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Pharmaceutical Manufacturers on the Preparation of a Site Master File” PE008 Annex 1) &9

17



Bl L, BB, BEMBOR—LR—JIZBNT. GMP, QMS., GCTPRUEZESARMFIDHA K
A VOEBRESEICETIMEND—RE LTHER SN YR 2= 74 IILOTEHEHIBEH N
THEY., kRIZH=>2TDHBELLEDLDTHD I L,

10.

11.

. BERFGEAZEHA., —ERADHBEXIEEFEHEERFICHF I ESEH

E-BERICOVWTIE, —BHE—REZERET I L, BERTRBES
FETEDHEAMAERVESE 2250 25 E8EOMEICKYDBEL ST
FEICH-TIE, EFEL. WERTABESFEZRETCVVEVABILIEDS
UEDRBICHRIEHROHFEEFRBICELOTIRET A EFTREET
52 &, T, ERFERBESECEDHEAMAERVESE 23 £0 25
FESHEDHATEICLKYBBELINERAEIZONTIE., RERFTRZOBHIC
NhHhLTEEEHT - BEDEHDAA S UJITEDOE T, HEREERR
[CHRA2MBBICOVWTHERFGEEECLIT—ELTHEBELTEELXAN
W&, BHABEERSTHRICRIBEEHABTDOREICOVLTH, FAK
NDEMEIZKBZ &,

L —EARBXIIERHEEERFICESEHE - RERTTLTH, BER

RRBERSECLDBERMERAE. EH 23 %D 25 F8HENREICLYBLE
ESNERERVREDESHREZRTOIRHICEILEEZEZALTVLOT
Hdo &, BHE. ROEGHREZHFI IFHEIEETHL &,

FHRUOHARMEZOHRAIC, ROTHERFTRZEORFELEISET
BEAETHL>T. FUHERUVHARMEAZNOEZBRFELEIDET HMEN
DEEAHEEERIREEEDOFEITHEEZEZALTVLDOTHS LS.
ARHFBICHOBEEHRAEERTICEZTELRBWNI &, Tl FHRUV
HRMAZEOHRAIC, O TRERTAIBEHFLRBEZMELIES
TH, FHRUVHRMABESFCLDBESHREERRFAICEIEEZS
ZEVWLDTHDC &,

RERFERBZZT-EPRERTERBERSECLOBEESHAEREBEZR
S2GEEIZEVTIE, EERFTRZBOIELLPHEGTRZFOLSORRE
BYBLIOTEET DL, 4B, BUHBRAOREERZRIENRFEINT
WA WRERICOWTIE, HERTERRBRSFECLDOESHREZERT
Bl EETERNES, BREEZHORMTOEERVEDIRIC+2ITE
BET5H5I¢&,

18



12.

13.

14.

15.

SLERGTAR. —EARXIIEEREHERE (REICEVTUT MBLERT
ARBF WD) [THESEAMRAE - BERFBZTOICH TR, &
ERFTADFICRIBEDEH Z+HICHEFA. RE, ARHFEFOK
RELBANMRD O EERETIT>PDEL, HERTAIFIHRLIBED
SEMNEFLERARAOZELZRICANGA b, BYLRHAICITOINE
LDTHHZ L, BH. BERFTADFORFALURIC, HEREERTE
REFEICRIBREOFREMEHLEHFMZMEL =AM L. LAEBBIZET
HREICET HHME (6 1A (RHERTARDFICHRIBZTEDFREMNEHL
HHMEMN 6 ARETHAEHEEICTHENTIX., HEHM,)) Z#--BFETIC
BEMHERFETO &, BERTARRER 5 FTLOBEAMARXILE
B2ED2FESEOREICEIYDBELSNIREORFICHLTIE, &
ERFGEADBERSFERBIHAMNL., KERBICEITHREICEY S8
(6MA) ZW--BETICEESHRAERFBZITO C &, EEEHERH
FITH-oTIEL, RAEFHBEDEER. EFE 23 KD 32 D2FE 6 HOMAE
[CEHBEHDBELY., BEKBICEITHREICESTSHM (6H0A) &H#
ST-BETICESUHERBRFEEZITI L, RN EESHRAETDOREICH-
TlE, HREETAOAMDPRIEEETAORMFTLEEN L, BEHE
[CEFRREICETHHME (15) 2¥--BETICERTEGHRERE
7152 &, BHE. WEEDHEITERDFEWVIZONTIXREHKIEICHER
5C &,

REZEZRFEEOEHZIITTVSEFEICHALTEL., £0MmOEERTR
REHLAKISESHRE - BREORMRELLILDTHDHZ &,

HERTAREFHEOEMLGEEDFHICHRLIZEERRICONTIE, EiEk
RRBEROSFECLDBEAMRRAE. EFE 23 KD 25 F8ENOREICKYBE
LSRR, ROEEHHRE. EaAEEEFICESLVT—RELTHRE
MNREGDELDTHH &,

REHEBIL, AEREENIEE-2MEFENELHTICHESHRAE - ##
ROBEREBENTE L, L. EERFEBEERATLNDANEZDL ST,
LEBMET oI DEALGTIE, L. REBEDOHIT., BME
FEMTHIEEHITFHEDTIEELI &,

(1) TETHRAERRE 75 06 TBAERFHMESHHAEHRREEME]. KX

FI506N3 TBEERFEMARMESHRERRENE] RUHKAE
15014 07 TBEERFEMALTHEESHHEZRGERANE] A d

19



O TREFR] WICE, BEMFMEELECESE IEES] XE TFEE]
DRMNEAEICTNERABTRET S5 &,

(2) BEWMIE, SEHR2£55HARNEREENE (RHBEHEH

16.

17.

18.

19.

BITERLSBDZERS) L. RERTXEF BHABTEERFH
mICHEIBEEMRRABICEVTREIEERE) [IXHT D&, Ff=. XE
FTENESHHERICOVTIE, RITRAERKX 75 D 14 D6 Z5FITHERT
5L, BERTESHREIZEVNT, HZRABTDBENTEETH-
EAIE, BITHRRAETSD6 M3 TBEERFEARRMTEAMHHAERER
BHIE] OELZAENROBEH (BEXEF) IIXTFI D&,

WERBICEWTIE, EEMHRE - HEZT oL S RENDARFZ
EO-EAMRERREBRESEEZFRT I, T HEBEENELZ.
FRERNROBER (REXEF) IR LRXGTEHIE (EMAERICHERDD
DIZRSD.) .

REHEBIL, BEMAE - HRICBWVWT, EBICHIT IERICERTSIE
EEM-o-L TG, HERFTEHFITEZICHLEREZITOIC L, BREST
(FTH-RERFTERHFAMIETL. BETIHEXHFAMIEEFTLEEZRYGN
LbxiihzEMdZ &,

SLERGTRR. —EARRRXIERAHEEZICRLIBENHFEDNEICRY
REEFHICIVEEHRAERRDBNMOA ZFIREICTENTIE, SR
ENEEHSNDETOHREIL., AHBEOEHLEICRLIBMM LR H
DET D,

NERSFICHRIPFETH>TH, TORFERVHFTEHRIFEINELT
BAZBTHERT S &, BH. RAFEHRICOVT, EXHNHEFEDLOH
KBAICRSFEEIZIE, ELEIRMFEHOBEDOHZHAETERT S
ETELXZRGLY,

20



Akl =1

iy
iy
T

(FFEE®) X, TRlMH OEEMERE IR 2 HE OB ICHFE LS T2 & HF%
BUERTIC 31 5 BOEE L OV EE B O T ES A, EEREERE o ME ., Atk UK
VDR 1B S 2 2 14 555 20H 4 5335 19 5D 25 5 HIC K W THER T 5
FHIALHE2IEE 45103 S LTwnhn &, ROBLEIRTE A X IIM F It % i 2
L2bD%EELTWBE L 2EHEL £,

il
(HLERT D 4 )

(& DT E)
(L& E)

(S
K4 (BiEREREEE# o K4)

CHEEMHERES) B

21



AHET — 2

iy
iy
T

Oath

(FFEE#E) 13, TRARE TR O XD IR 2 E AT IR 2 HEE o NI FE & G2
BN & YEEELERTIC B T 3 REE A O E B 0 T ES A, R O S
AR VR 2 VEDRERF 1B 2 ik 14 &5 2THH 4 5 X35 19 RO 25 5THICE
WCHET2ESE UEB2HE4TICHEE L T e, MOEETHROXICET S
i SO W T, BEREEREF L ONRO ONFICHESZILEL T3 2L 2HEL LT,

[Applicant] takes an oath that the contents of application for confirmation of conformity
concerning the type(s) of manufacturing activity described below are at variance with the
facts, that the methods of manufacturing control and quality control at the manufacturing
establishment are not correspond to the provisions of Article 14, paragraph (2), item (iv) or
Article 14, paragraph (2), item (iv) as applied mutatis mutandis pursuant to Article 19-2,
paragraph (5) of the Act on Securing Quality, Efficacy and Safety of Products including
Pharmaceuticals and Medical Devices, and that [the applicant] is in accordance with the
contents of the agreement with marketing authorization holders, etc. with respect to
manufacturing of products come into the type(s) of the manufacturing activity for

confirmation.

it

Description

(BLERR D 44 75)
[Name of the manufacturing establishment]
(BLEFr DT fE#)
[Location of the manufacturing establishment]
(ELE TR ST)
[Type (s) of the manufacturing activity]
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[Date of Oath]

fEFr
[Address]

HAENREEEFZOBRMTE (FiE - e - K4)
[Responsible Person (Name, Title, Post) of the Manufacturer, etc.

for the confirmation application]

CHEEMHERES) B

[Authority for the confirmation ]
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[Applicant] takes an oath that the contents of application for confirmation of conformity
concerning the type(s) of manufacturing activity described below are at variance with the
facts, that the methods of manufacturing control and quality control at the manufacturing
establishment are not correspond to the provisions of Article 23-25, paragraph (2), item (iv)
or Article 23-25, paragraph (2), item (iv) as applied mutatis mutandis pursuant to Article 23-
37, paragraph (5) of the Act on Securing Quality, Efficacy and Safety of Products including
Pharmaceuticals and Medical Devices, and that [the applicant] is in accordance with the
contents of the agreement with marketing authorization holders, etc. with respect to
manufacturing of products come into the type(s) of the manufacturing activity for

confirmation.

it

Description

(BLERR D 44 75)
[Name of the manufacturing establishment]
(BLEF DT TE#)
[Location of the manufacturing establishment]
(ELE TR ST)
[Type (s) of the manufacturing activity]
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[Date of Oath]

fEFr
[Address]

HAENREEEFZOBRMTE (FiE - Ba - K4)
[Responsible Person  (Name, Title, Post) of the Manufacturer, etc.

for the confirmation application]

CHEEMHERES) B

[Authority for the confirmation ]
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