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Instructions for Use

Stitch - Suture Wires and Tapes.

DEVICE DESCRIPTION

Stitch - Suture Wires and Tapes are used in surgeries for approximations and for union of soft tissues until
healing occurs. The surgical sutures and tapes are made of UHMWPE (ultra-high molecular weight
polyethylene), and the needles are made in AISI300 steel series, according to the standard ASTM F899.
They are found in a variety of diameters to meet the range of anatomies of the patients; it is provided in sterile
condition sterilized by Ethylene Oxide. The sutures are classified as non-absorbable and meet the USP
standards. This product is for single use only. This device comes in sizes USP 3-0, 2-0, 0, 1, 2 and 5 and
suture tape sizes 1.3mm, 1.6mm and 2.0mm.

The color additives used are accepted by FDA, according to the guidance “Summary of Color Additives for
Use in the United States in Foods, Drugs, Cosmetics, and Medical Devices”; Color Additives Approved for
Use in Medical Devices, as follows:

. Chromium-cobalt-aluminum oxide (CFR §73.1015) for the blue color in concentration lower than 2%
by weight of the suture material.

. D&C Black (CFR §74.3054) for the black color in concentration lower than 1% by weight of the suture

material.

INDICATIONS FOR USE

Stitch - Suture Wires and Tapes are indicated for use in general soft tissue approximation and/or ligation.

PERFORMANCE

The mechanical analysis shows that the tensile strength of the suture wires and tapes did not vary
significantly during the shelf life of the product and all tests showed compliance with the mechanical
specifications of the US Pharmacopeia. Also, the chemical analysis confirms the declared chemical

composition and shows that the material did not degrade over time.

CONTRAINDICATIONS

Contraindications are listed below, but are not limited to:

« Patients with active infection, fragile tissue, or poor vascularity;

+ Patients with illnesses or any clinical condition that may compromise the healing process.

Note: Patients who smoke, are elderly, and suffer from degenerative diseases or metabolic dysfunction
(e.g., diabetes) have greater difficulty achieving tissue regeneration. Consequently, there is a greater
chance of tissue regeneration/healing not occurring, which may lead to thread and/or tape breakage,

separation of unhealed soft tissue, or infection.
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WARNINGS AND PRECAUTIONS

+ This device is intended to be used by a trained medical professional.

» Do not re-sterilize this device.

» Once open, discard unused suture.

» The sutures must never be re-used.

« This is a single use device. Reuse of this device could result in failure of the device to perform as
intended and could cause harm to the patient and/or user.

» Detailed instructions on the use and limitations of this device should be given to the patient.

* In handling this or any other suture material, care should be taken to avoid damage from handling.
Avoid crushing or crimping damage due to application of surgical instruments such as forceps or
needle holders.

« Surgeons must apply their professional judgment when determining the appropriate sized device

based on the specific indication, preferred surgical technique, and patient history.

POTENTIAL ADVERSE EVENTS
» Infections, both deep and superficial.

» Foreign body reactions.

HOW SUPPLIED
The Stitch family is supplied in pre-cut lengths, in various configurations, with needles, to meet the range of

anatomies of the patients; it is provided in sterile condition sterilized by Ethylene Oxide.

MRI SAFETY INFORMATION
The implantable devices are made only in polymers with its main component the UHMWPE (Polyethylene
Ultra-High Molecular Weight). The Stitch - Suture Wires and Tapes is MR Safe.

STORAGE

Sterile devices must be stored in the original unopened packaging, away from moisture and should not be
used after the expiration date.

The hospital is responsible for the steps of handling, conservation, and storage of the products from receipt,
and must ensure that the manufacturer's recommendations are respected, and that the product maintains
the established original characteristics.

The product must be preserved, handled, and transported in such a way as to prevent any damage or

alteration to its characteristics and packaging.
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The product must be conserved and stored in its original packaging until the moment of use, with the due
care of the medical-hospital area, in a clean, dry, airy environment, protected from sunlight and free of
contaminating substances (acid and organic vapors), and with controls recommended, at room temperature.
The handling of the product must be done exclusively by professionals in the medical-hospital area, duly

trained, qualified and familiar with the technique and procedures involved.

SURGICAL TECHNIQUE

1. Carefully open the packaging and remove the product;

2. Apply the product in the desired region, in order to carry out the planned technique;

3. Repeat these steps as many times as necessary;

4. Cut the needle, when provided with the product, and any excess thread/ribbon, and discard;
5. Clean the place;

6. Close surgical access.

USER WARNING

These Instructions for Use are available on-line, through the electronic address of the manufacturer:
http://www.gmreis.com.br/produtos/IFU, and can be checked in the search field by trade name, described on
the label of the product packaging. The Instructions for use provided will always be in accordance with the
current latest version. If there is interest from the user, the Instructions for Use may be available in printed

format, without additional cost. Ask for free by e-mail: sac@gmreis.com.br

Caution: Federal (USA) law restricts this device to sale by or on the order of a licensed physician.

FURTHER INFORMATION

If the medical product presents a risk specific unpredictable, being outside of its specifications or being
generated any dissatisfaction, directly notify the GM Dos Reis Customer Service.

GM Dos Reis Industria e Comércio Ltda - Pierre Simon de Laplace Avenue, no.600 TECHNOPARK — CEP:
13069-320 — Campinas — SP — BRAZIL or directly notify at Telephone Number:+55 19 3765-9900; E-mail:

sac@gmreis.com.br

SYMBOLS GLOSSARY
ANSI/AAMI/ISO 15223-1 and ASTM F2503-13.
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Symbol Description
Manufacturing date

H Manufactured by
g Expiration date
‘T Keep dry

B(only Prescription use only

ISTEHI-E|E0 Sterile by Ethylene Oxide
® Do not reuse
LOT Lot number
D;i] Caution “see instructions for use”
’:/;li‘ Keep away from sunlight
@ Do not use it if package is damaged
@ Do not re-sterilize
COD Product catalogue number
MR MR Safe
QT Quantity
uDI Unique Device ldentifier

COMPANY NAME / MANUFACTURER NAME:

GM dos Reis Industria e Comercio Ltda.

Avenida Pierre Simon de Laplace, no. 600 Lote 3 - Quadra F - Block 9677 TECHNOPARK — CEP: 13069-
320 — Campinas — SP - BRAZIL

Email: qualidade@gmreis.com.br

Telephone number: +55 19 37659900

STITCH EN - Revision: 0, October 15, 2025
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The Stitch - Suture Wires and Tapes are available in the dimensions listed below.

STITCH

CODE

DESCRIPTION

333-30AB-3813Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white and blue with needle 3/8 13mm cylindrical tip

333-30PB-3813Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white and black with needle 3/8 13mm cylindrical tip

333-30B-3813Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white with needle 3/8 13mm cylindrical tip

333-30A-3813Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm blue with needle 3/8 13mm cylindrical tip

333-30AB-3815Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white and blue with needle 3/8 15mm cylindrical tip

333-30PB-3815CI

STITCH - UHMWPE Suture wire USP 3-0 45cm white and black with needle 3/8 15mm cylindrical tip

333-30B-3815CI

STITCH - UHMWPE Suture wire USP 3-0 45cm white with needle 3/8 15mm cylindrical tip

333-30A-3815CI

STITCH - UHMWPE Suture wire USP 3-0 45cm blue with needle 3/8 15mm cylindrical tip

333-30AB-3816R

STITCH - UHMWPE Suture wire USP 3-0 45cm white and blue with needle 3/8 16mm reverse tip

333-30PB-3816R

STITCH - UHMWPE Suture wire USP 3-0 45cm white and blue with needle 3/8 16mm reverse tip

333-30B-3816R

STITCH - UHMWPE Suture wire USP 3-0 45cm white with needle 3/8 16mm reverse tip

333-30A-3816R

STITCH - UHMWPE Suture wire USP 3-0 45cm blue with needle 3/8 16mm reverse tip

333-30AB-3826DI

STITCH - UHMWPE Suture wire USP 3-0 45cm white and blue with needle 3/8 26mm diamond tip

333-30PB-3826DI

STITCH - UHMWPE Suture wire USP 3-0 45cm white and black with needle 3/8 26mm diamond tip

333-30B-3826DI

STITCH - UHMWPE Suture wire USP 3-0 45cm white with needle 3/8 26mm diamond tip

333-30A-3826DI

STITCH - UHMWPE Suture wire USP 3-0 45cm blue with needle 3/8 26mm diamond tip

333-30AB-1213Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white and blue with needle 1/2 13mm cylindrical tip

333-30PB-1213Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white and black with needle 1/2 13mm cylindrical tip

333-30B-1213Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white with needle 1/2 13mm cylindrical tip

333-30A-1213Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm blue with needle 1/2 13mm cylindrical tip

333-2-036-AB3817Cl

STITCH - UHMWPE Suture wire USP 2-0 45cm blue and white with needle 3/8 17mm cylindrical tip

333-2-036-PB3817Cl

STITCH - UHMWPE Suture wire USP 2-0 45cm white and black with needle 3/8 17mm cylindrical tip

333-2-036-B3817Cl

STITCH - UHMWPE Suture wire USP 2-0 45cm white with needle 3/8 17mm cylindrical tip

333-2-036-A3817ClI

STITCH - UHMWPE Suture wire USP 2-0 45cm blue with needle 3/8 17mm cylindrical tip
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333-2-090-AB3817Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm white and blue with needle 3/8 17mm cylindrical tip

333-2-090-PB3817Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm white and black with needle 3/8 17mm cylindrical tip

333-2-090-B3817Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm white with needle 3/8 17mm cylindrical tip

333-2-090-A3817Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm blue with needle 3/8 17mm cylindrical tip

333-2-018-AB1226CI

STITCH - UHMWPE Suture wire USP 2-0 45cm white and blue with needle %2 26mm cylindrical tip

333-2-018-PB1226Cl

STITCH - UHMWPE Suture wire USP 2-0 45cm white and black with needle 2 26mm cylindrical tip

333-2-018-B1226Cl

STITCH - UHMWPE Suture wire USP 2-0 45cm white with needle %% 26mm cylindrical tip

333-2-018-A1226Cl

STITCH - UHMWPE Suture wire USP 2-0 45cm blue with needle 72 26mm cylindrical tip

333-2-090-AB1226CI

STITCH - UHMWPE Suture wire USP 2-0 90cm white and blue with needle %2 26mm cylindrical tip

333-2-090-PB1226Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm white and black with needle 2 26mm cylindrical tip

333-2-090-B1226Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm white with needle %2 26mm cylindrical tip

333-2-090-A1226Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm blue with needle %2 26mm cylindrical tip

333-0-AB-1226ClI

STITCH - UHMWPE Suture wire USP 0 90cm white and blue with needle 1/2 26mm cylindrical tip

333-0-PB-1226ClI

STITCH - UHMWPE Suture wire USP 0 90cm white and black with needle 1/2 26mm cylindrical tip

333-0-B-1226Cl

STITCH - UHMWPE Suture wire USP 0 90cm white with needle 1/2 26mm cylindrical tip

333-0-A-1226Cl

STITCH - UHMWPE Suture wire USP 0 90cm blue with needle 1/2 26mm cylindrical tip

333-0-AB-1226DI

STITCH - UHMWPE Suture wire USP 0 90cm white and blue with needle 1/2 26mm diamond tip

333-0-PB-1226DI

STITCH - UHMWPE Suture wire USP 0 90cm white and black with needle 1/2 26mm diamond tip

333-0-B-1226DI

STITCH - UHMWPE Suture wire USP 0 90cm white with needle 1/2 26mm diamond tip

333-0-A-1226DI

STITCH - UHMWPE Suture wire USP 0 90cm blue with needle 1/2 26mm diamond tip

333-190-AB12265CI

STITCH - UHMWPE Suture wire USP 1 90cm white and blue with needle 1/2 26mm cylindrical tip

333-190-PB12265CI

STITCH - UHMWPE Suture wire USP 1 90cm white and black with needle 1/2 26mm cylindrical tip

333-190-B1226CI

STITCH - UHMWPE Suture wire USP 1 90cm white with needle 1/2 26mm cylindrical tip

333-190-A1226Cl

STITCH - UHMWPE Suture wire USP 1 90cm blue with needle 1/2 26mm cylindrical tip

333-239-AB1226Cl

STITCH - UHMWPE Suture wire USP 2 90cm blue and white with needle %2 26mm cylindrical tip

333-239-PB1226Cl

STITCH - UHMWPE Suture wire USP 2 90cm white and black with needle 2 26mm cylindrical tip

333-239-B1226CI

STITCH - UHMWPE Suture wire USP 2 90cm white with needle 2 26mm cylindrical tip

333-239-A1226CI

STITCH - UHMWPE Suture wire USP 2 90cm blue with needle %2 26mm cylindrical tip

333-290-AB12265R

STITCH - UHMWPE Suture wire USP 2 90cm white and blue with needle %2 26mm reverse tip

333-290-PB12265R

STITCH - UHMWPE Suture wire USP 2 90cm white and black with needle %2 26mm reverse tip

333-290-B12265R

STITCH - UHMWPE Suture wire USP 2 90cm white with needle 2 26mm reverse tip

333-290-A12265R

STITCH - UHMWPE Suture wire USP 2 90cm blue with needle %2 26mm reverse tip
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333-290-AB12366Cl

STITCH - UHMWPE Suture wire USP 2 90cm white and blue with needle %2 36mm cylindrical tip

333-290-PB12366Cl

STITCH - UHMWPE Suture wire USP 2 90cm white and black with needle %2 36mm cylindrical tip

333-290-B1236CI

STITCH - UHMWPE Suture wire USP 2 90cm white with needle 2 36mm cylindrical tip

333-290-A1236CI

STITCH - UHMWPE Suture wire USP 2 90cm blue with needle %2 36mm cylindrical tip

333-290-AB12366R

STITCH - UHMWPE Suture wire USP 2 90cm white and blue with needle %2 36mm reverse tip

333-290-PB12366R

STITCH - UHMWPE Suture wire USP 2 90cm white and black with needle %2 36mm reverse tip

333-290-B1236R

STITCH - UHMWPE Suture wire USP 2 90cm white with needle 72 36mm reverse tip

333-290-A1236R

STITCH - UHMWPE Suture wire USP 2 90cm blue with needle %2 36mm reverse tip

333-536-AB1248CO

STITCH — UHMWPE Suture wire USP 5 90cm white and blue with needle 2 48mm conventional tip

333-536-PB1248CO

STITCH — UHMWPE Suture wire USP 5 90cm white and black with needle %2 48mm conventional tip

333-536-B1248CO

STITCH — UHMWPE Suture wire USP 5 90cm white with needle Y2 48mm conventional tip

333-536-A1248CO

STITCH — UHMWPE Suture wire USP 5 90cm blue with needle 72 48mm conventional tip

333-590-AB1248Cl

STITCH — UHMWPE Suture wire USP 5 90cm white and blue with needle 2 48mm cylindrical tip

333-590-PB1248Cl

STITCH — UHMWPE Suture wire USP 5 90cm white and black with needle 72 48mm cylindrical tip

333-590-B1248Cl

STITCH — UHMWPE Suture wire USP 5 90cm white with needle %2 48mm cylindrical tip

333-590-A1248Cl

STITCH — UHMWPE Suture wire USP 5 90cm blue with needle 72 48mm cylindrical tip

CODE

DESCRIPTION

333-30AB2-3813Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white and blue with 2 needles 3/8 13mm cylindrical

333-30PB2-3813Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white and black with 2 needles 3/8 13mm cylindrical

333-30B-23813Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white with 2 needles 3/8 13mm cylindrical tip

333-30A-23813Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm blue with 2 needles 3/8 13mm cylindrical tip

333-30AB2-3815Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white and blue with 2 needles 3/8 15mm cylindrical

333-30PB2-3815Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white and black with 2 needles 3/8 15mm cylindrical

333-30B-23815ClI

STITCH - UHMWPE Suture wire USP 3-0 45cm white with 2 needles 3/8 15mm cylindrical tip

333-30A-23815Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm blue with 2 needles 3/8 15mm cylindrical tip

333-30AB2-3816R

STITCH - UHMWPE Suture wire USP 3-0 45cm white and blue with 2 needles 3/8 16mm reverse
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333-30PB2-3816R

STITCH - UHMWPE Suture wire USP 3-0 45cm white and black with 2 needles 3/8 16mm reverse

333-30B-23816R

STITCH - UHMWPE Suture wire USP 3-0 45cm white with 2 needles 3/8 16mm reverse tip

333-30A-23816R

STITCH - UHMWPE Suture wire USP 3-0 45cm blue with 2 needles 3/8 16mm reverse tip

333-30AB2-3826DI

STITCH - UHMWPE Suture wire USP 3-0 45cm white and blue with 2 needles 3/8 26mm diamond tip

333-30PB2-3826DI

STITCH - UHMWPE Suture wire USP 3-0 45cm white and black with 2 needles 3/8 26mm diamond tip

333-30B-23826DI

STITCH - UHMWPE Suture wire USP 3-0 45cm white with 2 needles 3/8 26mm diamond tip

333-30A-23826DI

STITCH - UHMWPE Suture wire USP 3-0 45cm blue with 2 needles 3/8 26mm diamond tip

333-30AB2-1213Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white and blue with 2 needles 1/2 13mm cylindrical tip

333-30PB2-1213Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white and black with 2 needles 1/2 13mm cylindrical tip

333-30B-21213Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm white with 2 needles 1/2 13mm cylindrical tip

333-30A-21213Cl

STITCH - UHMWPE Suture wire USP 3-0 45cm blue with 2 needles 1/2 13mm cylindrical tip

333-2045-2AB3817Cl

STITCH - UHMWPE Suture wire USP 2-0 45cm white and blue with 2 needles 3/8 17mm cylindrical tip

333-2045-2PB3817Cl

STITCH - UHMWPE Suture wire USP 2-0 45cm white and black with 2 needles 3/8 17mm cylindrical tip

333-2045-2B3817Cl

STITCH - UHMWPE Suture wire USP 2-0 45cm white with 2 needles 3/8 17mm cylindrical tip

333-2045-2A3817Cl

STITCH - UHMWPE Suture wire USP 2-0 45cm blue with 2 needles 3/8 17mm cylindrical tip

333-2090-2AB3817Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm white and blue with 2 needles 3/8 17mm cylindrical tip

333-2090-2PB3817Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm white and black with 2 needles 3/8 17mm cylindrical tip

333-2090-2B3817Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm white with 2 needles 3/8 17mm cylindrical tip

333-2090-2A3817Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm blue with 2 needles 3/8 17mm cylindrical tip

333-20-2AB1226Cl

STITCH - UHMWPE Suture wire USP 2-0 45cm white and blue with 2 needles 1/2 26mm cylindrical tip

333-20-2PB1226Cl

STITCH - UHMWPE Suture wire USP 2-0 45cm white and black with 2 needles 1/2 26mm cylindrical tip

333-20-2B1226ClI

STITCH - UHMWPE Suture wire USP 2-0 45cm white with 2 needles 1/2 26mm cylindrical tip

333-20-2A1226ClI

STITCH - UHMWPE Suture wire USP 2-0 45cm blue with 2 needles 1/2 26mm cylindrical tip

333-2090-2AB1226Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm white and blue with 2 needles 1/2 26mm cylindrical tip

333-2090-2PB1226Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm white and black with 2 needles 1/2 26mm cylindrical tip

333-2090-2B1226Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm white with 2 needles 1/2 26mm cylindrical tip

333-2090-2A1226Cl

STITCH - UHMWPE Suture wire USP 2-0 90cm blue with 2 needles 1/2 26mm cylindrical tip

333-0-AB2-1226Cl

STITCH - UHMWPE Suture wire USP 0 90cm white and blue with 2 needles 1/2 26mm cylindrical tip

333-0-PB2-1226CI

STITCH - UHMWPE Suture wire USP 0 90cm white and black with 2 needles 1/2 26mm cylindrical tip

333-0-B2-1226Cl

STITCH - UHMWPE Suture wire USP 0 90cm white with 2 needles 1/2 26mm cylindrical tip

333-0-A2-1226Cl

STITCH - UHMWPE Suture wire USP 0 90cm blue with 2 needles 1/2 26mm cylindrical tip

333-0-AB2-1226DI

STITCH - UHMWPE Suture wire USP 0 90cm white and blue with 2 needles 1/2 26mm diamond tip
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333-0-PB2-1226DI

STITCH - UHMWPE Suture wire USP 0 90cm white and black with 2 needles 1/2 26mm diamond tip

333-0-B2-1226DI

STITCH - UHMWPE Suture wire USP 0 90cm white with 2 needles 1/2 26mm diamond tip

333-0-A2-1226DI

STITCH - UHMWPE Suture wire USP 0 90cm blue with 2 needles 1/2 26mm diamond tip

333-190-2B1226Cl

STITCH - UHMWPE Suture wire USP 1 90cm white with 2 needles 1/2 26mm cylindrical tip

333-190-2AB1226ClI

STITCH - UHMWPE Suture wire USP 1 90cm white and blue with 2 needles 1/2 26mm cylindrical tip

333-190-2PB1226ClI

STITCH - UHMWPE Suture wire USP 1 90cm white and black with 2 needles 1/2 26mm cylindrical tip

333-190-2A1226Cl

STITCH - UHMWPE Suture wire USP 1 90cm blue with 2 needles 1/2 26mm cylindrical tip

333-290-AB12265CI

STITCH - UHMWPE Suture wire USP 2 90cm white and blue with 2 needles 72 26mm cylindrical tip

333-290-PB12265CI

STITCH - UHMWPE Suture wire USP 2 90cm white and black with 2 needles 2 26mm cylindrical tip

333-290-B21226Cl

STITCH - UHMWPE Suture wire USP 2 90cm white with 2 needles %2 26mm cylindrical tip

333-290-A21226Cl

STITCH - UHMWPE Suture wire USP 2 90cm blue with 2 needles %2 26mm cylindrical tip

333-290-2B12265R

STITCH - UHMWPE Suture wire USP 2 90cm white with 2 needles 2 26mm reverse tip

333-290-2B1236Cl

STITCH - UHMWPE Suture wire USP 2 90cm white with 2 needles %2 36mm cylindrical tip

333-290-2B1236R

STITCH - UHMWPE Suture wire USP 2 90cm white with 2 needles 2 36mm reverse tip

333-536-2B1248CO

STITCH — UHMWPE Suture wire USP 5 90cm white with 2 needles 2 48mm conventional tip

333-590-2B1248Cl

STITCH — UHMWPE Suture wire USP 5 90cm white with 2 needles 2 48mm cylindrical tip

333-590-AB1248CC

STITCH — UHMWPE Suture wire USP 5 90cm white and blue with needle %2 48mm conventional tip and needle 2 26mm cylindrical

333-590-BP1248CC

STITCH — UHMWPE Suture wire USP 5 90cm white and black with needle 72 48mm conventional tip and needle Y2 26mm
cylindrical

333-590-B1248CC

STITCH — UHMWPE Suture wire USP 5 90cm white with needle %2 48mm conventional tip and needle %2 26mm cylindrical

333-590-A1248CC

STITCH — UHMWPE Suture wire USP 5 90cm blue with needle 2 48mm conventional tip and needle %2 26mm cylindrical

CODE

DESCRIPTION

333-290-ABR76DI

STITCH - UHMWPE Suture wire USP 2 90cm white and blue with straight needle and diamond tip

333-290-PBR76DI

STITCH - UHMWPE Suture wire USP 2 90cm white and black with straight needle and diamond tip

333-290-BR76DI

STITCH - UHMWPE Suture wire USP 2 90cm white with straight needle and diamond tip
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333-290-AZ76DI

| STITCH - UHMWPE Suture wire USP 2 90cm blue with straight needle and diamond tip

CODE

DESCRIPTION

333-290-AB2R76DI

STITCH - UHMWPE Suture wire USP 2 90cm white and blue with 2 straight needles and diamond tip

333-290-PB2R76DI

STITCH - UHMWPE Suture wire USP 2 90cm white and black with 2 straight needles and diamond tip

333-290-B2R76DI

STITCH - UHMWPE Suture wire USP 2 90cm white with 2 straight needles and diamond tip

333-290-A2R76DI

STITCH - UHMWPE Suture wire USP 2 90cm blue with 2 straight needles and diamond tip

STITCH LOOP STRAIGHT

CODE

DESCRIPTION

333-STL-2ABRTCI

STITCH LOOP STRAIGHT - UHMWPE Suture wire USP 2 with 50cm white and blue with straight needle 76,0mm cylindrical tip

333-STL-2PBRTCI

STITCH LOOP STRAIGHT - UHMWPE Suture wire USP 2 with 50cm white and black with straight needle 76,0mm cylindrical tip

333-STL-2BRTCI

STITCH LOOP STRAIGHT - UHMWPE Suture wire USP 2 with 50cm white with straight needle 76,0mm cylindrical tip

333-STL-2ARTCI

STITCH LOOP STRAIGHT - UHMWPE Suture wire USP 2 with 50cm blue with straight needle 76,0mm cylindrical tip

STITCH TAPE
CODE - DESCRIPTION
333-13-B STITCH TAPE - UHMWPE Tape 100cm white and black with 1,3mm with needle %2 26,0mm cylindrical tip
333-13-AB STITCH TAPE - UHMWPE Tape 100cm white and blue with 1,3mm with needle 2 26,0mm cylindrical tip




FORM. 02.1 -V

@ GMREIS Premarket Notification 510(k) - FDA osuance: | TONT2R0%

Qualidade para Vida Revision: | 00
Sheet: 11/12

333-13-BR STITCH TAPE - UHMWPE Tape 100cm white 1,3mm with needle 2 26,0mm cylindrical tip

333-13-A STITCH TAPE - UHMWPE Tape 100cm blue with 1,3mm with needle % 26,0mm cylindrical tip

333-16-B STITCH TAPE - UHMWPE Tape 100cm white and black with 1,6mm with needle 72 26,0mm cylindrical tip

333-16-AB STITCH TAPE - UHMWPE Tape 100cm white and blue with 1,6mm with needle 2 26,0mm cylindrical tip

333-16-BR STITCH TAPE - UHMWPE Tape 100cm white 1,6mm with needle 2 26,0mm cylindrical tip

333-16-A STITCH TAPE - UHMWPE Tape 100cm blue with 1,6mm with needle 2 26,0mm cylindrical tip

333-20-B UHMWPE Tape 100cm white and black with 2,0mm with needle 2 26,0mm cylindrical tip

333-20-AB UHMWPE Tape 100cm blue and white 2,0mm with needle 72 26,0mm cylindrical tip

333-20-BR STITCH TAPE - UHMWPE Tape 100cm white 2,0mm with needle 2 26,0mm cylindrical tip

333-20-A STITCH TAPE - UHMWPE Tape 100cm blue with 2,0mm with needle 2 26,0mm cylindrical tip

333-FTL13613-BP

STITCH LONG TAPE - UHMWPE Tape 136cm white and black with 1,3mm with needle 72 26,0mm cylindrical tip

333-FTL13613-BA

STITCH LONG TAPE - UHMWPE Tape 136cm white and blue with 1,3mm with needle %2 26,0mm cylindrical tip

333-FTL13613-BR

STITCH LONG TAPE - UHMWPE Tape 136cm white 1,3mm with needle %2 26,0mm cylindrical tip

333-FTL13613-A

STITCH LONG TAPE - UHMWPE Tape 136cm blue with 1,3mm with needle %2 26,0mm cylindrical tip

333-FTL13616-BP

STITCH LONG TAPE - UHMWPE Tape 136cm white and black with 1,6mm with needle 72 26,0mm cylindrical tip

333-FTL13616-BA

STITCH LONG TAPE - UHMWPE Tape 136cm white and blue with 1,6mm with needle 2 26,0mm cylindrical tip

333-FTL13616-BR

STITCH LONG TAPE - UHMWPE Tape 136cm white 1,6mm with needle %2 26,0mm cylindrical tip

333-FTL13616-A

STITCH LONG TAPE - UHMWPE Tape 136cm blue with 1,6mm with needle %2 26,0mm cylindrical tip

333-FTL1362-BP

STITCH LONG TAPE - UHMWPE Tape 136cm white and black with 2,0mm with needle 72 26,0mm cylindrical tip

333-FTL1362-BA

STITCH LONG TAPE - UHMWPE Tape 136¢cm white and blue with 2,0mm with needle %2 26,0mm cylindrical tip

333-FTL1362-BR

STITCH LONG TAPE - UHMWPE Tape 136cm white 2,0mm with needle %2 26,0mm cylindrical tip

333-FTL1362-A

STITCH LONG TAPE - UHMWPE Tape 136cm blue with 2,0mm with needle %2 26,0mm cylindrical tip

STITCH LACE

-y o
7 T

[/ —

CODE

DESCRIPTION

333-ECAB-2-1248RB

STITCH LACE - UHMWPE Lace suture wire USP 2 with 66cm white and blue reinforced with closed loop 30.0mm with 72 26.0mm
needle, cylindrical tip.

333-ECB-2-1248RB

STITCH LACE - UHMWPE Lace suture wire USP 2 with 66cm white reinforced with closed loop 30.0mm with %2 26.0mm needle,
cylindrical tip.

333-ECBP-2-1248RB

STITCH LACE - UHMWPE Lace suture wire USP 2 with 66cm white and black reinforced with closed loop 30.0mm with 72 26.0mm
needle, cylindrical tip.
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333-ECA-2-1248RB

STITCH LACE - UHMWPE Lace suture wire USP 2 with 66cm blue reinforced with closed loop 30.0mm with 72 26.0mm needle,
cylindrical tip.

STITCH LINK
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CODE DESCRIPTION
STITCH LINK - UHMWPE Suture wire USP 2 with 66cm white and blue with closed loop with 135mm with %2 26.0mm needle,

333-2AB-661226Cl

cylindrical tip.

333-2B-661226CI

STITCH LINK - UHMWPE Suture wire USP 2 with 66cm white with closed loop with 135mm with 2 26.0mm needle, cylindrical tip.

333-2BP-661226Cl

STITCH LINK - UHMWPE Suture wire USP 2 with 66cm white and black with closed loop with 135mm with %2 26.0mm needle,
cylindrical tip.

333-2A-661226CI

STITCH LINK - UHMWPE Suture wire USP 2 with 66cm blue with closed loop with 135mm with 2 26.0mm needle, cylindrical tip.




