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.,  MopynbHble cuctembl CMa3ku

Ha6op c Tpy6kamn guameTtpom 1/4", TexHononumep
3

KOMMOHEHTbI B HABOPE
4 - MoaynbHaa Tpybka FHT, coctosaulas u3 20 cermMeHTos,

BBIMNOSTHEHHbBIX M3 TexHomomnMMmepa Ha ocHose ateTana (POM),

5 CUHNI LIBET.

- [1Ba pe3bboBbix huThHra FHJ, BEINOMHEHHBIX 13 TEXHONoAMMepa
Ha ocHoge aleTand (POM), opaHeBbli LIBET.

6 - YeTbipe conna FHN, BEINOMHEHHbIX 113 TEXHOMOMMMEPa Ha OCHOBE

aueTtanda (POM), opaH»keBbli LIBET.

OCOBEHHOCTHU
8 MofynbHasi  KOHCTPYKLMSA, — BbIMOMHEHHad  Ans  cOopkM ¢
3alLEnKMBaHneM OT[eflbHbIX  aneMeHToB (puc. 1), mnossonset
perynvpoBaTb 1 HampasnATb CTPYIO CMasku C MakcuMmaribHOM
rMbKoCThIO, obecneunBas Mpu 9TOM CTabULHOCTb PaboThl Aarke
npy HanuMm1 BUGpaumm.
OnuHa Tpybku MoOXeT OblITb afanTMpoBaHa K onpefaenéHHon
obnact  npuMeHeHWs nyTém  fobasfeHns  Wnv - yganeHus
11 COOTBETCTBYIOLLIErO KOMMUECTBA 3MEMEHTOB C MCMOfb30BaHMEM
cHOPKM C 3aLLENKMBaHNEM.
12 [nsa obneruennsa repmeTm3aLm pessdbbl PUTUHIOB PEKOMEHIYeTCs
1ICMOMb30BaTh NeHTY 13 MTO3.
13 Takum 0b6pa3oM, curcTema, cbopka KOTOPOWM ocylLiecTBnsieTcs el
1ICMOSIb30BaHVIS YINOTHEHNI, HE CUMTaeTCA repMEeTUUHON.
OThenbHble  KOMMOHeHTHl B Habope Takxe MNpofalTcs  Mo-
oTAEeNbHOCTM (CM. TabnnLy KOMMOHEHTOB).
Makc. naBnexvie Ha Bxofe: 4 6ap.
CM. MoayrbHble crcTeMbl CMaskn (Ha cTp. -).

10

XUMUNYECKAA COBMECTUMOCTb

MaTtepuran ycTonums K MOIOLLMM CpecTBaM, CMaskam 1 Macram,
17  He [JONyCKamTe KOHTakTa C KOHLEHTPUPOBAHHLIMY KUCIOTaMn 1
MPOYHbLIMIA OCHOBAHVAMM.

Mpn HEOOXOAMMOCTY MCMOSb30BaHUA PabOUNX CPEM, OTIINUHBIX OT

28 NepeuUncnenHbix, CBAMMUTECH C TEXHNUECKMM OTAEeSIOM KOMMaHum
Elesa+Ganter.

19 B nioboM criyuae Mbl PEKOMEHLIYeM MpOBepsaTh MPUroAHOCTb
NpPoAYyKTa Nof hakTUUECKME YCNOBUS SKCMITyaTalmn.

20

CMNEUMANBHOE UCNOJNTHEHUE OOCTYMHbI MO 3ANPOCY
21 TpyOKuM, COUTUHIM 1 CONMa BBINMOSIHEHbI 13 ChIPbS, KOTOPOE

noAxoauT ANa KoHTakTa ¢ nuiLeBbiMn npogykTamu (FDA CFR.21n
22 EU 10/2011).

AKCECCYAPbBI NO 3ANPOCY
Mnockory6Lel Ans cO0pKM KOMMOHEHTOB.

Puc. 1
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Axceccyapbl Anda rapasnikie 15

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



FH-1/4 MopynbHble CUCTEMbI CMa3KH 2/2

1
KoMnoHeHThl B Habope Ko Onncanue KonuuecTso 2
MogaynbHaga Tpybka 471201 FHT.1/4 1
3
PUTUHT ¢ pe3bbor 471058 FHJ.174-1/8-NPT 1
OUTUHT ¢ pe3bbol 471059 FHJ.1/4-1/4-NPT 1 a
Conno 471101 FHN.1/4-1 1 5
Conno 471106 FHN.1/4-3 1
Conrno 471111 FHN.1/4-5 1 6
Conno 471116 FHN.1/4-P25 1 .
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