EEFOTO1IE 25
TR 264 7H 18

AR R
ﬁ"‘b = > ALY |
| | - B E AR AR
 TEA A B E W)

]

26.7. -3

(BT - EEBREOEILIZSVWT] O—FHEICHONT

ERG, EXRBNGL, (HERUIERES CT EXS - BERRRg) b
W, ) OEMZIZOWTIL, X (BBfn 35 FERFE 145 5, LT () &
Wi, ) BITED 4D IR TEES - EREBREORRICISNT]  (ER
124F 3 A 8 AT EERE 237 FEAEEEZLREEMD, AT IENE)
EWVWD, ) RESE, EXS - EFERSORERFEEE L I3 EEFIX
BEREE XIIEE 80 &% 1 FICRET 2HHAEES - ERERSoaE
FH (BT MBLSEIRFEEEE) V), ) KL3RROERR CRIIFHROER
~ORWEBBINITON B L S HREN 7 NTNB L ZATT,

Fio. MMREAGRICEET 2 B4R & KINERE & OMOBE (MRABE) |
CESE, [ERRITRERLSHERE (GMP) BT 35T EE o
HEShAEERICOVTE, FAERCTEEISHAE L-Bak. BRAEE
WEERM 16 D EICAT TRET S L 5, BlNEMIZBNTRBRLLTVWS L
AT, ‘

BHAEL, FE26F7A 1BV ERREREE ERGERILRR F—
A (PIC/S) WM T 22k, ZHIZLY., BVRENLBREENES Y
RETHHBEERVCHEREBTEALET,

Zolk, EGEAE TENERBYVRELETOT, HTH0 L, HETO
BOEIREEE ST L CTRAM FSVET I S BEVW LET,

:Elll-[ll.

1. EGEHORES [ERL - EREHRSORILHEROBUFIECETE
B ZAE1IOLBYHDH S,

2. ELBAMOBK 2 ZRIR2 0 LB d, B3 LT3,



3. BEUEMORK2 & LT, BIFHE3 MRS,

C 4. EGEMORKA4A E LT, B4 EMZ 5,



B ENEE YC@2O0RTURE 7 AU
LA LN GEFFNGE o L | £ T
TOEY Cese) (TYWHIY) MBI RSy °R
DO QEZRELL S C T O 2 HAALN G
¥ ‘N R LR O YARI DM
YR LAY L
(5H)
2GR
&gimEﬁEwalm\wm%JWW%w§4dAHV

M) (THE) BB EEE If °F
SZ@EZRHWHL L C TSI FMALD Gk
CUERH "M 2 T L WREREF O WS

HE R LD L
(84)
2 NG HED W
PO HER ] Ck—F AV G TANEREUWERG (1)

(%4) (%)
WEHL YRR Ck—g ) 3 WHBHYUNHEZ ck—g ) 7
(5H) . (51)
AV TRV UG Y g b R T
ZWREAZLUI X e L RRU TS OERY UG ORREBYBEC T ASFSHIOT
BUMEN X QYR G % EH @ MOXUXUNS QTP U 7Y@
EWEB L o B BEESF R > & EMEE L Y DIHETIR > Bl
- "WEHHOEFOY RROvLs:M%xis fi— "UHEHPOUWEOYX ‘0¥ Ls ¥ sis
(24) (24)
QJNCAEL Y L 4 (T) LNCAEE L 4 (1)
. (%) (51)
Yo AYFHHTEE T HYZAYFOHDINAEL 1

H

1

[ T3] a




(¥EHE)

GO N RN CULVOEBSKZTERAE " TX £ £
T2 @¥EMH
T OBENEEE D KIS EFELYE
H RACY A ETIEEORENETHEL G
GENCC AUV B ERERNE " T2 £ 4
C2ERAKOLYT 2AINRE Y £ £ 0GE

HMEOSH U FHEUKE L ACIHETERK (2)
WA T AIUR _

ARG ULLRRBESE JND

2HLOEZEVONTEESIMOWETN ENEK )
TG EEVYREL TG

TAE] F AL L OSFEWRO T S/0Id

THOMCANEREXOET "L g WG

SEEXOHEH LF I HE 21352
SENYN W ERIY (S/01d)

T2 YXEIRERTNRE - AYBENES HEX £

HESKODTEREK (1)

SREOBEEE O~ €

A REC T LM ZHE
CHIE TRANBEHCRLOQRURHE QT TRY
HIEEL Z LT (dND) SFEEREEE R
¥ O TZYUOEHO I YEFFNE I E¥H S £




QEH ORBENESE D H N R RGEY - &
SREZNEHBEH <E—£ ) TIME %
SN R OBENEESE 0 TV CFE

Pﬁ%%&%@ W%EMJ%&% LB AR

PN N CEVRR:E )
BEOBEMEIEHE 6 T ST T HEEFLNTT L
E[ES

O FEREHNEEE 9 (B OBE =% (¢)
g
BIFELO N Y NOBOBRRALES MY Z 2
1<
R ENFRALOBENETE I\ K AHE
RLWETE QL HaL | ZR2 MO MEY
H HEECAUHEEC L | THZ e
FED T RN UENCEER %3 > %
D RITHCHTES ] < OB KAE %
&
FIELDI | A BY HEEORITNHEE
RN N Y T B S X2 S s = RN
H) °7 < X REZHERET OB NESE 5
| RIS EFLNTRUCHOY RACHR
EACHR OO CENSE T AL 1 W




(%)

HEOUYS LEEMEYE €

()

HEFOLR LIHEMEE v

. TG@RLHEMEZ (8) BT “HHREOLE
Bl B OBH LA LKL "3 T2C@R¥EE
HEOBRHA LA LD ELINREEELHEGE >
OZRUFAZ LS HEXIBAN LA LD F L
TATHNE HANSHEY R TYY (BEENTHE " <
n) HEENE "HeY WICHATRIITHY
H A E R Y AN R R HE O MEYH .

BH LS L-0¥ L (V)
"G LB 2B E SR ERE

Ko T FREANCSE GBI A2 FEHL O
BENESE 9 CH N aE CREKEY  abns 4
_ TR oCETE




[Bi# 2]
(BU#E3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

IMPORTANT - DELIVER IMMEDIATELY

This is intended only for the use of the party to whom it is addressed and may contain information
that is prr'vilefed confidential and f)rotected from disclosure under the Mutual Recognition
Agreement and PIC/S and other applicable domestic laws and rfcz;gulations. If you are not the
aadressee, or a person authorized to deliver the document to the ad ressee,ayou are hereby notified
that any review, disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please notify us by
telephone immediately and return it to us at the above address by mail.  Thank you.

BABEIGES  Rapid Alert Notification of a Quality Defect/Recall
1.% 56,9 To:

2.% B 7 Z X Product Recall Class of D |3.% {&& R ED> Counterfeit /Fraud:

efect: [ Yes - No.]

[ 1 - I )EE25A2QTH)

4.5 5 Product: 5.7 %5 Marketing Authorization Number:
6.5R5E4 Brand/Trade Name: 7.—f%4 INN or Generic Name:

8.2 Dosage Form: 9.57& Strength:

10.12 v &2 Batch/Lot Number: 1153 8AFR Expiry Date:

12. 83531 X% Pack size and Presentation: |13.353%&%H H Date Manufactured:

147K 52— F¥# Marketing Authorization Holder:

15. BEZ#EFE Manufacturer: 16. EINEMEZEZE Recalling Firm (if different)
(MEFEE L R22BERRTHIL)
HAZSE Contact Person: EHESE Contact Person:

BEF Telephone: TE&% Telephone:
17. % B # 5 Recall Number Assigned:

18.00 B R DFEHR, /2R Details of Defects/Reason’ for Recall:

19:fit181E$R Information on distribution including exports (type of customer, e.g. hospitals

):
20. % BT L JuiC & BTGB Action taken by Issuing Authority:

21. % RE SN BHE Proposed Action:




22 BT S iy From (Issuing Authority): | 238485 Contact Person:
.| Compliance and Narcotics Division GMP Section

Pharmaceutical and Food Safety Bureau |FAX: +81-3-3501-0034
Ministry of Health, Labour and Welfare
of Japan

24.% Z4 Signed: 25. %% H B Date: 26.% BF Time:

(EE).
- RAEORTZIE, BEIERK AL LTHE k
M) Z-2077EBAE. ZMic LT L,
» 485 Product] MiCit, RFEAD D LAENRLOETERTI L L bic, MED
SRV R (B 0 Twhite tablets (HWEER) 1 ) 2 fBIcRBTI - L,
+ [6.JR5E4 Brand/Trade Name| WiZid, JRAAZEHMT B2 &, BERLIIFIOMKE
ATHRFRELTWAERD 256, Ef & YZETORTEL ’i’ﬁuéﬁ'é k
«  [7—f%% INN or Generic Name] #Ricix. AR OO—RL2THT 5 - L, #HK
DRI EZEHTHHRAE. FlETE L,
. ;_19 Jiu@ &R Information on distribution including exports] iz, EBHEDES %52
ATBHZ &,
- [4.8% Product:], [6.i%554 Brand/Trade Name] . [10.2 v &S Batch/Lot Number] .
M1 AZHR Expiry Date] , [13. 8554 A R Date Manufactured] & ORE T 2IEH
F—RREL, MHE LTRTILETHELIR 2R, 2084, BIEIcEHR L-E
B OMITiL Isee the attached file] c‘:“ﬂi‘ﬁ'é E.
THRSGAE. NA) LZHTH
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[Bl#4 ]

(B 4)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

FOLLOW-UP AND NON-URGENT INFORMATION
FOR QUALITY DEFECTS

1.x %85 To:

2. % %% Recall Number Assigned:

2a. % EWNIZBIT A EIEE National

reference number (When applicable)

4818, Product:

5. 4% &5 Marketing Authorization number:

6.R7t4 Brand/Trade name:

7.—#%% INN or Generic Name:

8. A Dosage form:

9.57 8 Strength:

10.2 > b#F % Batch number (and bulk, if different)

14. &R RFFE Marketing Authorization folder:

I5.BE3E3 Manufacturer:

16.1E§% 5% Contact Person:

17.5¢# Subject title:

22383 5T X From (issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of
Japan '

238 %54 Contact Person:
GMP Section
FAX:-+81-3-3501-0034

26.% K Time:

24. % B4 Signed: 25.%4EH B Date:

(EB)
- RAEOREZFIE, BEARIEEEAMM LTI L
- Tk BOUREBIE., ZERicLTEL DL,
[17. 5648 Subject title] #MITiZ, Bz IHIBA LIz EMRHSRHH (v v b, HiHER
%) ofFgERETI L,
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(B 3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEK] 1-CHOME, CHIYODA-KU, TOKYO 100-8916

IMPORTANT - DELIVER IMMEDIATELY

This is intended only for the use of the party to whom it is addressed and may contain information
that is privilefed confidential and protected from disclosure under the Mutual Recognition

eement and PIC/S and other applicable domestic laws and r?ulations. If you are not the
addressee, or a person authorized fo deliver the document to the addressee, dvou are hereby notified
that any review, disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have recéived this document in error, please notify us by
telephone immediately and return it 10 us at the above address by mail.  Thank you.

RSB E#  Rapid Alert Notification of a Quality Defect/Recall

1.%%85C To:

2.% BIU¥ Z Z A Product Recall Class of

Defect:
[ 1 I ) GE27 722 0THED)

3.k AN DE D> Counterfeit /Fraud:
Yes No ]

485 Product:

5.7k#8& 5 Marketing Authorization Number:

6.]R5E4 Brand/Trade Name:

7.—#%4% INN or Generic Name:

8. %% Dosage Form:

9.57& Strength:

10.22 » FFE:S Batch/Lot Number;

11.52h AR Expiry Date:

1281394 X% Pack size and Presentation:

13.85&% 8 B Date Manufactured:

14 7K FR{RFFE Marketing Authorization Holder:

15. BU5E33#E Manufacturer: 16. ENEMEZEE Recalling Firm (if different)
(REEE LR BEEBT I L)

&S Contact Person: EHE S Contact Person:

55 Telephone: BEE Telephone:

17.% BN &5 Recall Number Assigned:

18.AE R,/ [EIUNHE K Details of Defects/Reason for Recall:

19.5:81H % Information on distribution including exports (type of customer, e.g. hospitals

):

20k BEROCE HIZ L DF5E Action taken by Issuing Authority:

21 % LI 2B Proposed Action:

2338 #55% Contact Person:
GMP Section
FAX: +81-3-3501-0034

22T/ From (Issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare
of Japan




24.% EZ4 Signed: 25.%4EH B Date: 26.% If Time:

(EE) '
BitoXk& X, BATERKE AL LTHZ
(%] o ERE, EMicLTELZE, |
(4,805 Product] MICiZ. JRFE4AD S bAFRMHARbOEZREETH L L b, Bb
DOHAFEEI RS (B : Twhite tablets (BVWEEAD) | ) ZHBICRBTIZ L,

. [6JR%4 Brand/Trade Name] WiZi. R THTDHZ &, AARLIIBIOETE
2 CHERLTCVWEERDIHEIE. B4R L UZE TORTAZIIETITI &,

. [7.—§&4& INN or Generic Name] BICIX. BRSO —REETHTHZ L. #HE
DEMRDESHTIEEE., FIETHI L,

. ;_19.%%;&%#& Information on distribution including exports] iz, EHEDOES 250
ATBHIE,

. 4805 Product:] . [6.BR5E4 Brand/Trade Name] . [10.wy ;&% Batch/Lot
Number] . [11.7%b3FR Expiry Date] , 13244 H B Date Manufactured] SO
BETZERY —EREL L, BEE LTRT I ETHLELILRY, TOHE. Bk

_ZERE L =E B OMIZIL Tsee the attached file] LEEHTHZ &,

FEAZ2EEEX. NA) ¢ERETHE,
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(BU#4)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

FOLLOW-UP AND NON-URGENT INFORMATION
FOR QUALITY DEFECTS

1. % %85E . To:

2. % [EI¥ES Recall Number Assigned:

2a. % [ENIZ BT 2 [ ZE & National

reference number (When applicable)

4 ®IEL Product:

5.7 Z B Marketing Authorization number:

6.0R5%4 Brand/Trade name:

7.—i%% INN or Generic Name:

8.AlH% Dosage form:

9.3 8 Strength:

10.22 »» h3FEE Batch number (and bulk, if different)

14. 7P 4F3 Marketing Authorization folder:

15. §< &3 Manufacturer:

1638485 Contact Person:

17.3%#0 Subject title:

22 1BFRCHF From (issuing Authority):
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of
Japan

23 E#5%C Contact Person:
GMP Section
FAX: +81-3-3501-0034

24 % B4 Signed:

25. % H B Date:

26.% BF Time:

(EE

- FAOKXKE I, BATERE AL LTHL

- %] ZOFEBIL,

ZEWMIZ L TR Z L,

7. %40 SubjecttltleJ WX, Bz oy LB 46 (= b, EiEE

%) OFREERTLIZ L,
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