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1. Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of June 18,
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o723, BISEEDO6HIET T BAREED 1HNZ DV TACTHRIFL % O i fE L T — )L L~ L 3@ B O
A b A7 TEH 5500 nmol/L% FlEl>72, ZHS7HID9 HAGIIIBISHET, 500 nmol/LAT &S 41TV
57 "N BRI D AE =2 VT — B Z R LT, ET2, 20109 BAGIET Z'ARRET, $ 141X
BIS0.5 mght C, MAE/L T — VEIZZ 41109 nmol/L, 155 nmol/LE, FEFITIRV MEE /R L=,

PR LT — )V OFHIL6 D 12 I NTIRINTZD, DT —ZIXFEF Ik 2 7 xR LT T

D, EIFFFEEEIZ OV TORMIEIZIZEL TR Tz,
Fi2, ZOMGETH BTN R R E DR T 52 EnBlEisi, 7 78RR, BIS0.5 mght, BIS



1.0 mgBEIZ B W TR E O I EN 2137 em, 3.5 cm, 3.1 em Th-o7z, BERZRBLE B O
R0 2 R U7z FEAM T REZe RESE R O 3 T D55 60, 7= Ik G ons-, ZodEL, H—
(2R OFATIEe<, EBlEE GATEH—HR) 23R 126 LT (stadiometry D JH1D) Feb FEvEL
B TIHARWVD, ZRHD K HEBEL THARBIOBER RITEH TREVOTHD, TOM X
BARELOTIIRVD, AT RARDOWADREZ T DA REMR D HENI LA NFET D EE e
53 L7050, IEBRIKIHE 1IWAAT BAR DGR RO —EREL T, BERICHBITDRARTBAR DR
BEFRLTODN, 12N T OFHHIH L CZORRIAR 8 RTINS S RETH D,

T TR ARBISEEOBE R SO VO RIE- O (B o RS, WHERZ, Mhikimfs, ik, 2
W) K OB, ZBOEFIO T, IR ITHRIET L ERDBDHY, =2 OMOFIERD
H A ICH RSN TS, Hifide (BISEET3H) 1X 7 7 BARRETIZOTHY, AT AR O AT L0 IR Ak
YeDIERBNOTINCR EST- ATEEMERSHHEL T, T UVEREINDNENDH D, T OMOEIER LT
TERBELZEFRCHE THDD, bLITBUERBRIC T~V RIRPIINLTODED THD,

#E AW ZOEMENKGEFEA T B (SNDA) TSN R R RITLL FOR R 2 KL TS ESND
WEDRDHD,

D) AE= LT — L ORERE R D EFE THLHIH20 0BT, TRV TACTHARE# O =
N — VOSSR A2 R Uiz, 23U, SO FITIIFMNANED AT v A K% G125 L Z0 s PEN
EWERDNOWERE BN LERLTND,

2) [‘Pulmicort Respules’ 32D HEIZEBWT, 2HE ~OIEHANRHAHD T, HEAKAFHITHKER 3 E D
WO UIeZENEIREINDHRETH D, ZIUTZOFEFNI T DHCHITITZRN A, AT A RDOW AN A
H~OVER% KIET e E R T A2 BRI CHY, 16> T EIXF I RN+ 7e ke b &%
MAWBHRETHD,

3) IRIZBL CXBAEZR RN, 77 BREEN0THHDIZ% L[ Pulmicort Respules’|#E TId3
BIDIFR DM E SNTZERRSNDHIETHD,

ZOWEIZEST, TVVRRIT, BUEIRBRKIEE LVIRESNL Db O LD, ZORERTO A i)
64 ANB127 A DEREIZBWTALNIZZ AR 28 LA AT 52 81272 D,

http://www.fda.gov/cder/pediatric/Summaryreview.htm

77 V=K (Budesonide) [EIN : FETE 35 WSl FETR U

2.Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research (CDER) January 2003 (2003.6.24)
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Conjugated Estrogen Tablets, USP Premarin O O|O0|0O|O
Thalidomide Thalomid Capsules O O O| 0O
Metoprolol Succinate Toprol-XL Extended Release Tablets O O|O0| O
Mitoxantrone Novantrone for Injection Concentrate O O|O
Conjugated Estrogens/ Prempro/Premphase O | O
Medroxyprogesterone Acetate Tablets

Sirolimus Rapamune Oral Solution and Tablets O|O0|]0O|O
Candesartan Cilexetil Atacand Tablets O |0
Gemcitabine Hydrochloride Gemzar for Injection O|0O0| O
Gemfibrozil Tablets, USP Lopid (@)

5% Dextrose and Potassium Chloride 5% Dextrose and Potassium Chloride o
Injection Injection

Pioglitazone Hydrochloride Actos Tablets O
Busulfan Busulfex Injection @)
Verapamil Hydrochloride Covera-HS Extended Release Tablets (O NGO
Dobutamine Hydrocholoride in 5% Dobutamine Hydrocholoride in 5% o
Dextrose Injection Dextrose Injection

Venlafaxine Hydrochloride Effexor Tablets O| O
Venlafaxine Hydrochloride Effexor XR Extended Release Capsules O| O
Lidocaine 2.5% and Prilocaine 2.5% Emla Cream

Lidocaine 2.5% and Prilocaine 2.5% Emla Anesthetic Disc |0
Cream

Piroxicam Feldene Capsules O
Letrozole Tablets Femara O
Isosorbide Mononitrate Imdur Extended Release Tablets O
Mefloquine Hydrochloride Larium Tablets O
Lithium Carbonate Capsules & Tablets Lithium Carbonate Capsules & Tablets o

USP, Lithium Citrate Syrup USP USP, Lithium Citrate Syrup USP

Megestrol Acetate Tablets, USP Megace @)
Methotrexate Sodium for Injection & Methotrexate Sodium for Injection & ol o
Methotrexate for Injection Methotrexate for Injection

Tamoxifen Citrate Nolvadex O| O
Potassium Chloride in 5% Dextrose and | Potassium Chloride in 5% Dextrose and 0)
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—fik A% CRE) C TewlwlPIaR
Lactated Ringer’s injection Lactated Ringer’s injection
Budesonide Inhalation Suspension Pulmicort Respules @)
Ivermectin Stromectol Tablets O
Efavirenz Sustiva O
Atenolol Tenormin Tablets and IV Injection O
Timolol Maleate-Hydrochlorothiazide Timolide Tablets O
Travoprost Ophthalmic Solution Travatan Sterile O
Streptozocin Sterile Powder Zanosar @)
Bisoproll Pumarat ind Ziae Tables olo
Mesna Mesnex Tablets and Injection @)
Toxilan Injection Oxilan @)
Docetaxel Taxotere for Injection Concentrate (@)
Mercaptopurine Purinethol Tablets (@)
Bisoprolol Fumarate Zebeta Tablets (@)

http://www.fda.gov/medwatch/SAFETY/2003/jan2003 quickview.htm
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Miconazole - Warfarin Interaction Reminder
Miconazole & warfarin DfAE{ERAICx I 5T EZHLE

WLF5 IV, [‘Daktarin’] (miconazole) 7 /L% 1 AL warfarin O FEFEZAH AA/EHICOWTHE TS
VENRH D, Warfarin TEREL CTODEHF O aha BB O INR ([EFEEHELL) 23, miconazole 7
VR RO A BIC LA L,

Miconazole 7 /L% 0 AN, £ OPREEICRIEN S DHGA EI2IT T VA ZHE T L% IBE L
TEH ~ AE5D, Miconazole % B & E7- 13N 5-L7=854, warfarin EOF BAERA N EZIZ
LNEEZENDN, A—ARZY 7 TiERFTH miconazole 7V — A TOM A/EHANRESNTWSY,

F—ARZUT ORIO A TIE, miconazole 7 /L% 1 HFI O G-BRIG, 1ZEAEDEE 1, 2
TINR 28 EH L7z, ZOMET, INRERZ->TWDHEE 17 AT, INR 23 7.5—18 LLEIC EFL
720 95 8 AN, PG, MR, REIER G HIMA 2 U7, 1FEA L OBRE T EIILmFI OB 5 #1253
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ELZEHITETIOL EThoTz,

Miconazole 7" /Lt A HIANIAL ST 20372 THIE [ THEATE LD T, warfarin 2R L TV o EE
|21 miconazole 7 /V#% 1 AL warfarin OFH AAEH O ATEENEIZ DWW TR IS E A LA B LY
GEICEEZME LT, MAIZRAL O EE THREENZE=2—L, LER5HT warfarin
OG- EAPFETDIHEEL TD, [‘Daktarin’ |7 /L% O HAIDOT — & -2 — 2 BL OV E & M)
= F il (CMD (2, ZOM AR OEE 2 H#EL THD,
http://www.medsafe.govt.nz/profs/PUarticles/miconwarf.htm
X
1) Australian Adverse Drug Reactions Advisory Committee (ADRAC). Miconazole oral gel elevates INR
- a reminder. Aust Adv Drug React Bull 2002;21(4):14.
http://www.health.gov.au/tga/adr/aadrb/aadr0212.htm#2 (5% TGA)

2) Janssen-Cilag Pty Ltd. Daktarin oral gel data sheet 23 October 2000.
http://www.medsafe.govt.nz/Profs/Datasheet/d/daktarinoralgel.htm (Data Sheet [‘Daktarin’])
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