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29 2. 4EFEA FA
29 2.1 9%E A= L BwjZ9A(CPP)

Certificate of a Pharmaceutical Product

— No. of Certificate :
I Exporting (certifying) country : Republic of Korea

L Importing (requesting) country :

1. Applicant (=Product-license holder)
(This certificate shall not be issued to others than the product-license holder)
- Name :

- Address

2. Name and dosage form of product

Product Name in Korean :

2.1. Number of product license and date of issue

2.2. Active ingredient(s) and amount(s) per unit dose

(For complete quantitative composition including excipients, see attached.)
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2.3. Is this product licensed to be placed on the market for use in the exporting

country ?
~ Yes () = fill out section A, omit section B.

L No ( ) = omit section A, fill out section B.

A.l. Is this product actually on the market in the exporting country ?
Yes( ) / No( ) / Unknown( )
A.2. Is Summary Technical Basis of Approval appended ?

Yes( ) / No( )
A.3. Is the attached, officially approved product information complete and consonant with

the license ? : Yes( ) / No( ) / Not provided( )

B.1. Why is marketing authorization lacking?
 not required (just Applicant’s option, even possible) ( )
I not requested (not reviewed for marketing) ( )
I under consideration ( )

L refused ( )

B.2. Remarks (the reason not requesting registration) :

2.4. Status of product-license holder
a () manufactures the dosage form
b ( ) consigns partially the manufacturing process to other company

- In case of "b”, the manufacturer’s
- Name :
- Address :

- Consigned process -

3. Does the certifying authority arrange for periodic inspection of the manufacturing
plant in which the dosage form is produced? : YES/NO
¥ Inspection of each dosage form i1s implemented by the administrative

authority under the provision of the Pharmaceutical Affairs Act.

_10_
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3.1. Periodicity of routine inspection(years) : years

3.2. Has the manufacture of this type of dosage form been inspected? : YES/NO

3.3. Do the facilities and operations conform to the WHO-GMP? : YES/NO

% Attached, if necessary : approved product information ( O/X )

Issued date :

Certified by

_11_
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€9 2.2. d8%FE Ax R ASEA(CPP)

Certificate of a Pharmaceutical Product

— No. of Certificate :
I Exporting (certifying) country : Republic of Korea

L Importing (requesting) country :

1. Applicant (=Product-license holder)
(This certificate shall not be issued to others than the product-license holder)
- Name
— Address :

2. Name and dosage form of product
— Name:
[Product Name in Korean : |
- Dosage form: Not applicable(Active Pharmaceutical Ingredient /' Drug
Substance)

2.1. Number of product license and date of issue

2.2. Raw material(s) and amount(s)
(For complete quantitative composition, see attached.)
Not applicable/ Attachment

_12_
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2.3. Is this product licensed to be placed on the market for use in the exporting

country ?
~ Yes () = fill out section A, omit section B.

L No ( ) = omit section A, fill out section B.

A.l. Is this product actually on the market in the exporting country ?
Yes( ) / No( ) / Unknown( )
A.2. Is Summary Technical Basis of Approval appended ?

Yes( ) / No( )
A.3. Is the attached, officially approved product information complete and consonant

with the license ? : Yes( ) / No( ) / Not provided( )

B.1. Why is marketing authorization lacking?
 not required (just Applicant’s option, even possible) ( )
I not requested (not reviewed for marketing) ( )
I under consideration ( )

L refused ( )

B.2. Remarks (the reason not requesting registration) :

2.4. Status of product-license holder

a () manufactures the product
b ( ) consigns partially the manufacturing process to other company

- In case of "b”, the manufacturer’s
- Name :
- Address :

- Consigned process -

3. Does the certifying authority arrange for periodic inspection of the manufacturing

plant in which the product is produced? : YES/NO
¥ Inspection of each product form 1s implemented by the administrative

authority under the provision of the Pharmaceutical Affairs Act.

_13_
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3.1. Periodicity of routine inspection(years) : years

3.2. Has the manufacture of this type of dosage form been inspected?

. Not applicable

3.3. Do the facilities and operations conform to the WHO-GMP? : YES/NO

% Attached, if necessary : approved product information ( O/X )

Issued date :

Certified by

_14_
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Certificate of Free Sales

— No. of Certificate
I Exporting (certifying) country : Republic of Korea

L Importing (requesting) country)

The Ministry of Food and Drug Safety, certifies that the following firm is
authorized to manufacture (guasi)) drug under The Pharmaceutical Affairs Act, and
the following product(s) is(are) permitted to be freely sold in domestic and(5 52/

7 & 77" 2414]) overseas markets.

o Applicant (=Product-license holder)
(This certificate shall not be issued to others than the product-license holder)

- Name
— Address :
- Registered No :

No. and date of

Name of product Ingredient(s) product-license, comments

% Attached, if necessary : approved product information ( O/X )

Issued date :

Certified by

_15_
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Certificate of Free Sales

— No. of Certificate
I Exporting (certifying) country : Republic of Korea

L Importing (requesting) country

The Ministry of Food and Drug Safety certifies that following product(s)

has (have) been approved to be imported and freely sold in the domestic market

under the Pharmaceutical Affairs Act.

o Applicant (=Product-license holder)

(This certificate shall not be issued to others than the product-license holder)

- Name :
- Address :

Name of product Ingredient(s)

No. and date of product-
license, comments

% Attached, if necessary : approved product information ( O/X )

Certified by

Issued date :

_16_
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29 2.5 ANutAdaoekE =9 A (Certificate)

Certificate

— No. of Certificate
I Exporting (certifying) country : Republic of Korea

L Importing (requesting) country

The Ministry of Food and Drug Safety certifies that following drug substance
has been registered to be manufactured (imported) under the Pharmaceutical Affairs
Act. Attached is the registration license that has been issued to the applicant of

the drug substance.
O Applicant
—- (Importer’s) Name:

O Manufacturer
- Manufacturer’s Name:

- Manufacturer’s Address:

0 The Generic Name of Drug Substance:

Attachment

(the attached form #17 to the Enforcement Regulation on the Safety of Pharmaceuticals, etc)
Issued date :

Certified by

_17_
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Registration No.

[] Manufacture [] Import

Drug Substance Registration License

Name of Importer Registration No.
Applicant Address of Importer Tel No.
Nanre of Representative(e—reil) Residence No.
Manufacturing Country
Name of Manufacturer
Tel No.
Manufact
urer Address of Manufacturer
Name of Manufacturer’s
Representative
Classification No. Route of administration
(Final Product) (Final Product)
Generic Name
Name -
Chemical Name CAS No.
Appearan Physical Properties
ce Chemical Properties

Items

1. Data on the facilities as necessary for production and quality control under the
provisions of paragraph 1 of Article 31 of the Act

2. Data on physicochemical properties and stability

Data

Roquirement |- Data on the manufacturing process, packaging, containers, cautions in handling, etc.

s |4. Data evidencing that production of each drug substance is in conformity with the
Korea Good Manufacturing Practice(KGMP), Annex 1 of the Enforcement Regulation
on the Safety of Pharmaceuticals, etc or anything equivalent there to or higher.

5. Data on batch analysis for drug substances, analytical procedures, the solvents used, etc.

6. Sample drug substances as necessary for the quality test

Storage Condition and Shelf Life

Other Remark

I hereby certify that the drug substance is registered or the registration is updated as
above under the provisions of Article 31 and Article 42 of Pharmaceutical Affairs Act
and Paragraph 2 of Article 13 of Enforcement Regulation on the Safety of
Pharmaceuticals, etc of PAA.

20
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