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Imuran (azathioprine) Tablets and Injection

O

Biaxin Filmtab (clarithromycin tablets, USP)

Biaxin XL Filmtab (clarithromycin extended-release
tablets)

Biaxin Granules (clarithromycin for oral suspension,
USP)

Aciphex (rabeprazole sodium) Delayed-Release
Tablets

* Proton Pump Inhibitors Class Label Change

Afinitor (everolimus) Tablets

Aldactazide ( spironolactone/hydrochlorothiazide )
Tablets

Avandia (rosiglitazone maleate)
Avandamet (rosiglitazone maleate/metformin
hydrochloride)

Avandaryl (rosiglitazone maleate/glimepiride) Tablets
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Benicar HCT (olmesartan

medoxomil/hydrochlorothiazide) Tablets O

Dexilant (dexlansoprazole) Delayed Release Capsules

* Proton Pump Inhibitors Class Label Change

Genotropin (somatropin [rDNA origin] for Injection

O O O
Humalog (insulin lispro [rDNA origin]) Injection

O O
Levatol (penbutolol sulfate) Tablets

O O
Micardis HCT ( telmisartan/hydrochlorothiazide ) O o
Tablets
Norditropin Cartridges ( somatropin [rDNA origin]
injection) © © ©
Omeprazole / Sodium Bicarbonate / Magnesium
Hydroxide Tablets

* Proton Pump Inhibitors Class Label Change

Purinethol (mercaptopurine) Tablets

O
Prevacid (Lansoprazole) Delayed-Release Capsules,
Prevacid SoluTab Delayed-Release Orally
Disintegrating Tablets O O O O

* Proton Pump Inhibitors Class Label Change

Prilosec (omeprazole) Delayed Release Capsules and
Prilosec For Delayed Release Oral Suspension

* Proton Pump Inhibitors Class Label Change

Proton Pump Inhibitors

* Proton Pump Inhibitors Class Label Change

Protonix (pantoprazole sodium) For Delayed-Release
Oral Suspension ; Delayed-Release Tablets, and 1.V. for
Injection O O O O

* Proton Pump Inhibitors Class Label Change

Seroquel (quetiapine fumarate) Tablets

O O
Seroquel XR (quetiapine fumarate) Extended-Release
Sutent (sunitinib malate) Capsules
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Teveten HCT t
eveten (eprosartan 0 0

mesylate/hydrochlorothiazide) Tablets
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Zegerid (omeprazole/sodium bicarbonate) Capsules
and Powder for Oral Suspension
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Azor (amlodipine and olmesartan medoxomil) Tablets

O O
Capoten (captopril) Tablets o
Exforge (amlodipine/valsartan) Tablets o
Lexiva (fosamprenavir calcium) Tablets and Oral o
Suspension
Teveten (eprosartan mesylate) Tablets o
Valturna (aliskiren/valsartan) Tablets o
Benicar (olmesartan medoxomil) Tablets o
Vibramycin (doxycycline monohydrate) Oral
Suspension
Vibramycin (doxycycline hyclate) Capsules

O

Vibramycin (doxycycline calcium oral suspension)
Syrup

Vibra-Tabs (doxycycline hyclate)

Foradil Aerolizer ( formoterol fumarate inhalation

powder) MG

BEFR
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Beta-blockers for ophthalmic use — Risk of systemic adverse reactions
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TR BETREESE) [EIN - F e WEsh Joe s

©Metipranolol (B 5 A AT HE, FRPIFETIA RS Est - JE T %

O©Timolol (FEr—/ /L~ LA Hit, Timolol Maleate (JP), B 32 2T HE, kPN FETEHEH)
[N FE5EW MBSk FE ey
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[ 3£ MHRA ]

e Thalidomide: BRI L UEHR AR ZEARKE DY R

Thalidomide: risk of arterial and venous thromboembolism

Drug Safety Update Vol. 4, No. 12, 2011

1#F A :2011/07/11
http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/CON123111
http://www.mhra.gov.uk/home/groups/dsu/documents/publication/con123159.pdf

Thalidomide #i5:% 521 TWDEBETIL, FZEOY AT LU CTHENL SO D ERR AR FERRIE IS
&, AR ZE, I A ML OB R ZIERIEDVAZE EH32, EFEMNEFEIL, §Hk
BILOE RO M ARFEMIEY 227 %% 8L, thalidomide O FBRAATE D 7e< EH RO 5 4 A [, 1
PRI AR G-I DR HD,
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OO0

Thalidomide[ ‘ Thalidomide Celgene’ ]1%, melphalan 35X Ut prednisone LD C, 655% LA LD
FIRED LR F R O, RE(LFRIEN RN HE BT ~DOH —RIVRIELL T, EU N
DHKFREZ T TCD, Thalidomide [T I ZCTHY, HUiEEs, FmE H4, BLOPURMERSE
M.OVEM DB,

MHRAZ: [ “Thalidomide Celgene’ D& #ia e HIIZAFK L 72D, 2008 4F 6 H IZ[FHE)S K [E T
RSB C, BEMERTBIEIAZE, ZOIKAN~DIEIGORGZEZL; I3 512Dz biiz
U2 fe/ IMEsi A~ DVEE AW 3572 Tdh 7= A(ZEL<IZ[ ‘Thalidomide Celgene’ ] RKIN 23
B 125 3K S A AT i A5 2 — LS ) (European Public Assessment Report—Product Information) @
annex &2 1] B,

HEF MHRA (3, FrESIV-EER (B LITEELRD AREMEDOH L) MORHERICOWTHE
KU, ZNHICRTL THYAZ B/ IMERRE R L T D, 2SO BITER LI, SRR IERRIE,
TF P ERIE , L/ NRIBE, RAEPE = 2— 18— GR AR LR B TTRENES ) |, detbds LU
Ik, AT 4 =T LR Dar Y AEBRERE OEERBFRIS, BIRBLIOFEED 0 RETH
Do

OIMARSE R X O iR ZRAE 2 B A TR B IEFI 3

A7 TR S T — 2 BT AR DL E 2 — |2, thalidomidelZ B L CHi & S U7 1
FRIERRIEDRK) 3 73D 1 I TEIARYE T, 2D LI ZE L NI E A X N ChoT- (ENE
54.2%, 19.8%°),

HREIEI LA ONZIARIE DV AZ K -T2 73, thalidomide ka5 13 7= BE O BRI A% E D
RREAE BRI T 72+ A S L TR, MARTE DY AZIIZ DO FHFN 7 Z A ER Ebis,
MHRAIZ 5T, lenalidomide[ ‘Revlimid’ JIZfES [RIBEDY 22 &8 L= °,

TARBIE B E D DR e T AL AU, BIRO MARNE 36 KON A2 FERRIE DY A7 1375 %
BItETE 5 H LINDSIR K THDHZEIRIBENTND, LIZ3->TC, SREME BRI N2 M AiE
DYAZKIF DD IBEIIRFZ, 1R, Dlellb D 5 1 H M, iite FRi3Ecx eG54
RETHD, M FRHEIIE 2 OBE NG TDVAZ N T HEEICFHMLI-%, LT _&TH
B,

A http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/CON085195

RIS 2 2 EE - [95 MHRA] Vol.6 No.20 (2008/10/02)
Bhttp://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000823/human_med_001090.jsp
&mid=WC0b01ac058001d125&murl=menus/medicines/medicines.jsp&jsenabled=true
Chttp://ww.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmessagesformedicine
s/Monthlylistsofinformationforhealthcareprofessionalsonthesafetyofmedicines/CON120200
P http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/CON108684

IR G2 e [ MHRA] Vol.9 No.07(2011/03/31)
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MARFEREA XU NDOREEDR S D56, FTI3AR MERE A 02 DMOR T AT EILE/ 2 ED
HANEOFA LT G, MARFERRA R NDOVARAI BEELBN DD, ZHIHOHAIE, thalidomide
FEE ST QO DS E B RF I IXEREICHNDRETH S, AR ERE MR Vb e
XX, TR FUFHOR L HFRICFERH SN o~ ae VR I T A BV IR IE R 2L
X ThHD, ~EZ O JREN 12 gldL (7.5 mmol/L) #2726, MARZERIEDY A FHICH
HT 5720 ThD,

OERMEEERITOME

- Thalidomide 5% %11 CWDEE X, RIFEOYAS LU CTHENT ST D IR M AR ZEFE LN
Z, DAFEZE, I A~ ML, BRI ZERRIEDY AT D EH-§5,

- AR FERRA R NDOYRY K- CYGE FIREZeH O (B2 1E, BE, ST, miEMAERE) 139
THRNRITM R D% R 2 LD _ETHD,

- EIRIEEE Y, FIRB L OBIRO MAREY A2 %5 EL, thalidomide #IEDOBAED72<EL 5
WA, BFICME TR G T XETHD,

IAITER

© Thalidomide (H-UR~ AR, Z5ME SIEIGHR I [EN F85e 0 WEoh  Re 3

© Lenalidomide (L }"URIR/KFi%, Lenalidomide Hydrate (JAN), 235 BfE A H#EE, 5q K
K2 BB Rl R B REIA ) EN - JE 080, MBSt - 8 5e i

Vol.9(2011) No.16(08/04) R06

[ 3£ MHRA ]

e Benzodiazepines% 335 X Ucodeine~DKFRIE : K &2/ 248

Addiction to benzodiazepines and codeine: supporting safer use

Drug Safety Update Vol. 4, No. 12, 2011

1#F A :2011/07/11
http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/ CON123123
http://www.mhra.gov.uk/home/idcplg?ldcService=SS_GET_PAGE&ssDocName=CON123159

(R DM LT AL 5 335 L ONOTC B AR FIEIZ BT AT SOV T, Tl FD2H5m
WEENAFINT,

-National Treatment Agency for Substance Misuse, 2011 4+ 5 A
S~ DARTFIE IS5 FEETNTOTCEIZOWTHIEZ FF O AN 2 2V R — T H1RH T —E A
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ORI LM BT DA A

+The National Addiction Centre, King’s College London, and School of Social and Community
Medicine, University of Bristol, 2011 4%
A2 7T R TORLST HbenzodiazepinePZ3 * ! 35 L U codeine & A OTCH DAl F D4k - 1A 3
SNTA T TURRFINE DT AL, ARFEMRA FEIEIZ OV TR LI A F Al HER
7= T IRV E 2 —

OF &
1980 fALLIE, benzodiazepine %3 K % DUAFIER L OB SIS DY AT B R &S
TG, 20 HELL EIT72h, ZIBHO B SEE O HIRIE 2~4 BRI HIBR ST ¥,

{National Treatment Agency” 335Ut National Addiction Centre® D4

F—X % 1991 4E7°5 2009 4E DI benzodiazepine & IRD AL EN EARANZIZEAD LT D
ZEERLTNS, ZOATT EOKR T I EICHEIRZL L LT benzodiazepine 2 F D K TIZLD
HDThoT, AL IEEL TD benzodiazepine R FEDOME HIZZ oW FIzH#gINL Tz, 7 —#
[3F7, codeine &4 OTC FDHRFERIT, HiHHICHIT- 2006 4ELLE, 1R 2 ITHA TWDHILERL

W5,

HE[E 2T benzodiazepine SRIEDFWIML T BAFEH T HZ LI AR FRETH S0, Mtk
NIRRT —& b, A7 T RRTONTT O FEREITITIEFICRERTONRHLZEN o7,
Benzodiazepine MALJFIXALTEHES T <, BRI SR SO LT 1 3L G CTiEid o7z, o itk
IRAED B HIIAHTHL,

OERBEHEFEE ~DOEEHE

-Benzodiazepine RIEDEHICEIVAZZEBREL, BFITILTEDIZT Fie/ INMA 2 e i A AT AL
I R_RETHD, IR RKHMIL, HEERHMAZEZO T4HRETL2E,

Codeine & OTC #£[%, paracetamol, ibuprofen, 7=i% aspirin HAl CTlIES g WAt T
S DPIR AT H7- O (3 B) IV Bz,

OEFEDOEE

EERZEIRIRT — 213, Z<OHTITLTTHEE-1T OTC TR CELIEMICEE T2
R TIEZ2) 2 Z L2 A& ISR L TS DIRIR 2l L THD L aRIR L Tnd, ZHb0
TERDL LT KBIREIZ L > TREESITND, W53 OTC FIHES RO T (TR FE
BRY —ERCSIMNT DAL DIGRT —F2/5E, TRHED N2 TRRICEBH) THY, 1#Eik

A http://www.nta.nhs.uk/uploads/addicti ontomedicinesmay2011a.pdf

B http://www.kcl.ac.uk/iop/depts/addictions/research/drugs/benzodiazepinesz-drugsandcodeineproducts.aspx
http://www.kcl.ac.uk/iop/depts/addictions/research/drugs/Thechanginguseofprescribedbenzodiazepinesandz-drugsa
ndofover-the-countercodeine-containingproducts.pdf
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WO FH LOBIRIRAAED BRI ED DD,

BEER

% 1:Z 3£ (z-drug) : zaleplon[ ‘Sonata’ ], zolpidem[ ‘Myslee’ ], zopiclone[ ‘Amoban’ 1721z D8R
SCFCHEEDMEIR SR, Z 3L benzodiazepine JHITAb P IE NI X 72273, RIBRO IR
ZFiD, Z 313 benzodiazepine 8 0H /EHIRFE 23RS B D,

%2:1998 4 1 H, MHRAZ benzodiazepine % HEDAK AT LBEBUE IR IZBIL CTf T 7o iR B MAEE O
"G, benzodiazeping;R IO % 2~4 N IRHIH@EIL T,
http://www.mbhra.gov.uk/Publications/Safetyguidance/CurrentProblemsinPharmacovigilance/C
ON2024486

*3:2009 £ 9 H, MHRA[ZDrug Safety Update Volume 3 lIssue 2 @ 91T, codeineE7-1%
dihydrocodeine & A OTCEER I T #H4 5| 2T Al REME B 570, % 3 B MRS
JOHELBEL TD,  XRIEHELZ MG #RIZE MHRA]VOL.7 No.21(2009/10/15) 21
http://www.mbhra.gov.uk/Safetyinformation/DrugSafetyUpdate/ CON087912

RAE R
©Codeine (=7 1V figtE/KkF1#), Codeine Phosphate Hydrate (JP), FREM:SENG K SR K]
EIN :FETeH Il 38T

Vol.9(2011) No.16(08/04) R0O7

[ 7% Health Canada ]

o Fub R FIRERR BRIV LMUIERCEDT VY AUIEZHENE~ 7 KD A MLEE

Proton pump inhibitors: hypomagnesemia accompanied by hypocalcemia and hypokalemia
Canadian Adverse Reaction Newsletter VVol.21 No.3, July 2011

1HA A :2011/07/13

http://www.hc-sc.gc.ca/dhp-mps/medeff/bulletin/carn-bcei_v21n3-eng.php

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/bulletin/carn-bcei v21n3-eng.pdf

OE R

b IR PERK (PP IC LA RHOIEE (1 F£LLE) MK~ 30 AUE L O B ko
NTNB,

ANFENTIEBITIL, EmaE )T i RENEDH D RENROFER-CH IR E R LT BEL A5
iz,
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‘PPl DMLIF~T R T DRFE~DEL, AW THDHES 2 HILD,

OO0

PPl %, HER/ WM B HAEK (- ZFE RS, BIRE, Witk Al R 7RE) OIRFRIZIAL
S CWD, I TiE 6 5D PPI, 3725 omeprazole (1989 ik 7ERH4A) , lansoprazole
(1995), pantoprazole (1997 ) , esomeprazole (2001), rabeprazole (2002), ¥ LK O°
dexlansoprazole (2010) Z 4L /723K TAFTED,

PPI IR LR~ 7 R 2T AMIEA BE 2 AT REME IS DU TIL SRR CRIR S, oD KR il R 2

SIS RSN TOD 0, IEOHIFETIE, V<D0 PPIHFRTTIIAN) BME~2 R
U AMNEZ G RS AR DD ZEDRIBE TG 40

PPICLBME~ 7 R MUERE R DA =R MEHIH T2, PPIE, TRPM6 F /L AL i
BB 22814, /MG TO~ T R0 DRI D B F 2B 5L CWD ATREME D 85, K8 11
DPPUEANZAED =7 F T DRI A~D FEITHRE S TRV, ARSITEFIHRE T, PPI
FBRMEOE~ 7 R AAEE, EHOPPUEM (1 LU E) BICFIEL T Y9, =7 R w4
IFERBICBE S L QD w7 RV ADRZIX, BIFIRIROMEEIK FZ25 XL, 208 ED
I BRI OFIENC RS KT T RN D D, Fio, R~ 7 R AMAEIE, ~LA—T D
KU EATHE (thick ascending limb) 1282 VD AT 3 /V OIEHALE I L TR AV D A MAE D F K]
(272D ATREMED &Y, F10 T LD JRA~D PR 2L,

PRI~ F D N EE~DOE BT AT HN THHEEZLND O, TRCOBESNINE
1, PPIO{ I P 11 % | BB AR I 18 1 1E 5 | [E195 L7 (positive: dechallenge®) . PPIFHf i #% 0
K~ %27 W MFED T3 (positive rechallenge®) 1%, 3 il CHiE SHL TS 120 1EEL AL DIEH]
T, S~ 7 R AR, T REGAE S AMES U IS LS AE, E7- 13 FUHD M
o TEY, Az d RO &2 RE RO R L EIE R (FBIE, BifkiEk, 74
=7 ) R LIZEEL AL,

2011 4F 1 A 31 HOWAT, Health Canada I PPI f#i LD BN SO NDIK~ 7 R Alf
FEDOHEZ 5 HI521T T D, NERIE omeprazole (n=2), lansoprazole (n=1), pantoprazole (n=1) ¥
J U esomeprazole (n=1) Tk %, 1%, LMz &R THY, BHF 4FINABICLLT T 25
L7z, ZIRI7RARAY DY AAET 3 BT STV, 1 4Gl positive dechallenge & positive
rechallenge 235 SAL Tz,

ERIEFEE L, RFIO PP IR, BEICXo TR~ 23U AMEEZ T 5605
D, (BT MSERAR T VY MSEZ DS B D D Z 2Bk L Th<Zs, HEZR TlI~7
ALY LHTESHDBEEDMENTZ8, ZOAEF RSSO T2 W10 15 51 23 SEBR 0 A7z
WEBEZ BN Y, EFREFEITHIL, PPIOME LD RN EDN K~ 7 5D AMUIEIL )

A Transient receptor potential melastin 6 - %/L

B SEAN O ST D R0, SAI M A Ik £ 13 B R A ERUSNE AR L2341, positive
dechallenge &9 5,

C FEFN OO BT DI, FA O F A B RS S EFE LIS A 1L, positive rechallenge &%,
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7R BERICHHE T DB T 5,
(#1&E3 Rania Mouchantaf, PhD, Health Canada)
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KIEHZ MR R [5E TGA]Vol.9 No.13(2011/06/23) 2

2EFR

* 1: TRPM &, transient receptor potential (TRP) 7% R /L A—/X—7 7 —DH 77 7IV—0D 1
2, TRPM6 1%, Mg OB 5§ 5L 52 5N TODAA L F X I T, /NG E AL
(ZAFET D,

O BE S OERR ML EMEER
[+Z.% Lareb]Vol.8 No.15(2010/07/22) , [NZ MEDSAFE]Vol.8 No.15(2010/07/22)

AITER

©O0meprazole (A AT TV —)b, Fub R 7 HHES (PP ) EN 25 W FEH

©Lansoprazole (T Y77 — )b, FubL R 7 HHESK (PP ) [EN 3585 HEsh 36505

©Pantoprazole (/S b7 T — v, FubL Ry T HHESK (PPI) ) HESS : 5858 3

©Esomeprazole (=Y A7 T — ) )L~7 3w LKF4), Esomeprazole Magnesium Hydrate (JAN)
7'a bR THERE (PP ) EN  AGEEUS (2011/07/01)  #ESL - IR

©Rabeprazole (X777 —/ L} N A, Sodium Rabeprazole (JAN) , 7'mho 7R 7 RHESK
(PP JIEIN - F8 587 Mok FETE W
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© Dexlansoprazole (727 25V 75 — )b, Fuhr Ry 7 %3 (PP1) ) [E N : Phase I
(2011/05/11 HIAE) VSt FETCH

LUk

G
LAREREE =K 561, K BF
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