MEDICAL

Biflu LC
(Bidny EnEc)

Light curing fluoride varnish & denti-
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Biflu LC is a light curing dental varnish containing an active micronized
suspension of Calcium Fluoride and Bioactive Calcium Fluoride-Phosphate
containing Glass. The combined effectiveness of two ingredients leads
to both, an immediate as well as long-term effects. Its optimal viscosity
allows it to be easily applied to form a thin films and so serve as an
insulator of exposed root surfaces. The Calcium Fluoride and Bioactive
Calcium Fluoride-Phosphate containing Glass in Biflu LC allow for deep
fluoridation and remineralization 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 LC also contains Thymol as a barrier
against local bacterial activity. Biflu LC 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.

oo |NDICATIONS
Caries prophylaxis;
Fluoridation and remineralization 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 polish;
Post operative management of acid etched enamel surface;
Insulation of tooth surface following mechanical treatment;
Cavity liner, protective physical barrier;
Dentinal tubule sealant.

oo DIRECTIONS FOR USE

Surfaces to be treated are cleaned and thoroughly dried with oil-free
air. Do not overdry the dentin surface.

When applied to the tooth surfaces, simply drip one or two drops of
Biflu LC onto a mixing pad and smear a thin layer upon the tooth surface
with micro brush or other available applicator. The varnish is allowed to
be absorbed for twenty seconds. Avoid forming thick film of varnish as
this will tend easily to peel away. Use oil-free airjet to disperse Biflu LC
over treated surface. Cure the applied layer with available dental light
unit. Note, that high-energy LED photo-polymerizer requires less time
for curing the same portion of material (10 sec. is enough, as a rule).
Follow to the manufacturer's instruction.

Remove the oxygen-inhibited layer with cotton pellet, control the
margins and remove the residuals if necessary.

With correct application and proper mouth hygiene the film remains in
place for several days.

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. The varnish is allowed to be absorbed for twenty
seconds and then dispersed with oil-free air. Cure the applied layer
with available dental light unit. As a result Biflu LC forms the water
impermeable film. The routine therapeutic procedure is followed to
Biflu LC placing.

For professional use in dentistry only!

©e SUPPLEMENTARY INDICATIONS

The application of Biflu LC can be repeated two or three times at intervals
of 5 - 7 days. Surfaces should be dried and treated with Biflu LC again.

©e PRECAUTIONS

Biflu LC is not recommended in case of dental fluorosis.

Biflu LC should not be used if patient has a known allergy or
sensitivity to methacrylates or fluorides.

Do not use Biflu LC immediately after teeth whitening as peroxide
residuals within dentin and enamel can significantly reduce the
strength of resin bond to tooth tissue.

Eugenol-containing temporary cements may also inhibit the
polymerization of Biflu LC.

®e \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.
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oo LIMITATION OF LIABILITY

The manufacturer's liability is limited by only cases stipulated by direct
legislation of the country.

©e STORAGE AND SHELF LIFE

Store at room temperature. Protect from direct light. Close tightly
the cap after use.

Shelf life at room temperature — 2 years.

Cooling the material to 4 — 8 °C prolongs the shelf life.

DO NOT FREEZE!

oo RECYCLING

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

oo PACKING
Biflu LC - 3 g syringe with delivery tips.

@ Bivny EnEc B3

Bipny EnEc - ue $hoTononiMepHuUit CTOMATONONIYHUI NaK, LU0 MICTUTD aKTUBHY
Mikpocycnesito dropuay kanbLilo Ta GioaktusHoro Kanbuii--Orop-OocdatHoro
ckna. Ixwiit KOMBIHOBaHWI BNAMB Ha TKaHUMHU 3y6a 3yMOBMIOE SIK LIBMAKWI, TaK i
NpooHroBaHui y yaci edekt. OnTUManbHa TekyyicTb Npenapary 403sonse Gpop-
MYBaTW LOCUTb TOHKII LUAP, LLIO AyXE 3py4HO, 0COBNNBO Mif yac 3axXuUCTy AiNSHOK,
Ki 61M3bKO NPUNAraoTh 10 KOPEHEBUX KaHanis.

Cknaposi npenapary € nocTayanbHUKaMi ioHie ¢Topy, kanbLito Ta Gocdopy, Wwo
HaCKuYIOTb TKaHWHY 3y6a | YNHSTb BUPAXEHWI TepaneBTUYHMI BNNIUB Y BUNAAKaX
i30n9Lji 1HA NOPOXHWH, @ TAKOX MICLLEBOr0 3acTOCYBaHHs K NPOQiNaKTUYHoro
3acoby npotv kapiecy. bidny EnEc Takox MicTUTb TUMON, SKUA Mae BUpPaXeHy
aHTMBaKTepianbHy Aito.

e [IPU3HAYEHHS

MpodinakTtnka Kapiecy.

(DropyBaHHs 3y6iB.

SHWKEHHS YyTAMBOCTI B AiNSHKaX, NPUNErNuX 0 KOPEHEBMX KaHaiB.
3axuCT Bifi Kapio3HUX YpaXeHb Y NPULLMAKOBMX AiNsHKaX.

MicueBe npurHiyeHHs 6akTepianbHoi akTMBHOCTI.

MicueBe dTopyBaHHs Nicns 3BUYAIHIX TEPANEBTUYHUX NPOLIEAYP Ta NONipy-
BaHHS.

Micnsonepauiitia 06pobka cunbHO NPOTPaBNEHoi emani.

I30n9List noBepxHi 3ybiB nicns MexaHiuHoi 06pPO6KM.

1307191Li1 NOPOXHYH, LLIO CTBOPIOE 3aXUCHUI Bap'ep.

TepmeTu3aLii AEHTUHHUX KaHanbLiB.

*e ClOCIE BUKOPUCTAHHSA

MoBepxHi, o nigngratotb 06po6ui npenapatoM bidny EnEc, noBuHHi 6yTn petenb-
HO OYMLLIEH] | NPOCYLLEHi NOBITPSIM. He nepecyLUyiiTe NOBEPXHI0 IEHTUHY. HaHeciTb
Kpannio abo [igi npenapary Ha BMI0KHOT A4S 3MilllyBaHHs i 3a AOMNOMOroK anfi-
Kkatopa Microbrush a6o iHwworo nogibHoro A0 HHOrO HaHECITb NpenapaTt TOHKUM
LIApOM Ha NOBEPXHi, NPU3HaueHi Ana 06pobku. YHuKaiiTe GopMyBaHHS 3aHaaTo
TOBCTOTO LUApy.

@ UA.TR.101

[lata octaHHboro nepernsay 9 ciyug 2020 p.

Iing npodeciiiHoro BUKOpUCTaHHS B cTOMaTonorii!

[l03B01bTE N1aKy NPOHUKHYTU B TKaHUHY 3y6a YNPOAOBX AEKINbKOX CEKYHA | NOTIM
npocyLwiTb 06po6neHy NoBepxHio. [Ins noniMepu3aallii HaHeCeHoro LWapy BUKOpU-
cTaiiTe HasBHWI GoTononiMepuaatop. [oAepXyiiTecs pekoMeraaLili BUpo6HIKa
nonimepu3atopis. [lani npu6epitb iHribipoBaHuit KUCHEM Luap, 3@ LONOMOr0I0 BaT-
Horo Banuka. MepesipTe MexXi AinSHKN Ha Ky HaHocuBes npenapat bipny EnEc,
AKLLO NOTPIGHO NpUBepiTb HaAWULLKK MaTepiany.

Y BUNAAKY NPaBUNbHOTO HAHECEHHS i HANEXHOro AOrNSAY 3a NOPOXHUHOW PoTa
Matepian 3anuiuaeTbes Ha 3y6ax yNnpomoBX AeKiNbKoX AHIB.

[inq HaHeCeHHs Ha [IHO NOPOXHWHWM MOMIcTiTL Kpanmio bidny EnEc Ha annika-
LiHWI NEH3ANK | HAHECITb Lap NaKy Ha CTiHKW NpenapoBaHoi NOpPOXHUHK. [lo-
3BO/IbTE 1aKy NPOHUKHYTU B TKaHWHW 3y6a YNpOLOBX AEKINbKOX CEKyHA i noTiM
npocyLuitb 06po6neHy nosepxHio. Y pesynsrarti bipny EnEc Gopmye HeposumnHHy y
BOOHOMY cepefioBuLL nnieky. Micnsa HaHeceHHs bidny EnEc Tpeba npoBecTy cTaH-
[NapTHY TepaneBTUYHY NPOLeypy.

e CMELIAbHI BKA3IBKK

Mpouenypa HaHeceHHs npenapaty Moxe 6yTv nosTopeHa aBa abo Tpu pasu
3 iHTepBanoM 5 - 7 anis. MoBepxHi NOBUHHI GyTH BUCYLLEH] | 3aHOBO 06po6NEH
npenaparoM.

ee 3ACTEPEXEHHSA

Bidny EnEc He noBuHeH 3acTOCOBYBATUCS Y BUNAAKY BUPAXEHOI aneprivyHoi
peaKuii Ha iHrpefieHTH, Lo MICTATbCH B HbOMY (MeTakpunary, ¢Top Towo).
TUMYacoBi LiEMEHTH, L0 MIiCTSTb EBIEHON, MOXYTb MPUTHIYYBaTU Mpouec
nonimepu3aii bipny EnEc.

Bipny EnEc He pekoMeH0BaHMIA 33 HAABHOCTI (G1OOPO3Y.

He 3actocoBysatu npenapart bigny EnEc ompa3sy X nicng npouenypu Big-
6intoBaHHs 3y6iB, OCKINbKM 3aNULLKI NEPEKUCY BOAHIO B [EHTUHI Ta emani
MOXYTb iCTOTHO 3MEHLUMTM CUY aaresii npenapary 0 TKaHuH 3yba.

oo TAPAHTIVHI 3060B'A3AHHS

MinnpreMcTBO-BUPOBHUK rapaHTye sKiCTb CBOEI MpOAYKUii. [apaHTis He no-
LUMPIOETHCS Ha AedeKTH, L0 BUHUKAM B PE3YNbTaTi NOPYLLEHHS BUMOT iHCTPYKLI
N0 BUKOPUCTaHHIO MaTepianie, NOPYLUEHHS YMOB 36epiraHHs Ta iHLLi BUNaaKy, He
nepenbayeHi GyHKLiOHaNbHUM NPU3HAYEHHSM MaTepiany.

CnoxuBay Hece BigNoBIANbHICTb 3a BU3HAYEHHS NPULATHOCTI JAHOTO MPOLYKTY
10 BUKOPUCTAHHS BIANOBIAHO 0 #0ro (CnoxwuBaya) 3aaay. YMoBa AN rapaHTiii-
HOrO BUMAJKY: HEBIQNOBIAHICTb NPOAYKTY XapakTepucTukaMm, 3asiBNeHuM BUP06-
HUKOM. Y pa3i BusiBneHHs aedekTy Matepiany B rapaHTiiiHuit nepion Nianpuem-
CTBO-BMPOBHUK POBUTL 3aMiHy NPOAYKTY.

ee OBMEXEHH4 BIANOBIAANIBHOCTI BUPOBHUKA

BinnosiganbHicTb NiaNpueMCTBa-BUPOBHMKA MOLUMPHOETHCS TiNbKW Ha BUMALKW,
npsMO nepefdayeHi YUHHUM 3aKOHOABCTBOM KpaiHU.

e e 3BEPITAHHS | TEPMIH MPUAATHOCTI

36epirati Npu KiMHaTHIi TeMnepaTypi B 3aX1LLEHOMY Bif CBITNa MiCLL, LLlinb-
HO 3aKpUBaTK KOBMAYOK MICNsk BUKOPUCTAHHS.

TepMiH 36epiraHHs Npy KiMHaTHii TeMnepaTypi - 2 poKu.

0xo0nomxeHHs Matepiany 1o 4 - 8 °C 36inbluye TepMiH 36epiraHHs.

HE 3AMOPOXYBATU!

oo YTUNI3ALIA

YTunisysaTu MeauyHuil BUpI6 BiANOBIAHO 3 NOKaNbHUMM / perioHanbHUMI / HaLyio-
HaNbHUMM / MiXHAPOAHUMI BUMOraMy 3aKOHOLABCTBA.

e YNIAKOBKA
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