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'MEDICAL DEVICE SINGLE AUDIT PROGRAM

SMB CYTO BRUSH KIT

SMB TUBAL RINGS

FAQ:
Why are Pap Smears so important?

The Pap smear test can detect changes in the cells of the cervix
long before you may be aware that anything is wrong.

How often should | have a Pap smear?

All women between the ages of 18 and 70 who are, or have
been sexually active, should have a Pap smear every two
years. Even if you are not sexually active now or no longer
have periods, you need regular Pap tests.

Each Gamma sterilized SMB CYTO BRUSH KIT consists of
Wooden Ayer Spatula and Gynobrush.

Purpose : The SMB Cyto Brush Kit is used for collection of
gynecological smear/Pap Smear.

A Pap smear is a screening test for the cervical cancer.

ADVANTAGES:

Each pack of Cytokit is gamma
sterilized and for single use,
reduces the chance for infection.

The specially designed Ayre spatula
fits against the cervix while the
other end is used for scraping
vaginal lesions or sampling the
Vaginal pool.

And the soft bristles of Gynobrush
are helpful for collecting painless
endocervical smear.

ISO 13485:2016, ISO 14001:2015 and CE Certified by European Union

Notified Body DNV Product Assurance AS NORWAY

Product Description : Tubal Ring is a cut Tubes of 2.5 mm width
which conforms to Indian Standard ISO 19351:2019

Purpose: The purpose of the SMB Tubal Ring applied by laparoscopy
is to obstruct the Fallopian tube to achieve female sterilization.

Physiologic Changes: The Fallopian tubes are obstructed.

Composition: Each Tube Ring is made up from Silastic® RX 50R
Medical Grade Tubing Radio opaque special Tubing

Specification: Product conforms to ISO 19351:2019
Packaging: A pair of Tubal rings is packed in Tyvek pouch
Sterilization Method: Gamma Radiation Method.

Shelf Life: 4 Years from date of Manufacturing/Sterilization

Advantages of Tubal Ligation

Tubal ligation is a permanent method of birth control offering immediate and highly
effective protection against unexpected pregnancy | This mean of birth control has very
few side effects | It is cost-effective in long term and requires no daily attention | Effectively
protects women whose lives would be in danger if they were to conceive | No recurring
contraception costs | Does not affect breast feeding | Simple surgery usually done under
local anesthesia | No long-term side effects | No change in sexual function (no effect on
hormone production by ovaries) | Decreased risk of ovarian cancer | Minimal operating
time and patient is relieved the same day | Minimal surgical intervention | Potential
reversibility (success rate is upto 90%)



SMB Luer Lock Disposable SMB Luer Lock Disposable
SYRINGE 2ml SYRINGE 2ml
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Advantages of Luer Lock

Healing LIFE...

The luer lock helps to ensure that the needle or tube
attached will remain secure throughout the administration
process of a treatment.

Securing a proper connection between needle and patient,
to ensure that there are no issues when it comes to the
venous lines or ports to the arteriolar lines.

1 Luer lock on your syringe avoids the chances the needle -

could be lost in the patient.

This technique avoids contamination occurring as the port
can be cleaned and fresh syringes can be used instead of
injecting patients with a port that has been used multiple

%2, times with different patients.

The luer lock ensures a tight fit between the connectors
and the needles.

Salient Features

Easy to draw up viscous
allergenic extracts.

Only 0.0021 ml dead space
98% less antigen waste.

- . Smooth Plunger.

43485

TN Clear Barrel.
(l-l)

5;5 ; Easy to read scale markings.
Intertek ISO 13485:2016, ISO 14001:2015 and Ultra sharp needle.

@ 510 k approved by FDA
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INTRODUCTION

SMB Corporation of India was founded in 1974 by Mr. Ratilal A. Shah with a vision
and commitment to serve mankind through quality healthcare. Carrying forward
this vision with Same Spirit, Mr. Girish R. Shah joined the organization as Chief
Executive Officer in 1985 and, under his able leadership and guidance, SMB has
grown into a globally recognized healthcare company dedicated to advancing
Women's Reproductive Healthcare through innovative contraceptive technologies.

For more than five decades, SMB has remained committed to developing and
manufacturing high-quality, safe and reliable medical devices. The company
specializes in a comprehensive range of Non-hormonal intrauterine contraceptive
devices (IUCDs), supported by a wide portfolio of IUD insertion and removal

> accessories. With a strong focus on innovation, quality, patient safety and the safety
Mr. Girish R. Shah  and convenience of healthcare professionals, SMB continues to contribute to the
CEO advancement of reproductive healthcare worldwide.

Today, SMB products have gained acceptance in more than 150 countries across the
globe, reaching over 80 million satisfied users. This extensive global presence reflects the trust placed in SMB'’s
products and its longstanding commitment to quality, safety and regulatory compliance.

SMB Corporation of India is a Five-Star Export House and operates world-class medical-device manufacturing
and quality-control facilities. Critical manufacturing processes from moulding and extrusion to assembly and
final product manufacturing, are carried out under controlled environmental conditions including Class
10,000 Cleanroom conditions, ensuring consistent product quality with international requirements.

Quality and regulatory compliance remain at the heart of SMB’s operations. The company’s facilities are
certified to ISO 13485:2016, ISO 14001:2015, MDSAP . Its products have obtained regulatory approvals and
registrations across international markets, including Europe, Health Canada, ANVISA, SFDA, TFDA, and
NAFDAC.

A significant milestone in SMB’s journey has been its achievement of CE certification for its IUD products in
accordance with Regulation (EU) 2017/745 on Medical Devices (EU MDR). This accomplishment reflects
SMB'’s commitment to meeting the latest and most stringent European regulatory requirements and
demonstrates its dedication to maintaining high standards of safety, quality, clinical performance, and
regulatory excellence.

With products registered in more than 45 countries, SMB continues to strengthen its global footprint and
pursue new milestones in women’s reproductive healthcare. Guided by a legacy of more than five decades,
SMB remains committed to innovation, quality, safety, and the development of affordable accessible
contraceptive technologies that serve women and healthcare professionals around the world.

One Vital Mission Shaping Healthier Happier Families Across the Globe
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