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[Attached Form No. 1] (Front)
[] Plan Settlement
PMS Report period
[] Amendment Plan 15 days
@ Date of
D Name :
Reporter birth
@ Address
@ Name
(Name of (® Business
Manufacturer . k
Business license no.
/Importer .
entitiy)
® Location
Manufacturer Country of
@ Name .
(in case of production
import) © Location
@
(0 Name of sales good Classification
(Product Name and model) code
(Class)
@ Date of
@ Product approval no.
approval
® date for

(4 Re-examination period

starting sales

In charge staff for

To the Commissioner of KFDA

Reporter

investigation

I submit PMS plan under Article 6 of the Regulations for Re-examination of Medical Device.

(sign or seal)

(sign or seal)

*%Documentary requirements
1. 1 copy of overview for PMS plan
2. 1 copy of PMS plan
3. 1 copy of a comparison table of PMS

amendment plan (only for amendment)

210mmx*297mm][general paper 60g/m’(recyclable)]




This report is handled as follows:

(Back)

Reporter

Agency of settlement(relevant department)

KFDA(medical device-related department)

Preparation of report

> Receipt

Examination

Measures to be taken,

Notice > |

if necessary




(Attachment Form)

Description of PMS Plan

Period

In charge staff for
investigation

Subcontractor
(in case of
consignment)

Number of cases

Investigation Center

Purpose of PMS

Method of
PMS

Matters of subject to
PMS

Description of amendment plan

210mmx297mm|[general paper 60g/m’(recyclable)]
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[Attached Form No. 2]

(Front)

Annual PMS Report (Year )

D Name @ Date of birth
Reporter
3 Address
@ Name
(Name of (® Business
Manufacturer |business license no.
/Importer |entity)
® Location
Manufacturer|(7) Name Country of
(in case of production
import) |@ Location
Name of sales good gdeClasmﬁcann
|
(product name and model) (Class)
D f
@2 Product approval no. © Date o
approval
(4 Re-examination period ® l?ate for
starting sales

Date:

Reporter
In charge staff for investigation

To the Commissioner of KFDA

(sign or seal)
(sign or seal)

I submit the results of evaluation and analysis of PMS under Article 8 of the Regulations
for Re-examination of Medical Device.

1. 1 copy

3. 1 copy

*Documentary requirements

of raw data

of report for AEs

2. 1 copy of results of evaluation and analysis of PMS

210mmx297mm|[general paper 60g/m’(recyclable)




This report is handled as follows: (Back)

Agency of settlement(relevant department)

Reporter

KFDA(medical device-related department)

Preparation of report > Receipt

Examination

Measures to be taken,

Notice > |

if necessary




