Clinical Trial Results

Residual Leukocyte

-

EU guidelines < 1 x 108

)
o o
> ©

10¢
o
~

0,6
0,5

0,4

0,3
0,2

WBC Counts (x

0,1

T

*

()2-4h,BC (i) 20 - 24 h, PRP
n=9 n=9

(iii) 20 - 24 h, BC
n=9

o
0

Hemolysis

e
i

EU guidelines < 0,8 %

o
)

o
2]

e
ES

Hemolysis, %

o
(X

o
[N

o
-

o
Il

Day 0 Day 14 Day28 Day 35 Day 42

Group
—— (i)
n=9
—— (ji)
n=10
—— (iii)
n=10

» Mean residual leukocyte count of 0.032 and 0.245 for

BC and PRP method respectively

» Maximum hemolysis of 0.27% at end of storage
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» Mean filtration time of 35 minutes

» Mean hemoglobin recovery of 49 g

Specifications

USAGE CONDITIONS

Whole blood collection volume

450ml + 50ml (excluding CPD: 63ml)

Anticoagulant

CPD

Filtration temperature (during filtration)

Room temperature (~ 22° C)

Filtration method

Residual WBCs

PERFORMANCE

Gravity

<1 x 10°/ bag with conformance 90 %

RBC recovery

> 85 % (average)

Residual hemoglobin

> 40 g/ bag

Hemolysis

< 0.8 % at end of storage

Filtration time

After holding at normal condition average 35 min
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Bionic Medizintechnik GmbH — a JMS corporation
Max-Planck-Str. 21 - D-61381 Friedrichsdorf, Germany
Telefon: +49(0)6172-75760 - Fax: +49(0)6172-757610
E-mail: info@bionic-jms.com - www.bionic-jms.com
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THE BRIDGE TO GOOD HEALTHCARE
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Excellent and reliable

Red Cell Filter System

BLOOD BAGS WITH IN-LINE LEUKOCYTE FILTER
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Red Cell In-Line Filtration System Blood Components Separation Procedure Filtration Procedure IS

Top & Bottom Top & Top (Buffy Coat) Top & Top (PRP)

Advantages at
a glance:
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» Global In-Line < e
leukocyte filter . A
for red cell e
components with
excellent perfor-
mance
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1. Break snap tip. Transfer plasma into 1. Break snap tip. Transfer plasma into 1. Break snap tip. Transfer PRP
plasma storage bag. plasma storage bag. into platelet storage bag.
Seal off tubing of CPD bag
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» Standard proce- S
dures for collec- =
tion, filtration —

and storage 4 Ve =N Blood Bag
» First class filter = [ /

media technol-
ogy proven in
markets

Clamp r—

Step 1 Step 2: Seal %

In-house made bag
== with 1SO3826-2
standardized label

Preparation: Hang SAGM bag at Preparation: Close clamps once
1.4 m height. Break snap tips to allow ~ SAGM has emptied completely
SAGM to flow into Red Cells bag

Sepacell

In-Line Filter Dt 2. Transfer Red Cells into empty bag. 2. Transfer buffy coat into Buffy Coat 2. Transfer plasma into plasma
Seal off tubing of CPD bag. bag. Clamp Buffy Coat bag line. storage bag.
: = = Seal off tubing of CPD bag.
Premium In-Line & \
leukocyte filter for — *
red cell components t/
with soft housing 3 Discard
- Full range of
. . y = accessories to satisfy Pl Platelet
Filtration Procedure S e ol e
filtrati = 3 Tl 3. Seal off tubing and discard buffy 3. Seal off tubing of plasma bag. 3. Seal off tubing of plasma storage
Standz;rd ! tra(’;lon thod ] W“lalﬂ!‘lm{l i@ w;!!li_u‘ coat bag or use it for further Discard buffy coat bag or use bag and platelet storage bag.
Eroce .urehand[rne © processing, if required. it for further processing, if required.
or easier handling
Filtration: Turn Red Cells bag and Filtration: Close red clamp to cease Completion: Discard filtration portion
Sepacell is a trademark of Asahi place at height of 1.4 m. Mix well and filtration once flow has stopped
Kasei Medical Co., Ltd. Hl Red Blood Cells (RBC) Plasma Buffy Coat M Platelet Concentrate (PC) open clamps to commence filtration



