EAEMRE 07 2348
SR 2 4aFE TR 2

FEHENREELES (B) & K

ERRB R R ORI BT R RS ORFEICB T 2REERICOVWT (20 2)

EFREROREEZEE A, L0 AEMREMREOBE L ERELERT L0, Kk
24FE 28Xy TERBERABIRIES R 7 74 —2) BN EiT, ERERER BRI
BRARBETVD, fRTREHHEIZOVWTHRIT L. Bohi-fHmz T 5B EBICRm
THZLELTWS, ¥, HABEHRAEERRICOVTHLZOMEZEE L. LY oBE8
RRBIHEOEELEALER L TV K5EERBE L ZATHA,

bz A, EHEATERLOPLESCHICESZGER 2 WETARHEO—BLE L
T, EFiE (B3 SFHEEF L1455, LT L £Wvw), ) B13E£03HETS
RS R MEAREHAERSONER-EER OB TR A BIENMITHOWT, k2 44
1A XY EHRERDRTEREMRD 2 BEETNS, 3,y AR~CERETAL L LD,
FI4E 5 A & D MSIITEUEAERK A ERESRBEEEOR— 21— IcBE s TV 344 F
EEERE—EOEHEFH 2EEBET I L Lne ZATHAN, &8, X5HIZFR
DOEBOVERLTWS ZEELEZOT, #THEWEW,

RB. KBEHOE LEMMITBUEAEELEFRSEHRROEETER, DAEKREISEY
HEDRE, KEERER - | VDITESEE, MNP R BLERBREESEEE,
—ARFLHEA B RBIRRIE RS R OERIE GRS RS Em U%EfT 5 2
EEBLEZ S, - |

AL

1 SEREEEORTIHETLIRERE. BEEFHE, BERSOES - BNPE,
TOEREEH Z 22T R O ELE AT REORFERICBIT S THHEH] YOI ER,
RiE, AR CEIEICARIEEICRT S [REE] o0 Tk, BARES (RiEr
FTH5%E, LTRL) OEd, YEEAOREITRIMEFROEELE DKL B UMERT

%ﬁﬁ#é:a@%%bii&w:e&féckﬁb%@%@f&of%\&A@;m%
\ ) corE

HRBEIRBEEL b oo LICHET B L, %<
| | 24,796

% 162 F



2 %@%L%%@‘E@Eﬁ$%$ﬁmﬁw1m\$ 2R 538 E@ﬁﬁﬁ%%ztﬁ
ﬂmt%km EETRoTWVWAY, RESNEBLEEE R - TH Em%ﬁ%trbio
G EE., RUEHLVERICED, YEERERELRAA D A TERAVES . YR
BRE 1OBAERPRMATI L TELZ 2RI L ELED b,
2B, WEFREIZOVWTIE, ERFLRVWI S ICHEUIICREETET S L,

3 —DIEEEEEICEROR ﬁ%ﬁ#ﬁ%éﬂfméﬁA IZBWT, FERDOBEH IR
&J%J}’bé%A SR AT iEﬁ%ﬁ%%ﬁﬁﬁJuﬁ(ﬁﬁoﬁgﬂ 2T F = 38 S B Bl 55
PRI D h%@ BEHZEBEEHFE—TALBTEB D &,

OB, YA EEERTOERETEH L T» S ERERIIRAZIAERERD S b
hm%ﬁ%fﬁ?é%wuowfi EHEL1AZE 1 OBEOREICE S BRBERRIC
LVEETHZLTELIA RV, BEEFBOBHICY - Tit, ZEHIEH
B& L. BEOBEFE MG SN ERLERT A E— @%Lﬁf%éa%&%?ét‘
B, NEREEEOEAREE TR ETOEFENDR LUENEERE 2 0BEL R
43z &,

ek, FREPRICIVECEEL2HE—LIEBEThoTh, BEIEEARE I WE
ik, ETCOREESHELINSLOTIH L, tholERGEEEOFEREZHTS b

DTV &,

FE, RESHERVEESEICOVWTH LR EAEORR VR TES D L LT 5,

4 EE1IZFE2HIRETERHICONT, RL&EBLVEFICLY . BIBRIZET
5z &ﬁ@%f%ot Li BARERE IIRERT O RALE 250 U7z BIRsiR=
FIORERHEZLURBEIIRME T, B, ZOHEFERNTH, BN E
HZEITS>NETHDZ k |



BFHAE 1 Attachment Form 1

naﬁ\ﬁnm%ﬁ%’r_]ﬂc % f.ﬁb \ﬁﬁﬂ
Reason Why Certificate Can Not Be Attached

t

RAEFBRE B
To: Minister of Health, Labour gmd Welfare

SRS S AR
MMERLERE R LR - BIRGHE

DERFIZHIZ Y | RELEERMA TERVEHIZLTO LB TF,
Due to the following reason, no certificate can be attached to this application for

Manufacturing Site Accreditation Renewal
Change/Addition of Manufacturing Category

(B )

Reason:

H}

FE) Certificate Content

RIEEE  Accreditation Number:
e /?EEH H Acéreditation Date:
HIEHHA DIERT  Applicant Address:
HEEE DK% Applicant Name:
RIERTORTTER  Facility Address:
REFT DA Facility Name:

FE DX 4y Accreditation Category:

U W

¥R # A H Date: YY/MM/DD

(B354 ) Applicant Information
{EFTAddress
EK4Name @XI3E 4 [Seal or Signature]



BIEAREE 2 Attachment Form 2

HAEBEFRAFR—-THHZ L 0EH

' . Notification of Identical Manufacturing Sites

(FE—RICEDREES)

Post-Transition Accreditation Number -

FIEFE B Accreditation Number

HWIEFEH B Accreditation Date

EFI 58 O1ERT Applicant Address

a8 DIX4 Applicant Name

@:Eﬁff OFTER Facility Address

BLEPT DAFF Facility Name

FRED XSy Acereditation Category

( nBUdeD RIEERE)

Accreditation Number to be Eliminated

SEEFZE Accreditation Number

HIEEH B Accreditation Date

HFEH OEFT Applicant Address

FEE#H D4 Applicant Name

FUEFT OFTTEHE Facility Address

BOERT DA FR Facility Name

T ED K4y Accreditation Category

LFROMERPFA—THDZ LERBHET 5,

The manufacturing sites listed above are the same facility.
¥ & A B Date: YY/MM/DD

JEHZ Applicant Information
(fE- BT) Address _ _
(K 4) Name E X 13 4 [Seal or Signature]

EAFERKE B
To:; Minister of Health, Labour and Welfare

*  HE—RICIR DRV RER BOEETE T S B A BRI ERT S T X,

Note: Use an appendix if multiple accreditation numbers will be eliminated.



BI#E Appendix

(LS OREERS)

Accreditation Number to be Eliminated

FBIEE B Accreditation Number

FBEEHA B Accreditation Date

FREER DEFT Applicant Address

HEaH D4 Applicant Name

BETTOPTEM Facility Address

BEERT DA T Facility Name

SRIEDESY Accreditation Category

(LRSI OBEES)

Accreditation Number to be Eliminated

RIEHE S Accreditation Number

RIEE A H Accreditation Date

FREEA O{EFT Applicant Address

BIFEH D4 Applicant Name

BLERT OPFTTEH Facility Address

RS O£ FR Facility Name

FRIEDRK Sy Accreditation Category

(LN DREES)

Accreditation Number to be Eliminated

HEES Accreditation Number

SRIELEH B Accreditation Date

. HEEE OFEFT Applicant Address

BREEE DK% Applicant Name

ALEPFT OFTFER Facility Address

BLERT DA F Facility Name

FEDIX 4y Accreditation Category




AU 3 Attachment Form 3
IIZEJZ # H H Date; YY/MM/DD

ERBRE B
To: Minister. of Labour, Health and Welfare

J& & Submitted By:
(£ B Address
(X 4&) Name  @Xi3E4A [Seal or Signature]

RHEER

Reason for Delay

wgE (BRS5ES145%) 51 945 2BCAET 5EIHIESNT, UTFOmEE L )83
RPNCEITILD = & TR ERATLER, £5 L < BIRD B HINERS E4 L 5 BRI L

%7,

We were unable to submit the notification designated by Pharmaceutical Affairs Law (1960 Law
No. 145) Article 19 Paragraph 2 by the deadline due to the following reason. Thank you for yo

ur consideration.

()

Reason;




