Certificate

The Certification Body

MEDCERT Zertifizierungs- und Prifungsgesellschaft fiir die Medizin GmbH
Yorsetzen 35 — 20459 Hamburg — Germaony

herewith confirms that the company

Cookgas LLC
1167 Hillside Drive — St. Louis, MO 63117-1427
USA

has introduced and applies a Quolity Management System in the area of

Design, manufacture and distribution of
intubating laryngal airways and their accessories

A Quality Audit demonsirated complionce of the Quality Monagement System with
EN 1SO 13485:2003 + AC:2007

The ceriification assumes thot the company is applying and mointaining its
Quality Management System aocording fo the above given standard. The license of
certification is subject jo surveillonce by MEDCERT.

This certificate is valid until: 04 July 2013 Process MNo.: QS - 3426
Hamburg, 01 September 2008 Certificote No.: 3426GB431080901
(’\ oM X &, Akkreditiert durch
. * % Zentrdisielle der Lénder
s { & - fir Gesundheilsschutz
MEDCERT Certification Body % ey O ‘Mb:!,w Ammmwm
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Ave.
Silver Spring, MD 20993

Certificate No. 3631-7-2010
CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries, the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed

below:

Name of Product(s) Name of Manufacturer/Distributor Address
See Attached List Manufacturer:
(One Page) Cookgas LLC

1167 Hillside Drive
St. Louis, MO 63117-1427

Distributor:

Mercury Medical

11300 49" Street North
Clearwater, FL 33762-4807

The product(s) described above (and the manufacturing/distribution site(s) which produ”ces/distributes it)
is subject to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United
States of America at this time. The manufacturing plant(s) in which the product(s) is produced is

subject to periodic inspections.
e Re s

Chester T. Reynolds

Acting Deputy Director,

Division of Risk Management Operations
Office of Compliance

Center for Devices and Radiological Health

This certificate expires 24 months
from the date notarized.

COUNTY OF MONTGOMERY
STATE OF MARYLAND

Subscribed and sworn to before me this / & day of A<y g month 2010 year.

Catheg, w1/ Mot~

CATHRAYN N. MORRIS |
NOTARY PUBLIC STATE OF MARYLAND
County of Montgomery S
My Commission Expiras January 4, 2013




Certificate to Foreign government — Attachment (Page 1 of 1)

Name of Produci(s) Name of Manufacturer/
Distributor, Address

Air-Q Reusable Manufacturer:

1045 air-Q Reusable Size 4.5 Cookgas LLC

1035 ' air-Q Reusable Size 3.5 1167 Hillside Drive

1025 air-Q Reusable Size 2.5 St Louis, MO 63117-1427

1020 air-Q Reusable Size 2.0 -

1015 air-Q Reusable Size 1.5 Distributor:

1010 air-Q Reusable Size 1.0 Mercury Medical

11300 49" Street North

Air-Q Single-Use Clearwater, FL 33762-4807

3045 air-Q Single-Use Size 4.5
3035 air-Q Single-Use Size 3.5
3025 air-Q Single-Use Size 2.5
3020 air-Q Single-Use Size 2.0
3015 air-Q Single-Use Size 1.5
3010 air-Q Single-Use Size 1.0

Air-Q Single-Use Kit
3046 air-Q Single-Use Size 4.5 kit
3036 air-Q Single-Use Size 3.5 kit ,
3026 air-Q Single-Use Size 2.5 kit ‘
3021 air-Q Single-Use Size 2.0 kit
3016 air-Q Single-Use Size 1.5 kit
3011 air-Q Single-Use Size 1.0 kit

Air-Q Removal Stylet
10600 air-Q Removal Stylet Reusable Size #1
1003 air-Q Removal Stylet Reusable Size #0
1007 air-Q Removal Stylet Reusable Size #00
1004 air-Q Removal Stylet Single-Use Size #1
1005 air-Q Removal Stylet Single-Use Size #0
1006 air-Q Removal Stylet Single-Use Size #00

Air-Q Connector
1014 air-Q Connectors Reusable Size 4.5
1013 air-Q Connectors Reusable Size 3.5
1012 air-Q Connectors Reusable Size 2.5
1011 air-Q Connectors Reusable Size 2.0
1009 air-Q Connectors Reusable Size 1.5
1008 air-Q Connectors Reusable Size 1.0

ILA Cleaning Brush

2035 ILA Cleaning Brush Size 3.5/4.5
2025 ILA Cleaning Brush Size 2.5

“END OF PRODUCT LIST”




