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1. PRODUCT / MATERIAL DESCRIPTION
The Instructions for Use of COL.HAP-91 contain information pertinent to the
use of the product by the consumer. It forms part of the secondary packaging of

the product.

PRODUCT DESCRIPTION:

The product COL.HAP-91 bone graft, hereinafter referred to as COL.HAP-91, is an
association of hydroxyapatite and Bovine hemostatic collagen. HAP-91 - Absorbable
Porous Hydroxyapatite, hereinafter no. HAP-91, in the production of COL.HAP-91, has
granulometry < 50 mesh. The collagen used for the production of the bone graft,
COL.HAP-91, is constituted by a fibrous protein, soluble in water and deep flexor
tendon of the ox. The hemostatic collagen is acquired in the form of powder, sponge or
film company, licensed and authorized by the competent health services. The
association of hydroxyapatite (HAP-91) with hemostatic collagen promotes flexibility,
hemostasis, osteoconduction capacity and osteo-induction integrated in the same

product.

COMPOSITION:

COL.HAP-91 is constituted by:

= 75% Hydroxyapatite (HAP-91 Absorbable Porous Hydroxyapatite)
= 25% Bovine Hemostatic Collagen

PERIOD OF VALIDITY:

The expiration date of the product is two (2) years after the date of sterilization and

this information is contained in the cartridge, the product label and the control labels.

NOTE:

COL.HAP-91 is indicated in medical and dental surgeries for recovery, partial

replacement, filling, reconstruction of bone tissue and hemostasis, due to losses due to




bone deformities, extractions, etc. Therefore, it has applications and indications in the
areas of odontological, orthopedic and traumatological surgery, neurosurgery, bucco-
maxillofacial traumatology surgery, cranio-facial surgeries, reconstructive plastic

surgery and otorhinolaryngology surgery.

STERILIZATION:

COL.HAP-91 is supplied sterile to prevent possible contamination.

It is sterilized by: Ethylene Oxide (STERILE | EO) or Range Radiation (STERILE |
R). The sterilization method is indicated on the cartridge and the labeling of the
product.

Sterilization is only guaranteed if the package remains intact.

INSTRUCTIONS FOR USE:

e The product should only be used (grafted) by medical and dental professionals
with knowledge of surgical and grafting techniques;

e |t is supplied in a sterile condition and must be opened in an aseptic
environment (surgical block, ambulatory, dental office or medical clinic) at the
time of application;

o After the necessary surgical techniques, prepare the recipient bed so that the
product is applied in cash with the healthy and bleeding bone;

e The region that will receive the product must be exposed and cured, where the
infected and / or necrotic tissues must have been removed;

e The direct application of COL.HAP-91 in the place to be grafted is
recommended, if it is transmitted to plasma enriched with platelets (PRP) or
blood of the patient, the product obtained from that association should be a
mass with consistency to facilitate Product handling even.

o Due to its physicochemical properties and its characteristics, COL.HAP-91 can
be used as an antibiotic loader.

e COL.HAP-91 must not be fixed with screws or used as a support base.

PRECAUTIONS AND WARNINGS:




To ensure the proper use, safety and effectiveness of the COL.HAP-91 product,

some care must be followed:

e They can only make use of the product, qualified professionals of the medical
and odontological area with full knowledge of the necessary surgical and
aseptic techniques;

e COL.HAP-91 is supplied in sterile conditions;

¢ The information contained on the product label, including product name,
commercial presentation, lot number, expiration date and manufacturer's name,
must be included in the patient's file or other equivalent document;

e Only use sterilized surgical instruments and support materials, three adhesive

control labels with product name, commercial presentation, lot number (LOT)),

validity date (2), the type of sterilization and the name of the manufacturer are
inside the packaging, to assist in these records, with at least one unit of them
being attached to the patient's documentation, ensuring the complete
traceability of the product;

e The unused product (left over) in the surgical procedure must be eliminated,
discarded as hospital waste;

e COL.HAP-91 must not be fixed with screws or used as a support base;

e The product COL.HAP-91 is sold in a sealed container;

o If the packaging is violated and / or de-characterized, the product must be

considered as non-sterile and must not be used, and must be discarded:;

STERILE PRODUCT, UNIQUE USE (@), DO NOT REUSE, DO NOT RESET, DO
NOT REPRODUCE, DO NOT USE IF THE VALIDITY IS OVER OR THE CONTAINER
IS OLD.

CONTRAINDICATIONS AND RESTRICTIONS:

No problems of rejection of the use of the COL.HAP-91 product have been
reported.

There are no restrictions as to the maximum amount of COL.HAP-91 to be used, it
must be determined previously, after the analysis of the size of the surgical bed by the

professional.




COL.HAP-91, has in its composition bovine hemostatic collagen, which can cause
allergic reactions, so it is contraindicated for people who have hypersensitivity to this
constituent.

In case of any adverse reaction to the product, the company / manufacturer must
be notified together with the National Health Surveillance Agency (ANVISA).

CONDITIONS OF STORAGE, TRANSPORTATION AND HANDLING:

e It must be transported and stored away from direct sunlight, sources of heat and
humidity;

e The product should preferably be stored at a temperature of 15-30 ° C and a
maximum humidity limit of 75% UR (x 5%);

e It must be stored to maintain the physical integrity of the packaging, without
damaging it;

e Do not place any heavy object on the product so as not to damage its
packaging and endanger its physical integrity and sterility;

e Because it is a sterile product, the container must only be opened at the time of
use. Its use demands appropriate aseptic techniques; When expired or have
the packaging violated, the product must be discarded and their containers
must be de-characterized.

DISCARD CONDITIONS:

COL.HAP-91 according to RDC 306 of 2004 generates Group D waste and, due to
its use in the surgical environment, it must be discarded in hospital garbage, de-

characterizing the product.

WARNINGS:

The patient must be carefully examined and evaluated when undergoing a surgical
procedure, in order to analyze all aspects that may influence the final outcome of the
surgery.

Any surgical procedure is susceptible to complications, such as swelling in the
surgical site, formation of cortex in the flap, hemorrhage, local inflammation, bone loss,

infection and pain in situ.




It is important to note that in some cases particle extrusion, migration of granules,

but not compromising clinical outcomes may occur.

It is the function of the surgeon to review information regarding the graft, surgical

and postoperative procedure to the patient, so that he is aware of how the whole

procedure will occur. It is important to inform that when necessary physical activities

will be restricted during the recovery period, and should be evaluated according to the

type of surgery, extension of the injury and place of application, in some cases it will

not be possible to apply load in the premises , this means "the functionality of the

region will be affected for a time, which will be determined by the doctor after analysis

of the surgery, among other information that will vary from surgical and patient

procedure.
PRESENTATION:
PRESENTATION SIZE AMOUNT DEMONSTRATION
=10x20mm 1UNITY
STRIPS =20 x20mm 1 uNITY ﬁ
=20x30mm 1UNITY
PYRAMIDAL BASE =
(RAVIOLY) =30x 30 x 10mm 1 UNITY
TABLE =10x 10 mm 1 UNITY
=14 x8 mm TUNITY
STOPPER |
=12x11Tmm 1 UNITY

2. CHARACTERISTICS
Dimensions of the Bent Use Instruction:

=  Width: 105,0 mm + 2,00 mm
= Height: 150,00 mm + 2,00 mm

Material:
» Paper folded in the middle
=  Weight: 75g/m?3

Color: white with blue writing and logo.




3. STORAGE

The instructions for use of COL.HAP-91 are stored in a closed place, at room
temperature and protected from light. They are packaged in bales of 1,000
(one thousand) units containing packages of 250 (two hundred and fifty) units
each. They are protected against physical damage in wooden cabinets,
organized on shelves identified with adhesive labels and follow the order of
removal obeying the PEPS system (first entering, first out) in accordance with
the Reception Code - CR of the material.

The validity of the material must be verified on the packaging, in the analysis
report (when applicable) or according to information passed by the supplier.
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