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No. CE 595960 = L
——— LR CE595960

L5 chemin e Petkes s REAEHABE 2014%1814H

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 11, Section 4,
For and on behalf of BEI, a Notified Body for the above Directive (Motified Body Number 0086):

P

Gary Fenton, Global Assurance Director

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

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

Information and Contact: BS|. Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8FP. Tel. +44 (0)845 080 5000
851 Rssurarce LK Limited, registaret in Englnd undder numiser 805321 at 369 Chiswick Figh Rosd, Landan W 4AL UK. A memiber of the BS Graup of Compsnies
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PuraStat®
An Innovative Surgical Hemostat

+ Ready-to-use, no preparation required

+ Completely synthetic peptide
Fully biocompatible

+ Physical barrier to stop bleeding

+ Easy-to-use material:
- slightly viscous solution suitable
for endoscopic / laparoscapic use
- transparent soff gel
- no risk of nozzle / catheter obstruction

Maode of Action

PuraStat™ is a slightly viscous solution of synthetic peptides.

Upon contact with blood, the peptide solution instantaneously self-assembles to form a soft gel.

This matrix provides a physical barrier to stop bleeding in a variety of surgical indications.

Indications for use

PuraStai™ 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

Surgery of aorta or any peripheral arteries
Coronary bypass

Femoral bypass

Endoscopic mucasal resection of Gl tract
Endoscopic submucasal dissection of Gl tracl

Exudative haemorrhage from vascular
anastomosis

Exudative haemorrhage from small vessels
and capillary vessels of Gl tract

CE Mark obfained in Q1 2014
Availaple in 1m! (621-013), Smil (621-014) and 5ml (621-015)

uuleker 2013

Professor Pradeep Bhandari
Quzen Alexandra Hospital

D@0 iarrix

MEDICAL TECHNOLOGY

Initial experience of PuraStat® during resection of a large
circumferential, recto-sigmoid polyp

Case Presentation

DIAGNOSIS:

Carpet adenoma of rectum
(Size: Circumferential lzsion
from dentate line to 17 cm in
rectum)

Fig 1. Carpet adenama of rectum

PROCEDURE:

+ Knife Assisted snare Resection (KAR): An ESD knife was used
for marking the edges of the polyp and performing circumferential
mucosal incision around the lesion with some submucosal
dissection before snare resecting it in multiple pieces. An electro
surgical coagulation forceps was occasionally used for haemosta-
sis.

+ PuraStat® was applied with the ariginal catheter {

I, a total of 4 times to the
bleeding vessels in the EMR base during procedure and good
haemostasis was observed.

Approximately 8.5ml of PuraStat* was used in total.

Fig 2. While 1
FuraStat* co

+ Histology: Adenoma with Low grade dysplasia
POSTOPERATIVE COURSE:

Repeat endoscopy at 2 weeks showed very healthy, almost healed
EMR scar with mild narrowing of the lumen. Prophylactic dilatation

was performed twice with no recurrence at 3 months. Fig 4. Hasmost

Comments from Prof. Bhandari

"PurasStat® is very easy to deliver and to handle.
PuraStat® stops aozing and slows dawn brisk bleeds
It is & trangparent gel which doss nat compromise endoscopic views atter
application as compared to other spray powders.
This allows endoscopist to apply additional haemostalic tharapy il necessary.
The standard therapy for haemaostasis control such as oloctrocautery introduces
a thermal injury to the bowel wall and carries the risk of causing perforation
Furthermare, it reguiras precise targeting of the bleeding vessel which can be
very difficull during active bleeds.
PuraStat™ can be applied in the general area of kleeding and does not require
pracise application to the exact paint of bleeding
Al the end of procedure, PuraStat® was applied over the entire EMR base to
raduce the risk of delayed bleeding and encourage healing.* It was really
surprising ta see enhanced healing and formation of soft scar at the
EMR sile, 15 days post procedure.”

Endoscopy Departmant

* Migags nolg: ihig is exphclly 2 docior inilated vse and nod 5
registerad Ingication.

ociohar 2015

3-D Matrix, Ltd

This information is confidential and was prepared by 3-D Matrix, solely for the use of our partners; it is not to be relied on by any 3rd party without 3-D Matrix’s prior written consent.

20



EURRSET U7 DHLK

-ZEICHWT, BERERANSEGRFTADRMYFER
FAY/EE/750ADEEETHRSERA
RAR/AB)TPEDET)T7 THRFTA VIS HEEDHTNS

.-.\

I FR5chAm
R {5 FA B4

L REERMEE & 2M0EH
EXBH

[ REIEIRMHE &R

3-D Matrix, Ltd
This information is confidential and was prepared by 3-D Matrix, solely for the use of our partners; it is not to be relied on by any 3rd party without 3-D Matrix’s prior written consent.

21



EURRSET U7 DHLK

A—OYNBEHICHE T IEKRERASLIUVERRFTEEEZLEIC. I—Oy/N\2EIZARFE
MEEHT5W5E/N\—rF—LDREEZBET
RTOEFEEICHTHERERICMZ T, RFEN—FF—ICKBEEEADTAE
a—2avEHELTLK

FA4AME 2—5—
2§

REESRH

BB /

Direct Sales

3-D Matrix, Ltd
This information is confidential and was prepared by 3-D Matrix, solely for the use of our partners; it is not to be relied on by any 3rd party without 3-D Matrix’s prior written consent.

22



FUT 47 =7 COBRFE IR

2016 F4 A ASESMERAMNS201 74 AR ERAICA\T T, ZOo7 - A7 27 X EHBICE TR A
BB R UBRMARTTE/ N\—FF—LDRENT T, 201 7E4 A AN SIEHEK ., B EBIR T T—X~B1T

KmEEx BRSciRiE
- Keymax Technology
vV TE V' 2015455
‘/ BeE ‘/ ggﬁlg:;g%) Lestaritama
SUHR—IL v BEF =
e 2 L 1#t xRS
v E&F YV [ aTHTOREETE
v "
=11~ REERHFH Maquet Australia
YV sHhoBRETE V' 2015598
- 201541 A BAGRIRH FH Daewoong Pharmaceutical
W YV smaos8ETE V' 201098
2A-T4)EY 7 AL TOZEERPFE RS v Daewoong Pharmaceutical
NS TN 20154 7R

FOMITSHPDOEER EFIZEEE Bi%



FOTPICBITBR— T4 B8

4 20th Congress of Surgeons Indonesia (MABI XX)
AVRERTT. 2015484

1st Sabah Cardiothoracic Conference

IL—L 7. 2015%9RA 30th International Workshop on Therapeutic
Endoscopy
E#. 2015%12H

3-D Matrix, Ltd
This information is confidential and was prepared by 3-D Matrix, solely for the use of our partners; it is not to be relied on by any 3rd party without 3-D Matrix’s prior written consent.

24



2T T A)ATOHRERERH

aOVE7., ISV THAEFREZNG. AFXATEVTETHHOZEERAH,

BR5E/ \—hF—DBEZED. 201644 A M DO BRGERIEE FE.

T5)L

T Dt

FRKEEE

Bk

=

20154 7H

2015411 A

201557 A HzFi— HiF #
20164 REAP D EHZERAT

EETOY—7IrELUVESEH
% & F

25

AR5cie

Fifa PR {55 FH BRI b
BR5E/N\—hF—DEE

ARSE/N—hF— IR LR B

ARSE/N—hF— IR LR B

ARSE/\—hF—fx#H LR
201654 A #+h DR SERAE F E

Bt H hEFREDREZTRE
T Db D R E R 5T



1L (TDM-621) D#EIFIZDULNT

- 20114557 RLEMRFTARRHER
- 2015537 SLEIRFTABHFOMTIF

2015448  PMDALAERICRBEY 2 3¢ KM (ki h)
—HERFRRRHEIRT SO BB TORKRBRT V(> ORHNEE

- JYREOEWVLEBREBRZ2017F4AETEEHDICERETF E

- 2013428 |IDECGEBREESSI-TI—SBR0ERRK) ZTiRH
- 20134128 FDAICRFDUsxE#2)HIEDKE. ERRMSFZATZING

- FDAIZEXBIEREKRT—2DEE. RUVBRKITOMILOHESEZ B D
- ERREERZ2016F4 ARARICHAB T E

3-D Matrix, Ltd

This information is confidential and was prepared by 3-D Matrix, solely for the use of our partners; it is not to be relied on by any 3rd party without 3-D Matrix’s prior written consent.

26




ARERHT &R DRBISHT DR
PRI S5 T B RIBE 67 (ESD) # DRI A WA OR5

— ESDEDARMEIHLT o _
fir % & BHEE O F B fit DWEILA E%%ﬂk%ﬁﬁl:tﬁb\fﬁﬁs B
ERRIGICEWVTEBLL- TS, . ZEB@UJW?E&%B‘J*EE'FE%JEMEE

ZF1=10061LL LD EEIC
- fiT DT ngaallﬂatrithiﬁﬁﬁéhs BITHER
- BIRIEICKSEIEREDEE N/SHA TS,
- BEBREDFM ‘

BESDIZ&I1T 5T DPuraMatrix M &
[k ZEISAR. iR mIcxd 538
[2DOWTEMTRX N FERINT-=,

T.Uraoka et al.

Gastrointest Endosc. 2015 Nov 19.
pii: S0016-5107(15)03085-0.

doi: 10.1016/j.gie.2015.11.0135.
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A6K showed complete resistance to degradation of siRNA in the presence of RNase in vitro.

siRNA siRNA/AGK B &k

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

An aliquot of 0.53ug of siRNA( 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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