ORAFIX® 12885 TexHuueckas

UHopmMauus

2020/05
ctp.1us l

OnucaHue

OTa [OBYCTOPOHHAS KNenkas feHTa COCTOMT W3 nerko otaensemMoro GymaxHoro Hocutens, rnopgalolerocss pocnycky,
MOKPLITOro ¢ 06enx CTOPOH MOANMULIMPOBAHHBIM akpunoBbiM kreeM. Knen RA4 nmeeT CuibHYO NUNKOCTb Y MPEBOCXOAHYI0
TEPMOYCTOWYMBOCTb, COOTBETCTBYeT TpeboBaHnam Ceopa dedepanbHbix npasun CLUA no KOHTPONIO KavecTsa NULLEBbLIX
npoayktos n megunkamentos (FDA), 21 CFR, pasg. |, § 175.105.

MaTtepuan HocuTens
Otpensiemas 6ymara, nogaatoLasica pocnycky (6enas)

Mopnoxka
CunukoHunsupoBaHHas ¢ 0benx ctopoH bymara (90 r/m?, 6enas)

Knen
MoanduumnpoBaHHbIN akpUNoBbIV KIen, pacTBOPMMBIN B Boae, BeCLBETHbLIN

NMpumeHeHue

CpalumBatowast nieHTa, noaaatoLLascs pocrycky B BoAe, C BbICOKON TEPMOYCTONYMBOCTLIO ANA HAYarlbHOro NPUKNenBaHns K
BTYIIKE U A9 3aKPbITUS PYSIOHA KEeCTKON Gymarv unm KapToHa npy KOMMEPYECKOM M MPOMBILLNIEHHOM NMPUMEHEHUN.

TexHnYeckme AaHHble

TonwmHa* (HocuTenb C KNeem) 0,200 mm

TepmoycToM4nBOCTb *** no +200 °C, kpaTkoBpemMeHHo o +230 °C
MeTenbHbIN TecT* (FINAT TM 9) 4 H/25mm

Cwuna cuenneHusa* 5H/25mMm yepe3 1 MUH.

(FINAT TM 1, Ha konupoBanbHow Bymare, NOkpbITon c ogHon > 5H /25 MM yepes 20 MuH.
CTOPOHbI MONM3MPHON NneHkor TonwmHorn 0,05 Mm)

Mpo4yHOCTb Ha ckanbiBaHUe* 90 muH / 4230 °C

(S.AF.T.-tect o123 °C go 230 °C)

CnocoBHOCTL K POCNYCKY Ha BOJIOKHA yaoeneTsopseT TpeboBaHuAM

(B cootBeTCcTBMUM ¢ TAPPI UM 213)

CpoK XpaHeHus ** 12 mecsiLeB (B 3aneyaTaHHOW OPUrMHANbHOW YNaKoBKe)
* CcpegHee 3Ha4yeHue

*x B OpuUrnHanbHou ynakoske, npu 20 °C u oTHOCUTENbHOM BraxHoCTH Bo3gyxa 50 %
*** 1 yac, 0ObIKHOBEHHbIN CpefHEeeBPONEeNCKnA Knumar

BAXHOE NPUMEYAHUE

Bce npoayktbl cepun ORAFIX® npoxogsaT TaTernbHbI KOHTPOSb KayecTBa Ha MPOTSPKEHUW BCEro Mpou3BOACTBEHHOMO
LUKna, No3TOMYy Mbl rapaHTUpyeMm, YTO NOCTaBnsieMasi HaMy NPOAYKLUMS COOTBETCTBYET TOProBbiM CTaHAApTaM KavecTsa 1
HEe MMeeT NpPoM3BOACTBEHHbIX AedektoB. OnybnukoBaHHast MHgopMaums o npoayktax cepum ORAFIX® ocHoBaHa Ha
pesynbTaTax uccnegoBaHuii, obnagarowmx JOCTOBEPHOCTLIO C TOYKM 3PEHUSA HaLLero NpeanpuaTvs, KOTopble, OOHaKo, He
BNEKYT 3a COOOM rapaHTUiHbIX 00s3aTensCcTB. BcnepcteBne pasHooOpasvs BO3MOXHOCTEN WCMNONb30OBaHWUS MPOLYKTOB
ORAFIX® 1 NOCTOSAHHOTO pas3BMTUS BUOOB X NPUMEHEHUS, NoKynaTernb AOMMKeH NpoBepPSTb BO3MOXHOCTb UCMOMNb30BaHNS U
XapaKTEPUCTUKUN KaXXgoro NpoAyKTa Ha ero COOTBETCTBUE MpeanonaraeMoMy BMAy MCNONb30BaHWUS U OLeHMBaTbL BCE PUCKU,
CBsI3aHHbIE C 3TUM Mcnonb3oBaHueM. Bee cneuundukaumm moryT G6biTe U3MeHeHbI 6e3 NpeaBapuUTENbHOTO MHPOPMUPOBAHUS.
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