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., Tpy6Km
A9 Moy ibHbIX CACTEM CMa3KM, TeXHononumep

3
MATEPUAN

. TexHononvmep Ha ocHoBe alieTans (POM), cuHwmii LBeT.
CTAHOAPTHBIE UCMONMHEHUSA

5 - FHT: wmopaynbHble TpybkW, npedBapuTeNlbHO cobpaHHble B

CErMeHThI.
e - FHT-C: wmopgynbHble Tpybkw, npefBapuTenibHO cobpaHHble ©

HaMOTaHHble Ha KaTyLLUKY.

7 OCOBEHHOCTU

MogaynbHas KOHCTPYKLWA, CCOOPMMPOBaHHasA C MOMOLLbIO COOPKM
C 3alLENKMBaHVEM OTHENbHbIX 3f1eMeHTOB (puc. 1), Mo3sonaer
HanpasnAThb CTPYIO CMa3ku B TpebyeMoM HarnpasneHuu.

OnuHa Tpybku MoXeT OblTb afanTMpoBaHa K onpeaenéHHon
9 obnact  npuMeHeHWs nNyTém  fobasfleHus  Wv  yganeHus
COOTBETCTBYIOLLIErO KOMMYECTBA 3MEMEHTOB C MCMOMb30BaHVEM
CcHOPKM C 3aLLENKMBaAHNEM.

[na  cOopkM 3aKOHUEHHbIX LUMAHroB CUCTEMbl  OXMaxkgeHus
HeobxoauMmo coefnHeHe ¢ natpybkom FHN (cMm. cTp. -), ¢ connom 1
11 coutnHrom FHJ (cm. cTp. -) Puc. 2

Taknm 0bpa3om, cucTema, cbopka KOTOpPOWM ocyllecTengeTca 6es
1ICNOMb30BaHVIA YINOTHEHNIA, HE CUMTAETCH FrePMETUYHOMN.

Makc. naBnenvie Ha Bxofe: 4 6ap (FHT.1/4), 2 6ap (FHT.1/2).

CM. MogyrbHble cucTembl cMasku (Ha cTp. -).

10

12

XUMUNYECKASI COBMECTUMOCTb
14 Matepnan ycToAumB k MOKLLAM CPEACTBAM, CMA3KaM 1 Macaw, Puc. 1
HEe [ONyCKalTe KOHTaKTa C KOHLEHTPUPOBAHHBIMA KUCIOTaMmn 1 -
MPOUHBIMU OCHOBAHUAMM.
Mpn HeO6XOAVMMOCTY MCMOSb30BaHWUA PAaboUNX CPEM, OTIINUHBIX OT [j:ﬂ - [j:ﬂ — [j:ﬂ
MEPEUNCIIEHHBIX, CBSIKMTECH C TEXHUUECKAM OTAEIIOM KOMMaHWm
Elesa. Puc. 2
B so6oM criyyae Mol PEKOMeHAyeM MpoBepsTb MPUrOAHOCTb )

17 NpoAyKTa Nof hakTUUECKME YCNOBUS 9KCMITyaTaLn. :ﬂ O:EI]:EI]:EI]:G G@

Mo OTAESIbHOMY 3AKA3Y BO3MO>XHO CNELUUAJIbBHOE
18 WUCMNOJTHEHUE

TpyOKM BBINOSIHEHBI 13 ChIPBS, KOTOPOE NOAXOANT NS KOHTaKTa ¢

nuLessiMm npoaykTamu (FDA CFR.21 1 EU 10/2011).

19

AKCECCYAPbI NO 3ANPOCY
20 [Tnockory6bupl Ans cOOpKN KOMMOHEHTOB.
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[ [Ons wnaHros KonuuecTso

x Kop Onucaune L di d2 d3 min. I cucTembl 52

E: oxnaxpgeHusa neMeHToB

a 471201 FHT.1/4 3085 16 7 485 151 1/4 20 42

g 471206 FHT.1/2 320.5 26 12 59 19.5 1/2 16 91

O

S FHTC

o

= Anst wnanros KonuuectBo

< Kog OnucaHue L di d2 d3 min. I cucTeMbl 52
oxnaxpeHus 3J1EMEHTOB

471202 FHT.1/4-C-7500 7500 16 7 485 151 1/4 495 1200
471207 FHT.1/2-C-7500 7500 26 12 59 19.5 1/2 384 2000

m Bce npaea Ha mogenu ELESA 1 GANTER zalmiieHs.
2 2/2025 = o
€ esa+Ganter IpU KOMMPOBAHYM HALLIMX UePTE)Kel BCerja yKasbBaiiTe yx UCTOUHMIK.



