MPABWJIbHOE NMPUMEHEHUE MPEMAPATA

Jo3upoeKa 1 cnocob npuMeHeHus

CTporo nns MecTHOro NPUMeHeHUs B POTOBOM MOMOCTMU.

DTOT CTOMATOJIOFMYECKUA Fefib COAEPXKUT BbICOKOE KOJIMYECTBO
MOHOB (pTOpa.

TOJIbKO AJ14 B3POC/IbIX

OCTOPOXHO yAanuTb BCe rybHble OTIOXEHWS.

M3onuposaTb 3y6bl C MOMOLLbIO BAaTHbIX BAJIMKOB. BbiCywnTb 3ybbl
TennbiM BO3AYXOM, yaenss ocoboe BHMMaHUE OKKJO3UOHHbLIM U
NMPOKCUMabHbIM NOBEPXHOCTAM.

HaHectn ®JIOOKAJIb TEJIb Ha NOBepPXHOCTb BCeX 3yHOB
OCTaBUTb HA 4 MUHYTHI.

Mocne 06paboTkM NONPOCUTL MaLMEHTa CMIIOHYTh M3NUWKK rens
1N NMOPEeKOMeH0BaTb €My HU MWUTb, HW €CTb, HN MONOCKaTb POT B
TeyeHue, No MeHblen mepe, 30 MUHYT.

YacTtoTa 1 BpeMs npuMeHeHus

MaLneHTbl CO CpefHEeN CTeMeHbo NPeAPaCcnoiOKEHHOCTU K
BO3HVWKHOBEHMIO Kapueca Moryt npoxoauTb sieyeHne ®JIOOKAJIb
FEJIEM oauH pa3 B roa. lNaumeHTbl C MOBTOPAOWMMCA Kapnecom
OOMXKHbI MOBTOPATh JleYeHMe Kaxable 6 mecaues.

ANnTenbHOCTb NeyeHus

[To Ha3HaueHwMIO Bpava

Mepepno3npoBka

B cnyyae npornatbiBaHuMA 60nbWKUX KOMUYECTB Trens
NMPOKOHCY/IbTUPOBATLCA Y CNEeLManmncTa.
Mpn MacCUBHBIX A03aX rOCNUTAIN3NPOBATHLCA.

HEXENATEJIbHBIE PEAKLIUN
(MOBOYHLIE AENCTBUA)

KAK JIIOBOU APYIOW AKTUBHbIVI KOMITOHEHT, AAHHbIN
MPEMAPAT MOXET HA HEKOTOPbIX MALIMEHTAX BbI3BATb bOJIEE
WM MEHEE HEMPUSTHBIE PEAKLIU.

CnyqaﬁHoe npornaTuBaHme rensa B 60ﬂbLIJVIX KOnYyecCcTBax MOXeT
BbI3BaTh TOLWHOTY N PBOTY.

OBPATUTECH K BALLUEMY CTOMATOJIOIY U COOBLMNTE EMY O
HEXEJIATEJIbHbIX M HEMPUSTHbIX PEAKLIMSIX, KOTOPBIE
HEOBXOAMMO YINOMSHYTb B IAHHOWN MHCTPYKLIUN.

YCNnoBua XPAHEHUA

HE UCIOJIb30BATb 10 UCTEYEHUU CPOKA TOAHOCTMH,
YKA3AHHOIO HA YTTAKOBKE.
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Fluocal

Dental gel for topical application

SEPTODONT

58, rue du Pont de Créteil

94107 Saint-Maur-des-Fossés Cedex - France
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septodont

Qualitative and quantitative composition

SODIUM FLUORIDE ..ottt 271g
Excipients: phosphoric acid, saccharin, alcohol, xanthan gum, purified
water.

in 100 ml of gel

100 ml of gel contain 1.23 g of active fluorine.

Dosage form
Dental gel for topical application — bottle containing 125 g.

Pharmaco-therapeutic class

STOMATOLOGY / PROPHYLACTIC AGENTS OF DENTAL CARIES
(A: digestive tract and metabolism)

Manufacturer's name and address

SEPTODONT
58, rue du Pont de Créteil
94100 Saint-Maur-des-Fossés - France

Uses (therapeutic indications)

Prevention of dental caries, particularly in patients with a risk of rampant
caries.

WARNING !

Not to be used in case of (contraindications)

This medicine SHOULD NOT BE USED in the following cases:

- hypersensitivity to any component of FLUOCAL gel,

- in children, due to the high content in fluorine, the presence of alcohol
and the method of administration.

IN CASE OF A DOUBT, REFER TO YOUR DENTIST OR

STOMATOLOGIST.

Precautions for use

DO NOT SWALLOW
IN CASE OF A DOUBT, REFER TO YOUR DENTIST OR
STOMATOLOGIST.

Drug interactions and other interactions

- calcium salts

IN ORDER TO PREVENT POTENTIAL INTERACTIONS BETWEEN
MISCELLANEOUS DRUGS, ANY OTHER ONGOING TREATMENT
MUST BE SYSTEMATICALLY MENTIONED TO YOUR DENTIST OR
STOMATOLOGIST.

Pregnancy and lactation

AS A GENERAL RULE, IT IS ADVISABLE, DURING PREGNANCY OR
LACTATION TO ALWAYS ASK YOUR DENTIST OR
SMOTATOLOGIST FOR ADVICE BEFORE TAKING ANY
MEDICATION

List of the excipients, the knowledge of which is required
to be used safely in certain patients

Ethyl alcohol 96 %.
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HOW TO USE THIS MEDICINE

Posology and method of administration

For local use in the mouth only

This dental gel has a high content in fluorine ions.

FOR ADULTS ONLY

Remove carefully all tartar.

Isolate the teeth with cotton wool rolls. Dry the surfaces to be treated
with warm air, paying particular attention to the occlusal and proximal
areas.

Apply FLUOCAL gel on the total surface of all teeth and keep it in
contact with the teeth for 4 minutes.

After treatment, ask the patient to expectorate any excess gel from his
mouth and instruct him not to eat, drink or rinse his mouth for at least 30
minutes.

Frequency and moment when the medicament should be
administered

In adults, one treatment a year is sufficient for patients with an average
incidence of caries. In highly “caries-prone” patients, the treatment
should be carried out every six months.

Duration of treatment

Conform to the medical prescription

What to do in case of overdosage

In case of excessive ingestion of gel, consult a doctor.
For massive doses, go to hospital.

UNWANTED AND DISCOMFORTABLE EFFECTS
(SIDE EFFECTS)

LIKE ANY OTHER ACTIVE INGREDIENT, THIS MEDICINE MAY, IN
SOME PATIENTS ENTAIL MORE OR LESS BOTHERSOME
EFFECTS.

Accidental ingestion of important quantities of gel may cause nausea
and vomiting.

DO NOT HESITATE TO REFER TO YOUR DENTIST OR
STOMATOLOGIST AND TELL HIM ANY UNWANTED OR
DISCOMFORTABLE EFFECT THAT WOULD NOT BE MENTIONED IN
THE LEAFLET.

STORAGE

DO NOT USE AFTER THE EXPIRY DATE MENTIONED ON THE
OUTER PACKAGE.

®JIDOKAJIb

Menb Ons mecmHo20 npumMeHeHus

SEPTODONT

58, rue du Pont de Créteil

94107 Saint-Maur-des-Fossés Cedex - France
Tel.: 33 (0)1 49 76 70 00
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KayecTBeHHbI U KONMYECTBEHHbIN COCTaB

DTOPUCTBIN HATPUM ceveerieeeeeeeeeeniieeeeeeeeeennn seennaeeeaeeeensnnnnns 2,71r
HanonHuTtens: d¢dochopHas KucnoTa, caxapuH, COupT,
KCaHTaHOBAs Kame/b, OUYMLLEHHAA BOAA.

100 mn rens copepxat 1,23 r akTnBHoro dropa.

JlekapcTBeHHas dopma

lenb CTOMATONOrMYECKUA AN MECTHOro MpUMeHeHUs - ¢rakoH
125 r.

dapMakoTepanesTUyeckKas rpynna

CTOMATOJIOTUYECKUIN MPENAPAT AJ1S NMPOSPUNAKTUKUN
3YBHOIO KAPUECA
(A: NMWEeBapPUTENbHBINA TPAKT U MeTabonn3m)

Ha3eaHue n appec npoussogurtens

SEPTODONT
58, rue du Pont de Créteil
94100 Saint-Maur-des-Fossés - France

MpumeHeHue (TepaneBTM‘leCKMe nokasaHus)

MpodunakTuka kapueca, B YaCTHOCTWU, Yy MNALMUEHTOB C
NPOrpeccupyloLLM Kapuecom.

BHUMAHUE!

MpoTuBOonokasaHusa

3AMPEWAETCS ncnonb3oBaTtb AaHHbIN Npenapar B

cnepyrwmx cayyasax:

- TMnepyyBCTBUTENBHOCTb K OAHOMY M3 KOMMNOHEHTOB COCTABa,

- [leTaM, No NpPUYMHE BbICOKOIO COAEepXaHus ¢pTopa, Hanmuma B
coCTaBe CNupTa, a Takke U3-3a cnocoba NpUMeHeHMs.

P BO3HUKHOBEHUW COMHEHUU OBPATUTECh K
CTOMATO/IOrY.

MNpenocTopoXXHOCTU NMPU NPUMEHEHUM

HE ITIOTATb .
NP BO3HUKHOBEHMWM COMHEHUW OBPATUTECH K
CTOMATO/JIOTY.

B3aMMoAeNncTBUA C IeKAPCTBEHHbIMU CpeACTBAaMU U Apyrue
BUAbl B3aUMOAENCTBUN

- Conu kanbuus

BO WU3BEXAHUWE PUCKA HECOBMECTUMOCTU  MEXAY
HECKOJIbKUMWU BUAAMU JIEKAPCTBEHHbLIX CPE/ICTB
TMPEAYTIPEAINTE BALLIEFTO CTOMATOJIOTA O TPUHATUN JTHOBbIX
JPYTVIX JIEKAPCTBEHHbIX NPEIMAPATOB.

bepeMeHHOCTb U NnakTauus

NP BEPEMEHHOCTWU WJINW  JIAKTAUUW (TPYAHOM
BCKAPMJINBAHWUWN) CIEAYET BCErA4A OBPALUIATHCA 3A
KOHCYJIbTALIMEN K CTOMATOJIOTY MEPE/] MPUHATUEM KAKUX-
JINBO JIEKAPCTBEHHBIX MPETTAPATOB.

CnnCoK KOMMOHEHTOB, 3HaHUEe O HaJIMYUUN KOTOPbIX
obsa3arenbHoO Ana 6e3onacHoro NpUMeHeHUA Ha
HEKOTOPbIX NaLneHTax.

DTUnoBbIN cnupT 96%



