Credence BtK TECHNICAL SPECIFICATIONS

SCAFFOLD BACKBONE
Scaffold Material

Scaffold Strut Thickness
Scaffold Diameters
Scaffold Lengths

SCAFFOLD RO MARKERS
Tri-axial RO Markers

TOP COAT-DRUG+POLYMER
Drug

Equivalent Drug Dose

Polymer

DELIVERY SYSTEM
Delivery System

Nominal Pressure (NP)
Rated Burst Pressure (RBP)
Balloon Overhang

Shaft Outer Diameter

Radiopaque Markers

Usable Catheter Length
Sheath Compatibility

Max. Guidewire Compatibility

: BioResorbable PLLA (Poly L-lactide)
- 100 um

:2.50, 3.00, 3.50 mm

: 32,40 mm

: Platinum (Couplets of tri-axial RO markers on both ends,

120° apart from each other)

: Sirolimus
c1.25ug/ mm2
: Bioresorbable PDLLA (Poly D, L-lactide)

: Rapid Exchange

: 9 atm (Refer labels for more details)

: 16 atm (Refer labels for more details)
< 1mm

. (Refer IFU for more details)

Proximal: 2.13F, Distal: 2.7F for lineage delivery system

: 2 - Platinum / Iridium

: 142 cm (Refer IFU for more details)
:6 F (Min. 1D 0.070"/ 1.8 mm)
:0.014" (0.36 mm)

Credence BtK ORDERING INFORMATION

Diameter / Lengths

2.50 mm
3.00 mm
3.50 mm

CBK/BROCHURE/001/20241019/GLOBAL

32 mm 40 mm
CBK25032 CBK25040
CBK30032 CBK30040
CBK32532 CBK32540

Credence BtK is a registered trademark of Meril Life Sciences Pvt. Ltd.

This product is intended for use by or under the direction of a trained healthcare practitioner only.
Only qualified medical experts can give you information regarding your individual treatment.
Please refer the instructions for use/IFU. Data on file at Meril Life Sciences Pvt. Ltd.

More to Life

Manufacturer:

Meril Life Sciences Pvt. Ltd.
Muktanand Marg, Chala, Vapi - 396 191.
Guijarat. India.

T 491 260 240 8000

Subsidiary companies:
Meril Life Sciences Pvt. Ltd.
301, A-Wing, Business Square,
Chakala, Andheri Kurla Road,
Andheri East, Mumbai 400 093
T +91 22 39350700

F +91 22 39350777

Meril, Inc.

2436 Emrick Boulevard,
Bethlehem, PA 18020
T +610 500 2080

F +610317 1672

Meril South America

Doc Med LTDA

Al. dos Tupiniquins,

1079 - Cep: 04077-003 - Moema.
Sao Paulo. Brazil.

T +55 11 3624 5935

F 455 11 3624 5936

Meril GmbH.

Bornheimer Strasse 135-137,
D-53119 Bonn.

Germany.

T 449 228 7100 4000

F +49 228 7100 4001

Meril Tibbi Cihazlar

Meril Tibbi Cihazlar imalat ve Ticaret A.S.
igerenkdy Mah. Getinkaya Sok.

Prestij Plaza No:28

Kat:4 Atasehir, 34752

istanbul / Turkey

T 490216 641 44 24

F +90 216 641 44 25

Meril China Co. Ltd.
2301b,23f, Lixin Plaza,
no 90,South Hubin Road,
Xiamen, China

T 0086-592-5368505

F 0086-592-5368519

Meril SA Pty. Ltd.

102, 104, S101 and S102,
Boulevard West Office Park,

142 Western Service Road,

Erf 813 Woodmead Extension 17
Sandton, Johannesburg — 2191
South Africa

T +27 11 465-2049

F +27 86 471 7941

Meril Medical LLC.
Nauchnyi Proezd 19,
Moscow , Russia— 117 246.
Office - +7 495 772 7643

EU representative.
Obelis S.A.

Bd, General Wahis 53,
1030, Brussels, Belgium.
T +322 7325954

F 432 2 732 6003

E mail@obelis.net

E askinfo@merillife.com
W www.merillife.com
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Indigenously Developed

Peripheral BtK Technology

You're Moving Towards The Future

CREDENCE Bt

Sirolimus Eluting BioResorbable Peripheral Scaffold System
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™ Procedure and lesion characteristics
C R E D E N C E Bt K Variables N = 32 lesions/

30 Patients
Sirolimus Eluting BioResorbable Peripheral Scaffold System :
Total number of lesions

Total number of lesions treatable with study device

Study device implanted
Indigenously Developed Peripheral BtK Technology Lesion per patient

Technical success, n (%)

Lesion Location

Closed cell

— Hybrid cell design @ Anterior Tibial Artery (ATA)
@ Popliteal Artery
@ Tibial-Peroneal Trunk

Posterior Tibial Artery (PTA)
Peroneal Artery
@ Proximal Peroneal Artery

Couplets of tri—ax#éf
RO markers at eitherend

|
,"'High vessel
,-*conformability

Scaffold backbone
PLLA 100 um
strut thickness

Estimated degradation
in 2-3 years

CLINICAL OUTCOMES at 36 Months follow-up

. Post

Optimal side Event 1 Month 6 Months 12 Months 24 Months 36 Months

branch access description (n) P"(‘r’]‘f;'(;')'e (n=29) (n=29) (n=27) (n=23) (n=23)

Drug coat of PDLLA +

Sirolimus 1 .‘2§ ug/mm? s Death* 0 1 3 4 5 7
, -l TLR 0 0 0 0 0 0
D - Low profile, 1.2 mm Major Amputation# 0 1 4 4 4 4
N & deliverable system
Low balloon overhang, shaort, -
Size Matri abrupt balloon shoulders . Limb Salvage 30 28 25 23 19 19
1Z IX S
, . . FU ongoing
Eéigtitsersgggzjg ‘r?).r(r)w()] 3.50 mm *All deaths were not related to study device. Out of nine deaths, one patient died due to cardiac arrest at 1-month follow-up; one death was due to road traffic accident at 6-month follow-

up; one death occurred due to accidental fall (caused head injury) at 6-month follow-up; one due to sudden bradycardia at 12 months follow-up; one death due to pineal region tumor at
24 months follow-up; one natural death and one death with unknown cause at 36 months follow-up;

#New lesions in great toe and heel were responsible for amputation in one patient, infected left foot with necrosis caused amputation in another patient, third patient amputation was due

Credence BtK Enhanced RadiopaCity to non-healing wound onright foot and in fourth patient, there was debridement and below the knee amputation of left lower limb
Proximal End of Credence BiK System ANGIOGRAPHIC ASSESSMENT of Target lesion
Parameters Pre-procedure Post-procedure 6 Months
In-Segment
Percentage Stenosis 62.18+20.67 21.28+10.07 23.92x1217 0.504
D ; g ¢ Bal RO ver (both imal & distal q t Seaffold RO — 1 MLD, (mm) 1.37=0.77 2.65+0.44 211+1.13 0.052
IStan rom n marker roxim | = l.omm

stance from edge of Balloo arker (both proxima stal) to edge of Scaffo 3 RVD, (mm) 3.9140.70 3.41+0.66 3.07+0.96 0.182

Credence BtK Implantation - Tibio-Peroneal Trunk Stenosis Late Lumen Loss - - 0.47 = 0.39 -
Percentage Stenosis = 21.37+£13.46 25.07+15.70 0.448
MLD, (mm) = 2.74+0.49 2.22+0.69 0.010
RVD, (mm) = 3.46+0.61 3.12+0.96 0.167

Late Lumen Loss = = 0.41+0.35 =

Values are in Mean=SD, MLD: Minimal Lumen Diameter, RVD: Reference Vessel Diameter

Data are mean (SD) unless otherwise stated. *p values are between post- procedure and 6 month follow-up, and are given for exploratory analysis only.

Pre-Procedure Peri-Procedure Post-Procedure




