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Article code M46421910
Article name acc. DoC Ambix nova stationary Set
Class acc. MDR 2017/745 lla
Article code | Article name Material
C10898 Filter Speed Flow 1,2 um eHousing: MBS (Methylacrylate /

butadiene/styrene)

efluid filter: 1.2 um hydrophilic PES
Polyethersulfone)

eair filter: 0.03 um hydrophobic PTFE

(Polytetrafluoroethylene)

C11503 Solvent e THF (Tetrahydrofuran), also 1,4-Epoxy butane

C11553 Solvent e CHN (Cyclohexanone)

C30936 Tube 3.0 x4.1 mm e PVC (Polyvinylchloride) soft, noDOP, 34%
TEHTM (Tri-(2-ethylhexyl) trimellitate)

C30949 Tube 2.5 x4.22 mm e PVC (Polyvinylchloride)

J1010110

C10178 Drip chamber upper part 21 E | e PS (polystyrene),

e Colourant white, 50 % TiO2 in HIPS (high
impact polystyrene)

C10221 moulded ring white for drip o (98%) PS (Polystyrene),
chamber 21 e (2%) Colourant, carrier material PS (Polystyrene),
contains 50% TiO2
C10265 Drip chamber lower part 21 o SBS (Styrene Butadiene Copolymer)
V92
C10345 air ventilation flap e (50%) CAS-No.: 9003-07-0 1-propene

homopolymer: PP (Polypropylene)
o (50%) CAS-No.: 9010-79-1 1-propene
copolymer (heterophasic copolymer)

C10539 Protective cap e PP (Polypropylene)
C10808 Filter 15 um drip chamber 21 o Filter: PA 6.6 (Polyamide) = Nylon Filter
e housing: PA 6 (Polyamide),
C10836 ventilation filter 3um e Membrance Type: Hydrophobic
Material Type: ePTFE (expanded

Polytetrafluorethylene) Membrane
e Membrance Support Type: Non-woven Polyester

C11504 Solvent / Lubricant e |sopropyle alcohol
C11511 Lubricant e Aminofunctional Siloxane
J1010810

C10405 roller clamp housing, orange PS (polystyrene),

PS (Polystyrene) with silicon slip-masterbatch;
PS (Polystyrene),

C10412 Roller clamp wheel PS (polystyrene);

2.5% PS (Polystyrene) with silicone
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slipmasterbatch; Alternative to C90348 for FKN
only:

o PS (Polystyrene),

11010902

C11503 Solvent o THF (Tetrahydrofuran), also 1,4-Epoxy butane,

C11515 Solvent o MEK (Methylethylketone)

C30631 Connection piece e  MABS (Methymethacrylate
AcrylonitrileButadiene Styrene)

o (2%) carrier material ABS (Acrylonitrile

Butadiene Styrene) with anorganic and organic

colour pigments (blue)

C30632 Pump connector upstream ¢ MABS (Methymethacrylate Acrylonitrile
Butadiene Styrene)

e (2%) carrier material PS (Polystyrene) with
anorganic and organic pigments and dyes (light
green)

C30650 Antikink e PP (Polypropylene)
e (2%) Carrier material PP with organinc and
inorganic colourants
C31646 Ambix Nova Clamp e Polycarbonate
o 2% Masterbatch blue (Carrier: Polycarbonate)
C60936 noDOP PVC-tube ¢ 3,0 x ¢ 5,0 x | « PVC (Polyvinylchloride) with plasticizer TEHTM
195mm
11010920
C10505 Protective cap lock e PP (Polypropylene),
C10605 connector Luer Lock o MABS (Methylmetacrylate Acrylonitrile
Butadiene Styrene),
alternativ: C90106 MABS (Methylmetacrylate
Acrylonitrile Butadiene Styrene)
Packaging
Folding box 400 x 220 x 95 mm | e Corrugated cardboard
Compound foil 70 um e PA (Polyamide) / adhesive layer / PE
(Polyethylene)
PE-Band 90 x 30 x 0.05 mm e HDPE (high density polyethylene)
White paper for IFU printing e 100% wood pulp
Roll Label 105 x 148 mm o Paper (blank white) and Adhesive
PE bag with bottomseal, o LDPE (low density polyethylene)
transparent e Film thickness: 45 um
Stretch film o LLDPE (linear low density polyethylene)
Stretch film foil plate o LDPE (low density polyethylene)
PE (Polyethylene) film e PE (Polyethylene), white
broadband
Paper Ambix nova ambulatory
Sets
Sterilization

Sterilization gas, Nanchang

e Ethylene oxide (90%) + Carbon dioxide (10%)

Date: 12.10.2024

Page 2 of 3




\H\ FRESENIUS o
KABI Material List -M46421910

Article code |Article name Material
Indicator tape for EO Process indicator tape for Ethylene Oxide (EO)
sterilization e sterilization
Sterilization gas, Poland e alternative: > 99.9% Ethylene oxide
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