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Amino Graft Information
and Instructions for Use

R

Description

Amnio Graft is a Syrian product prepared
and controlled by quality system established
and documented in quality assurance office
in Syrian Atomic Energy Commission (SAEC).

Amnio Graft is @ wound, burn and ulcer
dressing including dried human sterilized
amniotic membrane, contains a human
tissues, cells, and cellular product prepared
from placentas obtained from Cesarean
section, and prepared according to current
Good Tissue Practices (cGIP), Good Manu-
facturing Practices (cGMP), and Good Pro-
cessing Practices (cGPP).

Amnio Graft preparation

- The amniotic membrane was obtained
from healthy donor determined to be el-
igible based on the results of screening
and testing to determine if any risk factor
has been found, and documented by ma-
ternity hospital and Syrian Atomic Energy
Commission laboratories. All infectious
disease tests should be negative to be the
amniotic membrane suitable for prepara-
tion the Amnio Graft.

- The Amnio Graft was prepared in amniotic
membrane facility production in radiation
technology department, Syrian Atomic En-
ergy Commission (SAEC) according to the
requlations recommended by National
Committee and established by the Syrian
Atomic Energy Commission (SAEC).

- The final product of Amnio Graft was steril-
ized by gamma irradiation at dose ranged
from 25 10 35 kGy according to the code
of practice for the radiation sterilization
of tissue allograft. That recommended as
sterilization dose from Intemnational Atom-
ic Energy Agency (IAEA) and World Health
Organization (WHO).

Indications for use (Clinical
Applications)

Amnio Graft is an allograft intended for use
in the management of interior or exterior
acute and chronic, wounds as well as ap-
propriate surgical applications. including

wounds, Burns, Diabetic foot ulcers (DFUs),
periodontal disease, cancer, and osteoarthri-
tis All infectious disease tests were negative.
This allograft tissue has been determined to
be suitable for transplantation.

Amnio Graft components
properties

- Contains different types Collagen, Lami-
nin, Elastin - Fibronectin, Kproteoglycans,
Nidogens, Perlecan, Agrin, and Cytokines.

- Contains
nents.

Non-immunogenic ~ compo-

- Stem cells source.

- Anti-inflammatory., antimicrobial and an-
fiviral properties.

- Secretion of growth factors and lack of an-
ti-genicity.

- Amnio Graft is flexibility available Applica-
ble Detachable without Trauma, Biocom-
patible, Economic, Nontoxic, and Non-al-
lergenic.

Amnio Graft benefits

- Acceleration of wound, burn and ulcer
healing.

- Cellular occlusive with rapid sealing of
protected  space.

- Shown to recruit mesenchymal stem cells

- Aids in the formation of clinical attach-
ment.

- Allows for rapid establishment of blood
supply.

- Protect the injury area from external infec-
tion and suppresses inflammation.

- Anti-scarring and anti inflammatory prop-
erties.

- Minimizing fluid/water loss (Prevent de-
hydration).

- Reduces losses proteins.
- Extra exudates.
- Pain reduction (Alleviation of pain).

Storage

Amnio Graft is a dried and sterilized amni-
otic membrane could be stored at ambient
temperature. Do not refrigerate or freeze. It
is the responsibility of the transplant facility
or clinician to maintain the tissue intended
for transplantation in the appropriate recom-
mended storage conditions prior to trans-
plant. Within the expiration date printed on

product packaging (shelf-life is 2 years from
date of manufacture).

Instructions

- Open the pouch to retrieve the sterilized
packaged Amnio graft.

- Open the clear inner peel pouch and
retrieve Amnio Graf using aseptic tech-
niques.

- Aseptically transfer approximately 0.5-2.0
ml of normal saline or sterile injection
water into the amniotic membrane with a
sterilized needle.

- Remove the tissue from the inner pouch
using sterile gloves/forceps.

- Place the tissue on the surgical area to
deliver the therapeutic actions of Am-
nioGraft.

Note: Amino Graft is for single use only
in one patient by a licensed physician (DPM,
MD, or DO) or a qualified medical profes-
sional with relevant clinical experience such
as a nurse or PA.

Precautions

- Do not use Amnio Graft if the internal
package has been violated, opened, or
damaged, or if mishandling has caused
possible damage or contamination.

- Do not use Amnio Graft if there is any
abnormality observed (e.g. labeling, ship-
ping, missing information, etc.).

- Do not use if expiration date has been ex-
ceeded.

- Do not autoclave the product for steriliza-
tion before use.

- Do not sterilize or re-sterilize by any meth-
ods.

- The healthcare professional is responsi-
ble for informing the patient of the risks
associated with his/her treatment and the
possibility of complications or adverse re-
actions.

Note: No antibiotics were used during the
processing of Amnio Graft.

a Amnio Graft produced and sterilized \
in Huran Amniotic Graft Producing Facility,
Radiation Technology Department, Syrian
Atomic Energy Commission
Damascus, PO Box 609

Fax:  +963116113389
Phone: +963112132580

kE-maiI: atomic@aec.org.sy /




