca)

MpeaynpexaeHus N Mepbl NPeAoCTOPOXHOCTU
o Ecnu ecTb oTBepcTue B GapabaHHOI nepenoHKe, 3TO N1eKapCcTBO MOXET Bbi3BaTb MO6OYHblE 3(deKTbl B CpesHeM
yxe.

Apyrue nekapcrea u OTUMAKC

WN3-3a nokanbHoro genctens OTUMAKCA nekapCTBeHHbIE B3aMMOLENCTBUS HE OKUAAIOTCA.
Pacckaxute cBoemy Bpauy wau dapmalesTy, ecau Bbl B NoCieAHee BPeMs NPUHANW, NPUHWMaeTe Unu
cobupaetecb NpuUHUMaThL Ntobble Apyrue nekapcTea.

BepeMeHHOCTb N KOpMNEeHUe rpyabio
3TO N1eKapCTBO NpU HEOBXOANMOCTN MOXeT BbiTb MCMONb30BAHO B OBLIYHOM pexume BO Bpems
6epeMeHHOCTU UAN KOPMALLMM MaTepsM.

Ecnn Bbl 6epemMeHHbl UM KOPMUTE FPYAbIO, MAK AyMaeTe YTO BO3MOXHO Bbl GepeMeHHbl ,unu
nnaHupyiTe uMeTb pebeHka, NOCOBETYHTECh C BALMM BPayoM UaW (apmaL,eBTOM, Mpexae yem
NPUHUMATb 3TO S1EKAPCTBO.
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é KAK NMPUHUMATb OTUNMAKC
B3pOC/ibIM 1 AETAM C NepBOro AHsA XKU3HU 3aKanbiBaTb N0 4 Kanau 2-3 pasa B AeHb B HAPYXKHOe C/lyXOBOe OTBEPCTUE.
Kypc neuenus He fo/xeH npesbiwats 10 gHen.

Pexxum n cnocob ncnonb3oBaHus

CnyxoBoWi nyTb.

— OTBUHTUTE KPbILWKY BYTbIIKY.

- YpanuTe kanenbHuuy u3 ero 6aucrepa.

- MPUBUHTUTE KanesbHULY K ByTbiiKe.

- OTKpOMTE KanesnbHULY.

- MepeBepHuTe BYTLIIKY BBEPX AHOM, OCTOPOXHO HAXUMas Ha MUMNeTKY, 4yTobbl 0cBoboAMTL 1 Kano.
- HaxmuTte ee Aanblie, NokKa Bbl HE OTNYCTUTE 4 kannu.

- MonoxuTe Genbiii KOANAYOK HA KanesbHULY.

He rnotate unu BabIxaTh. M36erath KOHTAKTa C rasamMu U APYruMu CIM3UCTbiMU 060104Kamm.

Mepepo3npoBka
Mpu ycnosun cobntoferns TpeboBaHuii k cnocoby NpUMeHeHUs nepefo3npoBaHNe HEBO3MOXKHO.

Ecnu Bbl 326611 npuHATE OTUMAKC

He npvHWManTe ABOMHYIO [03Y, YTOBbI KOMMNEHCUPOBATL 3ab6bITYIO.

Ecnn y Bac ecTb AONONHWUTENbHbIE BOMPOCH MO MPUMEHEHMIO 3TOrO NlekapcTsa, obpaTuTech K CBOEMy Bpavy Ui
dapmanesTy.

6 BO3MOXXHbIE MOBOYHbBIE DPPEKTbI
Kak v Bce nekapcTea, 3TO JIEKAPCTBO TaK e Y HEKOTOPbIX MOXET BbI3BaTb NOBOUYHbIE SPdEKTbI.

MobouHble AeNCTBUA peakn (MOXKET BO3HWKHYTb y 1 u3 1000 ntoaen): MecTHble peakuuu,Takue, Kak anneprus,
pasapaxeHne Unu NoOKpacHeHUe CayxoBOro npoxoaa.

Ecnv y Bac BO3HUKAN Kakue-1mbo nobouHble 3ddekTbl, paccKakuTe BalleMy Bpavy uau hpapMaLleBTy, BKatouas 3ddexTsbl,
He nepeyncsieHHble B JAaHHON MHCTPYKLUK.

6 KAK XPAHUTb OTUMAKC

XpaHuTe 3TO IeKapCTBO B HEAOCTYMHOM W HEBUAUMOM ANA LeTel MecTe.

He ucnonb3oBatb nocie ncteyeHus CpoKa roAHOCTN, YKa3aHHOro Ha ynakoBKe.
Cpok rogHocTtu: 3 roga ¢ Aatbl NPOV3BOACTBA.

Ycnosus xpaHeHuma: XpaHUTb Npu TemnepaTtype Huke 25 °C, Baanum ot ceeTa.
Mcnonb3oBaThb B TeyeHUM 1 MecaLa nocne BCKPbITUS.

He BbibpacbiBaiTe tobble NeKapCTBEHHbIE CPEACTBA Yepe3 CTOYHbIE BOAbI MK BbITOBble OTXOAbI. BbisCHWTE y cBOEro
dhapmanesTa, Kak BbIBPOCUTb N1eKapCTBEHHbIE CPeACTBA, KOTOPble Bbl 6osiblie He UCMOoNb3yeTe. DTU Mepbl NOMOryT Bam
3aWNUTUTb OKPYXKAKOLLYIO Cpeay.

6 COAEPXAHUE YNAKOBKU U APYTA UHOOPMALIUA

Cocrae OTUNAKCA:

CocTas : 1r pacTBOpa COAEPXUT:

AKTUBHbIE BelLeCcTBa:

deHasoH .. .. 40mr

JlnpokavHa ruapoxnpua, ... 10mMr

BcnomoratesibHble BelecTBa: TMOCYNbMAT HATPUA, ITAHON, MIULLEPUH, BOAA OYMULLLEHHAS.

BHewHUI BUA u copepxumoe ynakosku OTUMAKCA

15Mn CTeKNAHHBIN BNAKOH AHTAPHOrO LiBETa, C HAKPYYEHOMN MNACTUKOBON KPbILLKOMW, COAEPXKUT 16 I Npo3payHon,
6ecuseTHON UK 6eLHO-AHTAPHOrO LBETA PACTBOP, C 3aMaxoM asikoross.

B ynakoBke 1 hnakoH v OTAENbHO BNOXeHHAs rubkas kanenbHuua B 6aucrepe.

Ycnosue otnycka

be3 peuenTa.

Anpec npousgoautens Bnapenew perncTpalMOHHOrO CBUAETENbCTBA
BMOKOZEKC BVMOKOJEKC

1 aBeHio bnes Mackanb 7 aseHto ManbeHn

60000 Bose 94250 XanTnnnu

SPAHLNA SPAHLUA

JTOoT BKNAaAbIW MOCNEAHUI pa3 nepecmaTpuBascs B uione 2016 roaa.

BIOCODEX



