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[Applicant] takes an oath that the contents of application for confirmation of conformity
concerning the type(s) of manufacturing activity described below are at variance with the
facts, that the methods of manufacturing control and quality control at the manufacturing
establishment are not correspond to the provisions of Article 14, paragraph (2), item (iv) or
Article 14, paragraph (2), item (iv) as applied mutatis mutandis pursuant to Article 19-2,
paragraph (5) of the Act on Securing Quality, Efficacy and Safety of Products including
Pharmaceuticals and Medical Devices, and that [the applicant] is in accordance with the
contents of the agreement with marketing authorization holders, etc. with respect to
manufacturing of products come into the type(s) of the manufacturing activity for

confirmation.

it

Description

(BLERR D 44 75)
[Name of the manufacturing establishment]
(BLEFr DT fE#)
[Location of the manufacturing establishment]
(ELE TR ST)
[Type (s) of the manufacturing activity]
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[Date of Oath]

fEFr
[Address]

HAENREEEFZOBRMTE (FiE - e - K4)
[Responsible Person (Name, Title, Post) of the Manufacturer, etc.

for the confirmation application]
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[Authority for the confirmation ]
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[Applicant] takes an oath that the contents of application for confirmation of conformity
concerning the type(s) of manufacturing activity described below are at variance with the
facts, that the methods of manufacturing control and quality control at the manufacturing
establishment are not correspond to the provisions of Article 23-25, paragraph (2), item (iv)
or Article 23-25, paragraph (2), item (iv) as applied mutatis mutandis pursuant to Article 23-
37, paragraph (5) of the Act on Securing Quality, Efficacy and Safety of Products including
Pharmaceuticals and Medical Devices, and that [the applicant] is in accordance with the
contents of the agreement with marketing authorization holders, etc. with respect to
manufacturing of products come into the type(s) of the manufacturing activity for

confirmation.

it

Description

(BLERR D 44 75)
[Name of the manufacturing establishment]
(BLEF DT TE#)
[Location of the manufacturing establishment]
(ELE TR ST)
[Type (s) of the manufacturing activity]
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[Date of Oath]

fEFr
[Address]

HAENREEEFZOBRMTE (FiE - Ba - K4)
[Responsible Person  (Name, Title, Post) of the Manufacturer, etc.

for the confirmation application]
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[Authority for the confirmation ]
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