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Outline of Buildings and Facilities for Sterile Products

0 Ododoooooooo gooooooo
Outline of Working Areafor SterileProducts see attached Plans

goooooo
ooooooooo Equipments and
0 0000000 bood oo . . .
Materid of Ceiling, Wall and Utensils used to
oooooooo RoomName Area
Foor manufacture the
ooooooo

products, etc.

Work Rooms  of
Mixing, Flling, and

Sealing  Operations, gooooooon
etc. see attached
Plans

o ooooop |DDEODODOO
Area of Testing| O0OOOODODO
oooo and Inspection | see attached Plans
Tests and | Rooms
gogoooooad
Inspections Testing and
performed Inspection
Equipments and
O Ooooooao in-house Utensils
Testing and
. O oooooo
Inspection
Facilities, etc. oooooao
ud
goboooogooog
Utilize other
see Form(2)-2
Testing and
Inspection
Facilities
o oo

Remarks




(oo)

(Notes)

a goodoooooooboboobodoboobooboobo bbb oo boboDobooooo
goooooooobooboooboobo0oooDobOobOoo0ob0obUoobDoboooDob0oboao
gooobooooboobouoobao

The floor plans to be attached in place of giving a narrative description to the column of“ Outline of
Working Area for Sterile Products” need not be attached if such distinction is covered by the floor
plans attached in placeof giving a narrative description to the column of“ Outline of Manufacturing
establishment” in Form (2)-1.
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Enter the column of “ Work Roons of Mixing, Filling, and Sealing Operaions, etc.” as appropriate, in addition,
enter the following;-
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Name of the working rooms necessary for the manufacturing operation of sterile products,
including raw materia s weighing rooms, container washing rooms, drying/ sterilization rooms for
washed containers, bulk preparation rooms, filling rooms, sealing rooms, etc. should be described
in the column of “ Room Name”.
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As to the columns where area of rooms and facilitiesis to be entered, enter “ see attached Plans”
in the column of“ Area”, and thedrawings or floor plansidentifying the area should be attached.
Enter the areaof each individua roomin the column of "Area” if the area can not beidentified by
the drawings or floor plans.
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Enter whether the material of ceiling, wall and floor can endure the atomization and
washing by disinfectant in the column of “Material of Ceiling, Wall and Floor”.
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Name, model and location (may be described in the floor plans) of each equipment for weighing,
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bulk preparation, filling, seading, filtration, cleaning of the gas to be filled in thebulk solution
containers, sterilization, bacteriaremoval, manufacture of distilled water, etc., should be
described inthe column of “ Equipments and Utensils used to manufacture the products, etc.”.
Whether bulk preparation and filling or bulk preparation, filling and sealing operations are
sequentialy performed in closed facilities should be described in this column. If any equipments
necessary for aseptic manufacturing operations is utilized, necessary equi pments for such
operation should be described.
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Tick the applicableopen square in the column of “ Testing and Inspection Facilities, etc.” about the
necessary testing and inspection equipment for hermetic condition test, foreign matter test,



physicochemical tests, sterility test, pyrogen test and biological tests, and enter the following;-
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Ifin-house testing and inspection facilities are utilized, enter number and kind of major
equipment and utensil. Enter “ see attached Plans” in the column of“ Areaof Testing and Inspection
Rooms”, and thedrawings or floor plansidentifying the area should be attached. Enter the area
of each individual roomin the column of "Area of Testing and Inspection Rooms” if the area can
not be identified by the drawings or floor plans.
(2) D0ODO0DO0DO0DDODODO0ODODOODODOODOODODODOOOOODODODOOODOOOOODOOOD
ocoooooUooooUouoooooooooooood
If the testing and inspection facilities of the same manufacturer but located in the other campus
or other testing and inspection facilities is used, enter the Form (2)-2 for utilization of other
testing and inspection facilities.
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Enter “see the column of Testing and Inspection Facilities, etc. in form (2)-1” if such
distinction is covered by the description in the column of “Testing and Inspection
Facilities, etc.” in form (2)-1.
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Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “ Remarks”.
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Use paper of Japanese Industrial Standards Size A4.



