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Basic information of the manufacturer

[ Please attach the declaration from the manufacturer. specifying the name and address of
the authorized Pharmaceutical Firm (the same as the applicant) with signature the
manufacturer’s authorized personnel signed within one year]

1. Year of establishment: :

2. Number of employees: :

instance, medicines for human purposes, veterinary medicinal product. cosmeties or

2= ]2
Kit i 7?] 3. Does the manufacturer produce any products except medical devices? For

foods and ete.

LAO2 # % - W
FF ONo DOYes - Please specify
QSD % ﬁ #h @lr‘é 2
* x . n -T_ 4. Since the approval of QSD registration. has there been any major change to
"™ ‘?’ _l_ E. the manufacturer? (e.g. Change of company's ownership + Organizational
changes ~ Quality system changes + Expansion of production line ~ changes of

7 manufacturer name and address. history of mergers and acquisitions. ete.)
' - ONo [ Yes » Please specify [ Not applicable (Initial application)
5. Has the manufacturer provided the up-to-date and wvalid version of quality

T IE PSTRCERTS [T T DATEA TR TR Ry, NPT P NP e T 0] I

X

REMELER (PESLHE2)

1. BRI : BT, F

2.ETAE: A
3. AMIRTEREEMS SERRARER - IVAE - (bR - EmEEM : &

4. HRIRESQSDHEEHA LR - RREMESHIMAEE? (MATLEHEE - HEET - mELRAESR - ERES -

QE%) E

FREEE - it E4E - WHE G EEM

5. REMNAPFAREECRMENAVREFZREFM - XHRBREMREAGEFXYE . FER (ZBREEEN - RERGSEFREBARMESEEA AT ZHH
=)

(@) FAEEANERBTERMERPL
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3 #BEmE HEH - HiE - BRESR) - Wi - BEBNK a
4 ot for medical instruments mE ReEt - BiE - BE(ESR) - M - BREBEN a
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2 e E Efe TR 277
SEUES, L .
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BEMAmEBERAER

BR EBHEEmERE (HEX) Hamls / BEmE S BE
1 lydioxanone surgical suture(Sterile) BEmE RE - OEREHE) R HEFE - REREBN B
2 p(Sterile) “ERIE i - QRESR) - BBiE - BEBW 3
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2.% LA k- W RGP~ 2

Basic information of the manufacturer

[ Please attach the declaration from the manufacturer, specifying the name and address of %’jl 3:% };;';1 E:g A %FI'T\ T}J‘ ——‘FE. 2 Jﬁﬁ
the authorized Pharmaceutical Firm (the same as the applicant) with signature the http g / /WWW f d a g oV tW /T C /Slt EC Ont

manufacturer’s authorized personnel signed within one year]
1. Year of establishment: : ent.as pX')S | d - 11585

2. Number of employees: :

3. Does the manufacturer produce any products except medical devices? For
instance, medicines for human purposes, veterinary medicinal produect. cosmetics or
foods and etc.

ONo 0O Yes : Please specify

FEmELSEEETRR Scan me!

4. Since the approval of QSD registration, has there been any major change to
the manufacturer? (e.g. Change of company's ownership » Organizational

changes » Quality system changes * Expansion of production line * changes of
manufacturer name and address. history of mergers and acquisitions, ete.)
O No O Yes » Please specify O Not applicable (Initial application)

5. Has the manufacturer provided the up-to-date and walid version of quality
manual, document list, and quality system procedures in this application?

O Yes

O Not applicable (Application under the abbreviated mode for manufacturers

located in the U.S., in European Union member

states/OSwitzerland/OLiechtenstein under technical cooperation program or
manufacturers in Japan and limited to Japan RCBs approved by the Food and
Drug Administration of the Ministry of Health and Welfare.)

6"@ MEDZAZRB T EKITERPO

Plastics Industry Development Center 21



2.0 R4 - Wi R 2

Basic information of the manufacturer

1. Year of establishment: : 2001

2. Number of employees: : 10

3. Does the manufacturer produce any products except
medical devices?

No VYes - Please specify

4. Since the approval of QSD registration, has there been
any major change to the manufacturer

v No  Yes - Please specify  Not applicable (Initial
application)

5. Has the manufacturer provided the up-to-date and valid
version of quality manual, document list, and quality system
procedures in this application?

“VYes

Not applicable PIDC LTD.

N
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EY e \
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Taiwan Food and Drug Administration

Application of Conformity Assessment for Foreign Manufacturers of Imported
Medical Devices (Quality System Documentation, QSD)

Name of the Manufacturer:
Address of the Manufacturer:

(Country): (Latitude and longitude):
E-mail:

Responsible Person of the Manufacturer:

Phone: - Fax: -

Basic information of the manufacturer

[ Please attach the declaration from the manufacturer. specifying the name and

address of the authorized Pharmaceutical Firm (the same as the applicant) with
signature the manufacturer’s authorized personnel signed within one year]

1. Year of establishment: :

> (%

e

Latitude & &

Longitude &

AL |
Zcift A F B E-mail
B B S 0 R SE H F S T SR AR SR
B R TR
35

HBl USA =&
3 AR T B
WEEaEA
&Bi ‘

SRRGERSEERE &

BiEEEE

@

MEDZAZRB T EKITERPO
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2.% 948351 %-1SO 13485 2

Certificate
No.| |
PIDC Ltd.
No. 193, GongGong 38th Rd., Xixi Dist., Taitai City, Far o
Far Away S ITE
No. 59, GongGong 39th Rd., Xixi Dist., Taitai City, Far Far
Away B A1 1SO 1348538
Certification Mark: ﬁlzg’l %i_
LIELY TER
@3
Scope of Certificate: ‘ Production and Distribution of In vh o e W e £
B3
Vitro Diagnostic Device ﬁlgg’l ’i e
Applied Standard(s): e Iig 12:3:5;32(-)1608> management s ems - ),” )
g::uirel:\ents for r?egulllgory purg'posest g F‘E'%- '%, m SCOpe
(ISO 13485:2016)
DIN EN ISO 13485:2016
Report No.: I—I
Valid from: 2020-12-01
Valid until: 2023-11-30

e ) FAENE A BB TERMERPL
(-‘) Plastics Industry Development Center 24



2% B 4EE AL H5-1SO 13485% %

Certificate

No.|

PIDC Ltd.

No. 193, GongGong 38th Rd., Xixi Dist., Taitai City, Far

Far Away

No. 59, GongGong 39th Rd., Xixi Dist., Taitai City, Far Far

Away

Certification Mark:

Scope of Certificate: ‘ Production and Distribution of In

Applied Standard(s):

Vitro Diagnhostic Device

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

" ¥ PRI

ERER R &R RSE
S SR T RELG
#m&%’ﬁﬁﬁé%i
ES il ERN A (3 OB
ﬁs.ﬁ‘ﬁﬁ'&{?"‘” 70 gt
1SO13485 3 4 B § wour B
17

AN

Report No.: I I
Valid from: 2020-12-01
Valid until: 2023-11-30

6"‘,9 MEDZAZRB T EKITERPO

Plastics Industry Development Center
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M A B
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2.% LAk tR-Hid A2

Design and development of

Mixing the components

Y

Filling into vials

(2) Setup package definition and master creation

Testing

27

Packaging

b

Labeling

N I

T BRI \
(1)¢ 3 e§+ﬂ~<»ﬁw»ﬁ)f
A2 5/

Bl JE AT L 7R T 7

(2)¢ & % {70t - 3250
USBAI:4 h | 2 4eie ¥ it 75

B 2 g L AR W] ?

IDC /. =Nz ~ X <
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2.% L H-F R B AR R FE

Device Master Record

Device Name

Manual surgical instrument for general use

Specification

Fine, Medium, Thick

Indications for Use

Manual instruments for general surgery

ltem

Document No

Document Title

Labels

QP-777

Identification and Tracking

Manufacturing instruction

Doc.20250101

Technical File

Packaging, Storage, Doc.20250101 Technical File
Transport instruction

Distribution instruction Doc.20250101 Technical File
Quality Control Doc.20250101 Technical File

instruction

Installation instruction

Not applicable

Service instruction

Doc.20250202

IFU

N\

@

MEDZAZRB T EKITERPO
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Quality Manual

Revision: /\
Date: 2024/04/01

Create

Review Approve

2.2 Exclusions and non-applicability

No. | Exclusions | Article

Reasons

1 Installation | 7.5.3

our company do not
require

2 service 75.4

The products are
disposable and are not
subject to
requirements for
service activities.

3 rework 8.34

The products we
manufacture are
disposable and do not
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. ENE ERER
Tltle: 8474 | Control of production and service provision(7.5.1) V8 pdf &R
V2pdf
DOCUMENT CONTROL PROCED! s
55588 | General, Traceability(7.5.9.1) Vi3 pdf #A
FAE BA - HTRNE
%63#%  Complaint handling(8.2.2) V8 pdf #R
#8648 | Reporting to regulatory authorities(8.2.3) w3pdf 15
- = . #69#  Monitoring and measurement of product(8.2.6) Vibpdf #R
Rev I S I 0 n . A 876§ Corrective action(8.5.2) Vipdf #A
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S. No. Name of Machinary Location
1 Stability Chamber Microlab
2 Laminar Air Flow Microlab
3 Autoclave Microlab
4 Hot Air oven Microlab
5 Bacterial Inqubator Microlab
6 BOD Ingubator Microlab
7 Weighing balance Physical lab
8 Hearing Plate Physical lab
9 Analytical Wieghing blance Physical lab
10 Verlier caliper Physical lab
11 Microscope Physical lab
12 Packing Machine Assebmly
13 Pouch Sealing Machine Assebmly
14 Dynamic Pass Box 1 Cleanroom
15 Dynamic Pass Box 2 Cleanroom
16 Dynamic Pass Box 3 Microlab
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U8 Food & Drug Adewriatiation
10903 Kaw Ha Averer
Sdver Spring, MO 0933
wwefda gov

U.S. FOOD & DRUG
ADMINISTRATION

DATER FOR 6 OA M 2000 (21 =

Certificate No.
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) cerlifies the following information concerning the product(s) to be exported listed below:

Name of Manufacturer/Distributor, Address
See Attached List

Name of Product(s)
See Attached List

(18 Pages) (One Page)
The product(s) described above (and the manufacturing/disiribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

Itis cerlified 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), al that time, appeared lo be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

Sincerely,

ooy aioe—

CDR Cesar A. Perez, PhD, Director

DRP2: Division of Establishment Support
Office of Regulatory Programs

Office of Product Evaluation and Quality
Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from September 14, 2021 to September 13, 2023.

i‘ P (Current Good
Manufacturing Practice )

i *
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U8 Food & Drug Adewreatiativa
10903 Kaw Ha Averer
Sdver Spring, MO 2093)
wwefda gov

U.S. FOOD & DRUG
ADMINISTRATION

DATER FOR 6 0A M R0 00 (2L 0%

Certificate No.
CERTIFICATE TO FOREIGN GOVERNMENT

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

Name of Manufacturer/Distributor, Address
See Attached List

Name of Product(s)
See Attached List

(18 Pages) (One Page)
The product(s) described above (and the manufacturing/disiribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

Itis cerlified 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), al that time, appeared lo be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

Sincerely,

ooy aioe—

CDR Cesar A. Perez, PhD, Director

DRP2: Division of Establishment Support
Office of Regulatory Programs

Office of Product Evaluation and Quality
Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from September 14, 2021 to September 13, 2023.
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Establishment Inspection Report

FEIL
EI Start:
EI End:

483: however, during the closcout meeting the investigators discussed three discussion items. covering

document control, CAPA documentation, and documentation of cleaning in the firm’s clean rooms.

No refusals were encountered. No samples were collected.

ADMINISTRATIVE DATA
Inspected firm:

Location:

Phone:
FAX:
Mailing address:

Email address:
Dates of inspection:
Days in the facility: 3
Participants:

1/22/2020, 1/24/2020, 1/27/2020

ATTACHMENTS
1(EJTH) Form FDA 482, 3 pages

Form FDA 483

Establishment Inspection Report FEL
EI Start: 1/22/2020
EI End: 1/27/2020
Erin | Usin=n I3 -
X h X 1
C 50 .51

g 3 S0 N
g P4~ W ub

Establishment Inspection Report
Cirtec Medical Corporation
Los Gatos. CA 95032-7604

FEIL: 3004737415
EI Start: 1/22/2020
EI End: 1/27/2020

AR &EF
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Coltene/Whaledent, Inc

@ Medical Device Regulatory Audit Report

|'I-1| 3 |4—5| 6 I?—'Iﬂl 1'I.'I| 'I|.2I 'I|.3| 'I'I.4| 11.5I 'Il.ﬁl I'I.7|1'I.8| 12 I 13-15] 16 | 'I?-'Iﬂl

From 2023-07-11 To 2023-07-12

% B 3F 2 MDSAPSE 2

16. CONCLUSIONS

Total # of Gpen Nonconformities (NC): 1 Including # of NCs from Past Audits Left Open: 0 #0f NC Issued During this Audit: 1

Section 1. Audit Information

Auditing Organization [

Audit Starting Date  2023-07-11 Audit Ending Date 2023-07-12 Duration of Audit (in auditor-days) 4

AO Audit Report Ref Languages used during the audit  English

Audit Team

[Section 2. Audited Facility

With the acceptance of the audit plans, and based on the results of this audit, the auditor concludes that the QMS

Ci ity with
of the manufacturer is in conformity with the audit criteria identified above and is effectively implemented

Audit Criteria

The auditor has assessed the conformlty of the manufacturer's QMS W|th the quality objectives, the ability of the

Effectivenessofthe __ . S O o S

18. Audit Report Approval

Name of the Audited Facility MDSAP Facility Identifier

Street Address

Address Details (Building, Appartment, Suite #,...), as applicable

City Country State/Province Zip Code
Contact Person Name Title Email Telephone
Senior Management at the Audited Facility (Name and Title)

Section 11. Audit Findings

Section 11.1 - Process: Management [ Not audited

Completed Audit Tasks {check all that apply) Select all tasks |

[] 1. Quality Management System Planning 5. Extent of Outsourcing 9. Management Reviews
[] 2 Management Representative

[] 3. Quality Policy and Quality Objectives

D 6. Personnel Competency & Training 10. Distribution of Devices with

Appropriate Marketing Authorization
[] 7. Risk Management Planning and Review

11. Top Management Commitment to
8. Document Controls X

O 4. Organizational Structure, Quality

Responsibility, Authority, Resources
Descri
Tas
Qutsourcing

Per the Quality Manual, AC.1, where any process that affects product conformity with requirements is outsourced, Colténe/Whaledent
Inc. ensures management of such processes.

Processes designed for management activities, provision of resources, product design, realization and measurement contain procedures

Major changes cbserved?

(" Yes (@ No

ion of the audited process or activity, and area (physical or organizational)

Approver  Albert Koster
Title Reviewer
) Digitally signed by
Signature Date: 2024.02.07 16:07:06 +01'00"
o y4 >
"LEIFS
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- of H%alth, Welfare and Sport
:‘;4"{,, - 5 |

“JyP.Q. Box ;51’,44

2600 BC.The Hagus=
THE NETHERLANDS

STATEMENT

The undersigned harewith declares that according to the Decree on Medical Devices, which Is based
on the European Directive 93/42/EEC concerning medical devices,

The manufacturer:

is authorised to manufacture and/or supply the medical device/devices mentioned below:
See product list

This device/these devices may be placed o1 the Dutch market and on the markets of the other
Member States of the European Union, anc be exported to non-EU Member States. This free sale
certificate may only be used for export outside the European Union.

The present statement is drawn up at the request of the interested party in order to be sutmitted
to the Health Authorities of TAIWAN (PROVINCE OF CHINA).
This statement is valid until March 28, 2024.

The Hague, February 26, 2021

On behalf of the Minister for Medical Care and Sport

Fam:\af | CEK
“".‘f\‘ 74 »
(

s 5
\ A= Rty
DF ). ~8n o2 iide

N s it
Mr. M.). van deVelde =~
Head of Department

Our reference: 20210720
Certificate number: 30854 Gezien voor legali van de handtek

Product List

GMDN _Lightsoure

3

Class |

Class |
Class |
Class |
Class |

GMDN

Ophthalm ¢ surgical instrument handle, manual

Class |
Class |

TEITE
AR R deEpr
st R TR
B R -4
R R ok
g p
R PR

Gis

a3t

4
‘,\.

AR AR E

Mace |

ﬁr) R 52 N 2B 5 1 o 15 1 23 1 TP /L)

Plastics Industry Development Center 52



2. ’#‘ EL@E’TF;‘,Q’}% %\ A8 é,}ﬁ/.#lgd»

D DEKRA

PIDC Medical S.A

No. 59, GongGong 39th Rd.,
Xixi Dist.

Switzerland

DEKRA Certification B.V. Audit Report

Report date: 23 June 2023
Report identfficatior -)5;075 ar.ro

Author: /WM' 7-
Reviewed / approved:

DEKRA Certification BV office that issued this report:

DEKRA Certification B.V.
Meander 1051

6825 MJ Amhem
The Netherdands

AUDIT CONCLUSION:

The audit has resulted in a total of (details of the findings can be found in chapter 4):

Number of major nonconformities: None
Number of minor nonconformities: 1
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@ Medical Device Regulatory Audit Report y

Coltene/Whaledent, Inc

Q4L - P MDSAPER £

16. CONCLUSIONS

Total # of Gpen Nonconformities (NC): 1

Including # of NCs from Past Audits Left Open: 0 #0f NC Issued During this Audit 1
|1-1| 3 |4,5| 6 |7-1u|11.1| 1|.2I1|.3|11.4|11.5I1|.5||1.7|11.a| 12]13-15] 16|17-1a| From 2023-07-11 To 2023-07-12 " P 9
c with With the acceptance of the audit plans, and based on the results of this audit, the auditor concludes that the QMS
Audit Criteria of the manufacturer is in conformity with the audit criteria identified above and is effectively implemented

Section 1. Audit Information

Auditing Organization [

Audit Starting Date  2023-07-11 Audit Ending Date

AO Audit Report Ref

Audit Team

[Section 2. Audited Facility

2023-07-12

Languages used during the audit

Duration of Audit (in auditor-days) 4

Effectivenessofthe . . .

The auditor has assessed the conformlty of the manufacturer's QMS W|th the quality objectives, the abil |ty of the

s S s e s D

18. Audit Report Approval

English Approver

Title

Signature

Name of the Audited Facility

Street Address

Address Details (Building, Appartment, Suite #,...), as applicable

city Country

Contact Person Name Title

Senior Management at the Audited Facility (Name and Title)

Section 11. Audit Findings

MDSAP Facility Identifier

State/Province Zip Code

Email Telephone

Section 11.1 - Process: Management

["] Not audited

Completed Audit Tasks (check all that apply)

[] 1. Quality Management System Planning 5. Extent of Outsourcing
[] 2 Management Representative

[] 3. Quality Policy and Quality Objectives

D 4. Organizational Structure,

8. Document Controls
Responsibility, Authority, Resources

Description of the audited process or activity, and area (physical or organizational)

Tas
Qutsourcing

[] 6. Personnel Competency & Training
[] 7. Risk Management Planning and Review

Select all tasks |

9. Management Reviews

10. Distribution of Devices with
Appropriate Marketing Authorization

= 11. Top Management Commitment to
Quality

(" Yes (@ No

Major changes cbserved?

Per the Quality Manual, AC.1, where any process that affects product conformity with requirements is outsourced, Colténe/Whaledent

Inc. ensures management of such processes.

Processes designed for management activities, provision of resources, product design, realization and measurement contain procedures

Albert Koster
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