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Form 7 GMP inspection sheet related to manufacturing for veterinary medicinal products,

regenerative medicine products, medical devices
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3. Check list for GMP Ordinance for Medical Devices, etc.
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(4) Manufacturing and Quality Control in Manufacturers of in-vitro diagnostics
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Article 32
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The Manufacturers pay special attention
to avoiding interfering with the
execution of operations by the

manufacturing supervisor of in-vitro

diagnostics.
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Responsibility of manufacturer of biological preparations
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For manufacturing establishments that do not product biological preparations,
do not enter in columns of Article 33-(1) and Article 33-(2).
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| When conducting the operation pertaining to biological preparations,
Article manufacturers of biological preparations strictly adhere to the
33-(1) following listed matters.
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To introduce dust-removed

and sterilized air into the
working room and to clean

and disinfect the ceiling, the
wall surface and the floor,
and the surface of the work
table, other facilities
instrument and devices

installed in the working room

525 TEEB LS OFEDEEE~HAY T
(i) 52 L EHIBL TV DA

To restrict persons other than
workers from entering and

leaving the working room
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To incinerate or disinfect
items, instruments and
equipment contaminated with

pathogenic microorganisms in

the manufacturing site
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Workers change their clothing
and footwear to a clean
clothing and footwear for
work at the changing room

and wear a clean working cap

and mask during operation.
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Article
33-(2)
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In case of biological preparations, the manufacturing control manager
prepares the records concerning the following listed matters with
regard to the handling of cells and microorganism strains and retains
them for 5 years from the day of preparation (in the case of using

the cells or microorganisms for manufacturing, the day when they are

no longer used for manufacturing).
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Name of the cell or strain

(including type name) and its

origin
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The recipient and the date of
receipt (in the case of
isolation,the date of the
isolation andthe record of the

isolation process)
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(iii) Number of the passages, the
date of the passage and

method of the passage
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Changes that occurred during
the passage and the action

taken for it
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Biological properties, toxicity,
and the date of the

examination of these
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(vi) Store method
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When used for manufacturing,
the date of production, the

product name and the product

number
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(viii) Other referential matters
(M &R 1)
Structures and facilities
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Article Manufacturers of in-vitro diagnostics (excluding ones of storage
34-(3) operation of finished products only) conform to the following standard

for structures and facilities.
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The necessary facilities and
instruments are provided for

manufacturing products

without hindrance.
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workroom
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The workrooms have an
adequate space to perform the

work without hindrance.
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The workrooms are distinctly
separated from the residential

area and kept clean.
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Appropriate and adequate
lighting is provided.

RN ST R PR
Appropriate and adequate

ventilation is provided
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Dust prevention facility is

equipped.
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Insects proof facility is

equipped
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Mouse-proof facility is

equipped.
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The facility of waste water

treatment is equipped.
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The facility of disposal of

waste 1s equipped.
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The Facility for treating toxic
gases is prepared if the toxic
gases are generated from raw

materials and products.
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The facility to disinfect the

workers 1s equipped.
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The dedicated working clothes
and shoes for the workers are

provided.
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The workroom is constructed
so as not to allow passage of
personnel other than those
workers. (this does not apply if
there is no possibility of
contamination of the products
by any other than the

workers.)
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Entrances/exits and windows

in the room can be locked.
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The ceiling is installed not to

fall off any dirt from ceiling.
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The surface of the floors is
smooth without any crevices

and be cleanable.
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The facilities, such as pipes
and ducts in workrooms are
prevented from accumulation
of dirt. (or they are readily

cleanable)
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The facilities have the
equipment that is required to
hygienically and safely store
raw materials, materials and

fixings.
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The thermostatic device,
thermometer or other
necessary instruments are
equipped if the products or
the raw materials are likely
to change in quality
depending on storage

conditions.
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The necessary facilities and

T
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instruments for test and
inspection of products and ra
w materials are prepared at
manufacturing sites. (or test
and inspection are conducted
under self-responsibility when

utilizing other testing
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institution complied with
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The manufacturing plant that only stores the finished products

conform to the following the standard for structures and facilities.
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The facilities have the
equipment that is required to
hygienically and safely store
raw materials, materials and

fixings.
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The facilities have the

equipment that is required to
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hygienically and safely store
raw materials, materials and

fixings.
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Bl The workrooms have adequate

workrooms |space to carry out the work.
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Article 34-(1):
For non-compliance items, appendix that included the improvement policy and schedule
should be attached.



