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PRODUCT NAME DESIGNATION
IFABOND® - IFABOND® glue applicators

CODE(S):
«  IFABOND® glue: IBO05, IB, IB+
«  IFABOND® applicators: MB37S, MB15G, MB37G, MB45G , MB37R, MB45R

INDICATIONS

IFABOND® glue: IFABOND® surgical glue is intended to be used during surgical procedures, in open
surgery and in laparoscopic surgery, for its adhesive and hemostatic sealant actions.

These main surgeries for the adult population include digestive and visceral surgery for the treatment
of hernia, bariatric surgery for sleeve-bypass, urological and gynecological surgery with
sacrocolpopexy. The glue can be used in the pediatric population for circumcision.

IFABOND® Applicators: these devices are designed to control the application of IFABOND® surgical
glue during open or laparoscopic surgical procedures.

COMPOSITION
e IFABOND® glue: N-Hexyle cyanoacrylate

. Drop by drop flexible IFABOND® applicators: PVC
. Drop by drop rigid IFABOND® applicators: PVC + stainless steel sheath
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Rigid drop by drop applicators for
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DESCRIPTION & USE

IFABOND® glue in vial is packaged under double sterile blister with a 2.5 mL Luer lock sterile syringe and a 18G needle. The applicator connection
to the syringe through the Luer lock allow either a constant uniform delivery line (ref. “MB37S”) or a drop by drop delivery (ref. "MB15G”, “MB37G”,
“MB45G”, “MB37R” & “MB45R”").

PACKAGING / STORAGE CONDITION

IFABOND® glue: packaged in box of 6 unitary sterile blisters - Storage temperature: must be stored in its original packaging away from direct
sunlight and humidity at a temperature of 5°C or below.

1B0S 1B 1B+
GTIN code box 13661522038533 13661522038519 13661522038526
Volume 0.5ml Tml 1.5ml
Box size 157*78*282mm 157*78*282mm 157*78*282mm
Box weight 0.44kg 0.45kg 0.45kg

IFABOND® applicators: box of 12 units. This device should be kept in its original package in a dry place, sheltered from light and at a
temperature below 25°C.

Description/ref MB37S (soft) MB15G (soft) MB37G (soft) MB45G (soft) MB37R (rigid) MB45R (rigid)

Constant delivery Drop by drop Drop by drop Drop by drop Drop by drop Drop by drop
delivery delivery delivery delivery delivery

GTIN code box 13661522038038 13661522038007 13661522037987 13661522037994 13661522100780 13661522100797

Length/@ int- 37mm /0,7 — 15mm /0,4 - 37mm /0,4 — 45mm /0,4 — 37mm /0,4 — 45mm /0,4 —

ext 4.75mm 4.75mm 4.75mm 4.75mm 4.75mm 4.75mm
Box size 430*105*60mm 260*105*60mm 430*105*60mm 550*105*60 430*105*60mm 550*105*60

Box weight 0.3kg 0.2kg 0.3kg 0.3kg 0.3kg 0.36kg

STERILIZATION / EXPIRY DATE
Sterilization => IFABOND® glue: Beta-Rays, IFABOND® applicators: ETO. Shelf life => IFABOND® glue: 2 years, IFABOND® applicators: 3 years.

CONTRAINDICATIONS

IFABOND® glue: The glue should not be applied in direct contact with fragile and/or damaged tissue which might not withstand thermal, inflammatory
or mechanical stresses. The glue should not be applied in direct contact with cerebral tissue. Use of the glue is contra-indicated in ophthalmic and
orthopaedic surgery. The glue is not suitable for intra-vascular use. The glue should not be applied to wounds, incisions or openings subject to high
levels of tension, unless in conjunction with other securing and closing methods. Use of the glue is contra-indicated for any infected wound or where
there is a risk of gangrene. The glue is not intended for use in a cutaneous application. The glue should not be used on pregnant women, on patients
with a known hyper-sensitivity to cyanoacrylate or formaldehyde or on patients having developped a systemic pre-operative infection, with
uncontrolled diabetes, or with conditions known to interfere with the healing process

Applicators: The device is intended for use for an adult population and a pediatric population for patients with a weight > 40kg.

Please refer to the IFABOND® IFU for contraindications related to the use of the surgical glue.

CLASSIFICATIONS

Medical Device Class: IFABOND® glue: Ill (according to the European Council Directive 93/42/EEC) — Glue applicators: lla (according to the
Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices).
C € 0459

GMDN code IFABOND® glue: 58777 /| CND Code: H90010102
GMDN code IFABOND® applicators: 58781 / CND code: H900899
Legal Manufacturer: PETERS SURGICAL

PETERS SURGICAL is certified ISO 13485.
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