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(474 A2544] (o)

olZ2717] M= I FEEEIIE Hetel3M

= & A ™ (Name of Manufacture)/d| 7}t S (License No.)

= & A X|(Address of Manufacture)

e

- O

= =2 2 -
== B

(Certificate of GMP)

A} H(Representative of Manufacture)

= 5 3(EY §x)

(Name of Category : Name of Classification)(See attached list)

elz7|7] M= 2 SHe7|=d Mefets dFeth

(We hereby certify that the above manufacture complies with Korea

Good Manufacturing Practices for the product(s) listed above. )

2o 2l X} (Date of Issue) :

S = 7|¢tH(Date of Expiration) :
CIACICE BT el
E A2 4AAA BB =)
210mm><297mn [ L WH-&-A] 60g/m' (A &-8F) ]
184 + ©m7]7]ekAR o8]/ EAT




GED
M Y XSS
(Changes and Administrative measures)
d  A(Date) ] & (Description)
KFD/'\':.\2 + 185
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i B = 5 W] 2

(II\_I = . (Name of R Ks)
0.)| (Name of Category) Classification) emarks

210mm<297mn [ L HFH-8-%] 60g/m' (A &-83F) ]

186 + o)z 7]7|otd T o= 7] 7=

i
B=)



[HA] A3z ] (orze)

o|l=27(7| =gl ¥ FS&ZZ|7|E HMeol™dM
(Certificate of GIP)

= & A ™ (Name of Import)/d] 7} S (License No.)

= & A X|(Address of Import)

- O

e

Al H(Representative of Import)

Z 23222 g

EE T &=

2 H=E)

(Name of Category : Name of Classification)(See attached list)

ol=z7(7| ¢ ¥ SH2e7|=0 HMelas & e ch
(We hereby certify that the above import complies with Korea

Good Importing Practices for the product(s) listed above. )

2o 2l X} (Date of Issue) :

fon 0%

=
25 7|¢HDate of Expiration) :

A EFESA S A 22l
F DB AR R 2l

210mm><297mm [ L WH8-%] 60g/m (A Z-&3%)]

le\‘
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’ QE7|7| GMP’;jI/\F :

(#
HA U X2Ale
(Changes and Administrative measures)
A A (Date) B & (Description)
188 + olm7]7|tAE o w77 E A




V. A3 &4
Y]
A zm 3 59
LA v 77
(No.) | (Name of Category) Clgsgairf?cea'g(f)n) (Renllz;ks)

210mm<297mn [ L HFH-8-%] 60g/m' (A &-83F) ]
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[HA] A4542] ] (orze)

O|R717] M= ¥ EEEZ|7|E el A
(Certificate of GMP)

= A M (Name of Manufacture)/] 7} S (License No. )

= & A X|(Address of Manufacture)

= Of & X} H(Representative of Manufacture)

ESFE S yEY HD)

:|E|_l_

(Name of Category : Name of Classification)(See attached list)

olmy|7| M= o Exze|7|=d AMetste QIxstL|Ch.
(We hereby certify that the above manufacture complies with Korea

Good Manufacturing Practices for the product(s) listed above. )

Htaif ] Xf(Date of Issue) :

S = 7|¢tH(Date of Expiration) :

OO A W4 EoEadaadrd) |42
E A @A A B A 40l

210mm><297mn [ G W82 60g/m (A -85 ]
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[HEA] ASE A2 ] (S+5)

o|l=717] ¢ ¥ FSE &7 |E el M
(Certificate of GIP)

= & A ™ (Name of Import)/d] 7} S (License No.)

k>

M X|(Address of Import)

= & A} H(Representative of Import)

55T 55 3EY H2)

(Name of Category : Name of Classification)(See attached list)
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4.1 218 Q@A

4.2.3 E A2l

4.2.4 J| 5l

214 -

ANSI/AAMI/ISO
13485:2003

4 Quality management
system
4.1 General requirements

4.2 Documentation
requirements
4.2.1 General

4.2.2 Quality manual

4.2.3 Control of documents

4.2.4 Control of records

5 Management
responsibility

5.1 Management
commitment

5.2 Customer focus

5.3 Quality policy

o)z 77w o= E A %

U.S. Quality System
Regulation(21 CFR 820)

820.5 Quality system
820.186 Quality system
record

820.50 Purchasing controls
(a) Evaluation of suppliers,
contractors, and
consultants.

820.20 Management
responsibility

(e) Quality system
procedures.

820.20 Management
responsibility

(e) Quality system
procedures.

820.40 Document controls

820.180 General
requirements

820.181 Device master
record

820.184 Device history
record

820.186 Quality system
record

820.20 Management
responsibility

820.20 Management
responsibility
(a) Quality policy.
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5.5.3 LIF SAL S

ANSI/AAMI/ISO
13485:2003

5.4 Planning
5.4.1 Quality objectives

5.4.2 Quality management
system planning

5.5 Responsibility,
authority and
communication

5.5.1 Responsibility and
authority

5.5.2 Management
representative

5.5.3 Internal
communication

Management review
1 General

5.6
5.6.

5.6.2 Review input

5.6.3 Review output

U.S. Quality System
Regulation(21 CFR 820)

820.20 Management
responsibility
(a) Quality policy

820.5 Quality system
820.20(d)Quality planning
820.25(e) Quality system
procedures.

820.20 Management
responsibility (b)
Organization

(1) Responsibility and
authority.

820.20 Management
responsibility (b)
Organization

(3) Management
representative.

820.20 Management
responsibility (b)
Organization

(1) Responsibility and
authority.

820.20 Management
responsibility (c)
Management review

KEDA® + 215
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6 A& &el
6.1 A&2 =+

6.3 J|BtAl &

ANSI/AAMI/ISO
13485:2003

6 Resource management
6.1 Provision of resources

6.2 Human resources
6.2.1 General

6.2.2 Competence,
awareness and training

6.3 Infrastructure

6.4 Work environment

7 Product realization
7.1 Planning of product
realization

216 « olm7|7|okAw o577 EA )

U.S. Quality System
Regulation(21 CFR 820)

820.20 Management
responsibility (b)
Organization

(2) Resources.

820.20 Management
responsibility (b)
Organization

(2) Resources.
820.25 Personnel
(a) General

(b) Training

820.20 Management
responsibility (b)
Organization.

(2) Resources.
820.25 Personnel
(a) General.

(b) Training.

820.70 Production and
process (d) Personnel.

(f) Buildings.

(g) Equipment.

(1) Maintenance schedule.
(2) Inspections.

(3) Adjustment.

(h) Manufacturing material.

820.70 Production and
process controls (c)
Environmental control.
(d) Personnel.

(e) Contamination control.

820.5 Quality system
(g) Design validation.
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7.5 4ot 2L AHIA B2
7.5.1 da 2 AHIA HlS 2

7.6 ZLIHE ¥ =3 Fdl2l
2

ANSI/AAMI/ISO
13485:2003

7.4.2 Purchasing
information

7.4.3 Verification of
purchased product

7.5 Production and service
provision

7.5.1 Control of production
and service provision

7.5.2 Validation of
processes of production
and service provision

7.5.3 Identification and
traceability

7.5.4 Customer property

7.5.5 Preservation of
product

7.6 Control of monitoring
and measuring device

U.S. Quality System
Regulation(21 CFR 820)

820.50 Purchasing controls
(b) Purchasing data.

820.80 Receiving, in-
process, and finished
device acceptance

(b) Receiving acceptance
activities.

820.70 Production and
process controls

820.75 Process validation

820.60 Identification
820.65 Traceability

820.120 Device labeling
(a) Label integrity.

(b) Labeling inspection.

(c) Labeling storage.

(d) Labeling storage.

(e) Control number.
820.150 Storage.

820.130 Device packaging.
820.140 Handling.
820.160 Distribution.

820.72 Inspections,
measuring, and test
equipment

(a) Control of inspection,
measuring, and test
equipment.

(b) Calibrations.

(1) Calibration standards.
(2) Calibration records.

KEDA® * 217
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8.4 CIOIE2 &4

8.5 i«
8.5.1 2l R AALs!

8.5.2 NIEEX

8.5.3 Ol =X

ANSI/AAMI/ISO
13485:2003

8 Measurement, analysis
and improvement
8.1 General

8.2 Monitoring and
measurement
8.2.1 Feedback

8.2.2 Internal audit

8.2.3 Monitoring and
measurement of processes

8.2.4 Monitoring and
measurement of product

8.3 Control of
nonconforming product

8.4 Analysis of data

8.5 Improvement
8.5.1 General

8.5.2 Corrective action

8.5.3 Preventive action

218 + olm7|7|okAT 577 EA )

U.S. Quality System
Regulation(21 CFR 820)

820.250 Statistical
techniques

820.198 Complaint files

820.22 Quality audit

820.70 Production and
process controls

(a) Generals.
820.250. Statistical
techniques

820.80 Receiving, in-
process, and finished
device acceptance

(a) General.

(b) Receiving acceptance
activities.

820.90 Nonconforming
product.

(a) Control of
nonconforming product.
(b) Nonconformity review
and disposition.

820.250 Statistical
techniques

820.20 Management
responsibilities

(c) Management review.
820.198 Complaint files

820.100 Corrective and
preventive action

820.100 Corrective and
preventive action
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