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

regenerative medicine products and medical devices
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1. Check sheet of GMP ordinance for medicinal products
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Location of the
manufacturing
establishment
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manufacturing

establishment
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Manufacturer license seizouyaku No.

number
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Manufacturer license

category
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Manufacturing process

category (only for the
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conformity regarding
type of manufacturing)
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Inspected products

(exclude the case of
the examination of
conformity regarding
type of manufacturing)
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Date of inspection Name of inspector
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General rules
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Relevant

article
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Inspection item

]

Compliance

Kt
Non-

compliance
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Remarks
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Article 3-(1)
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The manufacturing control manager
and the quality control manager are
supervised by the manufacturing

site manager.
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Article 3-(2)
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The quality control department is
independent from the manufacturing

control department.
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Article 3-(3)
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The manufacturing control manager
is not serve concurrently as the

quality control manager.
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Article 3-(4)
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The manufacturing control manager
of each manufacturing site of
biological preparations (except for
biological products) is a physician,
veterinarian, person with
bacteriological knowledge or another

technician.
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Article
4-(1)-G)
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The manufacturing site manager
manages the manufacturing control
manager and the quality control

manager.
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Article
4-(1)-(1)

SOEE AL, EIELE, BILE K&K TE
CARRICBET 2 (B 21T T2

The manufacturing site manager
conducts complaint handling, recall

procedures and self-inspection.

B AGE 2
Article 4-(2)
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The manufacturer pays special
attention to ensure that the
manufacturing supervisor does not
interfere with the operations of
his/her duties.
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Article 5 FAEER L T2 0
The manufacturer prepares an
appropriate product standards
document for each product and for
each manufacturing site that
manufactures the products.
(& E #1)
Manufacturing control
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Article 6 LTCWB)

The manufacturer prepares an
appropriate manufacturing control
standards document for each

manufacturing site.

BUOERT 2 & B A s R AR P R A
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The manufacturer prepares an
appropriate sanitation control
standards document for each

manufacturing site.

BITERFELF
Article 7-(3)

RS PR AT 1300 1 7 SR X & VERK
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The manufacturing control manager
prepares an appropriate

manufacturing instruction document.
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The manufacturing control manager conducts the following operations

by himself/herself, or has a pre-designating person conduct the operation.

A SRR EICE SRS 2 HE L
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To manufacture on the

basis of the manufacturing

instruction document

= oy b ZEICBOEICE T DR E R
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To prepare records of the
manufacturing of medicinal

products for each lot

2 B OFRRFOVEIEIZHON TR Y B
() TEICENBMIETH D HE kR
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To confirm that the labeling
and packaging for the
products are correct for each
lot, and to prepare a record
of this
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To properly conduct the
storage and taking in and out
of storage; for raw materials
and product for each lot, and
components for each control
unit, and to prepare a record
of this
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To confirm that the structure
and the facilities in the site

are clean, and to prepare a

record of this
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To periodically inspect and
maintain the structure and
facilities in the site

(including the calibration of
measuring instruments;
hereinafter the same), and to

prepare a record of this

k TEEB ORAEE 2TV, T DRk
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To manage workers' hygiene,

and to prepare a record of

this
A F DML B T > TND )
(h) Other necessary operations

are conducted.
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Article 7-(ii1)
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The manufacturing control manager
checks the records of the
manufacturing, storage, taking in
and out of storage and sanitation
control to confirm that the
manufacturing is appropriately
controlled, and reports the results of
the check to the manufacturing site

manager in writing.
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Article 7-(Gv)
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The manufacturing control manager

retains the records of the manufacture,

storage, taking in and out of storage
and sanitation control for the following
periods from the day of preparation.

1. Three years for veterinary medicinal
products other than biological
products (or the expiration date plus
1 year if setting an expiry period is
obligatory)

1. The expiry period plus 3 years

for biological products

(A~ ) o0 s i )
Manufacturing control of biological preparations
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For manufacturing establishments that do not product biological preparations,

do not enter in the columns of Article 7-2 and Article 7-3.
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Relevant . . Non-
. Inspection item Compliance Remarks
article compliance
BTERD2 WA O BLEEFEIL, AW TFRIRBNCR DIEE AT & &%, RIZHBT
Article 7-2 | 2FHEEZ BT L TWND D

Manufacturing establishments that product biological preparations
strictly adhere to the following matters when performing works
related to the biological preparations.
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To introduce dust-removed and
sterilized air into the working
room, and clean and disinfect
the surface of the ceiling,
wall, floor, work table, other
facilities and instruments and

devices installed in the room

B2 |[1EEBLUANOFEDPEESITHAY T
2 52 EZHIRL TWD )

(i) |To restrict persons other than
workers from entering and

leaving the working room

B3 | WIRMAEMIC X VBRI NTZWih X
2 IEEAR S BT, BLERT ORI
(i) | C. BEHISUIHFEL TV D0

To incinerate or disinfect items
or instruments and equipment
which are contaminated with
pathogenic microorganisms in

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

working cap and mask during

operation.
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Manufacturers of biological preparations retain the records




concerning the following listed matters with regard to the handling
of cells and microorganism strains used for manufacturing
biological preparations and preserve 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).

1 | ARSI OL B (A 5T, )
T | ROEOHK

(i) |[Name of the cell or strain
(including type name) and its

origin

F2 |XBEKOZEOFEA R (GHELT-%
2 BlZdoTE, HEELZFEA R ED
(i) |/0BEL7z & X D)

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

record of the isolation process)

B3 |, HEREE A B R ORI
2 Number of the passages, the
(iii) |date of the passage and
method of the passage

4 |(RPICAECTEE LD ZICR L
22 TE o E

(iv) |Changes that occurred during
passage and the action taken

for 1t

H5 | EMEREREOHEDLE I D
2 A LT-HFEHH

(v) |Biological properties, toxicity
and the date of examination of
these

6 |BREHIE
k52 Store method

(vi)

BT |G L XX, TOFARA
2 M ONZ B A e OISR

(vii) |When used for manufacturing,
the date of production, the

product name and the product

number
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(viii)
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Quality control

PEE S
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Relevant . ) Non-
. Inspection item Compliance . Remarks
article compliance
8% R RT Z & I e B EE A Rk
Article 8 [PRQAY-YN

The

manufacturer prepares an

appropriate quality control

standards document for each

manufacturing site.

FIOFKE1=
Article 9-()
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REHEIE) 2> DN ATHOE TV D H»

The quality control manager conducts the following operations by

himself/herself, or has a pre-designating person conduct the

operation appropriately in accordance with a plan.

e
(a)

SR O IZ oW TiE ey b T eI,
EMICOW T BLENL T & (SR B
AT O DIZHER BN ERE L
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To collect samples necessary for
testing from raw materials and
products for each lot and from

components for each control unit

BB IRGE SR 2 ERC L T W %
To prepare the record of the

collecting samples

(b)

B LRI oNTr Y h 28 UTE
PRELAL Z L@ U SRR A 21T - T
WD Eo, MOEEEFINT 55
BETNAT LTV D0

To conduct an appropriate
testing of collected samples for
each lot or control unit. When

a test is conducted by a
contracted testing institution, it

is appropriately tested.

AR A sl 2 (R L T 2




To prepare a record of the

testing

|y b TR A FTE ORBRIC LB 2
(© |2l EoBEEBELE L THEER &
YV 34ER (AWM A+ 14) )72k
BERMEO T THREL TS

To store the sample of each lot
of the products at twice the
amount required for the
designated tests as reference
samples for 3 years from the
day of production (the expiry
period plus 1 year) under the

appropriate storage conditions

= |FRBRBRAEICE T DR AU R0 E
(d) | A 75 AR BE AR % AT > T B
To conduct periodical inspections
and maintenance of the facilities
and instruments that are used in

testing

AR A O BB 2 ER L T
ARARR
To prepare a record of the

Inspections

| FOMMLEREEZIT>TND N
(e) |Other necessary operations are

conducted.
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Article 9-(Gi)
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To assess the test results and
report the assessment in writing to
the manufacturing site manager and

the manufacturing control manager

HOKEI T
Article 9-(iii)
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LG TH DGAITITAE M+ 34) &
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To retain the records of tests for the

following periods from the day of the




preparation

1. Three years for medicinal products
other than biological products (or the
expiry period plus 1 year if setting an
expiry period is obligatory)

1. The expiry period plus 3 years

for biological products

10555 1 11
w15
Article
10-(1)-®)

b O UOIRE SN, BOEE L OV
HAE PR ORE T A W E G L C R o BT
B DHFFO R OUWRTE 2TV, € DRtk E
TER L TV 22

A pre-designate person appropriately
evaluates the results of the
manufacturing and quality control
to determine whether to ship the
products from the manufacturing

site; and prepares a record of this.

10555 1 11
7%
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Article
10-(1)-Gi)

HATF DRI B 2 Rl 22 5Ldk o0 H 22 b 342
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LN TH DG ITITAME + 34) &
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The manufacturer retains the
records for 3 years from the day of
the preparation (or the expiry period
plus 1 year if setting an expiry

date is obligatory for the products
relevant to these records, or the
expiry period plus 3 years if the
products are related to biological

products).

1055 4 1
Article
10-(4)

HAF OB ORENTTON S F TRIGEHTN D
UGN AT STV

The manufacturer doesn’t ship the
products from the manufacturing
site before the determination of

shipping is properly made.

(& Dt > BUEE B R OV PRI B~ 2 2675)

(other matters related to manufacturing control and quality control)
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Related . . Non-
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LARES BOEAT &SI RO FNEIZ RS 5 3L
Article 11 L (EAPNQAYY/N

The manufacturer prepares an
appropriate document concerning the
procedures for dealing with
complaints for each manufacturing

site.

BOERT Z &SR BIALEOFNEIZ B4 5 3C
FAAFR L TV D

The manufacturer prepares an
appropriate document concerning the
procedures for products recall

for each manufacturing site.

BT Z L T IEZ: A CAROFIRIC BT 53¢
FEERLL TS D

The manufacturer prepares an
appropriate document concerning the
procedures for self-inspection for

each manufacturing site.
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Article 12-(1)
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PR L T LR E . TR ORE 4 5
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The manufacturing site manager
determines what led to the
complaint in accordance with the
manual for the procedures for
dealing with complaints and
implements appropriate measures to
improve the manufacturing and/or

quality control systems, if required.
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The manufacturing site manager
prepares a record of complaint
details, the cause of the complaint
and the measures taken for
improvements, and retains the
record for 3 years from the day of
preparation (or the expiry period
plus 3 years if the products related
to biological products).
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The manufacturing site manager
determines what led to the recall in
accordance with the manual for the
procedures for dealing with recall
and implements appropriate
measures to improve the
manufacturing control and/or quality

control systems, if required.
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Article13-(ii)
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The manufacturing site manager
stores recalled medicinal products
separately for a specified period and
disposes of the products
appropriately.
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The manufacturing site manager
prepares the record of products
recall, describing the recall details,
the reason for the recall, the
corrective actions and other
necessary matters and retains the
record for 3 years from the day of
preparation (or the expiry period
plus 3 years if the products related
to biological products).
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The manufacturing site manager
periodically conducts a self-
inspection of the manufacturing
control and quality control systems
for the products in the
manufacturing site, in accordance
with the manual for the procedures

for self-inspection.

14555 1
25
Article
14-(1)-Gi)
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L. 1ERCD B2 D 3ERRAF L TV DD
The manufacturing site manager
prepares a record of the self-
inspection results, and retains the
record for 3 years from the day of
preparation (or the expiry period
plus 3 years if the products related
to biological products).
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The manufacturer takes necessary
measures when the self-inspection
result suggests that improvements
are required in the manufacturing
and/or quality control.

HFE ORI AR L. 1R D H 225 34/ (
AW HRILE IR L2 ]G TH D BB ITITA Y
B+ 34F) fRAFL TV D0

The manufacturer prepares a record

of the measures taken, and retains
the record for 3 years from the day
of preparation (or the expiry period

plus 3 years if the products related

to biological products).
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When it is not applicable for check item, state the reason for not applicable in

the column entitled Remarks.

HEER, BTRE LS, FERE25e, Ao KOG = YeZibEpnic sy TG S 5 4h
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Article 5, Article 7-(), Article 7-(i)-(b), Article 7-(i)-(c), Article 7-Gi)-(d) :

If all products manufactured at the manufacturing plant comply with the
inspection items, write "All products compliance" in the column entitled Remarks.
If a product(s) does not comply with the inspection items, write
"[name(s) of the product(s)] does not comply" and also write the reasons why it

was judged not to comply in the column entitled Remarks.



