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AMERICAN INSTRUMENTS EIRELI - EPP - CNPJ: 06.981.319/0001-21

Avenue 53, 1227 — Jardim Kennedy — Zip Code: 13501-530 - Rio Claro/SP - Technical Resp.:
Priscila Andreoli Biscaro CRQ/SP: 04200899

Aiming at practicality and ease of access to the information contained in the Instructions for Use of
our products, American Instruments, in accordance with IN n°® 4/2012 established by ANVISA,

makes the documents available for download on the website: http://www.americaninstruments.com.br/
materiais

ANVISA Registration No. 80251140050 - Revision 01

PRODUCT FEATURES AND TECHNICAL SPECIFICATIONS
Technical Name: Collection Bag
Trade Name: SAFE BAG

Raw Material:
Insulating Bag: EVA

Opening ring: nitinol

Internal markings: non-toxic paint

Introducer: PET

Internal Protection: PP
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Shelf life: 2 years after the date of manufacture
Sterile Product - Disposable Product - Sterilized by Ethylene Oxide - ETO

IDENTIFICATION OF COMMERCIAL MODELS / COMPOSITION

Reference Image Item/Part
Al0001 & 01. Safe Bag
: AlO001 — Safe Bag 1.1 LT
A|0002 }Pma!.’r-ﬂruﬂe!alicu N 02) A|0002 - Safe Bag 16 LT
R '\/ '\ £ AI0003 — Safe Bag 2.1 LT
s N AIO004 — Safe Bag 2.6 LT
pORIeEE % T Al0005 — Safe Bag 3.1 LT
[ AlO005 — Safe Bag 3.6 LT
Al0004 o —— =
/ — ) H 02. Internal Protection
Al0005 ] & .//J\ -5 '
Fize 03. Safe Bag Introducer
AI0O006 ot ey
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PRODUCT PRESENTATION FORM

The product is sold in individual pouch-type packaging,
manufactured with tyvek paper and laminated Polyester/Polypropylene film
60 x 240mm, which allows aseptic opening without tears in the film and with

lower fiber release (primary packaging).

Each pouch package is packed in a triplex paper box
customized display type (secondary packaging) with 10 units. In
then it must be inserted into a cardboard box containing 20 units (2

display format boxes).

The label also contains the following information: Instructions for Use

available at http://www.americaninstruments.com.br/materiais ANVISA Reg.:
80251149007 - Revision: 00. To obtain the printed version, contact: Phone: +55 19
3531-5116 - info@americaninstruments.com.br. Information that is in

in accordance with Normative Instruction No. 4 of June 15, 2012, which
establishes rules for making Instructions for Use available in a non-format format

printed health products.

We warn that it is necessary to observe the correlation between the version of the Instruction
of Use available on the website, or printed, with the version indicated on the label of the

product.

LABELING TEMPLATE
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INDICATION AND PURPOSE

The collection bag is indicated to isolate benign tissue masses such as fibroids and
uterus during laparoscopic procedures with morcellators by a trained surgeon.

WORKING PRINCIPLE/ MECHANISM OF ACTION

It was developed to avoid the risks arising from procedures

gynecological, where parts of tissue need to be removed/morcellated.

In the case of malignant tumors, it avoids the risk of spreading cancer cells and ensures
safe morcellation of tissues.

HOW TO USE

1. The safe bag must be inserted inside its introducer.

2. Make a 15mm diameter incision using the handle and guide tube.
of the introducer.

3. Introduce the bag into the abdominal cavity until its opening is established (ring).

4. Use one tweezer to hold the purse ring and another to handle it.
the bag inside the cavity

5. Remove the introducer.

6. The specimen to be removed must be placed partially inside the
bag.

7. Using the tweezers, wrap the specimen in the bag and pull the edge
with flexible opening (ring) to the outside of the patient.

8. Through the tail of the bag, the trocar should be inserted to inflate the bag.
Through the,other opening with a ring, the equipment for morcellation of the
specimen ghould be positioned. Then the tissue is completely isolated from the
other ab inal organs and morcellation should take place inside the bag. The

morcellatgéd parts are removed from the patient.
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9. After procedure, remove equipment and trocar.
10. Pull the bag lightly to tie a knot in the tail.

11. Completely remove the bag by the ringed edge.

TECHNICAL INFORMATION

AI0001 SAFE BAG 1,1LT
AI0002 SAFE BAG 1,6LT
AI0003 SAFE BAG 2,1LT
AlI0004 SAFE BAG 2,6LT
AI0005 SAFE BAG 3,1LT
AI0006 SAFE BAG 3,6LT

Introducer: diameter 15mm

STERILIZATION

The Safe Bag is supplied as a sterile product and must be removed

from its original packaging only in a sterile surgical environment and be

used immediately.

The sterilization method used is Ethylene Oxide Sterilization — ETO

Sterilization validity: 02 years from the date of manufacture.

STORAGE AND TRANSPORTATION CARE
This product mugt e stored in a clean, airy place, protected from sunlight, heat sources and

humidity.
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The product must be transported and stored in a clean, airy place, protected from sunlight,
heat sources and humidity.

PRODUCT HANDLING

The product must be sterilized at the time of use. Do not use if the packaging is broken.

After use, this product constitutes a biological risk. The product must be disposed of in
accordance with current municipal, state or federal legislation.

WARNINGS

* The specimen/tissue to be removed must be introduced into the safe bag by the
flexible ring that surrounds its opening.

» The bag must be removed through the opening with the flexible ring

» Make sure there are no tears or holes in the bag before and after
morcellation

» Make sure the bag tail is tied before pulling the ring opening to completely remove the
bag from the patient.

PRECAUTIONS

The morcellated parts must be removed from the cavity at the time of morcellation.

CONTRAINDICATIONS

uct's instructions for use.
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COMPLAINTS AND CUSTOMER SERVICE

Any customer or user of American products who has questions or wants further clarification about the
products offered may contact American Instruments using the contact details contained in the instructions for

use and labels on the product packaging.

MANUFACTURED BY:

AMERICAN INSTRUMENTS EIRELI EPP

BRAZILIAN INDUSTRY

ADDRESS: AVENUE 53, 1227 — KENNEDY GARDEN
ZIP CODE: 13501-530 — RIO CLARO/ SP

PHONE: (19)3531-5100

CNPJ 06.981.398/0001-21

OPERATING AUTHORIZATION: K956X0779300

TECHNICAL MANAGER: PRISCILA A. BISCARO - CRQ: 04200899
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