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Diacap® Pro

/ﬂ/w“c
o°C

[LoT]

e o g

BH

600

@

Storage temperature Gamma sterilisation, sterile blood Single use only Caution Do not use if packaging is  Non-pyrogenic blood and Batch code Article Date of Expiry date Use only on machines Consult instructions Max. TMP (physical limitation)
between 0°C ... 30°C and dialysate pathway damaged dialysate pathway number manufacture with exact UF control for use 600 mmHg (80 kPa)

[ DE] Lagertemperatur Gamma-Sterilisation, Blut - und Nicht zur Vorsicht  Nicht verwenden, wenn die Blut - und Dialysatseite Chargenbezeich- Artikelnum-  Herstellungs- Verwendbar bis  Nur an Maschinen mit genauer Bitte Gebrauchsanwei- Max. TMP (physische Begren-
zwischen 0°C ... 30°C Dialysatseite steril Wiederverwendung Verpackung beschadigt ist  pyrogenfrei nung mer datum UF Kontrolle verwenden sung lesen zung) 600 mmHg (80 kPa)

TemnepaTypa Ha CbxpaHeHue ama cTepunusauma,cTepunin nbtiia  Camo 3a eAHoKpaTHa  BHiMaHue He m3nonssaiite, ako HenuporerHu nbTuwa 3a Maptupen Homep ApTukyneH  [lata Ha Cpok Ha rogHoCT - M3non3galite camo Ha MalMHK C Npeun3eH  KoHcyntupaitte ce ¢ Makc. TMP (¢pu3nuecko
mexay 0°C... 30°C 3a KpbB 1 inanusa ynotpeba OnakoBKaTa € NoBpefjeHa  KpbB 1 iuanusa Homep NpoV3BOACTBO KOHTpON Ha yntpapuntpaumara (UF) VHCTYKLWuTe 3a ynoTpeGa orpatuyenme) 600 mmHg (kPa)

Skladovaci teplota mezi Sterilizovano gama zarenim sterilni Pouze na jedno Upozor-  Nepouzivat, jestlize je nepyrogenni vedeni krve a  Cislo Sarze [ Kéd Katalogové Datum vyroby Datum vyprieni/ PouZivejte pouze s pfistrojem s pfesnym  Ctéte navod k pouZiti ~ Max. Transmembranovy tlak TMP
0°C..30°C vedeni krve a dialyzatu pouziti néni baleni poskozeno dialyzatu davky cislo Pouzit do data  Fizenim ultra-filtrace (UF) (fyzikalni omezeni) 600 mmHg

(80 kPa)

[Id Opbevaringstemperatur Gammasterilisation, blod- og Kun til engangsbrug Advarsel ~ Ma ikke anvendes, hvis Ma ikke anvendes,hvis Batchkode Artikelnum-  Produktions-  Udlgbsdato Ma kun anvendes pa maskiner med en  Se brugsanvisningen Maks. TMP (fysisk begraensning)
mellem 0°C ... 30°C dialysatpassage, steril pakningen er brudt pakningen er brud Ikke-pyrogen mer dato ngjagtig UF kontrol 600 mmHg (80 kPa)

blod- og dialysatpassage

Hoiundamine temperatuur- Gamma sterilisatsioon, steriilne vere ~ Ainult ihekordseks ~Ettevaa-  Arge kasutage, kui pakend Mittepiirogeenne vere ja Partii kood Artikli number Tootmisku-  Aegumiskuupdev Kasutage ainult masinatel, kus on tapne Lugege kasutusjuhendit Maks. TMP (fiitisikaline piirang)
ivahemikus 0°C - 30°C jadialiisaadi liin kasutamiseks. tust! on kahjustatud dialiisaadi liin updev UF kontroll 600 mm Hg (80 kPa)

Temperatura de almacena- Esterilizacion por gamma, via estéril  De un solo uso Cuidado  No lo use si el embalaje Via dializante y de sangre Codigo del lote  Numero del ~ Fecha de Fecha de Utilice el producto solo en maquinas Consulte las instruccio- Max. TMP (limitacion fisica) 600
miento entre 0°C ... 30°C  dializante y de sangre estuviera dafado sin pirdgeno articulo fabricacion caducidad con sistema de control exacto UF. nes de uso mmHg (80 kPa)

Sailytysldmpatila valilla Gammasterilointi, steriili dialysaatti-  Vain kertakdyttéén Huomio Al kayta pakkausta, jos se Ei-pyrogeeninen Erdkoodi Tuotenumero  Valmistu- Voimassaolo- Kéytd vain laitteissa, joissa tarkka Katso kayttdohjeet Maks. TMP (fysikaalinen rajoi-
0°C...30°C ja veritie on vaurioitunut dialysaatti- ja veritie spaiva paiva ultrafiltraatio-valvonta tus) 600 mmHg (80 kPa)

Température de conservati- Stérilisation par rayonnement gamma, Usage unique Attention  Ne pas utiliser si Ligne du sang et du dialysat Code du lot Numéro Date de Date Utilisation uniquement sur des Consulter le mode PTM max. (limite physique) 600
on entre 0°C ... 30°C ligne du sang et du dialysat stérile exclusivement I'emballage est endommagé non- pyrogéne article fabrication d'expiration machines avec controle exact UF d'emploi mmHg (80 kPa)

Oeppokpaoia Anooteipwon pe akTivoBoNia yapua, Mévo piag xpriong  Mpoooxry  Mnv To xpnotpomoleite Mn mupeToyovo aipa kat Kwdikog Ap1Buog Huepounvia  Hpepopnvia Xprion HOvo o€ pnxavipata pe akpipry SupBoUNeUTE(TE TIG Méy. TMP (puoikdg
amoBrikevong oTeipo aipa kat oTeipa Stadpoun av €elL UooTEl {npd n Sladpopry maptidag TIPOIOVTOG Kataokeung  ARENG €\eyxo UF odnyieg xpriong TIEPLOPIOHOE) 600 mmHg
petagd 0°C...30 °C SinBrparog OuoKeVagia. Sinbrjparog (80 kPa)

[HR] Temperatura za skladistenje Sterilizacija gama zrakama, sterilan Samo za jednokrat- Oprez Ne koristite proizvod ako ~ Ne-pirogeni put za krv i Batch kod Broj artikla Datum proiz- Rok uporabe Koristiti samo s uredajima s to¢nom Proucite upute za Maks. transmembranski tlak
izmedu 0°C ... 30°C put za krvi dijalizat nu uporabu je pakiranje osteceno. dijalizat vodnje UF kontrolom rukovanje (fizicko ogranicenje) 600 mmHg

(80 kPa)

Tarolasi hémérséklet: Gamma sterilizalas, steril vér és Egyszer hasznalatos Figyelem! Ha a csomagolas sériilt, ne Pirogénmentes vér és Tétel kod Cikkszam Gyartasi id6  Lejarati datum  Csak pontos ultrafiltracios ellenérzést Lasd a hasznalati Max. TMP (fizikai korlatozas):
0°C és 30°C dializatum utvonal hasznalja fel dializatum utvonal veégzd gépeken hasznalhato utmutatot 600 Hgmm (80 kPa)

Temperatura di stoccaggio ~ Sterilizzazione con raggi gamma , Monouso Attenzione Non usare se la confezione Percorso sangue e dialisato  Codice lotto Numero Data di Data di scadenza Utilizzare solo su macchine con Consultare le istruzioni  TMP max (limite fisico) 600
tra 0°C... 30°C percorso sangue e dialisato sterile € danneggiata apirogeno articolo produzione sistema di controllo dell'ultrafiltrazione  per l'uso mmHg (80 kPa)

Cakray Temnepatypacbl: [amma cTepunaey Tex 6ip peT Cak Bymace! 3akbimaanraH TonbIK MasMyHbl TonTtama kofbl Tayap Hemipi ©HgaipinreH  XXapamabinblk — HakTel YC 6ackapy Kypanbl 6ap Maiinanany EH ken TMP (chunavkanbik,
0°C ... 30°C apacbl navipanaHyra BonbiHbI3  >Karpanpa nuporeHaik emec KYHI Mep3imi MallvHaaa faHa naviganaHblHbl3 HyckaynapbiH kapaHbl3  Lek) 600 MM CbiHan GaFaHachbl

apHarFaH nanaanaH6aqbI3 (80 kMa)

Laikymo temperatiira nuo  Sterilizuota gama spinduliais, kraujo ir Vienkartinio Per- Jeigu pakuoté pazeista, Nepirogeniskas kraujo ir Partijos kodas ~ Gaminio Pagaminimo  Galiojimo data  Naudokite tik su jrenginiais su tikslia Skaitykite naudojimo  Maks. TMS (fizinis apribojimas)
0°C iki 30°C dializato vamzdynas sterilus naudojimo spéjimas  nenaudokite. dializato vamzdynas numeris data UF kontrole instrukcijas 600 mmHg (80 kPa)

Uzglabasanas temperatira Gamma sterilizacija, asinu un Tikai vienreizgjai Uzmanibu Nelietot to, ja iepakojums  Apirogénaasinu un Partijas kods Preces numurs Razosanas Deriguma Lietojiet tikai masinas ar precizu Izlasiet lietosanas Maks. TMP (fiziskais ierobezojums)
no 0°C...30°C dializatasistéma, sterila lietosanai ir bojats dializatasistéma datums termins UF kontroli instrukcijas 600 mmHg (80 kPa)

Opslagtemperatuur tussen  Gamma sterilisatie, steriel bloed en Enkel voor eenmalig Waarschu- Niet gebruiken als de pyrogeenvrij bloed en Batchcode Artikelnum-  Productieda- Vervaldatum Gebruik alleen bij machines met Raadpleeg de gebruik-  Max. TMP (fysieke beperking)
0°C...30°C dialysaat traject gebruik wing verpakking beschadigd is  dialysaat traject mer tum UF controle saanwijzing 600 mmHg (80 kPa)

m Oppbevaringstemperatur ~ Gammasterilisering, steril passasje for Kun til engangsbruk Veer Skal ikke brukes dersom  lkke-pyrogen passasje for Batch/LOT Artikkelnum-  Produksjons-  Utlgpsdato Skal kun brukes pa maskiner med Les bruksanvisningen  Maks. fysisk begrensning (TMP)
mellom 0°C og 30° blod og dialysevaeske forsiktig  pakningen er skadet blod og dialyseveeske mer dato ngyaktig ultrafiltrasjonskontroll 600 mmHg (80 kPa)

Temperatura przechowywa-  Sterylizacja promieniowaniem gamma, Do uzytku Przestroga Nle uzywac, jezeli Apirogenny w odniesieniu do Numer serii Numer Data produkcji Datawaznosci  Nalezy stosowac jedynie z aparatami Patrz instrukcja uzycia  Maks. cisnienie przezbtonowe
nia pomiedzy 0°C ... 30°C sterylny w odniesieniu do przeptywu jednorazowego opszkowanie jest usz- przeptywu krwi i dializatu produktu posia-dajacymi doktadne kontrolery (ograniczenie fizyczne) 600

krwi i dializatu kodzone ultrafiltracji mmHg (80 kPa)

Temperatura de armazena- Esterilizacdo por gama, percurso Somente uso Unico  Advertén- Nao usar se a embalagem  Percurso sangue e dialisado  Cédigo de lote  Numero de Data de Prazo de Usar somente em maquina com ¢ Consulte as instrucbes  Pressdo transmembranar ma-
mento entre 0°C ... 30°C  sangue e dialisado estéril cia estiver danificada apirégeno item fabricacao validade ontrole UF exato de uso xima (limitagdo fisica) de 600

mmHg (80 kPa)

(RO Temperatura de depozitare: Sterilizare cu raze gama,traseu De unicd folosintd  Atentie A nu se utiliza daca a Traseu sanguin si pentru Codul lotului Numar articol Data Data expirarii Utilizati numai pe aparate cu sistem de  Consultati instructiunile TMP (limitare fizicd) max. 600
0°C...30°C sanguin si pentru dializa steril mbalajul este deteriorat  dializa, steril si nepirogenic fabricatiei control UF de utilizare mmHg (80 kPa)

Temnepatypa XpaHeHus: Crep raMma-usny , Tonbko ans Octo- Ecnm ynakoeka AnuporeHHblil MapLpyT Homep naptun  ApTukyn llata CpokrogHocTvt  1icnonb3oBaTb TOMbKO B annapatax AnA reMo- M. MHCTPYKUWIO MO Makc. TpaHcMembpaHHOe faBneHne
o1 0°C...30°C CTePUTbHbII MapLIPYT KPOBY 11 OAHOKPATHOrO poxHo! noBpexpaeHa, KPOBV 1 Ananu3ata npon3BOACTBA [ANanu3a C TOYHbIM KOHTPONEM NpUMeHeHNIo (¢pu3nueckoe orpannyerve) 600 mm

Avanusara NpUMeHeH ns He ucnonb3yiite. ynbTpaduabTpaLmn pr. cT. (80 KIMa)

Lagringstemperatur mellan Gamma sterilisering, Blod- och Endast for Forsik- Anvénd inte om Icke-pyrogenisk blod- och  Satskod Artikelnum-  Tillverknings- Forfallodatum  Anvénd endast pa apparater med exakt ~ Se bruksanvisningen Max. TMP (fysisk begrinsning)
0°C..30°C dialysvag, steril engangsbruk. tighet forpackningen ar skadad  dialysvdg mer datum UF kontroll 600 mmHg (80 kPa)

Temperatura shranjevanja  Gama sterilizacija, sterilna pot Samo za enkratno  Pozor Ne uporabljajte, ce je Nepirogena pot krvi in CelKoda serije  Stevilka Datum Rok uporabe Uporabljajte le na napravah z natanc¢no  Glejte navodila za Najvedji transmembranski tlak
med 0°C ... 30°C krvi in dializata uporabo embalaza poskodovana dializata izdelka izdelave UF kontrolo uporabo (fizitna omejitev) 600 mmHg

(80 kPa)

Skladovacia teplota medzi  Gama sterilizacia, sterilné vedenie krvi Iba na jedno Upozor- Ak je balenie poskodené,  nepyrogénne vedenie krvia  Kod davky Cislo produktu Datum vyroby Datum spotreby PouZzivajte iba na strojoch s presnym Pozri navod na pouzitie Max. transmembranovy tlak
0°C..30°C a dialyzatu pouzitie nenie nepouzivajte ho. dialyzatu UF ovladanim TMP (fyzikalne obmedzenie) 600

mmHg (80 kPa)

Saklama sicakligi sterilizacija sa gama zrakama , Samo za jednokrat- Mera Nemojte da koristite ako  Ne-pirogena putanja za krv  Batch kod Broj artikla Datum proiz- Datum isteka Koristite samo sa aparatima sa taénom  Konsultujte uputstva TMP (fizicko ogranicenje) 600
0°C...30°C sterilna putanja za krv i dijalizat nu upotrebu opreza je pakovanje osteceno i dijalizat vodnje vazenja UF kontrolom za upotrebu mmHg (80 kPa)

Saklama sicakligi Gama sterilizasyon, steril kan ve Tek kullanimhk Dikkat Paket hasar gormiigse Pirojenik olmayan kan ve Parti kodu Uriin Uretim tarihi  Son kullanma Sadece tam UF kontollii makinelerde Kullanim icin Maks. TMP (fiziksel sinir) 600
0°C...30°C diyalizat yolu kullanmayin diyalizat yolu numarasi tarihi kullanin talimatlara basvurun mmHg (80 kPa)

Temperature limit: Sterilized by irradiation, sterile Do not re-use Caution Do not use if Non-pyrogenic fluid Batch code Catalog Date of Use by date Use only on machines with exact UF Consult instructions max. TMP (physical limitation)
Store between 0° C and fluid pathway packaging is damaged pathway number manufacture control for use 600 mmHg (80kPa)
30°C(32°Fand 86 °F)

2
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Diacap® Pro

Blood inflow Outflow dialysate fluid Inflow dialysate fluid Blood outflow
* pE  Bluteinlauf Auslauf Dialysatfliissigkeit Einlauf Dialysierfliissigkeit Blutauslauf
Kpbs Binare W3TnyaHe ananusHa Te4HoCT Bnusare ananusHa TeuHoct KpbB n3tyate
Vstup krve Vystup dialyzatu Vstup dialyzatu Vystup krve
[BI3  Blodtilstramning udstremning af dialyseveeske  Indgaende dialyseveeske Blodudstremning
*"Ui B Ed  Veresissevoolu Dialiisaadivedeliku valjavool  Diallisaadivedeliku sissevool ~ Vere véljavool
Entrada de la sangre Salida del fluido dializante Entrada del fluido dializante  Salida de la sangre
Veren sisadnvirtaus Dialyysiliuoksen ulosvirtaus Dialyysiliuoksen sisaanvirtaus ~ Veren ulosvirtaus
Entrée sang Sortie dialysat Entrée dialysat Sortie sang
Diacap Pro — - - - - - - —
Eiopor aipatog Expor} uypou SinBripatog Eiopor} uypol dinbrpatog Expor aipatog
R DotokKrvi Odljev dijalizat otopine Dotok dijalizat otopine Odljev krvi
Véroldali bemenet Dializal¢ folyadék kimenet Dializal¢ folyadék bemenet Vér kimenet
Ingresso sangue Uscita dialisato Ingresso dialisato Uscita sangue
KaH Kipici LbiFbic Ananuaar Kipic ananusar cyibiKTbifbl  KaH WhbIfbICh
CYbIKTbIFbI
Kraujo jtekéjimo anga  Dializato skyscCio istekéjimo Dializato skyscio jtekéjimo Kraujo iStekéjimo anga
anga anga
Asins ieplade Dializata skidruma izplide Dializata skidruma ieplude Asins izplude
Bloed instroming Bloed uitstroming dialysaat Instroming dialysaat Uitstroming bloed
BIBRAUN [NOJ Innstramming av blod  Utstremming av dialysevaeske Innstramming av dialysevaeske Utstramming av blod
Naptyw krwi Odptyw dializatu Naptyw dializatu Odptyw krwi
Entrada de sangue Saida do fluido solucdo de Entrada do fluido solugdo Saida de sangue
dialise de dialise
ﬂ [ [Intrare sénge lesire solutie de dializa Intrare solutie de dializa lesire sange
‘ C MpuTok KpoBK OT1TOK AManu3ata Mputok anannsata OTTOK KpoBU
Blod inflode Utflode dialysatvatska Inflode dialysatvatska Blod utflode
Dotok krvi Odtok dializatne tekocine Dotok dializatne tekocine Odtok krvi
Pritok krvi Odtok dialyzacnej kvapaliny Pritok dialyza¢nej kvapaliny Odtok krvi
Dotok krvi Odliv dijalizat rastvora Dotok dijalizat rastvora. Odliv krvi
D Kan girisi Cikis diyalizat sivisi Giris diyalizat sivisi Kan cikist
Blood inflow Outflow dialysate fluid Inflow dialysate fluid Blood outflow
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Diacap® Pro Dialyzer

A Instructions for use - please read carefully

CE0123

GENERAL INFORMATION

Indication / Intended Use: The Diacap Pro Dialyzer is designed for single use in acute and chronic
hemodialysis.

Contraindications: There are no specific contraindications to the use of the Diacap Pro
dialyzers. Generally, contraindications for hemodialysis are applicable. Patients with known
hypersensitivity to any of the materials used (please see technical data) must not be treated with this
product. The dialyzer should only be used as directed by a physician.

Side effects: Hypersensitivity reactions may occur in rare cases during dialysis. If hypersensitivity
reactions are severe, the dialysis must be discontinued and appropriate medical treatment should be
initiated. The blood from the extracorporeal system must not be returned to the patient. Diacap Pro
dialyzers are gamma sterilized in an oxygen-free environment and do not contain any sterilization
residuals. For patients with known ethylene oxide hypersensitivity, all components of the
extracorporeal system should be free of ethylene oxide.

Caution: Federal (USA) law restricts this device to sale by or on the order of a physician. If a blood
leak occurs during dialysis, the facility’s established protocol should be followed by the health care
provider. To ensure that the expected therapy is provided, the user is advised to monitor the patient’s
chemistry values at regular intervals by means of quantitative measurements and analysis. Monitoring
should, at a minimum, include the clinical parameters: urea, hematocrit and serum albumin.
Anticoagulation: The indication and dosage of anticoagulants is the responsibility of the physician.
Insufficient anticoagulation can lead to thrombus formation in the capillaries of the dialyzer which
reduces its performance.

Dialyzer reuse: Diacap Pro dialyzers are NOT for reuse

WARNINGS

HH The selection of a suitable Diacap Pro dialyzer configuration shall be performed by the physician
based on patient characteristics (cardiovascular status, therapy tolerance, body size, weight, etc.)
and clinical requirements.

B Please follow the instructions for use of the dialysis machine manufacturer when using the Diacap
Pro dialyzers.

Keep dialyzer stored in an undamaged package to ensure sterility. The use by date only applies
when the Diacap Pro dialyzers are correctly stored in undamaged packaging.

A The blood inflow and outflow connectors must remain closed prior to connecting the dialyzer to
blood line connectors. Preparation of the extracorporeal system and the Diacap Pro dialyzer must
take place under aseptic conditions.

Due to the high hydraulic permeability, it is possible for dialysate to enter the blood circulation
at low ultrafiltration rates. For this reason, the dialysate must meet the current water quality
standards for dialysis. The Diacap Pro dialyzers must be used exclusively with dialysis machine
exact UF control and blood leak detector. It is essential to comply with the machine manufacturer's
safety instructions.

A Diacap Pro dialyzers are single use only. Re-use of single-use devices creates a potential risk to
the patient or user. It may lead to contamination and/or impairment of functional capability.
Contamination and/or limited functionality of the device may lead to injury, illness or death of
the patient.

PREPARATION OF DIACAP PRO DIALYZERS
First, the Diacap Pro dialyzer is positioned vertically in the holder provided. Carefully remove end
caps and place them on the dialysate (Hansen) connectors of the dialyzer. Using aseptic technique,
connect the arterial and venous blood lines to the respective ends of the dialyzer. The arterial
bloodline connectors should be at the bottom position during this stage. If using Streamline® or other
bloodlines, consider following priming instructions as indicated in the instructions for use. One of the
two following procedures can be used for priming:

Il Priming with recirculation: Attach saline infusion line if not already attached. Connect to a sterile
0.9% saline solution and allow saline to purge air from arterial bloodline by gravity. Clamp arterial
bloodline once air is removed. Start blood pump 100 mi/min. (higher blood pump speed can be
unfavorable for air removal). Fill remainder of the dialyzer and venous bloodline and purge air
from the complete extracorporeal system. Gently tap dialyzer to facilitate air removal. Once the
complete extracorporeal system has been filled, stop the blood pump and connect arterial and
venous blood line with recirculation adapter using aseptic technique. Recirculate the
extracorporeal circuit at a blood flow of 200 - 300 ml/min until all air is purged. Please ensure
complete deaeration of the blood compartment.

H "Single Path” Priming without recirculation: Attach saline infusion line if not already
attached. Connect to a sterile 0.9% saline solution and allow saline to purge air from
arterial bloodline by gravity. Clamp arterial bloodline once air is removed. Start blood pump
100 ml/min. (higher blood pump speed can be unfavorable for air removal). Prime the
dialyzer and complete extracorporeal system. Gently tap the dialyzer to facilitate air removal.
Discard not less than 300 ml of priming solution. Please ensure complete deaeration of the blood
compartment.

Rinse the dialysate compartment according to the instructions provided by the dialysis machine

manufacturer. In order to maximize the efficiency of the dialyzer, the dialysate flow must be

countercurrent to the blood flow (arterial blood line connectors bottom up). The dialyzer is now ready
for connecting to the patient.

INITIATION OF TREATMENT

Consider discarding any recirculated volume andfor follow vyour institution protocol.
Aseptically connect the arterial and venous blood line to the vascular access of the
patient. Remove all obstructive clamps and fill the extracorporeal system with a blood pump
with approximately 100ml/min. Increase blood pump to the prescribed value and start the
ultrafiltration rate as per prescription. Please follow the institution protocol and instructions provided
by the dialysis machine manufacturer.

DURING THE TREATMENT

In the event of a dialyzer blood leak, please follow the institution protocol and instructions provided
by the dialysis machine manufacturer. Make sure: all connections are checked at regular intervals
throughout the treatment. In the event that air enters the extracorporeal system please follow the
institution protocol and instructions provided by the dialysis machine manufacturer. In case the air
can not be removed safely by those instructions, discontinue the dialysis treatment without returning
the blood to the patient.

TERMINATION OF THE TREATMENT

Reinfusion of the patient's blood is performed according to instructions provided by the dialysis
machine manufacturer. The Diacap Pro dialyzers, including all single use materials of the
extracorporeal system, have to be discarded immediately after use. Disposal must comply with the
local state regulations.

GLOSSARY OF LABELLING SYMBOLS
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. . . Reference .
Technical data Diacap Pro 13H Pro 16H Pro 19H recommended blood and dialysate Symbol Title number Explanatory text or meaning
720DH13 720DH16 720DH19 article number gglgi.connectlon according to IS0 Date of 15 Indicates the date when the medical device was
clearance Blood flow(Qs) | 200 | 300 | 400 | 500 | 200 | 300 | 400 | 500 | 200 | 300 | 400 | 500 mi/min ' Manufacture manufactured.
dialysate flow = 500 ml/min Urea 194 | 263 | 303 | 322 | 196 | 270 | 322 | 340 | 197 | 280 | 332 | 353 mi/min measuring conditions and physical Use by date 514 |ndicates the date after which the medical device is not
Y
I I o, : data according to ISO 8637 to be used.
ultrafiltration (Qf) =0 ml/min Creatinine 185 | 236 | 269 | 282 | 189 | 248 | 284 | 300 | 194 | 260 | 305 | 314 mi/min 9 - y
. Batch Code 515 Indicates the manufacturer’s batch code so that the
Phosphate 178 | 220 | 249 | 271 | 184 | 230 | 261 | 285 | 186 | 242 | 278 | 298 ml/min Ultrafiltration coefficient "> batch or lot can be identified.
Vitamin B,, 133 | 151 | 167 | 176 | 143 | 166 | 183 | 190 | 150 | 180 | 202 | 207 ml/min accc_ering to ISO 8637: Catalog 516 Indicates the manufacturer’s catalog number so that
Inulin 86 | 92 | 101 | 108 | 96 | 106 | 116 | 121 | 102 | 117 | 128 | 131 mi/min bovine blood, Het. 3206, number " the medical device can be identified.
protein 60 gfl, T= 37 °C D if Indi dical device that should not be used if
Cytochrome C s | 731751 77| 72| & g6 | 90 | 80 | 90 | 95 | 102 mi/min 0 not use i 59g |ndicatesamedical device that should not be used i
N package is damaged " the package has been damaged or opened.
S.C. («Sieving Coefficientn) Inulin 1.0 membrane material: N - - - -
) ) . o polysulfone Pro Sterilized usin 524 Indicates a medical device that has been sterilized using
Q8 = 300 ml/min B2-Microglobulin 0.7 rradiation 9 - irradiation.
QF= 60 ml/min Albumin < 0.001 housing material: STERILE|R Indicates the presence of a sterile fluid path within the
—— - — - polycarbonate Sterile fluid path 5.2.9 medical device in cases when other parts of the medical
ultrafiltration coefficient Qs = 300 mi/min 70 85 97 mifh/mmHg device, including the exterior, might not be supplied sterile.
tti terial: " . N "
surface area 13 16 19 m? Ez\ylunr?:t?:nz”a 30°C Temperature limit 3 Indicates the temperature limits to which the medical
volume of blood compartment 82 100 120 ml o0-C P " device can be safely exposed.
max. transmembrane pressure (physical limitation) 600 600 600 mmHg sterilization: gamma Indicates a medical device that is intended for one use,
(i free) Do not re-use 5.4.2 . . . X
recommended blood flow rate 200 - 500 200 - 500 200 - 500 mi/min oxygen-free, or for use on a single patient during a single procedure.
max. dialysate flow 800 800 800 mifmin o-ring: silicon EIE Consult instructions 543 Indicates the need for the user to consult the instructions
drop dialysate side (Qo = 500 mi/min) H for use __foruse
ressure drop dialysate side (Qo = ml/min - " -
P p dialy ) . 9 8 6 mmrig EI Non-pyrogenic 5.6.2 Indicates the presence of a fluid path.
pressure drop blood side (Q8 = 300 ml/min) 101 82 72 mmHg Fluid path 5.63 Indicates a medical device that is non-pyrogenic
Indicates the need for the user to consult the instructions
The performance data given above should be regarded as approximate. Under clinical conditions, different values may be obtained due to patient condition such A Caution 5.4.4 for use for important _cautlonary information such as
as hematocrit and serum protein. A clinical study was performed with Diacap Pro dialyzers including 12 patients. US distributor: warnings and precautions that cannot be presented on
The in vivo ultrafiltration coefficients were determined using a standard dialysis machine: B. Braun Medical Inc. the medical device itself.
Clinical data (ml/h/mmHg): Diacap Pro 1.3m? = 54, Diacap Pro 1.6m? = 67, Diacap Pro 1.9m? = 70 (Q8 350 ml/min - Qo 500 ml/min) Bethlehem, PA 18018-3524 According to ISO 15223-1: Medical devices - Symbols to be used with medical device labels, labeling and
USA, Tel +1-800-621-0445 information to be supplied - Part 1 General requirements
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