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Form 7 GMP inspection sheet related to manufacturing for veterinary medicinal products,
regenerative medicine products and medical devices

2. BAERSHMGMPESRBR

2. GMP inspection sheet for regenerative medicine products

RLEFTPTE
Location of the
manufacturing

establishment

BLERTA PR
Name of the
manufacturing

establishment

B FERT T s A H~ AT A H
Valid period From Year Month Day until Year Month Day

ST A REE & A % 2
Manufacturer license seizousaisel No.

number

USSR A X Sy
Manufacturer license

category

TETRXS S (KywEa
HEDHEIZRD, )
Manufacturing process
category (only for the
examination of
conformity regarding

type of manufacturing)

RRBRICAR LM E (K S
PEREDOLE &R, )
Inspected products
(exclude the case of
the examination of
conformity regarding

type of manufacturing)

SIRER A B KA

Date of inspection Name of inspector

(K& HI)

General rules
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Relevant . . ) Non-
. Inspection item Compliance ) Remarks
article compliance

FILE1H
Article 3-(1)

REEHE OF O FICEFIEEE RO
EEHELE N EN T D D

The manufacturing control manager
and the quality control manager are
supervised by the manufacturing

site manager.

% 3KH2H
Article 3-(2)

o B B M 3 s
ARAYIR

The quality control department is

HERFY 22 ST LT

independent from the manufacturing

control department

% 344 3 H
Article 3-(3)

REEHE FTA
NQAYAAY/D

HEBBELE kR

The manufacturing control manager
1s not serve concurrently as the

quality control manager.

FASRE 1A
B15
Article
4+()-6)

BUSERET, ROEEREA,
BaAEE L TND

The manufacturing site manager

o BB BT

manages the manufacturing control
manager and the quality control

manager.

HAGRE1H
%25
Article
4-(D)-Gi)

ROEE BRI, EIHLHE, BILE K OH
CSRRICBET 265 21T TN

The manufacturing site manager
conducts complaint handling, recall

procedures and self-inspection.

HA5E2H
Article
4-(2)

W Y R B S R T

DICHT- AT D ERRNEHICL

TWa 0

The manufacturer pays special
attention to ensure that the
manufacturing supervisor does not
interfere with the operations of
his/her duties.




H5% fn B Z & R OME P 2 & (2 1F 7 S A v
Article 5 EEERLTND N
The manufacturer prepares an
appropriate product standards
document for each product and for
each manufacturing site that
manufactures the products.
(&5 )
Manufacturing control
E 38 - g - AN .
Relevant . . Non-
. Inspection item Compliance Remarks
article compliance
%65 AT 2 & 20 IE e R A LR A Rk
Article 6 LTWa»

The manufacturer prepares an
appropriate manufacturing control
standards document for each

manufacturing site.

RGP 2 & e 2 BOE A L e A
TERL L TV % 70

The manufacturer prepares an
appropriate sanitation control
standards document for each

manufacturing site.

EUTERELS
Article 7- (i)

S BB i 1 E e s R X E & TERK
LTWa

The manufacturing control manager
prepares an appropriate
manufacturing instruction

document.

BIT&RFE2H
Article 7- (i1)

RIS EAREE L, KICEDLNEEBEZABIT> TV XITH LN CDHEL

72 B EFICEYNATHhE TV S

The manufacturing control manager conducts the following operations by

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

A RERKEICESSRENTD
() TN D H

To manufacture the
products on the basis of the
manufacturing instructions

document




(b)

my 2 (my ALV
L oW T IER ST, BUF
T, ) (CBEICET D RekafF
R LT B

To prepare records of the
manufacturing of each lot
(products that do not
compose a lot, prepare of
each product number;

same hereinafter)

()

KR OFRROEEIZHONTE Y b
TEIZENDEIETH D F &R
L. TOme /Bl L TWo0
To confirm that the labeling
and packaging for the
products are correct for each
lot and to prepare a record
of this

(d)

B O IS\ Tide » R Tk
W2, BMICOWTITEEEAL Z LI
CEIEICRE L, ML, £ oRtk
ZAERL L TV D )

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

(e)

REIE R DIR 2 Mg L. £ DR
FRAAER L TV D H

To confirm that the structure
and the facilities in the site are
clean and to prepare a record of
this




~ TG R A 8 B9 R L.
() T DRERE R LTV 50

To periodically inspect and
maintain the structure and
the facilities in the site
(including the calibration

of measuring instruments;
hereinafter the same) and

to prepare a record of this

k TEEB OBAE 2TV, TOR
(2 BREAERL LTV B
To manage workers' hygiene

and to prepare a record of

this
VA OB ER 5T > TV D0
(h) Other necessary operations

are conducted.

BT R 3 |BUEEHEMEIT, /G, RE. BT

Article (CROERTAEE IR T HE0ekIC L 0 S

7-(1ii) B ONATON TWD Z 2R L, +
D B RS FLE T LT SCEIC L
HLTWD 0

The manufacturing control manager
confirms that manufacturing is
appropriately controlled through the
records of the manufacturing,
storage, taking in and out of
storage and sanitation control and
reports the results of the

confirmation to the manufacturing

site manager in writing.




BTRE AL |BOEEHEME T, RiE RE HEoN

Article SR A B BLCE T 2 RREk A ERR D B 6 2

7-Gv) OFHE EHOHIRE ETe, LLTFRLC,
) D% T A AN GEE LT 3ENRET
L E TORRAFELTND M

The manufacturing control manager
retains the records of the manufacture,
storage, taking in and out of storage
and sanitation control from the day of
the preparation until 3 years passed
from the expiration date (including the

use of expiration date, hereinafter the

same )
%84 FARYR THIES 2 45585 1 TACHUE T 2 Z S BY9s OIR R 2 5 3 2 A %
Article 8 fGORGEEF 1T, USHELEERSRINCRDOIEEEZITY L &F, RIBIF32FEY
BESF LTV B0

Manufacturing establishments of regenerative medicine products that
use pathogens prescribed in Article 2 paragraph (1) of the Act on
Domestic Animal Infectious Diseases Control strictly adhere to the

following matters.

F 15 [1FEENITBRCAKDREZ L7222
® [REBAT B E L HIT, FERAND
K, BEm K ORI NITEEEZ
DMDOIEZEENITRE SNV TWVDHK
fifi e Qs B O R OE i )k OVH 3 &
LTWna

To introduce dust-removed

and sterilized air into the
working room; and 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

%25 (EEBUANOFENEEEICHAD
(i1) L2 LEBIRL TS M

To restrict persons other
than workers from entering

and leaving the working

room




%35 | FEBRFORERICL v iHERS N
(i) 7o in AT A B . R UE T
DIENIZIN T, BEAISUTHEFE L T
ARV

To incinerate or disinfect
items, instruments or
equipment contaminated with
pathogens of domestic animal
infectious diseases in the

manufacturing site

Has |[fEERIT, EREFTICBVWTZOKR
Gv) Al S OV 4 % R T2 VR SE A DR K
O L, MEZEPITITTER R
TEEMDOEF /RO~ 27 ZE M LT
W50

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.

#

%%

RUEREF T, T 2 M U O BRSO\ T, RIS 5 FHICET 55
gRAER L. o, ERO R CYREMIR SO TR 2 &S I T 2 5612 d - T
BEITHEA L <2272 A) 226 5AEMRMFEL T D)

Manufacturers prepare records concerning the following listed

matters with regard to the handling of cells and cellular tissues used
for manufacturing and store them for 5 years from the day of
preparation. (in the case of using cells or cellular tissues for
manufacturing, from the day when they are no longer used for

manufacturing)

H15 Ml IEfkoa R (A 2B
@ o ) RO DK

Name of the cell or

cellular tissue (including
name of types of cell) and

its origin
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(1)

SRR OEZEOFEA A (K —H)
Winb BRI L2582 H - T, £
He U7z iz, BREXL724EH B RO
W L7z & & Dt

The recipient and the date of
receipt (in the case of collection
from donor animals, the facility
where the cells are collected,
the date of collection and the

record of the collection)

935 MR ARREEA B R OSEOGTE

(1) Number of the passages, the
date of the passage and the
method of the passage

A |[MERTICA U2 bR Nz hucxt L

Gv) TE ol E
Changes that occurred
during the passage and the
action taken for it

5T [EMFRIMER M O I A LA

() H A
Biological properties and the
date of examination of these

H 65 |IRIFIE

(vi) Store method

BT |MECHEA L X%, 2OFEHAHA

(vii) | W ONC B G R OBE RS
When used for manufacturing,
the date of the production, the
product name and the product
number

F8 | XOMBE LD FIH

(viii) |Other referential matters

(b EAE 2

Quality control

BAE 38
Relevant

article

g H

-~

Inspection item

1

Compliance

il
Non-

compliance

e

Remarks




#1045

Article 10

BUEPT 2 & IR R B A R
L TWD 0

The manufacturer prepares an
appropriate quality control

standards document for each

manufacturing site.

EARES ARG
Article 11-G)

mEEHELE IIRICBIT 254 8 517> TV D0 ULd b2 LOFRE L 72 FH TG
B D@ TNZATOE TV DD

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.

A | FER OB IC W Tl vy b TR
() |« B OV TIIEEHA 2 &2
WAL AT 5 DIZLE R R 2 I 5k
L TWDH

To collect samples necessary
for testing from raw materials
and products for each lot and
from components for each

control unit

BAERIGGE Sk 2 ERL L TV % 2

To prepare a record

=B E=3: R Byt T N Y AN = S NP " =
(b) | ERHANT = & (S0 RRBR R A 21T o
TV, Fio, Mo 2R
L5 EEYIIAT O TV D )

To conduct testing appropriately
for each lot or for each control
unit using the collected samples
in the manufacturing site; when
a contracted testing institution
conducts a test, it is

appropriately tested.

AR AT Rdk & MR L TV %7

To prepare a record
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To store the sample of each lot of
the products at twice the amount
required for the designated tests
as reference samples (or
adequate amount, if it is difficult
to secure the required amount)
for an appropriate period under
the appropriate storage
conditions; after one year passed
the expiration date of the
products, when biological
products of regenerative
medicine products used in the
production of the products
(meaning raw materials
derived from biological
ingredients (excluding plants)
used to manufacture products)
are stored instead of sample

of products, they are stored
under the appropriate storage

conditions.

(d)

AR A BT 2R Lk O Ao
TEHI 22 KRB 21T > TV 2 )
To conduct periodical
Iinspections and maintenance
of the facilities and
instruments that are used in

testing




AR B A O mURR B G R R 2 VR AR L
TW5»

To prepare a record

| RF—E Dz AT O A%
() |DHRBRMAIC LI IREHEIT > TV
LY

To conduct necessary works
for the testing of donor
animals at the time of

receiving and after

NI —E D AFURE J OV A%
DRERRALN L BRI DRIk & 1F
B LT 5

To prepare a record of the
necessary works for the
testing of donor animals at

the time of receiving and after

~ | ZOMMEIRFER 24T > TV DD

() |To conduct other necessary

operations

F1SEEFE 2 =5
Article11-Gi)

B AR R OHIEZITV. EORE R A R
A B e O A PR T 1T SCEIC R Y
WL TWDH0

To assess the test results and to
report the assessment in writing
to the manufacturing supervisor
and the manufacturing control

manager

FIERE S &
Article 11-(Gii)

AR EICEAT 2 Ao BN A
IO T 28 ANGER LT3N
i35 £ TORMRFEL TV DD

To retain the records of tests for
3 years for medicine products from

the day of preparation




B125550 1 THE
15

Article
12-(1)-G)

HONUOIRTE S NE T, BEEHEY
o PR OO J 2 1 E IS RN L C A oo
T D DG O RIE OIRTEZATV, £ D
RLERZARRL L T DD

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

record of this.

B125%50 1 THE
25

Article
12-(1)-Gi)

Hiff D AT I B4 2 Rlek & FLdk D H 22 B A
AR O T3 28 B B LT 340
i3 2 F TORMRFEL TV DD

A pre-designate person retains the
record of the determination of the
shipment from the day of the
preparation until the day of 3
years passed the expiration of the

registration of the products.

125k 4
Article12-(4)

HiT D AT DWRTE D T4 D F CTRUERT D
S RS S AU TUVZR U

The manufacturer doesn’t ship the
product from the manufacturing
site before the determination
prescribed in the Article 12-(1)-(1)

is made.

(& Dt D BUEE PR K OB A PRI BT 2 26755)

(other matters related to the manufacturing control and quality control)

PET S il
B i g i i
Relevant ) ) Non-
. Inspection item Compliance Remarks
article compliance
CARES BERT Z & I E R B E O FIAIZ B 5
Article 13 SCEAAFRR LTS H

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

site.




BUEHT 2 L T E AR IALER O FIEIZBE %
CEZAFRR L TS D

The manufacturers prepare an
appropriate document concerning
the procedures for product recall
procedures for each manufacturing

site.

BEERT Z L ITEIEZ2 A CAROFIRCETT 5
LEEFRR L TS0

The manufacturers prepare an
appropriate document concerning
the procedures for self-inspection

for each manufacturing site.

F145F 1 =
Article14-()

RSB IE L, EIEOEROTFIECRET 5 3
FICESE, KREZZEH L, SEEIE
S EE P BE U CUEEDS LIRS TR
B Z#H T T D0

The manufacturing supervisor

il

determines what led to the
complaint and then implements
appropriate measures to iImprove
the manufacturing and/or quality
control systems in accordance with
the manual for the procedures for
dealing with complaints, if

required.

CAEES PRe
Article14-(i1)

EEOWNE . JRIKFEH ORE R OCYeERTE
Zoiial L 7o B ECER 2 R L. fER D
A BA RO T3 28 B 5L
T3ENFIRT 2 ETOMRFELTWND
7

The manufacturing supervisor
prepares the record of complaints
dealt with, which describes the
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




F165F 1 5
Article15-(3)

RUEF IR, RIS O RN BT 5 3¢
ECHSE | BUCESTRFZ5EH L
RGO T E A BB L CBeE B
%6 . PTEOHE AL TV 50
The manufacturing supervisor
determines what led to a recall
and then implements appropriate
measures to improvethe
manufacturing and/or quality
control systems in accordance with
the manual for the procedures for

product recall, if required.

1555 2 5
Article15-(i1)

B L7z R 36 0 & X 4y L C— @ WM OR A
L. @Y L TV DH 0

The manufacturing supervisor
stores a recalled medicinal product
separately for a specified period
and disposes of the product
appropriately.

H15H 3 75
Article15-(iii)

B DONE., JRIE TR ORE R K OB
Z OB ST 2 A L 72 [ AL B R bk
ZAERC L. AR D B b A IR O T
THMANGREL T3HEN/KBTLHET
DOERAFEL TWD H

The manufacturing supervisor
prepares a record of a product
recall, describing the recall

details, the reason for the recall
and the corrective actions and
retains the recordfor 3 years from

the day of preparation.




Article
16-(1)-G)

SOEEHEE L, FIEICET 2 CFEICERSE
. BRUEE AR OB E BRI OWT, EHW
ICHERBEZIT> TV D00

The manufacturing supervisor
periodically conducts self-
inspection of the manufacturing
and quality control systems for
the products in the manufacturing
site, in accordance with the
manual for the procedures for self-

inspection.

F165H 118
25
Article
16-(1)-(i)

HORBROR R ORLERAEER L, ERD
H 722D 3ERPRAF L TV D0

The manufacturing supervisor
prepares a record of the self-
inspection results, and retains the
record for 3 years from the day of

preparation.

F165< 2 18
Article 16-(2)

HORBRORERICESE, REFHLW
i B BB U CUCE RSB E RIS A T
BOREZE L TVDH D

The manufacturer takes necessary
measures when the self-inspection
result suggeststhat improvements
are required in the manufacturing

and/or quality control.

EE O AERR L. 1FRDO AN HZ DR
M+ 34E) RFL TV D00

The manufacturer prepares a
record of the measures taken, and
retain the record for 3 years from

the day of preparation.

F =y Z7HBIZHEY LRWGAIZIE, HBMMICRZE LRWEER 25E#3 2 2 &,

When a check item is not applicable, state the reason for not applicable in the

column Remarks

FoH&. BTERFE LS, RAEE2Er, FAE N, FAE = YiZEficsn»TiliE I 5 20
WTHEEICER SN TWD Z L 2R LZHEAICE (2B &, BECERSL TRV
BRHHEEIIT T (RETHDIMEL) IZOWTHAE] R AL B, R &k L7 Fh %
AL TR Z E

Articleb, Article7-(i), Article7-(ii)-(b), Article7-(ii)-(c), Article7-(i)-(d) :

If all products that are manufactured at the manufacturing site 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)] non-compliance" and write the reasons why it was

judged not to comply in the column entitled Remarks.



