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DECLARATION

To the Department of Health, Taiwan, R.O.C.:

I, the undersigned. hereby declare to the best of my knowledge and belief. that the quality system
has not changed for the products listed below and manufactured by [manufacturer s name| at
[manufacturer's address] since the most recent approval date of its Quality System
Documentation ((QSD) registration:

_[ (QSD Number

QSD[####] | [yyvy mm dd)

Approval Date | Scope of Products ‘
. |Name of Product A]

[ Name of Product B]

. [Name of Product '}
. [Name of Product D]
. [Name of Product E]

. [Name of Product I']

. [Name of Product (1]
| Name of Product H|

. [Name of Product I]

- QSD[###] | [yyyy mm dd]
|

QSD[=#45] | [vyvyy mm dd]

S I S I R I S R R R O

[signature]

[Name]
[Title]

[aate]

Date

/
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DECLARATION

To the Department of Health, Taiwan, R.O.C:

I, the undersigned, hereby declare to the best of my knowledge and belief, that the quality system
has not changed for the products listed below and manufactured by (0 Medical Device, Inc at

No.( () JRoad. CA 226001 S A_since the most recent approval date of its Quality System

Documentation (QSD) registration:

QSD Number Approval Date Scope of Products

. Surgeon's glove

Manual surgical instrument  for |
general use

Stainless steel suture

Removable skin clip

Implantable clip

Electrosurgical cutting and

coagulation device and accessories

!
L QSD6666 | 2010/01/05

[

QSD5488 2009/02/01

0SDI688 | 2008/03/01

—|t D —

e ddlison, B s
Direct of () Medical Device, Inc

2010.09.05
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DECLARATION

To the Department of Health, Taiwan, R.O.C

I, the undersigned, hereby declare to the best of my knowledge and belief, that the quality system
has not changed for the products listed below and manufactured by (> Medical Device. Inc at

No O (O Road, CA 92600,US Asince the most recent approval date of its Quality System

Documentation (QSD) registration:

(QSD Number ‘ Approval Date Scope of Products
4. Stainless steel suture |
QSD5488 2009/02/01 | 5. Removable skin clip
‘ : 6. Implantable clip
2. Electrosurgical cutting and

‘ QSD1688 2008/03/01 | coagulation device and accessories |

e Jahnson. B.J _
Direct of () Medical Device, Inc

2010.09.05



