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Production ; ¥ FHK3HiF¥ > Al F

3 Design & Development o

(1)

Certificate

No.|

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Design and Development, Production and
Distribution of Spray Dressing

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

Report No.: I I

Valid from:
Valid until:

2020-12-01
2023-11-30
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Certificate Certificate
No.| ] NoJ |
Applied Standard(s): ENISO 13485:2016 Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems - Medical devices - Quality management systems -
Requirements for regulatory purposes Requirements for regulatory purposes
(1ISO 13485:2016) (1ISO 13485:2016)
DIN EN ISO 13485:2016 DIN EN ISO 13485:2016
Facility(ies): AAA Ltd. No.1 abc Road.... Facility(les): AAA Ltd. No.1 abc Road....
AAA Ltd. No.5 xyz Road.... BBB Ltd. No.1 abc Road....

PR &~ 5 R 2 R E R
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402 = -1SO 13485%

SRLL N % kk o P £ % ScopePF 0 R

e E > ¥ 2 ARRIER R

This is to certify that the company

AAA Ltd.

E
7

703

B g ¥ = (NB)%

i”w’ﬁﬁﬂﬁﬁﬁﬁﬁ@%&ﬁiﬁﬁaﬁﬁﬁé

Ve

2SO 2 @ 2) -

No.1 abc Road....

BBB
Ltd. No.5 xyz Road....

has implemented and maintains a Quality Management System.

Scope:
Manufacturing and sales of medical devices for orthodontics.
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N ? w2t Pagel
: Cardiovascular blood flowmeter Blood Flow Meters CBFO01
7 A ,f i Lead extraction system Pagel
LR-CEXO01

Lead extraction system
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% Fi3F 2 (Audit Report)
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certificate No. ||| N

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 See Attached List
(One Page) (One'Page)

The product(s) described above (and the manufacturing/distribution site(s) which produces/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. The last such inspection showed that the plant(s), at that time, appeared to be in substantial

compliance with_current good manufacturing practice requirements for the product(s) listed above.
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Medical Device File %ﬂ" BREHAEFIRSFG

Device Name

Specification

Indications for Use

Item

Document No

Document Title

Labels

Manufacturing instruction

Packaging, Storage,
Transport instruction

Distribution instruction

Quality Control instruction

Installation instruction

Not applicable

Service instruction

Not applicable
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