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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

LBRUEFRICETHRAENRGEFICEHT HIHBE
Outline of Product(s) Subject to Inspection

Sfn 4 H  BEUE
As of DD/MM/YYYY

BLE R TE R O KR4

L, AL OMREEZ DKS) Name of]

marketing authorisation holder

EANCH-T

in H 4

Product name

BUEFT D4R

Name of manufacturing site

YR FIT O FITAE Hi

Address of manufacturing site

PR B ZIC B9 A E# Information of product(s) subject to inspection
YT HOIC L EAZFE L TL XV, Please put X in the appropriate boxes.

ey, R, s
it s Buildings,
manufacturing areas,
facilities and

equipment

JREE RS & & e — R EEE TR CORLE TR D RS - B miasC
DWNT, FZUT ALV AEFTH L T EE,

Please provide information of buildings, manufacturing areas,
facilities and equipment for wuse in processes, from APIs
manufacturing to the primary packaging by checking the

appropriate box (es).
‘%) Buildings :

O &4 Ol (st EETe,)

Dedicated Shared(including partially shared)
fyEX K Manufacturing areas:

O ®H O Ll (St EET,)

Dedicated Shared(including partially shared)
UIER ST Facilities and equipment:

O ®H O Ll (St EET,)

Dedicated Shared(including partially shared)

W) SOTRGE g TR (—EEHE ST ) IS T 25812
X, ENEEHT AR ZY T L0 L AZRHE L T Z30,
When buildings or manufacturing areas correspond to “shared
(including partially shared)”, please provide information of the
product(s) sharing them by checking the appropriate box (es).
OEAMEEDE (bAFEOATaA NE (ERLES, EEOR
WAT A REE) SCHIBRENED H 2B AKID L 9 1258 FEEEH
I EE A AT 5 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=V U RI4AEYE Penicillin antibiotics
OB 7 7 % LR PUVAEWE B-lactam antibiotics
O EFEIZ#%% 72 L None of the above
CIBA7 =72 L Not to be disclosed

* bR Ry T (It &2 ET,) | ISR T 5 AT
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FhatHT MmN Y T 5201 L REiHEH L T2 &, When
facilities and equipment correspond to “Shared (including
partially shared)”, check the appropriate boxes for shared
products.
@ =3/ Drugs
OEAREEYE (bAFEO AT a A NE (AR LvE S IEE
DIFRNAT 1A F5) a0 &H 550 AR O X 5125w
FEHER X3 mE 2 6 2 WES)
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=2VU VRPIAEME Penicillin antibiotics
OB 77 % X2%514AME B-lactam antibiotics
@GMP 5705 H S 472 VWi
Products exempt from Drugs/Quasi-drugs GMP Ordinance
(1755 3K Investigational Drugs
O E H =385 Veterinary Drugs
O & i Foods

O Al £ 54 Agricultural Chemicals, Pesticides
0% Ofl Others ( )

O FERICEZY4 72 L None of the above
OB# =72 L Not to be disclosed

TReIE TR O RLE AR D fiEk - SR Atk
Buildings, facilities and equipment in and after the secondary

packaging:
O &M O M (—&EHEET,)
Dedicated Shared(including partially shared)

LG TREOFM (72
L. R
EECLET A e
IEX B OFPH D A L
R % Rk
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 JREEPASELE Manufacturing of API intermediates
O Jf3kfE Manufacturing of APIs

— OO Milling of APIs

O JF3E /Ny Subdividing of APIs

O FHE, JFEEPEAE (WCB &) ORE

Storage of APIs and Intermediates (including WCB)

O JFE DR Testing of APIs

OJRFE D Z Ot T2 Other manufacturing process of API

O #4%%5E Manufacturing of drug products

O ®WHO—HMLER @HOa—T 1 7%)

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

O #®Alo—wadt (PTP @, R ML FHs)

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

O #H 0 “REEELIED TR « &7~ Secondary packaging of drug
products and subsequent process/Labelling

O 7 KO Storage of Bulk products

O & &BIAIOIRYE Storage of Drug Products

O #4A D3R Testing of Drug Products

O D% O TFE Other manufacturing process of formulation

i 175

O E¥#ry A% Biological product, ete.
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Product information

O g FAE 5454 Modified release drug product

O U > VS Syringe injection drug

O #i% Infusion fluid

O By RiES %] Powder injection drug

O sRAS 85T 4 Lyophilized injection drug

O i ESH Liquid for injection

O BEAl. A7/ VAL B, BRIl DR gEAl, fEbe

Tablets, Capsules, Powders, Granules, Tablets for Oro-mucosal

Application, Tablets for Vaginal Use

O #KEH. 7 U =24 SMNTAL LH. 7 AH

Ointments, Creams, Liquids and Solutions for Cutaneous

Application, Suppositories for Rectal Application, Gels

O W AR, W A=7T v —/LA| Inhalations, Metered-Dose Inhalers

O sRA, AR#KE 4] Ophthalmic Preparations, Ophthalmic
Ointments

0 B4l Patches

O 27 L—&l, AEH A~ L —%#| Sprays for Cutaneous

Application, Sprays for Oro-mucosal Application

O RAWH, ey 7# AEREAL A

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 #0081V —Al Jellies for Oral Administration

O #MHE A Solid Dosage Forms for Cutaneous Application

O A EEEA, B EEAL R A4A] Semi-solid

Preparations for Rectal Application, Suppositories for Vaginal Use,

Semi-solid Preparations for Oro-mucosal Application

O AA. A4, = AHA| Pill, Teabags, Extract and Fluidextracts

O JEREA. RA - JiAlL o8 HEKAL i 24

Spirits, Infusions and Decoctions, Tinctures, Aromatic Waters,

Fluidextracts

O Z oAt ( %) Others (dosage form : )
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JEHE AT
Information of APIs

MF #|H

MF registration

O A Registered

0 %% Not registered

O #r#i A 2hE %> New active ingredients
O BEA7H 2hEk 4y Existing active ingredients

* ZOMNELY, S TEHLOE - OFIFHEECRINL TS0,
* Please put X in the appropriate boxes from this area.

0 U 7 F > Vaccine

O &fs ez, fiaszEsH

Recombinant DNA technology-applied or cell culture derived drugs
O i Antiserum

O &ABEEDE (HOHEDOATrA NE (EARLVEY, [EHEOM
WAT A REE) ORI & 25U AKID L 5 125V FEEER X
FEMEEA T O WES)

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=3V RHAEYE Penicillin antibiotics

OB7 7 % LARPTUAEYEBlactam antibiotics

O ~/NU kk¥%'E Heparin-like compounds

O & b HEEY%E Human-derived materials

O4SK (3K L L<C?) Crude herbal medicine (as API)

e % X > Vitamin

O _EFEICi% 4 72 L None of the above ( )

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

O H JAiXE S Products listed in Japanese pharmacopoeia
O BN Food additives
O % Ofthh Others ( )
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Gk, METRO|O MEEAEE Aseptic processing
Hr O &BEE Terminal sterilization
Manufacturing O #fcApE Continuous Manufacturing
Process, O 5% A > A~_—2Z Design Space(s)
characteristic of O XF XA MY w27 U 1J—2Z Parametric Release
Manufacturing [0 RTRT
Process® O KA KY w27 U Y—R Dosimetric Release
O % dOfth Others ( )

KFEFRER & DRI [0 PACMP fH# i B PACMP (324)3% 5 Reception number )
FOMBESBICE |0 LEIR#GFISAKIGAKE (%3 5 Reception number )
4 2 [ O BEREE R B Notification for fast-track review (3§ [l Issue number )
In relation to all O GMP/QMS Rk GIP/QIS Simple consultations & (=434 Reception
kinds of

. number )
consultations
Other information |0 &REATEFAE. Pre-revien consultations for approval (GMPHEIMET A, Yakih HAFHOfGE
rele\(ant. to the HEBHoT-55A For the applications having special information related to GMP inspections that are unique
application
(K V~OITES T B A D to the products)® (Z{+3& 5 Reception number )
WUSAZ: A HIRH 4 R O RO 1 ) ) )
grafUsnseatmsss e | 2 Ol OFHFREE Other items for consultation© ( )

5 ERMEAR (50 & W R B O WA TR
LTHRHLTZEW, ) (¢ In the cases
corresponding to A) to C), please submit
either of following documents as an
attachment of application.

+A Document describing the date of
application for consultation, name of the
applicants, and abstract of the answers.
«A copy of the request form of the
confirmation of abstract of the result of
simple consultation.

Tat AN F—
a O FERRGL (EH
WA TERE O IX
FLECNEL, )

PV status

(If a regular
inspection, it’s
unnecessary to fill
in.)

O SERLE R FRIER r—v 85 3 Ny F ORI TPV 2 % L
oo XIFFEMTHTETHD, (FERA6: £ Hro 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)

O EEERRR, s X 7 —v /e 3 3 v F LSO KM T PV % 52
L7, XIXE_THTETHD, (FEhEH : F H»b )
PV was (will be) conducted under the other conditions. (Date:
MM/YYYY~MM/YYYY)

GQP &A% 7 SR
D < Bk
Agreement in
accordance with GQP
Ordinance Article 7

O f (BkDH S A H)

Concluded (Date of agreement : DD/MM/YYYY)

O % (K77 bzeate,) (BROTIEHR :

Not concluded (including draft agreement)
(Expected date of agreement : DD/MM/YYYY)

=/ H)

PUFRETORE TR WTAO LREZ GRS OA, DIV AETHE L T EEN,
5 Please put X in the appropriate boxes only if the manufacturing process of the site has
any of these operations.

6

AL R R ICREMOS A 1E, EhTEA 2R L TS,

7 If PV is not completed at the time of submitting GMP compliance application, please
write a scheduled date.
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SRR AR |BEEI D4 PR Name of the laboratory:

KT 25681250 (B O F{E# Address:

WIHZ L) 2% Telephone:
External testing O JFEER Raw material test
laboratory? B4 Name of the test :

@if applicable) O TRENEFER In-process control test

ABa4 Name of the test :
O stk Release test
B4 Name of the test :

SR ERER R AR BT AR D I ORI (GMP & 5% 11 5. GQP A ©
5T RIR DB O EET,)
External testing laboratory: Agreement(concerning GMP
Ministerial Ordinance Article 11 or GQP Ministerial Ordinance
Article 7)
Of (BURkD A - £ N H)
Concluded (Date of agreement : DD/MM/YYYY)
O (K77 bate,) BROTFER : £ A H)
Not concluded (including draft agreement) (Expected date of
agreement : DD/MM/YYYY)
Bt O FH FAR 4 Name of the counterparty:
O #3434 Manufacturer
O4dE ke 3E+# MAH
(% Ot Others ( )

B0 - DO F EDN RS 13 OFEH Describe the reason in the case

there is no plan of concluding agreement. :

SO RBR A RITR D HEEIC B W TR, ARt F 2. ffT@mE 1 =EI D9 (2) = TEAMREA
MEPLEE T8 © 1. RASG B SHMER CRETIEOFEFIDICRHEO LB Y | Y%k
O TREEFTOZFR] LOY TRGEFT OFTER) MY TZ5Eo0 RS oFE#) 25tk L. Bk
B ORICIRAXT R OSBRI BT 2 FHA LR L T 72,

*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 Apendixl No.2, (Note of) 1.
Outline of Product(s) subject to Inspection of “Documents required by inspection authority”, 3-9(2)-d,
Chapterl, Enforcement Notification.

8 SRR AR OFMICE L Tid, SO 25832 BN L TRl 2 L oicLTliZan, &
7o AR B A A R H U TIT 2 BRI oWk, TRCEFERER ) T TR BEEER SUE THAER)
DOTNDEY T HEATICFER L T EEW, Ao, By, WAL ERAKEERZR (P55 Ho

TRy B OVoy i SAFAVE ) SRR S Mol D SV ERBIC T 2 b LB TY, 2L, REE=
2 o BRI AIZ R 2 FEHEII R E T,

9 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.).
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%= 2
EXQUEMYUE (ERRERA) "

Sf 4 H HEBUE

RUYEFT D4 i
S FIT O FIT(E H
A5
FFA DX 5y

DUNS #7% ((RAELTVWLHA

wEEHK - MEAE%EED,)

PIEHEH s QC 8 QA HiFH
A A N A
EEHE
K4 kA
T FAX
E-mail

BEFRCTHEL WA TRTOREE (TRTOREEON, S AITOLEEE ()
NIZEEER)
(] : 50 AMBBLELTEBY., 50 5B DN 10 & B B3N ETOEE : 50 (10) )

JEK - PR | RIAME TR | TR | ke TR
LLR DARE « R -
PRAE D I
s i B2
* PR HDO Y B, NREWEEZ G AT Hhn HE A Gl
AR BRI E
N=v U URPE
W'E
B 77 % LFZHiE
W'E

) 1. SAEREEDE LT, HO5HEOART uA ME (EALvE s EEORWAT 1
A REE) oMM D & D HIS AFN D X5 ZRVEEER 3wt 2 A 2 WE
%%l/\ao

2. JREO/PNFFITB LTI, TEE - AR OISR,

FRAE RS B DRI
i H A4 F 73RS LG T C D B BA AR IR ]

10432815 O SMF 7285, ARRKICFEAT 22 TOHR T 25013, AT SMF (R
FEITLGEE) OB LORINE S o THURAITR A D Z LT,

LRZBLERT O SMF 73, ARRRICFEAT 2 —MofFlz #2501, SMF (AAGEIIHGE) D5 L

W72 & L BT, SMFICE ENRVEFRZRAUICFEA L T E S0y,
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A O

SRS T R T B o

5 e 5 T R FRBR R A i 5 1 RS

HEEHRQ FALTVWAIEERa VY a—F LY AT L)

FEEApa L Ea—H [JERP CIMES CJLIMS [ODCS

b AT DDLLFR CF DO ( ) O L

WE 5 FEROITBRERE N D OBELEDFH I

1TEE R4 s *tGEh B 4 il SR TN EH D
il

W 5 FEHDOENN - GMP AEE OFE (H OS5 A3 2 FTH. )

NEZEFEROTLAZ, BWEPAREEGOA TR, HEORUAFMCER L T 230w, gz, XKE
FDABLIZT, V—=2 7 LE—0RELESEAIZ, FOFLRHEH LT EE, R#EEOEAX, T

M@ 5 EM ORI, GMP REASOAHE] ICHEATEH LTSN,
Godkm)

HE

SRS

J—=V T LA —HY (0%, #E)

S ES G
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#R= 3
Form 3
EXLRERHE GERERA) 2
Outline of Drug Manufacturing Site!3
(Foreign Manufacturing Site)
wF 4 H BBUE
As of DD/MM/YYYY

BLERT DA FR
Name of
manufacturing
site

RIYEHT OO HT £ b
Address of
manufacturing
site

(= PO 5T 54 Name of the company
Contacts in #5544 Name of the department
Japan 12435 Contact person
Phone FAX
E-mail

PBER
Accreditation No.

RIE DK Sy
Accreditation category

DUNS %75 (i LTV 55E
DUNS number @f you have any)

XA (- MEESZET,)

Numbers of employees (including part-time employees)

BIEEBRR Bl QC #BM QA P
Total Manufacturing QC department QA department
department
A N A A
BEROELE

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

K4 &4
Name Job title
CEEE

Phone FAX

E-mail

12 MEZRIEFT O SMF 238, ARICRAT 2 2 TOHRAMBET 5541, AERUTREE T SMF (HAGEUTIH)
DELOREE S > THEERICR 2D Z LN ARETT,

MELRGET O SMF 23, AU AT 2 —H oMb REMET 2561%. SMF (HAREXIHGE) OF Lainier
<LEbiz, SMFIZEENRWEREFRRICTHA L TS IZE W,

13 In the case that SMF of the corresponding manufacturing site covers entire information for this format, a copy
of the SMF (either in Japanese or English) can replace this format.

In the case that SMF of the corresponding manufacturing site partially covers information for this format, please
submit a copy of the SMF (either in Japanese or English) together with this format filled out with the information
not included in the SMF.

33




BERTHE L TCWAITRTOREE (TRTOREEOAN, BARRITOLEEE ()

WNIZFEER)

(B : 50 FHABLEL TRV, 50 B DKW 10 M ERBARRITOHBE -

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))

CRuIE TR
0 o | REEET | DIRR - FoR - R
B - SAETTE g HOH
Manufacturing of ng of drug After Secondary
APIs/Intermediates Products primary packaging °
packaging | Labeling -
Storage

i o H 4

Number of

products

R E

Highly bioactive

substances

N=v Y URHE

WeE

Penicillin

antibiotics

BZ 7% L%

EmY

B-lactam

antibiotics

H) 1. ESAIEEWE LI, HAEOAT A NE (ERLEy, EHEORWAT oA RNE)
SOHREIED H D HIRAAN D K D TR IKEIE )X FHE 2 BT 5WEE V),
2. JFEEO/NFICEI LTI, THEE - RIE) oz Fod,

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.

FRA RSk B DRI

Information of the products subject to the inspection

mn H 44 K N34,
(FFEA B
ez &)
Names of the
products and APIs
(Please specify

English names as
well)

U ERTTO
il BH A R 1)
Commercial
manufacture

started from
(MM/YYYY)

YRS P RS L D
WK 168 R 0 R 4
Marketing in EU and
US started from
(MM/YYYY)

YRS P R D
PN B 4 R ]
Marketing in Japan

started from
(MM/YYYY)
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g O

Information of the manufacturing site I

SR T S e o8 e T AR

Area of the site Area of the warehouse

Sl f 3¢ e A R AR At R 1A

Area of the manufacturing facilities Area of the testing laboratory

BREHQ EHALTWIEERI LV Ea—F LT RAT A)
Information of the manufacturing site II
(Overall function of major computer system adopted in the manufacturing site)

wHERa B a—H21k
VAT LADL4F Name | LERP [CIMES [OLIMS [IDCS

of major computer 0% Ofth Others ( ) D72 L(N/A)
system

WE 5 FEH DITBAEE N O DEREDOHE
History of GMP inspections by regulatory authorities over the past 5 years.

ITBRE R4 7 441 *F5h H 4 i 14 FEH ) FE D]
Name of Inspection | Name of Inspection Type of inspection
regulatory date inspected results?® (On-site/Desk-top)
authorities products

B 5 EMOEIR, GMP REAOHFE (FOBA I A T#H, )
History of product recall or GMP non-compliance over the past 5 years (Please
specify details.)

M2 R ORAL B E O REE D OH T < WAORIE FEMIRR L T IZE v, fil2IE, KE FDA 212 T,
== 7L A=A LA, TOEbLRHELTIZEN, REAOHAX, TH HRE 5 FEMoEI, GMP
ARG O] ITEEAFTE L T EE 0,
L)

A

RidEA

V—= 7V Z—HY (20, #HE)

et
15 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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BX 2RV IDEHLDIER

- TEPNERESE ) OB, RAEOREHR Y E N F 7 Mo & HOICHEY)
IERE e R L TS 2SN,

- 1QC #BF9) (Quality Control) 1%, mEEEHE (GRERMREH YHE) %4
THLDOTT, —F. QAT (Quality Assurance) 1. "ERIERE %5
THOTY, WEEM) X 1QCHEM) & TQAEM) LiTniFonET,

- QC #BH & QA EBFH & &3 TW AR WELERTICBI L Cid, BB & L TR
E¥ca TQC &M MzieHE L, TQA EM ) MiziXo ALt L T 72 &,

- TRGES B OHEICIE., AERFEICR S M E OE, BA SIS
HEINTWBTRCTORLISR D 3 éﬁ%%ﬁbf<téwo

s R iE ) OIICIE., WAEPGEIC RS M B ICBEET D tsk D1FEh, Hizilis
ATE L COMigE ERICOWTOYFIHEEZFH L T ZE0,

WL£5$%®ﬁﬁw%#E®§ SOFEE] O, H§$:L%5ma@
1ED, YHHEEFTICBWTHEES N TWAT R TORIICR LY FE (F
%%%#E@ﬁ%ﬁ%é%@%@&)%%ﬁbf<téwo

N % 5 FEM OB, GMP NG OAHE] OIFIZIT, MAHE J+%>n”na@

Ey, UEZEEFTIICB W THE SN TV AT R TORG TR 5 3% Y FH 5 o
R OMEAZH L T &,
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FxvI VAR

(#F#] Xix [—Z) ESHHEPH
RERERICRALEEHOUR b

(EEESCIAL AR ) |

L. UTOF=v27 VA MIEHBSN TV LERZHIZ T, EAEMTRAEREL L T LS,
2. AFxzv 7 VA MI, EEMERERHECHH L TS,

3. WAMMERHAS Va— LV alE A, FHICRMEZR > TERZHER L TIEE0,

AHAL S A (1) @ELEPRA DAL AL RS = A H

AR S H

A6 R RGE AT D4 PR

AT & 72 B R SR 2 ) e00eNre00eee
EE (MF) OBEE S (F12) 72U

fii=

WA LZRHC TO) S MNTT RS

V. B LARVEAT AR 2R

LTL7EE0,

Lol S (2] EAPERE RIS Y 72 o TR S X &R ) O

(Fl2) @F-@FH@HETIZMF EN
B @BMEHT B,

(#13) @F@H@H % TICHLER
7 B [ 3 0 LA BRI 41

E%T 5,
L2 2 0 GMP @& MR AR Al kF/ REZEDT L (3%3)
2. UE OB AR EE B 1 SR (3%3)
3. RUSMROEAGE I GEE (A R G | ) o5 L (3%3)
C¥1) | [—Z] o%fiE, —ZKERFEDT L
L. A ek G i B SRS e OV TR S (1) #ksX 1 (3%3)
(2) BRA 2 F721TRA3 | (%3)
(3%2) (3%4)

(%1) MfT@AIZED bt D

(%2) MfTHAE 1 EHIO9 (2) = NEAMFHEHEENLEL T8 O—i

(%3) G MERA R EEIRFC L TIRAT LT & W, s RIS BB 5 Rl e S 12 L 0 A FR G5 IC
HTERVERRHIEAF. TOBEBEZEHL X, B, B0 TE/IRH O RSN ENT
DI HEHFERICER 2R TE W —XF, FIRFEELG 75— R LTRObNEFA, T
TOBRDMT - 7= R CRAEREEZIT > TSV, Ti—, BRZENTIRET 2560F,. BiE»D 2
HERUAIZERM L TLEE N,

(3%4) SMF DO#HICRZ 2 Z ENFHE T, EMliE, A2 £33 & THEER < 7230y,
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FxvPVRAF2

(] BEEMAERF
AERERICRALEENDOUR b

[FRE R FEREOTEESFH]
. UFTOF=zv 7R MIE#HINTND

BEERIZ T BMAERERGEEZ LT EE0,

2. AFxvy 7 URAME WEEVEFEREEE

IR L TLIEE W,

3. WAMMAERFEAS Ya— LV alE A, FNCRBEZR > TERZHERL TS0,

TEHEEL (f) @BUIEREA AL HEHFER £ A H
T H
TR xS BU T BT D44 FR
AT R & 7 B R A @1 00ere00eee
FREE (MF) OXEFE (Fl2) 7L
=
WA L&EHS TO) Zofe iks
RLTFEW, Y LanHag 4
W EERELTIEES N,
UE) AT HE8IT Y 7 o THRHT & ekt 1) O
(2) @F@H@HFE TITMF EHN
EHAN@NEHT D,
(f13) @4@H @B F ClZRERT
7 [ 3 i i U S 5
H%T D,
L& 2 2 A [E O GMP @ & MER AR Rl &/ s EOE L (3%3)
2. YEOMAMREAES (ke 1) (3%3)
3. BLENEARRE (MHAERLEEREE 05 L (3%3)
4,987 5 EMO—EAREDE L (3%3)
5.1 % 5 FEMOBRMAEFRMEDE L (3%3)
6. (AT ORE DARMLA R L T2 &k (3%3)
W= SAERMO RS BICRAEINOFE (FOsa2id, & | (%3)
DOIEED)
(%1) | 8. ®EE (BEAuThEfr@mm Bk 1-3-1) (3%3)
L ARG B R O 2R (1) 481 (3%3)
(2) Bk 2 Fm1kk3 | (3%3)
(3%5)
2. BETRRIZBET 2 &8 (3%4)
3. B WE ORAEICET 5 &k (3%4)
4.3 F—3 g U OFERR I EET D &R (3%4)
(3%2) | 5. M RFRHERE~ ORI B 5 B R (3%4)

(X1) FaAT@EIZED bITeb D

(3%2) FEATHEME 1FEF 3D 9 (2) 7 EAMEREEELSLE LT EE O—if, 7235, MRA X4 [E

YRIZ XD MRA X445 B IR 5 GMP &
IS S NTZRERANAE DB L, £ Ofth 2454

PEREIE (JRARIZIRD, 7272 L. Eudra GMDP 57— % X— X
SAEIANE &2 2R 5 729 D Certificate Number 23557525

TR T
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RAT2ZENFHE,) 2IRAT2 2L TEX 2561, BROBBRFRRTT (1. KO5. ZBR<), £z,
MOU ZZH[E Y JHIZ & 5 GMP #EAEIE (RARIZIRS,) Z2IMHT2 Z N TE 5546 MRA o84
ERBRICEIE T D 2 L S ATRE T,

TEHRFEE U OE A REERT, MF ENEHEAZ) 5 EE PMDA ICERNESESNLBET
HoTh, HEHFBRIESLHIC PMDA IR END LD, HOEDLUOFAEHBENHFHEL TIEE,
(3%3) WA TERRA HEERHC LT LT Z &, A G B IS B9 2 F5R 2 IS L Y g R EEREIC
HTERVWERRH D581, TOHBEZEH L TLEIY, BB, BEoThARHOMEHE N BT
TEOICRERGERICER AR TE W — A, Bl FERNEL r—A L LT@REO bR EFA, T
TOEED G- 7R S CRERGE 21T > TSV, HM—, BEZ BN CTRIHT28581F. BEE»D 2
HEMUAIZEEH L TLEE N,

(3%4) WAMPHA R FR UTEA MR ER ICECCIRH LT Z &0, EAMEREHELICRET
H%aiE, (B12) % (B13) 2&EIC, IBHTEHKOMEH TES #f LT 7Z a0,

(3%¢5) SMF O#HITM A D Z ENAMRETT, #EMIE, N2 72013 8 & THER < 230,
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