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% PP TS BT A2 % 34 L 7R T 52

5e AR EHA R P2 Tl Tahr AR 7 LB S (PPI) BEELORE R
Vestergaard 20001 H 1 A | -BYriEH] 124,655 % 1 ELINO PP O HICEIL T
2006 ¥ ~12H31 A | =y Fr s LR “HHDORYRY, F AL (OR)
373,962 #l =1.18, 95% CI[1.12~1.43]
- A RS E OV A,
CT=H =R OR =1.45, [1.28~1.65]
Denmark health database’ HHEB IOV AL,
OR =1.60, [1.25~2.04]
HipEE IOV RS,
OR =0.95, [0.82~1.11]
PPl L HPTVAZ ORI BARAFBIfR/RL
Yang 2006 2 | 1987~2003 4 B YrEER] 13,556 H 1 4EEB 25 PPI O TORBIEE o) 22
T LT R FREB A R (aOR)T
135,386 il =1.44, 95% CI[1.30~1.59]
<AEf =50 % JEBEEIE T OVAZIY 1 FEB2 50 AE PP
«F—xy—2: U.K.JGPRD? ORI E5-:
(BHRELIE, 1 BH70 1.75 FEB 2 58 5 (A
BLESR
aOR =2.65, [1.80~3.90]
JEBIEIE OV A2 PPI OEAOE LI
W S
O14E, aOR =1.22, [1.15~1.30]
04 4£, aOR =1.59, [1.39~1.80]
Targownik 1996~ 2004 £ B YTER] 15,792 Bl 7 4ELL_E o PPI OfE FRICHED I B, T-RAH),
2008 ¥ sy F LUk FHEDEATIAY
47,289 {1 -HREE KA Y XL (aOR)*
< FE M =50 % =1.92, 95% CI[1.16~3.18]
CF =Y — R S BEERE AT OV A2 1% PPl O Fl DR HH kI
PHRDR/® Manitoba, Canada | £V E5&-
OPPI Dffi =5 4F,
aOR =1.62, [1.02~2.58]
OPPI Dffi =6 F,
aOR =2.49, [1.33~4.67]
OPPI Ol FH =7 4F,
aOR = 4.55, [1.68~12.29]
Kaye 2008 ¥ | 1995~2005 4£ B HrEH 1,098 i <5 BEEIB HT D% A2 (RR) HEE fE
T LT R =0.9, 95% CI[0.7~1.11]
10,923 13 (BHTVRZ Od5BEIIRHTHDERIL)
<4E i 50~70 7% PPl O4LJF [BIER DOEENIM A % BRI B T >
T =B =R VA7 ERITmHEN$
U.K/GPRD?
Corley 2010 ¥ | 1995~2007 £ ~EPTRE B 2 FLL EDPPI OfERA, BIOZEDMDY AT
33,752 4 FE 1O TDHEOFHIAZA Y XL (OR)
o F LTI =1.30, 95% CI[1.21~1.39]
130,471 i OYAZRT-: 7 Aa—LE, ki, B,
R =18 2% BRE, JVao)LFafROE R, MLE RS,
T B A RRANSE, CThirh, BATHEE, JIIRE, K, 15

KPNC/* California, USA

JB, RORE, PiRZEoME R
BTV A2 E & PPl O IS B
(BAELIE, 1 Hb7=D 15 5EnilBx 2L E %)

OR =1.41, [1.21~1.64]
‘PPl fE HOEHIURIZ Y BITIAZDO—E LT
FHeL
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Yu 2008 ” it 7.6 I B DY A2
FEO7ra—T (PPI JEfE Iz 4, 574 1, Lotk FHEERE BAERI NP R (aRH) !
A PPI i F 3 234 ) =1.16, 95% CI1[0.80~1.67]
- Bk < B aRH =0.62, [0.26~1.44]
B SEH 56 (PPI FEAE I 4,920 4, MDA OB T DY 22
EDTHa—T PPI /& 487 fi) 4Pk aRH =134, [1.10~1.64]
- - FE i = 65 7% <P aRH=1.21, [0.91~1.62]
T — R
MrOS/SOF®
Gray 20109 | ¥ 7.8 EDT 4 | -PPIFERE 2,831 4l - EFIFOVAY
0—7 7 *PPI 3Ef# i 127,756 1 REFE AP =R (@HR) Y
PR Ao AR 50~T79 5% | =1.25, 95% CI[1.15~1.36]
TR = - BEiE HroY RS
WHI OS/WHI CT® aHR =1.00, [0.71~1.40]
“HFHEFPTOV A
aHR = 1.47, [1.18~1.82]
- FRAFIE T OV A

aHR =1.26, [1.05~1.51]
PPI i FHHIE L BTV AZ ORI —E LT
7L

F—2%>—Z: 1. Denmark Health Database; 2. United Kingdom, General Practice Research Database; 3. Population
Health Research Data Repository (Manitoba, Canada); 4. Kaiser Permanente Northern California; 5. Osteoporosis
fractures in Men Study/Study of Osteoporotic Fractures; 6. Women's Health Initiative Observation Study/Women's
Health Initiative Clinical Trials

T T MR, R, SRR (BMID), RO (FIAZEIE, Hi52%, NSAID/T AV, 7 VK AH
JREE, PUBHIRIEE, PL3—% V9w 3k, FURESR, VBV RE, aLFazxTu(R, Faxiy), R EE
(7va—/ViE, BASRS, zErh, oo B k7= 13020 B ZEVE 2R F (COPD) , RAVE, BERIR, Mtk R4, wE)
PEREE, DA, T LMETE R R, FEEMER R, KA MAE R A, RS, BEREE ChAZ L, FITDRE
),

T PR T AN, B, 24 GERNEIZR OB RE, TAdA, BIMMELARA, OAGIEZE, &iLE,
REHIZ, IESBAE, COPD, IEWELAH, >0, WA KRIIE, FRAE), EEEE—E2OF|H, fEx DA,

§ TR 7 A, P BE R, AN, BMI, B, B, A HELIIRAHOaLTFaxTa RO,
NSAID DFEH], I LY TVANOMER, B HFRERREEOM A, B CPEICRD@EEIREE, (KREZ1, b
2 B AR O % B B O R 5 B, SOF (Study of Osteoporotic Fractures) BEl%, 77 = ERBINT RIS D
f# I THFHEE, MrOS (Osteoporotic Fractures in Men Study) #1%, B3 I OVE FHIE THIHEE,

I TEER AR, NHE/RCHR, BMI, BRERERERS NN, 2 —hoOfEdE (B2 Je G ARG 5R) , WS, By (RE
(RS & (MET) ), B CHEICLAMERREE, HIC 40 sl OB TN H-7-2 L, BEIRIFTENEEE, 55
LA D FIREE, 2V FarxTu /RO, B AEEEAT, DFFFEZE S/ 300 EORERE, M EE3EE,
BAENZE, IS RIS, PEE ST EE O, BHERE, Mok, Sve Rk
EERARARR— I RIEDOHE A,

X B

1) Vestergaard P, Rejnmark L, Mosekilde L. Proton pump inhibitors, histamine H2
receptor antagonists, and other antacid medications and the risk of fracture. Calcif Tissue Int.
2006;79:76-83.

2) Yang YX, Lewis JD, Epstein S, Metz DC. Long-term proton pump inhibitor therapy and risk of
hip fracture. JAMA 2006;296:2947-53.

3) Targownik LE, Lix LM, Metge CJ, Prior HJ, Leung S, Leslie WD. Use of proton pump
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4) Kaye JA, Jick H. Proton pump inhibitor use and risk of hip fractures in patients without major
risk factors. Pharmacotherapy 2008;28:951-59.

5) Corley, D.A., Kubo, A, Zhao, W, Quesenberry, C, Proton Pump Inhibitors and Histamine-2
Receptor Antagonists are Associated with Hip Fractures among At-Risk Patients,
Gastroenterology (2009), doi:10.1053/j.gastr0.2010.03.055.

6) Gray SL, LaCroix AZ, Larson J, Robbins J, Cauley JA, Manson JE, Chen Z. Proton Pump
Inhibitor Use, Hip Fracture, and Change in Bone Mineral Density in Postmenopausal Women.
Arch Intern Med 2010;170 (9):765-771.

7) Yu EW, Blackwell T, Ensrud KE, Hillier TA, Lane NE, Orwoll E, Bauer DC, et al.
Acid-Suppressive Medications and Risk of Bone Loss and Fracture in Older Adults. Calcif
Tissue Int. 2008;83(4):251-259.
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& HE T HERGLEMEER
[Z2 TGA]Vol.7 No.06 (2009/03/19)

Vol.8(2010) No.13(06/24) R06

[ k FDA ]

e Tramadol hydrochloride[ ‘Ultram’], tramadol hydrochloride/acetaminophen[ ‘Ultracet’]:
AT CEOYET (B ZBLOUEERADYARZZ800)

Important Drug Warning: [ ‘Ultram’] (tramadol hydrochloride), [ ‘Ultracet’] (tramadol

hydrochloride/acetaminophen): Label Change

Safety Information

1B H :2010/05/25

http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/uc

m213264.htm

http://www.fda.gov/downloads/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedical

Products/UCMZ213265.pdf

http://www.fda.gov/downloads/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedical

Products/UCMZ213266.pdf

Ortho-McNeil-Janssen #t:& FDA % tramadol DUt CEDE G A G UTI-Z e 2 ERMEF 4
23T %, Tramadol 13, H&5 8 ~ o0 F B DB MR 248 BRI A 7= 0O 12/ 5 K5 AR VE A

13
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PES A EA ANERIE CThHD, LSz EE R TIE, BRMENAHLEBE, NFrx T4
—FIHOOEERAL TWEERETOHFEDOV A ZEHL, 7o, BERADOYA7LELEL
7o, EEEE, BRSEEITAEREROFIES, N UXI4Y—, Tha—iL, BIOMOF
HXAE I SEAN O R E D &2 F8FE 12 tramadol BB DL L3 AEL TOD, AR I &
SISEZTEROBHLT Va— v, oA A AR ETEEEY SO AL 4, tramadol 1213
FMB 72 e’ 5 & FREN D, Tramadol O EARAIZ LD HEEAFEREL T, HARAR R
H, PR INHIB L OBEICE A A2 05, Tramadol 1%, p-A B4 A REENE A ED, SLHSNS
AIREMEDY DY, EIEEH SIS AREMED & 5,
SO O
OEBEEE AT Z—LF— (HEE)

Ortho-McNeil-Janssen £ PriCara F3E#1% FDA L#2#5L T ‘ULTRAM’ ] &E (tramadol
hydrochloride) 33 OV “ULTRACET’ ]#& (tramadol hydrochloride/acetaminophen) O #f 3¢~
DEBEREFICOWTHEMT D, ZNODOEE BT LV A71E, HAELULTRAM ER’]
(tramadol hydrochloride) #& FBE D UFT SCEIZ B FAL TN,

LLF O #23 L ULTRAM’ /[ ‘ULTRACET’ ] USPI CKIEFs{F 3 #) 0L D IEISE NSNS

HEDVAY
- B F RO 235 BF I ULTRAM 1/[ ‘ULTRACET JZALT L7222 L,
IR IAP PO DAL TWDEFE, RN Lo — L EAEINL WD R, [HH)
pEE e 7 139 IR D BB TR E RS ULTRAM 188/ ‘ULTRACET J#e& il 542524,
Tramadol D472 OO, HEIL S THIENRAI K ThHD, 9 ORESHDNILH
BAAIZ DD BE T, FERREMESR KO I BEL TR T R&ETHD,
BN, B RS E ET B REROFIESC, N T7/%—, Tra—b, BLOMOHF
XA MESEAI DR R E D82 FEF | Ztramadol B D SE C 35 AL Cuvd (B4, il EIRH DY
AIDIEEZH),

Ta— VLAY O BAER
Tramadol %, 7/va—/b, DA A AR F72ITE LI Y 72 8 O XA R 2 i 9518
DHLIANEGHA LIS, MM RN S DL TFREIND,

A, ELABI U
Tramadol 1%, p-A A AREENEEAFFD, [‘ULTRAM’ J/[ ‘ULTRACET JI33EM L
RIS DB B N % MAFERD, BIEFHSND THEEN DS,

A, LA ERIZRA OV A7 EF PR ESHDRIITI W T, [E Al <0354 i 23
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[‘ULTRAM’ J/L ‘ULTRACET JZAL5 E7-13iiAl§ 2556, NIEEILEEME Ao et 4
BETRETHD, AL, SLAFICGHERASCHE CICELERRIAZE2L 7207 (3
YELH AR, W ERAOEEZZR),

SLH, WEHERS KOV ~OREDS, 1 E22 M BA 15 1T 5 R E T, &I & B4 1
UNZZT COWDBE BT DA EA AR EIRAI~OERHEORIEITEN ThHEMEIILTND,
UL, 1@ MR BB 1B DR D E DR AERDIZH DT —HIEHLN TR,

©Tramadol (F7~ K — L fgHE, Tramadol hydrochloride (JAN, USAN), R S8 5 5 )
EN:FTe0 S HE e

Vol.8(2010) No.13(06/24) R0O7

[ 5% Health Canada ]

e Bismuth subsalicylateZ4 B iF3[ ‘Maalox Multi Action’] :bismuth subsalicylateZ & £/
~— By 7 AEHILDIER]

[ “Maalox Multi Action’](bismuth subsalicylate) and confusion with other Maalox Liquid

products

Advisories, Warning & Recalls for Health Professionals

1B H :2010/05/12

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/_2010/maalox_hpc-cps-eng.php

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/advisories-avis/prof/2010/maalox_hpc-cps-
eng.pdf

(Web $8# H : 2010/05/17)
@ Novartis Consumer Health Canada (Novartis) #:75D BEIRIEFHH TR 7 2 —1 2 —

Novartis f1:/% Health Canada &L 7-#55%, [ “Maalox Multi Action’ Ji&# & A LS+
Maalox &A1 D& MBI 2 B AR L A VEF IS OV TER &2 972,

[ ‘Maalox Multi Action’ ]Ji%, 7BF L3 UF LR (ASA) Db/ 72 K85 8 T & S bismuth
subsalicylate (kU F/VERE A~ X) 2% A THRY, HIZREASALFROAEEMELI-H9 0
REMED N2, ARFI LA DMaaloxiE Al EI AR TN —AD BIL Doy %5 A TERY, BARDIERIZ
KL TSNS, L, [ “Maalox Multi Action” ] EflidMaaloxi Al <4 7k, 7L, BLUVS
D=V MU TWDTeDIZIR RIS, HFIBIRZH O FREMED D,

[ “Maalox Multi Action” O KLZR2WEIZEE ST L HEBRAEFFRNNT X THRESNT
W5,
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- Maalox #& 7 Tl sy 23 B 7220 FH B AR ATRE TIEZR VN,

«[ “Maalox Multi Action’ 11%, 72 F LB UF /LfiE (ASA) DAL A 72 ¥ k4K T & % bismuth
subsalicylatez & A TV 5,

-[“Maalox Multi Action’ JiZ, AFILASAD Maalox A4 FR, 2307 —, BT LMELT
BY, ZO1DEHLR2WEME DN EERAFEFRELOLI,

-[“Maalox Multi Action’ JiZ, {H/LMEIEERE, LS, VIFARBE~OT L L —DHD
BE, IR, AERETANAEOREANLOEEIICSHZ/NED B, FrEEmAl, Him s
HRHE, NSAIDs R° ASA & A LA IRTTL TOD A ITITHEREL 220,

-Bismuth subsalicylate ({4 BAXELZL03BHHT=0, ZOM FAIZED G G H s RakSihuan
FIXE B MLEFRZESND ATREME DR B D,

PEIRNE AT IR SRR E T DB, Maalox {KANZ DWW TV R— B FE I TA Bl or 4 2
_RETHD, [ ‘Maalox Multi Action’ ]i3 bismuth subsalicylate 25 A CTHY, B ORI ILOFH
RO D120 HEND, AFILIS D Maalox AT 9 CHIEESRE LT FHSH, KB
NR=D BKERIL~ T R T I, REETIIVL T BINRER~ 7 F 2 I, SHIZHABREDT-DIT
AT N B BEOW AT 572D T A XU N T L EE A TS, BE IS LERG
Maalox AN T~ N%ETF 273 HL)5EH T & TH 5,

Novartis t1:1%, AFILLSRD Maalox #1725 X 51457212 [ “Maalox Multi Action” 1D 4 #rz
LT D EITRH LT NNV T A BB E T L3E, HHEEOIRF A< )% Health
Canada L1t Tho, ZHIHOAEH I 2010 I BRI S NS T E Th D,

BEK 1:hFHTRESN TS 3 DD~—ay 7 2B DT UL (Novartis OTCOY =7 A1 A1)
205 [ ‘Maalox Multi-Action’ 1, [ “Maalox Regular Strength’ 1, [ ‘Maalox Extra-Strength’ ]

2EEH
%k 1:2010 42 H 17 BAF® FDA O [ ‘Maalox’ ] DO AREEFEIC B+ D ERIEHE & B I OVEE & 1M

A http://www.maalox.ca/
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IHEElc kD E, FDA 1, [ ‘Maalox Total Relief’ ] (774 Co[ ‘Maalox Multi Action’ JIZ4H4)
DO EBLRAFFRMEL 5 21T\ D, FDA [385E L0 Novartis #HI2%fL, Lo
Maalox it EDIR[FI A BET D726, T-ULinb [ ‘Maalox” 14 & HIBR 9555 B35 L, Novartis #1:13
9 A FETCITHIEE T THZLICFAE L, FDA I$E7, AR RN B2 5ICb b b =7
WERF ORI EIRGE LW I A= — 1B LT,
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/uc
m199476.htm

http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm199331.htm

% 2: HATIE Maalox B 5HI1ZIRFESIL TRV, E72, bismuth subnitrate <° bismuth subgallate |3
AL TENTHE A STV (A AR FIZINES U TUVS) 23, bismuth subsalicylate 1
DI TR,

© (KHVF /Lfise A~ A, Bismuth subsalicylate (JAN, USAN), F&I5A) HEA: 1 3652 7%

[ ZTGA ]
M IE WAL

[ EUEMEA ]
PA=LLE %P

i
4
ot
5
palsy

M —=: K BEF, B B
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