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- Biflu-Jen is a quick drying dental varnish containing a
micro-fine suspension of inorganic Fluorides.

- Its low viscosity allows it to be easily applied to form a
thin films and so serve as an insulator of exposed root
surfaces.

- The inorganic Fluorides in Biflu-Jen allow for deep
fluoridation when applied to floor of cavities or as a form
of prophylaxis against caries and a source of fluoride
ions when applied topically to the teeth.

- Biflu-Jen also contains Thymol as a barrier against local
bacterial activity.

- Biflu-Jen is transparent and therefore very convenient to
apply for a dentist and as well for a patient as it does not
cause the discoloration of the teeth and dries quickly.

oo [NDICATIONS

- Caries prophylaxis.

- Fluoridation against caries.

- Management of exposed root surfaces.

- Protection of root caries lesion.

- Local reduction of bacterial activity.

- Topical application of fluoride following routine scale and
palish.

- Post operative management of acid etched enamel
surface.

- Insulation of tooth surface following mechanical
treatment.

- Cavity liner, protective physical barrier.
- Dentinal tubule sealant.

ee DIRECTIONS FOR USE

- Surfaces to be treated are cleaned and thoroughly dried
with air.

- Biflu-Jen must be shaken well before each use. Solid
particlles must be well dispersed.

- When applied to the tooth surfaces, simply drip one or
two drops of Biflu-Jen onto a foam pellet, and smear a
thin layer upon the tooth surface.

- Avoid forming thick film of varnish as this will tend easily
to peel away.

- For lining of cavities drip one or two drops onto an
application brush and then use it to smear a layer of
varnish onto walls of the prepared tooth cavity.

For professional use in dentistry only!

- The varnish is allowed to be absorbed for several seconds
and then dried with air.

- As a result Biflu-Jen forms the water impermeable film.
With correct application and proper mouth hygiene the
film remains in place for several days.

e COMPOSITION

- Sodium Fluoride 0.75%

- Calcium fluoride 0.75%

- Thymol - 0.5%

- Natural resins in volatile solvent ad 98%.

©e SUPPLEMENTARY INDICATIONS

- The application of Biflu-Jen Improved can be repeated
two or three times at intervals of 5 - 7 days.

- Surfaces should be dried and treated with Biflu-Jen again.

oo WARRANTY

The manufacturer warrants the quality of manufactured
products. The adverse events inflicted by violation of user
manual, storage conditions and other events inflicted by
non-stipulated usage of the material are not the subjects
of warranty. The customer is responsible for determination
of suitability of this product for user's application. Warranty
conditions: the product does not comply with requirements
declared by manufacturer. In this case the manufacturer
replaces the defective material within warranty period.

e e LIMITATION OF LIABILITY
The manufacturer’s liability is limited by only cases stipulated
by direct legislation of the country.
e e STORAGE
- Store at temperature of 4 — 25 °C. Protect from direct
light. Close tightly the cap after use.
- Shelf life - 2 years.
- DO NOT FREEZE!

*e RECYCLING

Dispose of the medical device in accordance with local /
regional / national / international legal requirements.

oo PRESENTATION
- Biflu-Jen - bottle 10 ml.
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Biflu-Jen - 6idTopuaHuit nak, Wo WBMAKO BUCUXAE Ta
MIiCTUTb ApiBHOAMCNEpPCHY CYCNEH3ilo HeopraHiyHux
dTopuais.

3aBAsKM CBOIil HU3bKIN B'A3KOCTI, BiH 3 NIErKICTIO HAHO-
CUTbCS HA MOBEPXHIO, YTBOPHOE TOHKY MAIBKY, Ta BUKO-
PUCTOBYETbCS SIK i30/19TOP OrO/IEHUX NOBEPXOHb B NpH-
LUMIAKOBMX 06NacTax.

HeopraHiyHi gropuam, wo Mictatbca B cknagi Biflu-Jen,
3a6e3neyyHTb BUCOKY SKICTb GTOPYBaHHS NPy HAHECEH-
Hi NaKy Ha AHO NOPOXXHMHU YK NPU 3aCTOCYBAHHI K Npo-
binakTMyHWiA 3acib NpoTy Kapiecy, a TaKoX K [AXXepeno
iOHiB (TOpY Npu NOKaNbHOMY HaHECEHHi Ha MOBEPXHI
3y6a.

Y cknagi Biflu-Jen Takox MicTutbCS TUMON, LU0 MOXE BU-
KOpUCTOBYBATUCA IK Bap'ep NpOTM NOKaNbHOI BisNbHOCTI
6akTepin.

PeyoBuHa € npo3opoto, a oTXe, fyXe 3pyyHoH npu 3a-
CTOCYBaHHi SIK ANl nikaps, TaK i Ans navienTa, 60 He BU-
KNuKae 3abapBneHHs 3y6iB i LWBNUAKO BUCUXAE.

Biflu-Jen - 6udtopmaHuit xummyeckuit GbICTPOCOXHY-
LUKl NaK, COAEPXaLLMil MENKOAUCNEPCHYH CYCMEH3NID
GTOPMAOB KanbLus 1 HATPUS.

Bbicokasi TekyyecTb npenapaTta no3BosiseT GopMupo-
BaTb [J0CTAaTOYHO TOHKMUI C/NOA, 4TO BecbMa YA06HO, 0Co-
6eHHO npu 3awmTe obnacTeld, 613K NpUNerakLwmx K
KOPHEBbIM KaHa/naM.

HeopraHuyeckue ¢pTopuabl, Copepxalumnecs B coctase
Biflu-Jen, sBngtoTcs MCTOUHMKaMN MOHOB GTOPA, HACI-
LLAOLWUMN TKaHKU 3y63 1 0Ka3blBaKLLUMK BblpaXKEHHOE
TepanesTUYecKoe BO3LENCTBUE NPN U30SLMM AHA No-
nocTei, a TakKe NPUMeHsIeTcs B KayecTBe NpodunakTm-
4ecKoro cpeacTBa NpoTuB Kapueca.

B coctase Biflu-Jen LC takxe comepxut Tumon, 06-
NafaoWwmii BbIPaXEHHbIM aHTUBaKTepuanbHbIM [eil-
CTBMEM.

Mpenapat npo3payeH, a CNeROBaTENbHO He Bbi3blBaeT
U3MEHeHUs OKpacKu 3y60B, 4To NpenocTaBnseT 4onon-
HUTENbHbIIA KOMGOPT, KaK Bpayy, Tak 1 NaLyeHTy.
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e e [IPUBHAYEHHS

- MNpodinakTtuka Kapiecy.

- (OTOpyBaHHs 3y6iB.

- 3HIKEHHS YyTNBOCTI B AINSHKaX, NPUNErnux 1o Kope-
HEBWX KaHaniB.

- 3aXuCT Bif, Kapio3HNUX ypaXeHb Y MPULUNAKOBUX MiNsiH-
Kax.

- MicueBe npurHiyeHHs 6akTepianbHoi aKTUBHOCTI.

- Micuese GTOpYyBaHHS MiCNs 3BUYAHUX TepaneBTUYHNX
npoLeayp Ta NonipyBaHHs.

- NicngonepauiiiHa 06pobka CUbHO NPOTPaBNEHOI eMani.

- |30nsuis noBepxHi 3y6iB nicns MexaHiyHoi 06POGKM.

- |30n9Lis NOPOXHMH, LLLO CTBOPIOE 3aXMCHUI Bap'ep.

- BuKopuCTaHHS ang repMeTu3aii AEHTUHHNX KaHanbLiB.

e CMOCIb 3ACTOCYBAHHS

- MoBepxHi, Lo nigngaraoTb 06pobLi, OuMLLaOTECS Ta pe-
TE/bHO BUCYLLYKOTHCS MOBITPSM.

- lNepen KoXHUM BUKOpUCTaHHIM bnakoH 3 nakom Biflu-
Jen, HeobXigHO CTpyCHYTW. MpK LbOMY YCi TBEPAI YacTKu
MatoTb NEPenTI B LUCNEPCHUIA CTaH.

- KanHitb ofHy a6o fBi kpanni naky Biflu-Jen Ha mapneBwit
Ba/IK Ta HaHeCiTb NpenapaTt TOHKUM LUAPOM Ha NOBEpX-
Hi0 3y6a.

- YHukaiiTe G opMyBaHHS TOBCTOrO LUApy naky, OCKinbKu
BiH, 3a3BMYa, NIETKO BiALLAPOBYETHCS 3 NOBEPXHI.

- Mpu HaHeceHHi B SKOCTi i30M110040r0 Matepiany nig
nnomBy KamHiTb 0fHY abo ABi Kpanni Ha LTOuKy-anni-
KaTop, a MOTIM HaHECiTb TOBCTWI LUap NaKy Ha CTiHKM
NifroTOBNEHOI NOPOXHNHM 3yba.

- [laitTe MOXNMBICTb NlaKy MPOHMKHYTU B TKaHMHK 3y6a
NPOTATOM [EKiNbKOX CEKYHA, a MOTiM MpOCyLiTh MOro
NOBITPSM. B pe3ynbraTi BUKOHAHHS NepepaxoBaHux Npo-
Lieayp MaTepian yTBOpUTb BOLOHENPOHUKHY MAiBKY.

- Mpw poTpumaHHi ycix npasun po6otu 3 Biflu-Jen Ta Buko-
HaHHi BiLNOBIAHNUX NPOLIEAYP FirieH! POTOBOI MOPOXHUHN
MNiBKa 3aNMLIAETbCS HA CBOEMY MiCLii NPOTAroM feKinb-
KOX JHiB.

ee CKNAL
- Oropug Hatpito 0.75%
- OTopua Kanbuito 0.75%
- Tumon 0,5%
- HatypanbHi cMoK B NETOUOMY PO3UYMHHUKY 98%.

Ing npodecinHoro BAKOPMCTaHHA B cTOMaTonorii!

oo JIONATKOBI BKA3IBKU
- Mpouenypa HaHeceHHs naky Biflu-Jen Moxe nosToptoBa-
TMCS Ba ab0 TpW pa3u 3 iHTepBanoM y 5 - 7 HiB.
- NoBepxHi MatoTb byTy BUCYLLEH] Ta 3HOBY 06p06NEHi Nna-
koM Biflu-Jen.
- TauieHTy He pPeKOMEHZYETbCS YUCTUTH 3Y6U XOPCTKOH
LL{TKOIO Y MiCLIIX HAHECEHHS NTaKy NPOTSrOM [1BOX [iHIB.

e FAPAHTI/HI 3060B'13AHHS
MignpueMcTBO-BUPOBHIK rapaHTye sKiCTb CBOEI MPOAYyKLji.
[apaHTis He NOLIMPIOETLCS Ha AEdEKTH, LU0 BUHUKIN B pe-
3ynbTaTi MOPYLUEHHS BUMOT iHCTPYKLii MO BMKOPUCTaHHIO
MaTepianis, NOPYLUEHHS YMOB 36epiraHHs Ta iHLi BUMafKM,
HenepenbayeHi GyHKLIOHaNbHUM NPU3HAYEHHAM MaTepiany.
CnoxwvBay Hece BignOBIAANbHICTb 3a BM3HAYEHHS npuaat-
HOCTi JaHOr0 NPOAYKTY A0 BUKOPMCTAHHS BifMNOBILHO 0 110r0
(cnoxvsava) 3agay. YMoBa 115 rapaHTIiHOO BUNAAKY: HEBiA-
MOBIAHICTb MPOAYKTY XapaKTepucTiKaM, 3asiBNeHUM BUPO6-
HUKOM. Y pasi BusiBneHHs nedekTty matepiany B rapaHTiitHuit
nepiog NianpUeEMCTBO-BUPOBHIUK POBUTL 3aMiHy NPOAYKTY.
oo OBMEXEHHS BIANOBIAANBHOCTI BUPOBHUKA
BignosiganbHicTb MignpueMcTBa-BUPOBHMKA MNOLIMPHOETHCS
TiNbKM Ha BUMaAKM, NpsMo nepenbdayeHi YNHHUM 3aKOHOLaB-
CTBOM KpaiHu.
oo 3BEPITAHHA | TEPMIH MPUAATHOCTI

- 36epiratv npu Temnepatypi 4 - 25 °C B 3axuLLeHOMy Bif,

CBiTNa Micui, LLiNbHO 3aKpuBaTX KOBMAYoK Micnst BUKO-
pUCTaHHS.

- TepMiH 36epiraHHs - 2 poKu.

- HE 3AMOPOXYBATH!
oo YTUNI3ALIA

YTunisysati MeauYHMiA BUPIB BiANOBIAHO 3 NoKanbHUMK / pe-
rioHaNnbHUMU / HaLioHanbHUMKU / MiXKHApOBHUMM BUMOTaMu
3aKOHOAABCTBA.

oo Y[IAKOBKA
- Biflu-Jen - 10 ml/mn matepiany y hnakoHi.
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oo HASBHAYEHUE

- (DTopupoBaHue 3y60B Ans NpodUNakTUKN Kapueca.

- MecTHoe dTopMpOBaHME nocne TepaneBTUYECKUX Mpo-
Lieflyp ¥ NONMPOBKM.

- CHIXeHwe YyBCTBUTENbHOCTY TBEPAbIX TKaHel 3y6a.

- 3alumTa 3p0o3uii B NPULLIEEYHbIX 06NACTAX.

- 3aneyvatbiBaH1e [IEHTUHHbIX KaHa/bLIeB U CO3[aHMe 3a-
LMTHOro 6apbepa B NONOCTSIX.

- W3ongums nosepxHocT 3y60B nocne MexaHW4eckom
obpabotkm.

- MocTonepaunoHHas 06paboTka yyacTkoB 3aman, Mnop-
BEPrLUMXCS AENCTBUIO KUCNOTbI.

- MecTHoe nofaBneHne bakTepuanbHoi aKTUBHOCTY.

ee C[0COB MPUMEHEHKS

- MoBepxHocTw, nopnexaliue 06paboTke npenapaToM
Biflu-Jen [OMKHbI BbITb TLLATENBHO OYMLLEHBI W BbICY-
LUEHbI CTPYelt BO3ayXa.

- ponuTaiiTe 0aHON WK AByMS KanisaMu npenapara no-
PO/MOHOBBIA ANMNMKATOP W 3aTeM HaHecuTe npenapat
TOHKWUM CNOEM Ha NOBEPXHOCTM, NPeaHa3HayeHHble A
06paboTKm.

- W3beraiite GopMUpOBaHNS CIULLKOM TONCTOTO COS, NO-
CKONbKY TONCTbIA CNOi Nerye CHUMAEeTCs C NOBEPXHOCTY
3y60B.

- [Ing n3onaumuy nonocTeit MCNONb3yiiTe anmaMKaLMOHHY
KUCTOYKY, C NOMOLLIbK KOTOPOIA HAHOCUTE C/oil Npenapa-
Ta Ha CTEHKW W AHO NpenapypyeMoil NonocTy.

- MosBonbre naky BIUTaThCS B TKaHU 3yba B TeYEHNE He-
CKOMbKWUX CEKYHA W 3aTeM npocyluuTe 06paboTaHHy
NOBEPXHOCTb C MOMOLLbI0 BO3AYLUHOW CTPYW.

- Mocne BbicbixaHus Biflu-Jen o06pasyeT BoAOCTONKYIO
NNEHKy, KOTOpas, B CNy4yae NpaBUNbHOTO HAHECEHUS W
AO/KHOrO yX0Aa 3a MOMOCTbH0 PTa, 0CTaeTcs Ha 3ybax B
TeYEeHMe HECKOMbKNX AHEN.

ee COCTAB
- Oropua Hatpua - 0.75%
- Oropup kanbuus - 0,75%
- Tumon - 0,5%
- TpupoaHble cMonbl U NeTy4nin pacTeoputens Ao 98%

oo JI0MOHUTENDBHBIE MOKA3AHUS
- Mpouenypa HaHeceHus npenapata MOXET 6bITb MOBTO-
peHa [1Ba v Tpu pasa C MHTepBanoM 5 - 7 gHe.
- MoBepXHOCTY AOMKHbI BbITb BbICYLLEHbI U 3aHOBO 06pa-
60TaHbl NpenapaToM.
- MaumeHTy He peKoMeHpyeTcs YUCTUTb 3yBbl KECTKOM
LLETKOI B MECTaX HAHECEHMS Naka B TeYEHWE fIBYX AHEN.

o TAPAHTUMHDIE OBSA3ATE/NIbCTBA
lpennpusTie-M3roToBUTENb FapaHTUPYET KayecTBO CBOEW
NpofyKum. [apaHTig He pacnpocTpaHseTcs Ha AedeKTbl, BO3-
HUKLUME B Pe3ynbTaTe HapyLUeHUs TPeboBaHMIt MHCTPYKLMM MO
CMONb30BaHMI0 MaTepuanoB, HapyLLEHUs YCNOBMIA XpaHEHWs
1 Apyrue cnyyau, HenpegycMoTpeHHble GYHKLMOHANbHBIM Ha-
3HaueHnem matepuana. Motpebutenb HeceT OTBETCTBEHHOCTb
3a 0MnpefesieHne NPUro[HOCTI JaHHOTO NPOAYKTa K UCMOMb30-
BaHMIO B COOTBETCTBUM C ero (noTpebuTens) safavamu. Yenosue
HaCTYNNEeHNs rapaHTUHOTO CNyyas: HECOOTBETCTBUE NPOAYKTa
XapaKTepucTukaM, 3asBNeHHbIM Mpou3BoguTeneM. B cnydae
obHapyxeHus fedekta MaTepuana B rapaHTUiHbI NEpUOL
npeanpusTUe-U3roToBUTENb NPOU3BOANT 3aMEHY NPOAYKTa.

©e OFPAHUYEHWE OTBETCTBEHHOCTW NPOU3BOAMTENS
OTBETCTBEHHOCTb MPEANPUATUAS-M3TOTOBUTENS PAaCcMPOCTPaHs-
eTCsl TONbKO Ha Cyyal, NPSMO NPedyCMOTPEHHbIE JENCTBYHO-
LUWM 3aKOHOAATENbCTBOM CTPaHbI.
©e XPAHEHWE 1 CPOKOAHOCTU
- XpaHutb npu Temneparype 4 - 25 °C B 3aLUMLLEHHOM OT
CBeTa MecTe, MNOTHO 3aKpbiBaTb KOANAYoK NOcne uc-
NoNb30BaHMS.
- Cpok rogHocTy - 2 roga.
- HE 3AMOPAXWBATb!

oo YTUNU3ALNSA

YTUNM3NpoBaTh MEAMLMHCKOE U3AEeNNe B COOTBETCTBUN C J10-
KasnbHbIMI /PErMoHanbHbIMIA / HALMOHANbHBIMU / MeX[yHa-
pOMHbIMY TPE6OBAHNAMY 3aKOHOAATENbCTBA.

e e Y[TAKOBKA
- Biflu-Jen - 10 ml/mn MaTepuana B pnakoHe.
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