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Form 7 GMP inspection sheet related to manufacturing for veterinary medicinal
products, regenerative medicine products, medical devices
3. EREBBGMPAESRBRR
3. Check sheet of GMP Ordinance for Medical Devices
(2) ERBEGFOMEERICRITHIMNETEAROGEETH

(2) Manufacturing and Quality Control in Manufacturers of the Medical Devices
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Location of the
manufacturing

establishment
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Valid period From Year Month Day until Year Month Day
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Number of registration .
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Inspected products
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Date of inspection Name of inspector
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PAE 38 H H ] Non- {55
Relevant Inspection item Compliance compliance Remarks
article
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Article 19 [IZYU 7o CTHEEATHZ LRV E
2T LTV DD

The manufacture pays special
attention to ensure that the
technical supervisor of medical

devices does not interfere with

the operations of his/her duties.
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Article 20-
(1)

W [E IR LA D R R 25 O ROE T (R B OIRE D 24T 0 BUERT 2 FRr <, )
I, RIS T DRERRH O AR EEIZE S LTV D

Manufacturers of medical devices other than sterile medical devices
(excluding ones of storage operation only) conform to the following

standard for structures and facilities.

fE | BOERTIZ W TS 2 55,
¥ |(WMEohHMIfRETELNZLD
AT | Tho T, DI ORGE TR 2
HZLICEoTHRMELRD B D
rEite, UTHL, ) &3ZfE7
SBUET D 72 DI B2 5% A M
Oge B2 i 2 T2 0

The necessary facilities

SWOOII{IO A

and instruments are
provided for
manufacturing products
(included products
manufactured in
manufacturing process
that is undergo further
manufacture before the
final product is obtained;
the same hereinafter)

without hindrance.

VEEZEAT 2 T2 OIS ED 22\
EaALTNDH0

The workrooms have an
adequate space to

perform the work without

hindrance.

WIZJEET 25 HT & B X
S, o, HRTH D)
Workrooms are distinctly
separated from residential

areas, and kept clean.

2 A ESTRIR
Appropriate and adequate
lighting is provided.

RN ST R pAR
Appropriate and adequate

ventilation is provided




B3 U Avi i 2 2 Tu 2 20
Dust prevention facility is

equipped.

B A% 2 2. TV % 7
Humidity prevention

facility is equipped.

By B A A 2. TV D e
Insects proof facility is

equipped.

<
B R & i 2 TV o

Mouse-proof facility is

equipped.

JE K D ALBRI T B 2 B 2 i 2
TWaH )

The facility of waste
water treatment is

equipped.

JREHEW) D AL T B % i % fi
ZTWD
The facility of disposal of

waste i1s equipped.

SOTH[IOR] BUNSA],

B K OV D 5B AR A (2
1R K Ot B2 i 2 T
(FHLL I, 0k TED LI
B2 A9 2 o R AR AT RS
ZFALTHCOEMIZBNT
RBRRAEZIT>TWDH D)
The facilities and
equipment required for
testing and inspection of
products or raw materials
are provided. (or testing
and inspection is
performed at one's own
responsibility by use of
other external
laboratories that are
complied with Article 20)
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Storage facilities are

SOT}I[I0€] 910318

capable of storing
components (parts
(limited to be used in
manufacturing process in
the plant), assembly parts
(those which are
assembled to form the
finished products at
outside the plant), raw
materials or materials,
packaging materials
(product containers,
packaging, package insert
of the products and labels
affixed to the containers
and packaging) and
wrappers as a part of
products and software
installed in the products,;
the same hereinafter) and

products in a sanitary

and safe manner.

H205:E 2
"

Article
20-(2)

TR RSB O IR SR O G FT (Bof& i D IRE O 7 21T 5 Bl & R <

o ) IE. WITHBIT D HIEBRH OFEEIZE S LTV D0

Manufacturers of medical devices that product sterile medical products
(excluding the manufacturer conducting storage of final products)

conform to the following standard for structures and facilities.
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Entrances/exits are
designed not to pass by
the personnel other than
those working in the room
(Or there is no risk that
the personnel other than
those working in the
room contaminate

products.).

BAMCESE R T S HAD G
O&BR<, ) Aend (EHLL
&, AN DY A BT D
T O\ LB M OVRRfi & A7
LTCW5 )

There are no exits
(excluding emergency exits)
to directly facing to the
outside. (Or, necessary
structure and facilities to
prevent contamination

from outside are provided.)

HADROEIX, AHTHZ &
MNTEDLHLDMN
Entrances/exits and

windows in the room can
be locked.

K. BEHE K OREIL, HHER
FIZX OEFF T A52 b
DT DN

The ceiling, walls and the
surface of floors can
withstand spray of liquid
chemicals to sterilize or

disinfect.
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When drainage facilities
are installed in the
workrooms, the structure
of the workroom is
designed to prevent

contamination.

PRI IR | AR 2 L LUSh o
WEOEZEFT L KRl STV D
2 CGE LI ﬁl[%’fﬂ%”"
ARG NGIREN D BENN
ARV

Workspaces for products
other than sterile medical
devices are separate. (Or
there is no possibility of
contamination of sterile

medical devices.)
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SO1070 SUTSUBYD 10J SOTII[IOR]

TEREOMERA DS OF O
ERBRVESICELNTVD
2 CEL<IE, HEEEEOE
F(BUSNOFE PG 2 ERT D
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Facilities for changing
clothes are designed not
to pass by the personnel
other than those working
in the room. (Or there is
no risk of contamination
of products by personnel
other than those working

in the room.)

CEEmTOHAR GEE
HZRR< ) AR0vn
There are no exits
(excluding emergency exits)
to directly facing to the
outside.
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Sterilization room is

i
R
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designed not to pass by
the personnel other than
those working in the

room.(Or there is no risk

W00 UOTYRZI[LINS

that the personnel other
than those working in the
room contaminate the

products.)

HARRORIL, AET L2 L
NTELHLDTHLMN

Entrances/exits and

windows can be locked.

H205%5 3 & | AL DOIRE D2 AT 5 BUEPTIL. WRITHBT D SRR R O B MEITE S L TV D0,
Article 20- |The manufacturer that only stores the finished products conform to

(i) the following standard for structures and facilities.

fE |ERZEUNIAT D 7o DI SEHD

¥ |2VWEEEZALTVD N

gt |The workspaces have
work- |adequate space to carry

spaces |[out the work.

OOk |JREE BRSO 2 AR A 2
fii & | OLRIRET DT DITHER
A 2 2 TV 57

The facilities have
equipment that is

required to store raw

SeTI[IOR] 9381018

materials, fixings and

products hygienically and

safely.
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Article 21
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The appropriate medical
product master formula is
prepared for each product item
and for each manufacturing site
(limited to that of highly
controlled and controlled
medical devices listed in
appendix of GMP Ministerial
Ordinance for Medical Devices;

the same hereinafter)
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Article 22

BUERT Z &0 1E 7o 5 A PR R ONLE
EHEWEEZERL TWD

The appropriate product control
and quality control standard
documents are prepared for

each manufacturing site.

EVRES BEE
Article
23-()

WERIEC IV ZRELTWD
A
Products are manufactured by

proper operations

EVRES EE
Article
23-(i1)

B BB A L 722 WERL SR IT DN T
L ZHICEA T 2 s L XRI L TF
L, 200 BEEE, il DR HE 1T
S TWND )

The products which are not
conformed to standards or
regulations are separately
controlled with confirmed ones,
and disposal and parts

replacement are conducted.

EVRES R EE
Article
23-(iii)

A RS i 5 K O I LIS D il
RS KON Z AT > TV 5 7
Component parts and
substances are received, stored

and distributed appropriately.




CVRES WiIEE
Article
23-(iv)

FOETRIZEWT, o mEIZH R
ZRIELGHBREAMUNCE L T
20

In manufacturing process, the
environment that may affect
quality is appropriately
controlled.

CVRES R
Article
23-(v)

(=00 NN ek S v el £ AR - S (59
LTWaH )
Manufacturing records are

prepared for each lot.

235 6 5
Article
23-(vi)

AMDFIRROEIEIC OV Ty P D
LICENPEIETHD Z & MR L,

Z Otz B L TV 20

The labeling and packaging of

the products are examined for

each lot, and prepare a record

of this.

VRE -
Article
23-(vii)

Ran (PR ZzET, ) 2oV TH
v b T ETEIE R KO AT
. TORERZAERR LTV D )
Products (included products
under intermediate products)
are appropriately received,
stored and distributed for each
lot and a record of this is

prepared.

H235%5 8 &
Article
23-(viii)

R ORI U, HEEBR N & O
BOBAEREITV., Ok 1
LTWaMHn

Hygienic control of facilities and
workers are conducted in
accordance with the types of
products and records of these

are prepared.
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fERE O SRR GHeoRIEZS

Article te, ) ZEMMIITV, £ Otk aF
23-(ix) EAPNGALYN
The inspection of structures and
facilities (included instruments
calibration) are performed
periodically, and a record of this
is prepared.
F23RE10 | IRAERE A MO IEEE LT 2%
Article BERERE, WEEELITV. £ Ok
23-(x) EAERL L T DD
For sterilization operations and
records are prepared except
outsourcing to other
manufacturers.
F23RE 11 | B, ORAE . A OV AR A PR
Article ONTIREE B 5 Redkic & v fEE B
23-(x1) AEENATORTND Z & 2R LT

AR

The proper manufacturing
controls are confirmed by

records of manufacturing, storage,
receipt, and distribution,
manufacturing hygiene control

and sterilization.




F235:5125
Article
23-(xii)
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Records of manufacturing,
storage, receipt, and
distribution, manufacturing
hygiene control and sterilization
are retained for3 years. (more
than 1 year from the expiration
date; in case of products
required to record the expiration
date (included the case of use
limit; the same hereinafter)
more than 3 years from the
expiration date; in case of

biological products).

F245:H 1 &
Article
24-@)

W IE72 IR K BRSO B A
AT TWDH M)

Test and inspection of the
medical devices are performed

by proper methods.

245 2
Article
24-(i1)

o>\ Tidr y TR, BMIC
DUWTIE BN 2 & I RUEFT IS B W)
TRBREZIT O -OICHLERRIRE
BRELL, ZOREREFER LTV D0

Test samples necessary for test
and inspection are selected per
lot for finished products and

per control unit for fixings and

a record of this is prepared.




24556 3 &
Article
24-(iii)

B R O ICONWT, vy BT
IR A 21T > TV D0,

Eo. MOBEAZFITT 556, @Y
AT TV D H

Test and inspection for products
and intermediate products are
conducted for each lot. In case
of utilizing other institution, its

operation is verified.

R AL AR L T D0
Test and inspection records are

prepared.

F245:E 4 5
Article
24-(iv)

R ENHRE BT 5 2 L 2R
BRIRA ORERICESTHEL, £
FRAAER L TV D)

Test and inspection records are

prepared.

24K 5
Article
24-(v)

TR AT B % i i Mo M B D ik
i GrHsORIEEX &L, ) & EHN
24TV, 2Ok EER L T
Check and maintenance

(included instruments calibration)
of facilities and instruments used
to test and inspection are
periodically performed and records

are prepared.
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Article
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The records of test and
inspection are retained for 3
years.(more than 1 year after
passing expire date; in case of
products required to record the
expire date (included the case of
use limit) more than 3 years
after passing expire date; in

case of biological products)

255 1 &
Article
25-(1)

BUEE AN O E B BLORE R 2 #IE IS
FEAM L. KOS O BERT ) H o H far
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The results of manufacturing
and quality control are
appropriately evaluated and
determination of the shipping
the products from the
manufacturing site is conducted;

and records are prepared.
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Article
25-(i1)

HARF ORI OB T % Fedk & Rk
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The records of the decision of
whether to ship the

products are retained for 3 years
(more than 1 year from the
expiration date; in case of
products required to record the
expiration date (included the
case of use limit) more than 3
years from the expiration date;

in case of biological products)

H265:5 1 1
H1e
Article
26-(1)-G)

W IEZ2 7RIS K0 RIS OE B 21T
WV, ORLERE R L TV D A

The repair of medical devices is
performed by proper methods

and records are prepared.

H265:5 11
%25
Article
26-(1)-(i)

BRI T D Rid A ER D A 22D 3 4
(SRR ICER 2/ TH 55
BIIXEWIM + 34F) REFELTND
i

The records of repair are
retained for 3 years from

the date of preparation (more
than 3 years from the
expiration date; in case of

biological products).
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Article
26-(2)

ERITAR D FHOFK ZJEH L, s
FHEOMEEEICE LSGER LR
A, frEoHEL#ETLL LD
(2. HREHEE ORERA AR L TV D2
The cause of repair is

investigated, and if

improvement actions are required
for manufacturing and quality
control, corrective actions are taken
appropriately, and records of these

are prepared.

SR P R OV B PR D S L 2 B
T HREREAER DO A D 3EM (Y
HORRIZAR 2 |G TH 2 HAITI3A
hIH+ 34) RAFL TV D00

The records of corrective actions for
manufacturing and quality

control are retained for 3 years
(in case of biological products, 3

years from the expiration date).

LEPAES

Article 27

ST Z & 23 E e i I AL D FNEE
ZAERR L TV 5 )0

SOP for complaint handling is

appropriately prepared at each

manufacturing site.

BUERT Z & 1E 7 [BI AL ER 0 FIE
ZAERLL TV D h

SOP for recall handling is
appropriately prepared at each

manufacturing site.

RGP 2 & @ IE7R B C R O FIEE
ZAER L TV 5 )0

SOP for self-inspection is
appropriately prepared at each

manufacturing site.
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28-(1)
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The cause of complaints are

investigated based on the SOP,
and if improvement actions are
required, corrective actions are

taken, and records are prepared.

B85k 2
Article
28-(ii)

EEOWE .. JRIKZEIH OGN Ot
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The complaint handling record
shown contents of complaint,
investigation results of cause
and corrective actions are
prepared, and retained for 3
years from the preparation date.
(more than 3 years from the
expiration date; in case of

biological products)

F295H 1 &
Article

29-(1)

FIEFICESE, BIIZE > T2 H KR %
ZE L, ROEEESOTMEERICE L
THEPLERIGEITT, rEORKE
Z#ELTND )

The cause of recall is
investigated based on the SOP,
and if improvement actions are
required for manufacturing and
quality control, corrective
actions are taken, and records

are prepared.

Ho9SF 2 &
Article

29-(i1)

BN L7z ER s 2 X5y L C—E S
%ﬁbk%\ﬁﬂlkﬁbfwéﬂ
The recalled medical devices are
stored distinctively for a certain
period of time, and they are

appropriately discarded.
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Article

29-(iii)
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The recall handling record
described contents of recall,
investigation results of cause
and corrective actions are
prepared, and retained for 3
years from the preparation date.
(more than 3 years from the
expiration date; in case of

biological products).

H305655 11
w15
Article
30-(1)-G)
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The self-inspection for
manufacturing and quality

control are periodically
performed based on the SOP.

o5
Article
30-(1)-(Gi)

H O RO R 2 FAEEINE I LT
LECIVHREL TV D0

The result of self-inspection is
reported to a responsible
technical supervisor of medical

devices in writing.

H305:56 1 11
%35
Article
30-(1)-(ii)
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The record of self-inspection
result is prepared and retained
for 3 years from the preparation
date. (Shelf life plus 3 years in

case of biological products)
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Article
30-(2)
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The technical supervisor of

medical devices verify if the

handling of self-inspection is

appropriately performed based

on the report.

H305:55 3 H
Article
30-(3)
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If improvement actions are

required for manufacturing and

quality control based on self-
inspection result, corrective

actions are taken appropriately;

and a record of this is prepared.

RS LTS B O U E B
T HEERAAER O BB 34/ (AW
HRIR D /W TH L GEITITA
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The records of corrective actions
for manufacturing and quality
control are retained for 3 years.
(more than 3 years from the
expiration date; in case of

biological products)
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Article 20-(1) :
Based on the provision in paragraph (2) of Article 20 in the GMP Ministerial

. UBEENGENLOT

Ordinance for Medical Devices, as standards for structures and facilities in the

manufacturer (excluding the manufacturer conducting only storage of final products) of

the medical device of sterile medical device include the relevant criteria, the

manufacturer for sterile medical device should be is described as well.
F20RE 1A, FEE 2HEEVOFSEHEIHE : RETHLIHEBIZOWTIE, EH#H., AF Y a— V5%

ZHlFEICRER L, WMo 2 &,

Article 20-(1), Article 20-(2), Article 20-(3) :
For non-compliance items, appendix that included the improvement policy and
schedule should be attached.
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Article 21, Article 23-(v), Article 23-(vi), Article 23-(vii) and Article 23-(x) :

When all product items produced in the said manufacturer are confirmed to have
been appropriately produced, describe as "all items compliance". If there is the
product item inappropriately produced, describe as "(name of non-compliance
product items) non-compliance" as well as describing the reason to have

determined non-compliance.



