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ft. Braun Avitum AQG

schwarzenberger Weqg 73-79
34212 Melsungen

Date; October 13,2025

TO WHOM IT MAY CONCERN

PROPRIETARY ARTICLE CERTIFICATE (PAC)

s IS SRR R R R TS

Product: DF-ONLINE FILTER
Brand Name: DIACAP ULTRA °
Manufacturer:

" B. Braun Avitum AG
Schwarzenberger Weg 73-79;
34212, Melsungen , Germany
Phone: +49 5661710 )
Email: regulatoryaffairs_ba.it@bbraun.com

Manufacturing Site: B. Braun Avitum Saxonia GmbH
Juri-Gangarin Strasse 13
01454 Radeberg, Germany
Phone: +49 35284190
Email: regulatoryaffairs_ba.it@bbraun.com

Intended Use:

Indication S
Diacap Ultra Dialysis Fluid Filter is a bacterial and pyrogen filter and is used to produce highly pure dialysis
fluid and to prepare repfacement solution for online HDF and HF procedures during the treatment.

Precautionary measures on application ‘

« Storage up to the given expiry date : between 0°C and 30°C.

¢ Ensure that no chemicals , oil- containing products and other harmful substances are in the vicinity.

¢ Please read the operating instructions before using the filter,

+ Do not use the product after the expiry date. The expiry date applies only for: the correctly stored
product with undamaged packaging.

s The filter must not be used if you discover damage to the packaging or ﬁlter

«  The sterility of the product is guavanteed nly If the packaging Is und'umged To gmrantee stenhty.
use the filter immediately after taking it from Its’ packajmg ,
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Desctiption of the product
Jysis

i 1 . d‘a
sis Fluid Filter is a bacterial and pyrogen filter and 15 used to 'produce hlg:\r:I/erF:;”C !
replacement <olution for online HDF and HF procedures during the tre2 B. [iraun. These

i ; i t manufacture Y g
d for a variety of purposes in quipmen emodiafiltrat‘on

options include use as "pyrogen filter" in chronic filtrations and ha
treatment and “online” in haemofiltration and haemofilt

Use as a dialysis fluid filter is indicated.
Use as a filter for the purification of dialys
Braun. In addition, the chemical and micro
trate must meet the stipulations of the Europe

current standards.

Diacap® Ultra Dialy
fluid and to preparc
The filter can be use
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Dialog dialysis €
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is fluid | i equipment must D€ co
is fluid in other dialysis equip 2nd of the concen-

biological composition
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of the water employcd i
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TECHNICAL DATA

Ultrafiltration Coefficient: 270 mi/h/mmHg
Membrane: - Polysulphone
Housing: Polycarbonate
Potting compound: Polyurethane
0-ring: Silicon
Endotoxin

Retention capacity: 2 10¢ EU/ml
Working lifer ‘ 150 treatments
Connector: Hansen connector
May. filter pressure: 2 bar.

Max. TMP: 500 mmHg

mbrane Pressure

TMP= Transme
Table 1- Diacap Ultra Techniéal ﬁafa‘- ) :

The device is individually packed in @ transparent flexible peel pouch and Singlé cardboard boxes.

Six cardboard boxes are packed in one covering box.
Storage temperature - petween 0°C and 30°C.
Dli\zllcap Ultra are Class Il medical device according to Annex IX of MDD 93[42‘IEEC Rtlie 3
“All non-invasive devices intended for modifying the biological or chemical com tition of 5
Al  device or Mo nica position of blood, other bod
liquids or other liquids ln’tended for infusion inta the bady are in Class llb, unless the treatment consists :f .

Exccutive Basrd: Cnl‘mute.omv':: M;hungen VT Addren
Reglster Count: {ocal Court Fritztar A Bcaun Avitum AG

Chairman of Uye Supervisery faard:
Dr, Jean-Claude Dubacher
Schwanzenberget Weg 23-79

¥ Dr, Stefan Ruppert
(Chicf [xecutive Officer) HAB 11 263
VAT (e no, DE210567578 24212 Melsungen

Dr. Holger Seeberg
Andicas Walde WEEE-reg.-na. OF 05624381 ° Germany
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p Avitum AG

senberger Weg 73
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34212
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g heat ,in which case they are in cl

or exchanges of g2
enclature is as follows:
code 47739

tem dialysate pyrogen filter -
code 15611

filtration , centrifugation
The medical device nom
GMDN: Haemodialysis YS

UMDN code: water purification filter-
a-Radiation

Method of stetilization for Diacap Ultra devices ¢ Gamm 3 years
Diacap Ultra must not be re-sterilized and haved shelf life of 3 Y& Hedicat
graun Med!
. , Jrketed through B
Thisis a proprietary item manufactured by B Braun Avitum A((ii" Germany and
(India) Pyt Ltd. who is marketing authorization holder in Indi2:
B. Braun Avitum AG
i LFS N,
"\4} AN . 73.7¢ \ et
i.g" W/ ]/‘}m, . 7% francesca Tintor! "
Chiara Blergam\:flf . RA Renal Team Leader - HD Chront
4 VP Regulatory [al ' -
\ 9
y
Cnairman of the Supervisary haandi Executive Boards Corparate Offlce: Mclwngen Address:
1) Dr. Stefan Ruppert oy, Jnn-El.\ufk l’luh}uhq Neglstee Courts Local Court Fatzlac 9, Braun Avitum AG
(Chif Eresitive Otfice) VRR V1 263 X Schwarzenberger Wey 7379
0, Holger Seebery ¥ VAT tv no, DE210587578 34212 Meliunged
Andieas Walle WEEE-1eg. oo DE 9562113 Germany
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23 April 2024
RE: ﬂ@&!ﬂ&uﬁmﬂ@mmﬁug
We, hereby certify that
B. Braun Medical lndustncs Sdn. Bhd.
Bayan fepas Free industrial Zonc
11900 Bayan Lepas.
Penang. Malaysia
is the sole manufacturing facility of Tncarb C-50, 5L canister (Citric Acid 50 )
Composition: :
1000 ml contains 500g citric acid, anhydrpus i
ntended .
Liquid t e for the cleanings decalc»ﬁcatlon and_hcat-d;smfcctwn of the fluid pathway
fhemod Iysns machm es
This |s a prop actured bY B. Medica dustrie Sdn. Bhd. distnbuted by
B.Bra 1 Medi cal (l dl ) d., the arketi A thorization older in \ndia
Yours faithfu Iy
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