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Attachment 3

To: Office Director,
Office of Manufacturing Quality for Drugs,

Pharmaceuticals and Medical Devices Agency

Statement
It is hereby certified that there is no discrepancy between the manufacturing
process(es), specification(s) and analytical test method(s) of (Product(s) subjected to

inspection) in (Name of manufacturing site) and the content(s) described in the

Marketing Approval Document.

Product(s) subjected to be inspected: (Please specify all the products to be inspected.)

Name of manufacturing site:

Address of manufacturing site:

(The name of responsible person of the site) YYYY/MM/DD
(Title) Date
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Attachment 4

To: Office Director,
Office of Manufacturing Quality for Drugs,

Pharmaceuticals and Medical Devices Agency

Statement
It is hereby certified that there is no discrepancy between the manufacturing
process(es), specification(s) and analytical test method(s) of (Product(s) subjected to

inspection) in (Name of manufacturing site) and the content(s) described in the
registered DMF.

Product(s) subjected to be inspected: (Please specify all the products to be inspected.)

Name of manufacturing site:

Address of manufacturing site:

(Name of responsible person of the site) YYYY/MM/DD
(Title) Date

(Name of DMF in-country representative) YYYY/MM/DD
(Title) Date
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List of Procedures, etc.

Attachment 5

Procedures, etc.

Name of

procedure at the

site

Procedure
Number

the latest
Revision
(Revision
date)

Explain why any
procedure isn’t set up
(if applicable)

Procedures for Management of
Release

Procedures for Validation (including
Procedures for Process Validation
and Procedures for Cleaning
Validation)

Procedures for Change Control

Procedures for Deviation Control

Procedures for handling
quality-related information

Procedures for Recall

Procedures for Self-inspection

Procedures for Training

Procedures for Document and
Record Management

Procedures for Product Quality
Review

Procedures for Management of
Supplier of Materials
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=K1

Form 1

LN EMCBTHIRENRABEEFICET IHE
Outline of Product(s) Subject to Inspection

VR 4 A HEBIE
As of DD/MM/YYYY

fLhERGEEFORA (EANTH ST
%, BB OREZ OKA)

Name of marketing authorisation
holder

it H 44

Product name

BUERT D4 FR

Name of manufacturing site

YRR OO FTLE Hi

Address of manufacturing site

FAEx SR B FICET 2 E#R FETHOCVEAEZTEH LTI,
Information of product(s) subject to inspection
Please put X in the appropriate boxes.

Rl - it |RERE L O — R TR E TOREITRD
Buildings, From APIs manufacturing to the primary packaging
facilities and &=
equipment Buildings:
O ®H O JEH (—E3EHE25T,)
Dedicated Shared(including partially shared)
BUTE X8
Manufacturing areas:
O %=H O XH (—EEHEET,)
Dedicated Shared(including partially shared)
RUOERR it
Facilities and equipment:
O ®BH O L (—EEHEZET,)
Dedicated Shared(including partially shared)
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kg T (A EZ &) ) I8 T 256121
Fa LT 5 R ED
When buildings, manufacturing areas or facilities and
equipment correspond to “shared (including partially shared)”,
please provide information of the product(s) sharing them by

putting X in the appropriate box(es).

OEAEsEEYE (HbAFOAT A RE (ERLvE, 3EED
PRV AT 1A RNE) LCHlfazEtED H 5P AKID X 5 125 SR
TER X IHE R/ T 2WES)

Highly bioactive substances (including strong pharmacological
and/or toxic substances such as some sorts of steroids (e.g. sex
hormones and strong steroids) or cytotoxic anticarcinogens)
OX=v U RbEwE OB 77 % L5%04EWE

Penicillin antibiotics B-lactam antibiotics

O EFLICiEYS 72 L COBfR7e L
None of the above Not to be disclosed

TR TRUBEORIE TR D MRk - sRIHEES
Buildings, facilities and equipment in and after the secondary

packaging
O =M O £/ (—EEHEET,)
Dedicated Shared(including partially shared)

RS TR O (72
L —ZHFEIED
HERFEOLEIL, —
X GDOHEPH D I L
SR % FEE)
Manufacturing
process etc. (Note: in
the case of the
application entailed
in application for
partial change of
marketing
approvals, put X in
the only subject for
partial change)

O A% Manufacturing of API intermediates

O JER#EE Manufacturing of APIs

O FHEO—M TR (FREDOMIREFE)

Part of API manufacturing process (Milling of APIs, etc.)

O J53 /N7y Subdividing of APIs

O U, JFEEp g (WCB &te) OFRE

Storage of APIs and Intermediates (including WCB)

O JFEEDFER Testing of APIs

O #HIHLE Manufacturing of drug products

O ®WHO—MIE WHO=—F 10 75%)

Part of drug product manufacturing process (Coating of drug
products, etc.)

O ®FO—kpdt (PTP @k, K FLVFEES)

Primary packaging of drug products (PTP packaging, bottle
filling, etc.)

O #4A o — R EELIFE O TR - 7~ Secondary packaging of drug
products and subsequent process/Labelling

O v BAOLRIE Storage of Bulk products

O & EA| DR Storage of Drug Products

O #54 DFER Testing of Drug Products

i

Product information

O AW)=r %)% Biological product, etc.

O S HFAE A Modified release drug product
O v U > VS HAl Syringe injection drug

O #% Infusion fluid

O ¥y R4l Powder injection drug

27




O] kG R854 4 Lyophilized injection drug

O R ESA Liquid for injection

O $&A1. A7 uAl HOE BRI, RERSERN], ke
Tablets, Capsules, Powders, Granules, Tablets for Oro-mucosal
Application, Tablets for Vaginal Use

O BRI, 7 U —2H, ARG ABAL 7 LH

Ointments, Creams, Liquids and Solutions for Cutaneous
Application, Suppositories for Rectal Application, Gels

O WAAL WMATT > — LAl

Inhalations, Metered-Dose Inhalers

O sUARAL ARERE A

Ophthalmic Preparations, Ophthalmic Ointments

0 A&FFA Patches

O A7 L—4Al, A A7 L —%l| Sprays for Cutaneous
Application, Sprays for Oro-mucosal Application

O BAH, ey 7H7, DR, EEA

Liquids and Solutions for Oral Administration, Preparations for
Syrups, Liquids and Solutions for Oro-mucosal Application,
Enemas for Rectal Application

O SHA, &% Ear Preparations, Nasal Preparations

O #&0+ VU —#Al Jellies for Oral Administration

O 4+ H[E A Solid Dosage Forms for Cutaneous Application
O AERERA, EmAERAL A Semi-solid
Preparations for Rectal Application, Suppositories for Vaginal
Use, Semi-solid Preparations for Oro-mucosal Application

O LAl AA], =% 24| Pill, Teabags, Extract and Fluidextracts
O EREAL BA - JiEl. Fo %8, HEAKAL iitx 24
Spirits, Infusions and Decoctions, Tinctures, Aromatic Waters,
Fluidextracts

O o ( %) Others (dosage form : )
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Ji A
Information of APIs

MF #I|H

MF registration
O #F
Registered

O

Not registered

O B A2
New active ingredients
O BEFA R

Existing active ingredients

¥ ZOBNEY, HETHLOE—OEITEERIRL TS
AN

* Please put X in the appropriate boxes from this area.

O U 7 F > Vaccine

O BBz Hilaksas A

Recombinant DNA technology-applied or cell culture derived
drugs

O Huinyi Antiserum

O ®AEEEYE (bOoHEOAT e A NME (ERALES {HED
PRV T 1A R5) MR EMED & 5003 AFI O K 9 IZ iR WFEEE
TER X3 EmEZ AT 2 WE%)

Highly bioactive substances (including strong pharmacological
and/or toxic substances such as some sorts of steroids (e.g. sex
hormones and strong steroids) or cytotoxic anticarcinogens)

O X=vU U RHAEYE Penicillin antibiotics

OB7 7 &% LFXHUEYER lactam antibiotics

O ~\U U ¥)’E Heparin-like compounds

O b FHK%'E Human-derived materials

O4#K (3K L L CT?) Crude herbal medicine (as API)

O 4 X > Vitamin

O EfEizazs 72 L ( )

None of the above ( )

O 55K Sterile APIs
O FEMEE 3K Non-sterile APIs

O HEULE Products listed in Japanese pharmacopoeia
O &MY Food additives

O Zofh ( )

Others( )
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flE ik BE TRO|0 BWE#AEIE Aseptic processing

FpiEs O B #&IFE Terminal sterilization

Manufacturing O #fe4A £ Continuous Manufacturing

Process, O FH#A > A~2—2 Design Space(s)

characteristic of O /X7 A MU » 27 U Y —R Parametric Release

Manufacturing ] RTRT

Process® O FYA MY w27 U YU—2Z Dosimetric Release
O % ofth Others ( )

KFEFARR & OB 0 PACMP #H#k i H PACMP

ZOMBEES EICE O EBUTHEZ W B SAKIGAKE

ERARLE O @z Hih B Notification for fast-track review

In relation to all O Zofth Others ( )

kinds of

consultations

Other information
relevant to the
application

TrbEANY F—

ay®£mﬁm&¥@
BHREOL AL

nﬂﬁﬂ” ,)

PV status

(If a regular

inspection, it’s

unnecessary to fill

in.)

O & FROE X 7 —v i 3 Ny FORMET PV &%
M L7z, XX+ 5TETHD, (FEmHT: Pk F A
5 H)

PV was (will be) conducted under the following conditions: Use

of commercial batch production equipment/ Commercial batch
scale / Continuous 3 batches. (Date®: MM/YYYY~MM/YYYY)
OFERER G R r— v e 3 Ny FLUSNOSEET PV
I LT, IXEMT L2 TETH DL, (FEH: ¥k F A
ne o H)

PV was (will be) conducted under the other conditions. (Date:

MM/YYYY~MM/YYYY)

GQP B 7 RITE
S HIR D
Agreement in
accordance with
GQP Ordinance
Article 7

O f& (BuwkoH e A H)
Concluded (Date of agreement : DD/MM/YYYY)
O (FZ77 bagte,) BROTEH: # H H)
Not concluded (including draft agreement)
(Expected date of agreement : DD/MM/YYYY)

SUBBLEFTORIE TRANTALO LRZEFHHEDH, DIV EEAFHEH L T EE,
6 Please put X in the appropriate boxes only if the manufacturing process of the site has
any of these operations.

T A

RHCRER O L AL, FEhiTEA 2 L T 7ZS W,

8 If PV is not completed at the time of submitting GMP compliance application, please
write a scheduled date.
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SMETRBRIR A RRBES  (BREE D4 B

(FIH+ 284127 [Name of the laboratory

WTozLl.) FA B8 D FITTE H
External testing Address
laboratory?0 ESE
(if applicable) Telephone:
O JrekaiER

O B#oftifiszt (7 |Raw material test
N— TN A ARy

i) Name of the test:
In-house Laboratory |0 T.F& N & Flallk
(including affiliated |In-process control test
companies'?) AR

O ERELS DS |Name of the test:

B O HifaraliR

Facilities other than |[Release test
listed above A4

Name of the test:

9

SRR AR ORI HICEE L CTid. B oMo & ik & 2 LIS O/ BRR
B L 2000, BEOHLHAICEIMEZBNL TRET L2 L2 L TS, £k,
SRR AR 2RI H L CIT 9 RBRIC D Wi, TRUBRBR) . [ TRANEERE ) U

TR OWT LS T 2 EFTICRE L T ZEW, b, ARG, BIEHL,
S HKEAGE (HEE) FED Thy MO & AIAE ] AICFEE S L7 By O b B AR
BT 2R b METT, 2720, BEE=XV U7 RIURIHABRMREICE T 5T
RETT,

10 If utilizing testing laboratories, please clearly indicate in-house testing laboratory or
external testing laboratories. If there are multiple laboratories, please add the column
as you needed. Please breakdown the outsourcing tests to “Raw material”, “In-process”
and “Release”. Do not forget to put all external laboratories where conducting all tests
indicated in application (eg, API, excipients, WFI etc.). Exclude the laboratories which
conducting the Environmental monitoring test (eg. Microbial test, Identification of
bacteria etc.).

1 — 72 B IREEAHNC & 5 56

12 Manufacturers managed under same quality control systems
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HMEBERBR AR AR BT AR D R DRI (GMP A4GH 11 5. GQP &
TETRIRLTRD & ETe,)

External testing laboratory: Agreement(concerning GMP
Ministerial Ordinance Article 11 or GQP Ministerial Ordinance
Article 7)

OfF Bk H - o A H)
Concluded (Date of agreement : DD/MM/YYYY)
O (K77 hate,) (BROTER : 2 A H)
Not concluded (including draft agreement) (Expected date of
agreement : DD/MM/YYYY)
Bk A FA2 ¥4 Name of the counterparty:

O34 Manufacturer

DGk 7e %% MAH

0% DAt Others ( )

SRIABR IR EERRPII R 5 a5\ X 1 25 2, B (D@ 1 A5 3 0 9 (2)
o DO MEIATHES A B R O 1. IR S H A R O T o
BFEICREO L B0 KR WEFTFOAF KO (IUEFFOPTER ) 1
(FREEOMETOWR) £ L, [SMERBBRAREE ) OMICTIE G0 B3R
BB B T 2 WIEE R LT S

#When an application is for an external testing laboratory, the“contracted manufacturer
information” should be filled in the space provided on “Name of manufacturing site” and
“Address of manufacturing site”, and, the “external testing laboratory information” should
be filled in the space provided on “External testing laboratory”, respectively, as mentioned in
Apendix1l No.2, (Note of) 1. Outline of Product(s) subject to Inspection of “Documents
required by inspection authority”, 3-9(2)-d, Chapter1, Enforcement Notification.
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%=X 2
EXLAERHME (BAZERE

FEk 4 A HEE

BUEFT O 4 B

FLERT O PN

A BN R H H
FF AT DI PRIy
DUNS ##% ((RELTVD5HE)

wEEH - MER%FEZED,)

EXFEAE LS T QC M QA #l1
A A A A
B E Y
i %
& FAX
E-mail

BEFRCTHEL WA TRTOREE (TRTOREEON, S AITOLEEE ()
PIZFEER)
(] : 50 ALABLEL TRV, 50 5L EH DN 10 & B BN ETOBE : 50 (10) )

JER - A | RANE TR | REBE TR | ke TR
AR DARE « o1 -
PRAE D F
5 i B 2K
* FRAMEDO YL, FRWEEEA T Hin B EE i,
BRI
R= ) R
WE
B T % LFZHE
WE

H) 1. SEFEEYE & 1X. HEFEORT A FE (EARLvEy ., EEORWRT o
A RE) PO H PN AFIO L H ICHRWEFIWER X IXE 26T 5208
HEAEWD,

2. JFEEO/NF B Uik, TEEE - FRR] oOfiziesl,

ARGk B DRI
i H A4 F 7 I3RS Y 3% &P C O B3 BA A R ]
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A O

SR TS i =N AL

B i % 1 SRR R A e A 1 A

HRERQO FEALTWIEERIVEa—F{LT AT A)

HH/ O B a—H [JERP [IMES OJLIMS DCS

b 2T DL e ) OfEfZL

WE 5 FEROITBRERE N D OBELEDFH I

1T R4 15 1 *F5 0 B 4 it 18 FEH N E T D
7l

B 5 M OENY - GMP READOHE (4 OB AITIHEE % k. )
|

BELGEROT AL, HADREADDOHR TR, FAEORNZFFMITEH L T EEN,
Bz X, KE FDAEBZEIZT, V—=U 7 LA —NRAELTESLGAIX. ZOELRH L TR
W, REAOHAE, T LEE 5 FEf oI, GMP R#EE O8] (T3 2 #i LT
<&V,
G
A
A A
J—= T LA —FY) (0%, #HE)
&SIy
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#R= 3
Form 3
EXAMERHE GERERR)
Outline of Drug Manufacturing Site
(Foreign Manufacturing Site)
VR 4 H RBUE
As of DD/MM/YYYY

RITERT DL TR
Name of
manufacturing
site
BT FIT O BT (E
Address of
manufacturing
site
PELG S ESpa
Contacts in Name of the company
Japan e
Name of the department
o243
Contact person
Phone FAX
E-mail
PER LHRSEFEH A
Accreditation No. Date of initial accreditation
FATE O R RIE DX Sy
Expiry date Accreditation category
DUNS #7%5 ((RELTWLHH)
DUNS number Gf you have any)

wEEH (- MEEEEZED,)

Numbers of employees (including part-time employees)

BIEEB R REER QC #iF QA it
Total Manufacturing QC department QA department
department
A A A A
RIEFRORMLE

Responsible person of the site
(Qualified person in the EU, or head of quality unit in other countries)

K4 k44
Name Job title
HEa

Phone FAX

E-mail
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BEFCRE LTV AT TOMBE (TRTOEBEOHN, BARBITOHEEE ()

PIZEEE)

(B : 50 FHABLEL TRV, 50 B DKW 10 S EXBARRITOHBE -

50 (10) )

Number of manufactured products (Number of products exported to Japan should
be described in parenthesis.)
(eg. If the site manufactures 50 products and 10 out of 50 products are exported to

Japan: 50(10))

CTREETRE
, | T | D R IR
s - IR BANELR o FD
Manufacturing of Manufacturi After Secondary
APIs/Intermediates | -8 of drug i kaging *
Products primary packaging
packaging | Labeling -
Storage
gL B -
Number of
products
AR RE M E
Highly bioactive
substances
N= U URPLAE
W
Penicillin
antibiotics
BT 7 &L
PLAEME
B-lactam
antibiotics

H) 1. SAIEEWE LI, HAFEOARAT A NE (ERLEy, EHEORWAT oA RE)
SOHAEEIED B D HIRAFN D K D IRV EEVEH I FHE 2 BT 5WEE VD,
2. JFEEO/NFIFICB LTI, [JR3E - iR OMIZFEH,

Note)

1. "Highly bioactive substances" include strong pharmacological and/or toxic substances
such as some sorts of steroids (e.g. sex hormones, and strong steroids) or cytotoxic
anticarcinogens.

2. In cases of subdividing manufacture of APIs, please fill in the Manufacturing of
API/Intermediate column.

FRE RS B DRI

Information of the products subject to the inspection

i B 4 F T2 3R
4 (R4S
oz &)
Names of the
products or APIs
(Please specify

English names as
well)

U ERTTO
il B A I 1)
Commercial
manufacture

started from
(MM/YYYY)

YRz G P RE o
WK 168 R 0 R
Marketing in EU and
US started from
(MM/YYYY)

YRz G TS L o
PN B 4 R ]
Marketing in Japan

started from
(MM/YYYY)
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Al O

Information of the manufacturing site I

3 T ki T R B AR

Area of the site Area of the warehouse

L ot R T A IR AR At B 1 A

Area of the manufacturing facilities Area of the testing laboratory

BRERQ HERALTWIEERIVE2—F{LT AT A)
Information of the manufacturing site I1
(Overall function of major computer system adopted in the manufacturing site)

HE/a L Ea—421b
VAT LADOLFR Name | HERP COMES OLIMS [COIDCS

of major computer O% Ot Others ( ) OfEA 72 LIN/A)
system

BE 5 R DOITBHERE )b DERDOFE
History of GMP inspections by regulatory authorities over the past 5 years.

1B RE A R 14 x5 H 4 i 14 FHhF DR
Name of Inspection | Name of Inspection Type of inspection
regulatory date inspected results!* (On-site/Desk-top)
authorities products

UEZFEROFAIL, HEDPREEG DDA TR, HEORIZFEMICEEH L T 7Z I,
Bl 21X, KEFDABLEIZT, V—=V 7 L ¥ —RRAELELAIE. TOELREL T
SV, NEAEOHEIE. T NEE 5 FH ORI, GMP NE&OA ] ([THZE25H L T
CTEEWY,
(Fea )

W

NEE

V—=r 7L —fY) (ZD%, HWE)

SRS b
In the Inspection results column, please indicate the detailed situation. Do not write
just as Compliance/Non-compliance.
For example, if a warning letter was issued by US FDA, please indicate it clearly. In
the case of non-compliance, please indicate the detailed situation in the column of
“ History of product recall or GMP non-compliance over the past 5 years” at the bottom.
(Example)
Compliance
Non-compliance
Issued Warning letter (It was determined as Compliance afterward.)
Corrective actions are in progress
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W|E 5 EMOEIN, GMP AEEOFE (FOLAICIIME LR, )
History of product recall or GMP non-compliance over the past 5 years (Please
specify details.)
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HRA2RUIDEHLDIER

- 1QC #BF9) (Quality Control) 1%, MWEEHEE GREMRAH YEHE) 24
THOTT, —JFH. TQAEFY) (Quality Assurance) 1%, SWERIEEE %5
THOTY, WEEM X TQCHEM) & TQAEM, LiThiFbhvET,

- QC B & QAR & & 43 1 TV e WRLERTICR L Cidk, BB & LT ok
B¥ca TQC EM ) MicEidk L. TQA #BM) MlCIZ 0 ALTE L T E &,

- TREES B O, HEFEICRD M E OIE), YaZilETicis vy il
EINTWE TR TCORTIR DU A TH L T 7ZE0,

s THERRTE ) OIEIZIX, THERFBICR D M EICEET DR DI1E), Yzl
At L TCORRRERICOWTORYFELTH L T EE0,

- NEE S M OITEBHERE N O OBEROA M| OIE|IZIL, HEFFIRDIHE O
E0y, UEZEEICBWTHBE SN TWA TR TCORMITR LY FE (U
GBI D DB D FHEEGTr,) Zitdi L T 720,

- ML S /M OB, GMP RN#EaOF M| OEIZIX, HERFEIRLME O
E0y, YEEEFTICB W THRIE SN TV AT R_RTOREL TR 5 5% Y FH O
HER O EZTH L T ZE0,

- TEIPERE e ] DIEIZIE, REMEORER Y EZ N 27 b e & DD\
IS AR L TS ES Y,
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FxvHO9 )R MI

(F] Xi& [—Z]) EEERERH
RERERICRAFLEEHDOUR b

(EEESUIAT AN ) |

L. UTOF=y27 VA MBS TV LERZHIZ T, EEMERAEREL L T EEN,
2. AFxzv 7 VA MI, EEMERERHECHH L TS,

3. WAMMERHAS Va— L alE A, FHCRMEZR > TERZER L TIEE0,

-k i H

AL A () @RSt AL S H a

A G H

AR GGG P O 4 B

AR L e D FEEER | (B) 00000000
g (MF) OXREE = (B12) 7L

ke

WA LZ&ENC [0 S & T Fa

Vo BN LA TR A

LTLZENY,

Co] ST () AMRA RN - TR <X % (i) O

(#2) FriO@T@H@HETIZWF
EPE A @AY B,

(#13) Fri@Fe@A@H Tl
ST 03 B 28 3 o 5 5 B
SEIZEET D,

1.3 2 4R 0> GMP B A MR AR RE sk F/ mE FHED T L (3%3)

2. UHE OB MR ES Gl ZH) (3%3)

3. BUEIRGE ARG R EEE (A M SR I E) o5 L (3%3)
(3%1) [—Z] OHEE. —LAERPFEDOG L

1 PRAT G B S K OMEPTEEE (1) #&N1 (3%3)
(3%2) (2) #kA2 E T4k 3 | (3%3)

(%1) MifF@EcED bbb D

(%2) MfTEAME 1 FEIO9 (2) = NEAHHEEENLEL T8 O—if

(%3) A MERA RIS L TIRA LT E W, R G0 BICBIT 5 FrBl e ShE 12 L 0 A R EEIFIC
EHTERWVWEERRHEEEF. TOHBZERL &, 2B, B0 TE/IRHOMES N ENT
T2 OICTRAEHERHCE R AR TE WS — 2, FRlARFERF L —A L L RO b ERA, T
TOBEDMT - 72 R CHRAERGE T > TLIEEV, Ti—, ERZENTRNT 2560, HE»D 2
HEMUAIZEEH L TLEE N,
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(B#] BEEHHAERE
REREFRICRALEEHOUR b

(EEESCIAL AR ) |
L. UFTOF=y27 VA MIGEHSATWLERZHIZ T, BAMERAERELZ L TSN,

FxvPVRAF2

2. AFxzv 7 VA MI, EEMERERHECHH L TS,

3. WAMEMAREAT Ya— NV alE A, FHNCRMEZR > TERZHERL TS0,

AL A () @RI St AL S

TRk FE A H

ARG H

A R BGE AT D4 PR

A X R & 7 B R R @1 00ere00eee
gRE MF) OBERE S (F12) 72 L

=
WA L7&EHS TO) ot iks
RLTTFEW, Y LaWEAER T
M ARBLT S,
L] A MR R Y 72 o TR I R & k) i) O
(F12) VR OF@® A @H E TIZMF
ENEIEA@NELT D,
(F13) FriO@FE@H@H Tl
AT 6 [ 3 5 A B
SEICEIET D,
L. i#2E 2 FE [ 0 GMP i AP A A ol &/ s EDHF L (3%3)
2. YEEOMAMEIEAES BK2 &R) (3%3)
3. LGN R ARRE (MHAERLRSEREE 5L (3%3)
4. 8FE 5 EMDO—EAREDOG L (3%3)
5.1 % 5 FEMOBMAFEmEDE L (3%3)
6. fRFRBL T OB E DARMLAE R LT &k (3%3)
7.8 E S5 EROBEMLBIRIEIROAEE (FOBAICE. £ | (X3)
DOIEED)
(%1) | 8. BEE BRUTE T@maE B 1-3-1) (3%3)
L. AT G B A R O T (1) 4k (3%3)
(2) B2 a3 | (3%3)
2. BETRLIZRET 5 &8 (3%4)
3. B SWE O BBEICET 2B R (3%4)
4.8 F— g OEMIRIICEET 5 & B (3%4)
(3%2) | 5. AW RFERHERE~ ORI B 5 B (3%4)

(%) FEfT @A ED BN H D
(%2) fEfTEMEHE1EE 309 (2) 7 HEAMREEENLE L T 5EE O, 728, MRA XT%REY
JONZ XD MRA %55 BICAR D GMP @ A MERIERAE: RAIZIR D, 7272 L. Eudra GMDP 77— & ~— ATk X
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NWIZREFINA DG L, 2 OMYSHEEHNAE 2B HT 5720 Certificate Number 735372 &R CRAT %
T ENETRE,) XU MOU ZZHAE Y JRIT L 5 GMP M A MERERAE (RARICERD) ZIRMfT3 2 Z &L TE 25513,
GRIOBWENRFRERIEAENH Y F3 (1. K6, ZR<), HWEHYEOIERICE> T EEN,
TERGEE U OE FHESSRERT, MF ENEEEALS) 5 EE PDA ICERNESLE SN BAETH
STH, FAERFERIGESCOICPDAIZIHEIND LD, HONCORFERFBENTHEL T EIN,
(%3) A MERA HEEIRFC L TIRA LT E W, ARG BICBIT 5 FrBl e SeE 12 L 0 A R gEIFIC
HTERVWERRH D581, TOHEBAEZEH L TLEI, 2B, RO TFE/IRHOMEHE N ENLT
T2 OICTRAEHERHICE R AR TE WS — 20, FRlARFERF L —A L LTGRO b EEA, T
TOBRMT - 7= R CRAEREEZIT > TSV, T—, BRZENTRET 2560F,. BiE»D 2
HEMUAIZERH L TLEE N,
(3%4) WA VERA B R U TE A MERE BB R IOESLMICIRE LT &, MAMERE R ER IR T
A, (Fl2) T (FI3) 2251, HTERRCRHEFPERZTEH L TIEEN,
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