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[ k FDA ]

e Rosiglitazone[‘Avandia’] : DMILEV A B LUK E BE ~DOFE I T 58T SCEDOHET
Avandia (rosiglitazone) labels now contain updated information about cardiovascular risks
and use in certain patients

Drug Safety Communication

1HA1 H :2011/02/03

http://www.fda.gov/Drugs/DrugSafety/ucm241411.htm

FDA I, FEJRIHE rosiglitazone (2 DWW T LAY AY (LT EZ 5 ) OIE A ERT AT O
I 3CEELE Medication Guide (R AT R 3K S T A R) 1B IS 7= Z & a5, ZOEHRIL,
KRIEDITT 36 L O~ D FT 7272 HIBR O —EFEL T, FDA 73 2010 42 9 A 23 HIZIZUH THE
L= DThD,

Rosiglitazone ([ ‘Avandia’ ] D744 CHL— sy i &L CTHRFES L TU%, Rosiglitazone 13
F7-, [ ‘Avandamet’ ] (rosiglitazone & metformin ®A&#l) 3O ‘Avandaryl’ ] (rosiglitazone &
glimepiride ®&H]) OFEGH4 TRAFIEL THIGESIL TS,

DMILE Y AT DFLEN N A, AFEOFRAF SCEIT rosiglitazone 35 KU rosiglitazone & A £ 3 5412
DNWTLL FOBE TOREH T RETHLLVIRRRICHE S TN D:

CINBOEKG T CILIRREZ T QA S

S OHHE R Gl Ao b — LA ENTE T, Y E LMD T pioglitazone &

AHEHS ([“Actos’ ], [ ‘Actoplus Met’ ], [ ‘Actoplus Met XR’ ], F7=i%[ ‘Duetact’ ]) D
ERFRNEH

B 5 CIE, FDA D& GRL TWA DT rosiglitazone & A FE 3 5 o BRIl A s A SeE L
Medication Guide ~DZIHDZERVEIZES #3528 D 2 Th 5, Rosiglitazone 1 A [ 3 5 OF]
FAHIPR9% REMS (Risk Evaluation and Mitigation Strategy: U A2 2FAh « 883806 ) 13 £ 727K 38
NTELT, ERUTEmBSIL TR,

FDA (ZZ2E0 A HIZIZZo0 REMS 707 T M OWTOFELWE AR T 5T ETHD,
FDA 78 2011 4EFETIZ REMS ZGEL, £ 6 7 H #%IIXREEE N EM Tz e 795
RIARTHD,

ORETOBIER
<Y = DOFERIZEY rosiglitazone & A EIES O AR T2 LN TELN, RIEDY AT -
RRT NPT DI ENEETHD,
-Rosiglitazone & A EH M IZ OV TS HIUTH Y EITHKRTHZ L,
-Rosiglitazone & A = 3 5L & ik F 45 BR 1213 Medication Guide % #iTeZ L, Medication Guide


http://www.fda.gov/Drugs/DrugSafety/ucm241411.htm
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|21 rosiglitazone O IZPEDY A7 3G S AL TUND,
-Rosiglitazone & A KO FIZLZEITEMAIZT T FDA MedWatch 7177 AZ#HE 352
&o

OERBEHEFEF T OBMER

-Rosiglitazone & A M2 OV TOD REMS 1E, ZO@EIDORE S TIIH S TR, G T
SIS SCEOFLHEIINES T rosiglitazone & A & 3K AL DAL 38 LOME FH Zfkfe L Tl

ML DIRIEEIEL T rosiglitazone & A EHE AR T HZEDVAT - X7 4 MIOWTH
FHEFELAW, 2 OBFIZE> TRERIBIRIEZIRE T RETHD,

< S5 CHLST BRA ST ELA BRI rosiglitazone ¢ Medication Guide Z 38t e L) HE TS 4528,

-Rosiglitazone & A 3D HIZLHEIMEH X3~ T FDA MedWatch 707 7 A & 352 &,

OF —FDEHK)

20104F 9 A 23 HIZ, FDA I rosiglitazone & A =3 i O H 2 fth D = 3K fn Tl = > b — v
R CEZRU 2 BUPE RIS FR A IS RIRICHIBR 2 LA LTz, b BT 721 [RIX rosiglitazone
1R BE COLBRIEOVARY FHARUIZT —2%% 17 TTHH DO THD,

O BE DR R ML EMEER
[k FDA]Vol.8 No.21(2010/10/14) , Vol.8 No.16 (2010/08/05) , Vol.8 N0.05 (2010/03/04)
[EU EMEA]Vol.8 N0.21(2010/10/14) , Vol.8 No.17 (2010/08/19) {Z7>

©Rosiglitazone (> 7 V&, FT VL RA L AV AR SEIE, 2 BB RIF IR
st R re s (BN 72 &I 7e 5 1k)

©Pioglitazone (427U %>/, pioglitazone hydrochloride, ¥4 27V 4> Mgt JAN), 71
DURA A ARG SGESE, 2 BRI TR RS EN 0T WSk JETE
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[ k FDA ]

e Terbutaline: REDIRE COME IR T 2572 %E

New warnings against use of terbutaline to treat preterm labor
Drug Safety Communication

1WA H :2011/02/17
http://www.fda.gov/Drugs/DrugSafety/ucm243539.htm

(Fhkr)

FDA I%, {41 terbutaline % - pED TR £/ 13 R R RTRIE (48~ 72 IR A48 2. D16 9%) DT
LA, im0 EEA DR E LI O HEER S 2D, FFE AR, Fhkoun
TAUZIBWTOHIEIR A - RETIIRWE IR — RIS 3%, FDA 1L, 1 H terbutaline @
ERROIDRMEECONWTELE T L7120, IR SCEIC A EE | BI O 2B+ 5
JOERLTWD, £7-88 0 H terbutaline 1%, F-PED T [0 EDUW D2 HIEFRIZ DOV TH A ZE
DRENTES T, ST terbutaline SHELOF FRIEDIRENHLT20, OIS AT~
T2V, FDA I, terbutaline $EDZ D FTEIZ DWW TEL T 5720, IR SCEIT T 242
HIBLOMEES 2B 55K TS,

Terbutaline I, Wi B, KUE 3K, MiKUEIC D KU SO (RUBORES) O TR LIRIEAHE IS
LRI TND, [RIFEIE, FEEC bR O 70 & ERF O SRR & U Ci s s
SNDZENDD, Fz, WHIMEH &L TREDBIEY LE DT D RRFFEME M T T&ET,

PFERLD ABEBE I DOWT, ERTOHIENIZ LA & OIRFEIZIG U725 A terbutaline B EH
RIXERR EEEIEE 2 5NA550550, FEOEREY OO [FRHEE2 RRFFHER 5L, 4
B AN DMRFE FE SO SE TSI B D AT REME S $ 5, Terbutaline (341350 F & Tl 4 _& TIXRL,

[Hef A | B RO AR R OB INE KD 5 FDA OHIEiE, FDA BSLt o —Uiz#il- e 2k
BHITHESN TS, FDATE, BARMIZIE terbutaline O BE R TG BT 2 ik % 22 2k
HER(F—LOEREBR), BFLEOLOT —4 V%L a— L, ZRHORMN SCEWET
1%, KEPERMR AR 22 (American College of Obstetricians and Gynecologists, ACOG) ™ i fi# &
H—HL TS Y,

OERBEHEEF T OBMER
SERR A A~ORE O ER ] terbutaline D EFEFMEHO#%IZ, FET O, BLOVAEEE
m, —wPEo S, R VY AE, NEER, MKIE, OFRE LS O EERA TN
Uiz DFENHDHZERTDHIE,
- Terbutaline D EFHOHHEAN Y T NZ LD FRGEE ALY, 48~T72 BFfZEZ2NIIICTHIL, FF
12, Ak A ETHES terbutaline 2 FH L7228,
PERLD AP BE O 2 OIRAEIZLY, EEHEFFE D, terbutaline DIFEH LD KT 4 M3
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27BN BRI D LD 72 R FAET D,
« FLPEDIRIERFBH Tof O terbutaline D IR TH S,
-Terbutaline (258444 =44 % FDA @ MedWatch 7' 1225 A AlZ#iiE 452 L,

OF —FDER

FDA % 1997 4F 11 H, EFEIZH720 terbutaline 252 FiE AL A OZZEMEITHH T2
[ZOWT, EREMEFE BT, Mg R E-T- 20 terbutaline - L7214 1200 U4
FHERERGREOEERAFEGEDELLAREMICOWTEE 3570, [AESRIRMACEONME
M LRI ZUET U,

&2 SCHRCLE, FPEDFEIEDIEHET terbutaline D22 EMEL A RNEE R o T A F 02t
MEESIE 2%, LinL, IRASCESRETR FDA OIRE, EAISRE OBE LI DT, ik
SRELTC terbutaline ORI M TOITEY, L2 &L EERBIFICESTZIEAERHD,

FDA I3, BEFLME T A7 4 (Adverse Event Reporting System: AERS) (22 &7z, PEFR
T terbutaline DEEANZFE RO CLHERLLE RAEFFROTRERELZLE2—L
77

AERS D52, terbutaline 23 I Hi I EH7- 1976 457005 2009 4E F CITEE SN = B
FELT A 16 Bl Lz, 16 B, 3 Fill3s kA 1 terbutaline 278 7 TR TFIEALTERY, 9
X A A terbutaline DAZARFAL Ty, B FESCEIEICNZ TRAMZOFHL Tz, 2
6 9 i, 2 Flidsh kB, 7 BlIEABEREE TR O A terbutaline ZRHL TV, 16 fHildHH
555 4 BlOFGRREEIL, KRE, #E, BLXORHThH-72,

FDA (X, 199841 H 1 H (FDAIZL D ERAEFEH MT D) 735 2009 4F 7 H £TD AERS
~OHENG, terbutaline DI LES RER O B0 M R4 12 Bl EL, ®isSh
FHLU IR, OAFEZE, fikE, & i, SEIRRE A do7-, 12 #iH, 3 f#iliX terbutaline
BT TR FIEALTWE, 541, #% 0 H terbutaline DA% AR L T2y, B2 FEICIIZT
A AZGFRL Tz, Zhb 561, 363 kERE, 2 BT ARLEE TRk A terbutaline 2 ik
LT,

)T, FDA 1T EFEOERICH E %, AR MRS A terbutaline %= REfH (48~72
B2 2 O LI BE-0, #% 0  terbutaline (L2 AMEIERLER M OIRIRZIT -T2 354,
HERAEFEFEGDEBLTDVAZITDRDIR T 1o baeb EES LR LIz, FDA I, Zhboy
AZZDOWTCIERRIEFE 1TEE T 570, FSERA SCEIC PSS LT 283289
FRL TN,

X R
1) National Asthma Education and Prevention Program (NAEPP). Working Group Report on

Managing Asthma During Pregnancy: Recommendations for Pharmacologic Treatment—Update

A MedWatch Online ®H( https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm
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2004. NIH Publication No. 05-5236. Bethesda, MD: U.S. Department of Health and Human
Services; National Institutes of Health; National Heart, Lung, and Blood Institute, 2004.
Available  from:  http://www.nhlbi.nih.gov/health/prof/lung/asthma/astpreg/astpreg_full.pdf.
Accessed November 19, 2010.

2) Wenstrom KD, Weiner CP, Merrill D, et al. A placebo-controlled randomized trial of the
terbutaline pump for prevention of preterm delivery. Am J Perinatol. 1997;14:87-91.

3) Guinn DA, Goepfert AR, Owen J, et al. Terbutaline pump maintenance therapy for prevention of
preterm delivery: a double-blind trial. Am J Obstet Gynecol. 1998;179:874-878.

4) Sanchez-Ramos L, Kaunitz AM, Gaudier FL, et al. Efficacy of maintenance therapy after acute
tocolysis: a meta-analysis. Am J Obstet Gynecol. 1999;181:484-490.

5) Berkman ND, Thorp JM, Lohr KN, et al. Tocolytic treatment for the management of preterm
labor: a review of the evidence. Am J Obstet Gynecol. 2003;188:1648-1659.

6) American College of Obstetricians and Gynecologists (ACOG). ACOG Practice Bulletin.
Clinical management guidelines for obstetrician-gynecologist. No. 43. Management of preterm
labor. Obstet Gynecol. 2003;101:1039-1047.

A E

FDA O terbutaline BIHEfE A1
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetylnformationforPatientsandProviders/
ucm243551.htm

-NDA Terbutaline Safety Labeling Change Letter (Injection)

http://www.fda.gov/downloads/Drugs/DrugSafety/UCM243681.pdf

+NDA Terbutaline Safety Labeling Change Letter (Oral)

http://www.fda.gov/downloads/Drugs/DrugSafety/UCM243683.pdf

+ ANDA Terbutaline Safety Labeling Change Letter (Oral)

http://www.fda.gov/downloads/Drugs/DrugSafety/UCM243687.pdf

+ANDA Terbutaline Safety Labeling Change Letter (Injection)

http://www.fda.gov/downloads/Drugs/DrugSafety/UCM243688.pdf

OTerbutaline [T /L7 &Y., Terbutaline Sulfate, /L7 #V  Hilgs (JP), V7L U,

SUE SCHRIRE) [EN - FEIEW VA FEIE


http://www.nhlbi.nih.gov/health/prof/lung/asthma/astpreg/astpreg_full.pdf
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm243551.htm
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm243551.htm
http://www.fda.gov/downloads/Drugs/DrugSafety/UCM243681.pdf
http://www.fda.gov/downloads/Drugs/DrugSafety/UCM243683.pdf
http://www.fda.gov/downloads/Drugs/DrugSafety/UCM243687.pdf
http://www.fda.gov/downloads/Drugs/DrugSafety/UCM243688.pdf
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[ k FDA ]

e Topiramate[ ‘“Topamax’ ] :topiramate ZfEFAL7=RBEOHAERICBITS 0 D ERHDIRY
Risk of oral clefts in children born to mothers taking Topamax (topiramate)

Drug Safety Communication

1HA H :2011/03/04

http://www.fda.gov/Drugs/DrugSafety/ucm245085.htm

(k)

FDA I, iE#RH1C topiramate[ ‘Topamax’ JIC kD iBE &= 7= o A IRIZR T2 0 EE
BIWERITIOBHDOIVAY LR ZRT T2 T — 22 OWTALBEIT 5, Topiramate Z 4T
AIREARE R D 2o PRI AL D BRI OK e 72 05 35088 1 DGR ME DN 3 72V IR CIEARRLD) , (]
DRI 4y "EVATHAEIC R T RETHD, ZNHO LRI, N AHERRE %Rk
DA FERIF OV A7 PR O E IR S O ARG T RETH 5D, IR AT REF i D ot
topiramate %l 325551213, HRVRRHEIEEZITORE THD, OE- O HZUT, 2O MR
FEHRIZRAT DRV TR ES 1 =AU D,

Topiramate |35k, [ 385 0 iR V2 fEBR 434 C (Pregnancy Category C), J 72 HEh# TOHF
DT —HDBIREADIAT PIRESILTNDDS, EFRRFHIENCO KRB P TR DT — & 23
AFRAFETHSTEIEMITHTESIL TV, L, ERTO NE - O HROYVRY EF AR 8
T2 T —AGONTT20, IRIRGRIE DM D ICEF 35, 05 D 1%, ehTOT —X|Ihéox
ENBIRASOVAZ D TR 2T U ADRH LN, —EDFM FIZBWTUIRNR T v MR ELID
728, ZOXIRIAZIZH OO T RIEDFEH R TFRSNLG G R HLIEE R T (F—2DHE
KEBH),

--------- Topiramate {22V T

‘FDA DVEARBLIZHLCAMAIET, FEDRO TANAFEIEDIRFRICHAITHEA+ 55, fho
R LHEH T2,

FDA 13 8 PRI Z B G L U TRRRL TS, RV S To AR Z ST 5 4 ISR S 1F
[N AN

D LRIITH L CHISSMEA S TIY, Z05HOVSNEEBLARS R IED DD,

< KETIE 2007 4F 1 A ~2010 4 12 A1Z, £ 3,230 S5 topiramate DILT5 -FHAI A T4L,
% 430 5 NI RCRLS SRR CIRAN R 2172 2

OEBRMEEE MITOBIMER
SRR FTRBAF RO 2 LT, topiramate ZAEARES 1 =N LG G0 AR 0 EHDOY RS
WZOWTHEILEDHT L,


http://www.fda.gov/Drugs/DrugSafety/ucm245085.htm
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- IEYR AT REAE IR D Ze MEIT topiramate 4L 5 3 2B GRS 72 R T 058 1 D & IR P 2318 5 72\ ViE
ROIEHETITHD), FHEDORRT 4o AT Z T HIE, DR OB E L RKIEDH
FHIF DY A7 PMENML DO EFE L O AR ET 228, IERIEFEEL, HWUEE b5
DIRFEIEDFRIHIIRY AT LRI T 4 MTONWTHRE EFELAIZ L,

CEIFDEREE L, ARA I L CUVRWEER TR O LT topiramate 2L 5 T AGA, A
NIRRT VLA i T A SO T D2, EDORRIZ, =AMaS & A RET3E% topiramate & f
MT 25613, RVEL LR T U TREIED G RPN RGST2 RN DD Z LI E
THIE,

- #3512 NAAED (North American Antiepileptic Drug) D 4Tz E gk A7 2 (Pregnancy Registry)
THEOWTEHIRHEL, FHRLTS S IIABERIC BN 2 5080 52 L,

- Topiramate D fHICLEY A E L%, FDA @ MedWatch 712755 AlC#iET 528,

OF —FDEHK)

NAAED iR E GRS AT LD T — 420, dEIRE 1 = -11IZ topiramate O BLANGHR A T 7= £
BIOHAELZAIRCo NE - OBHOYARY ERP/REI TS, Topiramate [ ZIgEE S 72 2R
TOHE DHROFEHLRIL 1.4% THY, thosi CALAIKICBEFESNZALIR DY A (0.38~
0.55%) , TAMADIRWNEERIMULOHT TANAIRIZLDIEFE 2% T CORWREBLO AL D&
(0.07%) Ll L TR >7-, NAAED #EHRE G Tl, 4EUR 2 topiramate | ZIgER <A/ REFLD
DA O - O ZROMI AL, 1852 TORW IR TOUAZ LD T 21.3
Th-71-[95%1EHEX M [7.9~57.11], #[E D Epilepsy and Pregnancy Register? T [k,
topiramate LI OWEFEE A2 1T 72 LRI BT 5 DB - OB RHOFHER L5 (3.2%) &S, i
X S TOIELE (0.2%) LLEZ LT 16 5DV AY LR Th-o7-,

HEHBIOHHRIT, ARBICOTORIELBHONLGEND, HESLRICIENEL TE
D, BFEORFICNEEL O H ORYYENEED /RN DL GG ETHR A Thd, NI HHE
DREPACDTOINFE FIREATOIZEN LV /NEO AJF - ABRO KL, RRIZIVSEET S

X R
1) U.S. National Library of Medicine. National Institutes of Health. Topiramate monograph.
Available at http://www.nlm.nih.gov/medlineplus/druginfo/meds/a697012.html.  Accessed
January 6, 2011.
2) SDI, Vector One®: National (VONA) and Total Patient Tracker (TPT). January
2007-December 2010. Data extracted 2-9-11
3)U.S. National Library of Medicine. National Institutes of Health. Cleft Lip and Palate health

topic. Available at http://www.nIm.nih.gov/medlineplus/cleftlipandpalate.html. Accessed January
6, 2011.

A MedWatch Online ®HA https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm



http://www.nlm.nih.gov/medlineplus/druginfo/meds/a697012.html
http://www.nlm.nih.gov/medlineplus/cleftlipandpalate.html
https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm
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BEER

*1: North American Antiepileptic Drug (NAAED)Pregnancy Registry, #T4zH OHLTADA K
FEHOREMNEFRET DD DGR AT LT, TP, [oTREE, B2 E MO0 0
IS THCAMMAEZE L COD IR A B R G &5, FEMIZIRD URL 25,
http://www.aedpregnancyregistry.org/

*2: KEOTANAIEEEEE, FUCANAIEOBERIZH)OLTEE KD, HFUTANAIEN
R VAT 52 2528 (RRIZ e RYE AT ) IZ BT D IF RO, AFRREZ1T->T0D, FEMIE TR
DY A S,
http://www.epilepsyandpregnancy.co.uk/

OTopiramate (Fe"7~—b, FLCTANAIKIEN 7 H I BeH
KENTOBINE, MO TANAIKLD P DI,

Vol.9(2011) No.06(03/17) R04

[ k FDA ]

o FDA/CDER (2 &2 &Z &M B4 2R ET OB (2010 42 12 A)

2010 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER —December

FDA MedWatch

8% A :2011/01/19

http://www.fda.gov/Safety/MedWatch/SafetyInformation/Safety-RelatedDrugL abelingChanges/default.htm ]

ZOMEETIE, A ERL A OV EL, S, S, A LR, RIER, B RIE
WMOEIE B OFRYERT 2T, RICTEI LA LUGRTEFT OV AN, EFEMR ACidsETSh
TZHEE SN, M AEE E3EE S, BT S B Sn o2 areiE o s
D
%5 : BW (boxed warning) : #2504 %245 | C (contraindications) : 25 =, W (warnings) : 45,

P (precautions) : ] i1 E:, AR (adverse reactions) : BI1EM,
PPI/MG (Patient Package Insert/Medication Guide) : f23& ff# #, REMS (Risk Evaluation
and Mitigation Strategy) : U A7 &l - 85 J80%} 5, PCI: Patient Counseling Information

A ZEHIRRIE FDA OFRUGET VA
(http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm235838.htm) CE 3K a7V w7452 LI KD FERIN
MECTx5,



http://www.aedpregnancyregistry.org/
http://www.epilepsyandpregnancy.co.uk/
http://www.fda.gov/Safety/MedWatch/SafetyInformation/Safety-RelatedDrugLabelingChanges/default.htm
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BETESNTIH B

KRE A (—RA)
BW c w P AR | PPIIMG

Ablavar (gadofosveset trisodium) injection
O O O PCI
*nephrogenic systemic fibrosis

Aceon (perindopril erbumine) tablets O O O

Eovist (Gadoxetate disodium) injection
O O O PCI
*nephrogenic systemic fibrosis (NSF)

Magnevist (gadopentetate dimeglumine)

injecti d ph bulk package injecti
injection and pharmacy bulk package injection O O @) O PCI

*nephrogenic systemic fibrosis (NSF)

MultiHance (gadobenate dimeglumine) injection
O O O O PCI
*nephrogenic systemic fibrosis (NSF)

Omniscan (gadodiamide) injection and

harmacy bulk package injection
p y package Inj O O O O PCI

*nephrogenic systemic fibrosis

Optimark (gadoversetamide) injection and
pharmacy bulk package injection

*nephrogenic systemic fibrosis

Prohance (gadoteridol) injection and multipack
injection

*nephrogenic systemic fibrosis

Copegus (ribavirin) tablets O O O

Terconazole Vaginal Cream O O

Baraclude (entecavir) tablets and oral solution

Innopran XL (propranolol hydrochloride)
capsules

Prilosec OTC (omeprazole magnesium)
delayed-release tablets

Pristiq (desvenlafaxine) extended-release tablets

Relenza (zanamivir) inhalation powder

Remicade (inflximab ) for Intravenous (IV)
injection

Zegerid OTC capsules

Zerit (stavudine) capsules and oral solution

OO0 |00 O] 0|0
O

10
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BETESNTIH B

KRE A (—RA)
BW c w P AR | PPIIMG

Abilify (aripiprazole) tablet, oral solution, orally
disintegrating tablet, and injectable formulation

O

*extrapyramidal and/or withdrawal symptoms

Arthrotec (diclofenac sodium/misoprostol) oral
tablets

Campral (acamprosate calcium) delayed-release
tablets

Carafate (sucralfate) suspension

Clinoril (sulindac) tablets

Clozaril (clozapine) tablets

O OO0l O] O
O

*extrapyramidal and/or withdrawal symptoms

Dermatop ( prednicarbate cream) Cream and
Dermatop (prednicarbate ointment) ointment

O

Fanapt (iloperidone) tablets

*extrapyramidal and/or withdrawal symptoms

Fazaclo (clozapine) orally disintegrating tablets

*extrapyramidal and/or withdrawal symptoms

Geodon (ziprasidone HCI) capsules, oral
suspension and Geodon (ziprasidone mesylate)
injection O

*extrapyramidal and/or withdrawal symptoms

Haldol (haloperidol) injection and Haldol
Decanoate IM injection

*extrapyramidal and/or withdrawal symptoms

Inomax (nitric oxide) inhalation O

Invega (paliperidone) extended-release tablets

*extrapyramidal and/or withdrawal symptoms

Invega Sustenna (paliperidone) intramuscular
injection

*extrapyramidal and/or withdrawal symptoms

Ketek (telithromycin) tablets O

Moban (molindone HCL) tablets

*extrapyramidal and/or withdrawal symptoms

Navane (thiothixene) capsules

*extrapyramidal and/or withdrawal symptoms

11
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WETSNT2H B
KER A (—4)
BW C W P AR PPI/MG

Orap (pimozide) tablets

O
*extrapyramidal and/or withdrawal symptoms
Riomet (metformin HCI) oral solution O
Risperidone tablets, rapidly disintegrating tablets,
solution, and longacting injection o
*extrapyramidal and/or withdrawal symptoms
Saphris (asenapine) sublingual tablets

O

*extrapyramidal and/or withdrawal symptoms

Serevent Diskus (salmeterol xinafoate) o
inhalation powder

Seroquel (quetiapine fumarate) tablets and
Seroquel XR (quetiapine fumarate) extended
release tablets O

*extrapyramidal and/or withdrawal symptoms

Symbyax (olanzapine and fluoxetine HCL)
capsules

*extrapyramidal and/or withdrawal symptoms

Tamiflu (oseltamivir phosphate) capsules and
oral suspension

Uroxatral (alfuzosin HCL) extended-release
tablets

Zyprexa (olanzapine) tablets

*extrapyramidal and/or withdrawal symptoms

Zyprexa Zydis orally disintegrating tablets and IM
injection

*extrapyramidal and/or withdrawal symptoms

Zyprexa Relprevv (olanzapine) for extended
release injectable suspension

*extrapyramidal and/or withdrawal symptoms

Chantix (varenicline) tablets

O
Cordarone (amiodarone HCI) tablets O
Cubicin (daptomycin) for injection O
Intelence (etravirine) tablet O PCI
Timentin (sterile ticarcillin disodium and
clavulanate potassium) for intravenous O

administration
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WETSNIZIHB

KER AL (—RA)
BW c w P AR | PPIIMG

Treanda (bendamustine hydrochloride)
lyophilized solid for injection

Velcade (bortezomib) for injection

Victoza (liraglutide [rDNA origin]) injection

Vytorin (ezetimibe/simvastatin) tablets PP

Xolegel (ketoconazole) topical gel

0100 |0] O

Prezista (darunavir) tablets PCI

BEFR

*nephrogenic systemic fibrosis (%, RO ARV =0 LR & A (GBCA) IZBIT 2R RBGT THY,
NSF (5 1 42 B MERRHESE) DU A7 L2 D FRIEICBILC, Ml d SE L H kR, B
L O Patient Counseling Information 23 B 1S#077,

*extrapyramidal and/or withdrawal symptoms i%, RO HUEHIRIKIZBIL COERLRT THY,
BLORIFEAE AR BT COHERIEIEIR EBEBUEIR OV A2 B3 D iE S FL# S 7,

Vol.9(2011) No.06(03/17) R05

[ kcDc ]

o TEAANREHE ERERBDYI R

Opioid Pain Killers Linked to Increased Risk of Some Birth Defects
CDC Press Release

1HA H :2011/03/02
http://www.cdc.gov/media/releases/2011/p0302_opioidbirthdefects.html

(Fhkr)

K [E G BT B2 4 — (CDC) A8 F2 i L 7= B2 I S, SEARTE RT-CATIR WL codeine,
oxycodone <> hydrocodone 72 & DA E A AR R 80 348 FH U 72 2ot oo AR LTI, e RMERIR
DIARZINOT N TIEHHD EHT5,

American Journal of Obstetrics & Gynecology®iZFsF &M 7= FELOMFFETIE, MER A%
IToT RO 2~3%03, HEURE ATCHER I AT IO A A AR RS I LD TE R A=
T TV, ZORFFETIE, ZNHDEFEGOEIEE IOV TIIRFTL TR0,

A hitp:/iwww.cde.gov/
B http://www.ajog.org/
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INHORER TS DN R 20 o7 A E A AR %R HKIL, codeine & hydrocodone CTdh- 7= (3
HRED 69%) , A A AR R I L DIERITEFEFAO e R LRI, BLO 0 HE, K
FEE, SE R MRk, IERERZAC BAEL T e, Je KM D RIBORE RO —HIE, ZHETONIZE
fERE—ELTND,

A Bl ORFZE I, RIE T E7 IR IR O A A A R R I A U= & T,
[ Al ] L2 o 7= 2ot & i L C AR VRS 22 DR T RRUE e (Bt B RZR D RAB D DN D)
MHHNDIAT K 2 fFTHHIEN RS,

FERM O KBTS — A7 R MR THY, KETHEMBY 4 76H CRETOFEMHAED
) 1%) Rond, e RIELKBOILIED LA 1 R CTHLEL, AFLESEA I LRI
L E DD B =D TR AL, FRICDIDIRRELEL T 5250,

— RO EH IR P OFERANEETHHZENFHIVTNWDN, imAE 3 2R L O
%<0%, FOREMEDPHOTIHR, ERGHOEF~DOEEL, TrDXrRLoERIZLY
HIp%,

(EHSOMHEITE DB

SEIROWT ORI Z D EIK S A L7279

AR ORI RE

AT AME F L QU D o0 [ K

[ B A R R B FE A~ DR R CEFEF DO S RIERKRBOVAZH EH3 203, i 2 Ok T
DAV AZ 1T INEE SL<IRNEDORFRITHE THD, LinL, DRI IEBRED LD 723E
\ZEENSEME LGN TR RERBOGEX, DRWIEFETHS THZENLBEILRNED
2T HZEFIEDO TEETHL L LD R L O%EIEH ThD Cheryl S. Broussard &t
(National Center on Birth Defects and Developmental Disabilities, NCBDDD) (T3~ T\ %,

RO DS R Th D T Maternal Treatment with Opioid Analgesics and Risk for Birth Defects
(REBUCH DA A A R REDF ISR LI K IERIBOY22) |™ 1%, CDC A33:38 4% National
Birth Defects Prevention Study®® 7 —#Z &S\ TW5, ZOWFZEIIHEEITH THY, &K1
KIBOJRENZ DN TV ETKE TEMSANIMTEDD B it KB ERX—2AOMETH D,
10 NT—HY—, BITHN=T, Pa—IT, TAFY, v Fa—kyY, =a—Try—T—,
Za—"—0, J—=ABaTAF, TV A, X)) INZOMIRICSIML D,

BEER
k1 WFZe0 FEE a5 FIZ OV T, RO URL 25 R,
http://www.cdc.gov/ncbddd/features/birthdefects-Opioid-Analgesics-keyfindings.html

C CDC DENEHAE B - 3 E L 4 —, Yk URL %2 . http://mww.cdc.gov/ncbddd/AboutUs/director.html
D' http://mww.nbdps.org/
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L abstract 1%, @D URL &[4,
http://www.ajog.org/article/S0002-9378 (10) 02524-X/abstract

Abstract (2558, AEAARRIEOM X, Je RO HARERIOREE CIE 17,449 i)
(2.6%) , XIFROREBITIZ 6,701 #(2.0%) THoT-, HFHAICBITDAEAARFH DAY X
H(OR) 1, LEdfEx#E E(OR 2.7, 95%CI[1.1~6.3]), FEETHE /K4 (OR 2.0, [1.2~
3.6]), ZE MBI AEMRE (OR 2.4, [1.4~4.1]), —/3#HE(OR 2.0, [1.3~3.2]), NEREEMIE
(OR 1.8, [1.1~2.9]) THEIZAEmD oIz LiHSh TS,

©Codeine (=7 >, Codeine Phosphate Hydrate, =7 1> U BaHEKF4) OP) , A A AR R
B, FEZFEEN FEEH A e

©Hydrocodone (A E"A A N R BUR 3K, SHZIK) ViESL 772

©0xycodone (4 =1k, Oxycodone Hydrochloride Hydrate, 43¢ 2K HER/K Fndy (JP) ,
FEAARZRERIE] EN FET8 M He s

B Abstract T3 conoventricular septal defect
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[ EUEMA ]

o BRMIZBITD/NE~DERGBEHEMIBE T HRERE

Report on the survey of all paediatric uses of medicinal products in Europe

News, Questions and Answers

1HA1 H :2011/01/20

http://www.emea.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2011/01/news_detail
001184.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c1

http://www.ema.europa.eu/docs/en_GB/document_library/Other/2011/01/WC500101007.pdf

http://www.ema.europa.eu/docs/en_GB/document_library/Report/2011/01/WC500101006.pdf

& News
EMA 132011451 H 20 H, BN TO/NRA~DEIK G 2RI oA RE L AR L,
ZOWEIL, BRMNEE (EVU) TO/NROREF M E4 HB9E3 RN LI (European Paediatric
Regulation (EC) No 1901/2006) ® 3= 272 % 5T 5,
ZOFMEORERIE, BRINTIL, /N~ EIE S OM)SIML T 36 L ORAGREE K S O DMK
IRELTLATONTNAZEERL TS,
WML T E T2 IR AGRE IS O F 3 b 22V HEHI A1, TREOEY Th D,
EARN: [
PrEi B (L= - T U T o v R ESR IS O B %)
-7 ubh R T IRE B L O H2 Z R RS
EAL P S
FOOF(FITBIRA e b= FIVIAL A EE, kub=r L2 27V BEDIAZ
FH, ZRRHOHOHEK)
RELTSE (B A FEA~O )
FUAEDE (LA R~ )

ZOFAARERIL, N ES L ZE B 2 (Paediatric Committee: PDCO) A3/ F 2 3K 5L oD s Jb
T AREREICBI T BY AN AT ERR T DBRIC B E LB T AHD, ZOYANT, /N E 3K b
TOHFZE - BRRE DNERI L BE TR 2 DOIBIRFEBIC O W T L 72b D Th 5, ZOUANT, [HIE (4
FREINOEH ), Bk BAGREE MR P EELEZ T L) OME LR HRET D,

A inventory of paediatric needs, FEAHIZIRD URL #Z [,
http://www.ema.europa.eu/ema/index.jsp?curl=pages/requlation/document_listing/document_listing 000096.jsp&
murl=menus/regulations/regulations.jsp&mid=WC0b01ac05800260al
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@ Questions and Answers
OZDORELEMLI-HH

/NIZB T DEE SIS 2Z0OFEIL, BITRO2OOEBICIVEGL-, J7bb,
BRI TN A~D R B 28R AR L, 2 OO ICBIL TREALS L TRV
EDFRFEIENL THIzbE, HiHI(EC)No 1901/2006 D5 42 FD LN ERFIHA 7= 3 72T
D,

OIELeT —#
AT, BUEOFE MR T~ T (RIEARE T TOM M, BSAME T, ARAAGRE S O
MBI 7 =2 EE A& LT,

ORBEBHALINZLIZZE

KIS, BRINTIE, /NEA~OERR S OBEISINLTT 36 L ORAGRIEFE 5 DILTT 3 RLATH
NTERY, B LHM S RNRIN 2 S E T LSBT R DN BN HHT LIRS, AR
HEESNTELT, BRINTO/NEA~DEI G IO T LS TR B O R E A B A
L7z,

O/NRA~DEFEMBE ROV TRIAL T~ ERIE

AN, SIS _SRIENS O EERBRENS, TR, D fE R iR OE
dh, WHEHE (FVEM) THHT LRI LI, ZoFEL, NNEHERELEZE BN 51E,
/NRFE IS DWW TS RERIEOYANMAERL T DR, #ERICHERBT L5 E bR
Do

OBRLRIBEDZWERA
INRIZEB DTS SHLT REXFREO 2 ERELUT, REENR, BIRNE & LT, wE, H 4%,
B, DO ORNEFESNTZ,

OBLBIEDO 2\ ERE
FrAN, FRCBRERN, S%ELHNE N2 Y CTHORXE g o/NEThod,

OREENEERRIHT SRR

BHE S B ST L TR BB, SHOBBITODTELDTF— 4589 Tl
BENCH, SNBSS T S D — S5 e
1%, NRO B2 EU FEIE CH THEL T DRAIEbBY, ZOL5 NS
T~ E T,
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@ Report on the survey of all paediatric uses of medicinal products in Europe ($4#})
OB

RN A3 T, /N A~ EFE S O3 SN T 36 LUK AGRIE S S DAL S5 A3 IRLAThi T
WD (RFHETIINEA~DO R TGTED 45~60% THY, ZOEITHERDNTR SR O K5 R 2 E AT
THLDTHD) , MNRBEFIIALL, SRONT TS, IRFEARBDO SR L2V ERE LD
N XD T TV D, BEIR (Jﬁf“%@ﬁ&jﬁ» 5 C 90%) <o HET A R, %LAJJ
WX, EERWIRCEPIBREICABEL AN A RBIOVN) EFRIERIC, IR7EAGRD
HRIZHEPLL 22\ R SR AL O H OB B D3 ED -T2,

¢ ETIERLLELMEER
[EU EMA]Vol.5 N0.21(2007/10/18)

[ # MHRA ]
PALLE %P

[ &% Health Canada ]
M IE WAL

[ & TGA ]
M IE WAL

Vol.9(2011) No.06(03/17) R0O7

[NZ MEDSAFE]

e Rosiglitazone[ ‘Avandia’ ] : == —— S RHHIEN SR
Suspension of Avandia (rosiglitazone) from New Zealand market
Media Release

1#F A :2011/02/17
http://www.medsafe.govt.nz/hot/media/2011/Rosiglitazone.asp

BRI 3K rosiglitazone DZZEVELE 2—DFE R, RO IEHEEZ - BE TOLIME A~ hod
)ijiﬂ‘z))wu&)gﬂf\_f_&) 2011 ﬁi 4429 HiIZ=a2— /”’_‘7/]\ Fﬁ%f} Eﬁﬁﬁ—é?’ﬂif%é
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Medsafe D7 )V —7 <% — % —"Td5H Stewart Jessamine 11k, A FDOIHITiR~7=:

o BE=a——TJU RTIRGESIL TS rosiglitazone & A [E3E501X[ ‘Avandia’ |—/h B TH
Do KEFMITI=2—T—F 0 R CIEMB & A THY, BUEARM o813 100 A AT
LHEESND,

» [“Avandia’ JikR I B 11T, TH%l:&ﬁ*’%‘?é?féczob\T%EL/E:\W:&)EA%LCE%\@?
KZ2THIOMRT L5, Y EICHRE TITAEORMZ P IELR2NZE, ERIC
[ ‘Avandia’ AR 2T BUEE 1T L TRRAAL RN L, BIEATEZAR N ¢®$%®(Af§%ﬁ
Rt AZ LA EiET 5,

o BEPRBIRIEICHEITBAT TEDIORHBIRE T %2 52 5728, AEDO T LORHE
132011 - 4 A 29 H L TERLZR,

e [‘Avandia’ JZ kA F O BEDOEIW G252 7 3AIRN L, REORAZHkE 559
o, HYEICHEERDDLIERTDHIL,

Medsafe (3% 3£ 5 A B EZE B4 A (MARC) &[5 38 i 72 Vet 2 —B L LR T, 2005 4
£V rosiglitazone D& eMEAE=F2V 7L TEZ,

2010 4= 9 HIZ EMA 7 rosiglitazone & A =3O RTEAAF 1L, K[E FDA 23 KIE72 8 A
FRAFRLT-%%, RIRMERVERBEIZRE T 2BUF OFEFEEE THod MARC 23, [FIZEDYRZ 3
T4 RDLE 2—ZBAIRLT-,

Jessamine 1%, LA T DIDITIE~THD:

o BEMOBAELLT, DB T rosiglitazone 23 £LL 72V WE A+ > A REVE I 5%
EVTND,

o LAnL, 2 BUBESRIW B IR IR CRWEERNZ L R TLIBO A FHRIR ALY AT D @2
LITHEETHIENEHE THD, PERF IR LW CfRRE FEERIEREZECLIZELH D,

Medsafe % GlaxoSmithKlines £L(Z[ ‘Avandia’ ] D FE AR A BDIE T IR EZ B LTZ, ZOH:
EVXRIC 77 2D 3K (pioglitazone 728 (213 It S4720),

B2EER
% :[d] H A4 C, rosiglitazone[ ‘Avandia’ JIZE89°% Q&A, BLOEEMEFH MITRI7Z—LZ—N)
FATSHLTND,

A Medicines Adverse Reactions Committee
B New Zealand Pharmacovigilance Centre
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Q&A:
http://www.medsafe.govt.nz/hot/media/2011/RosiglitazoneQandA.asp
RoZ—L 5 —:
http://www.medsafe.govt.nz/hot/media/2011/RosiglitazoneDHCPletter.pdf

& BT D PR A AR
[k FDA]Vol.8 N0.21(2010/10/14), Vol.8 No.16 (2010/08/05) , Vol.8 N0.05(2010/03/04)
[EU EMEA]Vol.8 N0.21(2010/10/14), Vol.8 N0.17 (2010/08/19) {F7>

©Rosiglitazone (> 7 V&, FT VUL RA L AV AR SEIR, 2 BB RIF IR
oL 50 (RN 22 8l se s k)

Uk

T G
LEFWEE =K 261, K B¥
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