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] # 108 % | 7.5.3.2.2 Particular requirements
for active implantable medical
devices and implantable medical
devices

] # 109 4% | 7.5.3.3 Status identification

[] % 110 #% | 7.5.4 Customer property

] % 111 4% | 7.5.5 Preservation of product

] # 112 4% | 7.6 Control of monitoring and
measuring devices

% B & | 8 Measurement, analysis and

improvement

[] % 113 4% | 8.1 General

] % 114 4% | 8.2.1 Feedback

[] # 115 #% | 8.2.2 Internal audit

] # 116 4% | 8.2.3 Monitoring and measurement

' of processes

] % 117 4% | 8.2.4.1 General requirements,
Monitoring and measurement of
product

] %118 4% | 8.2.4.2 Particular requirement for
active implantable medical devices
and implantable medical
devices

] # 119 4% | 8.3 Control of nonconforming

FUH #13H

DOH-MDQS-002-1 Rev.1




product

% 120 4% | 8.4 Analysis of data

% 121 #% | 8.5.1 General, Improvement

55 122 4% | 8.5.2 Corrective action

123 1% | 8.5.3 Preventive action

o L1 OO
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Ministry of Health and Welfare

Application of QSD Conformity
Assessment for Manufacturer of
Imported Medical Devices

Application Date:

1. Applicant

Quality System Documentation Review

Overseas manufacturer inspection

First time application

ololo o

Renewal and [ Addition of product item(s)
Original QSD Number : QSD

Original approved registration number:
Valid date:

Name of Pharmaceutical Firm: (Chinese)
Address of Pharmaceutical Firm: (Chinese)
Email Address of Pharmaceutical Firm:

License Number of Pharmaceutical Firm:

Responsible Person of Pharmaceutical Firm:

Telephone Number: - Fax: -

Contact Person:

2. Manufacturer

Contact Telephone Number: -

2.1 Name of Manufacturer:

2.2 Contact E-mail:

2.3 Manufacturer Address:

(Country):

2.4 Resporisible Person of Manufacturer:

2.5 Contact Telephone Number: -

2.6 Fax: -

* Note: For renewal application, please submit the application six months

before the expiration of certificate, in accordance with Article 9 of

Regulations of Medicament Manufacturer Inspection.

H omesese % meeeee X Sesseses N e % = " o

For Official Use !
" | Fee receipt stamp of Fia reeept Simp oL 1"%16 koo File receipt stamp of the
and Drug Administration, and R
the Food and Drug e Authorized Auditing
Administration spp e ionnomberang Organization )
. application's 2D barcode )
L o s 5 s o o " " — — — —
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3. Basic information of manufacturer: (Please attach the original of clarification

documents from the manufacturer, mentioning the name and address of the authorized

agent (should be the same as the applicant for this application) with signature from the

manufacturer’s responsible person, with a period of validity of 1 year.)

3.1 Year of manufacturer establishment:

© 3.2  Number of employees:

3.3 In addition to the production of medical devices, does the manufacturer also

produce drugs for human, veterinary drugs, cosmetics or foods, etc.?
[0 Yes (Please list the product items: )

[ No

3.4 Manufacturing procedures that require contract manufacturing, including

packaging, sterilization, etc. (if applicable to current application item(s))

Items Subject
to contract
manufacture
| (Item no. and

name)

Manufacturi
ng phase
contracted

Contract
manufacturers

Address/Country
of contract
manufacturers

ISO 13485 or
GMP/QSD
qualification

0 No

O Yes

Certificate Issuing
Organization
Certificate Number:

Valid Date of
Certificate:

O No

O Yes

Certificate Issuing
Organization :
Certificate Number:

Valid Date of
Certificate:

(Please use attachment if require more space to provide all items of information.)

[ ] No contract manufacturing

2/15
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3.5 Since the approval of QSD registration, has there been any major change to the
original manufacturer? (Applicable to renewal applications only)

[ ] Yes (Please choose and also fill in 3.6 Other import records)

[ ]| Change of [ ] | Organizational |[ | | Quality system | [ | | Expansion of
company's changes changes production line
dominion

[] | Other (Please specify)

[ ] No changes

3.6 Other important records (e.g. quality system certification, manufacturer name
changes, manufacturer address changes, history of mergers and acquisitions,
etc.):

(Please use attachment if require more space to provide information.)

3.7 The procedures established by the original manufacturer for reporting to central
competent health authority that authorize medical device permit holding
pharmaceutical firm to report adverse events in accordance with the
requirements in Article 121 of the Pharmaceutical Good Manufacturing Practice
Regulations. (Please refer to ISO 13485:2003 Sub-Clause 8.5.1.)

Name of procedural document:
Document number: Revised date:

3/15
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3.8 The procedures established by the original manufacturer for reporting advisory
notices in accordance to Paragraph 4 of Article 61 and Article 121 of the
Pharmaceutical Good Manufacturing Practice Regulations. (Please refer to ISO
13485:2003 Sub-Clause 8.5.1.)

Name of procedural document:

Document number: Revised date:

3.9 The reporting procedures established by the original manufacturer for the recall
of products from the market in accordance with the related requirements
prescribed in Article 80 of the Pharmaceutical Affairs Act and the Regulations
for Recall of Medicaments. (Please refer to ISO 13485:2003 Sub-Clause 8.5.1.)
Name of procedural document:

Document number: Revised date:

3.10 Has the original manufacturer provided the most up-to-date and valid version of
quality manual, document list, and quality system procedures in this

application?

[ ] Yes
[ ]No

[ Not applicable (Application of abbreviated mode for manufacturers in

America or under European Union technical cooperation program)
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4. Listing of medical devices in the application for importation:

Item

Name of Medical Device

New Product Item/

Renewal Product item

Note

1

[ [New Product [tem
[ JRenewal Product
item

[ INew Product Item
[ ]Renewal Product
item

[ INew Product Item
[ JRenewal Product
item

[ [New Product Item
[ JRenewal Product
item

[ INew Product Item
[ JRenewal Product
item

[ JNew Product Item
[ JRenewal Product
item

[ INew Product Item
[ JRenewal Product
item

[ INew Product Item
[ JRenewal Product
item

[ [New Product Item
[ JRenewal Product
itemn

10

[ [New Product Item

[ JRenewal Product
item

11

[ [New Product Item
[ JRenewal Product
item

12

[ [New Product Item
[IRenewal Product
item

Note: If this form is not enough for all product items, please copy this form and complete all

product items.
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5. Medical devices in the application for importation(Please refer to “Regulations

for Governing the Management of Medical Device” Annex I):

Item:

Name of Medical (Chinese) -
Device (please fill in

according to the (English) :

classification of
medical devices)

[0 New product item

License number of medical devices
related to this product item approved by
this Ministry or information of related
products made by this manufacturer:
(for reference only)

I Renewal product
item

Original approved registration number:

License number of medical devices
related to this product item that have
been approved: (for reference only)

Brief description of
product functions and
characteristics:

Intended use (Please state):

Classification code:

Is this product item an O Yes O No

implantable or active

implantable medical device?

Does this product item contain | [ Yes O No

software?

Does this product item contain | O Yes [ No

drugs?

Sterilization requirement: O Sterilized

Sterilization method:

Ethylene Oxide
Radiation
Moist Heat

Other (Please specify)

Sterilization prior to use

Ogooooan

Sterilization not required

6/15
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Are the ingredients of this [0 Yes
product derived from cells or | Biological source:
tissues of human or animal O Bovine. Country of origin:
origin? ( )
[0 Human. Country of origin:
( )
[ Goat. Country of origin:
( )
[0 Swine. Country of origin:
( )
O Other: (Please specify)
Country of origin: ( )
I No

Note: If applying for more than one product item, please copy this form and complete one form
Jor each product. Please provide the intended use and functions of each product in detail.
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6. Examination mode (Note: Each application can only choose to apply under one

appropriate mode of examination. If the applicant would like to change the

examination mode, please submit a new application. Blank table can be left out.)

O 6.1
0O 6.2
1 6.3
O 64

Abbreviated mode for manufacturers in America (please fill in the form in
appendix 1) |

Abbreviated mode under European Union technical cooperation program (or
countries/regions that have signed cooperative agreements with Taiwan)
(please fill in the form in appendix 2)

Standard QSD mode (please fill in the form in appendix 3)

Overseas manufacturer inspection mode (please fill in the form in appendix
4)

Please fill in this form by typing in Chinese or English.

I, hereby, declare that:

O 1.
0o 2.
0o 3

The information provided in the application is true in fact.

The quality system documents, related documents, clarification documents
and proof submitted are from the original manufacturer and are the most
up-to-date and valid version.

After approval of the registration, the applicant will submit an application for
renewal and any changes of the original manufacturer, such as change of
address, expansion or addition of more medical devices, in accordance with
the requirements of Pharmaceutical Affairs Act and the Regulations of
Medicament Manufacturer Inspection.

O 4. The applicant shall be responsible for representing the original manufacturer

in handling the communication among users, health institutions, the public
and the regulatory authority in relation to the imported medical device under
this application within the jurisdiction of R.O.C. (Taiwan), and be
responsible for honest reporting and communication with the original
manufacturer, including the redirection of any up-to-date information about
the medical device, handling or reporting, correction and recall from the

original manufacturer.

The applicant will accept that the application can be rejected or revoked, and be

responsible for related legal actions for activities contrary to the above.

Stamp of declarer S O.f

for pharmaceutical EEspansibie berson

firm: of pharmaceutical
et firm:
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Appendix 1  Abbreviated mode for manufacturers in America (only applicable

for manufacturers in the US, Puerto Rico, Guam, etc.)

Establishment Inspection Report (EIR) issued by FDA(the EIR is valid for 3 years
from the date of inspection)

According to Exchange of Letters, the EIR may be obtained from FDA through
TECRO — AIT.

Provided by the manufacturer

The latest date that FDA conducted on-site inspection at the original
manufacturer: (Please submit a statement letter from original

manufacturer)

6.1.2

CFG issued by FDA:
O Original copy

[0 Photocopy The original copy is in the application numbered (Please
fill in the application number.)

6.1.3

Certificate of compliance equivalent to medical device GMP certification (ISO
13485 certificate)

Certificate issuing organization:

Valid date of the certificate:

Original copy of approved certificate (applicable for renewal applications)
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Appendix 2  Abbreviated mode under European Union technical cooperation

program (or countries/regions that have signed cooperative
agreements with Taiwan) (Only applicable for manufacturers in
countries of European Union and limited to EU Notified Bodies
which participate in the “Technical Cooperation Program on
Exchange of Audit Reports between EU and Taiwan”, or also
applicable for countries/regions that have signed cooperative

agreements with Taiwan)

6.2:1

The organization responsible for conducting manufacturer audit and verification
on behalf of European Union (or the country/region that has signed a cooperative
agreement with Taiwan) (Please click):

[JBSI [JINE/G-med - [ Jmdc (UL (UK)

[(JTOV SUDPS [ JTUV Rheinland LGA ~ [JDEKRA [IDGM
[JAMTAC [ JMED/CERT [1SGS(UK)

[ Other organization authorized by the regulatory authority:

Organization name:

6.2.2

Report of the latest date when European Union (or the country/region that has
signed an agreement for cooperation) conducted on-site inspection at the original
manufacturer. Date of manufacturer inspection:

6.2.3

Certificate of compliance equivalent to medical device GMP certification (ISO
13485 certificate from the same Notified Body as in 5.2.2)

Certificate issuing organization:

Valid date of the certificate:

6.2.4

Certificate issued by the highest health authority in the country where the original
manufacturer is located:

L1 Original copy

[ Photocopy  The original copy is in the application numbered (Please
fill in the application number.)

6:2:5

Original copy of approved certificate (applicable for renewal applications)
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Appendix 3

Standard QSD mode: (For original manufacturers whose quality

system is established according to Part 3 of the Pharmaceutical

Good Manufacturing Practice Regulations)

[0 | 6.3.1 | Certificate of compliance equivalent to medical device GMP certification
Certificate citing | [1 Certificate for manufacture and sale as provided by the
standard: highest health authority (applicable for the products made
in the US region, and the certificate should clearly state
that the manufacturer complies with current Good
Manufacturing Practice for medical devices in the US)
O Quality system standard that is equivalent to ISO
13485:2003.
Standard name: (Please provide the proof that the
standard is equivalent to ISO 13485:2003)
Certificate issuing institution:
Date of manufacturer inspection:
O | 6.3.2 | Quality system documents
O | A. | Quality manual number: Issuing date: Version:
O B. | Document master list
0| C. | Quality system procedural documents
Procedural document Version
Requiremen| 150 13485:2003 number
ts of GMP
regulations
Section 1 | 4 Quality management
system
o Article 63 | 4.1 General requirements
O Article 64 | 4.2.1 General,
Documentation
requirements
a Article 65 | 4.2.2 Quality manual
m| Article 66 | 4.2.3 Control of documents
] Article 67 | 4.2.4 Control of records
Section2 |5 Management
responsibility
a Article 68 | 5.1 Management
commitment
m] Article 69 | 5.2 Customer focus
o Article 70 | 5.3 Quality policy
0 Article 71 | 5.4.1 Quality objectives
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Article 72 | 5.4.2 Quality management
system planning

Article 73 | 5.5.1 Responsibility and
authority

Article 74 | 5.5.2 Management
representative

Article 75 | 5.5.3 Internal
communication

Article 76 | 5.6.1 General, Management
review

Article 77 | 5.6.2 Review input

Article 78 | 5.6.3 Review output

Section 3 | 6 Resource management

Article 79 | 6.1 Provision of resources

Article 80 | 6.2.1 General, Human
resources

Article 81 | 6.2.2 Competence,
awareness and training

Article 82 | 6.3 Infrastructure

Article 83 | 6.4 Work environment

Section4 |7 Product realization

Article84 | 7.1 Planning of product
realization

Article 85 | 7.2.1 Determination of
requirements related to the
product

Article 86 | 7.2.2 Review of

Article 87 | requirements related to the
product

Article 88 | 7.2.3 Customer
communication

Article 89 | 7.3.1 Design and
development planning

Article 90 | 7.3.2 Design and
development inputs

Article 91 | 7.3.3 Design and
development outputs

Article 92 | 7.3.4 Design and
development review

Article 93 | 7.3.5 Design and

| development verification

Article 94 | 7.3.6 Design and
development validation

Article 95 | 7.3.7 Control of design and
development changes

Article 96 | 7.4.1 Purchasing process

Article 97 | 7.4.2 Purchasing
information

Article 98 | 7.4.3 Verification of
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purchased product

Article 99

7.5.1.1 General
requirements, Control of
production and service
provision

Article 100

7.5.1.2.1 Cleanliness of
product and contamination
control

Article 101

7.5.1.2.2 Installation
activities

Article 102

7.5.1.2.3 Servicing
activities

Article 103

7.5.1.3 Particular
requirements for sterile
medical devices

Article 104

7.5.2.1 General
requirements, Validation of
processes for production
and service provision

Article 105

7.5.2.2 Particular
requirements for sterile
medical devices

Article 106

7.5.3.1 ldentification

Article 107

7.5.3.2.1 General,
Traceability

Article 108

7.5.3.2.2 Particular
requirements for active
implantable medical
devices and implantable
medical devices

Article 109

7.5.3.3 Status identification

0

Article 110

7.5.4 Customer property

Article 111

7.5.5 Preservation of
product

Article 112

7.6 Control of monitoring
and measuring devices

Section 5

8 Measurement, analysis
and improvement

Article 113

8.1 General

Article 114

8.2.1 Feedback

Article 115

8.2.2 Internal audit

oo oo

Article 116

8.2.3 Monitoring and
measurement of processes

]

Article 117

8.2.4.1 General
requirements, Monitoring
and measurement of
product

Article 118

8.2.4.2 Particular
requirement for active
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implantable medical
devices and implantable
medical devices

O

Article 119 | 8.3 Control of
nonconforming product

Article 120 | 8.4 Analysis of data

Article 121 | 8.5.1 General, Improvement

Article 122 | 8.5.2 Corrective action

Article 123 | 8.5.3 Preventive action

o |[o|o|o|o

Plant layout diagram(a simple floor plan of each building on the site labeled with
its functions, including the location of outdoor, storage areas, receiving and
dispatch bays, manufacturing areas, packaging areas, laboratories and offices, etc.)

6.3.4

Production area information for each type of product (where necessary, please also
label the passageway for operators, materials and products transportation)

6.3.5

Major manufacturing equipment and laboratory instruments

6.3.6

Each product manufacturing processes (if there are processes contracted to other
manufacturer, please state the name of the contracted manufacturer in accordance
with Item 3.4)

6.3.7

Original copy of approved certificate (applicable for renewal applications)
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Appendix 4 Overseas manufacturer inspection mode

6.4.1

Manufacturer quality manual:

Number: ' Issuing Version:
date:

6.4.2

Plant layout diagram(a simple floor plan of each building on the site labeled
with its functions, including the location of outdoor, storage areas, receiving and
dispatch bays, manufacturing areas, packaging areas, laboratories and offices,
etc.)

6.4.3.

Production area information for each type of product (where necessary, please
also label the passageway for operators, materials and products transportation)

6.4.4

Major manufacturing equipment and laboratory instruments

6.4.5

Each product manufacturing processes (if there are processes contracted to other
manufacturer, please state the name of the contracted manufacturer in
accordance with Item 3.4) ‘

6.4.6

Document demonstrating that the manufacturer is a legal entity

6.4.7

Letter of authorization and agreement from the original manufacturer (clearly
states that the original manufacturer authorizes the pharmaceutical firm in
Taiwan to submit an application to the Food and Drug Administration, Ministry
of Health and Welfare, R.O.C. (Taiwan), for overseas manufacturer inspection
and related matters)

6.4.8

Are the medical devices to be imported manufactured in the same plant
building?

oYes  oNo (Please describe the other plant building(s).)

6.4.9

Original copjf of approved certificate (applicable for renewal applications)
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