


ABOUT US

AEGIS Medical is Bahrain’s first and only N95 and 3Ply face mask manufacturer
licensed by Bahrain’s National Health Regulatory Authority (NHRA) in 2020 and
meeting the highest global manufacturing and product standards.

We globally source raw material and semi-finished products from world class
manufacturers to securely meet the different demands for our clients — be they
Governmental, Healthcare Institutions, Retailers and End-consumers.

e |SO 13485:2016
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COMMITMENT

We are committed to outstanding service,
world class products, continuous improvement,
sustainability and a positive work environment.
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TRUSTED MANUFACTURER
& DISTRIBUTOR

As part of the Kingdom's effort aimed at combatting the COVID-19 pandemic,
AEGIS continues to work diligently with innovative global labs and manufacturers
to ensure our customers have trustworthy, efficient partner to rely on in their need
for immediate medical safety products, equipment and solutions.
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QUALITY
STANDARDS

AEGIS is an ISO 13485:2016 registered manufacturer. We aggressively pursue
excellence by continually fine-tuning, monitoring and honing our processes,
which ensures that we are exceeding the industry standards and, by doing so,
consistently producing a superior product that meets NHRA and ISO standards.
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OUR QUALITY
SYSTEM CERTIFICATE

Medical Devices Local Manufacturer Registration Certificate
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Licemse mo; MNF-AGS-802
Company name: AEGIS MEDICAL W,
Registration No.: 1378 1
T Practice: perssmal protectivg equip

Specialization: 3 PLY Ear loop Surgical Face Mask

Date of ivsue license: 13/ 08/ 2020

Date of expiry: 13/ 08/ 2021
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Dr. Muariam Athbi AL-Jalahma
Chiel Exccutive Officer

EC Verification of Canformity

This Certificate is granted to the crgantzation

WAEGIS
AEGIS MEDICAL W.L.L

BI04 Road 1527 - M 116,
Bahrnin

Product, i by the apglicant, i in

Directive 89686/ EEC
Detmded Soops:

Manufacturing surgecal face mask for modical use (3 ply mask) and N9
face magk for medical use.

Class H Categery 1
Reference Standards - PPE Directive B84 EEC
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Certificate of Medical devices Free Sale
Cemificae Nember: FSC-MSK001 Expary date: 23 August 2021
To Whoms it may concern,

The National Health Regulatory Authority hereby doclare that. the following product is froc 1o be
markesed in the K Hahrain asd :

Name 3PLY Ear loop Surgical Face Mask
Girade Medical

Class | Stexile aocondsng 1o the EU Medical
Devics Regslation of Directive 9382 EEC.

Acgis Modical WLL.
Addross Office 9, Building 1994, Road 1527, Hidd 115,
Kingdors of Bahrain

Contact Detals Na, 7, #4973 36313313

Commercial Registration Number 1392 1

Where the product was fousd i compliance with the Medical Devices regalations set by the Nasioaal

Ficalth Regulatory Awhority in the Kanpdom of Rahrain. sspporiad by the Quality Management Syssem
tusued by an IAF . which confi f

d ith the IS0 | 3485201 dard

ply mak) for medical use™

The granting of this certificalc is based on the information available 10 the National Fcalth Regulatory
Avthosity on the dsse of ksuse of this cenificase

‘:q-r_

Dr. Mariam Athbi AL-Jalahma

Surgical face mask for medical use (3

Chicl Executive Officer

i

14 October 2020

Certificate of Medical devices Free Sale
Certificate Number: FSC-MSK-002 Expiry date: 14 January 2021
To Whom it may concern,

‘The National Health Regulatory Authority hereby declare that, the following product s free to be
‘marketed in the Kingdom of Bahrain and to be exported to foreign countries.:

Name N95 Respirator Face Mask

Grade Medical

Risk Classification Class I Non-Sterile according to the EU Medical
Device Regulation of Directive 93/42/EEC.

Manufactured by Acgis Medical W.LL.

Address Office 9, Building 1994, Road 1527, Hidd 115,
Kingdom of Bahrain

Contact Details Tel. No. +973 66998877, +973 36313313
Sales@aegismedic.com
www.acgismedic.com

Commercial Registration Number 137928 -1

Medical Device Local Manufacturer Registration ~ MNF-AGS-002
License Number

Where the product was found in compliance with the Medical Devices regulations set by the National
Health Regulatory Authority in the Kingdom of Bahrain, supported by the Quality Management System
certificate issued by an IAF aceredited notified body, which confirms the compliance of the Manufacturer
stated above with the 1SO 13485:2016 standard for “Manufacturing Surgical face mask for medical use (3
ply mask) and N95 masks for medical use” and the U.S. Food and Drug Administration Establishment
Registration & Device Listing.

‘The granting of this certificate is based on the information available to the National Health Regulatory
Authority on the date of issue of this certificate.

Dr. Mariam Athbi AL-Jalahma
Chief Executive Officer
Page 101

National Health Regulatory Authority| Al Khair Tower 2| Building 612] Road 1011 Block 410] Sanabis|
P.0. Box 11464 Manama| Kingdom of Bahrain| +973 17 113 33314973 17 113 270 |www.nhra.bh

COMPANY PROFILE 2021




OUR QUALITY
SYSTEM CERTIFICATE

Certificate of Registration
2021

that the registration of

AEGIS MEDICAL W.L.L
SHOP, 9 ROAD 1527 BLOCK 115

HIDD, BAHRAIN - 115

with U.S. Food and Drug Administration as required by 21 CFR Part 807 is
successfully completed by Liberty Management Group Ltd with the information
provided by Aegis Medical W.L.L

‘Owner/Operator Number 10078038

Date of Registration October 08, 2020

Date of Expiration December 31, 2021

US Agent Liberty Management Group Ltd.

Device Listing Numbers See Annex

Certificate Number 3010080220

This certificate does not make representations or warranties to any person or entity other than the named
certificate holder; it is issued for record keeping purpose only. This certificate does not denote
endorsement or approval of certificate holder's facility or product by the US. food and Drug
Administration. Liberty management Group Ltd. assumes no liability to any person or entity in
connection with the foregoing:

The ULS. Food and Drug Administration does not issue a certificate of registration, nor does the ULS, Food

and Drug Administration recognize a certificate of registration. Liberty Management Group Ltd. is not
affiliated with the U.S. Food and Drug Administration.

iberty
Dated: October 12, 2020

CERTIFICATE
This is to Certify

Medical Beviees — Quality Management System

of
Aegis Medical W.L.L

g 1994, Road/Strect 1527, Block 1

has been independently assessed and is compliant
with the requirements of

IS0 13485:2016

This Certificate is applicable to the following product or service ranges:

Manufacturing Surgical face mask for medical use (3 ply mask)
and N5 masks for medical use

Certificate No.: BHE92168
Date of indtinl registration 20 July 2020
of this Certificae 20 July 2020
rveillance audit on or before 19 July 2021

Recertification Due / Certificate expiry 19 July 2023
™ c ot e v
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PRODUCTION
FACILITY

Our face mask production facility spans over 750m2. The plant manufactures
medical face masks by using innovative technologies, with a monthly production
capacity of about two million N95 medical face masks, and nearly three million
surgical 3PLY masks. The production line is equipped with UV sterilization chamber.
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N95 MASK

The N95 mask is a disposable particulate respirator that is designed to help
provide reliable respiratory protection of at least 95 percent filtration efficiency
against certain non-oil-based particles.

AEGIS N95 mask meets the Breathing Resistance and Filter Penetration
requirements standards set for N95, FFP2, and FFP3. This respirator is designed
for use for particles such as those from grinding, sanding, sweeping, sawing,
bagging, or other dusty operations. This respirator can also help reduce
inhalation exposures to certain airborne biological particles such as mold,
Bacillus anthracis, Mycobacterium tuberculosis, and others.
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3PLY SURGICAL
MASK

The 3Ply disposable surgical masks can well protect the health of the respiratory
system and protect your breathing.

They are made of 3 ply high-quality safety standard non-woven fabric. Outer layer
is effective dust water prevention. The middle layer filters out more than 95% of
air particles, helps prevent droplets from coughing and sneezing from entering the
nose and mouth; and the inner skin-friendly layer absorbs the moisture from the
breath, which makes it breathable and comfortable to wear.
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PORTFOLIO
EXPANSION

OUR CURRENT PORTFOLIO EXPANSION INCLUDES:

* Disposable consumable protective medical products such as: isolation gowns,
coveralls, gloves, shoe covers, disposable bed sheets and diapers with urinary
bacterial cystitis test.

* Disposable medical devices

As we prepare for the world after COVID-19,
we will be focusing more on superior innovative
products and utilizing cutting edge technology
to develop or source market-ready retail
solutions utilizing state-of-the-art technology.

CONTACT US

WAEGIS

Aegis Medical W.L.L.
Office 9, Building 1994, Road 1527,
Hidd 115, Kingdom of Bahrain

+973 36313313
+973 66998877

sales@aegismedic.com
www.aegismedic.com



