Nephros SSU™ Filter - Dialysis Instructions for Use

INTRODUCTION

Information on this sheset must be repd hefore the use of this device o
ensure sale and eflective operalion.

Recommemnded Storage: Bevwozn 5 and 30°C (41 and 86°F)

INDICATIONS

Description: The Nephros 5511 Filker i intended io be used s filier
wiber of bicarbonate comcentrane used in hemeddial ysis deviees. 1
axisls in providing hemodialysis quality water or hicarbonate
corentraie. The deviee is nol a complete water rreatment sysbem, but
serviEs b remove bologhcs] contamimants. Thenefore it must be used in
canjunction with other waler treatment eguipment (RO, DI, e, ).
Single LUise: The device is intended for long term continuous use, Onee
it completes is usefal life, the Glter should be replaced and discanded.
D neal atbemapt 16 slerilize or reuse i,

CONTRAINDICATIONS

Medical: While the 5511 produces microbiologically pure water, the
waber Is ot intended v be wsed In medical applications where USP
sberile waber s normally wsed.

Chemicad: The 550U removes hiologscal comaminumds. To abiain
chemically pune waler in s necEssary o usce the Rler i comjunciion
wilh pther devices sach as DI beds or BCr systems.

WARNINGS & PRECAUTIONS

Cinliom: When used as o medica] devece, federal law (USA) restricis
this device o sale by or on the order of o physician

Pressure & Temperature: The 55U i designed for a maximom
inooming water pressure of TS psi (5 bar) and o masimam operiling
temnperature of H0°C {140°F),

Replacessent: The filter should be replaced if the New rbe begins 1o
nolcephly decreise. As long as 1 is Alowing the 350 will continue o
deliver microbiologically pure Muid. However, it is recommended char
ome extablish a regular maimerance schedule for replacing the filter.

INSTALLATION & REMOVAL
Mote: [F it is the first time o 55U is installed i a location, please refor
i the Meplegs 3500 Méalvsls Inaelladion fesiracrions Prinrmhnrhdling
& new filter it s recommended that one wash their bands and wear
disposable gloves.
® (pen anew 55U blisier pack and =21 aside the podt cap.
® Nlark the label with ihe installation dane.
#® Turn ol the waler source npstream of the filier.
® Disconmect the inlet side of (ke used Mieer, then the ol side,
® Seal the used liler ports with the caps o minimize water leakage.
® Remove the used fller from ils mounting and discand appropriabe]y.
® Kount the new Dilter making sung the direction of (ow and label
amevacs ane ihe same.
= Connect the autles waser line w the filer followed by the inlet line,
* Afier a new 551 & installed, prime the filier 1o drain For several
il iwibes b parge it of rappod air.
= Werily there are no beaks or Mow resirfcions,

OPERATION! DISINFECTION

# Fpllowing installation, it is recommenided to disinfect the lines
dowmstream of Use 55U as per standard chisle procedure.

&= The 85U is compatible with mos common waser koop disinfection
chemicals. It can be swhject b the Fllowing disinfectangs for | vear
of wockly exposures wilh no degradation in safely or efficacy,

o 1% Beomalin
o 1% Bleach
o 2% Yinegar
o KO Waner

® Disinfectiom should be cammied out 25 per mandard clinic procedures,
Mo special precautions or procedures ane required for the S5U. 1L is
N bz ireated singply as anexiension of the waler distribution systen

¢ Following chemacal disinfection the water must be tested For residual
disinfectany with vest sirips or ather means, The presence of the 5511
nidy reguine KMger fnsing mes.

& The pressare diop acroms the S50 geserally reduces the (v cate by
ahout Y o ¥ of the rabe without a filier. The filber should operate
under normal pse with minimal degradation in fow. IF the Mow rae
degrades signilicantly, replace e filer.

INTEGRITY TESTING

= Connect a sterile 60 co syringe io the samphe port post filer,

= Disconnect the imlen pon from the water source and close the down
abream valve.

& With the mbel 1o drain pump air inlo the [iger using the sample port
and il co syringe until waser stops flawing out the inket pon
{approadmanely 2-3 syringe volumes )

& Ancepl v pash one final syringe volume of s inio e Glier. Haobd
the plunger down for 5 seconds then relese il

¢ [[ihe plunger Ases the ler passes. 10 does nod the Gher fails.

® The Miler should B inegrity tested Fllowing disinlaction,
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Ditierential Presswre (Bar)
Specifications Mephros 55117
Mux Inlel Pressure T3 i 5 hard
Max Inkel Temperatun: GO (1407 F)
Filter Membrane Medisul fone™
Mduterinl Palysulfone
MW cur-efif 15 kla
Bacterial Belention = 10" (B, dimdnutz)
Wirus Retention wl0* (PhiX-174})
Endatoxin Reiention = 1 Elimi
Expecied Life Upia | year

Medisulfone™ is o registered irademark of Medics 5.p.A.
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