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Fill out applicable columns according to the accreditation category.
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Enter “ see attached Plans” in the column of “ Outline of Manufacturing establishment”, and following
drawings and plans should be attached.
(1) coooooOoUoUooooUoOoooOoUooOOoODOO0UU0oODODOO0OoOoOoDODOoOoUoOoDoOoDOoooao
ooooooOooooooo
Simple site map including the surrounding area of the site. (Showing the location and i mmediate
environment. Aerial photograph is acceptable. Submit them as needed. Can beomitted in the case
of application for accreditation renewal .)
(2 boOoooOoUOoOOOUOUOODOOO0DODOOCOO0ODODOOUODODODODUOODDODODOODDOODOOM
Simple site plan indicating the buildings in the site. (All thebuildings located in the
manufacturing establishment to be accredited should be described.)
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Floor plan of the buildingsinthesite. (Items listed in the following example should be presented

in the plan. Example: window, door, office, weighing room, formulation room (mixing, tableting,




dissolution, filtration, etc.), filling room, sealing room, packaging room, test and inspection room,
warehouse(raw materials, packaging materias and finished products. etc.), etc., in addition, the
name of the rooms necessary for the manufacture should beidentified and the area of each room
should bedescribed.)

(4) COoOooDoOoOUOOO
Any other plans facilitating the description of the site.
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Major equipments and utensils used to manufacture should be described in the column of“ Type and

Number of Equipments and Utensils used to manufacture the products”.
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Enter the column of “ Work Area” as appropriate, in addition, enter each individua work roomin the

column of “ Room Name”. Enter “ see attached Plans” in the column of “ Area”, and the drawings or
floor plansidentifying thename of each individual work room and the area of each room should be
attached. Enter the area of each individual roomin the column of “Area” if the area can not be

identified by the drawings or floor plans. As tothe column of“ Equipmentsto treat Waste Materials”,
all the waste materials generated in the manufacturing establishment should be covered.

O goobooobooobooooboooobobooobbooobboooobboomobao
ooooon goooboooobooobboooobbooobbooobboooobOoo
oooboboooooboooobbooobboooobbooobbbboboobbbooobbooonob
oooooooooooobooobbooobbobooobboooobobbooobbooooDab
cooboooooboooobbobmobtooobbooooboooboboooboooboooboao
oooooooooooobobooobbgooobboooobboooobobbooobboooonnb
ooooooboboooobooono

If the drawings or floor plans identifying all the storage facilities for raw material s, packaging
materials and finished products, etc. are attached, entry of each of the storage facilities for raw
material s, packaging materials and finished products, etc. of toxic drugs/drugs with strong activity,
poison/strong chemicals, inflammable materials, or drugsto bestored refrigerated, frozen and
protected fromlight in the column of “ Storage Facilities” is acceptable. Enter “ see attached Plans”
in the column of “ Area”, and the drawings or floor plansidentifying the name of each individua room
name and the area of each room should be attached. Enter the area of each individua roomin the
column of“ Area” if the area can not beidentified by thedrawings or floor plans. If some parts of a
shelfis used as a storage area, attachment of athree dimensiona diagram of the shelf and entry of
volume of it in the attached Plans is acceptable.
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Tick the applicableopen square in the column of “ Testing and Inspection Facilities, etc.” and enter
the following;-
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Ifin-housetesting 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 the drawing 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.
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0o0oo0oooUoUooooUoooDooUoooDoooooo
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.

0O O00o0ooOoUooooooooOooooouoooooooo
Enter other items to be referenced for the facilities and equipments of the site in the column of
“Remarks”.
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Submit filled Form (2)-3 in addition to this form, in the case of manufacturing site of sterileproducts
are manufactured by aseptic processinthesite.
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In addition to this form (including Form (2)-3), detail ed descriptions on the items described in
Articles 8 or 9 of Regulations for Buildings and Facilities of Pharmacies should be submitted as an
attachment, if specified biologica products, etc., or radiopharmaceuticals are manufactured in the
site.
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Use paper of Japanese Industrial Standards Size A4.



