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Certificate RTFRE 1F M
Design Examination E SO MRS BSI JIL—T (/¥ RX)

No. CE 595960

- ZspEe CE595960
et o e STEFE 2014418148

69300 Caluire et Cuire
France

In respect of:
Peptide Haemostats

On the basis of our examination under the requirements of Council Directive 93/42/EEC, Annex I1, Section 4.
For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

-

Gary Fenton, Global Assurance Director

First Issued: 14 Jan 2014 Date: 14 Jan 2014
Expiration Date: 13 Jan 2019
Page: 1 of 3

Conitions of Approval
Validity of this certificate s conditional on the quality system being maintained to the requirements of the Directive.
..making excellence a habit”

t, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP. Tel: +44 (0)845 080 9000
et rumber 805321 at 369 Chiswick High Rowd, Landan Wi 4AL UK. A member of the BSI Group of Companies.

Information and Contact: BS), Kitemar

851 Assurarce UK Limited, regsterad I Englar
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PuraStat®
An Innovative Surgical Hemostat

+ Ready-to-use, no preparation required
« Physical barrier to stop bleeding

= |

« Easy-to-use material:
- slightly viscous solution suitable
for endoscopic / laparoscopic use
- transparent soft gel
- no risk of nozzle / catheter obstruction

+ Completely synthetic peptide
Biocompatible u;_

7{915,.

Mode of Action

PuraStat® is a slightly viscous solution of synthetic peptides.
Contact between PuraStat® and blood causes the acidic peptide solution to be neutralized
and exposed to ions, resulting in the formation of B-sheets that then form a 3-dimensional
scaffold structure.
PuraStat® provides a physical barrier to stop bleeding in a variety of surgical indications.

Indications for use

PuraStat® is indicated for haemostasis in the following situations encountered during
surgery, when haemostasis by ligation or standard means is insufficient or impractical :

Exudative haemorrhage from blood Hepatectomy
vessels and parenchyma of solid organs | Splenectomy
Cholecystectomy

Anastomosis to native or artificial vessel
Surgery of aorta or any peripheral arteries
Coronary bypass

Femoral bypass

Endoscopic mucosal resection (EMR) of Gl tract
Endoscopic sub-mucosal dissection (ESD)
of upper Gl tract

Laparoscopic resection of Gl tract

Exudative haemorrhage from vascular
anastomosis

Exudative haemorrhage from small vessels
and capillary vessels of Gl tract

Please read carefully the Instructions for Use for indications and contra-indications.
Available in 1ml (621-013), Sml (621-014) and 5mi (621-015)
PuraStat® is a class |Il medical device, CE ( €
marked according to Europsan council 0086

directive 93/42/EEC on medical devices BSI
and its relatives

3-D Matrix Europe ‘
11 chemin des Petites Brosses
69300 Caluke-t-Cuire - FRANCE
Tei: 433 (0)4 27 1903 40
Infoeu@puramatrix com

WWW puramalrox. com .
fast revision date: 05/2016 pags 1 of 2
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MEDICAL TECHNOLOGY

Haemostasis with PuraStat® during ESD/EMR procedure

Case presentation

CASE 1

DIAGNOSIS:

Barrett’s oesophagus COM5 and a neoplastic
lesion within the Barrett's segment

(63y, Male)

PROCEDURE:

« Underwent ESD for 40mm nodule
Mucosal oozing and bleeding from a
visible vessel encountered during proce-
dure and haemostasis achieved with
4mls PuraStat®

Post ESD histology: RO, well diff In-
tramucosal cancer (pT1aM2) with no
lympho-vascular invasion

POSTOPERATIVE COURSE:
Uneventful: No delayed bleeding or perforation

CASE 2

DIAGNOSIS:

A 20mm sigmoid polyp scarred from previous
unsuccessful attempts at resection

(71y, Female)

PROCEDURE:

- Knife Assisted snare Resection (KAR)
following 80% circumferential dissection
was performed

Mucosal bleeding encountered during
dissection haemostasis achieved with
2mis PuraStat®

POSTOPERATIVE COURSE:
Uneventful: No delayed bleeding or perforation

L
Fig 1. Barrett's intramucosal
cancer

Fig 3. White dot circle: transparent
PuraStat* covered the bleeding site
Yellow arrow: bleeding point

Blue arrow: tip of the catheter

Fig 1. Knife assisted snare
resection of sigmoid polyp

) i 4
Fig 3. White dot circle: transparent
PuraStat* covered the bleeding site
Yellow arrow: bleeding point
Blue arrow: tip of the catheter

Fig 2. Bleeding during ESD
Yellow arrow: bleeding point
White dot circle: resected area

Fig 4. Haemostasis achieved

Fig 2. Bleeding during RAR
Yellow arrow: bleeding point
White dot circle: resected area

——

Fig 4. Hae!

m§£5 aTJhleved

e\

Protessor Pradeep Bhandari
Queen Alexandra Hospital
Endoscopy Department

last revision dats: 052016 page 2 of 2

“Haemostatic control offered by PuraStat® made barrett's ESD safer by reducing
the need for coagulation current on the esophageal ESD base.”

“Scarred polyps can be very difficult to resect with significant risk of bleed and
perforation. PuraStat® is helping reduced the immediate risk.”
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20th Congress of Surgeons 1st Sabah Cardiothoracic 30th International Workshop on
Indonesia (MABI XX) Conference Therapeutic Endoscopy
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PuraStat®

Malaysian Association of Thoracic & Cardiovascular Royal Australia College of Surgeons Conference
Surgery (MATCS) A—R+357. 201645A
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A6K showed complete resistance to degradation of sSiRNA in the presence of RNase in vitro

SiRNA siRNA/AGK &K

M 0 5 15 30 45 60 (min) M O 5 15 30 45 60 (min)

An aliquot of 0.53ug of sSiRNA( Luciferase GL3 duplex) and A;K complexes were incubated in the presence of
0.0005U RNase A and 0.02U RNase T1 ( RNase Cocktail Enzyme Mix, Ambion ,Inc.) for 0, 5, 15, 30, 45, and 60 min

at 37°C. and then agarose gel electrophoresed (3%). The presence of siRNA was revealed by ethidium bromide
staining.
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