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- 37°C Temp.: 37 °C Temp.: 37 °C Temp.: 37 °C Temp.: 37 °C
600 mVmin Flow: 600 mUmin Flow: 600 mlmin Flow: 600 ml/min Flow: 600 ml/min
adjustable from 4 Time: adjustable from 4 Time: adjustable from 4 Time: adjustable from 4 Time: adjustable from 4
to 10 min in the to 10 min in the to 10 min in the to 10 min in the to 10 min in the
SETUP menu SETUP menu SETUP menu SETUP menu SETUP menu

=

.2 37 °C 84°C 37°C .. B4°C 37°c
600 mUmin : 450 mVmin 600 mUmin . 450 mVmin 600 mUmin
adjustable from adjustable from :  adjustable from :  adjustable from adjustable from
10 to 20 min in 10 10 20 min in 10t0 20 minin 10 to 20 min in 10 to 20 min in
the SETUP menu the SETUP menu the SETUP menu the SETUP menu the SETUP menu

Timing: Timing:

from > 80 °C from> 80 °C

| =

. 37°C B84°Ct0 37 °C 37°C .. B4°C 1037 °C ar°c
600 mUmin 600 mUmin 600 mUmin 600 mimin 600 m/min
adjustable from : adjustable from adjustable from adjustable from i adjustable from
15 to 30 min in 10to 25 min in 15to 30 min in 15t0 25 minin 15 10 30 min in
the SETUP menu the SETUP menu the SETUP menu the SETUP manu the SETUP menu

84°C .. B4°C

450 ml/min 450 m¥min
adjustable from . adjustable from
15 to 30 min in 15 to 30 min in
the SETUP menu the SETUP menu
Timing: Timing:

from > 80 °C from > 80 °C
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ABS
EPDM*
Glass
Glass*

NBR

PA (PA 6.6)

PBT
PBT*

PC*

PC + ABS
PE*

(PE, soft)
PEEK*
PE!*
PES*
PES*
PMP
Polyester
POM*
POM

Terluran
Ethylene-propylene rubber

Duran

Nitrile rubber with fiber core
Polyamide

(Ultramid, Durethan)
Valox

Ultradur

Makrolon

Bayblend

Lupolen

(flame-resistant), Lupolen
Victrex

Ultem

Thermocomp

Radel 10 and 20% GF
TPX

Flexon, Polyscript-Carbo
Hostaform H 2320 natur
Hostaform C

LSty - |

POM Delrin

PP* Hostacom 20% GF

PP* Hostacom M2

PPH* Hostalen

PP(E) Noryl :

PPO* Noryl 20% GF

PPS* Ryton R4

PPSU* Radel

PPT 1070 natur

PS Hostyren + PS

PSU Udel P

PTFEE* Teflon

PUR Rigid polyurethane foam
UL-94 VO

 PVC-U

PVC Vinyl chloride polymer, gray

PVC line transparent

PVDF* Dyflor

PVDF* Foraflon

Silicone line* transparent and reinforced

VMQ Vinyl methyl polysoloxane
(silicone rubber)
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Aluminum
Sheet metal, Cu55, 1.1203

Sheet metal, DIN 1541, MK75, unhardened

Sheet metal, DIN 1783, AlMg
Sheet metal, DIN 1798, AIMgSi 0.5
DIN 174 — St37K

1.4301

1.4301.— DIN 178/668

Motors
Copper
Cast steel
Cast zinc

Plug connectors
Copper + zinc
Glass-fiber-enforced thermoplasi

Transformer

Copper
Polyester/polyurethane
Casting material, PU 151/20
UP resin

Iron core

Various materials

Radox

Lexan (plexiglass)

Oxyte 100

Steel, 1.1121

Cadmium-plated and chrome-plated steel
MS 58

MS 63

Leather (pocket)

Nylon 6/6 UL 94 V-2

Paper

Perlon D536/20 (slatted roller blind belt)
Silbad 400

Thermally conducting paste
Synchroflex (toothed belt)

Sirex, PU foam (insulating boards),

with open pores, adhesive on one side

Adhesives

Loctite

Scotch-Weld DP 499
Scotch-Weld V 23
Cyanolit

Elastosil
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1.4401"

1.4404*

Titanium — TiAl 4 V6*

Spring steel 1.4310 — DIN 59381
Steel, 1.4300 (for systems)
Steel, 9S MnPb, 28K
Galvanized steel

Cables
Copper
PVC
Teflon

Electronic scrap

Basic P.C.B. material
Glass fiber epoxy resin
Ferrite cores

Lithium batteries
Lead-acid storage battery

dﬁ&aél}a—-f’

Packing

Ethafoam
(Polystyrene)
Corrugated cardboard
Cellular rubber
Wooden pallet

Lacquers

Covering lacquer: Pehapol

Base: epoxy resin

Prime coat: P 81.914 (base)
Hardener: P 85.033 (PUR)
Insulating lacquer: type FS 190
Dilution: type FS 225

Screening lacquer;

Elektro DAG 438/Messrs. Acheson
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AC = alternating current

BC' = balancing chamber
BIC = bicarbonate

BP = blood pump

CD = conductivity

CDS = central delivery system
DC = direct current

Fig = figure (diagram)

HD = hemodialysis

HDF = hemodiafiltration

LD = Level detector

LED = light emitting diode
OD = optical detector

SL = shunt interlock

SN = single needle

SV = solenoid valve

TMP = transmembrane pressure

UF = ultrafiltration
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l{ltraﬁltration coefTi- Effective surface area(mz)
cient(ml/h.mmHg) 1|4, .8 | Wall thickness (um)
Inner diameter (um)

Clearance:
Urea(ml/min) 160 Priming volume, blood(ml)
Creatinine(ml/min) |130 Priming volume, dialysis fluid(ml)
Phosphate(ml/min) |108
Vitamin Biz(ml/min) 1 36

Flow resistance, blood(mmHg)

Type R3

Ultrafiltration coefficient(mV/h.mmHg) 157

Clearance:Urea(ml/mim) 125
Creatine(mVmin) 95
Phosphate{mVmin) 50
Vitamin Biz(ml/min)

20 47 56

Priming volume,blood(ml) 30 44 68 84
Effective surface area(m) 0.4 0.7 1.0 13
Wall thickness(um) 40 40 40 40

Membrane material Fresenius Polysulfone , asymmetre, no pore-filling agents, dry
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SGS International Institute of Standards and
Certification Services AG Industrial Research of Iran 710

CERTIFICATE

Certificate Number 68015-1

This is to certify that the Quality
Management System of

SOHA

Km 52 Tehran-Qazvin Hwy.,
Tehran — lran

has been assessed and registered
as meeting the requirements of
1S0 9002 : 1994

The scope of registration is detailed
as follows:

Manufacturing of Disposable
Medical Devices.

The certificate is valid for a three
year period from the date of issue
indicated below.

SGS International Certification
Services AG

Technopark, Pfingstweidstrasse 30,
CH-8005 Zurich/Switzerland

Zurich, April 29,1998
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MANAGEMENT SERVICE

No. Q1 97 10 27126 027

TUV PRODUCT SERVICE GMBH certifies that

Fresenius Medical Care
Deutschland GmbH
Plant Schweinfurt

HafenstraRe 9
97424 Schweinfurt

in the facility:

Fresenius Medical Care, Deutschiand GmbH, Plant Schweinfurt
Hafenstr. 9, 97424 Schweinfurt

for the following area:
Medical devices for Dialysis Medicine

has established and is maintaining a quality system which meets the
requirements of

DIN EN ISO 9001 (08/94)
DIN EN 46001 (09/96)

as documented in audit report no. 01210700301.
This certificate is valid until 09/2000.
Munich, 10-23-1997
TUV PRODUCT SERVICE GMBH

ACCREDITED CERTIFICATION BODY
FOR QUALITY SYSTEMS
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TGA-ZM-60-95-11

Fresenius Medical Care 4008 B




EN ISO 14001 Certificate

CERTIFICATE

R RS TO

No. RM 97 01 27126 017

TUV PRODUCT SERVICE GMBH certifies that

Fresenius Medical Care
Deutschland GmbH

Plant Schweinfurt
HafenstraRe 9
D-97424 Schweinfurt

for the following area:
Development and Production of Dialysis Systems

¢ CBWAETENLCTBO & CERTIFICADDO ® CERTIFICAT

has established and is maintaining an environmental management
system which meets the requirements of

DIN EN ISO 14001 (10/96)

as documented in audit report no. 01593600201.
This certificate is valid until 01/2000.

Munich, 01-10-1897
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TUV PRODUCT SERVICE GMBH
ACCREDITED CERTIFICATION BODY
FOR ENVIRONMENTAL SYSTEMS
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g Akkreditiorungs

TGA-ZM-56-95-60

ZERTIFIKAT & CERTIFICATE #

Ridlerstrasse 31, D-80339 Minchen, Germany, Tel. +49/89/5 00 84-225

Fracaniiie Madiral Cara 40NR R




Certificates

CE-Declaration of Conformity

FEG-KONFORMITATSERKLARUNG
EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE

Wir / We / Nous

Fresenius Medical Care AG

(Hersteller / Manufacturer / Fabricant)

D-61346 Bad Homburg
(Anschrift / Address / Adresse)

erkliren, daB das Produkt / declare that the product / déclarons que le produit

4008B

Himodialyse- /Himofiltrationsgerit / Haemodialysis /Haemofiltration System /

générateur d'hémodialyse / hémofiltration
(Typ oder Modell, Bezeichnung / Type or Model. Name / Type ou madéle, nom)

xV5A xxxx

(Seriennummer / Serial Number / N° de série)

G5 95 01 27126 009 I

(EG-Baumusterpriifungs-Nr. / EC Type-Examination-No. Kilasse / Class / Classe
N° de I'examen CE de rype)

entsprechend den Vorgaben der MDD 93/42 EWG Anhang Il (EG-Baumusterpriifung) und
Anhang V (Qualitiitssicherung Produktion) gefertigt wird.

is produced in accordance with the requirements specified in MDD 93/42 EEC
Appendix III (EC Type-Examination) und Appendix V (Quality Assurance Production).

est produit conformément aux exigences de la directive MDD 93/42 Annexe III (examen CE de
type) et Annexe V (assurance de la qualité de la production)

Schweinfurt, 98-06-18 % M :w
Qualitétssich g / Quality Assurance

Ort und Datum / Place and date / Geschiftsbereichsleiter
Date et licu Executive Vice-President / Chef produit Assurance qualité

Fresenius Medical Care 4008 B




1.14.2 CE Declaration of Conformity for DIASAFE®pus (option)

EG-KONFORMITATSERKLARUNG
EC DE ION OF RMITY
E TION CE DE CONFORMIT.

Wir / We / Nous

Fresenius Medical Care AG

(Hersteller / Manufacturer / Fabricant)

D-61346 Bad Homburg
(Anschrift / Address / Adresse)

erkkiren, daB das Produkt / declare that the product / déclarons que le produit

Diasafe plus (Option)

Dialysierfliissigkeitsfiltersystem
Dialysate Filter System / systéme de filtration du dialysat
(Typ oder Modell, Bezeichmung / Type or Model, Name / Type ou modle, fiom)

G5 97 10 27126 026 _Ilé

(EG-Baumusterpriifungs-Nr. / EC Type-Examination-No. Klasse / Class / Classe
N° de 1'examen CE de type) s

entsprechend den Vorgaben der MDD 93/42 EWG Anhang I (EG-Baumusterpriifung) und
Anhang V (Qualititssicherung Produktion) gefertigt wird.

is produced in accordance with the requirements specified in MDD 93/42 EEC
Appendix Il (EC Type-Examination) und Appendix V (Quality Assurance Production).

est produit conformément aux exigences de la directive MDD 93/42 Annexe III (examen CE de
type) et Annexe V (assurance de la qualité de la production)

Schweinfurt, 98-07-08 e Con éﬂ/j

Ort und Damm / Place and date Geschiifisbereichsieiter Q\ﬂli% / Quality Assurance
Date et lieu Executive Vice-President / Chef produit qualité

Fresenius Medical Care 4008 B 10/07.99 (OP)




1.14.3 CE Declaration of Conformity for AutoPRIME™ (option)

Wir / We / Nous

Fresenius Medical Care AG
(Hersteller / Manufacturer / Fabricant)

D-61346 Bad Homburg
(Anschrift / Address / Adresse)

erkliren, daB das Produkt / declare that the product / déclarons que le produit

AutoPRIME (Option)

Befiillen des extrako; Blutkreislaufs diber e Dial
Primi extracorporeal blood circuit via a dialyzer*
«Remplissage du circuit sanguin extracorporel sur une dialyseur®
(Typ oder Modell, Bezeichnung / Type or Model, Name / Type ou modéle, nom)

G5 98 04 27126 031 /1]

(EG-Baumusterpriifungs-Nr. / EC Type-Examination-No. Klasse / Class / Classe
N° de I'examen CE de type)

entsprechend den Vorgaben der MDD 93/42 EWG Anhang Il (EG-Baumusterpriifung) und
Anhang V (Qualititssicherung Produktion) gefertigt wird.

is produced in accordance with the requirements specified in MDD 93/42 EEC
Appendix IIT (EC Type-Examination) und Appendix V (Quality Assurance Production).

est produit conformément aux exigences de la directive MDD 93/42 Annexe III (examen CE de
type) et Annexe V (assurance de la qualité de 1a production).

Schweinfurt, 98-06-18 % é /en
Ort und Datum / Place and date Geschiftsbereichsleiter
Date et lien Executive Vice-President / Chef produit

Fresenius Medical Care 4008 B 10/07.99 (OP)




BTM 4008

Blood temperature monitor

Fresenius Medical Care




FRESENIUS AQUASAFE 08

Central Osmosis System
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Fresenius Medical Care




Blood Pressure Monitor




Blood Volume Monitor (BVM)

High Precision Monitoring
and Control of Blood Volume

Fresenius Medical Care




WTU 50/100

Fresenius Water Treatment Unit
for 50 L/h or 100 L/h of Permeate Water
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