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Axceccyapbl Anda rapasnikie 15

FHN

v +80°
-20°l

Conna

AN MoAyJTbHbIX CUCTEM CMa3KU, TeXHononumep

MATEPUATN
TexHononvmep Ha ocHoBe alleTans (POM), opaH»xeBbIi LBET.

STANDARD EXECUTIONS

- FHN: Conno ¢ oiH1M OTBEPCTUEM.

- FHN-P: Conno c oTBepCTMEM U MPSIMOYTOSbHBIM CEUEHNEM.

- FHN-F: Conno ¢ LWapHWpHOW TOMoBKOM C  LUecTHadLUaThbio
OTBEPCTUSMM.

OCOBEHHOCTHU

Vlcnonb3oBaHve comen Mo3BofSeT PerynmpoBath CTPYIO CMasku,
KOHLIEHTPMPYS e€ U pacnpefensisi eé no Tpebyemor NoOBepXHOCTU.
YcTaHOBKa  [Of/DKHa  OCYLL|eCTBMATbCA  MyTéMm  cOOpkM  C
3aLLénkmBanvem (puc. 1) Ha moaybHbIX Tpybkax FHT (cMm. cTp. -).
Cm. MoayrbHble crcTeMbl CMasku (Ha cTp. -).

XUMUYECKAS COBMECTUMOCTb

MaTepuan ycTomums K MOKWLLMM CPeCcTBaM, CMaskam 1 Macram,
He JZlOI'IyCKaVITe KOHTaKTa C KOHLEHTPWPOBAHHBbIMW KUCIIOTaMn
MPOYHbBIMMA OCHOBAHMSAMM.

Mpy HEOBXOAMMOCTI UCMOMNb30BaHNUA PaboUMX Cpef, OTNIUUHBIX OT
NepeuncnenHbix, CBAMMUTECH C TEXHWUECKMM OTAEeSIOM KOMMaHum
Elesa+Ganter.

B nioboM criyuae Mbl pEKOMEHLYyeM MpoBepsaTb MPUrofHOCTb
npofyKTa nof chakT1ueckue yCnoBua akcryaTaumm.

CMEUMANBHOE UCNOJTHEHUE OOCTYMHbI MO 3ANPOCY
Conna BbINOSHEHb! 13 ChIPbs, KOTOPOE NMOAXOANT AN KOHTaKTa ¢
nuLeseiMm npodykTamu (FDA CFR.21 1 EU 10/2011).

AKCECCYAPbBI NO 3ANPOCY
[nockorybubl Ans cOOpKM KOMMOHEHTOB.

FHN-B

Puc. 1

(=00

FHN
Kop OnucaHue L d1 d2 Ona MogynbHOW cUCTEMbI 5'&
471101 FHN.1/4-1 30 16 1.5 1/4 2
471106 FHN.1/4-3 30 16 3 174 2
471111 FHN.1/4-5 30 16 5 1/4 2
471126 FHN.1/2-5 495 26 5 1/2 6
471131 FHN.1/2-8 495 26 8 1/2 7
471136 FHN.1/2-11 495 26 11 1/2 6

aa
2 2/2025 €elesa+Ganter

Bce npaea Ha mogenu ELESA 1 GANTER zalmiieHs.
[PV KONMPOBaHYIW HaLLIMX YEePTEXKell BCeraa yKasbiBaiTe uX MCTOUHVK.
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Kop OnuncaHue L d1 11 b1 [na moaynbHoMi cucTeMbl 52

471116 FHN.1/4-P25 28.5 16 25 2 1/4 2 e
471141 FHN.1/2-P50 51 26 50 2 1/2 10
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Akceccyapbl And rnapasnmki 15

FHN-F

Kop OnuncaHue L d1 d2 Il Ons mopynbHOMN cUcTeMbl 52
471121 FHN.1/4-F 44.5 16 1.5 38 1/4 8

Bce npaga Ha Mogenu ELESA 1 GANTER 3aLmiieHs.

2/2025
[pU KOMMPOBAHIW HALLIMX UepTEell BCer/ja yKasbiBaliTe X UCTOUHMK. ele‘a+Ganter 3



