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ALLOGRAFT

Allograft Heart Valve

Product Introduction

Allograft heart valve product is produced and processed from
the tissues donated by people's heart valves by Iranian Tissue
Product Co.

Biocompatibility

This biocompatible product provides adaptable pH with
human physiological pH which is suitable for stem cell
seeding.

Processing Method & Sterilization

After screening healthy donors with age limitation (less than
60 years old) by evaluating medical history and physical
examination, we have quality control tests with
microbiologic & serologic tests. Each sample is tested for
aerobic and anaerobic bacteria, fungi & HIV antibodies type
1, 2 (anti- HIV1&2), antibody to human T-lymphotropic
virus type 1,2 (HTLV Ab1,2), Hepatitis B core antibody
(HBcAb), Hepatitis C virus antibody (HCVAb), Hepatitis B
surface Antigen (HBsAg), & RPR for syphilis. The
confirmation of HIV, HCV and HBV PCR tests is also
mandatory. Before cleaning & processing, final validation
has been carried out. All procedure is done under the clean
conditions of the class B cleanroom at I.T.P Co.
Indications for Use

Allograft Aortic and Pulmonary Valves are used in
cardiovascular surgery and are used to repair congenital
heart disease and valvular insufficiency. Moreover, it is
intended for the replacement or reconstruction of diseased,
damaged, malformed or malfunctioning prosthetic heart
valves.

Contraindications

Do not use the heart valve product when there is necrosis or
active or latent infection around the site of surgery. Do not
use this product on unknown defects too.

Side Effects

Potential adverse events or outcomes may include, but are
not limited to infection, allograft tissue rejection, fibro
calcification , hemorrhage, thromboembolism, loss of bio-
implant structural integrity, bio-implant rupture, aneurysm.
Presentation and Packaging

The product is packaged in nylon film in two layers and finally
in an aluminum envelope. The package should be inspected
before use to ensure that it is not damaged.

Warning and Precautions

Do not use this product if:

v' The expiration date on the package is passed

v" Any of the package or product appears to be missed,
discolored or damaged.

The product label is damaged and missing.

Thaw and dilute each bio-implant individual.

4 Once the bio-implant is thawed, it must be used for
the current procedure or discarded.

v Do not refreeze the bio-implant after thawing has
begun.

4 Dropping or jarring may compromise the integrity
and/or functionality of the bio-implant.

Caution

Please do not use the contents of any package for multiple

patients.

Please report any adverse effect attributable to this product

to us as soon as possible.

Contact Number: +98 9024264707

Storage

Store this product in a liquid nitrogen tank of -150 to -187

°C for up to 5 years. If stored in a freezer at a temperature of

-60 to -80 °C, it has an expiration date of up to 6 months.

Preoperative Preparation

Preparation of the graft bed is important for graft in

corporationand new tissue formation. Sterile technique must

be maintained to minimize the risk of postoperative
complications.

Instructions for Use

v Open the outer package. (non-sterile)

v Using the sterile technique, transfer the contents of
the package to the sterile section. (see the product
defrost method brochure)

4 Put the product on the surgical site.

Health Insurance Products

v Implementation ~ of instructions for  product
preparation and processing in compliance with the
requirements of the Food and Drug Administration of
Iran and the National Medical Device Directorate.

v" Observance of GMP production principles.

v/ Obtaining the international standard for medical
devices- Quality management systems 1SO 13485.

v Receiving the product license and originality from
National Medical Device Directorate labels from the
Food and Drug Administration of Iran.

v Supervising the quality control system In-House and
supervising the competent institutions of the Ministry
of Health and medical education on preparation,
production and distribution.

Manufacturer:

Address: Iranian Tissue Product Co.

Danesh 2 St., Phase 2, Pardis Technology Park, 20" km

Damavand Road, Tehran, Iran.

Telefax: +9821 68105

E-mail address: info@regen.ir

References

-The 14th Edition of American Association of Tissue Banks

Standards for tissue banking (AATB)

-European Good Tissue & Cell Practices (Euro GTP)

Notice:  Gentamicin, Amikacin, Ceftriaxone and
Vancomycin are used in the production of these product.
Take precaution before using if the patient is susceptible
to these antibiotics.
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