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Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research (CDER) —March 2003 (web#§#; B 2003.7.31)
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Capecitabine Xeloda Tablets O O
Methoxsalen 8-MOP Capsules O O
Dactinomycin Cosmegan for Injection O
Mechlorethamine HCI Mustargen for Injection O
Methosalen Oxsoralen-Ultra Capsules @) O @)
Cupric Chloride Injection Cupric Chloride Injection O
Acetaminophen, Dexbrompheniramine Drixoral Cold & Flu Extended
Maleate, and Pseudoephedrine Sulfate Release o

Drixoral Allergy Sinus Extended

Release
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Amifostine Ethyol for Injection O O
Aminolevulinic Acid HCI Levulan Kerastick for Topical o
Solution
Cefepime Hhydrochloride Maxipime for Injection O O O
Sirolimus Rapamune Oral Solution and
O
Tablets
Bleomycin Sulfate Blenoxane O
Diltiazem Hydrochloride CardizemTablets, Capsules, SR o o
Capsules, and CD Capsules
Cefaclor Ceclor Pulvules and Oral o
Suspension
Cefotetan Disodium Cefotan for Injection O
Phenytoin Oral Suspension Dilantin-125 Suspension O
Topotecan Hydrochloride Hycamtin for Injection O
Clotrimazole, USP and Betamethasone Lotrisone Cream and Lotion
- . O
Dipropionate, USP
Mometasone Furoate Monohydrate Nasonex Nasal Spray O
Imipenem and Cilastatin Primaxin IV and IM O
Paclitaxel Taxol Injection O O
Temozolomide Temodar Capsules O
Terconazole Terazol 7 Vaginal Cream
Terazol 3 Vaginal Cream, Vaginal O
Suppositories
Testolactone Tablets Teslac O
Timolol Maleate-Hydrochlorothiazide Timolide Tablets O
Clorazepate Dipotassium Tranxene T and SD Tablets O
\oriconazole Vfend Tablets and IV for Injection O O
Didanosine Videx Chewable/Dispersible
Tablets, Buffered Powder, Pediatric O
Powder, and Enteric Coated Tablets
Hydrocortisone Valerate Cream Westcort O O
Alendronate Sodium Fosamax Tablets @]
Griseofulvin Ultramicrosize Gris-PEG Tablets O
Lopinavir/Ritonavir Kaletra Capsules and Oral Solution O

http://www.fda.gov/medwatch/SAFETY/2003/mar03 quickview.htm
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Update: Adverse Event Data and Revised American Thoracic Society/CDC Recommendations
Against the Use of Rifampin and Pyrazinamide for Treatment of Latent Tuberculosis Infection—
United States, 2003

B BREZBREO rifampin, pyrazinamide ffABEICBETAREEERT B LPREREE
£/CDC D&NE —KE, 2003

PIR T E 2 — (CDC) 1, EMRAEEZ YL OIERIZ rifampin & pyrazinamide (PZA) % 2 #
ffE B HOWTEIZ 2 [EIRAL TWDEE TOEEBRITEEZLANIHRE L, £OMEIZEESNWT
CDC X, ZOVREAATIBRTITE =2V 75 IO EMICESE LT, ROFHRIEBE 2 E RN
PEEDFEBREHEL, LV IEMRT — X2 R ORI 572012, 2000 £ 1 A25
2002 £ 6 H ORI IR ORI IZ RO IR IEZ 2 TR E O BEREN DO T —473 CDC 12
TSN, 2003 4E 6 H 6 H £ TICliESNTz, ZOWMEEX, FOFAREICETIFREEICLDE
WABEREIE T R RIBEINT-Z DT E BRI L2 OThHD, KEMTE 2 (ATS) & CDC 1X2hb
DFNRAZH S, IR R G R PF R IEZ DR WIS | & L, ESn T
ATS/CDC DI ITHIL, KERRYWET S (IDSA) b X FFERIAL TD, BEIRFIC, HRFEZEG D
TRIEICIIh OHESES N D IR EE WD IO ENE L VD, Rifampin & pyrazinamide 1%, 1&Eh RSO
RIEICZADEHBED —BEL THWARETHD,

P—=_AZZZMNF, CDC [FEERNTIREE OSESZ IR A2 R Z (R OF s TIa R LT &
HNABEEIIFE BT84 1 EFE LT, 2000 4E 10 A 7>5 2003 4 6 A D, CDC 1% 48 il
Wit a2 Tz, D95 33 4 (69%) I ZIEHBHAATR 2 7 H TRELLTZ, EMEEARRT AL A (HIV) 1T
YelL QU= 2 Bl &5 60T 11 1] (23%) A3FETC LT,

BRI G OV ISR OF R IE A2 2 T 1o B COEEBRIFREEDORRLLHE T 570, =
B DR mE AN TSIz, 2001 412 7 (55— BPE) |2 CDC 13, IMRFSZIER YL DIEHR I [FI HFH]
FRIEELT L QD EERE R 2 A 4572, 42 50 M & 12 O K#LHi TB-control programs (275
A=) CTERIRE ST, REHEE N EIEL, 2002 45 2 AIC CDC 13X, & EREEIZ BT D[RO
EOM A EMEB L=, 2002 4 9 A (35 —B:P%) (2 CDC 13, % —EEPE CRERBEMIZ 150 O EERFEREIC
OB RIREEIL, 2000 45 1 A2 2002 4 6 H 4k —h 7 —X%FR, 109(78%) D%
FEE8723 2003 46 A 6 HETIZEIZ LT,

A ) I RS B R G TR R R PR IE 2 BRAA LT LS Sz 7,737 AdDHH, 5,980 A
(77%) 2345 H AR AL, 1,757 A (23%) A2 2 [EIAR AL T 7=, 204 A DB E D aspartate
aminotransferase (AST) D FEAMEVEED RO 5 fFLL iz, R ELFIELZ (264 AR
FEBRA AT 1,000 A ;95%(E#E X [ (C1) =22.8—30.0), 512146 AMFRDIER D=8, [RJF L
ZHEL7- (18.9 ANEHBHLAF 1,000 A ;95%Cl = 17.4—20.4),

ZEHP— AT AT, CDC (TS BRI E 0 48 filHh 30 HiASRA DR —BFEIZEs
W THIERS IV, MERS IR 272 18 DO E 6 il 5 A I M ITFREF 2 2L, 5 51l D B I H B
FERPRICRZEET, 7461 (6 Bl AR FEDAE B 1 TFHAE D — B CIIfERR IR T2b D TH



%, fEssSiuiz 30 i, 23 41 (77%) 238118, 7 51 (23%) 23T LTz, ZOFRAEHIR O ABELIET D
HEE =R, 1REBAAE 1,000 AHFZ41E41 3.0 A (95%Cl = 1.8—4.2), 0.9 A (95%Cl = 0.2—1.6) C
HoT7,

http://www.cdc.gov/mmwr/preview/mmwrhtml/mmb5231a4.htm
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V77 v3w (Rifampicin, #EE L F0E5#A]) 7R (Pyrazinamide, % bS5 iEA)
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Advice of Chair of Expert Advisory Group on HRT Hormone Replacement Therapy
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2002 4F 2K [E WHI (Women's Health Initiative) 55% C estrogen + progestin {}f H D4 /L€ 4 &
1% (HRT) O R B OWTHERRIER D Do T, 3BRICE RS 1172 16,000 AL, LD % D%
PEIZIRWNT, DIEZELE, 222 1E, JIM% FUEOFRIER N DT OTEN, RN ST LHES
iz, ZOREHITILIE DI A LERIRIC 1T D HRT O 2% 52 L 7= 35[E Million Women Study 0 %&
(ko TR &R o7,

ZOWFERE L b, A— AT EHE AL ZE B & O Professor Martin Tattersall O T, A4 — 2%
MUTEHMEZERNAESNI

ZOZEEEOBEOE R, HRT IXEMICOI-2HBO FRHIITME A& TR0, FHIH
D HRT (TEIRE L THABIFE S O YRR iEIZ L V)2 ETh D,

WHI ZBRD 65 kLl LD LLPED 53T 5, SHITHLWEBDMGOIIZ, HRT 2532 7= etz
T, PR DI AR RBELVO R GTHICA BIC ER Lz, ZOWMEICELEEH HRT ICXDHIRD
#fpe73 10,000 AIZXTL 23 A (22 A7 45 NI LT,

#2[E Million Women Study 2>HFLIE D ERRIEIZ DWW TR OfE #a AF L7, HRT 25217 TnDH
PEILEWFIE DR A FE R, B LT DA R LT, £70, 4-5 FFETOMIC HRT 232772 B 1%
FLFE OB RE R TS, LaL, VA7 O EF1T estrogen oo HRT < tibolone (&%
HRT)ZS2 1T TS K PEICh BT,



Professor Tattersall (ZLAUE, [ZOFHLWEHIL, HRT IZEMICHHBOPREIIIfEH T &
TIFRWEVWSEMFEZ B DO LRIV S 2R3 5), [2HURE T, BEIRSR 25T 12 A
MERHE DL, WHIFEROD HRT (&3, R E L~ TAEIGOEIZB W THTBHIZR 215 TV 7
V) New England Journal of Medicine @ 2003 45 H 8 H B CHREINT-HEITEHET LD TH
2lo
http://www.health.gov.au/tga/docs/html/mediarel/mrhrt030807.htm
http://www.health.gov.au/tga/docs/pdf/mediarel/mrhrt030807.pdf
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