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Fnasa 1: lMepevsHe KWNoYEBLIX CIOB

1 [MepeyeHb KNYEBLIX CNOB

Wcnone3naaHve Kniouesbix CNoe - 00o3HaqeHne crpasvlkl, Hanpruep, 1-3 oanaqaer. Mnasa 1,

cTpaHuua 3.

Symbols

Peunntpyana 7-1, 10-2

PemonT 2-5

PacTeop nosapeHHon conu 12-4
PacxogHbie maTepmnans 12-1
PyvuHoi kpueowwn 9-7, 9-8
Oxpan 3-8

DKpaH B pexume naysw 4-10
DKOHOMHEIA pacxon 5-13, 5-28,
11-11

OMK 3-8, 3-12, 5-8, 5-12, 5-24,
5-27

A

Mpadmueckan oBonoqxa
nons3oearens 10-6

IFpadmueckan oGonodka
ynpaenesua 4-1

ApTepuancHoe fasneHue 4-4
ApreprancHblih saxmm TPySkM 3-8

Depxatens ana aMannaaTopa
34, 3.5

ApgpecHuie aantie 2-6

ABapHWiHEE CUMHANLI NO KPOBK
11-23

ApapniiHeii pesam 9-7, 10-15
ApapwR ceTeBOro NuTaxuA 9-7
Besgexve UHDYINOHHOMD
pacrsopa 6-4, 6-9

HesuncMumpyiowee cpeacTeo
12-5

FenapwuH (meHo) 5-16, 5-31

MenapuHoBLIA Hacoc 3-8, 3-10,
11-13, 11-22

FenapwHoBLi? wnpwuy, 5-9, 5-25,
17-5, 17-12

FeMoaAnanKaHLIE KOHUSHTRATH
12-3

Benosnan Noeywka soaayxa 5-9,
§-25, 175, 1712

BeHoanoe napneHws 4-4

BeHo3Hoe NOOCOeaWHEHNE ANA
noasoaa aapneHwA 3-8

BeHoaHbli konTpons 3-8, 3-11
BeHOSHLIA OTCEYHON 3aKWM
TPYGKn 3-8

Aetopacxon 11-11
Fmapaanuyecxas cucrema 3-1,
32, 313, 314

Ananwnsaropel 12-1

BxrwyeHWE reMoaNanuwaHoro
annapara 5-1, &-17

BuxapGoHaTHas orkuaHan
Kpbiika 3-13

Arxymynarop 8-7, 11-16, 11-37

Enok vamepeHWuA apTepHanLHoro
AapneHna 3-8, 9-6

BO3IMOKHOCTE BHOWHWX
nNoACOSAMHEHWA 3-16, 11-7
DocTynHbie UMgpoBbie sSHaveHnA
48

Beacwisaiowvii narpySok Ans
GnkapbonaTa 3-13

Beacwsaowwh natpybok gna
KoHueHTRara 3-13
BblpaBHUBaHWE NOTEHUMANOB
11-35

BeIkNMoueHWE reMoaUansHOre
annapara 8-8

B

bibag® 7-3, 7-7

BPM 10-18, 11-32, 12-7, 18-1
BTM 10-19

BTM (MOHWTOP KOHTPORA W
NOAQEPKAHVA TENNOBOTO
Gananca) 11-33, 20-1

c
3amena DIASAFE®plus 10-20

D
DIASAFE®plus 11-13, 12-4

KpaTkoe onucanme 2-3

KposoTox 4-3

KapTa nayvenra 10-15
WaexTudmkauma 2-1

WMamepenne aaBneHuA kpoen 18-1
WHankaTopbl HanuuvA
Ae3nHpeKUNOHHEX cpeacTe 12-6
KaHcTpykuus annapara 3-1
Kontpone TE {KTEB) 2-5, 11-40
KoHueHTpaTwl 5-2, 5-18, 11-10
WHpyanoHHan croika 3-4, 3-5
WHbyanoHHoR pacTeop 6-9

Kynon anAa aarynka uamepeHus
AaBnenvA 5-9, 525 17-5, 17-12

MporpaMma QuUWCTKH 8-4, 8-6
Mporpammbl patotol 11-8
Nposepka HANKYNA OCTATKOB

AeAMHBULIMPYIOLLEro CpeacTaa
8-7

MpoMeIE0HHBLIA NopT 3-12
Mpoueaypa nedeqHna 6-1
Mpodmam 6-4, 6-9

Mpodwmnm no Hatpue 5-14, 5-29,
6-4, 69

Mpodmnu yneTpadpunbTRaLmMI
5-14, 5-29, 64, 6-9

Ouncra axpaHa 8-8

OuncTra noBepxHoctel 12-5
Ounctea nosepxHocm 8-7
O6paboTka curHanos asapyiHbIX
cuTyauuia 9-1, 10-8

MepekugHoW perynATop 4-9
MapameTpul renapuHOBONo
Hacoca 5-16, 5-31, 64, 6-9
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Fnapa 1: TlepeveHb KNIOYSBLIX GHOB

NapameTpe gwanuaara 5-13,
5-28,6-3,6-8

RapameTput anA Mogyns Online
16-5, 166

MNapameTpt! ynesTpadunsTpaLmm
(UF) 5-13, 5-28, 6-3, 6-8

MepeoHadanLHLR NycK 8
akcnnyaTtaumo 11-35

MeHio awanusara 5-13, 5-15,
5-28, 5-30

MeHio no renapuHy 4-3

MeHio ynbtpadwmnsTpaund (UF)
5-13, 5-15, 5-28, 5-30

OpnHopaaosble Wnpwuyl 12-3
Hacoc no kposn 3-8

Hacoc nogayuv kpoayn 3-10, 10-1
Hacoc cyGctutyara 3-12
Marepuans! 11-18

OnpeAsneHna U TEPMIHOTIOMNA
11-44

Nopt cybeTutyata 3-12
Nogrorosxa 5-1
NoacoefUHEHUE KARUGTD
Ae3vBUUMPYIOWNX CPEACTS §-2
MoacosguHeHWA ananwaara 3-5

MoacTaska AnA KAMICTPY
KOHUgHTpatTa 3-3, 3-4, 5-2, 518

CnwcaHwe cucTeMbl 11-1

OnopoxHenre AvanwsaTopa 7-3,
76

Monwtop 3-1, 3-8, 3-7
OnTmiacknid geTekTop 5-9, 525,
11-12, 175, 17-12

Ot6op npobip 10-21

QTruaHan KpeILKE 4NA
rpaHynnpoBaHHOre KoHUeHTpaTa
™na indibag 3-13

OTrnpHan KPLILLKA ANA
KoHUeHTpaTa 3-13
OTKnaHaRA KpLIUKa
CoicTpocoeaMHABMBIX
HOACOSAMHEHUA 3-4, 3-5

N

Ce 131

Cete 3-16

Cnus 3-14

Cnue npomelacHHOR 80N 3-14

Crnaackoe xpaHeHne 11-16
CumBOnNbHBER 3obpaenua 11-47
Cucrems TpyGok 12-3
CoxpaweHna 11-46

CoctoannAa Gnowmposanns 11-8
CTpyKTypHan cxema 11-27

O
Tpavcnoptupaska 11-17
TpyGkn auannzata 3-4, 5-11, 5-26

Yaanenwe cucrembl TpyGok 7-4,
7-7

TaBnuua ¢ AAHHLIMK O NEYeHW:
4-3

Temnepartypa 11-10
TexHIHecKkan goxymeHTauua 2-6
TeXHAYSCKWe X8PaKTEPHCTHKN
11

OCM 10-17, 11-14, 11-28, 151
Yxa3zaTeno nutepatypbl 14-1

DUNLTP YNABNMBAHKA YACTHL|
10-21

¥nutpadunetpaumn 10-5
Topmoa 3-3, 34
ONLINEplus™ 10-18, 11-31, 16-1

S

Setup-HacTpoikn noneaosaTena
10-1

8N (oaHonronbHan npoueaypa)
11-32
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Fnapa 2: Baxxaa UhopMauma

2 BaxdHaa nHdopmaumna

2.1 BaxHas wHhopMauMsa K MHCTPYKLUMH MO 3KCNyaTauum

2.1.1 Monb3oBaWKe WHCTPYKLWEH N0 3KCNAyaTauun

Upsumudukaymun

Ofo3HaveHMe CTpaHMY

Cchinka Ha waganwe

HaneHoHNA

BamHO® 3HaMEHNE
PYKOBCACTEA

Onucanve
AONONHHTENLHOIG
ofopyaoeaHuA (CNUMA)

WMaeHTWHMKALIMIG MOXHD BbIMQAHUTL € NOMOLWELI) GIEAYIOWMX AaHHBIX
Ha OBNOXKE N, £CNK OHA WMEeTCA, Ha Tabnwyke-BcTaske:

= BEpCHA NporpaMMHoro ofiecne4eHuA annagara,

= W3QaHWE TEXHWIECKOTD JOKYMEHTA,

=  APTUKYNEHLIA HOMED TeXHWHECKONo AOKYMBHTE.

Of8o3naveHue CTpaHWUbl, Hanhuwep, 1-3 osHavagT: Thasa t, ¢TpaHuua
3.

Cceinka Ha wapaHke, HanpuMep, 1/01.05 oaHavaeT: 1. -e uapanue ot
AHBapA 2006

MameHeHMA TEXHWHECKDTD JOKYMEHTE OCYLECTBNAKITCA NYTem
NEpeuafaHia WM B Bnae NUCToB-NpunoXeHnid. feicreyet obwan
HOPMA: COXPAHASTCH NPAB0 HA HAMEHEHUA JOKYMEHTALIMK,

972 MHCTPYKUMA NO 3KCNNYaTaALMM ABMABTCH YACTLH)
CONpOBOAMTENLHOR JOKYMEHTALMW W OAHOBPEMEHHO ABNAGTCA
COCTABHLIM SMEMEHTOM CAMON CHCTEMBI. OHA COQePKUT
HEObXOAMMEE YKA3aHWA NO NPUMEHEHMH) CUCTEMbI.

MHETPYRUMIO NO SKENNYATALMW CrIeaYeT OCHOBATE IBHO U3Y4UTE Nepen,
HaYanoM KCNNyaTauuu CHCTEMEI.

Bnageney| 3TOro annapara MOMET NRNCTYNATL K 850 UCNOMbIDBaHUIo
TONBLKG NOCNE NPOBOASHWA HHCTPYKTAXKA KOMNAHWEH-M3TOTOBUTENEM C
NOMOLYLIC MHCTRYKUMK RO SKCNNYATAUMM NWL, OTBETCTREHHLIX 38
3XCNMYaTALMIO aNNAPATA, HA NPEAMET NPABWUNEHOD JGPALLBHUA ©
YCTPORCTEOM.

Annapat AoNyCcKAeTCA NPUMEHATL TOMEKO NBPCAHANY, KOTOPBIA
NPOLLeN WHCTRYKTAX NO NOROAY NPAEWNLHOMY ODpaLeHn ¢
YCTROACTBOM,

B rnasax ¢ 15 n¢ 28 ONWCHIBAGTEA 3RCNNYATAUMA ONUMOHANBHMIC
oGopynosaruA. Qpyran nonesHan nHopMaumMa pacnonarasTca a
COOTEOTCTEYIOWMX rNABax (HAaNPUMep, TexXHWJECKUe XapaKTepuCTIKM
OAHOWMONLHOMA HpoUSayPbLI AWanvsa HaxogaTes e MCnase 11 "Qnncadne
cneTamit’).

2.1.2 3navueHwe ykaszaHuwii no mepam 6220NaCcHOCTH

MoACHEHMA NO UCMONBIYEMBIM CUMBONAM ONA YKa3aHWi v aAns
ofpaweHna BHIMAHWA,
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Fnasa 2: BawHan wHOpMauun

@ Yuasanuwe
BHUMaHWE 3KCRNYaTURYIOWHT) NULA 06pallaeTca Ha TO, Yo
HecebMoAsHHE NPEAMMCAHHONC NOPANAKS AeACTENH BLISLIBSST
HEBbINOMHEHNE WNK HENPABATLHO® BHINONHEHNS TReDYeMOA (hyHKLMW,
Wnh HepocTmkeHne Tpebyemoro sthdexTa.

BHumanwel

A WHdiopmaLuma, Ha xoTopylo 0Gpaw@eTcA BHUMaHue nonsosarensgi.
HecobnugeHwe npasnn SKCNNYaTaUMK MOWST BLIBATL NOBPEKISHIE
annapara wnmn eLIAAaTE GTPMUATENBHOE BO3ASACTENE HA NEPCOHAN.

2.1.3 3nHavyeHue cnMBONa NOACBETKN

rMoAcHeHne K cneayioLeMy CHMBOITY:

2.2 Fresenius Medical Care 5008 W3 2/03.05
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Mmaea 2 BaxHas mHdopmaums

2.2 Baxnas uHopManus Mo anmapary

221 KpaTtkoe onucaHune

0/\00/\

levovenveren a/creva 5008 NosBONAET MPoBQIUTL NeHe/e
Avarveom 6es MvBneseH/R pyiix SonorHTe BHbLX yeTpocB. OHa
00ECNEWBAET LYPKYTIFHLAO U KOHTPO b KOHTYPA [yarvedra U
SKCTPEKOPINOParbHOMO KOHTYPA KooR

Ha MoH/TOpe paconeraiores YeTbpe kel Begn Boex agHHbK
OCYLLECTRIFETCH C MOVOLLBHO LIBETHOMO 3KoaHa Bo0OKOM

Pa)mmarmapawrmoﬂmm 1000 MYMH
crynerHamsm odpesom o 100 v B pernvie aBropacxqaa
pacxq, vervisara aBTOVETVHEGU PENYTVDYETCH B 38BVO/MOCTU OT
TV [yiarvisaropa M KooBoToka,

Femwam—mmm%mma&mmwc
coBpaVEHHEM YPOBHEM PasBUTS TEXHA OCHALLEHA BOAW
HEOOXQIVBEIM 7 ChyHKLVOH/P0BaH/R M st GesoracHoc
meLyeHTa saLymsi avctevev. OHa oTBeHaeT TpeboBaH/AM
Iyoexnie EN60601-1 (IEC 601-1). AsTovam-eckiat MoHATOP

lrevayarnveHas ascreva 5008 otHoanTes K kmaacy Il b(IVED).

Fresenius Medical Care 5008 WO 2/03.05 2-3
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aBa 2 Booioa vechopMaLys

2.2.2 IlpeanucbiBaeMoe NpUMEHEHUE

lemoyayssHas acreMa 5008 sBseTct armapaToM MpoBefeHs
XPOHHECKONo M OCTPOro reMovayysa. Ee MO MVIMEHSTL B
[OMALLHEM [y WBe, BVMBHOM LIEHTPE, IVl [iymEa C
orpaHeHHbM yxopoM (Lintted Gare) wwm B vvmeaoM [y vse.

v reMoVeyBHOM TeEparym CooBLLEVI0CH O IINOTOHM, TOLLHOTE,
pBoTe U cypoporax. Kpome Torg, cneayer o6palLaTs BHAVBHVE H
VIBHOBOMHYIO GATHATYPY PacaoHbIX Marepvavios (HAMVIVED,
reMoy/aVvEHbLIX KOHLIEHTPETOB, [/ VBaTopoB).

-  TmepraveMms (TORO MY KV VCODEIMALLYX FeMO/EVIBHDIX

KOHLIEHTPATaX)
- Tmoavems (T My ea@rvesbiX reMoVVVBHbIX

KOHLIEHTPATAX)
-  HeympammeMbe aHOMVVM (BEPTLBAHVA KPOBA

[ rauyeHToB € reMopyHaM/Mean HECTABWILHOCTLIO MOTYT Gbitb
NOKEBaHbI1 PyYTVIE METObI SKCTPaKoPNopa/IbHOW TeEparyi

2.2.3 Kpyr noan3oBareJieu

AImRpaT JoNMya@eTc YCTaHaB/VBdTh, BIHO-ETb U MVIMEHSTTL TONHKD
JMLpM, KOTOpPbE MIMEXOT HeoOXOMIVBb R [ 3TOro 06pasoBaHe M

SHaHVA MO

2.2.4 OTBeTCTBEHHOCTDH IKCILIYaTUPYIOIEr0 JIUIA

SKaOVaTVPVIALLEE JMLP OTBEYRAET 3a TO, YTO6b

-  corQEMOL HALMOHABHLE WM MECTHBE HOPMBI N0 YCTAHOBKE,
NMPVBENEHA0 B pabotee CoCTosHVE, MPVIVEHEHO0 MOOONWIVIBAHAO
YCTaHOBKW,

-  cobrrqEms MaBwR TexHAM 6e30rmacHoCT,
-  AITRPAaT HAXOIWICH B HAISaLLEM M 6e30rMacHoM COCTOsHMA,

- VHCTPpYKLS M0 SKaViyaTaLym 6brm AocTyrHa B JR000M MOMEHT
BpeMEHAL

24 Fresenius Medical Care 5008 VD 2/03.05
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S008 Therapy System

Touching Experience

Fresenius M edical Care
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he 5008 Therapy System
A Vision turned into Reality
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The 5008 therapy system is the right tool available today that allows you
to cope with tomorrow’s haemodialysis realities: continually increasing
patient numbers with a growing share of medically challenging patients,

combined with often limited funding and staff.

Above all, dialysis quality remains the I<ey issue.

The 5008 therapy system offers, for the first time, the highest treatment
quality - ONLINE Haemodiafiltration - with convincingly easy handling and
a thoughtful use of the dialysis-relevant resources. Moreover, the intuitive
and straightforward operation of the 5008 therapy system provides the

dialysis team with the time needed to fully care for the patient.

After all, our dialysis patients deserve the best Quality-of-Life that is medically

and technically possible.
Take a little time and discover the innovative elements of the 5008 therapy
system. You will realise that the 5008 therapy system is a lot more than

the sum of its components:

It is a highly integrated system, built for sustainable dialysis - today

and tomorrow.

5008 - a Touching Experience!
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Touching E Xxperience
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Best Handling for all Users
Well-designed User Interface

Easy, Rapid and Safe Data Managennent
Optinnised Ergonomics

Best Therapy for your Patients

Providing the Corridor of Certainty

ONLINE Haemodiafiltration (HDF) - The Therapy of Choice
Designed to Avoid Undesirable Incidences

Patient Surveillance Systenns

Optimal Use of Resources
Efficient and Sustainable

With the 5008 Therapy System, a Vision turned into Reality

5008 Therapy System Product Range
Technical Data 5008
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ouching Experience
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Best Handling for all Users
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Tailor-made to Meet the Needs of all Operators

Haemodialysis involves a large number of intensive manual operations

centred around the haemodialysis machine.

The 5008 therapy system and all its individual components have been
created to minimise and facilitate these routine procedures as much as
possible. This gives the nursing personnel much-needed time for the care
of a growing number of patients who additionally, increasingly suffer from

multiple comorbidities.

Virtually every aspect of operation was taken into consideration: simple &
safe data in- and output via the novel user interface, rapid set-up and
dismantling of disposables, advantageous priming & preparation of the
extracorporeal circuit (ONLINE produced fluids completely substitute all
saline solutions in bags or bottles!) plus new innovative approaches regar-
ding serviceability.

The 5008 concept was only possible because Fresenius Medical Care
involved and listened to numerous nurses, technicians and nephrologists
from different countries throughout the development of the 5008 therapy
system. Nothing else than their - and thus also your - complete satis-

faction was in the focus of our development.

With the 5008 therapy system, for the first time a haemodialysis system
has been created that is actually adapted to the needs of the operator -
and not the operator having to adapt himself to the system!

The new 5008 therapy system is the first haemodialysis system we
developed as a dialysis service provider - Fresenius Medical Care has
thus created a system out of the practice for the practice - that is, crea-

ted by users for users!

Get in touch with the 5008 and experience the difference!
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Well-designed User Interface

“How would a nurse expect a new haemodialysis system to be? -
Then, build it!” was the starting point and rmotto for the creation
of the navigation systenn of the 5008:
» Centralised operation & information via a spacious touchscreen display bt
*  “Intuitively correct” user-guidance philosophy:
designed for rapid, error-free data entry B2.3

* Novel, stress-free handling of alarms during treatment

Easy, Rapid and Safe Data Management

Individualised therapy prescription & documentation:

“Offline” with PatientCard M

‘Online” via integrated network (LAN) connector & Finesse®  irT.
Patient data available retrospectively

(of current and previous three treatments)

wm
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Optimised Ergonomics

Individually adjustable, free ratable flat-screen monitor Wt

Easy, machine-assisted set-up & dismantling of tubing systems:
The clearly-structured and well laid-out extracorporeal blood circuit
offers extremely easy machine-assisted (e.g. automatic pump segment

and pressure dome insertions and ejections) set-up and dismantling. P2

Ergonomic, one-handed and hygienic connection of bibag®

(dry bicarbonate supply) B

Workflow optimisation by highly automated user assistance;

- Multiple automated tests during preparation

- Self-initiating functions (e.g. Ultrafiltration, OCM®, ONLINE HDF
and heparinisation)

- Numerous auto-regulating mechanisms (e.g. AutoFlow, EcoFlow,
AutoSub, AutoSN)

- ONLINE filling, degassing and rinsing - supported by the innovative
FX-class® dialyser flow characteristics P4

- ONLINE bolus application and blood reinfusion - no manual handling
of saline rinse solution from bags or bottles!

- Automated disinfection cycle preparing for the subsequent treatment

Unmatched service-friendliness:

- Superior accessibility to all parts from around the machine P§
- Snap-lock technology: fast and easy exchange of components
- Detailed technical error memory

- Real-time hydraulic flow chart (accessible during therapy)

- Comprehensive service program and ServiceCard be



& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

13



Best Therapy for your Patients
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Experience more Facets of Cardioprotective
Haemodialysis with the 5008 Therapy System

Fresenius Medical Care strives to improve clinical outconnes of dialysis patients.
The innovative 5008 therapy system combines Fresenius Medical Care}
technological and dialysis provider expertise and allows you to deliver the

full benefits of Cardioprotective Haemodialysis.

Day by day, patient by patient.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Providing the Corridor of Certainty

Nephrologists today are increasingly confronted with medically challen-
ging and elderly haemodialysis patients. Such patients often suffer from
multiple comorbidities like diabetes, hypertension or cardiovascular disease

besides renal failure.

In addition to addressing direct, therapy related issues, nephrologists
have thus to consider any potential intradialytic side effects as well as the

long-term prognosis of their patients.

With the highly flexible 5008 therapy system, haemodialysis therapy and
surveillance can be adapted and fine-tuned to individual needs, thereby
achieving extraordinary tolerance of the treatment itself, improved Quality-
of-Life and superior long-term outcome for all patients.

ONLINE Haemodiafiltration - currently the most efficient renal replacement
therapy removing a broad spectrum of uremic toxins - can now be per-
formed more general with the 5008 therapy system: It perfectly balances
best therapy and practicability with an optimal use of the dialysis-

relevant resources.

The numerous, superior safety features of the 5008 therapy system assure

highest patient safety and provide full confidence to the entire dialysis-team.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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—

ONLINE Haemodiafiltration - The Therapy of Choice

Achieving Cardioprotective Haernodialysis

Despite significant innprovements in the quality and efficacy of haemodia-
lysis therapy in recent years, cardiovascular disease (CVD) still remains
the leading cause of death for dialysis patients. Today, one in two dialysis

patients still dies of CVD.

One of the major goals of Fresenius Medical Care’ Cardioprotective
Haemodialysis programme is the continuous development and imple-
mentation of innovative new therapy systems and concepts further

improving cardiovascular prognosis of dialysis patients.

ONLINE Haemodiafiltration (ONLINE HDF), with its numerous positive
effects on major cardiovascular risk factors (e.g. improved blood
pressure and anaemia control, reduced inflammatory response and dys-
lipidaemia), is one of the fundamental elements of the Cardioprotective

Haemodialysis concept.

The 5008 therapy system enables, for the first time, a more general
application of state-of-the-art ONLINE Haemodiafiltration as it perfectly
balances best therapy with optimised practicability and a thoughtful use

of the dialysis-relevant resources.

The 5008 therapy system, together with a range of other premium com-
ponents, ensures that the clinical benefits of ONLINE HDF are realised in
a safe and efficient manner: The superior FX-class® dialysers containing
the Helixone® membrane, allowing the controlled removal of a broad
spectrum of uremic toxins, while ultrapure dialysate achieved by means

of the DIASAFE®p/t”s filters offers a superior safety for the patient.

p<0.05

ToWHix ONUNE
HD HDF
»2: A recent multicentre study showed that »3: During ONLINE HDF treatment, the patients’
ONUNE HDF can significantly reduce the patients’ EPO dose could be significantly reduced (37 %)
Ca XPO4 prexluct.® with haemoglobin levels kept constant.””’



»4; Improving plasma lipid profiles: reduction of
Ox-UDL and tri*cerides with FX 100 dialysers.®
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ONLINE HDF improves patient outcome and Quality-of-Life through:

* Improved dialysis dose (KtA/)

¢ Better elimination of middle molecules without Albumin loss

* Haemodynamic stability ® bt

e Improved Calcium-Phosphate-Product ® >2

* Improved anaemia control

¢ Limiting inflammation and oxidative stress

>4.5

+ Less side-effects and intradialytic symptoms ® Pl

Latest data demonstrate that ONLINE HDF results in a significant reduction

(- 35 %) of mortality risk compared to standard haemodialysis. »

1. Ledebo I: Principles & Practice of Haemofiltration and
Haemodiafiltration. Artif Organs 1998; 22; 20-25

2. Altleri R Sofba GB, Bolasco PG et a).; Online predilu-
tion hemofittration versus uttrapure high-flux haemo-
dialysis, a multicentre prospective study in 23 patients.
Blood Purif 1997; 15:169-181

3. Vaslaki L, Major L. Berta K, Karatson A. Misz M,
Pethoe f, Ladanyi E, Fodor B, WieghokJ H, Wojke R,
Gauly A, Passlick-Deetjen J. Decrease of serum phos-
phate due to on-line haemodiafiltration. Nephrol Dial
Transplant 2003; 18 (Suppl 4): 194.

4. Bonforte G, Grille P. Zerbi S. Surian M. Improvement
of anemia in haemodialysis patients treated by haemo-
diafiltration with high-volume on-line-prepared substitu-
tion fluid. Blood Purif 2002; 20(4):357-363.

5. fV1erello Godino JI, Flentero R, Orlandini G, Marcelli D.
Ronco C. Results from EuQiD (European Clinical Dialysis
Database): impact of shifting treatment modality.

Int. J Artif Organs 2002; 25(11); 1049-1060.

6. Vaslaki L. tviajor L, Berta K, Karatson A, Misz M,
Ladanyi E. Arkossi O, Pethoe F, Fodor B, Descamps-
Latscha B, Stein G, Wojke R. Passlick-Deetjen J.

The Impact of Convection in Online Haemodiafiltration
on Blood Concentration of Advanced Glycation End
ProAjcts. Nephrol Dial Transplant 2002;17 (Suppl.1)
(M383);154.

7. Jirka T et al.: The impact of Online Haemodiafiltration
(HDF) on patient survival: results from a large network data-
base. XUl ERA-EDTA Congress, Istanbul (June 5 - 7, 2005)

’\ ONLINE HOF * High-Flux HD

»1: ONUNE HDF reduces side-effects and interdialytic symptoms compared to

standard HD treatment.®

ONUNE
HDF

»5; Advanced oxidised protein products (AOPPs)
were lowered significantly in patients switched
to ONUNE HDF from Low-Rux haemodialysis,*

p = 0.004

*6: Reduced mortality with Online HDF relative
to standard High-Rux HD over a period of 1 year."
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Designed to Avoid Undesirable Incidences

* Self-evident programme settings minimise operational errors Bt
» Consistent pre-setting of patient-specific treatment parameters
(with PatientCard, via network (LAN) & Finesse®) *2
* Breakthrough technology safety systems (e.g various leakage sensors)
* Clearly-structured, secured Extracorporeal Blood Module (EBM) B3
+ “Emergency button” for quick response in case of emergencies M

* Non-invasive, air-free arterial pressure monitoring P

22 36 130

>3



Patient Surveillance Systems

* Online Clearance Monitoring OCM®:

oCrnfi®

- Assuring dialysis efficiency and dialysis dose (Kt/V)

- Continuous monitoring of plasma sodium concentration

Therapy-defining appliances: BTM/BVM/BPM

- Blood Temperature Monitor BTM: Effective haemodynamic

stabilisation and recirculation measurement §6.7

- Blood Volume Monitor BVM: Controlled ultrafiltration

for effective fluid removal with less hypotensive episodes* »

- Blood Pressure Monitor BPM: Fully automated and non-invasive

blood pressure monitoring (systolic and diastolic blood pressure,

MAP, pulse) »

*in preparation

1. Maggiore Q. Pizzarelli F, Santoro A, Panzetta G. Bonforte G. Hannedouche T. Alvarez de Lara MA. Tsouras |, Loureiro A.
Ponce R Sulkova S, Van Roost G, Brink H. Kwan JT. The effects of control of thermal balance on vascular stability in
haemodialysis patients: results of the European ranclomizecl clinical trial. Am J Kidney Dis. 2002; 40(2):280-290.

2. Boer W, Claus M. Gremaschi L, Dhondt A, Engelmann J, Garzoni D, Hickstein H, Ibrahim N, Keusch G, Kleinoeder T,
Kuehne S, Martin H. Moser G. Schuemann E, Tatsis E. Zeihn M, Wojke R, Passlick-Deetjen J. Less
Intradialytic Complications With Blood Volunne Control. Nephrol Dial Transplant 2002; 17 (Suppl.1) (M284): 127-128.
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»s : Blood volume control using BVM results in
significantly fewer hypotensive episodes per
haemodialysis session.®

»s : Active body temperature control with the BTM
dramatically reduces the frequency of haemo-
dialysis sessions with hypotensive episodes.*”

21



ODtimal Use of Resources
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Allows Premium Therapy to Become Standard

As a provider of dialysis products and services, Fresenius [Vledical Care is
constantly aware of tlie fact that restricted health care resources require

novel solutions to perfornn the nnost superior dialysis therapy.

It is therefore one of our firm commitnnents to provide premium haemodia-
lysis systems and therapies that facilitate and promote the sensible and
sustainable use of these limited resources available for an increasing

patient number.

The fact that the 5008 therapy system is a completely integrated haemo-
dialysis system, with all its components coming from the same source,
allows the realisation of numerous synergies that cannot be realised by sys-

tems compiled from diverse, separate components from different sources.

Discover the numerous intelligent and easy-to-use features of the .5008
therapy system that assist inthe improvement of day-by-day dialysis care,
therapy quality and long-term outcome while at the same time offering the

potential to optimise the use of available resources.
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Efficient and Sustainable

* Automatic adjustment and adaptation of dialysate flow to effective
blood flow with “AutoFlow” Bt

* Minimised dialysate and energy consumption during stand-by
conditions with “EcoFlow”

» All saline solutions in bags or bottles completely substituted by
ONLINE produced fluids: ONLINE priming, preparation, bolus
and reinfusion

+ Optimised work-flow for all operators and users

* Easy data input and documentation (Offline with PatientCard & Online
with network (LAN) connection/Finesse®) B2

* Easy and comprehensive diagnosis of faults, easy accessibility to all
hydraulic and electronic parts b

* Highest availability and reliability

A 200 m y —
I 1 1 1
100 '
Autoflow e.g Reduction Qo
Q= 1.2xQb
n
) 200 400 600 800

Dialysate [mL/min]

» Kat Qo= 500 mL/min
+ Kat Q= 360 mL/min
+ Kat Qo= 360 mi7min + HDF (AutoSub)



»3
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With the 5008 Therapy System, a Vision turned into Reality.

With the current issues facing the dialysis care community, we believe that
the 5008 therapy system addresses the core medical and socio-economic
changes and challenges of the future:

The 5008 therapy system allows us to deliver premium therapy quality to
the patient with an optimal use of resources and with maximum comfort

for all its users and operators.

5008 - The Sustainable Haemodialysis Therapy System.

5008 Therapy System Product Range

Product Art. Nr.
5008 Machine: 5008 ONLINEplus M2 o 101 1
5008 Bloodlines; AV Set ONUNEplus 5008 (Riling vol. 132 ml) 501 844 1
AV SN Set ONUNEplus 5008 (Riling vol. 167 ml) 501 851 1
5008 bibag™: bibag* 6509 506 078 1
bibag* 900g 506 080 1
Disinfectants: Diasteril* 508 564 1
Citrosteril- 508 535 1
Puristeril* 340 508 551 1
Puristeril*plus e.g. 508 570 1
SporotaP 100 508 542 1
Surface disinfectant: ClearSurf* e.g. 508 569 1



Technical Data 5008

Generdl data
Dimensions 5008 1620 x 480 x 720 mm (H x W x D)
(depth with extended concentrate rack
approx. 86 cm)

Weight approx. 135 kg

Water supply

Water inlet pressure 1.5- 6.0 bar

Water inlet temperature 5-30 °C; for “integrated hot rinse" 85 to 95 °C
Max. drain height m

Rush Rinse of water supply area

Concentrate supply
Supply pressure Oto 100 mbar; 1 m suction height with
Central Delivery System: 0.05 to 2.0 bar
Central supply central acid concentrates (option)
lcentral bicartionate (option)
Electrical data
Power supply
Current consumption

100 to 240 VAC + 10 %, 47-63 Hz
Approx. 6 A (at 230 V) at a water inlet
temperature of 17 °C. Dialysate temperature 37 °C
Dlalysate flow: 500 ml/min
External connections Alarm output: potential free alarm outlet
(alternating contact max. 24 V/24 W).

(RJ 45) port for data exchange with
Therapy Data Management System/Finesse*

Extracorporeal circuit

Arterial pressure monitoring

Display range - 300 mmHg to + 300 mmHg
Accuracy + 7 mmHg

Resolution 5 mmHg

Venous pressure monitoring

Display range - 100 mmHg to + 500 mmHg
Accuracy + 7 mmHg

Resolution 5 mmHg

Transmembrane pressure monitoring

Display range - 100 mmHg to + 400 mmHg
Resolution 5 mmHg

30 g 600 ml/min
2%

with 2 blood pumps. Internal pressure/pressure
control with variable stroke volume (max. 50 ml)

Arterial blood pump
Blood flow range (effective)
Accuracy

Single-Needle system

Air bubble detector ultrasound transmission measurement on blood line,

additional capacitive level and optical monitoring
Heparin pump Delivery range; 0.5 to 10 ml/h
Bolus function: 1.0 up to 20.0 ml
Syringe size: 20 ml, 30 ml

Dialysis fluid circuit

Dialysis fluid flow range
Selectable
AutoFlow (selectable)

0- 1000 ml/min (steps of 100 ml/min)
Automatic adaptation of the dialysate flow to
the effective blood flow (factors adjustable)
Stand-by flow of 100 ml/min (HD)

during preparation and reinfusion

EcoFlow
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Dialysis fluid circuit

Dialysis fluid temperature 34 - 39°C
Dialysis fluid conductivity
Range

Accuracy

12.8-15.7 mS/cm
+ 0.1 mS/cm

Sodium concentration dialysis fluid

Mixing ratio Freely adjustable e.g. 1+ 44, 1+ 34

Adjustment range 125 to 151 mmol/1, depending on the concentrate
used £ 10% of the base value

Bicarbonate concentration dialysis fluid
Default mixing ratio 1 +27.6 (others possible)
Adjustment range 24,0 - 40,0 mmol/1 (steps of 0,5 mmol/l)

amM

Online Clearance Monitoring
Accuracy Clearance K 1680
BTM (Option)
Temperature measurement Accuracy + 0,2 °C
Body temperature control /flowed change rate + 0,5 °C
Recirculation measurement Accuracy + 2 %

BPM (Option)
Display range Systole; 30 mmHg - 280 mmHg
Diastole; 10 mmHg - 240 mmHg
MAP; 20 mmHg - 255 mmHg

Accuracy + 3 mmHg
Bicarbonate dry concentrate bibag®

Dialysis fluid filter system DIASAFE®p/us

ONLINEp/us ONLINE Haemo(dia)filtration

Substitution rate 25 - 600 ml/min

Accuracy + (o]

AutoSub Substitution ideally matched to effective bloodflow

Balancing accuracy
Pressure holding test

+ 0.1 % related to the total dialysate volume
Event controlled

Ultrafiltration

UF rate

Pump volume accuracy
Parameters displayed

0 - 4000 ml/h (in steps of 10 ml)
+1%
UF goal, UF time, UF rate, UF volume

Blood leak detector
Sensitivity < 0.5 ml blood/min (Hct = 25 %)

flow rate 100 ml/min - 1000 ml/min

Disinfection and deaning progranmnes*
Rinse
Temperature/flow 37 °C/600 - 800 ml/min (adjustable)

Hot rinse (recirculation)

Temperature/flow 85°C/600 - 800 ml/min (adjustable)

Cleaning Sporotar 100 (recirculation)
Temperature/flow 37 °C/600 - 800 ml/min (adjustable)

Heat disinfection DiasterilVCitrosteril' (recirculation)
Temperature/flow 85 °C/600 - 800 ml/min (adjustable)

Disinfection Puristeril' 340/plus (recirculation)

Temperature/flow 37 °C/600 - 800 ml/min (adjustable)

'Various programme combinations selectable
Technical changes reserved
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